REACH-EN-FORCE-1 project and REACH-EN-FORCE-2 project
1. What is REACH-EN-FORCE-1 project?

REACH-EN-FORCE-1 project is a joint inspection / enforcement project all over Europe. Enforcement of REACH and CLP is a national responsibility. Therefore each EU Member State, Norway, Iceland and Liechtenstein must ensure that there is an official system of controls. In additon they have to lay down legislation specifying penalties for non-compliance which have to be effective, proportionate and dissuasive (Article 126 REACH).National inspectors are checking whether the substance has been registered or pre-registerd or verify the presence and correctness of the Safety Data Sheets.

The project gives a first impresion of the level of compliance by manufacturers and importers (including Only Representatives) with REACH in the European Union and European Economic Area. 

National coordinators will oversee the implementation of the project in each participating country and provide training for local inspectors. The national coordinators were trained by the Forum Working Group at ECHA’s premises ealier in April 2009.

a) Participation and number of inspections

1600 companies were inspected in 23 Member States of the EU as well as in 2 Member States of the EFTA (Norway and Iceland). Member States in the EU that have not been inspected so far are Italy, Luxembourg, Lithuania, Czech Republic.
Overview of the inspections carried out from May – December 2009:
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b) What has been checked by the Member States?

93% (1474) of the inspections checked both the pre-registration and provisions of the Safety Data Sheets (SDSs). 7 % (107) of the inspections were limited to the SDS provisions. 83 (6 %) of in total 1403 visited companies were Only Representatives in relation to imported substances.

c) Type of companies represented by NACE* codes:
(In 1573 cases the role of the visited company was reported)
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*NACE, the Statistical Classification of Economic Activities in the European Community, is a European industry standard classification system for economic activities.

d) Roles of the inspected companies under REACH

The inspected companies play different roles under REACH. One company can play more roles.

Overview of the roles of the companies inspected:
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e) SDS obligation

1204 (out of 1543) visited companies had the required SDS`s. In 177 companies (about 11 %) the required SDS was not or only partly available.
In total 5137 products were checked and of these 1446 SDS’s were not available. In 1008 companies (65 %) structures or instruments (e.g. software) which makes the preparation of SDSs in accordance with the REACH Regulation possible, were available.

985 companies (from 1546) fulfilled the requirements of Article 31 (5) (SDS shall be supplied in an official language of the member state) and 31 (6) (SDS shall be dated and contain 16 headings). For 313 (20 %) of the companies the prescribed requirements for SDSs were not correct.

In total 5338 SDSs were checked and 808 SDSs were not correct for these issues.

f) Infringements

In 24 % of the companies inspected cases of non-compliance were found.

Overview of the measures due to non-compliance:
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By “Others” is, for instance, meant a written advice, a letter with additional information or an announcement that a company gets some time to make sufficient corrections.

Inspectors undertook follow-up actions after inspection. Measures to achieve compliance taken by the company during the time of the project are listed in below table.

Follow-up actions taken by the companies:
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In the case of “others”, most companies are involved in harmonizing their SDSs with the REACH Regulation.

For more information please see the attached document “Sanctions with regard to the REACH-Regulation in the Member States” where infringements are listed for all European Countries.
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2. What is REACH-EN-FORCE-2 project?

REACH-EN-FORCE-2 project is the second European-wide inspection / enforcement project that is in preparation and will start in 2011.

It will focus on:

· checking the compliance of downstream user duties and

· the communication in the supply chain.

Previous results from REACH-EN-FORCE-1 project have shown that it is useful to focus stronger than before on the inspection of company internal Information- and Control mechanism.

3. Countermeasures resulting from REACH-EN-FORCE-1 project and REACH-EN-FORCE-2

    project for the AI

· Built up company internal and external Information mechanism (if not already done)
· Check company internal control / inspection mechanism like do you receive SDSs from all your suppliers or how do you make sure, that you will receive them (for example: mentioned in your contracts?)

· Do you have available a database of all your SDSs? (All SDSs for substances and preparations have to be available in the language of the country where they are put into circulation!)
· Do you check the received SDSs regarding their content and their structure?

· How do you inform your customers (dealers) of SVHC`s above 0.1 % w/w in your articles? (Article 33.1 Information obligation)

· Inform European Importers / Dealers that they have to take care by themselves regarding all modifications / parts they install by themselves to the cars that have been delivered to them. For more details please see attached draft letter that could be sent to your European Importers / Dealers
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4. Practical REACH-audit example of the automotive industry

An audit at an OEM Distribution Centre was carried out by a Member States Competent Authority. The warehouse of the OEM was inspected and two samples / products (glue and oil) were picked up during the tour through the warehouse. The representatives of the Competent Authority asked to see the related SDS and compared the information on the label with the information in the SDS. The inspectors recalculated the hazard classification and compared their results with the hazard pictogram and statement on the label of the product and it was found to be correct. 

Note: It is not sufficient to solely place a SDS on a website but to actively provide the SDS to the customer.
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		Sanctions with regard to the REACH-Regulation in the Member States
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		Austria

		Answered

		

		The Austrian provisions concerning the enforcement of REACH (including penalties) are

only available in German language. Penalties range between 360 € and 19.000 €. In case of recurrence up to 38.000 €.
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		Belgium

		Answered

		

		The amendment to the Law has been published in the Belgian Official Journal (‘Moniteur Belge’) .
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As far as Belgium is concerned the published REACH implementation legislation is only partial.

 


Products (substances, mixtures, articles) and REACH : Amendment to Federal "product legislation" has been published and is in force.

REACH and environment: the 3 "regional REACH and Environment decrees" of the Flemish, Walloon and Brussels Regions still have to be published .

REACH And Health & Safety: Amendment to existing federal "H&S legislation" still to be published.

REACH and import: Amendment to federal "customs legislation" still to be published
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		Bulgaria

		Answered

		

		The Law of Protection from the Harmful Impact of the Chemical Substances and Preparations regulates implementation of REACH Regulation at national level.
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		Cyprus

		Answered

		The Department of Labour Inspection

		1. The legislation for the violation of the provisions of REACH is now in force.  It is published in Greek on the Department of Labour Inspection’s webpage http://www.mlsi.gov.cy/dli (press the English menu).  To find it you should choose from the left hand menu the heading legislation and then the subheading chemical substances. It is titled «The Chemical Substances, Preparations and Products (Breach of the Provisions of REACH Regulation) Regulations of 2009 (P.I. 83/2009)». 


2. The penalties are divided in 4 categories, as presented in Table II of these Regulations. 
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		Czech Republic

		Answered

		

		Czech consolidated act No.356/2003 indicates penalties resulting from REACH non-compliance. You can find it in Title X "Remedial measures and administrative offences", Section 38 and 39a-c).
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		Denmark

		Answered

		

		Enforcement


Enforcement of REACH is carried out on the basis of section 48 ref. section 51 b in the consolidated act no. 1755 of December 22nd, 2006 on chemical substances and products (see link below), whereby the controlling authority is to cause an offender to comply with the requirements unless the offence is of minor importance.


Penalties


Penalty for infringements of REACH is regulated in the consolidated act no. 1755 of December 22nd, 2006 on chemical substances and products. 


It follows from section 59.-(1) 1) in this act that unless heavier penalty is due pursuant to other legislation, the penalty for infringements of inter alia EC regulations on the chemical substances, products and goods covered by this act shall be fine.


According to section 59.-(2) the penalty may be increased to imprisonment for up to two years provided certain conditions listed in this section are met.


Regrettably we do not have an english translation of the current version of the consolidated act. You may, however, find the danish text here: https://www.retsinformation.dk/Forms/R0710.aspx?id=12997


Competent Authority


Statutory order no. 1012 of 16th August 2007 regulates the competent authority and the authorities responsible for enforcement. Again, we do not have an english translation, but the danish text may be found here: https://www.retsinformation.dk/Forms/R0710.aspx?id=13162


It follows from section 1 in the statutory order that the Danish EPA is the competent authority responsible for performing the tasks allotted to competent authorities under REACH and for cooperating with the Commission and the Agency in the implementation of REACH (ref. article 121).


In respect of enforcement section 2(1) prescribes that - subject to section 2(2)-2(4) - the Danish EPA performs the official controls (ref. article 125).


It follows from section 2(2) that the Danish Working Environment Authority peforms the official controls with REACH title IV with the exception of article 33(2).


It follows from section 2(4) that the Danish Energy Authority performs the official controls with REACH title IV with the exception of article 33(2) on offshore installations
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		Estonia

		Answered

		

		There has been an amendment made to the Estonian „Chemicals Act” concerning REACH Regulation, being only available in Estonian language.


Recently published official version of the „Chemicals Act” and the amendment on REACH Regulation of the „Chemicals Act” are available in the Estonian State Gazette - eRT (http://www.riigiteataja.ee). In Estonian language accordingly – „Kemikaaliseadus” and „Kemikaaliseaduse muutmise seadus”. Just choose „Otsing” in the upper left corner and post your enquiry (only „Kemikaaliseadus” is searchable) onto the first or second line of the search form and press enter.


Changes concerning the penalties in case of not following the requirements of REACH Regulation have been added into the „Chemicals Act” with the latest amendment. The units of penalties are stated in the § 24: Järelevalve.






		[image: image12.png]





		Finland

		Answered
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		France

		Answered

		For regulation: The ministry of ecology, energy and sustainable development (MEEDAT), the ministry of health, the minitry of labour.


For Inspections: DRIRE (local authorities in charge of environmental issues), labour inspectors (authorities in charge of labour law and safety at work), customs officirs, DGCCRF (the French government body in charge of competition, consumption and fraud).
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Globally, for the penalties, 2 ways of procedures are foreseen : administrative and criminal procedures: 


-every breach of REACH regulation is punished by administrative procedure. In other words, if an industrialist does not comply with the regulation within the deadlines, the procedure can lead to an administrative fine and / or prohibition of a production / importation. 


-some criminal offences are foreseen, one of them is related to the non application of Authorisations (Annex XIV) procedures. 


The penalties (administrative and criminal procedures) for non-compliance of the provisions of REACH regulation are already applicable.

You can find more information from the following link: Ordonnance n°2009-229 (http://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000020314672&dateTexte=&categorieLien=id).


For more information, please contact Madam VIERS of the French Ministry of Ecology, Sustainable Development and Town and Country Planning (MEEDDAT) which is the competent authority in France (Stephanie.VIERS@developpement-durable.gouv.fr).

Current legal status:


Fines have been published end of February 2009.


Maximal administrative fines: Dunning for non compliance to one of the REACH obligations. In case of no action after dunning: a fine at least of €15.000 plus a penalty of €/day1.500 and/or restrictions on the import, production or placing on the market and/or obligation to ship out of the EU or destruction.


Maximal penal fines:


- 2 years of imprisonment and a fine of €75.000 (in case of suppling incorrect information, not respecting restrictions or interdictions, incorrect declaration...) (


- Confiscating and destruction of articles/substances/preparations


- Prohibition to continue professional activity


- 5 years under scrutiny, without having access to public loans


Moreover in case of no co-operation during investigations: 6 months imprisonment and a fine of €7.500

Failure to submit accurate safety data:

is likely to be punishable by a maximum prison sentence of three years and a maximum fine of €20 000.

Other fines linked to "Work regulation":


For missing information on chemical composition, for missing safety equipment or for missing safety instruction a fine of €3.750/affected workers. In case of repeated non respect, 1 year imprisonment and a fine of €9.000

Programmes set:

A programme of controls to ensure that companies are complying with the legislation is foreseen. These controls will focus on checking that firms register substances correctly and submit accurate safety data information
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		Germany

		Answered

		

		Acting contrary to regulations:

Knowingly making wrong indications in The CSR acc. To Art. 37 (4).:


Fine up t o 100.000,- €

Making a CSR in contradiction to Art. 37 (4) not, not in the right way, not complete or not in time:


Fine up t o 100.000,- €

Elements of crime:


Acting against Art. 5 by manufacturing or marketing a substance as such, in a preparation or in an article:


Prison sentence up to 2 years or fine. When acting negligently: prison sentence up to 1 year or fine. The attempt is accusable.

Knowingly making wrong indications in the registration dossier acc. To Art. 6 (1 or 3), Art. 7 (1, sent. 1, or 5, sent. 1) or in an application for authorisation acc. To Art. 62 (1 or 4):


Prison sentence up to 2 years or fine. When acting negligently: prison sentence up to 1 year or fine. The attempt is accusable.

Acting against Art. 56 (1) by marketing or using a substance mentioned there.:


Prison sentence up to 2 years or fine. When acting negligently: prison sentence up to 1 year or fine. The attempt is accusable.

Endangering life or health of somebody else or properties of considerable value by actions mentioned above.:


Endangering life or health of somebody else or properties of considerable value by actions mentioned above.

Relation to other legal acts.:


The provisions mentioned above are not valid if the German Criminal Code foresees same or higher sanctions.
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		Greece

		Answered

		

		Please find attached a copy of the Greek Legislation concerning the penalties in case of violation of the REACH   requirements (Ministerial Decision No 82/2009).

Unfortunately the Ministerial Decision No 82/2009 is available only in the Greek language.

The penalties vary from 100-35000 Euros depending on the severity of the incompliance   verified.
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		Hungary

		Answered

		

		Hungary has already finalised its penalty legislation in September 2008 according to Article 126 of the REACH Regulation and begun the implementation as well. 


The text of the concerning Hungarian legislation (the government decree on chemical load penalty) is available only in Hungarian now at:

 http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=A0800224.KOR.

http://net.jogtar.hu/jr/gen/hjegy

The amount of the fine imposed for non compliance with REACH in Hungary ranges between 50,000 and 20,000,000 HUF (between 176 and 70.612 EUR) depending on the seriousness of the infringement.
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		Iceland

		Answered

		

		The REACH regulation was implemented in Iceland with the adoption of Act on 45/2008 on chemicals, the act can be found in the following link, but only in Icelandic: http://www.althingi.is/lagas/nuna/2008045.html 

The Icelandic  Act no. 45/2008 on chemicals specify which penalties are imposed (article 12) when the REACH provisions are not complied with. The act was approved and implemented on the  3rd of June 2008: 


Violation of the provisions of this Act or violation of regulations issued according to the Act are punishable by fines unless other acts state otherwise, or where the violations are severe, with prison sentence of up to two years. Fines shall be paid to the State Treasury. Furthermore chemicals, preparations or articles which are produced, imported or placed on the market in a way that it violates the Act or regulations issued accordingly, can be confiscated by court order and that also applies to any profits from that kind of operation. 

The text above is a summary of the penalties and not a direct translation of the text of Act no. 45/2008. 


The whole REACH regulation was published in icelandic in the icelandic regulation no. 750/2008 which can be found in the following link: http://www.stjornartidindi.is/DocumentActions.aspx?ActionType=Open&documentID=033ca315-6b29-4742-aa31-03a5e8034326 






		[image: image21.png]





		Ireland

		Answered

		

		The Chemicals Act, No. 13 of 2008 facilitates the enforcement of  inter alia, the REACH Regulation in Ireland, and specifies the Competent Authorities for enforcing this regulation, as well as providing for a range of enforcement tools. The Act also lays out the offences and penalties for breaches of the REACH regulation. A contravention of the provisions of the REACH regulation is an offence.  On summary conviction, the penalty ranges from a fine of up to €5,000 and/or 6 months imprisonment and on conviction on indictment, a fine of up to €3 million and/or 2 years imprisonment. 


Further information, including pdf copies of the Act and a guidance document, may be found at the following page of the H.S.A. website: http://www.hsa.ie/eng/Legislation/Acts/Chemicals_Act_2008_and_the_Guide/
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		Italy

		Answered

		The Ministry of Health, in cooperation with the Ministry of Environment and the Ministry of Industry, with the technical support of the Superior Institute of Health and the Environment Agency

		The decree as regards sanctions has been made official. Its reference is: 


DECRETO LEGISLATIVO 14 settembre 2009, n. 133 

In the document attached you can find the text of the decree, only in Italian, unfortunately
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		Latvia

		Answered

		

		The Parliament of the Republic of Latvia has adopted the Amendments in 


Administrative Violations Code related to the infringement of the REACH 


Regulation. As the Latvian version is only available, I would like to 


provide you only a brief summary of its content. There are following 


rules and sanctions are adopted: 


Violation of the registration (incl. chemical safety report) and supply 


chain related duties (incl. Safety Data Sheets, obligation to keep 


information, obligation to communicate information on substances in 


articles) – the penalties to the legal person are ranged from 500 LVL 


till 1000 LVL; 


Violation of the updates related duties (incl. registration dossier) – 


the penalties to the legal person are ranged from 300 LVL till 700 LVL; 


Violation of the authorization related duties – the penalties to the 


legal person are ranged from 1000 LVL till 3000 LVL. 
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		Liechtenstein

		Answered

		

		Liechtenstein has incorporated Regulation 1907/2006 into Annex II, Chapter XV of the EEA Agreement with Joint Committee Decision No 25/2008 (entry into force 5 June 2008).  


 


Article 126 REACH has been transposed into Liechtenstein Law by Article 9 et sqq. of the Act of 22 March 1995 on the marketability of goods that lays down provisions on penalties for non-compliance.
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		Lithuania

		Answered

		

		  Lithuania has already implemented REACH penalties.


  Penalties of REACH are described in Administrative Violations Code of the Republic of Lithuania (Article 84) - http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=335295.
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		Luxembourg

		Answered

		The administration of environment

		for the enforcement of REACH in Luxembourg, a draft bill passed in March 2009 and is available on the Chamber of Deputies website (under dossier number 5819). It will also be published soon in the Official Journal. 

The specific penalties are defined in article 8(1) of the draft bill (imprisement of up to three years and penalty of up to 50.000 Euros): "Sera puni d’un emprisonnement de un à trois ans et d’une amende de 251 à 50.000 euros, ou d’une de ces peines seulement, quiconque aura commis une infraction aux articles 5 à 7, 9 à 12, 14, 17 à 19, 21, 22, 25, 27 à 41, 46, 56, 60 à 62, 65 à 68, 74 et 129 du règlement REACH." For further details, please consult the legal text. 

The national authorities involved in the enforcement of REACH are defined in article 1 and 2 of the bill (l’administration de l’environnement, l’Inspection du travail et des mines, la Direction de la santé, le Laboratoire national de santé, l’administration de la gestion de l’eau et l’administration des douanes et accises). The Administration de l’environnement is the competent authority. For details, please consult the legal text.
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		Malta

		Answered

		

		Malta has implemented these provisions through Legal Notice 61 of 2008 (attached). The penalties applicable are those found in Part IV of the Product Safety Act.
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		Netherlands

		Answered

		Unclear

To explain the situation in the Netherlands:


In the Netherlands we have different competent authorities for several subjects.


Three of these competent authorities are working together when they maintain REACH.


The three competent authorities involved are:


- VROM Inspectie (Environmental Inspection)


- Arbeidsinspectie (Labour Inspection)


- Voedsel en Waren Autoriteiten (Food and Consumer Product Safety Authority) 




		Current legal status:


Distinction between 'misdemeanours' and 'felonies' and between 'intentional'. Maximum jail sentence and fines: Misdemeanours/non intentional: 6 months & € 18500, Misdemeanours/intentional: 2 years & € 18.500. Felony/non intentional: 1 year & € 18.500, Felony/intentional: 6 years & € 74.000 The list of applicable articles is attached as annex 1.


"Op onze website (www.reach-helpdesk.nl) vind u onder handhaving bij downloads: Strafbaarstelling. Dit is een document afkomstig van VROM die een samenvatting geeft van bevoegdheden en dwangmiddelen voor de Inspectie onder de Wet milieubeheer en de Wet op de economische delicten. Verdere vragen over de handhaving van REACH kunt u stellen aan Postbus.HandhavingReach@minvrom.nl." 
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		Norway

		Answered

		

		Norway has no specific REACH regulation for enforcement and penalities. These issues are a part of the legal Norwegian acts where REACH is laid down pursuant to (relevant acts

Links to our Web: http://www.sft.no and links to relevant legal acts as the Pollution Control Act and the Product Control Act: http://www.sft.no/seksjonsartikkel____30045.aspx (English)


Penalties concerning offences of REACH in Norway
Norway has implemented the REACH regulation through a special Norwegian regulation (REACH-forskriften). This regulation has not yet been translated into English. 


Section 7 (§ 7) of this regulation deals with penal measures concerning offences of REACH (unofficial translation): Any violations of these regulations or of decisions made pursuant to these regulations shall be subject to penalty under the terms of regulations concerning penal measures in The Pollution Control Act, The Product Control Act, The Fire and Explosion Prevention Act and The Working Environment Act, unless stricter penal provisions are to be applied.


You can find the provisions concerning penal measures in the legal acts mentioned above. In a brief account, any violations may be penalized by fines or imprisonment or both unless more stringent penalty provisions apply.


To ensure that the REACH regulation or decisions made pursuant to this regulation are complied with, the Norwegian authorities can also impose coercive fines. A coercive periodical fine may be imposed on a daily, weekly or monthly basis if the regulations or decisions made pursuant to them have not been complied with within a specified time limit, and shall continue until the regulations or decisions are complied with. A coercive fine may alternatively be imposed as a single payment fine. However, coercive fines are not considered a penalty or punishment but are used as a measure to ensure that the regulations or decisions made pursuant to them are complied with.
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		Poland

		Answered

		

		Poland has already implemented REACH penalties. There are included in the last amendment to the Act on Chemical Substances and Preparations (Dz.U.2009.06.01) in articles 34-40.
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		Portugal

		Answered

		

		The Portuguese legislation on the enforcement of REACH Regulation was


approved by the Council of Ministers of last 27 August, but not yet (07.09.2009)

published in the O.J. of the Portuguese Republic.


As soon as it is published it will be displayed in the official site of


REACH in www.reachhelpdesk.pt
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		Romania

		Answered

		National Environmental Guard http://www.gnm.ro/

		In Romania was adopted the Governmental Decision for REACH enforcement: GD No. 477/22.04.2009. You can find it using the next link: http://www.dsclex.ro/legislatie/2009/mai2009/mo2009_304.htm#hg477

Any questions on penalties should be addressed to enforcement authorities, in this case the National Environmental Guard:  www.gnm.ro

Summary of the Romanian Decision No. 477/2009 of April 22, 2009. Dear REACH-Helpdesk of Cyprus,

 

This decision was issued according to Article 126 to Regulation (EC) 1907/2006.


Decision establishes the following penalties (fines) for infringement of the provisions of REACH:


REACH article

Penalty(fine) for infringement of REACH Article

Art.6, paragraph 1


6500-15000 lei


Art.6, paragraph 3


6500-15000 lei


Art.7,paragraph 1


6500-15000 lei


Art.7,paragraph 2


6500-15000 lei


Art.9


6500-15000 lei


Art.12,paragraph 2


6500-15000 lei


Art.14,paragraph 1


30000 – 50000 lei


Art.14,paragraph 6


30000 – 50000 lei


Art.14,paragraph 7


15000-30000 lei


Art. 17


6500-15000 lei


Art. 18


6500-15000 lei


Art. 22


6500-15000 lei


Art. 30


30000 – 50000 lei


Art. 31


30000 – 50000 lei


Art. 32


6500-15000 lei


Art. 33, paragraph 1


15000-30000 lei


Art. 33, paragraph 2


15000-30000 lei


Art. 34


15000-30000 lei


Art. 35


6500-15000 lei


Art. 36


15000-30000 lei


Art. 37


15000-30000 lei


Art. 38


30000 – 50000 lei


Art. 39


6500-15000 lei


Art. 56,paragraphes 1-4


30000 – 50000 lei


Art. 65


15000-30000 lei


Art. 67


30000 – 50000 lei


Art. 113


15000-30000 lei


Note : Euro exchange rate: 1€ = 4.18 lei


Application date : In force
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		Slovakia

		Answered
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Please see articles 40a- 40g 
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		Slovenia

		Answered 

		

		Attached  please find the Slovenia’s provisions on penalties applicable for infringement of the provisions of the REACH Regulation.


Unfortunately this text is not available in English.




[image: image41.emf]C:\Dokumente und  Einstellungen\0QG0WZ8Q\Desktop\REACH 2009\Penaties in the Member States\Slovenia\SLO_penalties.tif








		[image: image42.png]





		Spain

		Answered

		Ministry of the Environment, Rural and Marine Affairs, Ministry of Health and Consumer Affairs

		In Spain, the Ministry of the Environment, and Rural and Marine Affairs jointly with the Ministry of Health and Consumer Affairs have presented a draft bill on establishing the penalty regime foreseen on REACH Regulation. You could find this draft bill in Spanish at: http://www.mma.es/secciones/participacion_publica/calidad_contaminacion/pdf/Segundo_anteproyecto_de_ley_reach.pdf 

The text gathers the infractions and penalties classification. Infractions on REACH Regulation are seen as administrative infractions, so every infraction will have an economic sanction depending on the degree. Sanctioning Competences fall on Autonomous Communities. 

Autonomous Communities will carry out functions of alertness, inspection and control of the fulfilment of REACH, in their territories, as well as normative development and the exercise of the sanctioning authority, although with the safeguard of General State Administration competences in consideration of risks for human health and environment.
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		Sweden

		Answered

		

		Sweden has implemented REACH penalties, the penalties are summarized  at the following website: http://www.kemi.se/upload/Forfattningar/Reach/REACH_and_penalty_provisions.pdf

Current legal status:

Draft regulations to be decided on by Parliament in Spring 2008.


Failure to register Acting against Articles 5,6,7,1 or 7.5 Acting against the obligation to supply information according to Articles 17.2 or 22. Knowingly supplying wrong information when applying Articles 6.7, 7.5, 20, 22, 40 or 41 if the information is important for the risk assessment:


Fine (unknown amount) or prison sentence up to 2 years (If the violation is severe (large amounts, serious damage etc) the sanction may be prison between 6 months and 6 years)

Unauthorised actions affecting the environment Manufacture, import or use of substances requiring authorisation without having such according to Article 56:


Fine or prison sentence up to 2 years.


Insufficient environmental information Not supplying a SDS when required Knowingly make wrong statements in the SDS Not supplying information according to Article 33:


Fine or prison sentence up to 2 years.


Animal welfare If testing on vetebrates have been performed inspite of the "restrictions" in Article 26.3 or 30:


Fine or prison sentence up to 2 years.


not to supply a CSR according to Article 37.4 not suppling ECHA with information according to Articles 38, 39.2 or 66.1:


Fine or prison sentence up to 2 years.


neglect to supply information according to Articles 32, 34 or 36:

fine only

article 31.5 not having a product safety translated to Swedish:

fine is 5000 SEK (approx. 450 Euro).
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		United Kingdom

		Answered

		Health and Safety Executive, in co-operation with the Environment Agency, Revenue and Customs and others. UK Department of Environment Food and Rural Affairs (DEFRA)

		UK REACH enforcement public consultation is now complete. 
The following document is now law in the UK 


Statutory Instruments 2008 No. 2852 

REACH Enforcement Regulations 2008 
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The Enforcement Regulations allow for a breach of a listed REACH provision to be tried summarily (e.g. in Magistrates Courts) or on indictment (e.g. in Crown Courts), and provide that the same potential maximum penalty will apply for each provision, namely up to the maxima permitted under the European Communities Act 1972. These are currently: 


· up to £5,000 fine and/or up to three months imprisonment following summary conviction; and 


· an unlimited fine and/or up to two years imprisonment following conviction on indictment. 


The Enforcement Regulations also provide for a number of supplementary criminal offences. These include obstruction of inspectors, providing false statements, failing to comply with enforcement notices, and so on. These supplementary offences are also the subject of criminal penalties which are consistent with those above.

Draft regulation on REACH enforcement for public consultation issued on June 2nd 2008 source: http://www.herbertsmith.com/NR/rdonlyres/F097E930-054B-4B3A-8E3B-04CBD81E6268/7685/Environment 240608 REACH.html:


It will be a criminal offence for a person to contravene any of the provisions of REACH or to cause or permit another person to do so. The maximum penalty for this offence is an unlimited fine and/or  imprisonment for a period of two years. There are further supplemental offences (for example, obstructing or providing false information to an enforcement officer) that carry the same maximum penalty.


The REACH Enforcement Regulations 2008 provide that it is an offence for a person to contravene a ‘listed REACH provision’ (this refers to the REACH requirements listed in the table in Schedule 1 of the Regulations) or to cause or permit another person to do so. 


The Enforcement Regulations allow for a breach of a listed REACH provision to be tried summarily (e.g. in Magistrates Courts) or on indictment (e.g. in Crown Courts), and provide that the same potential maximum penalty will apply for each provision, namely up to the maxima permitted under the European Communities Act 1972. These are currently:


up to £5,000 fine and/or up to three months imprisonment following summary conviction; and 


an unlimited fine and/or up to two years imprisonment following conviction on indictment.


The Enforcement Regulations also provide for a number of supplementary criminal offences. These include obstruction of inspectors, providing false statements, failing to comply with enforcement notices, and so on. These supplementary offences are also the subject of criminal penalties which are consistent with those above.





_1304496181.doc

LAW OF PROTECTION FROM THE HARMFUL IMPACT OF THE CHEMICAL SUBSTANCES AND PREPARATIONS (TITLE AMEND. SG 114/03)



Prom. SG. 10/4 Feb 2000, amend. SG. 91/25 Sep 2002, amend. SG. 86/30 Sep 2003, amend. SG. 114/30 Dec 2003, amend. SG. 100/13 Dec 2005, amend. SG. 101/16 Dec 2005, amend. SG. 30/11 Apr 2006, amend. SG. 34/25 Apr 2006, amend. SG. 95/24 Nov 2006, amend. SG. 82/12 Oct 2007



Chapter one. GENERAL PROVISIONS



Art. 1. (amend. SG 114/03; amend. – SG 82/07) (1) This law shall set:



1. the rights and obligations of natural persons and legal entities, producing, launching at the market, using, storing and exporting chemical substances and preparations, with objective of protection of the health and protection of the environment;



2. powers of state authorities, implementing control over the production, launching at the market, use, storage and export of chemical substances and preparations;



3. measures related to the application of: Regulation (EC) No. 850/2004 of the European Parliament and of the Council concerning persistent organic pollutants, amending the Directive 79/117 EEC; Regulation (EC) No. 648/2004 of the European Parliament and of the Council on detergents; Regulation (EC) No. 2032/2003 of the Commission on the second phase of the 10-year programme referred to in Art. 16, par. 2 of Directive 98/8/EC of the European Parliament and the Council concerning the placing of biological products on the market and amending the Regulation (EC) No. 896/2000; Regulation (EC) No. 1907/2006 of the European parliament and the Council concerning the registration, Evaluation, Authorization and Restriction of Chemicals (REACH), for establishment of European Chemical Agency, for amendment of Directive 1999/45/EEC and for revoking of Regulation (EEC) No. 793/93 of the Council and Regulation (EC) No. 1488/94 of the Commission, and also of Directive 76/769/EEC of the Council and Directives 91/155/EEC, 93/67/EEC, 93.105/EC and 2000/21/EC of the Commission; Regulation (EC) No. 304/2003 of the European Parliament and the Council concerning the export and import of dangerous chemicals, herein after referred to respectively as “Regulation 850/2004”, “Regulation 648/2004”, “Regulation 2032/2003”, “Regulation 1907/2006” and “Regulation 304/2003”.



(2) The law shall be implemented also for the chemical substances and preparations located on the territory of the Republic of Bulgaria in free zones.



Art. 2. (amend. SG 114/03) Dangerous chemical substances and preparations shall be the chemical substances and preparations classified in one of the following categories:



1. explosives;



2. oxidants;



3. exclusive inflammable;



4. (amend. SG 114/03) easily inflammable;



5. inflammable;



6. strongly toxic;



7. toxic;



8. harmful;



9. (amend. SG 114/03) corrosive;



10. irritating;



11. sensitizing;



12. carcinogenic;



13. toxic for reproduction;



14. mutagenic;



15. dangerous for environment.



Art. 3. (amend. SG 114/03; amend. – SG 82/07) The law shall not be applied for substances and preparations, which release on the market, import, export, preservation and use are subject to provision in special laws as:



1. (amend. SG 114/03; amend. – SG 82/07) the medicinal products in the humanitarian medicine and the veterinary medical products;



2. the cosmetic products;



3. (amend. SG 114/03; suppl. – SG 95/06, in force from 24.11.2006) the foods and the additives in the foods designated for people and animals;



4. the radioactive substances and waste and the nuclear materials;



5. (revoked – SG 114/03) 



6. (amend. SG 114/03) the wastes;



7. (amend. SG 114/03) the chemical substances and preparations transported transit through the territory of the Republic of Bulgaria which are not treated or processed on the territory of the country;



8. (new – SG 114/03) the dangerous chemical substances and preparations, transported by railway transport, by sea or by air or other land or water ways;



9. (new – SG 114/03; suppl. – SG 95/06, in force from 24.11.2006) the invasive medical articles or the medical articles, designated for use in direct physical contact with human body, in as much as other law does not set forth requirements for the classification and the labelling of dangerous chemical substances and preparations, which provide the same level of information and protection.



10. (new – SG 95/06, in force from 24.11.2006; revoked – SG 82/07);



11. (new – SG 95/06, in force from 24.11.2006; revoked – SG 82/07);



12. (new – SG 95/06, in force from 24.11.2006; revoked – SG 82/07).



Art. 4. (amend. SG 114/03; amend. – SG 95/06, in force from 24.11.2006) The advertising of dangerous chemical substances without pointing out in the advertisement their category of danger according to art. 2 shall be prohibited.



Art. 4a. (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) The Minister of the Environment and Waters shall be the competent body pursuant to the provision of Art. 15 of Regulation 850/2004.



Art. 4b. (new – SG 95/06, in force from 24.11.2006) (1) The production, the placing on the market and the use of stable organic pollutants, regardless whether in individual form or contained in preparations, shall be prohibited.



(2) (revoked – SG 82/07).



(3) (revoked – SG 82/07).



Art. 4c. (new – SG 95/06, in force from 24.11.2006) The owner of stock on hand of stable organic pollutants in individual form or in preparations shall manage the said stock on hand as waste in accordance with the Law for Waste Management.



Art. 4d. (new – SG 95/06, in force from 24.11.2006) The Minister of the Environment and Waters shall work out National action plan with regards to management of stable organic pollutants in conformity with his/her obligations under Art. 8, item 2 of Regulation No 850/2004 of the European Parliament and of the Council and shall send it to the European Commission and to the Member States of the European Union.



Chapter two. CLASSIFICATION, PACKING AND LABELLING OF THE DANGEROUS CHEMICAL SUBSTANCES AND PREPARATIONS (title amend. SG 114/03)



Art. 5. (amend. SG 114/03) (1) (amend. – SG 95/06, in force from 24.11.2006) Each person, who places on the market chemical substance or preparation, shall be obliged to classify it on the grounds of its physical–chemical, toxicological and ecotoxicological properties.



(2) The order and the way for classification, packing and labelling of chemical substances and preparations shall be determined with an ordinance of the Council of Ministers.



(3) (amend. – SG 95/06, in force from 24.11.2006) In case the substance or the preparation are being classified in one or more categories of danger of art. 2, the persons under para 1 shall be obliged to pack and label them according to the category/categories of danger, defined at the classification.



(4) (amend. – SG 95/06, in force from 24.11.2006) Laboratory trials for determining the properties of para 1 shall be implemented in compliance with the principles of the Good laboratory practice.



(5) (amend., SG 100/2005 in force from 14.01.2006; amend. – SG 95/06, in force from 24.11.2006) The observation of the principles of the Good Laboratory Practice by the laboratories shall be accredited by the Executive agency "Bulgarian service of accreditation" under the conditions of the ordinance of para 6 and the procedure of the agency for inspection of the laboratories and audits of the researches conducted by them or by the national authorities of the Member States of the European Union and the European Economic Area, notified of the European Commission according to Art. 3, item 1 of Directive 2004/10/ЕО of the European Parliament and of the Council.



(6) The principles, the inspection and the certification of the Good laboratory practice shall be determined with an ordinance of the Council of Ministers.



(7) (new, SG 100/2005 in force from 14.01.2006) The activities of accreditation of the adequacy to the principles of the Good laboratory practice by the Executive Agency of Accreditation shall be paid per prices as determined under the procedure of Art. 26 of the Law of Accreditation, performed by the Bulgarian Service of Accreditation.



Art. 5a. (new – SG 114/03, amend. SG 101/05; revoked– SG 95/06, in force from 24.11.2006)



Art. 5b. (new – SG 95/06, in force from 24.11.2006) (1) The receipt of permission for exemption from the requirements for the direct biodegradability level of detergents for industrial, institution purposes or surfactants, intended for detergents for industrial and institution purposes, shall be carried out following the procedure laid down in Regulation No 648/2004 of the European Parliament and the Council.



(2) In order to receive a permission for exemption from the requirements for the direct biodegradability level, the manufacturers of detergents for industrial and institution purposes, containing surfactants and/or surfactants, intended for detergents for industrial and institution purposes, shall submit an application in writing to the Ministry of Environment and Waters and to the European Commission.



(3) (revoked – SG 82/07).



(4) (revoked – SG 82/07) 



(5) The Executive agency "Bulgarian Accreditation Service" shall provide the European Commission and the Member States of the European Union with a list of the laboratories, authorised to conduct tests of detergents and surfactants, intended for detergents, in compliance with Art. 7 of Regulation No 648/2004 of the European Parliament and the Council.



Art. 6. (1) (prev. art. 6, amend. SG 114/03) The packing of the dangerous chemical substances and preparations must meet the following minimum requirements:



1. (suppl. SG 114/03) the packing shall be constructed in a way not allowing spreading or spilling of its content, except in the cases when special devices for safety are required, defined in the ordinance of art. 5, para 2;



2. the packing and the facilities for closing shall be made of materials which do not interact with the content of the packing;



3. the packing and the facilities for closing shall endure the normal loads at transport and work with them;



4. the containers with changeable appliances for closing shall be with such appliances that could be tightened second time without the content to spread or spill;



5. (revoked – SG 114/03)



6. (revoked – SG 114/03)



(2) (new – SG 114/03) The chemical preparations, which are not classified as dangerous but despite this can be specific danger, shall be packed in compliance with the requirements of para 1.



(3) (new – SG 114/03) The additional requirements to the packing of some substances and preparations shall be determined with the ordinance of art. 5, para 2.



Art. 7. (amend. SG 114/03) (1) On the label of the dangerous chemical substances and preparations shall be written the following minimum information in Bulgarian language: 



1. (suppl. – SG 95/06, in force from 24.11.2006) name according to the requirements of the ordinance as per Art. 5, para 2;



2. (suppl. – SG 95/06, in force from 24.11.2006) for the preparations – chemical name of the dangerous chemical substance or of the dangerous chemical substances in the content of the preparation according to the requirements of the ordinance as per Art. 5, para 2;



3. the name and the full address, including the telephone number of the person who releases the dangerous substance or preparation on the market;



4. symbols and signs for danger determined with the ordinance of art. 5, para 2; pointing out the category of art. 2;



5. R-phrases – standard texts warning for the risk connected with the use of the dangerous chemical substance or preparation;



6. S-phrases – standard texts advising about the safe preservation and use of the dangerous chemical substance or preparation.



(2) The putting on the label or the packing of texts, denying one or more of the dangerous properties of the chemical substance or preparation, or leading to underestimation of the dangers they are, shall be prohibited.



(3) The ordinance of art. 5, para 2 sets also additional requirements to the labels of defined chemical substances and preparations.



(4) (suppl. – SG 95/06, in force from 24.11.2006) The chemical preparations, which are not classified as dangerous but despite this can be specific danger, shall be labelled under para 1, items 1 and 3 and in accordance to the requirements of the ordinance as per Art. 5, para 2.



Art. 7a. (new – SG 114/03; amend. – SG 82/07) In distant sales contracts under art. 48 of the Law of protection of the consumers, the proposal must contain the category or the categories of danger of the substance or the preparation.



Art. 7b. (new – SG 114/03; amend. – SG 82/07) The preparation and submission of an information sheet for safety shall be implemented following the procedure of Chapter Four and in compliance with Attachment II of Regulation 1907/2006.



Art. 7c. (new – SG 114/03) (1) (suppl. – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) When the writing on the label or on the information sheet for safety of the chemical name of a substance, included in the content of the preparation, infringes the intellectual copyright of the person, who places on the market for the first time this preparation, he may write such name of the chemical substance, identifying the most important functional chemical groups as well as to write alternative name on the label after receiving permission by the Minister of Health or an official, empowered by him.



(2) Writing of alternative name on the label shall be permitted only in the cases when the substance in the content of the preparation is classified in one or more of the following categories:



1. irritating – except these, marked with R-phrase "R41: risk of serious damage of eyes", or irritating, in combination with one or more of the following properties: explosives, oxidating, extremely inflammable, easy inflammable, flammable, dangerous for environment;



2. harmful with acute lethal effect or harmful in combination with irritating and/or with one or more properties if item 1 with acute lethal effect.



(3) The criteria for selection of alternative name on the label shall be determined with the ordinance of art. 5, para 2.



Art. 7d. (new – SG 114/03) (1) (suppl. – SG 95/06, in force from 24.11.2006) For receiving the permission of art. 7c, para 1, the person, who places on the market for the first time dangerous chemical preparation, shall submit to the Ministry of Health application according to a model, determined with the ordinance of art. 5, para 2.



(2) The Minister of Health can require also additional information, necessary in order to assess the grounds of the application.



(3) (amend. – SG 82/07) The Minister of Health or an official, empowered by him shall in 60 days term after submitting of the application of para 1 or the receiving of the additional information of para 2, issue permission or make motivated refusal.



(4) (amend. - SG 30/06, in force from 12.07.2006) The refusal of para 3 shall be subject to appeal by the order of the Administrative procedure code.



(5) (new – SG 95/06, in force from 24.11.2006) The person, referred to in para 1 shall present a copy of the issued permission to the competent authorities of each Member State of the European Union, on the territory of which he/she intends to release the chemical preparation.



Art. 7e. (new – SG 114/03; suppl. – SG 95/06, in force from 24.11.2006) The provision of art. 7c shall not apply for chemical substances, regarding which in the European Union are accepted limit exposure levels.



Art. 7f. (new – SG 114/03) (1) (suppl. – SG 95/06, in force from 24.11.2006; suppl. – SG 82/07) The person, who releases on the market a biocide and/or chemical preparation, classified as dangerous on the basis of its physical – chemical and toxicological properties, shall send to the Ministry of Health information on electronic and paper carrier about the chemical content, the physical – chemical and toxicological properties.



(2) (amend. – SG 82/07) The information of para 1 shall be provided to the medical establishment, determined by an order of the Minister of health.  



(3) (amend. – SG 82/07) The Ministry of Health and the medical establishment under par. 2 shall use the information of par. 1 to protect people’s life and health and to plan preventive measures and treatment.



(4) (amend. – SG 82/07) The Ministry of Health and the medical establishment under par. 2 shall keep the obtained manufacturing and commercial information confidential. 



(5) (new – SG 95/06, in force from 24.11.2006; revoked – SG 82/07, in force from 01.06.2008).



(6) (new – SG 95/06, in force from 24.11.2006; revoked – SG 82/07, in force from 01.06.2008).



(7) (new – SG 82/07) Medical establishments shall send to the regional health centers and to the medical establishment of par. 2 information about each case of intoxication or assumed intoxication by chemical substances, preparations or biocides.



(8) (new – SG 82/07) The medical establishment of par. 2 shall sent on an annual basis to the Ministry of health a summarized report of cases of intoxication or assumed intoxication by chemical substances, preparations or biocides.



(9) (new – SG 82/07) The conditions and the procedure of provision of information under par. 1, 7 and 8 shall be set by an ordinance of the Minister of Health.



Chapter three. NOTIFICATION OF NEW CHEMICAL SUBSTANCES



Art. 8. (amend. SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 9. (amend. SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 10. (amend. SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 10a. (new – SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 10b. (new – SG 114/03) The Ministry of Environment and Waters shall preserve the notification documents for 10 years after the last registration of the notified chemical substance.



Art. 10c. (new – SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 10d. (new – SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 11. (amend. SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 12. (amend. SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 12a. (new – SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 12b. (new – SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Art. 12c.



Art. 13. (amend. SG 114/03; revoked – SG 82.07, in force from 01.06.2008)



Chapter four. PLACING ON THE MARKET BIOCIDES (new – SG 114/03, the previous Chapter four shall be revoked, new – SG 95/06, in force from 24.11.2006)



Section I. General provisions (new – SG 95/06, in force from 24.11.2006)



Art. 14. (new – SG 95/06, in force from 24.11.2006) (1) The biocide preparations shall be placed on the market and used, if an authorisation thereof is issued by the Minister of Health.



(2) The low-risk biocide preparations shall be placed on the market if a certificate of registration is issued thereof by the Minister of Health.



(3) The basic substances shall be placed on the market and used for biocide use in case they are included in the List of the basic substances, authorised in the European Union and meet the requirements, laid down in the said list.



(4) The Minister of Health shall approve by an order lists of:



1. the active substances, authorised in the European Union to be included in the composition of biocide preparations, inclusive the requirements thereto;



2. the active substances, authorised in the European Union to be included in the composition of low-risk biocide preparations, inclusive the requirements thereto;



3. the basic substances, authorised in the European Union, including the requirements thereto;



4. (amend. – SG 82/07) active substances, for which there is a decision of the European Commission for non-inclusion in the lists under item 1, 2 and/or 3;



5. (revoked – SG 82/07);



6. (revoked – SG 82/07).



(5) The orders as per para 4 shall be promulgated in State Gazette and published on the Internet site of the Ministry of Health.



Art. 14a. (new – SG 95/06, in force from 24.11.2006) (1) The terms and the procedure of placing biocides on the market shall be laid down by ordinance of the Council of Ministers.



(2) By the ordinance under para 1 shall also be specified:



1. the form and the content of the technical dossier and the documents, which are being provided by the applicant for:



a) issue of an authorisation for placing on the market of biocide preparation;



b) issue of a certificate of registration of low-risk biocide preparation;



c) including active substance in the lists referred to in Art. 14, para 4, items 1, 2 and 3;



2. the form and the content of the authorisations issued and the certificates of registration;



3. additional requirements for packing and labelling of the biocides;



4. the types (groups and subgroups) of biocides; 



5. the general principles on evaluation of the technical dossiers of the biocides.



Art. 14b. (new – SG 95/06, in force from 24.11.2006) (1) The biocides shall be classified, packed and labelled in compliance with the provisions of Chapter two.



(2) The additional requirements for packing and labelling of biocides shall be set forth by the ordinance as per Art. 14a.



Art. 14c. (new – SG 95/06, in force from 24.11.2006) (1) The Minister of Health shall keep public registers of:



1. the authorised biocide preparations;



2. the registered low-risk biocide preparations.



(2) The contents of registers referred to 1 in para 1 shall be laid down by the ordinance under Art. 14a.



Art. 14d. (new – SG 95/06, in force from 24.11.2006) (1) The Minister of Health shall establish Expert biocide council by an order.



(2) In the Expert biocide council shall participate representatives of the Ministry of Health, the Ministry of Environment and Waters, the National Centre for Public Health Protection and National Center for Contagious and Parasitic Diseases.



(3) The Minister of Health may draw in other experts in toxicology, eco-toxicology, chemistry, biology, microbiology, virology, parasitology and veterinary medicine in the Council’s work, where necessary.



(4) The Expert biocide council shall carry out evaluation of the completeness of the documents under Art. 14a, para 2, item 1, submitted by the applicant, and assessment of the risk to humans, animals and environment and the biological efficiency on the basis of the information, contained in these documents.



(5) On the basis of the evaluation under para 4 the Expert biocide council shall make a proposal to the Minister of Health for:



1. allowing or prohibition of conducting scientific research or development activity as per Art. 15b;



2. issue of an authorisation under Art. 15c, para 5 or a prohibition under Art. 15d of conducting tests during which biocide preparation or active substance is released or may be released;



3. issue of an authorisation for placing on the market a biocide preparation or a refusal as per Art. 17b. para 12or termination of the procedure under Art. 17b, para 2;



4. issue of a certificate of registration of biocide preparation or a refusal as per Art. 17e, para 12 or termination of the procedure under Art. 17e, para 13;



5. repeal of an authorisation for placing on the market a biocide preparation as per Art. 17h, para 2 or Art. 17h, para 6;



6. deletion of the registration of low-risk biocide preparation as per Art. 17h, para 3 or Art. 17h, para 7;



7. amendment of an authorisation for placing on the market of a biocide preparation or of the certificate of registration of low-risk biocide preparation or of a refusal under Art. 17 i, para 7 or of termination of the procedure as per Art. 17i, para 5;



8. issue of a new authorisation under Art. 17j, para 9 or termination of the procedure as per Art. 17j, para 8;



9. issue of a new certificate of registration of low-risk biocide preparation under Art. 17j, para 10 or termination of the procedure under Art. 17j, para 8;



10. refusal of renewal of an authorisation for placing on the market of a biocide preparation or of the certificate of registration of low-risk biocide preparation under Art. 17j, para 11; 



11. establishment of frame formulation as per Art. 17m;



12. issue of authorisation for placing on the market of a biocide preparation or of the certificate of registration of low-risk biocide preparation on the grounds of frame formulation established under Art. 17n, para 10 or termination of the procedure under Art. 17n, para 9;



13. acknowledgement of the completeness of the biocide dossiers under Art. 18, para 3;



14. drawing up recommendation as per Art. 18, para 9 to the European Commission for including or non-including of active substance in the lists under Art. 14, para 4, items 1, 2 or 3;



15. issue of a temporary authorisation or certificate of registration under Art. 18c, para 2 and extension of the terms thereof as per Art. 18c, para 5;



16. issue of a permission by mutual recognition under Art. 19d, para 6, change of the conditions of the permission issued under Art. 19d, para 1 or a refusal, or imposing restrictions as per Art. 19f, para 1;



17. refusal to issue an authorisation for placing on the market of a biocide preparation by mutual recognition as per Art. 19f, para 4;



18. issue of certificate of registration of low-risk biocide preparation by mutual recognition as per Art. 19g, para 5, change of the conditions of the issued permission under Art. 19h, para 1 or intention of refusal as per Art. 19i, para 1 or Art. 19j, para 1;



19. refusal of registration of low-risk biocide preparation by mutual recognition as per Art. 19k, para 1;



20. issue of an authorisation under Art. 19r, para 5 or termination of the procedure as per Art. 19r, para 4;



21. amendment of an authorisation under Art. 19v, para 8 or termination of the procedure under Art. 19t, para 1;



22. (amend. – SG 82/07) issue of new permit for launching on the market of a biocide preparation or of a certificate of registration of a low risk biocide preparation, modification or cancellation of issued permits in cases under Art. 19u, para 2;



23. (revoked – SG 82/07).



Art. 14e. (new – SG 95/06, in force from 24.11.2006) (1) The sessions of the Expert biocide council shall be considered regularly conducted in case more than half of its members are present.



(2) The Expert biocide council shall make its proposals under Art. 14d, para 5 on the grounds of decisions, taken by simple majority of the members present at the session.



(3) The members of the Expert biocide council shall be obliged not to disclose the information which has become known to them at or on occasion of carrying out their service, representing production or commercial secret. They shall sign declaration of confidentiality of the data.



(4) The activity of the Expert biocide council shall be secured by resources from the charges collected under Art. 19y.



(5) The Minister of Health shall issue a Regulation for the organisation and the activity of the Expert biocide council.



Section II. Scientific research activity and development activity (new – SG 95/06, in force from 24.11.2006)



Art. 15. (new – SG 95/06, in force from 24.11.2006) An authorisation as per Art. 14, para 1 or a certificate of registration under Art. 14, para 2 shall not be issued for biocide preparations, designated for:



1. scientific research activity;



2. development activity;



3. conducting tests, during which biocide preparation or active substance is released or may be released.



Art. 15a. (new – SG 95/06, in force from 24.11.2006) (1) The person who places on the market biocide preparation or active substance, designated for carrying out scientific research activity, shall be obliged to preserve and present upon request to the Minister of Health data on the identity and the origin of the biocide preparation or the active substance, with respect to the labelling, the quantities being delivered, a list of the names and the addresses of the persons, who receive the biocide preparation or the active substance, as well as a dossier containing the information available about possible effects on human or animal health or on the environment. 



(2) The person who places on the market biocide preparation or active substance, designated for carrying out development activity, shall be obliged to present at the Ministry of Health the information referred to in para 1 before starting the development activity.



Art. 15b. (new – SG 95/06, in force from 24.11.2006) Where the conducting of scientific research or development activity is liable to have harmful effect on human or animal health or unfavourable influence on the environment, the Minister of Health shall allow or prohibit these activities under specific terms with the purpose of preventing the harmful or unfavourable influences.



Art. 15c. (new – SG 95/06, in force from 24.11.2006) (1) (amend. – SG 82/07) The conducting of tests with biocide preparations or active substances, where biocide preparation or active substance is released or may be released, shall be permitted after issuing of a permission by the Minister of Health or a person, empowered by him/her.



(2) In order to issue the permission as per para 1 the manufacturer or the importer shall submit an application to the Ministry of Health, to which shall be enclosed:



1. up to date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. the data referred to in Art. 15a, para 1 and information about the places where the tests are to be conducted and the quantities of biocides that are being released or which may be released;



3. data on the groups of population which may be exposed to the influence and the ways of exposure;



4. information on the components of the environment which may be exposed to influence and the ways of dissemination;



5. measures for prevention and control of the exposure of humans and the environment.



(3) Where incompleteness is being found in the presented documents, within thirty-day term from the date of submission thereof, the Minister of Health shall require from the persons under para 2 the information they have to provide.



(4) The Minister of Health may require from the persons under para 2, providing reasons thereof, additional information about possible effects on the human and animal life or the environment.



(5) (amend. – SG 82/07) The Minister of Health or an official, empowered by him/her shall issue the permission under para 1 within sixty days from the date of submitting the application or removing the incompleteness in the documents under para 3, and/or from providing the information as per para 4.



(6) By the permission under para 1 shall be specified the quantities of biocide, the places where the tests will be conducted and other conditions, related to prevention of harmful influences on humans, animals and/or the environment.



Art. 15d. (new – SG 95/06, in force from 24.11.2006) (1) In case the conducting of the tests under Art. 15c may exert harmful influence on the human or animal health or on the environment, the Minister of Health shall prohibit them.



(2) In the cases as per para 1 the Minister of Health shall issue a motivated order.



(3) The order under para 2 shall be subject to appeal following the procedure of the Administrative Procedure Code.



Section III. Requirements for placing biocides on the market (new – SG 95/06, in force from 01.01.2007)



Art. 16. (new – SG 95/06, in force from 01.01.2007) (1) Biocide preparations shall be placed on the market if they contain active substance, respectively active substances, included in the lists as per Art. 14, para 4, item 1 and 2 and meet the requirements laid down in the said lists.



(2) Biocide preparations under para 1 shall be placed on the market in case the evaluation of the documents presented shows that:



1. the biocide preparations are sufficiently effective;



2. the biocide preparations have no unfavourable effects on the target organisms, being subject to the proposed use, such as resistance or unnecessary suffering and pain in the case of vertebrate animals;



3. the biocide preparations or their residual quantities have no direct or indirect unfavourable effects:



a) on human or animal health, for instance through drinking water, food or fodder, air in the premises or at the work place, or



b) on the surfaces and the underground waters;



4. the biocide preparations or their residual quantities have no unfavourable effect on the environment, and in particular with regards to:



a) their conduct and dissemination in the components of the environment, including in the surfaces, underground and drinking waters;



b) their effects on the organisms, which are not subject to the proposed use;



5. analytical methods have been developed for determination of the type and the quantity of the active substance/active substances in their composition, the residues thereof, the admixtures and the components of toxicological and ecotoxicological importance;



6. the physical and chemical properties of the biocide preparations are specified and it is ascertained that they are appropriate for their manner of use, the application area, the preservation and the transportation thereof.



(3) The evaluation under para 2 shall be carried out on the grounds of scientific and technical knowledge and shall take into consideration:



1. all provided terms, under which the biocide preparations will be used;



2. the effects related to the use and the neutralization of biocide preparations;



3. the manner of use of the materials, being treated with biocide preparations.



(4) The biocide preparations, being classified as toxic, strongly toxic, carcinogenic (first and second category), mutagenic (first and second category) and toxic for reproduction (first and second category) shall be authorised for professional use only.



(5) The authorisations of placing on the market of biocide preparations and the certificates of registration of low-risk biocide preparations being issued shall contain requirements for the placing on the market and the use of the preparations, in particular with regards to labelling, application area and manner of use, where necessary in order to fulfil the requirements under para 1 and 2.



(6) In those cases where other normative acts contain requirements that relate to the terms of the authorisation or the certificate of registration being issued, and if protection of the human and animal health and preservation of environment is provided by these requirements:



1. the said requirements shall be taken into consideration at issuing the authorisation of placing on the market of biocide preparation or the certificate of registration of low-risk biocide preparation, and



2. where necessary, the authorisation of placing on the market of biocide preparation or the certificate of registration of low-risk biocide preparation shall be prepared in compliance with the said requirements.



Section IV. Issue of authorisation of placing on the market of biocide preparation, which contains active substances included in the list under Art. 14, para 4, item 1 (new – SG 95/06, in force from 01.01.2007)



Art. 17. (new – SG 95/06, in force from 01.01.2007) (1) (amend. – SG 82.07) In order to issue an authorisation of placing on the market of biocide preparation, which contains active substances included in the list under Art. 14, para 4, item 1, an application shall be submitted at the Ministry oh Health by the person, who places on the market for the first time the biocide preparation or by a representative, empowered by him/her.



(2) The person under para 1, called hereinafter "applicant" shall submit an application according to a model, approved by the Minister of Health. The model of the application shall be published on the Internet site of the Ministry of Health.



(3) To the application shall be attached:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. technical dossier for the biocide preparation or declaration for use of information;



3. technical dossier for each of the authorised active substances, included in the composition of the biocide preparation or declaration for use of information;



4. document for paid state charge under Art. 19y, para 1, item 1 for evaluation of the completeness of the data in the submitted documents;



(4) The documents referred to in para 2 and 3 shall be presented in Bulgarian language in three copies on paper and electronic carrier.



Art. 17a. (new – SG 95/06, in force from 01.01.2007) (1) In 90-days term from the date of submitting the application and the accompanying documents the Expert biocide council shall carry out evaluation of the completeness of the data therein.



(2) Where incompleteness is being found in the presented documents, the Minister of Health shall notify in writing the applicant and set a deadline for their removal.



(3) The Minister of Health may prolong the term under para 2 in case the applicant submits reasonable request for that.



(4) In the event that no incompleteness is found or the incompleteness has been removed, the Minister of Health shall notify in writing the applicant thereof.



(5) In the cases referred to in para 4 the applicant shall present to the Ministry of Health a document for paid state charge as per Art. 19y, para 1, item 2 for assessment of the risk to humans, animals and the environment.



(6) The Minister of Health may require from the applicant to provide additional information, including data and results from tests, in case this is necessary for the assessment of the risk to humans, animals and the environment.



(7) In the cases referred to in para 6 the Minister of Health shall fix a term for provision of additional information.



(8) The Minister of Health may prolong the term under para 7, in case the applicant submits a grounded request for this.



(9) The Minister of Health may require that samples of biocide preparation and of its ingredients be provided in order to check the accordance with:



1. the requirements under Art. 16, para 1, 2 and 4;



2. the data as per Art. 17, para 3, item 2 and 3;



Art. 17b. (new – SG 95/06, in force from 01.01.2007) (1) The Minister of Health shall issue an authorisation for placing on the market of biocide preparation, which contains active substances, included in the list under Art. 14, para 4, item 1, or shall refuse with motives within 12 months from the date of submitting the application as per Art. 17, respectively from removing the incompleteness in the documents under Art. 17a, para 2 and/or from providing the additional information as per Art. 17a, para 6.



(2) In case the applicant does not remove the incompleteness of the documents within the term under Art. 17a, para 2 or does not provide the additional information within the term under Art. 17a, para 7, or does not deposit the charge as per Art. 17a, para 5, the authorisation procedure shall be terminated.



Art. 17c. (new – SG 95/06, in force from 01.01.2007) (1) The authorisation of placing on the market of biocide preparation shall be issued for a maximum term of 10 years from the date of the first or the subsequent inclusion of the active substance in the list under Art. 14, para 4, item 1, provided that the said term may not exceed the term according to the list.



Section V. Registration of low-risk biocide preparation, which contains active substances included in the list under Art. 14, para 4, item 2 (new – SG 95/06, in force from 01.01.2007)



Art. 17d. (new – SG 95/06, in force from 01.01.2007) (1) Low-risk biocide preparation shall be registered if it meets the requirements of Art. 16, para 1 and 2 and in case it does not contain dangerous substances.



Art. 17e. (new – SG 95/06, in force from 01.01.2007) (1) (amend. – SG 82/07) In order to issue a certificate of registration of low-risk biocide preparation under Art. 14, para 2, an application shall be submitted at the Ministry oh Health by the person, who places on the market for the first time the biocide preparation or by a representative, empowered by him/her.



(2) The person under para 1, called hereinafter "applicant" shall submit an application according to a model, approved by the Minister of Health. The model of the application shall be published on the Internet site of the Ministry of Health.



(3) To the application shall be attached:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. technical dossier for each of the authorised active substances, included in the composition of the low-risk biocide preparation or declaration for use of information;



3. dossier of the low-risk biocide preparation, containing the following data: 



a) name and address of the applicant;



b) name and address of the manufacturer of the low-risk biocide preparation;



c) name and address of the manufacturer of the active substance;



d) trade name and composition of the low-risk biocide preparation;



e) information about physical and chemical properties required for assessment whether they are suitable for the manner of use, the application area, the preservation and the transportation of the biocide preparations; 



f) type (subgroup) of the preparation, application field and manner of use;



g) category of the users;



h) data about efficiency;



i) analytical methods for determining the active substance in the low-risk biocide preparation and its residual quantities;



j) data about classification, packing and labelling, including design of label;



k) information sheet for safety of art. 7b;



l) declaration for use of information, where necessary.



4. document for paid state charge under Art. 19y, para 1, item 3 for evaluation of the completeness of the data in the submitted documents.



(4) The documents referred to in para 2 and 3 shall be presented in Bulgarian language in three copies on paper and electronic carrier.



(5) Where incompleteness is being found in the presented documents, within thirty-day term from the date of submission thereof, the Minister of Health shall notify in writing the applicant thereof and shall set a deadline for their removal.



(6) The Minister of Health may prolong the term under para 5, if the applicant presents a grounded request for that.



(7) In the event that no incompleteness is found or the incompleteness has been removed, the Minister of Health shall notify in writing the applicant thereof.



(8) In the cases referred to in para 7 the applicant shall present to the Ministry of Health a document for paid state charge as per 19y, para 1, item 4 for assessment of the risk to humans, animals and the environment.



(9) The Minister of Health may require from the applicant to provide additional information, including data and results from tests, in case this is necessary for the assessment of the risk to humans, animals and the environment.



(10) In the cases referred to in para 9, the Minister of Health shall fix a term for provision of additional information.



(11) The Minister of Health may prolong the term under para 10, if the applicant presents a grounded request for that.



(12) The Minister of Health shall issue a certificate of registration of low-risk biocide preparation or shall refuse with motives within a term of two months from the date of submitting the application as per para 1, respectively from removing the incompleteness in the documents referred to in para 5 and/or providing of the additional information under para 9.



(13) In case the applicant removes the incompleteness of the documents within the term under para 5 or does not provide the additional information within the term under para 10, or does not deposit the charge as per para 8, the authorisation procedure shall be terminated.



(14) The Minister of Health may require that samples of the low-risk biocide preparation and of its ingredients be provided in order to check the accordance with:



1. the requirements under Art. 16, para 1 and 2;



2. the data as per Art. 17e, para 3, item 2 and 3;



Art. 17f. (new – SG 95/06, in force from 01.01.2007) (1) Certificate of registration of low-risk biocide preparation shall be issued for a maximum term of 10 years from the date of the first or the subsequent inclusion of the active substance in the list under Art. 14, para 4, item 2, provided that the said term may not exceed the term according to the list.



Section VI. New information (new – SG 95/06, in force from 01.01.2007)



Art. 17g. (new – SG 95/06, in force from 24.11.2006) (1) The holder of an authorisation for placing on the market of biocide preparation under Art. 17b, para 1 or of a certificate of registration of low-risk biocide preparation under Art. 17e, para 12 shall immediately notify the Minister of Health of any new information of which he/she is aware and which may lead to amendment or repeal of the authorisation or to amendment or deletion of the certificate of registration, which refers to:



1. new information on the effects of the active substances or the biocide preparation on the humans or the environment;



2. changes in the source or the composition of the active substance;



3. changes in the composition of a biocide product;



4. development of resistance of the object towards the biocide preparation being applied;



5. change of the packing;



6. change of the commercial registration of the person, who places on the market biocide preparation;



7. the residual quantities of the biocide preparation, impurities and other ingredients.



(2) The Minister of Health shall immediately notify the other Member States of the European Union, and the European Commission of any received piece of information on the potentially harmful effects on humans and the environment or of the new composition of the biocide preparation, its active substances, residual quantities of the biocide preparation, impurities, ingredients and other.



Section VII. Amendment or repeal of an authorisation of placing on the market of biocide preparation and amendment or deletion of the registration of low-risk biocide preparation (new – SG 95/06, in force from 01.01.2007)



Art. 17h. (new – SG 95/06, in force from 01.01.2007) (1) The Minister of Health may review the decision under Art. 17b, para 1 or the certificate of registration as per Art. 17e, para 12 at any time within the term, for which they are issued.



(2) The Minister of Health shall revoke the authorisation issued as per Art. 17b, para 1, in the event that:



1. the biocide preparation contains active substance, which is deleted from the list under Art. 14, para 4, item 1, or



2. the active substance in the composition of the biocide preparation is not included in the list under Art. 14, para 4, item 1 with regards to all subgroups for which it is authorised, or



3. the biocide preparation no longer meets the requirements under Art. 16, para 1 and 2, or



4. the applicant has provided untrue and/or misleading data for the issue of the authorisation.



(3) The Minister of Health shall delete the registration issued as per Art. 17e, para 12, in the event that:



1. the low-risk biocide preparation contains active substance, which is deleted from the list under Art. 14, para 4, item 2, or



2. the active substance in the composition of the low-risk biocide preparation is not included in the list under Art. 14, para 4, item 2 with regards to all subgroups for which it is registered, or



3. the low-risk biocide preparation no longer meets the requirements under Art. 16, para 1 and 2, or



4. the applicant has provided untrue and/or misleading data for the issue of the certificate of registration.



(4) Prior to the repeal of the authorisation under para 2 or deletion of the registration under para 3 the Minister of Health shall notify the holder of the authorisation or of the certificate of registration thereof and shall give him/her the opportunity to provide additional information in relation to the grounds for repeal of the authorisation or for deletion of the registration.



(5) In the cases referred to in para 2 and 3 the Minister of Health shall fix a term for neutralization or preservation, use and dissemination of the available quantities of biocide preparation.



(6) The Minister of Health may revoke an authorisation of placing on the market of biocide preparation upon submitted motivated request by its holder.



(7) The Minister of Health may delete the registration of low-risk biocide preparation upon submitted motivated request by the holder of the certificate of registration.



Art. 17i. (new – SG 95/06, in force from 01.01.2007) (1) The Minister of Health may amend the issued authorisation as per Art. 17b, para 1 or certificate of registration under Art. 17e, para 12, in the event that:



1. the information provided under Art. 17g requires change of the conditions of the authorisation or the certificate of registration issued;



2. new scientific and technical data have been found, which require change in the used quantities of biocide preparation and in the manner of use with the purpose of protection of the human health and the environment;



3. the active substance in the composition of the biocide preparation is no longer included in the lists under Art. 14, para 4, items 1 and 2 with regards to some of the groups for which it is authorised or registered;



4. motivated request has been submitted by the holder of an authorisation under Art. 17b, para 1 or of certificate of registration as per Art. 17e, para 12.



(2) In the cases referred to in para 1, item 4 to the application for amendment of the issued authorisation under Art. 17b, para 1 or of the certificate of registration as per Art. 17e, para 12 shall be attached:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. data from the documents, laid down in the ordinance as per Art. 14a, which refer to the requested change and are required for the evaluation of the requirements under Art. 16, para 1 and 2;



3. document for paid state charge under Art. 19y, para 1, item 5.



(3) The documents referred to in para 2, item 2 shall be presented in three copies on paper and electronic carrier.



(4) In the cases referred to in para 2 the Minister of Health may require additional information and fix a term for its provision.



(5) In case of non-provision of the additional information within the term under para 4 the procedure of amendment of the authorisation or of the certificate of registration shall be terminated. 



(6) In the cases where the application under para 2 contains request for extension of the application area, the authorisation or the certificate of registration shall be amended, observing the requirements, under which each active substance in the composition of the biocide preparation or of the low-risk biocide preparation is included in the lists under Art. 14, para 4, items 1 or 2.



(7) The Minister of Health shall amend the authorisation or the certificate of registration or refuse with motives within a period of six months from the date of submitting the application under para 2, respectively from the date of providing additional information under para 4.



(8) Prior to the amendment of the authorisation or the certificate of registration in the cases referred to in para 1, item 1 the Minister of Health may require additional information in relation to the grounds for amendment of the authorisation or the certificate of registration.



(9) Prior to the amendment of the authorisation or the certificate of registration in the cases under para 1, item 1 and 2, the Minister of Health shall notify the holder of the authorisation or the certificate of registration of the grounds for amendment of the authorisation or the certificate of registration



(10) Amendment of the authorisation or the certificate of registration, related to change of the conditions, determined for the active substance in connection to its inclusion in the list under Art. 14, para 4, item 1 or in the list under Art. 14, para 4, item 2, may be carried out after an evaluation of the active substance following the procedure as per Art. 18.



(11) Amendment of the authorisation or the certificate of registration under para 1 shall be carried out in observation of the requirements under Art. 16.



(12) (new – SG 82/07) In cases of par. 1 the Minister of Health may determine time for storage, use or distribution of the available quantities of a biocide preparation.



Section VIII. Renewal of issued authorisation for placing on the market of biocide preparation and of certificate of registration of low-risk biocide preparation (new – SG 95/06, in force from 01.01.2007)



Art. 17j. (new – SG 95/06, in force from 01.01.2007) (1) A holder of an authorisation for placing on the market of biocide preparation under Art. 17b, para 1 may submit an application for its renewal no later than 12 months prior to the expiry of the term under Art. 17c.



(2) A holder of a certificate of registration of low-risk biocide preparation under Art. 17e, para 12 may submit an application for its renewal no later than 2 months prior to the expiry of the term under Art. 17f. 



(3) The authorisation under Art. 17b, para 1 or the certificate of registration as per Art. 17e, para 12 shall be renewed in the event that:



1. by the moment of submitting the application the biocide preparation indicated in it is identical to the authorised biocide preparation or the registered low-risk biocide preparation;



2. the requirement under Art. 16, para 1, 2 and 4 are satisfied.



(4) To the application referred to in para 1 and 2 shall be attached:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. documents, required for the evaluation of the observance of the requirements under para 3;



3. document for paid state charge under Art. 19y, para 1, item 6 for renewal of authorisation for placing on the market of biocide preparation, respectively under Art. 19y, para 1, item 7 for renewal of certificate of registration of low-risk biocide preparation.



(5) The necessary documents under para 4, item 2 shall be specified by the ordinance as per Art. 14a and shall be presented in three copies on paper and electronic carrier.



(6) Where the documents submitted as per para 4 are incomplete or insufficient for the evaluation of the requirements under Art. 16, para 1, 2 and 4, the Minister of Health shall notify in writing the person thereof and shall set a deadline for submitting the missing or the additional information.



(7) The deadline for submitting the missing or the additional information under para 6 shall not exceed a year from the date of expiry of the term of the authorisation issued as per Art. 17b, para 1 or of the certificate of registration as per Art. 17e, para 12.



(8) In case the applicant does not remove the incompleteness in the documents and/or does not provide the additional information within the term under para 6, the authorisation or registration procedure shall be terminated.



(9) The Minister of Health shall issue the new authorisation within one year term from submitting the application under para 1, respectively from submitting the missing or the additional information as per para 6.



(10) The Minister of Health shall issue the new certificate of registration within a period of two months from submitting the application under para 2, respectively from deposition of the missing or the additional information as per para 6.



(11) The Minister of Health shall refuse with motives to renew the authorisation under Art. 17b, para 1 or the certificate of registration as per Art. 17e, para 12, in case:



1. the requirements under Art. 16, para 1, 2 and 4 have not been met and/or



2. by the moment of submitting the application the biocide preparation indicated in it is not identical to the authorised biocide preparation or the registered low-risk biocide preparation, in particular with regards to the manufacturer of the preparation and the composition, its classification and labelling, the quantity of active substance/active substances, its/their minimum purity degrees, type and maximum content of impurities.



(12) The authorisation or the certificate of registration issued shall be valid until:



1. issue of the new authorisation or certificate of registration;



2. termination of the procedures under para 8, or



3. issue of a motivated refusal to renew the authorisation or certificate of registration.



Art. 17k. (new – SG 95/06, in force from 01.01.2007) (1) The Ministry of Health shall keep the documents, related to:



1. issue, amendment or repeal of authorisations for placing on the market of biocide preparation under Art. 17b, para 1;



2. issue, amendment or deletion of the certificates of registration under Art. 17e, para 12.



(2) The documents under para 1 shall obligatorily include copy of the submitted applications, the issued administrative acts and a summary of the presented dossiers.



(3) Upon request the Minister of Health shall provide the competent authorities of another Member State of the European Union and the European Commission with the documents referred to in para 2 and shall ensure the provision of the technical dossiers as per Art. 17, para 3, items 2 and 3 and Art. 17e, para 3, items 2 and 3 by the applicant.



(4) Upon request the applicant shall provide the competent authorities of another Member State of the European Union and the European Commission with a copy of the technical dossiers as per Art. 17, para 3, items 2 and 3 and Art. 17e, para 3, items 2 and 3.



Section IX. Frame formulation (new – SG 95/06, in force from 01.01.2007)



Art. 17l. (new – SG 95/06, in force from 01.01.2007) (1) The application for issue of an authorisation for placing on the market of biocide preparation under Art. 17b, para 1 or of certificate of registration of low-risk biocide preparation as per Art. 17e, para 1 may be accompanied by a request for establishing frame formulation.



(2) In order to establish frame formulation, the applicant shall present data:



1. on the specifications of the biocide preparations, which may be authorised or registered on the grounds of the frame formulation;



2. proving that the deviations from the composition of the biocide preparation, announced for authorisation or registration, do not influence the efficiency and the risk related to the use. 



(3) The data referred to in para 2 shall be presented in three copies on paper and electronic carrier.



Art. 17m. (new – SG 95/06, in force from 01.01.2007) (1) Frame formulation shall be established in case:



1. the requirements under Art. 16, para 1 and 2 to the biocide preparation, announced for authorisation or the low-risk biocide preparation, announced for registration, are met;



2. the deviations from the composition of the biocide preparation, announced for authorisation or for the low-risk biocide preparation, announced for registration include reduction of the percentage composition of the active substance and/or change in the percentage composition of one or several non-active substances, and/or replacement of one or more pigments, dyes, aromatising components with other ones with the same or lower risk;



3. at the assessment of the data it is found that the deviations from the composition of the biocide preparation, announced for authorisation or for the low-risk biocide preparation, announced for registration do not affect the efficiency and the risk, related to the use thereof.



(2) The Minister of Health shall notify in writing the applicant of the established frame formulation.



Art. 17n. (new – SG 95/06, in force from 01.01.2007) (1) An authorisation for placing on the market of biocide preparation or a certificate of registration of low-risk biocide preparation on the basis of established frame formulation shall be issued by the Minister of Health.



(2) In order to issue an authorisation under para 1, the applicant shall submit to the Ministry of health an application, to which shall be applied:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. the documents referred to in Art. 17, para 3, items 2 and 3 in Bulgarian language in three copies on paper and electronic carrier;



3. document for paid state charge under Art. 19y, para 1, item 8 for assessment of the completeness of the data in the submitted documents.



(3) In order to issue a certificate of registration as per para 1 the applicant shall submit to the Ministry of health an application, to which shall be applied:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. the documents referred to in Art. 17e, para 3, items 2 and 3 in Bulgarian language in three copies on paper and electronic carrier;



3. document for paid state charge under Art. 19y, para 1, item 9 for assessment of the completeness of the data in the submitted documents.



(4) An authorisation for placing on the market of biocide preparation or a certificate of registration of low-risk biocide preparation on the basis of established frame formulation shall be issued in case:



1. at the evaluation of the submitted documents it is ascertained that the deviations from the composition of the authorised biocide preparation or of the registered low-risk biocide preparation correspond to the ones, indicated in the established frame formulation;



2. the applicant under para 2 or 3 is a holder of established frame formulation or has a declaration for use of information.



(5) Where incompleteness is being found in the presented documents, within thirty-day term from the date of submission thereof, the Minister of Health shall notify in writing the applicant thereof and shall set a term for their removal.



(6) In the event that no incompleteness is found or the incompleteness has been removed, the Minister of Health shall notify in writing the applicant thereof.



(7) In the cases referred to in para 6 the applicant shall present to the Ministry of Health a document for paid state charge as per 19y, para 1, item 10 for assessment of the risk to humans, animals and the environment.



(8) The Minister of Health may require additional information, necessary for the evaluation of the presented data and shall set a deadline for its provision.



(9) In case the applicant does not remove the incompleteness in the documents within the term under para 5 or does not provide the additional information within the term under para 8, or does not deposit the charge as per para 7, the authorisation or registration procedure shall be terminated.



(10) The Minister of Health shall issue an authorisation for placing on the market of biocide preparation or a certificate of registration of low-risk biocide preparation on the grounds of established frame formulation within a period of two months from the date of submitting the application under para 2 or 3, respectively from removing the incompleteness in the documents referred to in para 5 and/or from providing the additional information under para 8.



(11) The authorisation for placing on the market of biocide preparation or a certificate of registration of low-risk biocide preparation shall be issued for a period, corresponding to the term of the authorisation or the certificate of registration of the preparation, on the grounds of which the frame formulation is established.



(12) At carrying out authorisation of biocide preparation on the grounds of frame formulation shall be taken into consideration implemented amendment or repeal of the authorisation, during the issue of which the frame formulation has been established. 



(13) At registration of a low-risk biocide preparation on the grounds of frame formulation shall be taken into consideration implemented amendment or deletion of the certificate of registration, during the issue of which the frame formulation has been established.



Section X. Including active substance in the lists under Art. 14, para 4, items 1, 2 or 3 (new – SG 95/06, in force from 01.01.2007)



Art. 18. (new – SG 95/06, in force from 01.01.2007) (1) The including of active substance in the lists under Art. Para 4, items 1, 2 and 3 or subsequent amendments of the terms, under which it is included in the said lists, shall be carried out after presenting at the Ministry of Health the following documents:



1. application according to a model, approved by the Minister of Health; the model of the application shall be published on the Internet site of the Ministry of Health;



2. name and address of the applicant;



3. dossier of the active substance;



4. dossier of at least one biocide preparation, which contains the active substance;



5. document for paid state charge under Art. 19y, para 1, item 12 for evaluation of the completeness of the submitted documents.



(2) The documents referred to in para 1 shall be presented in three copies on paper and electronic carrier.



(3) The Minister of Health shall conduct an inspection of the completeness of the presented dossiers and in case their completeness is ascertained, he/she shall inform the applicant of his/her consent the latter to present a summary of the dossiers to the European Commission and to the other Member States of the European Union.



(4) Where incompleteness is being found in the presented documents, the Minister of Health shall require from the applicant the additional information. 



(5) After the dossiers’ completeness is acknowledged by the European Commission, the Minister of Health shall carry out evaluation of the dossiers.



(6) The Minister of Health may require additional information necessary for the evaluation of the dossiers.



(7) In the cases referred to in para 6 the Minister of Health shall notify the European Commission and the other Member States of the European Union.



(8) The evaluation under para 5 shall be carried out within one year from the date of the acknowledgement of the dossiers’ completeness, respectively from the date of providing the additional information under para 6.



(9) A copy of the evaluation under para 5 and a recommendation for inclusion or non-inclusion of the active substances in the lists under Art. 14, para 4, items 1, 2 or 3 shall be sent to the European Commission, to the other Member States of the European Union and to the applicant.



(10) On the grounds of a decision of the European Commission the evaluation under para 5 may be carried out by another Member State of the European Union, regardless of the fact that the check and the acknowledgement of the dossiers’ completeness has been carried out by the Minister of Health of the Republic of Bulgaria.



(11) On the grounds of a decision of the European Commission the evaluation under para 5 may be carried out by the Minister of Health of the Republic of Bulgaria, regardless of the fact that the check and the acknowledgement of the dossiers’ completeness has been carried out by the competent authority of another Member State of the European Union.



(12) In the cases referred to in para 11, the applicant shall deposit state charge under Art. 19y, para 1, item 13 for carrying out the evaluation under para 5.



Section XI. Terms of inclusion of an active substance in the lists under Art. 14, para 4, items 1, 2 or 3 (new – SG 95/06, in force from 01.01.2007)



Art. 18a. (new – SG 95/06, in force from 01.01.2007) An active substance shall be included for a period of maximum 10 years in the lists under Art. 14, para 4, item 1, 2 or 3, on the condition that the biocide preparation or the low-risk biocide preparation, in which the active substance is to be included, and the basic substance meet the requirements as per art. 16, para 2.



(2) An active substance may not be included in the list under Art. 14, para 4, item 2, in case:



1. it is classified in one or more of the following categories of danger as per Art. 2:



a) carcinogenic;



b) mutagenic;



c) toxic for reproduction;



d) sensibilising;



2. it bio-accumulates and is not difficultly disintegrating.



(3) Where appropriate, at including the active substance in the list under Art. 14, para 4, item 2 shall be determined the limit values of the concentrations, in which it shall be applied.



(4) At including the active substance in the lists under Art. 14, para 4, item 1, 2 or 3 shall also be evaluated:



1. minimum degree of purity;



2. nature and maximum content of impurities:



3. type (subgroup) of the biocide preparations, in which content the active substance can be included;



4. manner of use and application area;



5. category of the users;



6. admissible exposure values at work, where necessary;



7. acceptable daily intake for people and maximum values of residual quantities, where necessary;



8. spreading and conduct of environment;



9. impact on non-target organisms of the proposed use. 



(5) An active substance shall be included in the lists under Art. 14, para 4, items 1, 2 or 3 for the types (subgroups) of biocide preparations, with respect to which is presented information in correspondence with the requirements of the ordinance as per Art. 14a.



(6) The inclusion of an active substance in the lists under Art. 14, para 4, items 1, 2 or 3 may be renewed for periods not exceeding 10 years. The initial inclusion, as well as any other renewed inclusion may be reviewed at any time if there are indications of one or more of the requirements under para 1, 2 or 3 are no longer satisfied. 



(7) In the event that the applicant has submitted an application for renewal of the inclusion of an active substance in the lists under Art. 14, para 4, items 1, 2 or 3, it may, where necessary, be granted only for the minimum period necessary to carry out check and evaluation of the dossiers in accordance with Art. 18, para 5.



(8) The inclusion of an active substance in the lists under Art. 14, para 4, items 1, 2 or 3 may be refused or the substance may be removed from the said lists, in case:



1. the evaluation in accordance with Art. 18, para 5 shows that under normal conditions under which it may be used, the active substance may present risk to human health and/or the environment;



2. in the list under Art. 14, para 4, item 1 for the same type (subgroup) biocide preparation is included another active substance, which presents significantly less risk to human health and/or the environment.



(9) In the cases referred to in para 8, item 2, assessment of one or more alternative active substances shall take place in order to ascertain that they:



1. have similar effect on the target organisms of the proposed use;



2. do not lead to significant damages for the user;



3. do not lead to increased risk for the human health and/or the environment.



(10) The assessment under para 9 shall be carried out following the procedure of Art. 18. 



(11) At taking a decision for refusal of inclusion or for removal of an active substance from the lists under Art. 14, para 4, item 1, 2 or 3 the following conditions shall be taken into account:



1. the chemical diversity of the active substances should be adequate to minimise occurrence of cases of resistance in the target organisms of the proposed use;



2. the decision shall only refer to active substances which, when used under normal conditions in the composition of authorised biocide products present significantly different levels of risk;



3. the decision shall only refer to active substances, designated for use in biocide products of the same type (subgroup);



4. the decision shall be taken after allowing the possibility, where necessary, of acquiring experience from use in practice of the active substance if it is not already available;



5. the European Commission shall be provided with the complete data dossiers required for the evaluation serving for entry in the lists under Art. 14, para 4, item 1, 2 or 3.



(12) The decision for removal from the list under Art. 14, para 4, item 1 shall come into effect after a period of up to a maximum of 4 years from the date of taking the decision.



Section XII. Placing on the market of active substances (new – SG 95/06, in force from 01.01.2007)



Art. 18b. (new – SG 95/06, in force from 01.01.2007) (1) An active substance, which has not been placed on the market prior to the 14th of May 2000, shall be placed on the market in order to be included in the composition of biocide preparations, in case:



1. the dossiers as per Art. 18, para 1, items 3 and 4 have not been forwarded to the competent authority of a Member State of the European Union;



2. an inspection has been carried out and the completeness of the dossiers under item 1 has been accepted;



3. a summary of the dossiers has been sent to the European Commission and to the other Member States of the European Union;



4. a declaration has been presented that the active substance is intended for production of a definite type of biocide preparation;



5. it is classified, packed and labelled in accordance with the provisions of Chapter two.



(2) The requirements as per para 1 shall not refer to active substances intended for scientific research and development activity and for experiments, during which active substance is being released or could be released in the environment.



Section XIII. Temporary authorisation of biocide preparation or registration of low-risk biocide preparation (new – SG 95/06, in force from 01.01.2007)



Art. 18c. (new – SG 95/06, in force from 01.01.2007) (1) Admitted shall be the issue of temporary authorisation for placing on the market of biocide preparation or of certificate of registration of low-risk biocide preparation, containing active substances, which:



1. are not included in the lists under Art. 14, para 4, item 1 and 2;



2. have not been placed on the market prior to the 14 of May 2000 for purposes, other than scientific research and development activity.



(2) Temporary authorisation for placing on the market of biocide preparation or certificate of registration of low-risk biocide preparation shall be issued if check and evaluation of the dossiers has been carried out following the procedure of Art. 18, showing that:



1. the active substance meets the requirements of Art. 18a;



2. the biocide preparation meets the requirements of Art. 16, para 2;



3. there is no objection by another Member State of the European Union regarding the completeness of the provided dossier.



(3) Temporary authorisation or certificate shall be issued by the Minister of Health for a period not exceeding three years.



(4) Where the European Commission finds that the requirements specified in Art. 18a have not been satisfied, the Minister of Health shall revoke the temporary authorisation or certificate of registration.



(5) In case the term under para 3 expires and the evaluation of the dossier of the active substance with respect to its inclusion in the lists under Art. 14, para 4, item 1 and 2 is not completed, the Minister of Health prolong the term of the issued temporary authorisation or certificate of registration for a period not exceeding one year, provided that the active substance satisfies the requirements of Art. 18a.



(6) In the cases referred to in para 5 the Minister of Health shall notify the other Member States of the European Union and the European Commission.



(7) The applicant shall pay state charge as per Art. 19y, para 1, item 14 for issue of a temporary authorisation, respectively per Art. 19y, para 1, item 15 for issue of a temporary certificate of registration.



(8) Where the active substances in the composition of the biocide preparation are being included in the lists under Art. 14, para 4, item 1 and 2, an authorisation or certificate of registration shall be issued.



(9) In order to issue an authorisation or a certificate of registration under Art. 8, the applicant shall submit to the Ministry of Health documents, determined by the ordinance as per Art. 14a.



(10) The applicant shall pay state charge as per Art. 19y, para 1, item 16 for issue of an authorisation under para 8, respectively per Art. 19y, para 1, item 17 for issue of a certificate of registration under para 8.



Section XIV. Use of data from the dossiers for authorisation for placing on the market of biocide preparation or certificate of registration of low-risk biocide preparation to second or subsequent applicant (new – SG 95/06, in force from 01.01.2007)



Art. 18d. (new – SG 95/06, in force from 01.01.2007) (1) The Minister of Health shall ensure the protection of the data from the dossiers of the biocides, granted for authorisation, registration or for the evaluation referred to in Art. 18. 



(2) The data on the active substance, which is not placed on the market before the 14th of May 2000, shall be protected for a period of 15 years from the date of its first inclusion in the lists under Art. 14, para 4, item 1 or 2.



(3) The data on existing active substance, submitted for the purposes of this law, shall be protected for a period of 10 years, considered from the 14th of May 2000.



(4) The data on existing active substance, submitted for the first time in relation to the first inclusion of the active substance in the lists under Art. 14, para 4, item 1 or 2 or in relation to the inclusion of additional type (subgroup) preparation, in which the said active substance may be contained, shall be protected for a period of 10 years from the date of the inclusion of the active substance in the lists under Art. 14, para 4, item 1 or 2.



(5) The additional data, submitted with regards to change of the requirements for inclusion of the active substance in the lists under Art. 14, para 4, item 1 or 2 or for renewal of the inclusion of the active substance in these lists, shall be protected for a period of five years from the date of the decision following the provision of further information.



(6) In the cases where the term under para 5 is shorter than the term as per para 2, 3 and 4, it shall be prolonged till the date of expiry of the terms under para 2, 3 and 4.



Art. 18e. (new – SG 95/06, in force from 01.01.2007) (1) The Minister of Health shall ensure the protection of the data from the dossiers of the biocide preparations, granted for authorisation, registration or for the evaluation referred to in Art. 18. 



(2) The data on the biocide preparation, containing active substance, which has not been placed on the market before the 14th of May 2000, shall be protected for a period of 10 years from the date of the first authorisation of the preparation in a Member State of the European Union.



(3) In the cases where a biocide preparation contains existing active substance:



1. the data, submitted for the purposes of this Law, shall be protected for a period of 10 years, considered from the 14th of May 2000;



2. the data, submitted for the first time in relation to the first inclusion of the active substance in the lists under Art. 14, para 4, item 1 or 2 or in relation to the inclusion of additional type (subgroup) preparation, in which the said active substance may be contained, shall be protected for a period of 10 years from the date of inclusion of the active substance in the lists under Art. 14, para 4, item 1 or 2.



(4) The additional data, submitted with regards to change of the requirements for inclusion of the biocide preparation or for renewal of the inclusion of the active substance in these lists, shall be protected for a period of five years from the date of the provision thereof.



(5) In the cases where the term under para 4 is shorter than the term as per para 2 and 3, it shall be extended to the date of expiry of the terms under para 2 and 3.



Art. 18f. (new – SG 95/06, in force from 01.01.2007) The Minister of Health may use the data under Art. 18d and 18e for the benefit of the second or subsequent applicant, where:



1. the second or any subsequent applicant presents a declaration for the making use of the information, provided by the first applicant;



2. the terms under Art. 18d and 18e have expired.



Art. 18g. (new – SG 95/06, in force from 01.01.2007) The data as per Art 18d and 18e may be used at taking decisions as per Art. 18a, para 11 by the European Commission, by the Scientific consultative bodies thereof and the ones from the Member States of the European Union.



Art. 19. (new – SG 95/06, in force from 01.01.2007) (1) With regards to biocide preparation, for which there is an authorisation or a certificate of registration issued, the Minister of Health may allow the subsequent applicant to refer to the data, submitted by the first applicant, in case he/she provides information, proving that:



1. the declared biocide preparation is similar to the one, which has already been authorised or registered;



2. the active substances in the composition of the announced biocide preparation, including the purity degree and the type of the impurities, are identical to the biocide preparation, which has already been authorised or registered.



(2) In the cases referred to in para 1 the provisions under Art. 18 f shall be observed.



Art. 19a. (new – SG 95/06, in force from 01.01.2007) (1) Where it is necessary experiments with vertebrates to be carried out, the person who intends to file an application for authorisation or registration of biocide preparation, shall submit to the Ministry of Health prior to the conducting of the experiments:



1. an inquiry for presence of authorisation or certificate of registration of similar biocide preparation;



2. a request for receiving information about the name and the address of the holder of the authorisation or the certificate of registration.



(2) The inquiry under para 1, item 1 shall be accompanied by a declaration that the person referred to in para 1 intends to submit an application for authorisation or certificate of registration of biocide preparation and that the latter has the remaining information in the dossiers as per Art. 17, para 3, items 2 and 3 or Art. 17e, para 3, items 2 and 3. 



(3) In case the requirements under para 2 are met, the Minister of Health shall notify:



1. the subsequent applicant of the name and the address of the holder of the authorisation or the certificate of registration;



2. the holder of the authorisation or the certificate of registration of the name and the address of the subsequent applicant.



Art. 19b. (new – SG 95/06, in force from 01.01.2007) In order to avoid the repetition of already conducted experiments with vertebrates:



1. the holder of the authorisation or the certificate of registration and the subsequent applicant shall reach an agreement on mutual use of the information on the results of the biocide tests, and



2. the holder of the authorisation or the certificate of registration shall declare that he/she shall provide the subsequent applicant with the results from the tests of the biocide, which has already been authorised or registered.



Art. 19c. (new – SG 95/06, in force from 01.01.2007) In the cases referred to in Art. 19b the subsequent applicant shall refer to the results from the tests of a biocide, which has already been authorised or registered.



Section XV. Mutual recognition of authorisation for placing on the market of biocide preparation and of certificate of registration of low-risk biocide preparation and of (new – SG 95/06, in force from 01.01.2007)



Art. 19d. (new – SG 95/06, in force from 01.01.2007) (1) A biocide preparation, authorised in a Member State of the European Union, shall be authorised in the Republic of Bulgaria by mutual recognition of the authorisation, in case the active substance is included in the lists under Art. 14, para 4, item 1 and satisfies the requirements, indicated in the said list.



(2) In order to issue the authorisation under para 1 the applicant shall present at the Ministry of Health an application, to which shall be attached:



1. data on the biocide preparation, specified by the ordinance under Art. 14a;



2. copy of the authorisation, issued by the competent body of the respective Member State of the European Union, in which the biocide preparation is authorised for the first time; the said copy shall be verified by the competent body, having issued the authorisation and shall be accompanied by translation in Bulgarian language, carried out by a certified translator;



3. document for paid state charge as per Art. 19y, para 1, item 18.



(3) The data referred to in para 2, item 1 shall be submitted in three copies on paper and electronic carrier.



(4) Where incompleteness has been found in the presented documents, in sixty-day term from the date of the submission thereof, the Minister of Health shall require from the applicant the necessary information.



(5) The Minister of Health may require provision of further information according to Art. 17k, para 3, necessary for evaluation of the data under para 2, item 1.



(6) The Minister of Health shall issue the authorisation under para 1 within a period of four months from the date of submitting the application as per para 2, respectively from removing the incompleteness in the documents referred to in para 4 and/or from providing further information under para 5.



(7) In the cases where other normative acts contain requirements which refer to the requirements for the authorisation being issued, particularly if through these requirements is provided protection of the human health:



1. the said requirements shall be taken into consideration at issuing the authorisation under para 1, and



2. where necessary, the authorisation under para 1 shall be drawn up in compliance with these requirements.



(8) The authorisation under para 1 shall be issued for a period, corresponding to the term of the authorisation, issued by the respective Member State of the European Union, in which the biocide preparation has been authorised for the first time.



Art. 19e. (new – SG 95/06, in force from 01.01.2007) (1) In order to observe the requirements as per Art. 16, the Minister of Health may amend the conditions of the authorisation being issued and the labelling of the biocide preparation, which refer to:



1. the manner of use – work solutions, consumption rate;



2. the data on possible undesirable direct or indirect side effects;



3. the measures of rendering first aid and antidote, in case there is such;



4. the instructions for safe neutralisation of the biocide preparation and its packing, and where necessary – the prohibition on reuse of packaging; 



5. information on specific dangers to the environment, including the protection of non-target organisms of the proposed use, and avoidance of contamination of waters; 



6. the period of time for the biocide effect, the interval to be observed between:



a) the separate applications of the biocide preparation and/or 



b) the application and the next use of the products treated and/or



c) the use of the biocide preparation and the access by man or animals to the treated areas, provided that decontamination means and measures, the duration of ventilation of treated areas and instructions on adequate cleaning of equipment shall be pointed out;



7. precautionary measures during use, transport and storage, including personal and collective protective means, measures for protection against fire, covering of furniture or equipment, removal of food and feeding stuff and directions to prevent animals from being exposed.



(2) The amendment under para 1 may be carried out, in case according to Art. 16:



1. it is ascertained that the number of the representatives of the target organisms of the proposed use is not sufficient for appearance of a harmful effect;



2. resistance of the target organisms of the proposed use to the biocide preparation has been found, or



3. the terms of use, for instance in case the climatic conditions or the breeding period of the target organisms of the proposed use differ significantly from those in the Member State of the European Union, where the first authorisation of the biocide preparation has been issued, and the issue of an unchanged authorisation may therefore present unacceptable risks to humans or the environment.



Art. 19f. (new – SG 95/06, in force from 01.01.2007) (1) Where it is ascertained that the requirements under Art. 16, paras 1 and 2 may not be satisfied and the authorisation of a biocide product must be refused or restrictions at the issue of the authorisation must be imposed, the Minister of Health shall notify the European Commission, the other Member States of the European Union and the applicant.



(2) In the cases referred to in para 1 the Minister of Health shall submit an explanatory document containing the name of the biocide preparation, its specification and the grounds on which he/she intends to refuse to issue an authorisation or to impose restrictions when issuing the authorisation.



(3) In the cases referred to in para 1 the Minister of Health shall issue an authorisation or refuse with motives or shall impose restrictions when issuing the authorisation in accordance with the decision of the European Commission.



(4) Apart from the cases referred to in Art. 19d, para 1 the Minister of Health may refuse to issue an authorisation of a biocide preparation, authorised in a Member State of the European Union, in case the biocide preparation is of subgroup 15. Avicides, Subgroup 17. Pesticides and Subgroup 23. Preparations for control of other vertebrates.



(5) In the cases referred to in para 4 the Minister of Health shall notify the European Commission and the other Member State of the European Union, by providing them with an explanatory document concerning his/her decision.



Art. 19g. (new – SG 95/06, in force from 01.01.2007) (1) A low-risk biocide preparation registered in a Member State of the European Union, shall be registered in the Republic of Bulgaria by mutual recognition of the registration, where:



1. the active substance is included in the list under Art. 14, para 4, item 2 and meets the requirements laid down in the said list;



2. does not contain dangerous substances;



3. in case of appropriate use poses a low risk to humans, animals and the environment.



(2) In order a certificate of registration of low-risk biocide preparation to be issued, the applicant shall submit at the Ministry of Health an application, to which shall be enclosed:



1. information on the low-risk biocide preparation, specified by the ordinance as per Art. 14a;



2. copy of the certificate of registration, issued by the competent body of the respective Member State of the European Union, in which the biocide product has been registered for the first time; the copy shall be verified by the competent body, which has issued the certificate of registration and shall be accompanied by translation in Bulgarian language made by certified translator;



3. document for paid state charge under Art. 19y, para 1, item 19.



(3) Where incompleteness has been found in the presented documents, in 30-day term from the date of the submission thereof, the Minister of Health shall require from the applicant the necessary information.



(4) The Minister of Health may require provision or further information according to Art. 17k, para 3, necessary for evaluation of the data referred to in para 2, item 1.



(5) The Minister of Health shall issue a certificate of registration under para 1 within a period of sixty days from the date of submitting the application as per para 2, respectively from removing the incompleteness in the documents referred to in para 3 and/or from providing further information under para 4.



(6) In those cases where other normative acts contain requirements which refer to the conditions of the certificate of registration and in particular if through these requirements is provided protection of the human health:



1. the said requirements shall be taken into consideration at issuing the certificate of registration under para 1, and



2. where necessary the certificate of registration under para 1 shall be drawn up in compliance with these requirements.



(7) The certificate of registration shall be issued for a period, corresponding to the term of the certificate of registration, issued by the respective Member State of the European Union, where the biocide preparation has been registered for the first time.



Art. 19h. (new – SG 95/06, in force from 01.01.2007) (1) In order to observe the requirements as per Art. 16, the Minister of Health may amend the conditions of the certificate of registration and the labelling of low-risk biocide preparation, which refer to:



1. the manner of use – work solutions, consumption rate;



2. the data on possible undesirable direct or indirect side effects;



3. the measures of rendering first aid and antidote, in case there is such;



4. the instructions for safe neutralisation of low-risk biocide preparation and its packing, and where necessary – the a prohibition on reuse of packaging; 



5. information on specific dangers to the environment, including the protection of non-target organisms of the proposed use, and avoidance of contamination of waters; 



6. the period of time for the biocide effect and the time interval to be observed between:



a) the separate applications of the low-risk biocide preparation and/or 



b) the application of the low-risk biocide preparation and the next use of the treated products and/or



c) the use of the low-risk biocide preparation and the access by man or animals to the treated areas, provided that decontamination means and measures, the duration of ventilation of treated areas and instructions on cleaning of equipment shall be pointed out;



7. precautionary measures during use, transport and storage, including personal and collective protective means, measures for protection against fire, covering of furniture or equipment, removal of food and feeding stuff and directions to prevent animals from being exposed.



(2) The amendment under para 1 may be carried out, in case according to Art. 16:



1. it is ascertained that the number of the representatives of the target organisms of the offered use is not sufficient for appearance of a harmful effect;



2. resistance of the target organisms of the proposed use to the low-risk biocide preparation has been found, or



3. the terms of use, for instance in case the climatic conditions or the breeding period of the target organisms of the offered use differ significantly from those in the Member State of the European Union, where the first authorisation of the low-risk biocide preparation has been issued, and the issue of an unchanged certificate of registration may therefore present unacceptable risks to humans or the environment.



Art. 19i. (new – SG 95/06, in force from 01.01.2007) (1) Where during the evaluation of the data as per Art. 19g, para 2, item 1 it is ascertained that the low-risk biocide preparation does not meet the requirements laid down in Art. 19g, para 1, the Minister of Health may temporarily refuse the registration of the biocide preparation.



(2) In the cases referred to in para 1 the Minister of Health shall notify the competent body of the Member State of the European Union, which has registered the low-risk biocide preparation for the first time.



(3) In case within a period of 90 days from the date of the notification under para 2 an agreement between the Minister of Health and the competent body of the respective Member State of the European Union has not been reached, the European Commission shall be informed thereof.



(4) The Minister of Health shall issue a certificate of registration of the low-risk biocide preparation under para 1 in those cases where the European Commission confirms the certificate of registration, issued by the respective Member State of the European Union, in which the biocide preparation is registered for the first time.



Art. 19j. (new – SG 95/06, in force from 01.01.2007) (1) Where it is ascertained that the requirements under Art. 16, paras 1 and 2 may not be satisfied and the registration of a low-risk biocide preparation must be refused or restrictions must be imposed at the issue of the certificate of registration, the Minister of Health shall notify the European Commission, the other Member States of the European Union and the applicant thereof.



(2) In the cases referred to in para 1 the Minister of Health shall present an explanatory document containing the name of the preparation, its specification and the grounds on which he/she intends to impose restrictions when issuing the certificate of registration or of refusal of registration.



(3) In the cases referred to in para 1 the Minister of Health shall issue a certificate of registration, refuse with motives or impose restrictions at issuing the certificate of registration according to the decision of the European Commission.



Art. 19k. (new – SG 95/06, in force from 01.01.2007) (1) Apart from the cases referred to in Art. 19g, para 1 the Minister of Health may refuse the registration of low-risk biocide preparation, registered in a Member State of the European Union, in case the low-risk biocide preparation is of subgroup 15. Avicides, Subgroup 17. Pesticides and Subgroup 23. Preparations for control of other vertebrates.



(2) In the cases referred to in para 1 the Minister of Health shall inform the European Commission and the other Member States of the European Union, and shall present an explanatory document concerning his/her decision.



Art. 19l. (new – SG 95/06, in force from 01.01.2007) The issue of authorisations as per Art. 19d, para 6 and of certificates of registration under Art. 19g, para 5 shall be carried out in observance of the requirements of section ХIV of this Chapter.



Section XVI. Information exchange (new – SG 95/06, in force from 01.01.2007)



Art. 19m. (new – SG 95/06, in force from 01.01.2007) Within a period of one month from the end of each quarter the Minister of Health shall inform the other Member States of the European Union and the European Commission of:



1. the issued authorisations for placing on the market of biocide preparations under Art. 17b, para 1 or for termination of the procedure as per Art. 17b, para 2;



2. the issued certificates of registration of low-risk biocide preparations as per Art. 17e, para 12 or of termination of the procedure as per Art. 17e, para 13;



3. the revoked authorisations for placing on the market of biocide preparations under Art. 17h, para 2 or Art. 17h, para 6;



4. the deletion of registrations of low-risk biocide preparations as per Art. 17h, para 3 or under Art. 17h, para 7;



5. the amendments made in the authorisations for placing on the market of biocide preparations or in the certificates of registration of low-risk biocide preparations or the refusals made under Art. 17i, para 7;



6. renewal of authorisations for placing on the market of biocide preparations or of certificates of registration of low-risk biocide preparations, termination of the procedure or refusal to renew authorisations for placing on the market of biocide preparations or of certificates of registration of low-risk biocide preparations as per Art. 17j.



7. the issued authorisations for placing on the market of biocide preparations or certificates of registration of low-risk biocide preparations on the grounds of frame formulation under Art. 17n, para 10 or for termination of the procedure as per Art. 17n, para 9;



8. the issued temporary authorisations or certificates of registration as per Art. 18c, para 2 and of extension of the term of these authorisations or certificates of registration under Art. 18c, para 5;



9. the issued authorisation by mutual recognition as per Art. 19d, para 6;



10. the refusals to issue authorisations by mutual recognition under Art. 19f, para 4;



11. the issued certificates of registration of low-risk biocide preparations by mutual recognition as per Art. 19g, para 5;



12. the refusals of registration of low-risk biocide preparations under Art. 19k, para 1.



(2) The information referred to in para 1 shall contain the following data:



1. the name or the trade name of the applicant or the holder of the authorisation or the registration;



2. the trade name of the biocide preparation;



3. the name and the quantity of each active substance, contained in the biocide preparation, as well as the name and the quantity of each dangerous substance and its classification;



4. type of the preparation (subgroup) and the authorised or the registered application area;



5. preparation type;



6. the admissible limits of residual quantities, which are established;



7. the terms of authorisation or registration and, where necessary, the reasons for amendment or repeal of the authorisation or amendment or deletion of the certificate of registration;



8. data on specific preparation type, such as low-risk biocide preparation on the grounds of frame formulation.



(3) In case the Minister of Health receives a summary of the dossiers in accordance with Art. 18, para 3 and there is well-grounded reason to believe that the dossiers are incomplete, he/she shall immediately inform the competent authorities liable for the evaluation of the dossiers, the other Member States of the European Union and the European Commission of his/her considerations. 



(4) The Minister of Health shall annually compile a list of the authorised and the registered biocide preparations and shall present it to the other Member States of the European Union and to the European Commission.



Section XVII. Issue of an authorisation for placing on the market of biocide preparation, containing existing active substances, included in the Attachment II of Regulations 2032/2003 (new – SG 95/06, in force from 14.05.2010; amend. – SG 82/07)



Art. 19n. (new – SG 95/06, in force from 14.05.2010) (1) (amend. – SG 82/07) Admitted shall be the issue of an authorisation for placing on the market of biocide preparation, containing existing active substance/active substances, not included in the list under Art. 14, para 4, item 1 or 2 or are not included in those lists for a specific type (sub-group) of a biocide preparation. 



(2) (amend. – SG 82/07) In the cases of par. 1 the biocide preparation shall be authorized, when:



1. the existing active substances in the composition of the biocide preparation are included in the list under Attachment II of Regulations 2032/2003 and there is no a permit of the European Commission for non-including them in the lists under Art. 14, par. 4, item 1, 2 or 3;



2. the sub-group of the biocide preparation is included in the list under Attachment II of Regulations 2032/2003 and there is no a permit of the European Commission for non-including it in the lists under Art. 14, par. 4, item 1, 2 or 3;



(3) The biocide preparations, classified as toxic, strongly toxic, carcinogenic (first and second category), mutagenic (first and second category) and toxic for reproduction (first and second category) shall be authorised for professional use only.



Art. 19o. (new – SG 95/06, in force from 14.05.2010) (1) The terms and the procedure for placing on the market of biocide preparations under Art. 19n shall be determined by the ordinance under Art. 14a.



Art. 19p. (new – SG 95/06, in force from 14.05.2010) (1) The biocide preparations under Art. 19n shall be classified, packed and labelled in accordance with the provisions of Chapter two.



(2) The additional requirements for labelling shall be specified by the ordinance under Art. 14a.



Art. 19q. (new – SG 95/06, in force from 14.05.2010) (1) In order an authorisation under Art. 19n to be issued the person, who places on the market a biocide preparation, shall submit an application at the Ministry of Health.



(2) The person referred to in para 1, called herein after "applicant", shall submit an application, to which shall be attached the following documents:



1. up-to-date certificate of registration in the commercial register or equivalent registration in the sense of the legislation of a Member State of the European Union or under the legislation of another country – party to the European Economic Area Agreement;



2. technical dossier of the biocide preparation, containing the following data:



a) trade name of the biocide preparation;



b) chemical name of the active substance and information about its classification; 



c) composition of the biocide preparation;



d) physical and chemical properties of the biocide preparation;



e) analytical method for determining the concentration of the active substance in the biocide preparation;



f) type of the biocide preparation and application areas;



g) efficiency and resistance information;



h) manner of use;



i) category of users;



j) a summary of the toxicological and ecotoxicological information concerning the active substance;



k) toxicological information about the biocide preparation;



l) data on the packing;



m) design of label.



4. document for paid state charge under Art. 19y, para 1, item 20.



(3) The documents referred to in para 2, items 2 and 3 shall be presented in three copies on paper and electronic carrier.



Art. 19r. (new – SG 95/06, in force from 14.05.2010) (1) The completeness of the data in the documents referred to in Art. 19q shall be checked in 45-day term from the date of the submission thereof.



(2) Where incompleteness has been found in the presented documents, the Minister of Health shall inform the applicant thereof and fix a term for their removing.



(3) The Minister of Health may extend the term under para 2, if the applicant submits a grounded request for that.



(4) In the event that the applicant does not remove the incompleteness in the documents within term fixed in para 2, the authorisation procedure shall be terminated.



(5) (amend. – SG 82/07) The Minister of Health or an official, empowered by him/her shall issue an authorisation for placing on the market of biocide preparation in 60-day term from the date of submitting the documents as per Art. 19q, para 2, respectively from the date of receiving the information under para 2.



Art. 19s. (new – SG 95/06, in force from 24.11.2006) (1) The Minister of Health shall reconsider the authorisation issued, in case there is:



1. new information about the effects of the active substance or the biocide preparation on people or the environment;



2. a request on behalf of the applicant;



3. change in the commercial registration of the person, who places on the market a biocide preparation;



4. change of the packing.



(2) (amend. – SG 82/07) In the cases referred to in para 1 the Minister of Health or an official, empowered by him/her may require additional information and amend the terms of the authorisation issued.



(3) Amendment of the authorisation shall be carried out in observance of the requirements as per Art. 19n.



(4) (new – SG 82/07) In case of amendment of the issued authorization for launching on the market of a biocide preparation the Minister of Health may determine time for storage, use or distribution of available quantities of a biocide preparation.



Art. 19t. (new – SG 95/06, in force from 24.11.2006) (1) The Minister of Health shall revoke the authorisation for placing on the market of a biocide preparation in the event that:



1. the applicant has submitted untrue and/or misleading data for the issue of an authorisation as per Art. 19n;



2. the active substance is prohibited for placing on the market and use in the European Union;



3. a grounded request has been submitted by the holder of the authorisation;



(2) The Minister of Health shall inform the holder of the authorisation prior to the repeal of the authorisation under para 1.



(3) (amend. – SG 82/07) By the repeal of the authorisation the Minister of Health shall fix a term for storage, use and distribution of the available quantities of a biocide preparation.



Section XVIII. Inclusion or non-inclusion of existing active substance in the lists under Art. 14, para 4, item 1 or 2 (new – SG 95/06, in force from 24.11.2006)



Art. 19u. (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) (1) Where there is a decision of the European Commission for inclusion or non-inclusion of an existing active substance in the lists under Art. 14, para 4, the Minister of Health shall issue a new authorisation for placing on the market of a biocide preparation or a certificate of registration of low-risk biocide preparation, shall amendment or repeal of the authorisations issued according to Art. 19n.



(2) Issuing a new authorization or a certificate of registration of a low-risk biocide preparation, amendment of repeal of issued authorizations under Art. 19n shall be carried out in compliance with the decision for inclusion or non-inclusion of an active substance in the lists under Art. 14, para 4.



Art. 19v. (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) (1) In case an existing active substance is included in the order under Art. 14, para 4, item 1 and/or 2, the Minister of Health or an official empowered by him/her within 14 days after the promulgation of the order shall inform in writing the holder of an authorisation of placing on the market of the biocide preparation and shall indicate the procedure and the term for submitting at the Ministry of Health of the documents under Art. 17 or 17e for a low-risk biocide preparation.



(2) Where the biocide preparation contains at least one existing active substance, which is included in the list under Art. 14, par. 4, item 1, a new authorization shall be issued following the procedure of Section IV of this Chapter.



(3) Where the biocide preparation contains existing active substance/existing active substances, which is/are included in the list under Art. 14, par. 4, item 2, a certificate of registration shall be issued under the procedure of Section V of this Chapter.



(4) Where there is a decision of the European Commission for non-including of an existing active substance in the lists under Art. 14, par. 4, item 1, 2 or 3 for particular or all notified subgroups of biocides, the Minister of Health shall amend or repeal the issued under Art. 19n authorization in compliance with Art. 4 (2) of Regulations 2032/2003.



(5) In the cases of par. 4 the Minister of Health may set a term for storage, use or distribution of the existing quantities of biocide preparation.



Section XIX. Confidentiality of the information (new – SG 95/06, in force from 24.11.2006)



Art. 19w. (new – SG 95/06, in force from 24.11.2006) (1) The person, who places on the market a biocide preparation, shall submit to the Minister of Health a grounded request for declaring data from the technical dossier of the biocide preparation as confidential for the purposes of protection of his/her industrial or commercial interests.



(2) Following the issue of the authorisation for placing on the market a biocide preparation or a certificate of registration of low-risk biocide preparation, shall not be considered as production and commercial secret:



1. the name and the address of the person, who places on the market a biocide preparation;



2. the name and the address of the manufacturer of a biocide preparation or active substance;



3. the name and the relative share of the active substance/active substances in the biocide preparation and the name of the biocide preparation;



4. the name of dangerous chemical substances in the biocide preparation, being important for the classification of the preparation;



5. data on the physical and chemical properties of the active substance and the biocide preparation;



6. the possible ways of neutralisation of the active substance or the biocide preparation;



7. a summary of the results from the tests for assessment of the efficiency of the active substance or the biocide preparation, the effects on people, animals, the environment and the ability to promote resistance;



8. recommended methods and precautions to reduce dangers from production, storage, transport and use as well as from fire or other hazards;



9. the data, presented in the information sheet for safety of Art. 7b;



10. the l methods of analysis of the active substance/active substances in the composition of the biocide preparation, of its residues, impurities and the ingredients of toxicological and ecotoxicological importance;



11. the ways of neutralisation;



12. first aid measures and medical advice in case of accident.



(3) The data referred to in para 1 accepted as being confidential shall be indicated in writing by a sign "For official use".



(4) In case the person, who places on the market a biocide preparation, declares part or the whole information under para 1 as non-confidential, he/she shall notify in writing the Minister of Health.



Section XX. Advertising (new – SG 95/06, in force from 24.11.2006)



Art. 19x. (new – SG 95/06, in force from 24.11.2006) (1) The advertisement of a biocide product shall contain the following texts, clearly distinguishable in relation to the whole advertisement:



1. "Use the biocide preparations safely"; 



2. "Always read carefully the label and the preparation information before use".



(2) The person, who places on the market a biocide preparation, may replace the words "biocide preparation" in the advertisement with an accurate description of the biocide preparation type being advertised.



(3) The advertisement shall not leave the impression of underestimating the risk to man or the environment.



(4) Shall not be allowed the advertising of a biocide preparation as "low-risk biocide preparation", "non-toxic", "harmless" or other.



Art. 19y. (new – SG 95/06, in force from 24.11.2006) (1) By the tariff referred to in Art. 46 of the Law of Health the Council of Ministers shall determine charges for:



1. evaluation of the completeness of the data in the documents for issuing an authorisation for placing on the market of biocide preparation under Art. 17b, para 1;



2. assessment of the risk to humans, animals and the environment on the basis of the information in the documents for issuing of authorisation for placing on the market of biocide preparation under Art. 17b, para 1;



3. evaluation of the completeness of the data in the documents for issue of a certificate of registration of low-risk biocide preparation under Art. 17e, para 12;



4. assessment of the risk to humans, animals and the environment on the basis of the information in the documents for issuing of a certificate of registration of low-risk biocide preparation under Art. 17e, para 12;



5. amendment of authorisation for placing on the market of biocide preparation or of certificate of registration of low-risk biocide preparation under Art. 17i, para 7;



6. renewal of authorisation for placing on the market of biocide preparation under Art. 17j, para 9;



7. renewal of certificate of registration of low-risk biocide preparation under Art. 19j, para 10;



8. evaluation of the completeness of the data in the documents for issue of an authorisation of biocide preparation on the grounds of frame formulation established;



9. evaluation of the completeness of the data in the documents for issue of a certificate of registration of low-risk biocide preparation on the grounds of frame formulation established;



10. assessment of the risk to humans, animals and the environment on the basis of the information in the documents for issuing of authorisation for placing on the market of biocide preparation under Art. 17n, para 10;



11. assessment of the risk to humans, animals and the environment on the basis of the data in the documents for issue of a certificate of registration of low-risk biocide preparation under Art. 17n, para 10;



12. evaluation of the completeness of the documents submitted for inclusion of active substance in the lists under Art. 14, para 4, items 1, 2 or 3;



13. carrying out evaluation of the dossiers of active substances as per Art. 18, para 5;



14. issue of a temporary authorisation pursuant to Art. 18c, para 1;



15. issue of a temporary certificate of registration pursuant to Art. 18c, para 1;



16. issue of a new authorisation pursuant to Art. 18c, para 8;



17. issue of a new certificate of registration pursuant to Art. 18c, para 8;



18. issue of an authorisation pursuant to Art. 19g, para 1;



19. issue of a certificate of registration pursuant to Art. 19g, para 1;



20. issue of an authorisation for placing on the market of biocide preparation under Art.19n;



21. (revoked – SG 82/07);



22. (revoked – SG 82/07);



23. (revoked – SG 82/07);



24. (revoked – SG 82/07);



25. (revoked – SG 82/07);



26. issue of a temporary authorisation pursuant to Art. 30, para 5.



(2) The resources from the charges under para 1 shall be deposited as an income to the budget of the Ministry of Health.



Chapter five. ENSURING SAFE PRODUCTION AND USE OF THE CHEMICAL SUBSTANCES, PREPARATIONS AND PRODUCTS (revoked – SG 114/03)



Art. 20. (new – SG 82/07) The Minister of Environment and Waters shall be the competent body pursuant to Art. 121 of Regulations 1907/2006.



Art. 21. (new – SG 82/07) (1) The Minister of Environment and Waters with an order shall set Expert council for assessment of priority substances pursuant to Art. 45 with reference to Art. 46, 47 and 48 of Regulations 1907/2006, herein after referred to as “Expert council”.



(2) Representatives of the Ministry of Environment and Waters and of the Ministry of Health shall participate in the expert council.



(3) The Minister of Environment and Waters shall issue Rules of organization and operation of the expert council. 



(4) The Minister of Environment and Waters, where appropriate, may involve in the operation of the expert council also other experts, following a procedure, set in the rules of par. 3.



(5) In cases of Art. 45 (4) of Regulations 1907/2006 the Minister of Environment and Waters shall assign by an order to the expert council accomplishment of an assessment of priority substances, included in the Detailed action plan of the Community under Art. 44 (2) of the Regulations.



(6) Within the term of Art. 46 (4) of regulations 1907/2006 the expert council shall carry out an assessment and shall present to the Minister of Environment and Waters a draft decision.



Art. 21a. (new – SG 82/07) (1) In compliance with Art. 117 (1) of Regulations 1907/2006 the Minister of Environment and Waters or an official empowered by him/her shall prepare a report on the implementation of the regulations and shall present it to the European Commission following the applicable procedure of cooperation with the European Union institutions.



(2) For reporting purposes under par. 1 the Minister of Environment and Waters or an official empowered by him/her may require information under Art. 127 of Regulations 1907/2006 from the Minister of Health, the Executive Director of the Executive Agency “General Labour Inspection Office”, the Director of the Agency “Customs” and from the Executive Director of the National Revenue Agency.



Chapter six. MEASURES ON APPLICATION OF REGULATIONS 304/2003 (TITLE AMEND. – SG 114/2003, IN FORCE FROM 31.01.2004; AMEND. – SG 82/07)



Art. 22. (amend. – SG 82/07) The Minister of Environment and Waters shall be the competent body pursuant to Art. 4 of Regulations 304/2003.



Art. 22a. (new – SG 114/03; amend. – SG 82/07) (1) Before the first in the respective year export of chemical substance or preparation of Attachment 1 of Regulations 304/2003 the exporter shall submit to the Ministry of Environment and Waters an export notification on a hard copy and on an electronic carrier following the procedure set in Art. 7 (1) of the Regulations.



(2)To the notification of para 1 shall be attached:



1. information sheet for chemical substance or preparation safety;



2. document of a paid fee under Art. 72 of the Law of environmental protection.



(3) In case of existing errors or diminution in the notification under par. 1, the Minister of Environment and Waters or an official empowered by him/her shall notify thereof the exporter within 5 days from the date of submission of documents and shall set a term for their correction.



Art. 22b. (new – SG 114/03; amend. – SG 82/07) (1) The Minister of Environment and Waters or an official empowered by him/her shall issue an export reference, as follows:



1. for substances or preparations, included in part 1 of Attachments I of Regulations 304/2003 – before the expiration of the terms of Art. 7 (1) of the Regulations;



2. for substances and preparations of parts 2 and 3 of Attachment I of Regulations 304/2003 – within three days after obtaining a written consent of the importing party.



(2) The reference of par. 1 shall be valid till the end of the calendar year, except for the cases under Art. 7 (3) of the Regulations.



Art. 22c. (new – SG 114/03; amend. – SG 82/07) The exporters of hazardous chemical substances or preparations of Attachment I of Regulation 304.2003 shall submit upon request by the customs authorities the export reference under Art. 22b.



Art. 22d. (new – SG 114/03; amend. – SG 82.07) (1) The Minister of Environment and Waters or an official empowered by him/her shall draft and submit a report on implementation of Regulations 304.2003 following the procedure of Art. 21 of the Regulations.



(2) For reporting purposes under par. 1 the Agency “Customs” shall present upon request by the Minister of Environment and Waters or by a person empowered by him/her information pursuant to Art. 17 of Regulations 304/2003.



(3) The information under par. 2 shall include data about:



1. exported from and imported to the customs territory of the Republic of Bulgaria chemical substances and preparations of Attachment I of Regulations 304/2003 in the reported period;



2. identity of the exporter and/or the importer of chemical substances and/or preparations under item 1;



3. registered cases of inconformity with the provisions of Art. 7 and of Art. 13 (6) of the Regulations 304/2003 in case of export of chemical substances and preparations of Attachment I of the Regulations.



Art. 22e. (new – SG 114/03; revoked – SG 82/07).



Art. 22f. (new – SG 114/03; revoked – SG 82/07)



Art. 22g. (new – SG 114/03; revoked – SG 82/07)



Art. 22h. (new – SG 114/03; revoked – SG 82/07)



Art. 22i. (new – SG 114/03; revoked – SG 82/07)



Art. 22j. (new – SG 114/03; revoked – SG 82/07)



Art. 23. (amend. SG 114/03; revoked – SG 82/07 – in force from 01.06.2009)



Art. 24. (amend. SG 114/03; amend. – SG 95/06, in force from 24.11.2006) At export of dangerous chemical substances and preparations the persons shall be obliged to:



1. (suppl. – SG 82/07) pack and label then in compliance with the requirements laid down in Chapter two or four;



2. observe the requirements of the importing country if this does not contradict international agreements to which the Republic of Bulgaria is a party.



Art. 24a. (new – SG 114/03; amend. – SG 82/07) The persons, who produce, release on the market, use, store, export chemical substances and preparations, shall be obliged to:



1. store chemical substances and preparations in compliance with the requirements, set in the information sheet for safety of art. 7b;



2. provide free access to the bodies under Art. 27 to the enterprises and the facilities, carrying out production, release on the market, use, storage and export of chemical substances and preparations;



3. maintain and provide information and documents related to:



a) production, release on the market, use, storage and export of chemical substances and preparations, including about the quantities of the produced, imported, exported, used and released on the market chemical substances and preparations;



b) the identity of their suppliers and users along the supply chain of chemical substances and preparations.



Chapter seven. CONTROL OVER THE CHEMICAL SUBSTANCES AND PREPARATIONS (title amend. SG 114/03)



Art. 25. (amend. SG 114/03) To control shall be subject:



1. the chemical substances and preparations with regard to their classification, packing and labelling;



2. (revoked – SG 82/07);



3. (revoked – SG 82/07);



4. (revoked – SG 82/07);



5. (revoked – SG 82/07);



6. (amend. – SG 82/07) the dangerous chemical substances of Attachment I of Regulations 304/2003 with regard to their import and export;



7. the conditions for preservation, pointed out by the producer in the information sheet for safety.



8. (new – SG 101/05; amend. – SG 95/06, in force from 24.11.2006) the detergents and the surfactants designated for detergents with regards to the requirements for placing on the market;



9. (new – SG 95/06, in force from 24.11.2006) the detergents and the surfactants, intended for detergents, with respect to the biodegradability;



10. (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) the dangerous chemical substances and preparations – subject to requirements for export under Art. 7, 13 and 16 of Regulations 304/2003;



11. (new – SG 95/06, in force from 24.11.2006) the stable organic pollutants with regards to the prohibition of production;



12. (new – SG 95/06, in force from 24.11.2006) the stable organic pollutants with regards to the prohibition of placing on the market and use;



13. (new – SG 95/06, in force from 24.11.2006) the biocides, including the basic substances with regards to observing the requirements for placing on the market;



14. (new – SG 95/06, in force from 24.11.2006) the observance of the requirements for conducting scientific research and development activity, including those for carrying out experiments, during which active substance is being released or could be released in the environment;



15. (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) provision of information under:



a) Art. 7f, par. 1;



b) Art. 24a, item 3;



16. (new – SG 82/07) the release on the market of chemical substances and preparations as individual items, in preparations or in products and release on the market of preparations in compliance with the requirements of Regulations 1907/2006 for health protection;



17. (new – SG 82/07) the production and use of chemical substances as individual items, in preparations or in products in compliance with the requirements of Regulations 1907/2006 for environmental protection;



18. (new – SG 82/07) provision of information about the chemical substances as individual items, in preparations or in products to workers in compliance with the requirements of Chapter 4 of Regulations 1907/2006;



19. (new- SG 82/07) chemical substances and preparations with regard to the requirements of Art. 3 of Regulations 850/2004;



20. (new – SG 82/07) provision of information in compliance with Art. 5 (2) of Regulation 850/2004.



Art. 26. (1) The control shall be implemented:



1. in case of doubt;



2. currently;



3. without preliminary notification;



4. (revoked – SG 114/03) 



(2) The control shall comprise in checks of the fulfilment of the provisions of this law.



Art. 27. (amend. SG 114/03) (1) (amend. – SG 95/06, in force from 24.11.2006; amend. – SG 82.07) The Minister of Environment and Waters or officials, empowered by him, shall exercise control in the cases of art. 25, items 3, 6, 7, 9, 10, 11, 15 , item “b”, 17, 19 and 20 with objective preservation of environment.



(2) (amend. SG 101/05; amend. – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) The Minister of Health or officials, authorised by him, shall exercise control in the cases of art. 25, items 1, 2, 4, 5, 8, 12, 13, 14, 15, item “a” and 16 with objective preservation of the health of the population.



(3) The bodies of the state control under the Law of protection of plants shall implement control over the preparations for plant protection, released on the market.



(4) (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) The control under Art. 25, item 6 shall be carried out by Customs Agency following the provisions of Regulation (EEC) No. 2913/92 of the Council establishing Community Customs Code and the Regulation (EC) No. 2454/93 laying down provisions for the implementation of Council Regulation (EEC) No. 2913/92 establishing the Community Customs Code.



(5) (new – SG 82/07) The control under Art. 25, item 18 shall be carried out by the Executive Agency “General labour inspection office” to the Minister of Labour and Social Policy in compliance with the Labour Code and the Law on occupational health and safety.



Art. 28. (amend. SG 114/03; amend. – SG 82/07) (1) The bodies of art. 27, par. 1 and 2 shall have the right to:



1. free access to the enterprises and sites, implementing production, release on the market, use, storage and export of dangerous chemical substances and preparations;



2. require information and documents and take samples for laboratory analyses, connected with the production, release on the market, the use, the storage and the export of dangerous chemical substances and preparations;



3. require information concerning quantities of produced, imported, exported, used and released on the market chemical substances and preparations;



4. require information from producers, importers, exporters, users along the chain and distributors of chemical substances and preparations about the identity of their suppliers and users along the supply chain of chemical substances and preparations. 



(2) In case of identified breaches the bodies under par. 1 shall give obligatory prescriptions for their removal.



(3) The body under Art. 27, par. 3 shall have right to:



1. require documents and information and take samples for laboratory analysis with regard to the import and export of dangerous chemical substances and preparations of Attachment I of Regulations 304.2003;



2. in case of alleged violations of prohibitions and/or restrictions, indicated in Attachment I or in Attachment V of Regulation (EC) No. 304/2003 – to detain the goods until obtaining a reference of the Minister of Environment and Waters or of an official, empowered by him/her, and in case of identified violations – to sent back the substances, preparations or products on the account of the exporter/importer or of a person, authorized for the export/import.



(4) The bodies under Art. 27 shall be obliged not to disclose the information which is a manufacturing or commercial secret.



Art. 29. (prev. art. 30, amend. SG 114/03) A state body cannot prohibit, restrict or impede the release on the market of dangerous substances and preparations meeting the requirements of this law.



Art. 30. (prev. art. 29, amend. SG 114/03) (1) Upon existence of new information, that chemical substances or preparations, complying with the provisions of this law, are immediate and big danger for human health and/or environment the bodies of art. 27 can temporary prohibit their release on the market.



(2) (new – SG 95/06, in force from 24.11.2006) In accordance with their powers, the Minister of Health and the Minister of Environment and Waters may temporary prohibit the placing on the market of a detergent, with respect to which there is a reason to be considered that poses a risk to human or animal health or to the environment, regardless of the fact that it meets the requirements of Regulation 648/2004 of the European Parliament and the Council, or the said ministers may temporary impose the fulfilment of specific terms.



(3) (new – SG 95/06, in force from 24.11.2006) In accordance with their powers, the Minister of Health and the Minister of Environment and Waters may temporary prohibit or restrict the use or the trade of authorised biocide preparation or registered low-risk biocide preparation, with respect to which there are grounds to consider that pose a danger to human or animal health or to the environment.



(4) (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) Where measure under para 1, 2 and 3 is being imposed, the Minister of Health and the Minister of Environment and Waters shall immediately notify the European Commission and the Member States of the European Union, and shall state the reasons for their decision.



(5) (prev. text of para 2, amend. – SG 95/06, in force from 24.11.2006) Upon occurrence of immediate danger for people and/or environment, which cannot be removed by other means, the Minister of Health may by way of exception allow the placing on the market of biocide preparation, which does not meet the requirements of Chapter four. The biocide preparation shall be temporary authorised for a period of 120 days under conditions of controlled and restricted use.



(6) (new – SG 95/06, in force from 24.11.2006) The permission pursuant to para 5 shall be issued upon proposal by the Expert biocide council on the grounds of assessments of the biological efficiency of the biocide preparation and its toxicological and ecotoxicological properties, accepted by unanimity.



(7) (new – SG 95/06, in force from 24.11.2006) The content of the documents necessary for issuing the permission under para 5 shall be determined by the ordinance pursuant to Art. 14a.



(8) (new – SG 95/06, in force from 24.11.2006) For issue of a permission under para 5 the applicant shall pay a charge according to the tariff pursuant to Art. 19y, para 1, item 26.



(9) (new – SG 95/06, in force from 24.11.2006) In the cases, referred to in para 5 the Minister of Health shall immediately notify the European Commission and the other Member States of the European Union and shall provide them with an explanatory document.



(10) (new – SG 95/06, in force from 24.11.2006) On the grounds of a decision of the European Commission the term of the permission issued may be prolonged or the permission to be renewed or revoked.



Art. 31. (Revoked SG 91 2002)



Chapter eight. ADMINISTRATIVE PUNITIVE PROVISIONS



Section I. Compulsory administrative measures



Art. 32. (amend. – SG 82/07) The competent bodies or persons empowered by them shall apply compulsory administrative measures by the order of art. 33 for prevention and termination of the administrative breaches under this law as well as for prevention and termination of the harmful consequences therefrom.



Art. 33. (1) (amend. SG 114/03; amend. – SG 82/07) The Minister of Health and the Minister of Environment and Waters or the officials, empowered by them, shall, in compliance with their authorities, stop the use, the release on the market and the import of chemical substances and preparations.



(2) (amend. SG 114/03) The termination of activities of para 1 can be till the removal of the reason lead to the imposition of the compulsory administrative measure.



Art. 34. (amend. - SG 30/06, in force from 12.07.2006) The compulsory administrative measures can be appealed by the order of the Administrative procedure code.



Section II. Administrative breaches and penalties



Art. 35. (1) (amend. SG 114/03) Punished shall be the person who:



1. does not classify, pack and label chemical substance or preparation according to the requirements of this law;



2. breaches the requirements for releasing on the market chemical substance or preparation;



3. (amend. – SG 95/06, in force from 24.11.2006) advertises chemical substance or preparation in breach of art. 4, 19n and 19y;



4. (revoked – SG 82/07, in force from 01.06.2008);



5. (amend. – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) does not fulfil his obligations of art. 7b, 7f, par. 1, Art. 15a and Art. 24a, item 3;



6. (revoked – SG 82/07, in force from 01.06.2009);



7. (revoked – SG 82/07);



8. does not fulfil his obligations to the bodies of state control according to the requirements of art. 28, para 1;



9. does not observe the conditions of preservation, pointed out by the producer in the sheet for safety.



10. (new – SG 95/06, in force from 24.11.2006; amend. – SG 82/07) violates the requirements of Art. 3 and 5 of the Regulations 850/2004;



11. (new – SG 95/06, in force from 24.11.2006) does not fulfill his/her obligations as per Art. 4b;



12. (new – SG 95/06, in force from 24.11.2006) places on the market a biocide preparation without authorisation being issued;



13. (new – SG 95/06, in force from 24.11.2006) places on the market a low-risk biocide preparation without certificate of registration being issued;



14. (new – SG 95/06, in force from 24.11.2006) places on the market for biocide use basic substances, which are not included in the list under Art. 14, para 4, item 3;



15. (new – SG 95/06, in force from 24.11.2006) conducts experiments, during which biocide preparation or active substance without an authorisation issued is being released or could be released;



16. (new – SG 95/06, in force from 24.11.2006) places on the market active substances in violation of the requirements as per Art. 18b;



17. (new – SG 95/06, in force from 24.11.2006) places on the market biocide preparation or low-risk biocide preparation in violation of the terms of the issued authorisation or the certificate of registration;



18. (new – SG 95/06, in force from 24.11.2006) violates the requirements for placing on the market of the detergents and the surfactants, designated for detergents; 



19. (new – SG 95/06, in force from 24.11.2006) violates the requirements concerning the biodegradability of the detergents and the surfactants, designated for detergents;



20. (new – SG 95/06, in force from 24.11.2006) does not provide immediately and for free, upon request by medical persons, an information sheet about the ingredients pursuant to Appendix No 7 of Regulation No 648/2004 of the European Parliament and the Council;



21. (new – SG 95/06, in force from 24.11.2006) does not fulfil his/her obligations under Art. 17k, para 4;



22. (new – SG 95/06, in force from 24.11.2006; revoked – SG 82/07);



23. (new – SG 82/07) violates the requirements for production and release on the market of chemical substances as individual items, in preparations or in products under Art. 7 (3), Art. 8 (2), Art. 9 (6) and (7) of Regulations 1907/2006;



24. (new – SG 82/07) fails to fulfill his/her obligations:



a) for registration of chemical substances as individual items, in preparations or in products under Art. 7 (3), Art. 8 (2), Art. 9 (6) and Art. 14 (1), (6) and (7) of Regulations 1907/2006;



b) for preparation of documents and provision of information along the supply chain under Art. 31 (1), (2), (3), (7) and (9), Art. 32 (1) and (3), Art. 33 (1), Art. 34, Art. 35, Art. 37 (4), (5), (6) and (7), Art. 38 (1), (3) and (4) and Art. 39 (1) and (2) of Regulation 1907/2006;



c) related to assessment of files, substances and intermediate products under Art. 40 (3) and Art. 50 (4) of Regulations 1907/2006;



d) related to permission of chemical substances as independent items, in preparations or in products under Art. 56 (1) and (2), Art. 60 (10) and Art. 65 of Regulation 1907/2006;



e) related to limitation of the production, use or release on the market of chemical substances as individual items, in preparations or in products under Art. 67 (1) of Regulation 1907/2006;



25. (new – SG 82/07) fails to fulfill his/her obligations:



a) for registration of chemical substances as individual items, in preparations or in products under Art. 6 (1) and (3), Art. 7 (1), (2) and (5), Art. 8 (3), Art. 9 (2), Art. 11 (1), Art. 13 (1), (2) and (3), Art. 17 (1), Art. 18 (1), Art. 19 (1), Art. 22 (1), (2) and (4) and Art. 24 (2) of Regulations 1907/2006;



b) for information exchange and for carrying out tests on vertebrates under Art. 25 (1) and (2), Art. 26 (1) and (3) and Art. 30 (1), (2) and (6) of Regulation 1907/2006;



c) for preparation of documents and provision of information along the supply chain under Art. 31 (5) and (8), Art. 32 (2), Art. 36 (1) and (2) and Art. 37 (2) and (3) of Regulations 1907/2006;



d) related to assessment of files, substances and intermediate products under Art. 40 (3), Art. 41 (4), Art. 46 (2), Art. 49 and Art. 50 (2) and (3) of Regulations 1907/2006;



e) related to permission of chemical substances as independent items, in preparations or in products under Art. 61 (1) and Art. 66 (1) of Regulations 1907/2006;



f) for provision of information about classification and labeling under Art. 113 (1) and (3) of Regulations 1907/2006;



26. (new – SG 82/07) fails to fulfill his/her obligations for notification in case of export of dangerous chemical substances and preparations under Art. 7 of Regulations 307/2003;



27. (new – SG 82/07) fails to fulfill the additional requirements and restrictions for export of dangerous chemical substances and preparations under Art. 13 of Regulations 304/2003;



28. (new – SG 82/07) fails to fulfill the prohibitions for export under Art. 14 of Regulations 304/2003;



29. (new 0 SG 82.07) fails to fulfill his/her obligations to provide information under Art. 9, 15 and 16 of Regulations 304/2003.



(2) (amend. – SG 114/03) For violations of par. 1 the fine, respectively the proprietary sanction, shall be in the following amounts:



1. (amend. – SG 95/06; amend. and suppl. – SG 82.07) under item 1, 2, 4, 6, 12, 13, 14, 15, 16, 23 and 24 – from 10.000 to 100.000 Levs;



2. (amend. – SG 82/07) under item 5, 25, 26, 27 and 28 – from 5.000 to 50.000 Levs;



3. (amend. – SG 95/06; amend. – SG 82/07) under item 3, 8, 9, 10, 11, 17, 18, 19, 20, 21 and 29 – from 4.000 to 40.000 Levs;



(3) In case of a repeated violation, the fine, respectively the proprietary sanction under par. 2, shall be imposed in a double amount.



Art. 36. (1) (amend. SG 114/03) The breaches of art. 35 shall be established with an act by an official determined by the Minister of Health or by the Minister of Environment and Waters in compliance with their authorities.



(2) (amend. SG 114/03; amend. – SG 82/07) The punitive decrees shall be issued by the Minister of Health or by the Minister of Environment and Waters in compliance with their powers or by persons empowered by them.



Art. 37. The establishing of the breaches, the compiling of the acts, the issuing, the appealing and the execution of punitive decrees shall be implemented by the order of the Law for the administrative breaches and penalties.



Additional provisions 



§ 1. (amend. SG 114/03) In the sense of this law:



1. "Chemical substances" are chemical elements and their compounds in natural state or obtained by production process, including also additives necessary for stabilisation of the products, and admixtures occurred at the used production process but excluding any solvent that could be separated without influencing the stability of the substance or changing its contents.



2. "Preparations" are mixtures or solutions comprised by two or more chemical substances.



3. (amend. – SG 95/06, in force from 24.11.2006; revoked – SG 82/07);



4. "Existing chemical substances" are the chemical substances included in the inventory list of the European Community of the existing trade chemical substances till September 18, 1981 (EINECS).



5. "New chemical substances" are these not included in the list of item 4.



6. "Dangerous chemical substances and preparations" are the chemical substances and preparations which are:



a) explosive - solid, liquid, paste- or gel - like chemical substances and preparations that could react exothermically without atmospheric oxygen and at that time quickly generate gases, and which under certain conditions explode, burn vigorously or explode at heating when they are partially closed;



b) oxidising - chemical substances and preparations generating strong exothermic reaction when contacting with other substances, especially with inflammable substances;



c) exclusive inflammable - liquid chemical substances and preparations with exclusive low temperature of ignition and low boiling temperature and gaseous chemical substances and preparations that inflame in the air at ordinary temperature and pressure;



d) easy inflammable:



- chemical substances and preparations that could be heated and inflame at contact with the air at ordinary temperature without applying energy;



- chemical substances and preparations generating at contact with water or humid air dangerous quantities of easy inflammable gases;



- solid chemical substances and preparations that could easily inflame at short contact with fire source and continue to burn or smoulder after the removal of the source of fire;



- liquid chemical substances and preparations with very low temperature of ignition;



e) inflammable - liquid chemical substances and preparations with low temperature of ignition;



f) strongly toxic - chemical substances and preparations that in very small quantities at inhaling, swallowing or penetration through the skin can cause death or acute and chronic damages of health;



g) toxic - chemical substances and preparations that in small quantities at inhaling, swallowing or penetration through the skin can cause death or acute and chronic damages of health;



h) harmful - chemical substances and preparations that at inhaling, swallowing or penetration through the skin can cause death or acute and chronic damages of health;



i) corrosive - chemical substances and preparations that can destroy live tissues in contact with them;



j) irritating - non corrosive chemical substances and preparations that at quick, lasting or repeated contact with the skin or the mucosa can cause inflammation;



k) sensibilising - chemical substances and preparations that at inhaling or penetration through the skin can cause reaction of over-sensibility so that at next exposure to the chemical substance or preparation cause characteristic harmful effects;



l) carcinogenic - chemical substances and preparations that at inhaling, swallowing or penetration through the skin can cause cancer or increase the frequency of cancer diseases;



m) toxic for reproduction - chemical substances and preparations that at inhaling, swallowing or penetration through the skin can cause or increase the frequency of non inherited damages of generation and/or impair the male and female reproduction functions or capability;



n) mutagenic - chemical substances and preparations that at inhaling, swallowing or penetration through the skin can cause inherited genetic defects or increase their frequency;



o) dangerous for the environment - chemical substances and preparations occurring in the environment that constitute or can constitute immediately or after some time danger for one or more of the components of the environment.



7. "Classification" is the procedure by which an assessment is made whether the chemical substance and preparation has one or more dangerous properties and depending on this it is referred to certain category.



8. "Labelling" are all the texts, marks, images and signs on the packing of the chemical substance and preparation, reflecting the existence of potential danger according to the classification.



9. (revoked – SG 82/07);



10. (revoked – SG 82/07);



11. (revoked – SG 82/07);



12. "Tactile mark" is a mark tangible at touching designated for blind persons.



13. "Preservation" is any way of storing chemical substances or preparations before their use, treatment, processing or transport.



14. "Second breach" is a breach committed in one year term after a punitive decree has entered into force with which the violator is punished for breach of the same kind.



15. (revoked – SG 82/07);



16. (suppl. – SG 95/06, in force from 24.11.2006) "Releasing on the market" is any conceding of chemical substance or preparation against payment or gratuitously for distribution and/or use. The import shall be considered as placing on the market.



17. (amend. – SG 95/06, in force from 24.11.2006) "Professional use" is any Bulgarian or foreign individual or corporate body, which is registered under the Commercial Law or under his national legislation or who exercises free lance practice in the sense of the Law on Taxes on The Income of Natural Persons, who uses and/or releases on the market dangerous chemical substances and preparations.



18. "Professional use" are the activities, implemented by the persons of item 17.



19. "Biocide" is active substance or biocide preparation. The biocide preparation contains one or more active substances in a form ready for use, designated to destroy, restrain, defuse or protect from the action of harmful organisms by chemical or biological methods.



20. "Harmful organism" is any organism, which presence is not wanted or which exercises harmful effect on people, their activities or the products they produce or use, or on animals and environment.



21. "Active substance" is chemical substance or micro-organism, including viruses and fungi, with general or specific effect on or against harmful organisms.



22. (amend. – SG 95/06, in force from 24.11.2006; revoked – SG 82/07).



23. (amend. – SG 95/06, in force from 24.11.2006) "Development activity" is follow up preparation of certain substance for investigation and the application areas.



24. (amend. SG 101/05; revoked – SG 95/06, in force from 24.11.2006);



25. "Biocide preparation with low risk" is biocide preparation containing one or more permitted active substances and not containing risk substances. At proper use the biocide preparation creates low risk for people, animals and environment.



26. (amend. – SG 95/06, in force from 24.11.2006) "Basic substance" is a substance, included in the list under Art. 14, para 4, item 3, the basic use of which is not fight with harmful organisms and shall not be sold for direct biocide use, but in certain cases is used as biocide directly or in combination with thinner, which is not referred to the risk substances.



27. "Risk substance" is a substance, different from the active one, which has the ability to cause harmful effects on people, animals or environment and is present or formed in the biocide preparation in concentration, sufficient to cause such effect. This substance can be classified in or more categories of danger under art. 2 and if it is contained in the biocide preparation in certain concentration, leads to the classifying of the biocide preparation as dangerous.



28. "Residual quantities" are the quantities of one or more substances, contained in given biocide preparation, which remain are result of its use, including the metabolites of these substances, as well as from the products of their disintegration or interaction.



29. "Framework formulation" id specification for group of biocides from one and the same kind and with one and the same use and category of users. The preparations in the group must contain one and the same active substances with same specifications. Their chemical composition must be only variation of the composition of already permitted biocide preparation. The deviations from the initial composition must not influence the efficiency and the risk, connected with the use. In this sense the variations can be: reduction of the percentage content of the active substance and/or change in the percentage content of one or several active substances, and/or substitution of one or more pigments, dyes, aromatising components for others with the same or lower risk, which does not lead to reduction of efficiency.



30. "Declaration for using of information" is a document, signed by the owner or the owners of information, protected as confidential by the provisions of this law, certifying that the Minister of Health can use it at permitting or registration of other biocide preparation.



31. "Admissible day dose" is the quantity of substance, which can be absorbed daily with the food during all life without risk for human life.



32. "Limit value" is the measures average value of given chemical agent or dust in the air of the breathing zone of the working person at the working place for defined period of time.



33. (revoked – SG 82/07).



34. (revoked – SG 82/07).



35. (revoked – SG 82/07).



36. "Exposure" is exposing of human organism and the components of environment to the impact of chemical substances, preparations and biocides.



37. (new – SG 101/05; revoked – SG 95/06 in force from 01.01.2007)



38. (new – SG 95/06 in force from 01.01.2007; revoked – SG 82/07). 



39. (new – SG 95/06 in force from 01.01.2007) "Placing on the market of biocides" shall be any supply against payment or for free at subsequent storage, except for storage, followed by an expedition out of the territory of the Community or neutralisation as waste. The import shall be considered placing on the market.



40. (new – SG 95/06 in force from 01.01.2007) "Stable organic pollutants" shall be dangerous chemical substances, regardless whether in individual form or in preparations, which are being transported through the international borders far away from their sources and are stable in the environment, and which are being accumulated in the organisms through the food chain and threaten the human health and the environment.



Transitional and concluding provisions 



§ 2. The persons implementing activities of art. 1 for which registration by the order of chapter four is required shall submit application for registration in six months term after the law enters into force.



§ 3. (amend. SG 114/03) The Minister of Health and the Minister of Environment and Waters can concede their functions, rights and obligations under this law to their deputies or to other officials in the system of the corresponding ministries.



§ 4. The law shall enter into force two years after its promulgation in State Gazette.



§ 5. (amend. SG 114/03) The implementation of the law shall be assigned to the Minister of Agriculture and Forests, the Minister of Health and the Minister of Environment and Waters.



§ 6. (new – SG 82/07) The Minister of Environment and Waters, the Minister of Health and the Minister of Labour and Social Policy within the scope of their competency shall give instructions on the implementation of Regulations 1907/2006, Regulations 304/2003, Regulations 850/2004 and of Regulations 2032/2003.



Transitional and concluding provisions (SG 114/03)



§ 40. The Council of Ministers shall approve the ordinances of art. 11, 13 and art. 16, para 1 in one year term after the day of promulgation of this law on State Gazette.



§ 42. (1) This law shall enter into force one month after its promulgation in State Gazette except the provisions of chapter four, section I "Conditions and order for releasing on the market active substances and biocide preparations", which shall enter into force on January 1, 2007.



(2) The provisions of chapter four, section II "Conditions and order for releasing on the market biocide preparations" shall be implemented till January 1, 2007.



The law was adopted by the 38th National Assembly on January 20, 2000 and was affixed with the official seal of the National Assembly.



Transitional and concluding provisionsTO THE ADMINISTRATIVE PROCEDURE CODE



(PROM. – SG 30/06, IN FORCE FROM 12.07.2006)



§ 142. The code shall enter into force three months after its promulgation in State Gazette, with the exception of:



1. division three, § 2, item 1 and § 2, item 2 – with regards to the repeal of chapter third, section II "Appeal by court order", § 9, item 1 and 2, § 15 and § 44, item 1 and 2, § 51, item 1, § 53, item 1, § 61, item 1, § 66, item 3, § 76, items 1 – 3, § 78, § 79, § 83, item 1, § 84, item 1 and 2, § 89, items 1 - 4§ 101, item 1, § 102, item 1, § 107, § 117, items 1 and 2, § 125, § 128, items 1 and 2, § 132, item 2 and § 136, item 1, as well as § 34, § 35, item 2, § 43, item 2, § 62, item 1, § 66, items 2 and 4, § 97, item 2 and § 125, item 1 – with regard to the replacement of the word "the regional" with the "administrative" and the replacement of the word "the Sofia City Court" with "the Administrative court - Sofia", which shall enter into force from the 1st of May 2007;



2. paragraph 120, which shall enter into force from the 1st of January 2007;



3. paragraph 3, which shall enter into force from the day of the promulgation of the code in State Gazette.



Transitional and concluding provisionsTO THE LAW OF THE COMMERCIAL REGISTER



(PROM. – SG 34/06, IN FORCE FROM 01.10.2006)



§ 56. This law shall enter into force from the 1st of October, with the exception of § 2 and § 3, which shall enter into force from the day of the promulgation of the law in State Gazette.



Transitional and concluding provisions TO THE LAW OF AMENDMENT AND SUPPLEMENT OF THE LAW OF PROTECTION FROM THE HARMFUL IMPACT OF THE CHEMICAL SUBSTANCES AND PREPARATIONS



(PROM. – SG 95/06, IN FORCE FROM 24.11.2006; amend. – SG 82/07)



§ 22. The Council o9f Ministers shall adopt the ordinance pursuant to Art. 14a in three-month term from the entry into force of this Law.



§ 23. (1) (amend. – SG 82/07) The Minister of health shall repeal or amend the issued prior to enforcement of this law authorization for placing on the market of biocide preparation in compliance with Art. 4 (2) of Regulations 2032/2003.



(2) (amend. – SG 82/07) By the repeal of the authorisation under para 1 the Minister of Health shall fix a term for storage, use or distribution of the available quantities of biocide preparation.



§ 24. (suppl. – SG 82/07) Apart from the cases referred to in § 23, to the biocide preparations authorised prior to the entry into force of this Law shall be applied the provisions of Art. 19n, par. 3, Art. 19t, Art. 19u and section XVIII of the new Chapter four.



§ 25. From the date of coming into effect of the Treaty of Accession of the Republic of Bulgaria to the European Union with respect to the detergents and the surfactants shall be applied the definitions pursuant to Art. 2 of Regulation No 648/2004 of the European Parliament and the Council.



§ 26. This law shall enter into force from the day of its promulgation in State Gazette, except for § 4 regarding Art. 4d, § 6, § 7, § 11, item 2 regarding para 5 of Art. 7d, § 15 regarding the new Chapter four, sections III through XVI, § 19, item 3 regarding para 9 and 10 of Art. 30, § 20, item 1, letter "c" regarding item 20 and 21 of Art. 35, para 1 and § 21, items 4 and 6 regarding items 24 and 37 of § 1 of the Additional provisions, which shall enter into force from the date of coming into effect of the Treaty of Accession of the Republic of Bulgaria to the European Union.



§ 27. The provisions of Section XVIII of the new Chapter four, except for Art. 19s and 19t shall be applied till the 14th of May 2010.



Transitional and concluding provisionsTO THE LAW ON TAXES ON THE INCOME OF NATURAL PERSONS



(PROM. – SG 95/06, IN FORCE FROM 24.11.2006)



§ 21. The law shall enter into force from the 1st of January 2007, except for § 10, which shall enter into force from the date of promulgation of the Law in State Gazette.



Transitional and concluding provisionsTO THE LAW OF AMENDMENT AND SUPPLEMENT OF THE LAW OF PROTECTION FROM THE HARMFUL IMPACT OF THE CHEMICAL SUBSTANCES AND PREPARATIONS



(PROM. – SG 82/07)



§ 40. Everywhere in the law the words “authorized” and “the authorized” shall be replaced respectively with “empowered” and “the empowered”, and the words “the Minister of Agriculture and Forests” shall be replaced with “the Minister of Agriculture and Food Supplies”



………………………………………………



§ 41. The issued pursuant to the provisions of Art. 22, par. 4 certificates of registration of export of dangerous chemical substances and preparations shall be valid till 31 December 2007.



……………………………………..



§ 43. The provisions of § 8, item 3, § 9, § 32, item 1 and §36, item 1, item “a” shall enter into force from 1 June 2008.



§ 44. The provision of § 10 shall enter into force from 1 August 2008.



§ 45. The provisions of § 29, § 32, item 2 and §36, item 1, item “c” shall enter into force from 1 June 2009.
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THE PRIME MINISTER



promulgates


the consolidated version of Act No. 356/2003 Coll., on chemical substances and chemical preparations and amending some other laws, as amended by Act No. 186/2004 Coll., Act No. 125/2005 Coll., Act No. 345/2005 Coll., Act No. 222/2006 Coll. and Act No. 371/2008 Coll.


ACT


on chemical substances and chemical preparations


The Parliament has passed this Act of the Czech Republic:


PART ONE


CHEMICAL SUBSTANCES AND CHEMICAL PREPARATIONS


Title I


General provisions


Section 1 


Subject and Scope of the Act


(1) This Act transposes the relevant regulations of the European Communities1) and, in relation to the directly applicable regulations of the European Communities1a) to 1d), stipulates the rights and obligations of legal persons and natural persons operating a business (hereinafter a “person”) in the manufacture, classification, testing of dangerous properties, packaging, labelling, placing on the market, use, export and import of chemical substances (hereinafter a “substance”) or substances contained in preparations or articles and in classification, testing of the dangerous properties, packaging and labelling of chemical preparations (hereinafter a “preparation”) in the territory of the Czech Republic and defines the competence of the administrative authorities in providing for the protection of health and the environment against the harmful effects of substances and preparations. 



(2) This Act does not apply to pharmaceuticals2), feedingstuffs3), foodstuffs and tobacco products4), cosmetic preparations5), radionuclide radiators and nuclear materials6), narcotic and psychotropic substances7), medical devices8), mineral materials10), veterinary preparations, with the exception of disinfectant, pest and rodent control preparations11) in the form intended for final use and wastes11a),  and to the transport and distribution of gas in the public interest12), unless a special law stipulates otherwise. 


(3) Of the obligations stipulated in this Act, only the obligations relating to classification, packaging, labelling and obligations in import and export shall apply to plant protection preparations, auxiliary plant protection substances13) and biocide preparations13a). 


(4)  This Act does not apply to explosives14) within the scope in which this area is governed by the special regulation14).


(5)  This Act does not apply to the transport of dangerous substances and dangerous preparations by railway15), road16), inland water17), air18) and sea19) transport and to the transport of dangerous substances and dangerous preparations in the customs transit procedure20).


(6)  The legal regulations in the sphere of customs20) shall apply to the import and export of substances and preparations, unless this Act or a special regulation stipulates otherwise.


Section 2


Definitions


(1) Classification means a procedure in determination of the dangerous properties of a substance or preparation, evaluation of the determined properties and subsequent assignment of this substance or preparation to the individual groups of danger.


(2) Dangerous substances or dangerous preparations means substances or preparations that, under the conditions stipulated by this Act, exhibit one or more dangerous properties because of which they are classified as


a) explosive; these are solid, liquid, paste or gel substances and preparations that can react exothermally even without access for atmospheric oxygen with rapid evolution of gases and that, if they are in a partly enclosed space, under defined test conditions, undergo detonation or rapid combustion or explode on heating,


b) oxidizing; these are substances and preparations that, on contact with other substances, in particular flammable substances, cause a highly exothermal reaction,


c) extremely flammable; these are liquid substances and preparations that have an extremely low flash point and low boiling point or gaseous substances and preparations that are flammable on contact with the air at room temperature and pressure,


d) highly flammable; these are


1. substances and preparations that can heat spontaneously and finally ignite on contact with the air at room temperature without any input of energy,


2. solid substances and preparations that can readily ignite following brief contact with an ignition source and that continue to burn or have burned up after it has been removed,


3. liquid substances and preparations that have a very low flash point,


4. substances and preparations that, on contact with water or humid air, release highly flammable gases in dangerous amounts,


e) flammable; these are liquid substances or preparations that have a low flash point,


f) highly toxic; these are substances or preparations that, on inhalation, ingestion or penetration through the skin may, in very small amounts, cause death or acute or chronic damage to health,


g) toxic; these are substances or preparations that, on inhalation, ingestion or penetration through the skin may, in small amounts, cause death or acute or chronic damage to health,


h) harmful to health; these are substances or preparations that, on inhalation, ingestion or penetration through the skin, may cause death or acute or chronic damage to health,


i) corrosive; these are substances or preparations that can destroy living tissue on contact with it,


j) irritant; these are substances or preparations that, on instantaneous, long-term or repeated contact with the skin or mucous membranes, can cause inflammation and do not have corrosive action,


k) sensitizing; these are substances or preparations that, on inhalation, ingestion or contact with the skin, are capable of causing hypersensitivity, so that characteristic unfavorable effects occur on repeated exposure to the given substance or preparation,


l) carcinogenic; these are substances or preparations that, on inhalation, ingestion or penetration through the skin, can cause cancer or increase its occurrence,


m) mutagenic; these are substances or preparations that, on inhalation, ingestion or penetration through the skin, can cause hereditary genetic damage or increase its occurrence,


n) toxic for reproduction: these are substances or preparations that, on inhalation, ingestion or penetration through the skin, can cause or increase the occurrence of nonhereditary unfavorable effects on progeny or reduction of male or female reproduction functions or ability,


o) dangerous for the environment; these are substances or preparations that, on entering the environment, constitute or could constitute an immediate or later danger for one or more components of the environment.


(3) For the purposes of this Act, good laboratory practice means providing for a quality system relating to the organization process and conditions under which nonclinical studies of safety for health and the environment are planned, performed, monitored, recorded, archived and reported.


(4)
For the purposes of this Act, the first recipient means the first person who places on the market a substance or preparation that was manufactured or placed on the market in the territory of some other Member State of the European Communities and who operates a business in the territory of the Czech Republic in accordance with other legal regulations.


(5)
For the purposes of this Act, a producer means a person with a registered place of business, organizational unit, place of residence or business address in the territory of the European Communities who manufactures or has only developed a preparation.


(6) The definitions set out in Article 3 of Regulation (EC) No. 1907/20061a) shall apply to the other basic terms in this Act.


TITLE II


CLASSIFICATION AND good laboratory practice


Section 3


General Principles of Classification of Substances and Preparations


(1) Prior to placing a substance or preparation on the market, the manufacturer, producer or importer shall be obliged to provide for their classification. The first recipient shall not place on the market in the Czech Republic substances or preparations that are not classified in accordance with this Act.


(2) In the classification of a substance or preparation, no account shall be taken of dangerous substances, admixtures or impurities classified pursuant to Section 2 (2), whose concentration is lower than the minimum concentrations mentioned in Annex No. 1 to this Act, unless lower concentrations are stipulated for the individual dangerous substances in the List of Bindingly Classified Dangerous Substances (hereinafter the “List”). 



(3) Substances shall be classified


a)  according to the List,


b) if they are not entered in the List, according to the List of New Substances (hereinafter “ELINCS”) published by the Ministry of the Environment (hereinafter the “Ministry”) on the public administration website,


c) if they are not classified pursuant to subparagraph a) or b) above, on the basis of general procedures for evaluation and designation of the dangerous properties of substances and preparations pursuant to paragraph 7 hereof, on the basis of information on their dangerous properties obtained from professional sources or on the basis of information obtained by testing pursuant to Section 8.


(4) Preparations shall be classified using the procedures pursuant to Sections 4 to 6.


(5) In classification of preparations pursuant to paragraph 4 above, account must be taken of all the dangerous substances contained therein, with the exception of substances pursuant to paragraph 2 above.


(6) Persons pursuant to paragraph 1 above shall be obliged to keep information used for classification of a substance or a preparation, for the period during which they are placed on the market and for a period of a further 10 years from the last date of placing on the market and to provide this on request to the competent administrative authorities for their administrative work.


(7) The Ministry of Industry and Trade shall stipulate in an implementing regulation


a) the List and the manner of use thereof,


b) general procedures for evaluation and designation of the dangerous properties of substances and preparations,


c) conventional calculation methods for evaluation of the dangerous properties of substances on the basis of physical-chemical properties, properties dangerous for health and properties dangerous for the environment. 


Section 4


Evaluation of the Dangerous Nature of Preparations Following from their Physical-Chemical Properties


(1) For the purposes of classification pursuant to Section 2 (2) (a) to (e), evaluation of the dangerous nature of preparations following from their physical-chemical properties shall be performed using the procedures stipulated in an implementing regulation pursuant to Section 3 (7) on the basis of determination of the explosive, oxidizing, extremely flammable, highly flammable or flammable properties, using the methods mentioned in Section 8. 



(2) Evaluation of the dangerous nature of preparations pursuant to paragraph 1 above shall not be performed if


a) none of the contained substances has a property pursuant to paragraph 1 above and if, on the basis of the available information, the substance does not represent danger of this kind,


b) on a change in the composition of a preparation with a known composition, it is apparent from scientific knowledge that a new determination of its dangerous nature pursuant to paragraph 1 above would not lead to a change in classification, or


c) a substance placed on the market in an aerosol spray meets the requirements of the special legal regulations21).


(3)
Evaluation for plant protection preparations and auxiliary plant protection preparations shall be performed pursuant to paragraph 1 above only if no other evaluation methods are stipulated in the special legal regulation13).


Section 5


Evaluation of the Dangerous Nature of Preparations for Health


(1) Evaluation of the dangerous nature of preparations for health, following from their properties affecting health, for the purposes of classification pursuant to Section 2 (2) (f) to (n), shall be performed 



a) by the conventional calculation method stipulated in an implementing legal regulation pursuant to Section 3 (7) , 



b) by the general procedures stipulated in an implementing legal regulation pursuant to Section 3 (7) on the basis of determination of the properties affecting health by the methods stipulated in Section 8.


(2) The procedure pursuant to paragraph 1 (b) above shall be used only if the properties of the preparations affecting health cannot be determined by the method set out in paragraph 1 (a) above or on the basis of the already existing results of the tests on animals.


(3) Evaluation for plant protection preparations and auxiliary plant protection preparations shall be performed pursuant to paragraph 1 above only if no other evaluation methods are stipulated in the special legal regulation13).


(4) If the dangerous nature of the preparation for health was determined pursuant to paragraph 1 (a) and also (b) above, the preparation shall be classified according to the results obtained pursuant to paragraph 1 (b) above, with the exception of determination of properties that are carcinogenic, mutagenic or toxic for reproduction pursuant to Section 2 (2), which must always be determined using the procedure pursuant to paragraph 1(a) above.


(5) If the unfavourable impacts of a preparation on human health determined on the basis of epidemiological studies, scientifically verified case studies or on the basis of statistical data differ from the effects determined by evaluation of the dangerous nature of the preparation pursuant to paragraph 1 or 3 above, the preparation shall be classified according to the determined effects on human health. The procedure for classification shall be stipulated in an implementing regulation pursuant to Section 3 (7) (b).


(6) If it is possible to demonstrate that evaluation of the dangerous nature of a preparation by the conventional calculation method pursuant to paragraph 1 (a) above could lead to under-evaluation or over-evaluation of the actual dangerous nature of the preparation as a consequence of strengthening or weakening of its dangerous nature through mutual action of the components of the preparation, this effect must be taken into consideration in the classification.


Section 6


Evaluation of the Dangerous Nature of Preparations for the Environment


(1) Evaluation of the dangerous nature of preparations for the environment, following from their properties affecting the environment, for the purposes of classification pursuant to Section 2 (2) (o) shall be performed


a) by the conventional calculation method stipulated in an implementing legal regulation pursuant to Section 3 (7),


b) by the general procedures stipulated in an implementing legal regulation pursuant to Section 3 (7) on the basis of determination of the properties affecting the environment by the methods stipulated in Section 8.


(2) Evaluation for plant protection preparations and auxiliary plant protection preparations shall be performed pursuant to paragraph 1 above only if no other evaluation methods are stipulated in the special legal regulation13).


(3) If the dangerous nature for the environment was evaluated pursuant to paragraph 1 (a) and also (b) above, the results obtained pursuant to paragraph 1 (b) above shall be used.


Section 7 


New Evaluation of the Dangerous Nature of Preparations


(1)   A producer or importer shall be obliged to perform new evaluation of the dangerous nature for health or the environment for preparations with known composition pursuant to the procedures mentioned in Section 5 or 6 if


a) a change in the initial concentration of one or more dangerous substances contained in the preparation classified pursuant to Section 2 (2) is greater than specified in Annex No. 2 to this Act, or


b) one or more substances have been replaced or added.


(2) A producer or importer shall not be obliged to perform new evaluation of the dangerous nature of a preparation if it is apparent from scientific knowledge that the changes in its composition will not cause a change in its classification.


(3) The provisions of paragraph 1 above shall not apply to a producer or importer of plant protection preparations or auxiliary plant protection preparations13) evaluated pursuant to the provisions of Section 5 (1) (b) or Section 6 (1) (b).


(4) The first distributor shall be obliged to ensure that new evaluation of the dangerous nature for health or the environment pursuant to paragraphs 1 to 3 above is performed for substances or preparations that he acquires.


Section 8 


Testing Substances and Preparations


(1) The testing of the dangerous properties of substances or preparations for the purposes of this Act must be performed for substances and preparations in the state in which they are manufactured or placed on the market.


(2) A person who performs testing of the dangerous properties of substances or preparations pursuant to Section 2 (2) shall be obliged to use the basic methods stipulated in paragraph 5 hereof and, in testing the dangerous properties of substances or preparations pursuant to Section 2 (2) (f) to (o), to comply with the principles of good laboratory practice (hereinafter the “Principles”) and the principles of protection of animals pursuant to the special legal regulation22).


(3) If a basic method for testing certain properties is not stipulated pursuant to paragraph 5 hereof, the method recommended by the Organization for Economic Development and Cooperation23) shall be used.


(4) Testing the dangerous properties of preparations classified pursuant to Section 2 (2) (f) to (o) employing laboratory animals may be performed only if the procedures pursuant to Section 5 (1) (a) or Section 6 (1) (a) cannot be used for determination of their dangerous properties.


(5)
The basic methods for testing the dangerous properties of substances and preparations are stipulated by the directly applicable regulation of the European Communities23a).


(6) Testing of substances shall be performed in accordance with the requirements of the directly applicable regulation of the European Communities1a).


Section 9


Good Laboratory Practice


(1) A person who, in accordance with this Act, performs testing of the dangerous properties of substances or preparations pursuant to Section 2 (2) (f) to (o) must have a certificate of compliance with the Principles. 



(2) The Ministry shall issue a certificate of compliance with the Principles on the basis of a written request from a person after verification of compliance with the Principles by this person. The Ministry may perform verification of compliance with the Principles through a legal person established by the Ministry. 



(3) A person pursuant to paragraph 1 above shall be obliged to submit to control of compliance with the Principles, to allow control authorities to enter properties, buildings and workplaces employed for testing and to provide information on compliance with the Principles in accordance with the implementing legal regulation pursuant to paragraph 10 hereof.


(4) Information ascertained in control of compliance with the Principles pursuant to paragraph 3 above, except for the name of the laboratory, the quality of compliance with the Principles and data on the performed control, shall be considered to be confidential and may be provided only to the administrative authorities for use in their administrative, supervisory or punitive activities. 



(5) In submitting the results of tests, a person pursuant to paragraph 1 above shall be obliged to confirm in writing that the tests were performed in accordance with the Principles.


(6) The Ministry shall withdraw a certificate on compliance with the Principles from a person pursuant to paragraph 1 above if this person fails to fulfill any of the conditions that must be fulfilled for issuing a certificate or fails to perform the obligations stipulated in paragraphs 3 to 5 above.


(7) A certificate of compliance with the Principles, issued by a Member State of the Organization for Economic Cooperation and Development, shall be considered to be equivalent in the territory of the Czech Republic provided that it can be demonstrated that the Principles employed in that Member State, on the basis of which the certificate was issued, are identical with the Principles pursuant to this Act.


(8) A certificate of compliance with the Principles issued by a Member State of the European Communities pursuant to the legal regulations of the European Communities24) shall be considered to be equivalent for the territory of the Czech Republic.


(9) The Ministry shall keep a list of holders of certificates of compliance with the Principles and publish it in the Journal of the Ministry of the Environment as of December 31 of each calendar year.


(10) The Ministry shall stipulate the Principles, the procedure for verification of compliance with the Principles, the procedure in issuing and withdrawing a certificate and the procedure in control of compliance with the Principles in an implementing regulation.


TITLE III


Section 10 to 18


repealed


TITLE IV


PACKAGING, LABELLING AND THE SAFETY DATA SHEET


Section 19


Packaging Substances and Preparations


(1) A manufacturer, importer or producer who places on the market substances or preparations classified as dangerous pursuant to Section 2 (2) or preparations that can constitute specific danger for health or the environment, stipulated in an implementing regulation pursuant to Section 20 (7), shall be obliged to ensure that these substances and preparations are provided with packaging and fastenings that comply with the following requirements:


a) the package and fastening must be designed and constructed so that the content of the package cannot escape; this requirement shall not apply where special safety measures are prescribed,


b) the materials used to make the packaging and the fastenings must not be subject to adverse attack by the contents thereof and must not form dangerous compounds with these contents,


c) the packaging and fastening must be manufactured so as to ensure that they resist pressure and deformations occurring during handling and that they do not become loose,


d) a package intended for repeated use must be designed and constructed so that it can be repeatedly closed without escape of the contents.


(2) A manufacturer, importer or producer who places on the market dangerous substances or substances contained in preparations classified pursuant to Section 2 (2) shall be obliged to provide them with packaging and fastenings in accordance with this Act and, for substances that have been registered pursuant to Title II of Regulation (EC) No 1907/20061a), also in accordance with the information obtained pursuant to Articles 12 and 13 of the Regulation.


(3) The first recipient shall not place on the market in the Czech Republic substances or preparations whose packaging is not in accordance with the requirements of this Act.


(4) The packaging of substances or preparations pursuant to paragraph 1 above intended for sale to the consumer28) must, in addition to the requirements mentioned in paragraph 1 above, also comply with the following requirements:


a) packaging containing a substance or preparation that is designated as highly toxic, toxic or corrosive must have a fastening resistant to opening by children and a tactile warning for the blind,


b) packaging containing a substance or preparation that is designated as harmful to health, extremely flammable or highly flammable must be provided with a tactile warning for the blind; this requirement shall not apply to preparations in aerosol sprays classified and labelled only as extremely flammable or highly flammable,


c) packaging containing a substance or preparation must not have a shape or graphic design that could mislead the consumer or that could lead to its confusion with a toy5),8),


d) packaging containing a substance or preparation must not have a design or labelling used for food, drinking water, feedingstuffs, pharmaceuticals or cosmetic preparations.


(5) The Ministry of Industry and Trade shall stipulate, in an implementing regulation, further details of packaging for dangerous substances and dangerous preparations intended for sale to the consumer. 



(6) A person who places on the market substances or preparations pursuant to paragraph 4 above shall be obliged to keep documents on compliance with requirements on packaging stipulated in paragraph 4 (a) and (b) above and in an implementing regulation pursuant to paragraph 5 above for the time of their placing on the market and for the following 10 years after the last placing on the market and to provide them, on request, to the administrative authorities for use in their administrative, supervisory or punitive activities.


(7) Packaging of dangerous substances or dangerous preparations classified pursuant to Section 2 (2) made in accordance with the conditions for transport of dangerous things in international transport15),16)  and with the requirements on the transport of dangerous things in railway15), road16), inland waterway17), air18) and sea19) transport shall comply with the requirements of paragraph 1 above.


(8) The obligations of persons in packaging substances and preparations stipulated by the special legal regulations shall not be prejudiced by the provisions of this Title.


(9) A distributor who places on the market substances or preparations classified and packaged pursuant to this Act shall be obliged to place them on the market in the original packaging.


Section 20


Labelling Substances and Preparations


(4) A manufacturer, importer or producer who places on the market dangerous substances classified pursuant to Section 2 (2) shall be obliged to ensure that their labelling on the package complies with the requirements pursuant to this Act and, for substances registered pursuant to Title II of Regulation (EC) No 1907/20061a), that their labelling is in accordance with the information obtained using Articles 12 and 13 of the Regulation.


(2) An importer or producer who places on the market dangerous substances classified pursuant to Section 2 (2) shall be obliged to ensure that the labelling on the package complies with the requirements pursuant to paragraph 5 hereof and the implementing legal regulation pursuant to paragraph 7 hereof.


(3) An importer or producer who places on the market preparations that can constitute a specific danger for health or the environment, stipulated in a legal regulation pursuant to paragraph 7 hereof, shall be obliged to ensure that their labelling on the package complies with the requirements pursuant to paragraph 5 (a) and (b) hereof and the implementing regulation pursuant to paragraph 7 hereof.


(4) The following information must be clearly, legibly and indelibly given in the Czech language on the package of a dangerous substance pursuant to paragraph 1 above:


a) the chemical name of the substance in the form of one of the names given in the List; if the substance is not given in the List, the chemical name of the substance must be stated in accordance with the internationally recognized nomenclature,


b) the name(s) and surname, designation or business name, place of business (registered office) and telephone number of the person who is responsible for placing the substance in the given package on the market,


c) warning symbols stipulated in an implementing legal regulation pursuant to paragraph 7 hereof,


d) standard sentences denoting specific risk factors (R-sentence) stipulated in an implementing legal regulation pursuant to paragraph 7 hereof,


e) standard instructions for safe management (S-sentence) stipulated in an implementing legal regulation pursuant to paragraph 7 hereof,


f) the words “EC label” if the substance is given in the List.


(5) The following information must be clearly, legibly and indelibly given in the Czech language on the package of a dangerous preparation pursuant to paragraph 2 above:


a) the trade name of the preparation,


b) the name(s) and surname, designation or business name, place of business (registered office) and telephone number of the person who is responsible for placing the preparation in the given package on the market,


c) the chemical name of a dangerous substance or substances present in the preparation in the form of one of the names given in the List and in accordance with the implementing regulation pursuant to paragraph 7 hereof. If the substance is not mentioned in the List, the chemical name of the substance or substances must be stated in accordance with the internationally recognized nomenclature,


d) warning symbols stipulated in an implementing legal regulation pursuant to paragraph 7 hereof,


e) standard sentences denoting specific risk factors (R-sentence) stipulated by an implementing legal regulation pursuant to paragraph 7 hereof,


f) standard instructions for safe management (S-sentence) stipulated in an implementing regulation pursuant to paragraph 7 hereof; if these instructions cannot be placed on the label or on the packaging, they must be enclosed with the packaging,


g) the weight or volume if the preparation is intended for sale to the consumer.


(6) The labelling of plant protection preparations and auxiliary plant protection preparations13) pursuant to this Act must be accompanied by the warning “Follow the instructions for use to avoid risks for humans and the environment”.


(7) The Ministry of Industry and Trade shall stipulate in an implementing regulation


a) the details of labelling dangerous substances, dangerous preparations and preparations that can constitute a specific danger for health or the environment,


b) warning symbols and written designation of dangerous physical-chemical properties and properties dangerous for health or the environment,


c) standard sentences indicating specific risk factors (R-sentence),


d) standard instructions for safe management (S-sentence). 



(8) A producer or importer who places dangerous preparations on the market may, on the basis of the consent of the Ministry, use, in their labelling, in place of the name of certain dangerous substances present in the preparation, names that identify the most important functional chemical groups or alternative names. If the manufacturer or importer of a dangerous preparation wishes to replace the name of certain dangerous substances present in the preparation by a name that identifies the most important functional chemical groups or an alterative name for reasons of protection of business secrets, he shall be obliged to justify this fact in a written application. This approach may not be employed if a permissible exposure limit or the highest permissible concentration for a working environment is stipulated for the given substance28a). The contents of an application and the principles for creation of names shall be stipulated in an implementing regulation. The Ministry shall send a copy of a consenting standpoint to the use of this name to the Ministry of Health and the relevant authorities of the European Communities and of the Member States of the European Communities.


(9) Persons pursuant to paragraphs 1 to 3 above must not place words such as “nontoxic”, “not harmful”, “not polluting”, “ecological”, “eco” or any other information stating that the substance or preparation is not dangerous, or information that could lead to underestimation of the danger of the substance or preparation, on the packaging of substances and preparations pursuant to paragraphs 1 and 3 above placed on the market.


(10) Persons pursuant to paragraphs 1 to 3 above shall be obliged to keep information used for labelling a substance or preparation pursuant to paragraphs 1 to 3 above for the time during which they are placed on the market and a further 10 years and to provide them on request to the administrative authorities for their administrative, supervisory or punitive activities.


(11) A distributor who places on the market substances or preparations classified and labelled pursuant to this Act shall be obliged to place them on the market with the original labelling.


Section 21


(1)  A manufacturer, importer, downstream user or first recipient who places on the market substances or preparations classified as dangerous pursuant to Section 2 (2) in packaging whose content does not exceed 125 ml shall comply with the implementing regulation pursuant to Section 20 (7) in labelling thereof.


(2)   If a person places the data required pursuant to Section 20 on the label instead of on the packaging, the label must be firmly affixed to one or both sides of the packaging so that it can be read in the position in which the packaging is usually placed. The dimensions of the label and area of the packaging intended for labelling pursuant to this Act are mentioned in the implementing regulation pursuant to Section 20 (7). The area of the packaging or label for labelling pursuant to this Act shall be intended only for provision of the information required by this Act or for supplementary health and safety information. The mentioning of further information on the packaging pursuant to the special legal regulations29) shall not be prejudiced by this provision.


(3) A label shall not be required if the information is clearly stated on the packaging.


(4) The information stated on the packaging or label pursuant to Section 20 (1) to (6) must be clearly distinguishable from its background and must have a size and arrangement that makes it readily legible. The colour and form of the labelling must be such that the warning symbol and its background are clearly distinguishable.


(5)   A manufacturer, importer, downstream user or first recipient who places on the market dangerous preparations classified pursuant to Section 2 (2) and defined by the implementing regulation pursuant to Section 20 (7), intended for offering or for sale to the consumer, shall be obliged to enclose, with these preparations, instructions for use and instructions for premedical first aid, which may be given in an enclosed leaflet instead of on the packaging or label. The fact that some information is given in the enclosed leaflet must be mentioned on the packaging or label.


(6) The obligation to label packaging in the Czech language shall not exclude the possibility of simultaneous labelling in other languages.


(7) On the basis of a written request from the manufacturer, importer or producer who places a dangerous substance or dangerous preparation classified pursuant to Section 2 (2) on the market, the Ministry may permit exemptions from the requirements on labelling the following substances or preparations


a) the packages of substances and preparations pursuant to Section 20 (1) to (3) that are too small or otherwise unsuitable for labelling pursuant to paragraphs 2 and 3 above may be labelled in some other suitable manner,


b) the packages of dangerous substances not classified pursuant to Section 2 (2) as explosive, highly toxic or toxic may be not labelled or may be labelled at variance with the requirements set out in Section 20 (4) and in paragraphs 1 to 6 above if they contain such small amounts of a dangerous substance that they do not constitute a danger for the persons handling them or for other persons,


c) the packages of dangerous substances classified pursuant to Section 2 (2) as explosive, highly toxic or toxic may be labelled at variance with the requirements set out in Section 20 (4) and in paragraphs 1 to 6 above if they contain such small amounts of a dangerous substance that they do not constitute a danger for the persons handling them or for other persons,


d) the packages of dangerous preparations classified pursuant to Section 2 (2) as harmful to health, extremely flammable, highly flammable, flammable, irritant or oxidizing may be not labelled or labelled at variance with the requirements set out in Section 20 (5) and in paragraphs 1 to 6 above if they contain such small amounts of a dangerous preparation that they do not constitute a danger for the persons handling them or for other persons,


e) the packages of dangerous preparations classified pursuant to Section 2 (2) as dangerous for the environment may be not labelled or may be labelled at variance with the requirements set out in Section 20 (5) and in paragraphs 1 to 6 above if they contain such small amounts of a dangerous substance that they do not constitute a danger for the environment,


f) the packages of dangerous preparations that are not mentioned under subparagraphs (d) and (e) above may be labelled in some other suitable manner if the packages are too small for labelling pursuant to the requirements mentioned in Section 20 (5) and in paragraphs 1 to 6 above and if there is no reason to fear for the safety of persons that handle these preparations, or other persons.


(8)  A person who has been granted an exemption from the requirements on packaging and labelling pursuant to paragraph 7 above shall be obliged to use the warning symbols, standard sentences denoting the specific risk level (R-sentence) and standard instructions for safe management (S-sentence) stipulated in the legal regulation pursuant to Section 20 (7).


(9) The Ministry shall stipulate in a legal regulation


a) the details of a request to use a name that identifies the most important groups or an alternative name of a dangerous substance in the labelling of a dangerous preparation, the details of formation thereof and a list of stipulated groups of substances and preparations,


b) the procedure and means of granting exemptions on packaging and from the requirements on labelling dangerous substances and preparations.


(10)
The first recipient shall not place on the market in the Czech Republic substances or preparations whose labelling is not in accordance with the requirements of this Act.


Section 22


(1) A manufacturer, importer or producer who places on the market substances or preparations complies, for the purposes of this Act, with the requirements on labelling dangerous substances and dangerous preparations classified pursuant to Section 2 (2) 



a) when the outer package contains only one or more inner packages, if the outer package is labelled in accordance with the conditions for the transport of dangerous things in international transport stipulated by an international agreement binding on the Czech Republic15),16) and promulgated in the Collection of Laws or in the Collection of International Treaties, and the inner packages are labelled in accordance with this Act,


b) when they are provided with a single package, if this package is labelled in accordance with the conditions for the transport of dangerous things in international transport stipulated by an international agreement binding on the Czech Republic15),16) and promulgated in the Collection of Laws or in the Collection of International Treaties, and also in accordance with Section 20 (4) (a), (b), (d), (e) and (f), if this is a dangerous substance, or with Section 20 (5) (a), (b), (c), (e) and (f) if this is a dangerous preparation; dangerous substances or preparations classified as dangerous for the environment must also be labelled in accordance with Section 20 (4) (c) or Section 20 (5) (d).


c) if they are provided with a special type of packaging, such as cylinders for transport of gases, if this packaging is labelled in accordance with the special requirement mentioned in the implementing regulation pursuant to Section 20 (7). 



(2) In public promotion or offering of a dangerous substance classified pursuant to Section 2 (2), the manufacturer, importer, producer or distributor shall be obliged to simultaneously provide information on the dangerous properties thereof in accordance with this Act. In public promotion or offering of a dangerous preparation classified pursuant to Section 2 (2) that enables purchase of the preparation, without the buyer being able to see the labelling of the preparation prior to concluding the contract, the persons must inform the purchaser of the dangerous properties of the preparation at the latest when concluding the contract. 



(3) Labelling of exported dangerous substances or dangerous preparations classified pursuant to Section 2 (2) shall be given in the language according to the requirements of the country of import. The requirements of the country of import on labelling these substances or preparations may be fulfilled only if they include all the information mentioned in Section 20 (4) and (5).


(4) A producer or importer who places on the market preparations classified as dangerous pursuant to Section 2 (2) (a) to (n) shall be obliged, within 30 days of the date when he placed these preparations on the market for the first time, to provide the Ministry of Health with information on their effects on health, including information on their composition and physical-chemical properties, in electronic form using the Chemical Substances and Preparations (CHLAP = CSAP) program, available on the web site of the Ministry of Health. This information is stored as confidential by the Ministry of Health and may be used only for medical purposes and for the governmental authorities pursuant to Section 32 (1) (b).


(5) The Ministry of Health shall stipulate, in an implementing regulation, the requisites of provision of information pursuant to paragraph 4 above, the type of their electronic form and the data interface.


Section 23


repealed


TITLE V


CONDITIONS FOR PLACING DETERGENTS AND SURFACE-ACTIVE SUBSTANCES ON THE MARKET


Section 24


(1) A manufacturer or importer of detergents1c) who places on the market liquid detergents intended for sale to consumers may not use, on the packaging, graphic depictions of fruit that could mislead the consumer. The first recipient shall not place on the market in the Czech Republic liquid detergents intended for sale to consumers that have graphical depiction of fruit on the packaging.


(2) A manufacturer or importer of detergents1c) or surface-active substances1c), who places detergents or surface-active substances on the market shall be obliged, within 30 days of the date when they placed these substances or preparations on the market for the first time, to provide the Ministry of Health with information pursuant to Section 22 (4) and (5)


Section 25


repealed


TITLE VI


LIMITATIONS IN PLACING SPECIFIED DANGEROUS SUBSTANCES AND DANGEROUS PREPARATIONS ON THE MARKET


Section 26


(1) Dangerous substances or dangerous preparations mentioned in the list pursuant to paragraph 3 hereof may be placed on the market or used only under the conditions stipulated in an implementing regulation. This implementing regulation shall not apply to persons pursuant to paragraph 2 hereof who place on the market or use dangerous substances or dangerous preparations set out in the implementing regulation pursuant to paragraph 3 hereof for scientific and research purposes. A person who imports such dangerous substances or dangerous preparations for these purposes shall be obliged to submit to the customs office a written affirmation that the dangerous substance or preparations is intended exclusively for scientific or research purposes.


(2) A manufacturer, importer, producer, downstream user or distributor who places on the market dangerous substances or dangerous preparations set out in the implementing regulation pursuant to paragraph 3 hereof shall be obliged to enable authorized employees of the administrative authorities, in connection with their administrative, supervisory or punitive activities, to enter properties and buildings used for activities related to placing these substances and preparations on the market and to provide them with information on the kind and quantities of these dangerous substances or preparations. 



(3) In agreement with the Ministry of Health, the Ministry shall stipulate, in an implementing regulation, a list of dangerous substances and dangerous preparations classified pursuant to Section 2 (2) whose placing on the market is prohibited for reasons of protection of health or the environment and also a list of dangerous substances and dangerous preparations classified pursuant to Section 2 (2), whose placing on the market, sale to consumers or use is restricted. 


(4) The obligations of persons stipulated in the special legal regulation shall not be prejudiced by the provisions of this Title. 



Title VII and VIII


repealed


Section  27 to 29


repealed


TITLE IX


Performance of State administration


Section 30


State administration in the area of placing substances or substances contained in preparations and in articles on the market and placing preparations on the market pursuant to this Act shall be performed by


a) the Ministry,


b) the Ministry of Health,


c) the Ministry of Industry and Trade,


d) the Czech Environmental Inspectorate (hereinafter the “Inspectorate”),


e) the regional public health stations,5)


f) the customs offices.


Section 31


The Ministry


(1) The Ministry shall


a) be the central administrative authority in the area of protection of the environment against the harmful effects of substances or substances contained in preparations and articles and of preparations1a),


b) perform supreme State supervision in the area of protection of the environment against the harmful effects of substances or substances contained in preparations or articles and of preparations1a), manufactured, placed on the market or used,


c) publish Einecs, Elincs and Nlp on the public administration web site,


d) issue and withdraw certificates on compliance with the Principles,


e) keep a list of holders of certificates of compliance with the Principles and publish it in the Journal of the Ministry of the Environment,


f) perform the function of the designated national authority for import and export of dangerous substances or substances contained in preparations or articles pursuant to Article 4 of Regulation (EC) No 304/20031b),


g) grant consent to exemptions in labelling substances and preparations,


h) grant consent to the use of a name that identifies the most important functions of a chemical group or to the use of an alternative name for a substance present in a preparation,


i) perform the function of the competent authority pursuant to Article 121 of Regulation (EC) No 1907/20061a),


j) establish the central focal point pursuant to Article 124 of Regulation (EC) No 1907/20061a), for the purpose of providing consultancy to producers, importers, downstream users and other affected persons in relation to their obligations and responsibilities pursuant to the Regulation,


k) inform the general public of the risks associated with substances pursuant to Article 123 of Regulation (EC) No 1907/20061a),


l) perform the function of the competent authority pursuant to Article 8 (1) of Regulation (EC) No 648/20041c), 



m) perform the function of the competent authority pursuant to Article 15 of Regulation (EC) No 850/20041d).


(2) The Ministry shall provide the competent authorities of the European Communities and the competent authorities of the Member States of the European Communities, in the framework of their competence pursuant to paragraph 1 above, with information and opinions in the scope, form and time intervals in accordance with the requirements of the regulations of the European Communities in the area of protection of the environment against the harmful effects of substances or substances contained in preparations and articles and of preparations1a).


(3) The Ministry shall cooperate with the competent authorities of the European Communities and the competent authorities of the Member States of the European Communities in the area of protection of the environment against the harmful effects of substances or substances contained in preparations and articles and of preparations1a).


Section 32


The Ministry of Health


(1) The Ministry of Health shall


a) be the central administrative authority in the area of protection of the public health against the harmful effects of substances or substances contained in preparations and articles and of preparations1a),


b) provide for collection of information pursuant to Section 22 (4) and Section 24 (2) and allow remote access to this for the Toxicological Information Centre and other governmental authorities pursuant to Section 30, the Ministry of the Interior and the fire rescue service of the regions,


c) cooperate with the Ministry in performance of the function of the competent authority pursuant to Article 121 of Regulation (EC) No 1907/20061b),


d) inform the public of the risks of substances or substances contained in preparations and articles dangerous for human health pursuant to Article 123 of Regulation (EC) No 1907/20061a) in the framework of its competence.


(2) The Ministry of Health shall provide the competent authorities of the European Communities and the competent authorities of the Member States of the European Communities, in the framework of their competence pursuant to paragraph 1 above, with information and opinions in the scope, form and time intervals in accordance with the requirements of the regulations of the European Communities in the area of protection of the public health against the harmful effects of substances and preparations or substances contained in preparations and articles and of preparations1a).


(3) The Ministry of Health shall cooperate with the competent authorities of the European Communities and the competent authorities of the Member States of the European Communities in the area of protection of the public health against the harmful effects of substances or substances contained in preparations and articles and of preparations1a).


Section 32a


The Ministry of Industry and Trade


The Ministry of Industry and Trade shall


a) cooperate in providing information to manufacturers, importers, downstream users and other affected persons in relation to their obligations and responsibilities pursuant to Article 124 of Regulation (EC) No 1907/20061a),


b) inform the general public of the risks associated with substances pursuant to Article 123 of Regulation (EC) No 1907/20061a) within its competence.


Section 33


The Inspectorate


(1) The Inspectorate shall


a) supervise how the manufacturers, producers, importers, downstream users, distributors, and first recipients of substances, preparations and articles comply with the provisions of this Act, the regulations issued for its implementation, the directly applicable regulations of the European Communities1a),1c),1d) and the decisions of the administrative authorities pursuant to this Act, with the exception of articles controlled by the regional public health stations,


b) stipulate the conditions and deadlines for providing for a remedy if they find shortcomings in their supervisory work pursuant to subparagraph (a) above,


c) impose measures for elimination of an illegal state of affairs in the sphere of placing substances, preparations or articles on the market; if there is a danger of harm to health or danger to the lives of humans, damage to the environment or, if this has already occurred, it may require disposal of a dangerous substance, preparation or article at the expense of the owner or the holder if the owner is not known,


d) impose fines and remedial measures pursuant to this Act,


e) submit instigations to the Ministry for performance of supreme State supervision against the harmful effects of substances or substances contained in preparations or articles and of preparations1a), manufactured, placed on the market or used,


f) cooperate with the regional public health stations5), customs offices and administrative authorities in the area of fire prevention, protection of the population and the integrated rescue system and provide them with professional assistance.


(2) The Ministry of Defense shall perform the competence of the Inspectorate mentioned in paragraph 1 above in the armed forces through its bodies.


Section 34


repealed


Section 35


The Regional Public-Health Station


(1) The regional public health station5) shall


a) control compliance with the provisions of this Act, the legal regulations issued for its implementation, the directly applicable regulations of the European Communities1a),1c) and the decisions of the administrative authorities issued pursuant to this Act, if they specify the content of substances in articles intended for contact with food, toys, cosmetic products, products for children to 3 years of age (hereinafter an “article of common use”) and in products intended for direct contact with drinking, hot or raw water in their collection, withdrawal, transportation, treatment, distribution, accumulation, supply measurement and other similar purposes (hereinafter a “product coming into direct contact with water”),


b) in the procedure pursuant to the Act on the Public Health, impose fines and remedial measures for breach of obligations stipulated by this Act, the regulations issued for its implementation, the directly applicable regulations of the European Communities1a),1c)  and the decisions of the administrative authorities issued pursuant to this Act, if they deal with the content of substances in articles of common use or products coming into direct contact with water.


c) cooperate with the Inspectorate and the customs offices and provide them with expert assistance.


(2) The tasks of the competent public health authority pursuant to paragraph 1 above in the armed forces, security corps and services shall be performed by the Ministry of Defense and the Ministry of Interior through their respective bodies. In performance of control pursuant to paragraph 1 (a) above, the public health authorities shall proceed pursuant to (the provisions of - trans.) the Act on the Public Health dealing with performance of State health supervision. The rights and obligations of the public health authority and controlled persons pursuant to paragraph 1 (a) above shall be assessed pursuant to the Act on the Public Health.


Section 36


The Customs Offices


The customs offices shall


a) keep records of all consignments of substances and preparations classified pursuant to Section 2 (2) exported from the territory of the Czech Republic and imported into the territory of the Czech Republic. They shall allow the employees of the Ministry, the Inspectorate, the State Phytosanitary Administration and the regional public health stations to peruse these records, and to make excerpts from them, written copies or photo-copies thereof, including allowing remote digital data transmission through the General Directorate of Customs,


b) not release dangerous substances or substances contained in preparations, whose import is prohibited pursuant to Section 26 (3), with the exception of substances imported for scientific and research purposes or for the needs of inspection activities,


c) control the import and export of substances according to the directly applicable regulations of the European Communities1a),1b),


d) control whether the packaging and labelling of substances and preparations in import and export comply with the requirements of Sections 19 to 22,


e) control that the safety data sheet of a substance or preparation in import or export complies with the requirements pursuant to Article 31 of Regulation (EC) No 1907/20061a),


f) in control pursuant to other legal regulations, control compliance with the obligations stipulated in Sections 19 to 22,


g) submit instigations to the Ministry for performance of supreme State supervision in the import and export of substances and preparations,


h) submit an instigation to the Inspectorate for commencement of proceedings in case of justified suspicion of breach of obligations pursuant to subparagraphs (c) to (f) above.



Section 37


Authorization and Duties of Inspectors and Authorized Employees of the Administrative Authorities


(1)  The inspectors and authorized employees of the administrative authorities performing supervision activities pursuant to this Act shall be authorized, in performance of their control activities,


a) to the necessary extent, to enter or drive onto properties of other persons or enter buildings of other persons used for business activities or operation of other economic activities, unless this requires a permit pursuant to the special legal regulations. Buildings important for State defense33) may be entered only with the consent of the statutory body or head of an organizational unit of the State or persons authorized by this body or head, within whose competence the building important for State defense falls.


b) in case of suspicion of violation of this Act or the directly applicable regulations of the European Communities, to take samples of substances, preparations or articles for the purpose of determining their composition and perform or provide for their analysis. Compensation shall be paid to the controlled person for the collected samples in the amount of the price for which the substance, preparation or article is sold on the market at the time of sampling. The right to compensation shall not arise for a substance, preparation or article that does not comply with the requirements of this Act or the directly applicable regulations of the European Communities,


c) to request the necessary documents and other written material related to the object of the control,


d) to request that the controlled persons provide truthful and complete information on the reviewed and related facts,


e) to seize documents in justified cases; their confiscation must be confirmed in writing to the controlled person and he must be left a copy of the controlled documents,


f) to request that the controlled persons remedy the ascertained shortcomings, their causes and their harmful consequences or perform, without delay, the necessary measures for their remediation and submit a written report about them and their results within the set deadline,


g) to suspend or prohibit placing of a dangerous substance or substance contained in a preparation or an article or preparation1) on the market in case of serious danger to human health and safety, property or the environment or to make a decision on withdrawal thereof from the market,


h) without delay, to inform the State Phytosanitary Administration if it discovers breach of obligations relating to plant protection preparations or auxiliary plant protection agents.


(2) The controlled entity shall be obliged to provide the requested documents, written material and information and to cooperate in the performance of the control to the necessary extent.


(3) Inspectors and authorized employees of the administrative authorities executing competence in the area of protection of health and the environment against the harmful effects of substances or substances contained in preparations and articles and of preparations1) shall be obliged, pursuant to this Act, in performance of their control activities, to


a) notify the controlled person of commencement of the control and present the identity card of an inspector or authorized employee, 


b) secure the rights and legally protected interests of the controlled persons,


c) return the confiscated documents to the controlled person without delay if the reasons for their confiscation cease to exist,


d) provide for proper protection of confiscated original documents against loss, destruction, damage or misuse,


e) draw up a protocol on the results of the control; to provide a copy of the protocol to the controlled person; the details of the protocol are stipulated in a special regulation34),


f) maintain confidentiality of all facts learned in the performance of control and not to abuse knowledge of these facts. 



(4) The State shall be liable for any damage caused in the procedure pursuant to paragraph 1 above; it cannot be relieved of this liability.


TITLE X


Remedial measures and administrative offences


Section 38


Remedial Measures


(1) A person who has placed on the market a dangerous substance or dangerous preparation that does not meet the requirements on their classification, packaging or labelling stipulated by this Act shall be obliged to suspend the placing of such a substance or preparation on the market until he provides for a remedy.


(2) A person who has placed on the market a substance or substance in a preparation or article without complying with the obligation of registration pursuant to the directly applicable regulations of the European Communities shall be obliged to withdraw this substance, preparation or article from the market within the deadline stipulated by the competent administrative authority.


(3) A person who has violated the prohibition or restriction on placing a dangerous substance, preparation or article on the market pursuant to this Act or to the directly applicable regulations of the European Communities shall be obliged to withdraw the dangerous substance, preparation or article to which the prohibition or restriction is related from the market within the deadline stipulated by the competent administrative authority.


(4) An appeal against a decision on withdrawal of a substance, preparation or article from the market shall not have suspensory effect.


Administrative Offences


Section 39


(1) A person who performs testing of the dangerous properties of the substances or preparations mentioned in Section 2 (2) shall be deemed to have committed an administrative offence by not using the basic methods for testing the dangerous properties of substances and preparations pursuant to Section 8 (5) or the methods recommended by the Organisation for Economic Cooperation and Development pursuant to Section 8 (3) or, in testing the dangerous properties of substances or preparations mentioned in Section 2 (2) (f) to (o), failing to comply with the Principles and the principles of protection of animals pursuant to Section 8 (2) and (4). 



(2) A person who performs testing of the dangerous properties of the substances or preparations mentioned in Section 2 (2) (f) to (o) shall be deemed to have committed an administrative offence by 



a) not holding a certificate of compliance with the Principles pursuant to Section 9 (1), or


b) at variance with Section 9 (5), failing to confirm in writing that the tests were performed in accordance with the Principles. 



(3) A fine shall be imposed for an administrative offence in an amount up to


a) CZK 500,000 in case of an administrative offence pursuant to paragraph 1 above or paragraph 2 (b) above,


b) CZK 1,000,000, for an administrative offence pursuant to paragraph 2 (a) above.


Section 39a


(1) A manufacturer, importer or producer shall be deemed to have committed an administrative offence by


a) at variance with Section 3 (1), failing to provide for classification of a substance or preparation prior to placing it on the market,


b) failing to provide for new evaluation of a preparation pursuant to Section 7, or


c) failing to store the data used for classification of the substance or preparation pursuant to Section 3 (6). 



(2) A manufacturer, importer or producer who places on the market substances or preparations classified as dangerous pursuant to Section 2 (2) (a) to (n) shall be deemed to have committed an administrative offence by 



a) failing to ensure that, when being placed on the market, substances or preparations are enclosed in packaging with a fastening that complies with the requirements pursuant to Section 19 (1) to (4), 



b) at variance with Section 19 (6), failing to keep documents on compliance with the requirements on packaging and fastening of substances and preparations, 



c) failing to provide for labelling of substances or preparations pursuant to Section 20 (1) to (6) and (9), Section 21 or Section 22 (1) to (3), or 



d) at variance with Section 20 (10), failing to keep the data used for labelling of a substance or preparation.


(3) A manufacturer or importer who places on the market preparations classified as dangerous pursuant to Section 2 (2) shall be deemed to have committed an administrative offence by failing to provide information on substances or preparations pursuant to Section 22 (4).


(4) A manufacturer, importer, producer or distributor who places on the market or uses dangerous substances or dangerous preparations set out in the implementing regulation issued pursuant to Section 26 (3) shall be deemed to have committed an administrative offence by placing on the market or using a dangerous substance or dangerous preparation at variance with Section 26 (1). 


(5) A manufacturer or importer who places on the market detergents or surface-active substances shall be deemed to have committed an administrative offence by


a) at variance with Section 24 (1), using, on the packaging of liquid detergents intended for sale to consumers, graphical depictions of fruit that could mislead the consumer, or 


b) failing to provide information under Section 24 (2). 



(6) The first recipient shall be deemed to have committed an administrative offence by


a) at variance with Section 3 (1), placing on the market in the Czech Republic substances or preparations that are not classified in accordance with this Act,


b) at variance with Section 19 (3), placing on the market in the Czech Republic substances or preparations whose packaging is not in accordance with the requirements of this Act,


c) at variance with Section 21 (10), placing on the market in the Czech Republic substances or preparations whose labelling is not in accordance with the requirements of this Act,


d) at variance with Section 24 (1), placing on the market in the Czech Republic liquid detergents intended for sale to consumers that have a graphical depiction of fruit on the packaging.


(7) A fine shall be imposed for an administrative offence in an amount up to


a) CZK 1,000,000, for an administrative offence pursuant to paragraph 1 (b) or (c), paragraph 2 (b) or (d) or paragraph 3, 5 or 6 above,


b) CZK 3,000,000, for an administrative offence pursuant to paragraph 1 (a), paragraph 2 (a) or (c) or paragraph 4 above.


Section 39b


(1) A manufacturer, importer, distributor, supplier or downstream user shall be deemed to have committed an administrative offence by breaching the obligation stipulated by the directly applicable regulation of the European Communities on registration, evaluation, permitting or restricting chemical substances1a). 


(2) A manufacturer or importer shall be deemed to have committed an administrative offence by breaching the obligation stipulated by the directly applicable regulation of the European Communities on import and export of chemical substances1b).


(3) A manufacturer, importer or distributor shall be deemed to have committed an administrative offence by  failing to comply with the obligation stipulated by


a) the directly applicable regulation of the European Communities on detergents1c), or


b) the directly applicable regulation of the European Communities on persistent organic pollutants1d).


(4) A fine shall be imposed for an administrative offence in an amount up to


a) CZK 1,000,000, for an administrative offence pursuant to paragraph 2 or 3 above,


b) CZK 5,000,000 for an administrative offence pursuant to paragraph 1 above.


Section 39c


(1) A legal person shall not be liable for an administrative offence if it demonstrates that it made every effort that could possibly have been required to prevent the breach of its legal obligation. 


(2) The gravity of an administrative offence and, in particular, the manner of committing thereof and its consequences, and the circumstances under which it was committed shall be taken into account in determining the amount of the fine imposed on a legal person.


(3) The liability of a legal person for an administrative offence shall expire if an administrative authority does not commence proceedings thereon within 2 years of the date when it learned of the offence and, at the latest, 5 years of the date of committing thereof.


(4) The Inspectorate shall hear administrative offences pursuant to this Act in the first instance. 


(5) The provisions of the Act regarding liability of, and sanctions against, legal persons shall apply to liability for conduct arising from or directly related to the business activity of a natural person35).


(6) The customs offices shall collect and exact fines. 


(7) Fines imposed by the Inspectorate shall be an income for the State Environmental Fund of the Czech Republic.


TITLE XI


Joint, TransitIONAl and Concluding Provisions


Section 40


Joint Provisions


1. The Code of Administrative Procedure shall apply to proceedings pursuant to this Act, unless this Act stipulates otherwise (Section 9 (2)).


2. Unless this Act stipulates otherwise, the collection, storage, provision of access to, submission of and other processing of personal data on manufacturers, importers, distributors, certificate holders and other persons shall proceed pursuant to the special legal regulation36).


Section 41


Transitional Provision


Proceedings commenced and not completed before the date of legal effect of this Act shall be completed pursuant to the current regulations.


Section 42


Repealing provisions


The following are hereby repealed:


1. Decree No. 164/2004 Coll., laying down the basic methods for testing the dangerous properties of chemical substances and chemical preparations from the standpoint of flammability and oxidizing ability.


2. Decree No. 220/2004 Coll., laying down the requisites of reporting dangerous chemical substances and keeping records thereof.


3. Decree No. 221/2004 Coll., laying down lists of dangerous chemical substances and dangerous chemical preparations whose placing on the market is prohibited or whose placing on the market, putting into circulation or use is restricted.


4. Decree No. 222/1994, laying down the basic methods for testing the physical-chemical properties, explosive properties and properties dangerous for the environment for chemical substances and chemical preparations.


5. Decree No. 223/2004 Coll., laying down the detailed conditions for evaluation of the risk of dangerous chemical substances for the environment.


6. Decree No. 231/2004 Coll., laying down the detailed content of a safety data sheet for a dangerous chemical substance and chemical preparation.


7. Decree No. 426/2004 Coll., on registration of chemical substances.


8. Decree No. 427/2004 Coll., laying down the detailed conditions for evaluation of the risk of dangerous chemical substances for human health.


9. Decree No. 443/2004 Coll., laying down the basic methods for testing the toxicity of chemical substances and chemical preparations.


10. Decree No. 109/2005 Coll., amending Decree No. 221/2004 Coll., laying down lists of dangerous chemical substances and dangerous chemical preparations whose placing on the market is prohibited or whose placing on the market, putting into circulation or use is restricted.


11. Decree No. 389/2005 Coll., amending Decree No. 222/1994 Coll., laying down the basic methods for testing the physical-chemical properties, explosive properties and properties dangerous for the environment for chemical substances and chemical preparations.


12. Decree No. 449/2005 Coll., amending Decree No. 443/2004 Coll., laying down the basic methods for testing the toxicity of chemical substances and chemical preparations.


13. Decree No. 460/2005 Coll., amending Decree No. 231/2004 Coll., laying down the detailed content of a safety data sheet for a dangerous chemical substance and chemical preparation.


14. Decree No. 10/2006 Coll., amending Decree No. 164/2004 Coll., laying down the basic methods for testing the dangerous properties of chemical substances and chemical preparations from the standpoint of flammability and oxidizing ability.


15. Decree No. 12/2006 Coll., amending Decree No. 426/2004 Coll., on registration of chemical substances


16. Decree No. 78/2006 Coll., amending Decree No. 221/2004 Coll., laying down lists of dangerous chemical substances and dangerous chemical preparations whose placing on the market is prohibited or whose placing on the market, putting into circulation or use is restricted, as amended by Decree No. 109/2005 Coll.


17. Decree No. 284/2006 Coll., amending Decree No. 221/2004 Coll., laying down lists of dangerous chemical substances and dangerous chemical preparations whose placing on the market is prohibited or whose placing on the market, putting into circulation or use is restricted, as amended.


18. Decree No. 540/2006 Coll., amending Decree No. 221/2004 Coll., laying down lists of dangerous chemical substances and dangerous chemical preparations whose placing on the market is prohibited or whose placing on the market, putting into circulation or use is restricted, as amended.


19. Decree No. 135/2007 Coll., amending Decree No. 221/2004 Coll., laying down lists of dangerous chemical substances and dangerous chemical preparations whose placing on the market is prohibited or whose placing on the market, putting into circulation or use is restricted, as amended.


PART ELEVEN


ENTRY INTO FORCE


Section 52



This Act shall enter into force on the date when the Treaty of Accession of the Czech Republic to the European Union enters into force.


***



1. Act No. 186/2004 Coll., amending some laws in connection with approval of the Act on Customs Authorities of the Czech Republic entered into force on the date when the Treaty of Accession of the Czech Republic to the European Union enters into force (May 1, 2004).


2. Act No. 125/2005 Coll., amending Act No. 120/2002 Coll., on the conditions of placing on the market biocidal preparations and active substances and amending some connected laws, as amended by the Act  No. 186/2004 Coll., and some other laws, entered into force on the first day of the following month after the day of its publication.


3. Act No. 345/2005 Coll., amending Act No. 356/2003 Coll., on chemical substances and chemical preparations and amending some laws, as amended, entered into force on the day of its publication (September 13, 2005), with the exception of the Article 1 (17, 18 and 25) with reference to Section 12(5), the Article 1 (28 and 48) with reference to Section 23(8), and the Article 1 (55) with reference to Section 32(1e), which entered into force on the November 1, 2005, and the provisions of the Article 1 (53) with reference to Section 31(1n) and the Article 1 (65) with reference to Section 38b(3m to 3r), which entered into force on October 8, 2005.


4. Act No. 222/2006 Coll., amending Act No. 76/2002 Coll., on integrated prevention and pollution control, on integrated pollution register and amending some laws, as amended, and some other laws, entered into force entered into force on the first day of the following month after the day of its publication (June 1, 2006).


5. Act No. 371/2008 Coll., amending Act No. 356/2003 Coll., on chemical substances and chemical preparations and amending some laws, as amended, entered into force on the first day of the following month after the day of its publication (November 1, 2008) with the exception of the provisions of Article I (46) and Article III (3) and (16) to (19), which shall enter into force on June 1, 2009. The provisions of Article 63, Section 39a (4) shall be repealed from June 1, 2009.


Annex No. 1 to Act No. 356/2003 Coll.


Minimum Concentrations of Dangerous Substances that are Taken into Consideration in Classification of Substances and Preparations 


			


			Concentration taken into consideration for





			Category of dangerous nature of the substance


			Gaseous preparations


% by volume


			Substances and preparations other than gaseous


% by weight





			Highly toxic


			0.02


			0.1





			Toxic


			0.02


			0.1





			Carcinogenic, category 1 or 2


			0.02


			0.1





			Mutagenic, category 1 or 2


			0.02


			0.1





			Toxic for reproduction, category 1 or 2


			0.02


			0.1





			Harmful to health


			0.2


			1





			Corrosive


			0.02


			1





			Irritant


			0.2


			1





			Sensitizing


			0.2


			1





			Carcinogenic, category 3


			0.2


			1





			Mutagenic, category 3


			0.2


			1





			Toxic for reproduction, category 3


			0.2


			1





			Dangerous for the environment with assigned symbol N


			


			0.1





			Dangerous for the ozone layer of the Earth


			0.1


			0.1





			Dangerous for the environment without assigned symbol N


			


			1








Annex No. 2 to Act No. 356/2003 Coll.


Limiting Concentrations for Dangerous Substances for a Change in the Classification of Dangerous Preparations


			Initial range of concentrations (c) of the substance contained in the preparation


			Permissible change in the concentration of the substance contained in the preparation





			c ( 2.5 %


			( 30 %





			                       2.5 % < c ( 10 %


			( 20 %





			10 % < c ( 25 %


			( 10 %





			  25 % < c ( 100 %


			( 5 %








1) 	Council Directive 67/549/EEC on the approximation of laws, regulations and administrative provisions relating to the classification, packaging and labelling of dangerous substances, as amended.




Directive 1999/45/EEC of the European Parliament and Council concerning the approximation of the laws, regulations and administrative provisions of the Member States relating to the classification, packaging and labelling of dangerous preparations, as amended.




Council Directive 76/769/EEC on the approximation of the laws, regulations and administrative provisions of the Member States relating to restrictions on the marketing and use of certain dangerous substances and preparations, as amended.




Directive 2004/9/EC of the European Parliament and of the Council of 11 February 2004 on the inspection and verification of good laboratory practice.




Directive 2004/10/EC of the European Parliament and of the Council of 11 February 2004 on the harmonisation of laws, regulations and administrative provisions relating to the application of the principles of good laboratory practice and the verification of their application for tests on chemical substances.




1a) 	Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the registration, evaluation, authorisation and restriction of chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC.




1b)	Regulation (EC) No 304/2003 of the European Parliament and of the Council of 28 January 2003 concerning the export and import of dangerous chemicals, as amended.




1c)	Regulation (EC) No 648/2004 of the European Parliament and of the Council of 31 March 2004 on detergents, as amended




1d)	Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29 April 2004 on persistent organic pollutants and amending Directive 79/117/EEC, as amended.




2)	Act No. 79/1997 Coll., on pharmaceuticals and amending and supplementing some related laws, as amended.




3) 	Act No. 91/1996 Coll., on feedingstuffs, as amended.




4)	Act No. 110/1997 Coll., on foodstuffs and tobacco products, and amending and supplementing some related laws, as amended. 




5)	Act No. 258/2000 Coll., on protection of public health and on amendment to some related laws, as amended.




6)	Act No. 18/1997 Coll., on the peaceful use of nuclear energy and ionizing radiation (the Atomic Act) and amending and supplementing some laws, as amended.




7)	Act No. 167/1998 Coll., on dependency producing substances and on amendment to some other laws, as amended.




8)	Act No. 123/2000 Coll., on medical devices and on amendment to some related laws, as amended.




10)	Act No. 44/1988 Coll., on the protection and utilization of mineral resources (the Mining Act), as amended.




11)	Act No. 166/1999 Coll., on veterinary care and on amendment to some related laws (the Veterinary Act), as amended.




12)	Act No. 458/2000 Coll., on the conditions for operating business and on performance of State administration in energy sectors and on amendment to some laws (the Energy Act), as amended.




13)	Act No. 147/1996 Coll., on plant medicinal care and on amendment to some related laws, as amended.




13a)	Act No. 120/2002 Coll., on the conditions for placing biocide preparations and active substances on the market and on amendment to some related laws, as amended.




14)	Act No. 61/1998 Coll., on mining activities, explosives and the State mining administration, as amended.




15)	Act No. 266/1994 Coll., on railways, as amended. 




	The Convention concerning International Carriage by Rail (COTIF), promulgated by Decree No. 8/1985 Coll., as amended.




16)	For example, Act No. 111/1994 Coll., on road transport, as amended, the European Agreement Concerning the International Carriage of Dangerous Goods by Road (ADR), promulgated under No. 64/1987 Coll., as amended.




17)	Act No. 114/1995 Coll., on inland navigation, as amended.




18)	Decree No. 17/1966 Coll., on the air transportation regulations, in the wording of Decree No. 15/1971 Coll.




19)	Act No. 61/2000 Coll., on marine navigation.




20)	Act No. 13/1993 Coll., the Customs Act, as amended.




21)	Act No. 22/1997 Coll., on the technical requirements on products and amending and supplementing some laws, as amended.




	Regulation of the Government No. 194/2001 Coll., stipulating the technical requirements for aerosol sprays.




22)	Act No. 246/1992 Coll., on the protection of animals against cruelty, as amended.




23)	Decision of the Organization for Economic Cooperation and Development No. C(81)30/Final, concerning the mutual acceptance of data on the assessment of chemicals.




23a)	Council Regulation (EC) No 440/2008 of 30 May 2008 laying down test methods pursuant to Regulation (EC) No 1907/2006 of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and Restriction of Chemicals. 









24)	Council Directive 88/320/EEC, as amended.




28a)	Government Regulation No. 361/2007 Coll., stipulating the conditions for protection of health at work.




29)	For example, Act No. 477/2001 Coll., on packaging and amending some laws (Act on Packaging), Act No. 185/2001 Coll., on wastes and amending some other laws, as amended.




33)	Section 29 (2) of Act No. 222/1999 Coll., on provision for the defense of the Czech Republic.




34)	Act No. 552/1991 Coll., on State control, as amended.




35) Section 2 (2) of the Commercial Code.




36)	Act No. 101/2000 Coll., on personal data protection and on amendment to some laws, as amended.
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841. Sklep o soglasju k Spremembi Pravilnika
o merilih in pogojih za uporabo sredstev
Fundacije za financiranje invalidskih in
humanitarnih organizacij v Republiki Sloveniji

Na podlagi 14. &lena Zakona o lastninskem preoblikova-
nju Loterije Slovenije (Uradni list RS, $t. 44/96, 47/97 in 102/07)
in 16. ¢lena Odloka o ustanovitvi Fundacije za financiranje
invalidskih in humanitarnih organizacij v Republiki Sloveniji
(Uradni list RS, §t. 9/98) ter v skladu s 112. &lenom Poslovnika
drzavnega zbora (Uradni list RS, 3t. 92/07 — uradno preti§ée-
no besedilo) je Drzavni zbor Republike Slovenije na seji dne
29. februarja 2008 sprejel

SKLEP

o soglasju k Spremembi Pravilnika o merilih
in pogojih za uporabo sredstev Fundacije
za financiranje invalidskih in humanitarnih
organizacij v Republiki Sloveniji

Drzavni zbor Republike Slovenije daje soglasje k Spre-
membi Pravilnika o merilih in pogojih za uporabo sredstev Fun-
dacije za financiranje invalidskih in humanitarnih organizacij v
Republiki Sloveniji z dné 21. 11. 2007,

St. 412-01/96-21/61
Ljubljana, dne 29. februarja 2008
EPA1773-IV

Predsednik
Drzavnega zbora
Republike Slovenije
France Cukjati, dr. med,, I.r.

842. Sklep o soglasju k Dopolnitvi Pravil Fundacije
za financiranje invalidskih in humanitarnih
organizacij v Republiki Sloveniji

Na podlagi 11. ¢lena Zakona o lastninskem preoblikova-
nju Loterije Slovenije (Uradni list RS, §t. 44/96, 47/97 in 102/07)
in 13. ¢lena Odloka o ustanovitvi Fundacije za financiranje
invalidskih in humanitarnih organizacij v Republiki Sloveniji
(Uradni list RS, §t. 9/98) ter v skladu s 112. ¢lenom Poslovnika
drzavnega zbora (Uradni list RS, &t. 92/07 — uradno preci$ce-
no besedilo) je Drzavni zbor Republike Slovenije na seji dne
29, februarja 2008 sprejel

SKLEP

o soglasju k Dopolnitvi Pravil Fundacije
za financiranje invalidskih in humanitarnih
organizacij v Republiki Sloveniji

Drzavni zbor Republike Slovenije daje soglasje k Dopol-
nitvi Pravil Fundacije za financiranje invalidskih in humanitarnih
organizacij v Republiki Sloveniji z dne 21. 11. 2007.

St. 412-01/96-21/60
Ljubliana, dne 29. februarja 2008
EPA 1774-IV

Predsednik
Drzavnega zbora
Republike Slovenije
France Cukjati, dr. med., I.r.

VLADA

843.  Uredba o izvajanju Uredbe (ES) o registraciji,
evalvaciji, avtorizaciji in omejevanju kemikalij
(REACH)

Na podlagi sedmega odstavka 21. ¢lena Zakona o Viadi
Republike Slovenije (Uradni list RS, §t. 24/05 — uradno preci-
§Ceno besedilo) izdaja Vlada Republike Slovenije

UREDBO
o izvajanju Uredbe (ES) o registraciji, evalvaciji,
avtorizaciji in omejevanju kemikalij (REACH)

SPLOSNI DOLOCBI

1. ¢len

S to uredbo se dologajo organi, pristojni za izvajanje
Uredbe (ES) §t. 1907/2008 Evropskega parlamenta in Sveta
2 dne 18. decembra 2006 o registraciji, evalvaciji, avtorizaci-
ji in omejevanju kemikalij (REACH), o ustanovitvi Evropske
agencije za kemikalije ter spremembi Direktive 1999/45/ES ter
razveljavitvi Uredbe Sveta (EGS) 8t. 793/93 in Uredbe Komisije
(ES) 8t. 1488/94 ter Direktive Sveta 76/769/EGS in direktiv
Komisije 91/155/EGS, 93/67/EGS, 93/105/ES in 2000/21/ES
(UL &t. 396 z dne 30. 12. 20086, str: 1; v nadaljnjem besedilu:
Uredba 1907/2006/ES), nadzor nad izvajanjem te uredbe in
Uredbe 1907/2006/ES ter prekrski in sankcije za kriitve dolo¢b
Uredbe 1907/2006/ES.

2. ¢&en
Izrazi, uporabljeni v tej uredbi, imajo enak pomen kot
izrazi, uporabljeni v Uredbi 1907/2006/ES.

PRISTOJNI ORGAN IN NJEGOVE PRISTOJNOSTI

3. Clen
Organ, pristojen za izvajanje Uredbe 1907/2008/ES in te
uredbe, je Urad Republike Slovenije za kemikalije (v nadalj-
njem besedilu: urad).

4. Clen

Urad za namen izvajanja Uredbe 1907/2006/ES opravlja
naslednje naloge:

1.v skladu z drugim odstavkom 124. &lena Uredbe
1907/2006/ES izvaja sluzbo za pomo¢ uporabnikom,

2. sodeluje z Evropsko agencijo za kemikalije pri nalogah,
dolocenih z Uredbo 1907/2006/ES, in jo obves$ca v skladu z
zahtevami navedene uredbe,

3. izvaja evalvacijo snovi iz tekoCega akcijskega nacrta
Skupnosti oziroma imenuje drug organ, ki bo evalvacijo snovi
opravil v njegovem imenu, ter sprejema odlotitve v zvezi s to
evalvacijo,

4, pripravi dokumentacijo v skladu s Prilogo XV Uredbe
1907/2006/ES za sprozitev postopka za dolocitev omejitev,

5. sodeluje v strokovnih odborih Evropske agencije za
kemikalije (v nadaljnjem besedilu: agencija).

NADZOR

5. &len
(1) In8pekcijski nadzor nad izvajanjem Uredbe 1907/2006/ES
in te uredbe opravljajo indpektoriji, pristojni za kemikalije. InSpek-
cijski nadzor nad izvajanjem Uredbe 1907/2006/ES v delu, ki se
nanasa na omejitve za proizvodnjo, dajanje v promet in uporabo
nekaterih nevarnih snovi, pripravkov in izdelkov v igracah in pred-
Uradni list Republike Slovenije
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metih za nego otrok, v skladu s Prilogo XVII, opravljajo pristojni
zdravstveni in§pektorji.

(2) Nadzor na delovnem mestu nad dostopom do informa-
cij iz 35. €lena Uredbe 1907/2006/ES ter nad uporabo snovi ali
pripravkov iz petega in $estega odstavka 37. élena navedene
uredbe opravljajo tudi in§pektorji, pristojni za delo.

6. &len

InSpektor, pristojen za kemikalije, lahko poleg pooblastil
po splo3nih predpisih in predpisih o kemikalijah ustavi proizvo-
dnjo, dajanje v promet ali uporabo snovi kot take v pripravkih ali
izdelkih, €e v skladu z dolo€bami Uredbe 1907/2006/ES:

- niso bile registrirane ali se uporabljajo za neregistrirane
uporabe (prvi in tretji odstavek 8. €lena, prvi in peti odstavek
7. Clena, prvi odstavek 17. élena, prvi odstavek 18. ¢lena Ured-
be 1907/2006/ES),

- ni na voljo varnostni list ali je neustrezen, hkrati pa ob-
staja utemeljen sum za resno ogroZanje zdravja in okolja (prvi
odstavek 31. ¢lena Uredbe 1907/2006/ES),

— porocilo o kemijski varnosti ni izdelano ali je neustrezno,
hkrati pa obstaja utemelien sum za resno ogroZanje zdrav-
ja in okolja (tretji, Cetrti in sedmi odstavek 37. &lena Uredbe
1907/2006/ES),

- niso uporabljeni ukrepi za nadzor nad tveganjem, hkrati
pa obstaja utemeljen sum za resno ogrozanje zdravja in okolja
(peti odstavek 37. ¢lena Uredbe 1907/2006/ES).

7. &len

(1) Kadar se za snovi ali pripravke, ki se dajejo v promet v
Republiki Sloveniji, zahteva varnostni list, mora biti ta v skladu z
31. &lenom Uredbe 1907/2006/ES in v slovenskem jeziku.

(2) Ne glede na prej$nji odstavek je varnostni list izjemo-
ma lahko le v tujem jeziku, in sicer za poklicno ali laboratorijsko
dejavnost v koli¢inah, ki so manjse od 10 kilogramov na preje-
mnika na leto, pod pogojem, da je ta jezik prejemniku razumljiv
in da prejemnik soglasa s takim varnostnim listom.

KAZENSKE DOLOCBE

8. &len

(1) Z globo od 1.000 do 20.000 eurov se kaznuje za pre-
krsek pravna oseba, ki:

1. je proizvajalec ali uvoznik snovi kot take ali v enem ali
ve¢ pripravkih v koligini, ki znasa eno tono ali ve¢ na leto in
zanjo ne predlozi registracije agenciji (prvi odstavek 6. &lena
Uredbe 1907/2006/ES);

2. je proizvajalec ali uvoznik polimera in agenciji ne pre-
dlozi registracije monomerne/-ih snovi ali druge/-ih snovi, ki jih
udelezenec po dobavni verigi navzgor $e ni registriral, polimer
pa vsebuje 2% (m/m), ali ve¢ take/-ih monomerne/-ih ali dru-
gel-ih snovi v obliki monomernih enot in kemijsko vezane/-ih
snovi ter skupna koli¢ina take/-ih monomeme/-ih ali druge/-th
snovi znada eno fono ali ve¢ na leto (tretji odstavek 6. &lena
Uredbe 1907/2006/ES);

3. je izdelovalec ali uvoznik izdelkov in agenciji ne pre-
dloZi registracije vseh snovi, ki jih vsebujejo ti izdelki, pri tem
pa ti izdelki vsebujejo snov v koli€ini, ki znada skupaj ve¢ kot
eno tono na leto na izdelovalca ali uvoznika, in gre za snov,
ki se spro$éa pod obi€ajnimi ali razumno predvidljivimi pogoji
uporabe (prvi odstavek 7. &lena Uredbe 1907/2006/ES);

4. je izdelovalec ali uvoznik izdelkov in ne prijavi pri agen-
ciji snovi, ki jo (jih) vsebuje izdelek, &e snov izpolnjuje kriterije iz
57. €lena in je opredeljena v skladu s prvim odstavkom 59. Cle-
na Uredbe 1907/2006/ES, ter izdelki vsebujejo snov v koligini,
ki znasa skupaj ve¢ kot eno tono na leto na izdelovalca ali uvo-
znika, in ti izdelki vsebujejo snov v koncentraciji, ki je visja od
0,1% (m/m) (drugi odstavek 7. clena Uredbe 1907/2006/ES);

5. je izdelovalec ali uvoznik izdelkov in agenciji na pod-
lagi njene odlogitve ne predloZi registracije za vse snovi v teh
izdelkih, &e ti izdelki vsebujejo snov v koligini, ki znada skupaj

ved kot eno tono na leto na izdelovalca ali uvoznika, in agencija
lahko utemeljeno domneva, da se snov spros¢a iz izdelkov in
sprostitev snovi iz izdelkov predstavlja tveganje za zdravje ljudi
ali okolje (peti odstavek 7. ¢lena Uredbe 1907/2006/ES);

6. je proizvajalec, uvoznik ali izdelovalec izdelkov in agen-
ciji ne sporodi informacij za snov, ki jo v Skupnosti proizvede ali
vanjo uvozi za hamene v proizvod in proces usmerjenih razi-
skav in razvoja in ki je zato v koli¢ini, ki je omejena za namene
v proizvod in proces usmerjenih raziskav in razvoja, izvzeta
od splodne obveznosti registriranja (drugi odstavek 9. ¢lena
Uredbe 1907/2006/ES);

7. je proizvajalec ali uvoznik snovi ali izdelovalec ali uvo-
znik izdelkov in proizvede ali uvozi snov ali izdela ali uvozi
izdelek prej kot v dveh tednih po prijavi (peti odstavek 9. ¢lena
Uredbe 1807/2006/ES);

8. je proizvajalec in proizvede na mestu samem izoliran
intermediat v koli€ini, ki znaa eno tono ali ved na leto, in
agenciji ne predlozi registracije na mestu samem izoliranega
intermediata (prvi odstavek 17. ¢lena Uredbe 1807/2006/ES);

9. je proizvajalec ali uvoznik transportiranega izoliranega
intermediata v koli¢ini, ki znasa eno tono ali ve¢ na leto, in
agenciji ne predloZi registracije transportiranega izoliranega
intermediata (prvi odstavek 18. ¢lena Uredbe 1907/2006/ES);

10. je glavni registracijski zavezanec in agenciji ne pre-
dlozi informacij, navedenih v tockah (c) in (d) drugega odstav-
ka 17. &lena in tockah {(c}) in (d) drugega odstavka 18. ¢le-
na uredbe 1907/2006/ES (prvi odstavek 19. ¢lena Uredbe
1907/2006/ES);

11. je registracijski zavezanec in po registraciji agenciji
ne predloZi pomembnih novih informacij iz prvega odstavka
22, ¢tlena Uredbe 1907/2006/ES, s katerimi svojo registracijo
dopolnjuje;

12. je registracijski zavezanec in agenciji ne predlozi v
sklepu zahtevanih informacij za dopolnitev registracije ali teh
informacij ne predlozi v roku, ki je naveden v sklepu (drugi
odstavek 22, ¢lena Uredbe 1907/2006/ES);

13. je registracijski zavezanec in v primerih iz 11. in
19. ¢&lena uredbe 1907/2006/ES ne predloZi informacij o spre-
membah letnih in skupnih koli€in, ki jih proizvede ali uvozi,
ali koli¢in snovi v izdelkih, ki jih izdela ali uvozi, ¢e imajo za
posledico spremembe koli€inskega razpona, vklju¢no s prene-
hanjem proizvodnje ali uvoza (Cetrti odstavek 22. ¢lena Uredbe
1907/2006/ES),

14. je registracijski zavezanec in za snovi, ki so bile prija-
vijene v skladu z Direktivo Sveta z dne 27. junija 1967 o pribli-
Zevanju zakonov in drugih predpisov v zvezi z razvr$¢anjem,
pakiranjem in oznagevanjem nevarnih snovi (UL §t. 196 z dne
16. 8. 1967), zadnji¢ spremenjeno z Direktivo 2006/121/ES
Evropskega parlamenta in Sveta z dne 18. decembra 2006 o
spremembi Direktive Sveta 67/548/EGS o priblizevanju zako-
nov in drugih predpisov v zvezi z razvr§¢anjem, pakiranjem in
oznatevanjem nevarnih snovi z namenom prilagoditve Uredbi
(ES) &t. 1907/2006 o registraciji, evalvaciji, avtorizaciji in ome-
jevanju kemikalij (REACH) ter o ustanovitvi Evropske agencije
za kemikalije (UL &t. 396 z dne 30. 12. 2006), katerih proizve-
dena ali uvoZena koli¢ina na proizvajalca oziroma uvoznika
doseze naslednji koli¢inski prag v skladu z 12. &lenom Uredbe
1907/2006/ES, ne predloZi v skladu z 10. in 12. ¢lenom Uredbe
1907/2006/ES dodatno zahtevanih informacij, ki ustrezajo temu
koli¢inskemu pragu in vsem niZjim koli€inskim pragom (drugi
odstavek 24. ¢lena Uredbe 1907/2006/ES);

15. je registracijski zavezanec in pri souporabi informa-
cij ali njihovi skupni predlozitvi izmenjuje informacije o svo-
jem trznem ravnanju, zlasti informacije o proizvodnih zmo-
gljiivostih, obsegu proizvodnje ali obsegu prodaje, uvoznih
koli¢inah ali trznih delezih (drugi odstavek 25. ¢lena Uredbe
1907/2006/ES);

16. je potencialni registracijski zavezanec za snov, ki se
ne uvaja postopno, ali je potencialni registracijski zavezanec
za snov v postopnem uvajanju, ki se ni predhodno registriral
v skladu z 28. &lenom Uredbe 1907/2006/ES in ob poizvedbi
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pri agenciji o tem, ali je bila za enako snov Ze predloZena re-
gistracija, ni predlozil zahtevanih informacij iz prvega odstavka
26. ¢lena Uredbe 1907/2006/ES;

17. je potencialni registracijski zavezanec in ponovno iz-
vede Studije, ki vklju&ujejo vretencarje (tretji odstavek 26. Clena
Uredbe 1907/2006/ES);

18. je registracijski zavezanec in ne zagotovi informacij,
ki vkljuéujejo teste na vretendarjih, potencialnemu registracij-
skemu zavezancu za snovi, ki so bile registrirane pred manj kot
12 leti (prvi odstavek 27. ¢lena Uredbe 1907/2006/ES);

19. je udelezenec Foruma za izmenjavo informacij o sno-
veh (SIEF), ki v okviru svojega SIEF ni preveril, ali je ustrezna
Studija, ki vkljucuje teste na vretencarjih, za pridobitev infor-
macij, zahtevanih za registracijo, Ze na voljo {prvi odstavek
30. glena Uredbe 1907/2006/ES);

20. je lastnik Studije za pridobitev informacij, zahte-
vanih za registracijo, in odkloni, da bo drugemu udeleZen-
cu ali udelezencem zagotovil dokazilo o stroskih Studije
ali samo Studijo (tretji in Cetrti odstavek 30. ¢lena Uredbe
1907/2008/ES);

21. je distributer in ne posreduje ustreznih scenarijev iz-
postavljenosti ali pri pripravi lastnega varnostnega lista ne upo-
rabi drugih ustreznih informacij iz varnostnega lista, ki mu je bil
dostavijen (sedmi odstavek 31. ¢lena Uredbe 1907/2006/ES);

22. je dobavitelj snovi ali pripravkov, za katere mora pre-
jemniku dostaviti varnostni list, in ga ne dostavi v slovenskem
jeziku (peti odstavek 31. ¢lena Uredbe 1907/2006/ES);

23. je udelezenec dobavne verige, ki mora pripraviti poro-
¢ilo o kemijski varnosti, in varnostnemu listu ne prilozi ustrezne-
ga predvidenega scenarija izpostavijenosti v skladu s sedmim
odstavkom 31. ¢lena Uredbe 1907/2006/ES;

24, je nadaljnji uporabnik in pri izdelavi lastnega varno-
stnega lista ne uposSteva ustreznih scenarijev izpostavljenosti
ali ne uporabi drugih ustreznih informacij iz varnostnega lista, ki
mu ga je dostavil dobavitelj (sedmi odstavek 31. ¢lena Uredbe
1807/2006/ES);

25. je zavezanec za dostavo varnostnega lista in varno-
stnega lista na papirju ali v elektronski obliki ne zagotovi brez-
plaéno (osmi odstavek 31. ¢lena Uredbe 1907/2006/ES),

26. je dobavitelj in novega varnostnega lista ne zagotovi
brezpla¢no na papirju ali v elektronski obliki vsem prejemni-
kom, ki jim je v preteklih 12 mesecih dobavil snov ali pripravek
(deveti odstavek 31. &lena Uredbe 1907/2006/ES);

27. je dobavitelj snovi kot take ali v pripravku, ki mu
ni freba dostaviti varnostnega lista, in prejemniku informacij
iz to¢k (a), (b), (¢} in (d) prvega odstavka 32. ¢lena uredbe
1907/2006/ES na papirju ali v elektronski obliki ne zagotovi
brezplaéno do prve dostave snovi ali pripravka (drugi odstavek
32. &lena Uredbe 1907/2006/ES);

28. je dobavitelj snovi kot take ali v pripravku, ki mu ni
treba dostaviti varnostnega lista, in posodobljenih informacij
iz to€k (a), (b), (c) in (d) prvega odstavka 32. ¢lena uredbe
1907/2006/ES ne zagotovi brezplaéno na papirju ali v elektron-
ski obliki vsem prejemnikom, ki jim je v preteklih 12 mesecih
dobavil snov ali pripravek (tretji odstavek 32. ¢lena Uredbe
1907/2006/ES);

29. je dobavitelj izdelka, ki vsebuje snov v koncentraciji
nad 0,1% (m/m), ta snov pa izpolnjuje kriterije iz 57. ¢lena in

je opredeljena v skladu s prvim odstavkom 59. ¢lena Ured-
be 1907/2006/ES, in prejemniku izdelka ne posreduje dovolj
informacij za njegovo varno uporabo, ki so mu na voljo in
vsebujejo vsaj ime te snovi (prvi odstavek 33. &lena Uredbe
1907/2006/ES);

30. je dobavitelj izdelka, ki vsebuje snov v koncentraciji
nad 0,1% (m/m), ta snov pa izpolnjuje kriterije iz 57. &lena in
je opredeljena v skladu s prvim odstavkom 59. ¢lena Ured-
be 1907/2006/ES, in potrodniku na njegovo zahtevo v 45
dneh po prejemu zahtevka brezplacno ne posreduje dovolj
informacij za njegovo varno uporabo, ki so mu na voljo in
vsebujejo vsaj ime te snovi (drugi odstavek 33. Elena Uredbe
1907/2006/ES);

31. je udeleZenec dobavne verige snovi ali pripravka in
naslednjemu udelezencu ali distributerju, ki je v dobavni verigi
na vi§ji stopnji, ne sporogi novih informacij o nevarnih lastno-
stih ne glede na zadevne uporabe ali vseh drugih informacij,
ki bi lahko povzroCile dvom o ustreznosti ukrepov za obvla-
dovanje tveganja iz dostavljenega varnostnega lista in bodo
sporotene samo za opredeliene uporabe (34. élen Uredbe
1907/2006/ES);

32. je distributer in naslednjemu udelezencu ali distri-
buterju iz dobavne verige, ki je na vi§ji stopnji, ne posreduje
novih informacij o nevarnih lastnostih ne glede na zadevne
uporabe ali vseh drugih informacij, ki bi lahko povzrocile dvom
o ustreznosti ukrepov za obvladovanje tveganja iz dostavljene-
ga varnostnega lista in bodo sporoene samo za opredeljene
uporabe (34. ¢len Uredbe 1907/2006/ES).

33. je proizvajalec, uvoznik, nadaljnji uporabnik ali distri-
buter in uradu ali agenciji na njuno zahtevo ne predlozi ali ne
da na razpolago informacij, ki jih mora zbirati in hraniti najman;j
10 let, potem ko je zadnji¢ proizvedel, uvozil, dobavil ali upora-
bil snov kot tako ali v pripravku {prvi odstavek 36. ¢lena Uredbe
1907/2006/ES);

34. je od registracijskega zavezanca, nadaljnjega uporab-
nika ali distributerja snovi ali pripravka prevzela odgovornost
za dajanje v promet te snovi ali pripravka in uradu ali agenciji
na njuno zahtevo ne predloZi ali ne da na razpolago informacij,
ki jih mora zbirati in hraniti namesto registracijskega zave-
zanca, nadaljnjega uporabnika ali distributerja najmanj 10 let,
potem Ko je ta zadnji¢ proizvedel, uvozil, dobavil ali uporabil
snov kot tako ali v pripravku (drugi odstavek 36. ¢lena Uredbe
1907/2006/ES);

35. je proizvajalec, uvoznik ali nadaljnji uporabnik, in potem
ko ga je nadaljnji uporabnik obvestil o uporabi snovi ali pripravka
iz drugega odstavka 37. &lena uredbe 1907/2006/ES, v enem
mesecu po obvestilu oziroma ob prvi naslednji dobavi, ki je bila
opravljena vet kot mesec po obvestilu, te uporabe ne vkljudi v
porocilo o kemijski varnosti iz 14. ¢lena Uredbe 1907/2006/ES
(tretji odstavek 37. ¢lena Uredbe 1907/2006/ES);

36. e pri snoveh v postopnem uvajanju kot proizvaja-
lec, uvoznik ali nadaljnji uporabnik ne uskladi svojih zahtev iz
14. ¢lena v 12 mesecih pred potekom zadevnega roka (tretji
odstavek 37. ¢lena Uredbe 1907/2006/ES),

37. je nadaljnji uporabnik, ki uporablja snov kot tako ali v
pripravku in ne pripravi porogila o kemijski varnosti v skladu s
Prilogo XIl Uredbe 1907/2006/ES za vse uporabe, ki ne spada-
jo pod pogoje iz predvidenega scenarija izpostavljenosti, ali za
katero koli uporabo, ki mu jo njegov dobavitelj odsvetuje (Eetrti
odstavek 37. &lena Uredbe 1907/2006/ES);

38. je nadaljnji uporabnik in svojih poro¢il o kemijski var-
nosti ne dopolnjuje sproti ali jih ne daje na razpolago drugim
(sedmi odstavek 37. &lena Uredbe 1907/2006/ES),

39. je nadaljnji uporabnik, in kadar je v skladu s éetrtim
odstavkom 37. &lena Uredbe 1907/2006/ES zavezan pripraviti
porogilo o kemijski varnosti ali se sklicuje na izvzetje iz tocke (c)
ali (f) Cetrtega odstavka 37. &lena Uredbe 1907/2006/ES, pred
zatetkom dolo¢ene uporabe ali pred nadaljevanjem uporabe
dologene snovi, ki jo je registriral udeleZzenec dobavne verige
na visji stopnji, agenciji ne sporodi informacij iz drugega odstav-
ka 38. ¢lena Uredbe 1907/2006/ES (prvi odstavek 38. ¢lena
Uredbe 1907/2006/ES),

40. je nadaljnji uporabnik iz prvega odstavka 38. &le-
na Uredbe 1907/2006/ES in informacij iz drugega odstavka
38. ¢lena Uredbe 1907/2006/ES ne dopolni takoj, ko se spre-
menijo (tretji odstavek 38. &lena Uredbe 1907/2006/ES);

41. je nadaljnji uporabnik in agenciji ne sporogi, ¢e se
njegova razvrstitev snovi razlikuje od tiste, ki jo je doloil njegov
dobavitelj (Cetrti odstavek 38. ¢lena Uredbe 1907/2006/ES);

42. je nadaljnji uporabnik in v 12 mesecih po prejemu
tevilke registracije, ki jo sporo¢ijo njegovi dobavitelji v var-
nostnem listu, ne pripravi ocene kemijske varnosti ali upora-
bi obveznih priporodil za zmanjSanje tveganja (prvi odstavek
39. &lena Uredbe 1907/2006/ES);
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43. je nadaljnji uporabnik in v 6 mesecih po prejemu
Stevilke registracije, ki jo sporoéijo njegovi dobavitelji v var-
nostnem listu, agenciji ne sporoéi informacij iz 38. Clena
Uredbe 1907/2006/ES (drugi odstavek 39. Clena Uredbe
1907/2006/ES);

44, je registracijski zavezanec in agenciji v doloce-
nem roku ne predloZi informacij iz prvega odstavka 46. Cle-
na Uredbe 1907/2006/ES (Cetrti odstavek 40. lena Uredbe
1907/2006/ES}),

45. ne obvesti agencije o prenehanju proizvodnje ali uvo-
za snhovi oziroma izdelavi ali uvozu izdelka ali nadaljnji upo-
rabnik o prenehanju uporabe snovi (drugi odstavek 50. ¢lena
Uredbe 1907/2006/ES);

48. ne obvesti agencije, da je, potem ko je agencija spre-
jela osnutek odlogitve, prenehal proizvajati ali uvaZati snov ali
izdelovati ali uvazati izdelek ali nadaljnji uporabnik uporabljati
snov (tretji odstavek 50. €lena Uredbe 1907/2006/ES);

47. na zahtevo pristojnega organa in v dolo¢enem roku
ne prediozi dodatnih informacij, potrebnih za pripravo dos-
jeja v skladu s Prilogo XV (Cetrti odstavek 50. ¢lena Uredbe
1907/2006/ES),

48. je proizvajalec, uvoznik ali nadaljnji uporabnik in daje
v promet za uporabo ali sam uporablja snov, ki je vklju¢ena v
Prilego XIV uredbe 1907/2006/ES, in ni nobene od okoliséin iz
tock (a) do (e) prvega odstavka 56. ¢lena Uredbe 1907/2006/ES
(prvi odstavek 56. ¢lena Uredbe 1907/2006/ES);

49. je nadaljnji uporabnik snovi, ki izpolnjuje kriterije iz
prvega odstavka 56. ¢lena Uredbe 1907/2006/ES, in uporablja
to snov v nasprotju s pogoji za to uporabo, ki izhajajo iz avtori-
zacije, izdane udeleZencu, ki je v dobavni verigi na vis§ji stopnji
(drugi odstavek 56. ¢lena Uredbe 1907/2006/ES),

50. je imetnik avtorizacije in ne zagotovi, da je izpo-
stavljenost znizana na najniZjo raven, ki jo je tehni¢no in
praktitno mogoce doseti (deseti odstavek 60. ¢lena Uredbe
1907/2006/ES),

51. je imetnik avtorizacije ali nadaljnji uporabnik iz druge-
ga odstavka 56. ¢lena Uredbe 1907/2006/ES, ki vklju€uje snovi
v pripravke in ne vkljuci Stevilke avtorizacije na etiketo, preden
da snov ali pripravek, ki to snov vsebuje, v promet za dovoljeno
uporabo (65. tlen Uredbe 1907/2006/ES),

52. je proizvajalec, izdelovalec izdelkov ali uvoznik ali
skupina proizvajalcev ali izdelovalcev izdelkov ali uvozni-
kov izdelkov, ki dajejo v promet snov iz 112. &lena Uredbe
1907/2006/ES, in ne sporotijo agenciji informacij za popis v
skladu s prvim odstavkom 113. €lena (prvi odstavek 113. ¢lena
Uredbe 1907/2006/ES);

53.je proizvajalec oziroma izdelovalec izdelkov ali
uvoznik ali skupina proizvajalcev ali izdelovalcev ali uvozni-
kov izdelkov, ki dajejo v promet snov iz 112. &lena Uredbe
1907/2006/ES in ne dopolnijo informacij iz prvega odstavka
113. ¢lena Uredbe 1907/2006/ES (tretji odstavek 113. Elena
Uredbe 1907/2006/ES).

(2) Z globo od 500 do 10.000 eurov se kaznuje samo-
stojni podjetnik posameznik, ki stori prekr§ek iz prejSnjega
odstavka.

(3) Z globo od 200 do 1.000 eurov se kaznuje tudi odgo-
vorna oseba pravne osebe in odgovorna oseba samostojnega
podjetnika posameznika, ki stori prekrdek iz prvega odstavka
tega Clena.

9. ¢len

(1) Z globo od 2.000 do 60.000 eurov se kaznuje za pre-
krSek pravna oseba, ki:

1. je izdelovalec ali uvoznik izdelka in v nasprotju s tretjim
odstavkom 7. élena Uredbe 1907/2006/ES prejemniku izdelka
ne priskrbi ustreznega navodila,

2. je zastopnik fizitne ali pravne osebe s stalnim prebi-
valis¢em oziroma sedezem zunaj Skupnosti, ki proizvaja snov
kot tako, v pripravkih ali izdelkih, oblikuje pripravek ali izdeluje
izdelek, ki se uvaza v Skupnost, in ne da na razpolago ali
sproti ne posodablja informacij o uvozenih koli¢inah in o kupcih,

katerim so bile prodane, ali podatkov o dobavi iz varnostnega
lista, prilagojenega zadnjemu stanju (drugi odstavek 8. Clena
Uredbe 1907/2006/ES);

3. je proizvajalec, uvoznik ali izdelovalec izdelkov in ne
uposteva vseh pogojev, ki jih je postavila agencija v skladu s
Eetrtim odstavkom 9. élena Uredbe 1907/2006/ES (Sesti odsta-
vek 9. ¢lena Uredbe 1907/2006/ES);

4. je registracijski zavezanec in ne izvede ocene kemij-
ske varnosti ali ne pripravi porocila o kemijski varnosti za
snov, ki jo je treba registrirati v skladu s poglavjem 1 naslova
Il uredbe 1907/2006/ES, v koli€ini 10 ton ali ve¢ na leto na
registracijskega zavezanca (prvi odstavek 14. tlena Uredbe
1907/2006/ES);

5. je registracijski zavezanec in ne dolo&i ali ne uporablja
primernih ukrepov za ustrezno nadzorovanje tveganja, ki so
identificirana v oceni kemijske varnosti, ali jih ne priporoci v
varnostnem listu, kjer je to potrebno (Sesti odstavek 14. &lena
Uredbe 1907/2006/ES);

6. je registracijski zavezanec, ki mora pripraviti oceno
kemijske varnosti in svojega porodila o kemijski varnosti ne
da na voljo drugim ali ga sproti ne dopoinjuje (sedmi odstavek
14. ¢lena Uredbe 1907/2006/ES);

7. je dobavitel] snovi ali pripravka, ki izpolnjuje kriterije
za razvrstitev kot nevarno v skladu z Direktivo 67/548/EGS ali
Direktivo 1999/45/ES Evropskega parlamenta in Sveta z dne
31. maja 1999 o pribliZevanju zakonov in drugih predpisov dr-
Zav &lanic v zvezi z razvr§¢anjem, pakiranjem in oznaéevanjem
nevarnih pripravkov (UL §t. 200 z dne 30.7. 1999), zadnji¢
spremenjeno z Uredbo 1907/2006/ES, ali dobavitelj snovi,
ki je obstojna, se kopici v organizmih in je strupena ali zelo
obstojna in se zelo lahko kopici v organizmih v skladu s kriteriji
iz Priloge XIli Uredbe 1807/2006/ES, ali dobavitelj snovi, ki
je zaradi drugih razlogov vklju¢ena na seznam, sestavijen v
skladu s prvim odstavkom 59. ¢lena Uredbe 1907/2006/ES, in
prejemniku snovi ali pripravka ne dostavi varnostnega lista (prvi
odstavek 31. élena Uredbe 1907/2006/ES});

8. je udelezenec dobavne verige, ki mora oceniti kemijsko
varnost snovi in ne zagotovi, da so informacije v varnostnem
listu skladne z informacijami iz ocene kemijske varnosti snovi
(drugi odstavek 31. €lena Uredbe 1907/2006/ES),

9. je udeleZenec dobavne verige in sestavi varnostni list
za pripravek in pripravi oceno kemijske varnosti, in ne zagotovi,
da so informacije iz varnostnega lista skladne s porogilom o
kemijski varnosti za pripravek (drugi odstavek 31. Elena Uredbe
1907/2006/ES);

10. je dobavitelj pripravka, ki ne izpolnjuje kriterijev za
razvrstitev kot nevarno v skladu s 5., 6. in 7. ¢lenom Direk-
tive 1999/45/ES, vendar vsebuje snov, ki izpolnjuje enega
od kriterijev iz tocke (a), (b) ali (c) tretjega odstavka 31. ¢le-
na Uredbe 1907/2006/ES, in prejemniku na njegovo zahtevo
ne priskrbi varnostnega lista, izpolnjenega v skladu s Prilo-
go Il Uredbe 1907/2006/ES (tretji odstavek 31. ¢lena Uredbe
1907/2006/ES);

11. je dobavitelj in varnostnega lista ne posodobi takoj, ko
s0 na voljo nove informacije, ki lahke vplivajo na obvladovanje
tveganja, ali nove informacije o nevarnostih, ali varnostnega
lista ne posodobi takoj po izdaji avtorizacije ali njene zavrnitve
ali takoj po uvedbi omejitve (deveti odstavek 31. ¢lena Uredbe
1907/2006/ES);

12. je dobavitelj snovi kot take ali v pripravku, ki mu ni
treba dostaviti varnostnega lista, in prejemniku ne zagotovi
informacij iz tocke (a), (b}, (¢) in (d) prvega odstavka 32. ¢lena
Uredbe 1907/2006/ES;

13. je dobavitelj snovi kot take ali v pripravku, ki mu ni
treba dostaviti varnostnega lista, in informacij iz tocke (a), (b),
(c) in (d) prvega odstavka 32. ¢lena Uredbe 1907/2006/ES ne
posodobi takoj, ko so na voljo nove informacije, ki lahko vplivajo
na obvladovanje tveganja, ali nove informacije o nevarnostih
ali informacij ne posodobi takoj po izdaji avtorizacije ali njene
zavrnitve ali takoj po uvedbi omejitve (tretji odstavek 32. ¢lena
Uredbe 1907/2006/ES);
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14. je delodajalec in svojim delavcem ali njihovim pred-
stavnikom ne omogoti dostopa do informacij iz 31. in 32. ¢lena
Uredbe 1907/2006/ES o snoveh ali pripravkih, ki jih uporabljajo
ali so jim izpostavijeni med svojim delom (35. &len Uredbe
1907/2006/ES),

15. je nadaljnji uporabnik in ne dolo¢i, ne uporablja, ali
kjer je primerno, ne priporo¢i primernih ukrepov za ustrezen
nadzor nad tveganji, ugotovljenimi v dostavljenem/-ih varno-
stnem/-ih listu/~ih ali v njegovi oceni kemijske varnosti ali v vseh
informacijah o ukrepih za obvladovanje tveganja, ki so mu bile
dostavljene v skladu z 32. ¢lenom Uredbe 1907/2006/ES (peti
odstavek 37. ¢lena Uredbe 1907/2006/ES);

18. je nadaljnji uporabnik, ki mu ni treba pripraviti porogila
o kemijski varnosti, in ne upo3teva uporabe snovi ali ne dologi
ali ne uporabi vseh ustreznih ukrepov za obviadovanje tvega-
nja, nujnih za zagotavljanje ustreznega nadzora nad tveganji za
zdravje ljudi in okolje, ali kjer je to potrebno, teh informacij ne
vkljugi v varnostni list, ki ga pripravi (8esti odstavek 37. &lena
Uredbe 1907/2006/ES);

17. proizvaja, daje v promet ali uporablja snov kot tako ali
v pripravku ali izdelku, za katero vsebuje Priloga XVII Uredbe
1907/2006/ES omejitev, v nasprotju s pogoji iz omejitev (prvi
odstavek 67. ¢lena Uredbe 1907/2006/ES).

(2) Z globo od 800 do 32.000 eurov se kaznuje samo-
stojni podjetnik posameznik, ki stori prekrSek iz prejSnjega
odstavka.

(3) Z globo od 400 do 2.000 eurov se kaznuje tudi odgo-
vorna oseba pravne osebe in odgovorna oseba samostojnega
podjetnika posameznika, ki stori prekrdek iz prvega odstavka
tega &lena.

KONCNA DOLOCBA

10. &len
Ta uredba zaéne veljati petnajsti dan po objavi v Uradnem
listu Republike Slovenije, doloébe 6., 7., 8. in 9. &lena te uredbe
pa se zacnejo uporabljati 1. junija 2008, razen 17. tocke 9. Cle-
na, ki se za€ne uporabljati 1. junija 2009.

St. 00725-2/2008/6
Ljubljana, dne 28. februarja 2008
EVA 2006-2711-0227
Vlada Republike Slovenije

Janez Jansa l.r.
Predsednik

844. Uredba o dolo&itvi zunanje meje priobalnega
zemljis$¢a na nekaterih zemljiskih parcelah ob
reki Mirni v Ob¢ini Sevnica

Na podlagi Cetrtega odstavka 14. ¢lena Zakona o vodah
(Uradni list RS, &t. 67/02, 110/02 — ZGO-1, 2/04 — ZZdrl-A in
41/04 — 2V0O-1) izdaja Vlada Republike Slovenije

UREDBO
o doloéitvi zunanje meje priobalnega zemljis¢a
na nekaterih zemljiskih parcelah ob reki Mirni
v Ob¢ini Sevnica

1. ¢len
Ta uredba dolo¢a zunanjo mejo priobalnega zemljis¢a na
nekaterih zemljiskih parcelah na desnem in levem bregu reke
Mirne v Obgini Sevnica zaradi urejanja voda in omogo¢&anja
splosne rabe vodnega dobra.

2. ¢len
(1) Zunanja meja priobalnega zemljis¢a na levem bregu

234/1, 23413, 233/2, 232/2, 228, 227, 226, 225, 224, 222/1,
222/8, 221/3, 218/3, 21711, 214/1, 21211, 211/1, 210/1, 209/1,
1024/19, 208/1, k.o. Bostanj.

(2) Zunanja meja priobalnega zemljis¢a na levem bregu
reke Mirne poteka po zeml;ji§éih iz prejSnjega odstavka in je do-
lo¢ena s toCkami drzavnega koordinatnega sistema iz Priloge
1, ki je sestavni del te uredbe.

3. &len

(1) Zunanja meja priobalnega zemljis¢a na desnem bre-
gu reke Mirne poteka po zemljiscih parc. §t. 2534/10, 2560,
2312/8, 2312/9, 2312110, 2312/11, 2312/54, 2312/28, 2552/3,
k.o. Log.

(2) Zunanja meja priobalnega zemljiS¢a na desnem bregu
reke Mirmne poteka po zemlji$cih iz prejSnjega odstavka in je do-
lo€ena s tockami drzavnega koordinatnega sistema iz Priloge
2, ki je sestavni del te uredbe.

4. ¢&len
Podatek o $irini in zunanji meji priobalnega zemljis¢a iz
prej8njega tlena se vnese kot podatek v zemljiski kataster ozi-
roma v evidenco pravnih reZimov v skladu s predpisi, ki urejajo
evidentiranje nepremicnin.

5. &len
Ta uredba zacne veljati naslednji dan po objavi v Ura-
dnem listu Republike Slovenije.

St. 00719-9/2008/6
Ljubljana, dne 28. februarja 2008
EVA 2008-2511-0068
Viada Republike Slovenije

Janez Jansa I.r.
Predsednik

Priloga 1
Koordinate tock, ki dolo€ajo mejo zunanjo priobalnega ze-

mljis¢a na zemljidkih parcelah iz prvega odstavka 2. ¢lena te
uredbe na levem bregu reke Mirne:

Tocka Y X
1 96037,43 523065,63
2 96030,66 523055,68
3 96013,94 523031,10
4 96012,70 523026,55
5 96011,17 523022,18
6 96010,98 523021,96
7 96009,48 523020,22
8 96001,17 523010,66
9 95991,25 6§22999,40
10 95986,91 622994,45
11 95982, 49 522989,39
12 9597791 522984,14
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SERVICE PUBLIC FEDERAL SANTE PUBLIQUE,
SECURITE DE LA CHAINE ALIMENTAIRE
ET ENVIRONNEMENT

F. 2009 — 3547 [C - 2009/24375]

10 SEPTEMBRE 2009. — Loi modifiant la loi du 21 décembre 1998
relative aux normes de produits ayant pour but la promotion de
modes de production et de consommation durables et la protection
de I’environnement et de la santé

ALBERT II, Roi des Belges,
A tous, présents et a venir, Salut.

Les Chambres ont adopté et Nous sanctionnons ce qui suit :
CHAPITRE I¥". — Dispositions générales

Article 1. La présente loi régle une matiére visée a I'article 78 de la
Constitution.

Art. 2. La présente loi a pour but principal de se conformer a
l'article 126 du Reglement (CE) n° 1907/2006 du Parlement européen et
du Conseil du 18 décembre 2006 concernant 1’enregistrement, 1’évalua-
tion et I'autorisation des substances chimiques ainsi que les restrictions
applicables a ces substances (REACH), instituant une agence euro-
péenne des produits chimiques modifiant la directive 1999/45/CE et
abrogeant le reglement (CEE) n° 793/93 du Conseil et le reglement (CE)
n° 1488/94 de la Commission ainsi que la directive 76/769/CEE du
Conseil et les directives 91/155/CEE, 93/67/CEE, 93/105/CE et
2000/21/CE de la Commission.

CHAPITRE II. — Modifications de la loi du 21 décembre 1998

Art. 3. A larticle 2, de la loi du 21 décembre 1998 relative aux
normes de produits ayant pour but la promotion de modes de
production et de consommation durables et la protection de I’environ-
nement et de la santé, les modifications suivantes sont apportées :

a) au 1°, modifié par la loi du 27 décembre 2004, les mots «, les
articles, » sont insérés entre le mot « préparations » et les mots «les
biocides »;

b) entre les points 6° et 7° est inséré un nouveau point 6° bis, rédigé
comme suit :

« 6° bis : article : un objet auquel sont donnés, au cours du processus
de fabrication, une forme, une surface ou un dessin particuliers qui sont
plus déterminants pour sa fonction que sa composition chimique »;

c) l'article est complété par le point 22° rédigé comme suit :

« 22° REACH : Reglement (CE) n° 1907/2006 du Parlement européen
et du Conseil du 18 décembre 2006 concernant l’enregistrement,
I’évaluation et l’autorisation des substances chimiques ainsi que les
restrictions applicables a ces substances (REACH), instituant une
agence européenne des produits chimiques modifiant la directive
1999/45/CE et abrogeant le reglement (CEE) n° 793/93 du Conseil et le
reglement (CE) n°® 1488/94 de la Commission ainsi que la directive
76/769/CEE du Conseil et les directives 91/155/CEE, 93/67/CEE,
93/105/CE et 2000/21/CE de la Commission. ».

Art. 4. L'intitulé du chapitre III de la méme loi est remplacé par ce
qui suit :

« CHAPITRE III. — Dispositions particulieres relatives aux substan-
ces, préparations et articles »

Art. 5. L'article 7 de la méme loi est remplacé par ce qui suit :

« Art. 7. Le Roi peut prendre, par arrété délibéré en Conseil des
Ministres, des mesures nécessaires pour l'exécution du reéglement
REACH. ».

FEDERALE OVERHEIDSDIENST VOLKSGEZONDHEID,
VEILIGHEID VAN DE VOEDSELKETEN
EN LEEFMILIEU

N. 2009 — 3547 [C - 2009/24375]

10 SEPTEMBER 2009. — Wet tot wijziging van de wet van 21 decem-
ber 1998 betreffende de productnormen ter bevordering van
duurzame productie- en consumptiepatronen en ter bescherming
van het leefmilieu en de volksgezondheid

ALBERT II, Koning der Belgen,
Aan allen die nu zijn en hierna wezen zullen, Onze Groet.

De Kamers hebben aangenomen en Wij bekrachtigen hetgeen volgt :
HOOFDSTUK 1. — Algemene bepalingen

Artikel 1. Deze wet regelt een aangelegenheid als bedoeld in
artikel 78 van de Grondwet.

Art. 2. In de eerste plaats heeft deze wet tot doel te conformeren aan
het artikel 126 van de Verordening (EG) nr. 1907 /2006 van het Europees
Parlement en de Raad van 18 december 2006 inzake de registratie en
beoordeling van en de autorisatie en beperkingen ten aanzien van
chemische stoffen (REACH), tot oprichting van een Europees Agent-
schap voor chemische stoffen, houdende wijziging van Richt-
liin 1999/45/EG en houdende intrekking van Verordening (EEG)
nr. 793/93 van de Raad en Verordening (EG) nr. 1488/94 van de
Commissie alsmede Richtlijn 76/769/EEG van de Raad en de Richt-
lijnen 91/155/EEG, 93/67/EEG, 93/105/EG en 2000/21/EG van de
Commissie.

HOOFDSTUK II. — Wijzigingen van de wet van 21 december 1998

Art. 3. In artikel 2, van de wet van 21 december 1998 betreffende de
productnormen ter bevordering van duurzame productiepatronen en
consumptiepatronen en ter bescherming van het leefmilieu en de
volksgezondheid, worden volgende wijzigingen aangebracht :

a) in de bepaling onder 1°, gewijzigd bij de wet van 27 decem-
ber 2004, wordt het woord «, voorwerpen, » ingevoegd tussen het
woord « preparaten » en het woord « biociden »;

b) tussen de punten 6° en 7° wordt een nieuw punt 6° bis ingevoegd,
luidende :

«6° bis: voorwerp : een object waaraan tijdens de productie een
speciale vorm, oppervlak of patroon wordt gegeven waardoor zijn
functie in hogere mate wordt bepaald dan door de chemische
samenstelling »;

c) het artikel wordt aangevuld met een punt 22°, luidende :

«22° REACH : Verordening (EG) nr. 1907/2006 van het Europees
Parlement en de Raad van 18 december 2006 inzake de registratie en
beoordeling van en de autorisatie en beperkingen ten aanzien van
chemische stoffen (REACH), tot oprichting van een Europees Agent-
schap voor chemische stoffen, houdende wijziging van Richtlijn
1999/45/EG en houdende intrekking van Verordening (EEG) nr. 793 /93
van de Raad en Verordening (EG) nr. 1488/94 van de Commissie
alsmede Richtlijn 76/769/EEG van de Raad en de Richt-
liinen 91/155/EEG, 93/67/EEG, 93/105/EG en 2000/21/EG van de
Commissie. ».

Art. 4. Het opschrift van hoofdstuk III, van dezelfde wet, wordt
vervangen als volgt :

«HOOFDSTUK III. — Bijzondere bepalingen betreffende stoffen,
preparaten en voorwerpen »

Art. 5. Artikel 7 van dezelfde wet wordt vervangen als volgt :

«Art. 7. De Koning kan, bij een besluit vastgesteld na overleg in de
Ministerraad, maatregelen nemen die nodig zijn voor de uitvoering van
de verordening REACH. ».







MONITEUR BELGE — 19.10.2009 — BELGISCH STAATSBLAD

68203

Art. 6. Alarticle 15 de la méme loi, les modifications suivantes sont
apportées :

a) le paragraphe 1°" est remplacé par ce qui suit :

« Art. 15. § 1. Sans préjudice des attributions des officiers de police
judiciaire, les membres du personnel statutaire ou contractuel du
Service public fédéral Santé publique, Sécurité de la Chaine alimentaire
et Environnement désignés a cette fin par le Roi surveillent ’exécution
des dispositions de la présente loi et de leurs arrétés d’exécution ainsi
que des réglements de 1'Union européenne figurant a 'annexe I de la
présente loi et relevant des compétences du Service public fédéral Santé
publique, Sécurité de la Chaine alimentaire et Environnement.

Les membres du personnel contractuel prétent serment, préalable-
ment a l’exercice de leurs fonctions, entre les mains du ministre qui a
dans ses attributions la Santé publique et le Ministre qui a dans ses
attributions I’Environnement, ou de leurs délégué(s) respectifs.

D’autres agents ou personnes peuvent étre désignés par le Roi, par
arrété délibéré en conseil des Ministres. Ils préteront serment, le cas
échéant, entre les mains du Ministre qui a dans ses attributions la Santé
publique et le ministre qui a dans ses attributions I’Environnement, ou
de leurs délégué(s) respectives. »;

b) au paragraphe 2, les mots « fonctionnaires et agents » sont chaque
fois remplacés par les mots « membres du personnel statutaire ou
contractuel; les mots « fonctionnaire ou agent » sont remplacés par les
mots « membre du personnel statutaire ou contractuel ».

c) le paragraphe 5 est remplacé par ce qui suit :

§ 5. Sauf si un avertissement est donné, tel que visé a 'article 17bis,
les membres du personnel statutaire ou contractuel, visés a l’article 15,
constatent les infractions a la présente loi, a ses arrétés d’exécution ou
aux réglements figurant a 'annexe I, en dressant des procés-verbaux
qui font foi jusqu’a preuve du contraire. Une copie du proces-verbal est
transmise au contrevenant dans les trente jours suivant la date de la
constatation. ».

Art. 7. § 1. Dans les articles 16 et 17bis de la méme loi, les mots
« fonctionnaires et agents » ou les mots « fonctionnaires et les
agents » sont chaque fois remplacés par les mots « membres du
personnel statutaire ou contractuel »; les mots « fonctionnaire ou
agent » sont remplacés par les mots « membre du personnel statutaire
ou contractuel ».

§ 2. Dans l'article 17, § 1%, 6°, de la méme loi, le mot « fonctionnai-
res » est remplacé par les mots « membres du personnel statutaire ou
contractuel ».

Art. 8. Alarticle 17 de la méme loi, modifié en dernier lieu par la loi
du 11 mai 2007, sont apportées les modifications suivantes :

1° Le paragraphe 1, 3°, est remplacé par ce qui suit :
« 3° celui qui enfreint :

a) l'article 5, l'article 7, § 3, l'article 8, § 2, l'article 9, § 4 ou 6,
Iarticle 13, § 4, l'article 14, § 1¥%, 6 ou 7, I'article 26, § 3, 1’article 30, § 3,
I'article 31,§ 1°%, 2, 3,7 ou 9, larticle 32, § 1°" ou 3, I'article 33, § 1°" ou 2,
I'article 34, I’article 37, § 4, 5, 6 ou 7, l'article 38, § 1, 3 ou 4, 'article 39,
§ 1°7 ou 2, l'article 40, § 4, 'article 50, § 4, 'article 55, I'article 56, § 1°*
ou 2, l'article 60, § 10, I'article 65 ou l'article 67, § 1¢", du reglement
REACH; ou

b) une décision de 1’Agence européenne des produits chimiques ou
de la Commission européenne relative a l'une des références visées au
point a) de ce paragraphe; »;

2° dans le paragraphe 2, le chiffre «40» est remplacé par le
chiffre « 52 »;

3° dans le paragraphe 2, 1°, les mots « et 9 » sont remplacés par les
mots «, 9 et 20 »;

Art. 6. In artikel 15 van dezelfde wet worden de volgende wijzigin-
gen aangebracht :

a) paragraaf 1 wordt vervangen als volgt :

«Art. 15 § 1¢. «Onverminderd de ambtsbevoegdheden van de
officieren van gerechtelijke politie, zien de daartoe door de Koning
aangewezen statutaire of contractuele personeelsleden van de Federale
Overheidsdienst Volksgezondheid, Veiligheid van de Voedselketen en
Leefmilieu toe op de uitvoering van de bepalingen van deze wet en van
zijn uitvoeringsbesluiten evenals van de verordeningen van de Euro-
pese Unie die opgenomen zijn in bijlage I bij deze wet en die behoren
tot de bevoegdheden van Federale Overheidsdienst Volksgezondheid,
Veiligheid van de Voedselketen en Leefmilieu.

De contractuele personeelsleden leggen voorafgaand aan de uitoefe-
ning van hun functie, de eed af in handen van de Minister tot wiens
bevoegdheid de Volksgezondheid behoort en de Minister tot wiens
bevoegdheid het Leefmilieu behoort, of van hun respectieve aange-
stelde.

Andere ambtenaren of personen kunnen door de Koning worden
aangewezen bij besluit vastgesteld na overleg in de Ministerraad. Ze
zullen de eed afleggen, in voorkomend geval, in handen van de
minister tot wiens bevoegdheid de Volksgezondheid behoort en de
minister tot wiens bevoegdheid het Leefmilieu behoort, of van hun
respectieve aangestelde. »;

b) in paragraaf 2 worden de woorden « ambtenaren en beambten »
telkens vervangen door de woorden « statutaire of contractuele perso-
neelsleden »; de woorden « ambtenaar of beambte » worden door de
woorden « statutair of contractueel personeelslid » vervangen.

c) paragraaf 5 wordt vervangen als volgt :

«§ 5. Behoudens wanneer een waarschuwing wordt gegeven zoals
vermeld in artikel 17bis, stellen de statutaire of contractuele personeels-
leden, bedoeld in artikel 15, de overtreding van deze wet, van de in de
bijlage I opgesomde verordeningen of van de ten uitvoer genomen
besluiten, vast in processen-verbaal, die bewijskracht hebben behou-
dens tegenbewijs. Een afschrift ervan wordt binnen de dertig kalender-
dagen na de vaststelling aan de overtreder toegezonden. ».

Art. 7. § 1. In artikels 16 en 17bis van dezelfde wet worden de
woorden «ambtenaren en beambten » telkens vervangen door de
woorden « statutaire of contractuele personeelsleden »; de woorden
«ambtenaar of beambte » worden door de woorden «statutair of
contractueel personeelslid » vervangen.

§ 2. In artikel 17, § 1°%, 6°, van dezelfde wet worden de woorden
« ambtenaren » vervangen door de woorden « statutaire of contractuele
personeelsleden ».

Art. 8. In artikel 17 van dezelfde wet, laatst gewijzigd bij de wet van
11 mei 2007, worden de volgende wijzigingen aangebracht :

1° Paragraaf 1, 3°, wordt vervangen als volgt :
«3° hij die inbreuk pleegt op :

a) artikel 5, artikel 7, § 3, artikel 8, § 2, artikel 9, §§ 4 of 6, artikel 13,
§ 4, artikel 14, § 1, 6 of 7, artikel 26, § 3, artikel 30, § 3, artikel 31, § 1, 2,
3,7 of 9, artikel 32, § 1 of 3, artikel 33, § 1 of 2, artikel 34, artikel 37, § 4,
5,6 of 7, artikel 38, § 1, 3 of 4, artikel 39, § 1 of 2, artikel 40, § 4, artikel 50,
§ 4, artikel 55, artikel 56, § 1 of 2, artikel 60, § 10, artikel 65 of artikel 67,
§ 1, van de verordening REACH; of

b) een beslissing van het Europees Agentschap voor chemische
stoffen of van de Europese Commissie die betrekking heeft op een van
de verwijzingen in punt a) van deze paragraaf; »;

2° in paragraaf 2 wordt het getal «40» vervangen door het
getal « 52 »;

3°in paragraaf 2, 1°, worden de woorden « en 9 » vervangen door de
woorden «, 9 en 20 »;
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4° le paragraphe 2, 4°, est remplacé par ce qui suit :
«4° celui qui enfreint :

a) l'article 6, § 1°" ou 3, l'article 7, § 1°%, 2 ou 5, l'article 9, § 2,
I'article 11, § 1°%, I’article 12, § 2, I’article 13, § 1°" ou 3, larticle 17, § 1%,
l'article 18, § 1%, l'article 19, § 1¢7, l’article 22, § 1%, 2 ou 4, Iarticle 24,
§ 2, l'article 25, § 1" ou 2, 'article 26, § 1¢, l'article 30, § 1%, 2 ou 4,
I'article 31, § 5 ou 8, larticle 32, § 2, I'article 36, § 1°" ou 2, I’article 37,
§ 2 ou 3, l'article 41, § 4, I'article 46, § 2, I'article 49, l'article 50, § 2 ou
3, I'article 53, § 2 ou 3, 'article 61, § 1°" ou 3, I'article 63, § 3, ’article 66,
§ 1¢7, l'article 105, I'article 113, § 1°" ou 3 du reglement REACH; ou

b) une décision de 1’Agence européenne des produits chimiques ou
de la Commission européenne relative a l'une des références visées au
point a) de ce paragraphe; »;

5° dans le paragraphe 2 bis, le mot « cent » est abrogé.

Art. 9. A larticle 17 bis de la méme loi, inséré par la loi du
28 mars 2003, les modifications suivantes sont apportées :

1° dans l'alinéa 2, le mot « quinze » est remplacé par le mot « trente »;

2° l'alinéa 2, c), est remplacé par ce qui suit :

«¢) que, si aucune suite n’est donnée a l'avertissement, un proces-
verbal sera dressé, et il sera donné suite selon les dispositions de
I’article 18 »;

3° le méme article est complété par un alinéa rédigé comme suit :
«Le présent article ne s’applique pas aux infractions relatives a:

a) larticle 5, Iarticle 6, §§ 1" ou 3, l’article 7, §§ 1°" ou 5, l'article §, § 2,
I’article 9 §§ 2 ou 4, l'article 13, §§ 1°" ou 3, l'article 14, §§ 1°" ou 6,
I'article 17, § 1°%, larticle 18, § 1°, l’article 22, § 2, l’article 25, § 1%,
l'article 30, § 1¢%, l'article 31, §§ 1¢%, 3 ou 8, l'article 32, §§ 1°" ou 2,
I’article 36, §§ 1" ou 2, 'article 40, § 4, l'article 41, § 4, I’article 46, § 2,
I'article 49, 'article 50, § 4, I'article 56, §§ 1° ou 2, I’article 65, I’article 66,
§ 1¢7, l'article 67, § 1°", ou l'article 105 du Reglement REACH; ou

b) une décision de 1’Agence européenne des produits chimiques ou
de la Commission européenne relative a l'une des références visées au
point a) de ce paragraphe; ».

Art. 10. A larticle 18 de la méme loi, modifié par la loi du
28 mars 2003, les §§ 1°" a 7 sont remplacés par ce qui suit :

« § 1°". Les infractions a la présente loi, aux arrétés pris en exécution
de celle-ci ou aux reglements de la Communauté européenne men-
tionnés dans son annexe I, punissables en vertu de 'article 17, §§ 1, 2 ou
2bis, font l'objet soit de poursuites pénales soit d'une amende
administrative telle que visée au présent article.

§ 2. Les membres du personnel statutaire ou contractuel désignés par
le Roi en vertu de l'article 15, § 1¥, envoient le proces-verbal qui
constate l'infraction :

a) en cas d’infraction punissable en vertu de l'article 17, § 1°, au
procureur du Roi ainsi qu’une copie au fonctionnaire, titulaire d’une
licence ou d’un master en droit, désigné par le Roi;

b) en cas d’infraction punissable en vertu de larticle 17, § 2, au
fonctionnaire mentionné au point a).

§ 3. Dans le cadre du paragraphe 2, a), le procureur du Roi décide s'il
y a lieu ou non de poursuivre pénalement. Les poursuites pénales
excluent l'application d’une amende administrative, méme si un
acquittement les cloture.

Le procureur du Roi dispose d’un délai de trois mois a compter du
jour de la réception du proces-verbal pour notifier sa décision au
fonctionnaire désigné par le Roi. Dans le cas ou le procureur du Roi
renonce a intenter des poursuites pénales ou omet de notifier sa
décision dans le délai fixé, le fonctionnaire désigné par le Roi, suivant
les modalités et conditions qu’il fixe, décide, apres avoir mis l'intéressé
en mesure de présenter ses moyens de défense sil y a lieu de proposer
une amende administrative du chef de l'infraction.

4° paragraaf 2, 4°, wordt vervangen als volgt :
«4° hij die inbreuk pleegt op :

a) artikel 6, § 1 of 3, artikel 7, § 1, 2 of 5, artikel 9, § 2, artikel 11, § 1,
artikel 12, § 2, artikel 13, § 1 of 3, artikel 17, § 1, artikel 18, § 1, artikel 19,
§ 1, artikel 22, § 1, 2 of 4, artikel 24, § 2, artikel 25, § 1 of 2, artikel 26,
§ 1, artikel 30, § 1, 2 of 4, artikel 31, § 5 of 8, artikel 32, § 2, artikel 36,
§ 1 of 2, artikel 37, § 2 of 3, artikel 41, § 4, artikel 46, § 2, artikel 49,
artikel 50, § 2 of 3, artikel 53, § 2 of 3, artikel 61, § 1 of 3, artikel 63, § 3,
artikel 66, § 1, artikel 105, artikel 113, § 1 of 3, van de verordening (EG)
REACH; of

b) een beslissing van het Europees Agentschap voor chemische
stoffen of van de Europese Commissie die betrekking heeft op een van
de verwijzingen in punt a) van deze paragraaf; »;

5° in de Franse tekst van paragraaf 2 bis wordt het woord « cent »
opgeheven.

Art. 9. In artikel 17 bis van dezelfde wet, ingevoegd bij de wet van
28 maart 2003, worden de volgende wijzigingen aangebracht :

1° in het tweede lid wordt het woord « vijftien » door het woord
«dertig » vervangen;

2° het tweede lid, c), wordt vervangen als volgt :

«c) dat, als geen gevolg gegeven wordt aan de waarschuwing, een
proces-verbaal zal opgesteld worden, en gevolg gegeven zal worden
volgens de bepalingen van artikel 18 »;

3° hetzelfde artikel wordt aangevuld met een lid, luidende :
« Dit artikel is niet van toepassing op overtredingen van :

a) artikel 5, artikel 6, §§ 1 of 3, artikel 7, §§ 1 of 5, artikel 8, § 2,
artikel 9, §§ 2 of 4, artikel 13, §§ 1 of 3, artikel 14, §§ 1 of 6, artikel 17,
§ 1, artikel 18, § 1, artikel 22, § 2, artikel 25, § 1, artikel 30, § 1, artikel 31,
§§ 1, 3 of 8, artikel 32, §§ 1 of 2, artikel 36, §§ 1 of 2, artikel 40, § 4,
artikel 41, § 4, artikel 46, § 2, artikel 49, artikel 50, § 4, artikel 56, §§ 1 of
2, artikel 65, artikel 66, § 1, artikel 67, § 1, of artikel 105 van de
Verordening REACH; of

b) een beslissing van het Europees Agentschap voor chemische
stoffen of van de Europese Commissie die betrekking heeft op een van
de verwijzingen in punt a) van deze paragraaf; ».

Art. 10. Artikel 18, §§ 1 tot 7, van dezelfde wet, gewijzigd bij de wet
van 28 maart 2003, worden vervangen als volgt :

«§ 1. De overtredingen van deze wet of van de besluiten tot
uitvoering ervan, of van de verordeningen van de Europese Gemeen-
schap vermeld in de bijlage I bij deze wet, die strafbaar gesteld zijn
door artikel 17, §§ 1°°, 2 of 2bis, maken voorwerp uit van ofwel
strafrechtelijke vervolgingen ofwel van een administratieve boete zoals
bedoeld in dit artikel.

§ 2. De overeenkomstig artikel 15, § 1, door de Koning aangewezen
statutaire of contractuele personeelsleden, sturen het proces-verbaal dat
het misdrijf vaststelt :

a) in geval van overtredingen die strafbaar gesteld zijn door
artikel 17, § 1, naar de procureur des Konings, alsook een afschrift ervan
naar de door de Koning aangeduide ambtenaar, houder van een
licentiaat of van een master in de rechten;

b) in geval van overtredingen die strafbaar gesteld zijn door
artikel 17, § 2, naar de in a) bedoelde ambtenaar.

§ 3. In het geval van paragraaf 2, a), beslist de procureur des Konings
of hij al dan niet strafrechtelijk vervolgt. Strafvervolging sluit admini-
stratieve geldboete uit, ook wanneer de vervolging tot vrijspraak heeft
geleid.

De procureur des Konings beschikt over een termijn van drie
maanden, te rekenen van de dag van ontvangst van het proces-verbaal,
om van zijn beslissing kennis te geven aan de door de Koning
aangeduide ambtenaar. Ingeval de procureur des Konings van strafver-
volging afziet of verzuimt binnen de gestelde termijn van zijn beslissing
kennis te geven, beslist de door de Koning aangeduide ambtenaar
overeenkomstig de nadere regels en voorwaarden die Hij bepaalt, of
wegens het misdrijff een administratieve geldboete moet worden
voorgesteld, nadat de betrokkene de mogelijkheid geboden werd zijn
verweermiddelen naar voor te brengen.
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§ 4. Dans le cadre du paragraphe 2, b), le fonctionnaire peut proposer
a l'auteur d'une infraction une amende administrative, aprés avoir mis
I'intéressé en mesure de présenter ses moyens de défense.

Si aucune proposition d’amende administrative n’est faite, le proces-
verbal est transmis au procureur de Roi. Si une proposition d’amende
administrative a été faite, une copie du proces-verbal est transmise au
procureur du Roi a titre informatif.

§ 4bis. Le montant de I'amende administrative visée aux paragra-
phes 3 et 4 ne peut étre inférieur a la moitié du minimum de 'amende
prévue par la disposition légale violée, ni supérieur a un vingtieme du
maximum de cette amende.

Ces montants sont majorés des décimes additionnels fixés pour les
amendes pénales.

Les frais faisant suite a la recherche et la constatation d’infractions
sont a charge de l'instance de controle. Les cofits de contre-expertise
sont a charge de l'intéressé. »

§ 5. En cas de concours d’infractions, les montants des amendes
administratives sont cumulés, sans que leur total puisse excéder le
maximum prévu a l'article 17, § 1¢, deuxiéme alinéa.

§ 6. Le paiement de 'amende administrative visée aux paragraphes 3
et 4 éteint I'action publique.

§ 7. Si l'intéressé reste en défaut de payer 'amende mentionné au
paragraphe 4 dans le délai prévu, le dossier est transmis au procureur
du Roi.

§ 7 bis. Si lintéressé demeure en défaut de payer l'amende,
mentionné au paragraphe 3 dans le délai fixé, le fonctionnaire poursuit
le paiement de I'amende devant le tribunal compétent. Les dispositions
du Code judiciaire, notamment la quatrieme Partie, Livre II et Livre III,
sont d’application. ».

Art. 11. Alarticle 20 de la méme loi, les modifications suivantes sont
apportées :

1° le mot « annexe » est remplacé par les mots « annexe I ».

2° dans la deuxiéme phrase de cet article, le mot « détermine » est
remplacé par les mots « peut déterminer ».

Art. 12. Dans la méme loi, l'article 20bis, inséré par la loi du
9 juillet 2004 et modifié par la loi du 27 décembre 2004, dont le texte
actuel formera le paragraphe 1°, est complété par un paragraphe 2
rédigé comme suit :

«§ 2. Sans préjudice de l'article 57 de la loi du 21 décembre 1994
portant des dispositions sociales et diverses et de I'article 82 de la loi du
24 décembre 1976 relative aux propositions budgétaires 1976-1977, les
redevances mentionnées a l'article 14, du Réglement (CE) n° 340/2008
de la Commission relatif aux redevances et aux droits dus a 1’Agence
européenne des produits chimiques en application du réglement (CE)
n° 1907/2006 du parlement européen et du Conseil concernant
I'enregistrement, I'évaluation et 1’autorisation des substances chimi-
ques, ainsi que les restrictions applicables a ces substances (REACH)
sont transférées au Fonds pour les matieres premieres et les produits,
visé dans la loi organique créant des fonds budgétaires. ».

Art. 13. A l'annexe I, telle que visée a l'article 11, 1° de la présente
loi, les modifications suivantes sont apportées :

1° les mots « Réglement (CEE) n° 793/93 du conseil du 23 mars 1993
sur 1’évaluation et le contrdle des risques des substances chimiques,
J.O. 1993, L 84/1. » sont abrogés.

2° I'annexe I est complétée par un alinéa rédigé comme suit :

«Reéglement (CE) n° 1907/2006 du Parlement européen et du Conseil
du 18 décembre 2006 concernant l'enregistrement, l’évaluation et
l'autorisation des substances chimiques ainsi que les restrictions
applicables a ces substances (REACH), instituant une agence euro-
péenne des produits chimiques modifiant la directive 1999/45/CE et
abrogeant le reglement (CEE) n° 793/93 du Conseil et le reglement (CE)
n° 1488/94 de la Commission ainsi que la directive 76/769/CEE du
Conseil et les directives 91/155/CEE, 93/67/CEE, 93/105/CE et
2000/21/CE de la Commission ».

§ 4. In het geval van paragraaf 2, b), kan de ambtenaar aan de
overtreder, een administratieve boete voorstellen, nadat de betrokkene
de mogelijkheid geboden werd zijn verweermiddelen naar voor te
brengen.

Indien geen voorstel tot administratieve boete wordt uitgebracht,
wordt het proces-verbaal toegezonden aan de procureur des Konings.
Indien een voorstel van administratieve boete werd voorgesteld, wordt
ter informatie een kopie van het proces-verbaal aan de procureur des
Konings verzonden.

§ 4bis. Het bedrag van de administratieve geldboete in paragrafen 3
en 4 mag niet lager zijn dan de helft van het minimum van de geldboete
bepaald door de overtreden wettelijke bepaling, noch hoger dan een
twintigste van het maximum van deze boete.

Deze bedragen worden vermeerderd met de opdecimen vastgesteld
voor de strafrechtelijke geldboeten.

De opsporings- en vaststellingskosten zijn ten laste van de controle-
rende instantie. De kosten van het tegenonderzoek zijn ten laste van de
betrokkene;

§ 5. Bij samenloop van verschillende misdrijven worden de bedragen
van de administratieve geldboeten samengevoegd, zonder dat deze
samen hoger mogen zijn dan het maximumbedrag bedoeld in arti-
kel 17, § 1, tweede lid, van deze wet.

§ 6. De betaling van de administratieve geldboete als bedoeld in
paragrafen 3 en 4 doet de strafvordering vervallen.

§ 7. Blijft de betrokkene in gebreke om de geldboete bedoeld in
paragraaf 4 te betalen binnen de gestelde termijn dan wordt het dossier
overgemaakt aan de procureur des Konings.

§ 7 bis. Blijft de betrokkene in gebreke om de geldboete bedoeld in
paragraaf 3 binnen de gestelde termijn te betalen, dan vordert de
ambtenaar de betaling van de geldboete voor de bevoegde rechtbank.
De bepalingen van het Gerechtelijk Wetboek, inzonderheid die van het
vierde deel, boek II en boek III, zijn van toepassing. ».

Art. 11. In artikel 20 van dezelfde wet, worden de volgende
wijzigingen aangebracht :

1° het woord « bijlage » wordt vervangen door de woorden « bijlage
I».

2° in de tweede zin van dit artikel wordt het woord «bepaalt »
vervangen door de woorden « kan bepalen ».

Art. 12. Artikel 20bis van dezelfde wet, ingevoegd bij de wet van
9 juli 2004 en gewijzigd bij wet van 27 december 2004, waarvan de
bestaande tekst paragraaf 1 zal vormen, wordt aangevuld met een
paragraaf 2, luidende :

«§ 2. Onverminderd artikel 57 van de wet van 21 december 1994
houdende sociale en diverse bepalingen, en artikel 82 van de wet van
24 december 1976 betreffende de budgettaire voorstellen 1976-1977
worden de vergoedingen zoals bepaald in artikel 14, van de Verorde-
ning 340/2008 betreffende de aan het Europees Agentschap voor
chemische stoffen te betalen vergoedingen krachtens verordening (EG)
nr. 1907/2006 van het Europees Parlement en de Raad inzake de
registratie en beoordeling van en de autorisatie en beperkingen ten
aanzien van chemische stoffen (REACH) uitgevaardigd aan het Fonds
voor grondstoffen en producten, bedoeld in de organieke wet hou-
dende oprichting van begrotingsfondsen. ».

Art. 13. In bijlage I, zoals bedoeld in artikel 11, 1° van de huidige
wet, worden de volgende wijzigingen aangebracht :

1° de woorden « Verordening (EEG) nr. 793/93 van de Raad van
23 maart 1993 inzake de beoordeling en de beperking van de risico’s
van bestaande stoffen, P.B. 1993, L 84/1. » worden opgeheven.

2° bijlage I wordt aangevuld met een lid, luidende :

« Verordening (EG) nr. 1907/2006 van het Europees Parlement en de
Raad van 18 december 2006 inzake de registratie en beoordeling van en
de autorisatie en beperkingen ten aanzien van chemische stoffen
(REACH), tot oprichting van een Europees Agentschap voor chemische
stoffen, houdende wijziging van Richtlijn 1999/45/EG en houdende
intrekking van Verordening (EEG) nr. 793/93 van de Raad en Verorde-
ning (EG) nr. 1488/94 van de Commissie alsmede Richtlijn 76769 /EEG
van de Raad en de Richtlijnen 91/155/EEG, 93/67/EEG, 93/105/EG en
2000/21/EG van de Commissie ».
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CHAPITRE III. — Dispositions finales

Art. 14. La présente loi entre en vigueur le jour de sa publication au
Moniteur belge.

Les articles 6, 7 et 10 entrent en vigueur a une date déterminée par le
Roi.

L'article 9, 3°, entre en vigueur 6 mois aprés sa publication au
Moniteur belge.

Promulguons la présente loi, ordonnons qu’elle soit revétue du sceau
de I'Etat et publiée par le Moniteur belge.

Donné a Chateauneuf-de-Grasse, le 10 septembre 2009.

ALBERT

Par le Roi :

La Vice-Premiere Ministre
et Ministre des Affaires sociales et de la Santé publique,
Mme L. ONKELINX
La Ministre des PM.E., des Indépendants,
de I’Agriculture et de la Politique scientifique,
Mme S. LARUELLE

Le Ministre pour I"Entreprise et la Simplification,
V. VAN QUICKENBORNE

Le Ministre du Climat et de I'Energie,
P. MAGNETTE

Scellé du Sceau de 1’Etat :

Le Ministre de la Justice,
S. DE CLERCK

Note

(1) Session 2009.

Documents. — Projet de loi, n® 52-2093 /1. — Annexe, n° 52-2093 /2. —
Rapfort fait au nom de la commission, n° 52-2093/3. — Texte corrigé
par la commission, n°® 52-2093 /4. — Texte adopté en séance pléniere et
transmis au Sénat, n° 52-2093/5. — Projet évoqué par le Sénat,
n° 4-1396/1. — Rapport fait au nom de la commission, n°® 4-1396/2. —
Décision de ne pas amender, n° 4-1396/3.

HOOFDSTUK II. — Slotbepalingen

Art. 14. Deze wet treedt in werking de dag waarop ze in het Belgisch
Staatblad wordt bekendgemaakt.

De artikelen 6, 7 en 10 treden in werking op een door de Koning te
bepalen datum.

Artikel 9, 3°, treedt in werking 6 maanden na de bekendmaking
ervan in het Belgisch Staatsblad.

Kondigen deze wet af, bevelen dat zij met 's Lands zegel zal worden
bekleed en door het Belgisch Staatsblad zal worden bekendgemaakt.

Gegeven te Chateauneuf-de-Grasse, 10 september 2009.

ALBERT

Van Koningswege :

De Vice-Eerste Minister
en Minister van Sociale Zaken en Volksgezondheid,
Mevr. L. ONKELINX
De Minister van K.M.O.’s, Zelfstandigen,
Landbouw en Wetenschapsbeleid,
Mevr. S. LARUELLE
Minister voor Ondernemen en Vereenvoudigen,
V. VAN QUICKENBORNE
De Minister van Klimaat en Energie,
P. MAGNETTE

Met ‘s Lands Zegel bekleed :

De Minister van Justitie,
S. DE CLERCK

Nota

(1) Zitting 2009.

Documenten. — Wetsontwerp, nr. 52-2093/1. — Bijlage, nr. 52-
2093/2. — Verslag namens de commissie, nr. 52-2093/3. — Tekst
verbeterd door de commissie, nr. 52-2093/4. — Tekst aangenomen in
plenaire vergadering en overgezonden aan de Senaat, nr. 52-2093/5. —
Ontwerp, geévoceerd door de Senaat, nr. 4-1396/1. — Verslag namens
de commissie, nr. 4-1396/2. — Beslissing om niet te amenderen,
nr. 4-1396/3.
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B FiDAL

REACH Regulations: enforcement in France

The risk of “regulatory” penalties in France

= The penalties result from Ordinance no. 2009-229 of February
26, 2009 and from Decree no. 2010-150 of February 19, 2010,
amending the Environmental Code (Env. C.)

. The following persons (among others) are authorized to carry
out the necessary inspections (Art. L. 521-12 of the Env. C.):

—  Sworn agents belonging to the State departments for the
environment, agriculture and transport

— Inspectors of classified facilities

—  Agents of the General Directorate for Fair Trading, Consumer
Affairs and Fraud Control

—  Labor inspectors and assessors

— Customs officers
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B FiDAL Penalties applicable to any actor in the supply chain

Infringement

Fine

Failure to comply with the provisions of REACH

Administrative penalty:

Formal notice

Fine: €15 ,000 Daily penalty: €1,500/day

Prohibition: against importing/manufacturing/distributing
Injunction: send the substance back out of the EU/destroy it

Deposit of funds for the studies that must be conducted to obtain
registration/authorization

Failure to comply with a formal notice

€375,000 (€75,000, 2 years imprisonment for individuals)

Failure to comply with restriction measures Idem
Knowingly providing inaccurate information that could idem
give rise to less stringent requirements for the substance

in question

Failure to communicate to the upstream actor: <€450

- new information concerning the dangerousness of the
substance;

- information that could cast doubt on the appropriateness
of the risk-management measures recommended by
one’s supplier

(per supplier)

Failure to communicate to workers and their
representatives: information concerning risk-
management measures:

- regarding substances used by these workers or

- regarding the substances to which they may be exposed
in the course of their work (R 4741-3-1 of the Labor Code)

<€1,500

(per employee)
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B FiDAL

Main penalties applicable per type of actor (1)

Actors concerned Infringement Fine
Manufacturers/ Failure to provide the recipient of a substance with the €100,000
Importers risk-management measures, if SDS required
of substances . : . .
Failure to provide the recipient of a substance with the <€1,500
risk-management measures, if SDS not required
Manufacturers/ Failure to communicate the reason for a refusal to include | <€1,500
Importers of a given use within the risk assessment
substances
AND
Downstream users
of substances
Manufacturers/ Manufacturing/importing a substance (on its own/in a €375,000
Importers preparation or an article) without registration
of substances : : . .
AND Attempting to obtain a registration number by €375,000
Producers/ misrepresentation/fraud
Importers of articles | Manufacturing/importing/using a substance without the €375,000
required authorization
Knowingly repeating a study that requires testing on <€750
vertebrate animals
Refusing to communicate a study one owns or to provide <€450

evidence of its price

Importing “prohibited” goods without declaring them
(category 1 customs offence)

- Confiscation of the goods (possible confiscation
of cleared goods of an equivalent value if they
are more readily available)

- Fine ranging from 1 to 2 times the value of the
goods

- < 3 years imprisonment for the senior executive
(or his/her delegatee)

(3]








B FiDAL

Main penalties applicable per type of actor (2)

Actors concerned Infringement Fine
Producers/Importers of Failure to notify the inclusion of a substance that is a candidate for <€1,500
articles authorization

Failure to communicate to the recipient of the article the risk-management <€450

measures concerning a substance that is a candidate for authorization and that
is included in the article

Refusal to communicate a study on owns or to provide evidence of its price <€450
Downstream users Failure to provide ECHA with information relating to unidentified uses €375,000
Failure to implement and recommend risk-management measures <€1,500

Failure to retain information required by REACH 10 years after the last use of <€450
the substance

Failure to prepare a chemical safety report for any use that deviates from the <€1,500
conditions described in a presentation scenario drawn up by its supplier

Failure to notify the use of a substance subject to authorization <€1,500
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The Secretary of State, being a Minister designated(a) for the purposes of section 2(2) of the
European Communities Act 1972(b) in relation to measures relating to persistent organic
pollutants, dangerous substances, preparations and chemicals, makes the following Regulations in
exercise of the powers conferred by that section:

PART 1

Introduction

Citation and commencement

1. These Regulations may be cited as the REACH Enforcement Regulations 2008 and come into
force on 1st December 2008.

Interpretation

2.—(1) In these Regulations—

“a listed REACH provision” means a provision of REACH listed in the REACH table;

(a) S.L 2006/608.

(b) 1972 c. 68. The power of the Minister to make regulations in relation to matters in or as regards Scotland is preserved by
section 57(1) of the Scotland Act 1998 (c.46).







“REACH” means Regulation (EC) No 1907/2006 of the European Parliament and of the
Council concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals(a);

“the REACH table” means the table in Schedule 1 to these Regulations.
(2) In these Regulations—

“authorised person” means a person authorised by an enforcing authority under regulation 10;

“competent authority” has the same meaning it has in REACH and in respect of the United
Kingdom the authorities are—

(@
(b)
(©
(d)

(e)

in England, the Secretary of State;
in Scotland, the Scottish Ministers;
in Wales, the Welsh Ministers;

in Northern Ireland, the Department of Enterprise, Trade and Investment and the
Department of the Environment acting alone or jointly; and

in relation to matters outside the competence of a devolved administration or the
Assembly, the Secretary of State(b);

“devolved administration or the Assembly” means the Scottish Ministers, the Welsh Ministers
or the Northern Ireland Assembly;

“enforcement duty” means a duty placed on an enforcing authority under regulation 3;

“enforcing authority” means—

(a)
(b)
(c)
(d)
(e)
®
(8)
(h)

the Department of the Environment;

the Environment Agency;

the Health and Safety Executive;

the Health and Safety Executive for Northern Ireland;
a local (consumer safety) authority;

a local (health and safety) authority;

the Scottish Environment Protection Agency;

the Secretary of State;

“a local (consumer safety) authority” means—

(@)

(b)

(©
(d)

(e

in Greater London, a London borough council, the Common Council of the City of
London, the Sub-Treasurer of the Inner Temple and the Under-Treasurer of the Middle
Temple;

in England outside Greater London, a county council or, in relation to an area for which
there is a district council but no county council, the district council, and the Council of
the Isles of Scilly;

in Northern Ireland, a district council established under section 1 of the Local
Government Act (Northern Ireland) 1972(c¢);

in Scotland, a council constituted under section 2 of the Local Government etc. (Scotland)
Act 1994(d);

in Wales, a county council or county borough council;

“a local (health and safety) authority” means—

(a)
(b)

(o)
(@)

OJ No L 396, 30.12.2006, p1.

The appointment of the competent authorities, except in relation to Scotland, was made under S.I. 2007/1742. By
administrative arrangements, the competent authorities have delegated the Health and Safety Executive to act on their
behalf.

1972 ¢.9 as amended by S.I. 1985/454.

1994 ¢.39.







(a) in Greater London, a London borough council, the Common Council of the City of
London, the Sub-Treasurer of the Inner Temple and the Under-Treasurer of the Middle
Temple;

(b) in England, outside Greater London, a district council or, in relation to an area for which
there is a county council but no district council, the county council, and the Council of the
Isles of Scilly;

(c) in Northern Ireland, a district council established under section 1 of the Local
Government Act (Northern Ireland) 1972;

(d) in Scotland, a council constituted under section 2 of the Local Government etc. (Scotland)
Act 1994;

(e) in Wales, a county council or county borough council;

“offshore installation” has the meaning given in section 44(1) of the Petroleum Act 1998(a)
and “relevant waters” in relation to such an installation has the meaning given in section 44(4)
of that Act;

“Scottish controlled waters” means any waters which are controlled waters within the meaning
of section 30A(1) of the Control of Pollution Act 1974(b), and in these Regulations,
“Scotland” includes such waters.

(3) Other expressions used in these Regulations which are used in REACH have the meaning
they bear in REACH.

PART 2

Enforcement

Enforcement
3.—(1) An enforcing authority must enforce a listed REACH provision where it is named
against that provision in the REACH table.

(2) The duty in paragraph (1) is subject to the following provisions of this regulation and
regulation 6.

(3) The enforcement duty commences—
(a) except for Article 67 of REACH, on 1st December 2008;
(b) for Article 67, on 1st June 2009.
(4) Except in relation to—
(a) an offshore installation; or
(b) alocal (consumer safety) authority or a local (health and safety) authority,

the enforcement duty applies to an enforcing authority in the relevant part or parts of the United
Kingdom shown at the head of the column in which the enforcing authority is named in the
REACH table.

(5) In relation to an offshore installation, the enforcement duty applies—
(a) for an installation in relevant waters (except such waters adjacent to Northern Ireland)—
(i) to the Health and Safety Executive; and
(i1) except in Scottish controlled waters, to the Secretary of State,

where they are named under the column heading “Offshore Installations” in the REACH
table;

(b) for an installation in relevant waters adjacent to Northern Ireland—

(a) 1998 c.17.
(b) 1974 c.40.; section 30A was inserted by section 169 and Schedule 23, paragraph 4 of the Water Act 1989 (c. 15).







(1) to the Health and Safety Executive for Northern Ireland; and
(i1) to the Secretary of State,

where they are named under the column heading “Offshore Installations” in the REACH
table;

(c) for an installation in Scottish controlled waters, to the Scottish Environment Protection
Agency, where that Agency is named under the column heading “Scotland” in the
REACH table.

(6) For a local (consumer safety) authority or a local (health and safety) authority, the
enforcement duty applies to the area of that authority.

(7) The enforcement duty applies to an enforcing authority where enforcement of the listed
REACH provision is a function of that authority.

(8) The functions of an enforcing authority for the purposes of these Regulations are set out in
Schedule 2 (functions of enforcing authorities).

Co-operation and information sharing

4.—(1) An enforcing authority must co-operate with—
(a) other enforcing authorities;
(b) a competent authority;
(c) the equivalent of an enforcing authority in another member State; and
(d) the European Chemicals Agency,
where this will facilitate compliance with, or the effective enforcement of, REACH in the
European Union.

(2) An enforcing authority must disclose to a person referred to in paragraph (1) information it
holds in relation to compliance with, or the enforcement of, REACH where it believes—

(a) it is reasonable for it to make that disclosure; and

(b) the disclosure will facilitate compliance with, or the effective enforcement of, REACH in
the European Union.

(3) The Commissioners for Revenue and Customs may disclose to an enforcing authority
information obtained or held by the Commissioners in exercise of their functions in relation to
imports—

(a) where the Commissioners believe it is appropriate to do so to facilitate the exercise of the
duty of an enforcing authority under these Regulations; and

(b) whether or not the information has been requested by the enforcing authority.

Enforcement agreements

5.—(1) This regulation applies to agreements between an enforcing authority (“A”) and another
enforcing authority (“B”) intended to facilitate the carrying out of an enforcement duty, or part of
it.

(2) A may agree arrangements with B for B to carry out on A’s behalf any matters in relation to
an enforcement duty that applies to A.

(3) Where an enforcement duty applies to both A and B, they may agree arrangements for
performance of that duty to be divided between them in such a way as they consider to be
administratively convenient.

(4) An agreement in respect of the matters in paragraph (2) or (3)—
(a) may deal with more than one listed REACH provision;
(b) must be in writing;

(c) must give sufficient particulars of the matters to which it relates; and







(d) may be made subject to limitations and conditions.
(5) Such an agreement—
(a) may be varied in writing by the parties, acting jointly;

(b) may be revoked by any party on sixty days notice in writing to the other party or parties
to the agreement.

Health and safety enforcement

6.—(1) This regulation applies where a local (health and safety) authority and the Executive are
jointly under an enforcement duty, whether or not any other enforcing authority is also under an
enforcement duty in respect of the same listed REACH provision.

(2) Schedule 3 (health and safety enforcement) has effect.

(3) In circumstances not provided for under Schedule 3, the Executive must perform the joint
duty on behalf of a local (health and safety) authority.

(4) The arrangements under Schedule 3 and the arrangement under paragraph (3) may be varied
by an enforcement agreement made in accordance with regulation 5.

(5) In this regulation “the Executive” means—
(a) in Great Britain, the Health and Safety Executive;
(b) in Northern Ireland, the Health and Safety Executive for Northern Ireland.

PART 3

Exemptions

Defence

7.—(1) A person is exempt from compliance with a listed REACH provision if that person—

(a) has the benefit of a defence exemption certificate made by the Secretary of State in
respect of that provision; or

(b) can demonstrate that the appropriate authorities of another member State have exempted
that person from compliance in the interests of defence.

(2) Schedule 4 (defence exemption certificates) has effect.

Marketing and use of leaded paint

8. A person who markets or uses leaded paint does not breach the restriction on the marketing
and use of leaded paint provided for by Article 67 of REACH where that person complies with the
provisions of Schedule 5 (marketing and use of leaded paint).

PART 4

Enforcement powers and civil proceedings

Enforcement powers

9.—(1) Schedule 6 (powers of enforcement) has effect.

(2) To facilitate the exercise of a duty of an enforcing authority under these Regulations, an
officer of Revenue and Customs may detain, for not more than two working days, an article or
substance which has been imported.

(3) Anything detained must be dealt with in such manner as the Commissioners for Revenue and
Customs may direct.







(4) In paragraph (2), the reference to two working days has the meaning given in section 25A of
the Health and Safety at Work etc Act 1974(a)(power of customs officer to detain articles and
substances).

Authorised persons

10.—(1) An enforcing authority may authorise in writing such persons who appear suitable to
act on its behalf (“authorised persons”), subject to any limitations or conditions as the enforcing
authority sees fit.

(2) Where—

(a) a person has been authorised by an enforcing authority under a provision relevant to that
authority listed in Schedule 7 (authorisations); and

(b) unless the enforcing authority provides to the contrary,

that person is an authorised person for the purposes of paragraph (1) in respect of that authority.

PART 5
Offences and penalties

CHAPTER 1
Offences and penalties in relation to a listed REACH provision and Schedules 4 and 5

Offences
11.—(1) Except in relation to Article 67 of REACH, it is an offence for a person to contravene a
listed REACH provision or cause or permit another person to do so.

(2) On and after 1st June 2009, it is an offence for a person to contravene Article 67 of REACH
or cause or permit another person to do so.

(3) It is an offence for a person when subject to paragraph 6 of Schedule 4 (defence exemption
certificates)—

(a) to provide a false certificate or copy; or
(b) to fail to provide when requested, as appropriate—
(1) the defence exemption certificate;
(i1) a copy of the certificate made by the Secretary of State; or
(iii) a copy of an extract of the certificate made by the Secretary of State,
or cause or permit another person to do so.

(4) On and after 1st June 2009, it is an offence for a person to contravene paragraph 5(b) or 6 of
Part 1 of Schedule 5 (marketing and use of leaded paint) or cause or permit another person to do
sO.

Penalties

12. Any person guilty of an offence under regulation 11 is liable—

(a) on summary conviction, to a fine not exceeding the statutory maximum or to
imprisonment not exceeding three months, or both;

(b) on conviction on indictment, to a fine or to imprisonment not exceeding two years, or
both.

(a) 1974 c. 37; section 25A was inserted by section 36 and Schedule 3, paragraph 3 of the Consumer Protection Act 1987 (c.
43).







CHAPTER 2

Other offences and penalties

Offences

13.—(1) It is an offence for a person—

(a) intentionally to obstruct an authorised person in the exercise or performance of the
powers or duties of the authorised person; or

(b) to make a statement—
(1) which that person knows to be false or misleading in a material particular; or
(i1) recklessly and which is false or misleading in a material particular,

where the statement is made in purported compliance with a listed REACH provision or
with a requirement to furnish any information imposed by or under these Regulations.

(2) Where an authorised person exercises the powers in Schedule 6 (powers of enforcement), it
is an offence for a person—

(a) to fail to comply with—
(1) any requirement imposed by or made under those powers;
(i1) a notice described in that Schedule;
(b) to fail or refuse—
(1) to provide facilities or assistance; or
(i1) to permit any inspection,
when reasonably required by an authorised person;
or

(c) to prevent any other person from appearing before an authorised person, or answering any
question to which an authorised person may require an answer.

(3) It is a defence for a person charged with an offence under paragraph (2) to prove that they
had a reasonable excuse for the matters with which they are charged.

(4) It is an offence for a person to pretend to be an authorised person.
(5) It is an offence for a person to disclose the information described in paragraph (6) where—

(a) that person received that information from the Commissioners for Revenue and Customs;
and

(b) the disclosure has not been made—
(1) with the prior consent of the Commissioners; or
(ii) pursuant to a legal obligation.
(6) The information referred to in paragraph (5) is information which relates to a person whose
identity—
(a) is specified in the disclosure; or
(b) may be deduced from the disclosure,

but excludes information about internal administrative arrangements of Her Majesty’s Revenue
and Customs (whether relating to Commissioners, officers or others).

(7) It is a defence for a person charged with an offence under paragraph (5) to prove that they
believed that—

(a) the disclosure was lawful; or
(b) the information had already and lawfully been made available.

(8) In this regulation, “powers or duties” includes powers or duties exercisable by virtue of a
warrant.







Penalties

14.—(1) A person guilty of an offence under regulation 13 is liable—

(a) on summary conviction to a fine not exceeding the statutory maximum or to
imprisonment not exceeding three months, or both;

(b) on conviction on indictment, to a fine or to imprisonment not exceeding two years, or
both.

CHAPTER 3

Bodies corporate, Scottish partnerships and remediation

Bodies corporate and Scottish partnerships

15.—(1) Where an offence under this Part is committed by a body corporate and—
(a) it is committed with the consent or connivance of an officer; or
(b) itis attributable to any neglect on the officer’s part,
the officer as well as the body corporate is guilty of the offence and is liable to be proceeded
against and punished accordingly.

(2) “Officer”, in relation to a body corporate, means a director, manager, secretary or other
similar officer of the body, or a person purporting to act in any such capacity.

(3) If the affairs of a body corporate are managed by its members, paragraph (1) applies in
relation to the acts or defaults of a member in connection with that member’s functions of
management as if the member were a director of the body corporate.

ere an offence under this Part is committe a Scottish partnership and—
4) Wh ft der this Part tted by a Scottish partnership and
(a) itis committed with the consent or connivance of a partner; or
(b) itis attributable to any neglect on the partner’s part,

the partner as well as the partnership is guilty of the offence and is liable to be proceeded against
and punished accordingly.

(5) In paragraph (4) “partner” includes a person purporting to act as a partner.

Power of court to order cause of offence to be remedied

16.—(1) Paragraph (2) applies where a person is convicted of an offence under this Part in
respect of any matters which appear to the court to be matters which it is in that person’s power to
remedy.

(2) Where paragraph (1) applies, the court may order the person convicted—
(a) 1in addition to or instead of imposing any punishment; and
(b) within such time as may be fixed by the order,

to take such steps as may be specified in the order for remedying the matters in respect of which
the person was convicted.

(3) The time fixed by an order under paragraph (2) may be extended or further extended by
order of the court on an application made before the end of the time as originally fixed or extended
under this paragraph, as the case may be.

(4) Where a person is ordered under paragraph (2) to remedy any matters, that person is not
liable under regulation 11 or 13 in respect of those matters in so far as they continue during the
time fixed by the order or any further time allowed under paragraph (3).

10







CHAPTER 4

Matters in relation to criminal proceedings

Appearance of authorised persons before a court of summary jurisdiction

17.—(1) Where an authorised person is authorised in that behalf by—
(a) the Health and Safety Executive; or
(b) the Health and Safety Executive for Northern Ireland;
that person may, although not of counsel or a solicitor, prosecute before a court of summary
jurisdiction proceedings for an offence committed under regulation 11 or 13.

(2) Paragraph (1) does not apply in Scotland.

Criminal proceedings under regulation 11 or 13
18.—(1) No criminal proceedings for an offence under regulation 11 or 13 may, in England and
Wales, be instituted except—
(a) by an enforcing authority; or
(b) Dby or with the consent of the Director of Public Prosecutions.

(2) No criminal proceedings for an offence under regulation 11 or 13 may be instituted in
Northern Ireland except by or with the consent of the Director of Public Prosecutions for Northern
Ireland.

Criminal proceedings against the Crown

19.—(1) No contravention by the Crown of these Regulations makes the Crown criminally
liable but the High Court or, in Scotland, the Court of Session, may on the application of an
enforcing authority declare unlawful any act or omission of the Crown which constitutes a
contravention of these Regulations.

(2) Notwithstanding paragraph (1), these Regulations apply to persons in the public service of
the Crown as they apply to other persons.

CHAPTER 5

Civil Proceedings

Proceedings before a civil court

20. If an enforcing authority is of the opinion that proceedings against a person for an offence
under this Part would afford an ineffectual remedy against that person, the enforcing authority
may take civil proceedings against that person for the purpose of seeking such remedy as the
enforcing authority believes is appropriate in the circumstances.

PART 6

Appeals against notices and service of documents

Appeals against notices

21.—(1) Where a person is served with a notice described in paragraph (2), that person may
appeal that notice.

(2) The following Parts of Schedule 8 (appeals) provide for the appeals procedure applicable to
the notices described—

11







(a) Part 1, for a notice served under section 4 of Part 1 of Schedule 6 (powers of
enforcement) by the Environment Agency, the Scottish Environment Protection Agency
or the Department of the Environment except a notice described in paragraph 27 of that
section,;

(b) Part 2, for a notice served under section 2 of Part 2 of Schedule 6 by the Health and
Safety Executive, the Health and Safety Executive for Northern Ireland or a local (health
and safety) authority;

(c) Part 3, for a notice served under section 2 of Part 3 of Schedule 6 by a local (consumer
safety) authority;

(d) Part 4, for a notice served under section 2 of Part 4 of Schedule 6 by the Secretary of
State.

Service of documents

22. Schedule 9 (service of documents) has effect.
PART 7
Revocations and amendments

Revocations and amendments

23. Schedule 10 (revocations and amendments) has effect.

Huw Irranca-Davies
Parliamentary Under Secretary of State
Ist November 2008 Department for Environment, Food and Rural Affairs
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SCHEDULE 2 Regulation 3(8)

Functions of enforcing authorities

1. The functions of the Environment Agency, the Scottish Environment Protection Agency and
the Department of the Environment are to—

(a) prevent, minimise, remedy or mitigate the effects of pollution of the environment;
(b) ensure the safety of the environment.
2. Subject to paragraph 3, the functions of the Health and Safety Executive, the Health and
Safety Executive for Northern Ireland and a local (health and safety) authority are to—
(a) secure the health, safety and welfare of persons at work;

(b) protect others against risks to health and safety in connection with activities of persons at
work;

(c) control the manufacture and placing on the market of articles and substances.
3. In Northern Ireland, paragraph 2 does not apply in respect of substances for which any of the
following make provision—
(a) the Explosives Acts (Northern Ireland) 1875 to 1970(a);
(b) the Explosives (Northern Ireland) Order 1972(b);
(c) the Health and Safety Quarries (Explosives) Regulations (Northern Ireland) 2006(c);
(d) the Manufacture and Storage of Explosives Regulations (Northern Ireland) 2006(d).

4. The function of a local (consumer safety) authority is to ensure that goods made available to
the public for their personal consumption are safe.

5. The function of the Secretary of State is to control the use on, and discharge from, offshore
installations of articles and substances in order to protect the marine environment.

SCHEDULE 3 Regulation 6(2)

Health and safety enforcement

PART 1
Definitions

1. For the purposes of this Schedule—
(a) ““agricultural activities”—

(1) includes horticulture, fruit growing, seed growing, dairy farming, livestock breeding
and keeping, forestry, the use of land as grazing land, market gardens and nursery
grounds and the preparation of land for agricultural use;

(i1) does not include such activities at a garden centre or other shop.

(a) 1875c.17,1924 ¢.5 (N.L); 1970 c.10 (N.L).
(b) 1972 No. 730 (N.L 3).

(¢) S.R.(NI)2006 No 204.

(d) S.R. (NI)2006 No 425.







but “livestock breeding and keeping” does not include activities the main purpose of which is
entertainment.

(b)

(©

(d)

(e)

®

(2

(h)

(@)

@

“common parts” means those parts of premises used in common by, or for providing
common services to or common facilities for, the occupiers of the premises;

“consumer services” means services of a type ordinarily supplied to persons who receive
them otherwise than in the course of a trade, business or other undertaking carried on by
them (whether for profit or not);

“dock premises” has the meaning assigned to it by—
(1) in relation to Great Britain, regulation 2(1) of the Docks Regulations 1988(a);

(i1) in relation to Northern Ireland, regulation 2(1) of the Docks Regulations (Northern
Ireland) 1989(b);

“electricity system” does not include—

(1) in relation to Great Britain, the consumer’s installation within the meaning of
regulation 3(1) of the Electricity Safety, Quality and Continuity Regulations 2002(c);

(i1) in relation to Northern Ireland, the electric lines situated upon the consumer’s side of
the supply terminals together with any apparatus permanently connected or intended
to be permanently connected thereto;

(iii) the electric lines situated upon the consumer’s side of the supply terminals together
with any apparatus or equipment permanently connected or intended to be
permanently connected thereto;

“the Executive” means—
(1) in Great Britain, the Health and Safety Executive;
(i1) in Northern Ireland, the Health and Safety Executive for Northern Ireland;

“fairground” means such part of premises as is for the time being used wholly or mainly
for the operation of any fairground equipment, other than a coin-operated ride, non-
powered children’s playground equipment, swimming pool slide, go-kart, or plant
designed to be used by members of the public for entertainment purposes for bouncing
upon;

“gas” has the meaning assigned to it by—

(1) in relation to Great Britain, section 48 of the Gas Act 1986(d);

(i1) in relation to Northern Ireland, Part III of the Gas (Northern Ireland) Order 1996(e);
“gas fitting” has the meaning assigned to it by—

(1) in relation to Great Britain, section 48 of the Gas Act 1986;

(i1) in relation to Northern Ireland, regulation 2(1) of the Gas Safety (Installation and
Use) Regulations (Northern Ireland) 1997(f);

“guided bus system” means a system of transport, used wholly or mainly for the carriage
of passengers, that employs buses which for some or all of the time when they are in
operation—

(1) travel along roads; and
(i1) are guided (whether while on the road or at other times) by means of—
(aa) apparatus, a structure or other device which is fixed and not part of the bus; or

(bb) a guidance system which is automatic.

(a)
(b)
©
(@)
(e
®

S.L 1988/1655.

S.R. (NI) 1989 No 320.
S.1 2002/2665.

1986 c.44.

1996 No. 275 (N.L 2).
S.R. (NI) 1997 No 194.
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(k)

M

(m)

(n)

(0)

(p)

(@

®)

(s)

“guided transport” means a system of transport, used wholly or mainly for the carriage of
passengers, employing vehicles which for some or all of the time when they are in
operation are guided by means of—

(1) rails, beams, slots, guides or other apparatus, structures or devices which are fixed
and not part of the vehicle; or

(i1) a guidance system which is automatic,
and for this purpose “vehicle” includes a mobile traction unit.

“livestock” means any creature kept for the production of food, wool, skins or fur or for
the purpose of any agricultural activity;

“mine” has the meaning assigned to it by—

(1) in relation to Great Britain, section 180 of the Mines and Quarries Act 1954(a) but,
notwithstanding subsection (5) of that section, does not include any railway serving
the mine unless and to the extent that the railway is located within the curtilage of
the mine;

(i1) in relation to Northern Ireland, section 156(1) of the Mines Act (Northern Ireland)
1969(b);

“office activities” includes any activity for the purposes of administration, clerical work,
handling money, telephone and telegraph operating and the production of computer
software by the use of computers; and for this purpose “clerical work™ includes writing,
book-keeping, sorting papers, filing, typing, duplicating, machine calculating, drawing
and the editorial preparation of matter for publication except where that preparation is on
the premises where newspapers, magazines, periodicals or books are printed;

“pleasure craft” has the meaning assigned to it by—
(1) in relation to Great Britain, regulation 2(1) of the Docks Regulations 1988;

(i1) in relation to Northern Ireland, regulation 2(1) of the Docks Regulations (Northern
Ireland) 1989;

“preparation dangerous for supply” means a preparation which is in one or more of the
categories of danger—

(1) in relation to Great Britain, in Schedule 1 to the Chemicals (Hazard Information and
Packaging for Supply) Regulations 2002(c);

(i1) in relation to Northern Ireland, in Schedule 1 to the Chemicals (Hazard Information
and Packaging for Supply) Regulations (Northern Ireland) 2002(d).

“quarry” has the meaning assigned to it by—
(1) in relation to Great Britain, regulation 3 of the Quarries Regulations 1999(e);

(i1) in relation to Northern Ireland, regulation 3 of the Quarries Regulations (Northern
Ireland) 2006(f);

“railway” means—

(i) except in Northern Ireland, any system of transport the operation of which is
specified in regulation 3(2) of the Health and Safety (Enforcing Authority for
Railways and Other Guided Transport Systems) Regulations 2006(g);

(i1) in relation to Northern Ireland, any railway or tramway which in either case is used
for the carriage of persons or goods;

“road”_

(a)
(b)
()
(d)
(e)
U]
(g

1954 ¢.70.

1969 c.6.

S.1. 2002/1689 to which there are amendments not relevant to these Regulations.

S.R. (NI) 2002 No 301 to which there are amendments not relevant to these Regulations.
S.1. 1999/2024 to which there are amendments not relevant to these Regulations.

S.R. (NI) 2006 No 205.

S.1. 2006/557 to which there are amendments not relevant to these Regulations.
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(1) in England and Wales, means any length of highway or of any other road to which
the public has access, and includes bridges over which a road passes;

(i1) in Scotland, has the same meaning as in the Roads (Scotland) Act 1984(a);

(t) “trolley vehicle system” means a system of transport by vehicles constructed or adapted
for use on roads without rails under electric power transmitted to them by overhead wires
(whether or not there is in addition a source of power on board the vehicles);

(u) “veterinary surgery” has the meaning assigned to it by section 27 of the Veterinary
Surgeons Act 1966(b);

(v) “work” in relation to a gas fitting has the meaning assigned to it by—

(i) in relation to Great Britain, regulation 2(1) of the Gas Safety (Installation and Use)
Regulations 1998(c);

(i1) in relation to Northern Ireland, regulation 2(1) of the Gas Safety (Installation and
Use) Regulations (Northern Ireland) 1997(d);

(W) “zoo” has the meaning assigned to it in relation to Great Britain by section 1(2) of the
Zoo Licensing Act 1981(e);

(x) “zoological establishment” has the meaning assigned to it in relation to Northern Ireland,
by section 12(1) of the Welfare of Animals Act (Northern Ireland) 1972(f).

PART 2
Local (health and safety) authorities

1. Subject to Part 4, a local (health and safety) authority must perform the joint enforcement
duty on behalf of the Executive where the main activity carried on in non-domestic premises is
referred to in paragraph 2.

2. The main activity referred to in paragraph 1 is—

(a) the sale of goods, or the storage of goods for retail or wholesale distribution, except—

(i) at container depots where the main activity is the storage of goods in the course of
transit to or from dock premises, an airport or a railway;

(i) where the main activity is the sale or storage for wholesale distribution of any
substance or preparation dangerous for supply;

(iii) where the main activity is the sale or storage of water or sewage or their by-products
or natural or town gas.

(b) the display or demonstration of goods at an exhibition for the purposes of offer or
advertisement for sale;

(c) office activities;
(d) catering services;

(e) the provision of permanent or temporary residential accommodation including the
provision of a site for caravans or campers;

(f) consumer services provided in a shop except dry cleaning or radio and television repairs;
(g) cleaning (wet or dry) in coin operated units in launderettes and similar premises;

(h) the use of a bath, sauna or solarium, massaging, hair transplanting, skin piercing,
manicuring or other cosmetic services and therapeutic treatments, except where they are

(a) 1984 c.54.

(b) 1966 c.36.

(c) S.I.1998/2451.

(d) S.R.(NI) 1997 No 194.

(e) 1981 c.37.

(f) 1972 c.7 (N.L); section 12(1) was amended by S.I. 1994/1891 (N.L 6) article 14.
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(@)

@
(k)

M

carried out under the supervision or control of a registered medical practitioner, a dentist
registered under the Dentists Act 1984(a), a physiotherapist, an osteopath or a
chiropractor;

the practice or presentation of the arts, sports, games, entertainment or other cultural or
recreational activities except where the main activity is the exhibition of a cave to the
public;

the hiring out of pleasure craft for use on inland waters;

the care, treatment, accommodation or exhibition of animals, birds or other creatures,
except where the main activity is horse breeding or horse training at a stable, or is an
agricultural activity or veterinary surgery;

the activities of an undertaker, except where the main activity is embalming or the
making of coffins;

(m) church worship or religious meetings;

(n)
(0)

the provision of car parking facilities within the perimeter of an airport;

the provision of child care, or playgroup or nursery facilities.

3. For the purposes of paragraph 2—

(@)

(b)

(©)

where a vehicle is parked in connection with the sale of—
(1) food;
(i1) drink; or
(ii1) other articles,
the vehicle, including its pitch, must be regarded as separate premises for the purposes of
paragraph 2;
where any non-domestic premises are occupied by more than one occupier each part
separately occupied must be regarded as being separate premises;

where the main activity carried on in premises is the sale and fitting of motor vehicle
tyres, exhausts, windscreens or sunroofs, the main activity must be regarded as the sale of
goods.

PART 3

The Executive

1. Subject to Part 4, the Executive must perform the joint enforcement duty on behalf of a local
(health and safety) authority in relation to—

(@)

any activity in a mine or quarry other than a quarry in respect of which notice of
abandonment has been given—

(1) in relation to Great Britain, under regulation 45(1) of the Quarries Regulations 1999;

(ii) in relation to Northern Ireland, under regulation 39(1) of the Quarries Regulations
(Northern Ireland) 2006;

(b) any activity in a fairground;

(©

any activity in premises occupied by a radio, television or film undertaking in which the
activity of broadcasting, recording or filming is carried on, and the activity of
broadcasting, recording or filming wherever carried on, and for this purpose “film”
includes video;

(d) construction work if—

(1) the project which includes the work is notifiable within the meaning of—

(@

1984 c.24; relevant amending instruments are S.I. 1996/1496, 1998/811 and 2007/3101.
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(e)

®
(2

(h)

0

(k)

)

(m)
(n)
(0)
(p)

(@

®)
(s)

(aa) in relation to Great Britain, regulation 2(3) of the Construction (Design and
Management) Regulations 2007(a);

(bb) in relation to Northern Ireland, regulation 2(3) of the Construction (Design
and Management) Regulations (Northern Ireland) 2007(b).

(i1) the whole or part of the work contracted to be undertaken by the contractor at the
premises is to the external fabric or other external part of a building or structure;

(iii) it is carried out in a physically segregated area of the premises, the activities
normally carried out in that area have been suspended for the purpose of enabling the
construction work to be carried out, the contractor has authority to exclude from that
area persons who are not attending in connection with the carrying out of the work
and the work is not the maintenance of insulation on pipes, boilers or other parts of
heating or water systems or its removal from them.

the installation, maintenance or repair of any gas system, or any work in relation to a gas
fitting;

the installation, maintenance or repair of electricity systems;
work with ionising radiations except work in one or more of the categories set out—

(1) in relation to Great Britain, in Schedule 1 to the lonising Radiations Regulations
1999(c);

(i1) in relation to Northern Ireland, in Schedule 1 to the lonising Radiations Regulations
(Northern Ireland) 2000(d);

the use of ionising radiations for medical exposure;

any activity in premises occupied by a radiography undertaking in which there is carried
on any work with ionising radiations;

in relation to Northern Ireland, any activity involving genetic modification within the
meaning of regulation 2(1) of the Genetically Modified Organisms (Contained Use)
Regulations (Northern Ireland) 2001 (e);

agricultural activities, and any activity at an agricultural show which involves the
handling of livestock or the working of agricultural equipment;

any activity on board a sea-going ship;
any activity in relation to a ski slope, ski lift, ski tow or cable car;
fish, maggot and game breeding except in a zoo or zoological establishment;
in relation to Northern Ireland, horse breeding or horse training at a stable;
any activity in relation to a pipeline within the meaning of—
(1) in relation to Great Britain, regulation 3 of the Pipelines Safety Regulations 1996(f);

(i1) in relation to Northern Ireland, regulation 3 of the Pipelines Safety Regulations
(Northern Ireland) 1997(g).

except in Northern Ireland, the operation of—
(i) a guided bus system; or

(i) any other system of guided transport, other than a railway, that employs vehicles
which for some or all of the time when they are in operation travel along roads.

in relation to Northern Ireland, the operation of a railway;

except in Northern Ireland, the operation of a trolley vehicle system;

(a)
(b)
()
(d)
(e)
U]
(g

8.1 2007/320.

S.R. (NI) 2007 No 291.
S.L 1999/3232.

S.R. (NI) 2000 No 375.
S.R. (NI) 2001 No 295.
S.I. 1996/825.

S.R. (NI) 1997 No 193.
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®

the manufacture of ammonium nitrate blasting intermediate under the Manufacture and
Storage of Explosives Regulations 2005(a).

2. In relation to paragraph 1(d)(iii)}—

(@)
(b)

reference to a physically segregated area does not include an area segregated only in
order to prevent the escape of asbestos; and

“asbestos” has the meaning assigned to it in relation to Great Britain, by regulation 2(1)
of the Control of Asbestos Regulations 2006(b) or in relation to Northern Ireland, by
regulation 2(1) of the Control of Asbestos Regulations (Northern Ireland) 2007(c).

3. In paragraph 1, “ionising radiations” and “medical exposure” in relation to those radiations
have the meaning assigned to them in relation to Great Britain, by regulation 2(1) of the Ionising
Radiations Regulations 1999 or in relation to Northern Ireland, by regulation 2(1) of the Ionising
Radiations Regulations (Northern Ireland) 2000.

4. Subject to Part 4, the Executive must perform the joint enforcement duty on behalf of a local
(health and safety) authority—

(@)
(b)
(©)

in relation to a body specified in paragraph 5 or 6;
in relation to the officers or servants of such a body; or

in relation to any part of premises occupied by such a body.

5. In Great Britain, the bodies referred to in paragraph 4 are—

(@

(b)
(©
(d)
(e)
®

(2

(h)
(@)

a local authority being—

(1) in Greater London, a London borough council, the Common Council of the City of
London, the Sub-Treasurer of the Inner Temple and the Under-Treasurer of the
Middle Temple;

(i1) in England outside Greater London, a county council or a district council, and the
Council of the Isles of Scilly;

(ii1) in Scotland, a council constituted under section 2 of the Local Government etc.
(Scotland) Act 1994(d);

(iv) in Wales, a county council or county borough council;

a parish council in England or a community council in Wales or Scotland;

a police authority or the Receiver for the Metropolitan Police District(e);

a fire and rescue authority under the Fire and Rescue Services Act 2004 (f);

a relevant authority as defined in section 6 of the Fire (Scotland) Act 2005(g);

a headquarters or an organisation designated for the purposes of the International
Headquarters and Defence Organisation Act 1964(h);

a service authority of a visiting force within the meaning of section 12 of the Visiting
Forces Act 1952(i);

the United Kingdom Atomic Energy Authority;

the Crown, except in relation to any part of any premises occupied by the Health and
Safety Executive.

6. In Northern Ireland, the bodies referred to in paragraph 4 are—

(a)
(b)
(0)
(@)
(e)

U]
(2
(h)
(@

S.1. 2005/1082. These Regulations do not apply in Northern Ireland.

S.1. 2006/2739 to which there are amendments not relevant to these Regulations.

S.R. (NI) 2007 No 31.

1994 ¢.39.

Section 327 of the Greater London Authority Act 1999 (c. 29) provides for the abolition of the office of Receiver but an
order to do so under that section has not yet been made.

2004 c.21.

2005 asp. 5.

1964 ¢c.5.

1952 c.67.

42







(@)
(b)
(©
(d)
(e)
®

a district council established under section 1 of the Local Government Act (Northern
Ireland) 1972(a);

the Northern Ireland Policing Board as defined in section 2 of the Police (Northern
Ireland) Act 2000(b);

the Northern Ireland Fire and Rescue Service Board as referred to in article 3 of the Fire
and Rescue Services (Northern Ireland) Order 2006(c);

a headquarters or an organisation designated for the purposes of the International
Headquarters and Defence Organisation Act 1964;

a service authority of a visiting force within the meaning of section 12 of the Visiting
Forces Act 1952;

the Crown.

7. Subject to Part 4, the Executive must perform the joint enforcement duty on behalf of a local
(health and safety) authority in relation to—

(@)

(b)
(©

(d)
(e)
®

the tunnel system within the meaning it would have in section 1(7) of the Channel Tunnel
Act 1987(d) if the words “to be” did not appear;

an offshore installation;

a building or construction site, that is to say, premises where the only activities being
undertaken are construction work and activities for the purposes of or in connection with
such work;

the campus of a university, college, school or similar educational establishment;
a hospital;

in relation to Northern Ireland, a railway station, railway goods yard, railway track and
any part of adjacent premises, occupied in connection with them.

PART 4
Local (health and safety) authorities and the Executive

1. Subject to paragraph 3, paragraph 2 applies to the common parts of any non-domestic
premises where those premises are occupied by more than one occupier.

2. Where this paragraph applies—

(@)

(b)

to the extent the Executive must perform a joint enforcement duty on behalf of a local
(health and safety) authority under this Schedule for all other parts of the premises, it
must also do so for the common parts of those premises;

to the extent a local (health and safety) authority must perform a joint enforcement duty
on behalf of the Executive under this Schedule for all other parts of the premises, it must
also do so for the common parts of those premises.

3. In relation to land within the perimeter of an airport which consists of common parts,—

(@)

(b)

for those parts not within a building or to which passengers are admitted but other
members of the public are not admitted, the Executive must perform the joint
enforcement duty on behalf of a local (health and safety) authority;

for the remaining common parts, a local (health and safety) authority must perform the
joint enforcement duty on behalf of the Executive.

(a) 1972 c.9 as amended by S.1. 1985/454.
(b) 2000 c.32.

(c) 2006/1254 (N.L 9).

(d) 1987 c.53.
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SCHEDULE 4 Regulation 7(2)

Defence exemption certificates

1. The Secretary of State may decide that it is necessary in the interests of defence for a person
to be exempt from compliance with a listed REACH provision.
2. The Secretary of State may decide to apply the exemption—
(a) to a person, including the Secretary of State, or a category of persons;
(b) to one or more provision at the same time;
(c) prospectively;
(d) for a limited or unlimited period;
(e) generally or to a particular case;
(f) subject to such limitations and conditions as the Secretary of State sees fit.
3. A decision of the Secretary of State to apply the exemption must be evidenced in writing by a
certificate.
4. A certificate—

(a) must contain sufficient particulars of the persons to whom, and the matters to which, it
relates; and

(b) may be varied or revoked in writing.

5. The Secretary of State may provide to a person who has the benefit of a certificate—
(a) the certificate;
(b) acopy of'it; or
(c) acopy of arelevant extract of the certificate.
6. A person who claims the benefit of a certificate must produce to the persons listed in
paragraph 7 when reasonably requested to do so—
(a) the certificate;
(b) acopy of it made by the Secretary of State; or

(c) acopy made by the Secretary of State of a relevant extract of the certificate.

7. The persons referred to in paragraph 6—
(a) an enforcing authority;
(b) acompetent authority;
(c) the equivalent of an enforcing authority of another member State;

(d) the European Chemicals Agency

8. Unless the contrary is proved—
(a) a certificate;
(b) acopy of it made by the Secretary of State; or

(c) acopy made by the Secretary of State of a relevant extract of the certificate,

is conclusive evidence of the matters to which it relates.
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SCHEDULE 5 Regulation 8

Marketing and use of leaded paints

PART 1
Permitted marketing and use

1. A person may market leaded paint if it is marketed with a view to its use as set out in
paragraph 2.

2. Subject to paragraph 3, a person may use leaded paint if the paint is used in the restoration or
maintenance of—
(a) historic buildings or their interiors;
(b) scheduled monuments; or
(c) fine or decorative works of art,

where it is required to restore or maintain historic textures or finishes.

3. A person who intends to use leaded paint must—

(a) where that person intends to obtain the paint from a supplier of such paint, provide to that
supplier a relevant declaration; or

(b) in any other case, provide to the competent body a relevant declaration and comply with
paragraph 6.
4. A person may supply leaded paint if that person complies with paragraph 5.
5. A person who receives a relevant declaration pursuant to paragraph 3(a) and agrees to supply
leaded paint to the intended user stated in the declaration—
(a) must send the declaration to the competent body with a notification; and
(b) must not supply the paint—

(1) earlier than 3 weeks after providing the relevant declaration and notification to the
competent body; or

(i1) if that person receives a notice under paragraph 7(a) from the competent body.

6. A person who provides a relevant declaration under paragraph 3(b) must not use the paint—
(a) -earlier than 3 weeks after providing the relevant declaration to the competent body; or
(b) if that person receives a notice under paragraph 7(a) from the competent body.
7. If a competent body is not satisfied with the content of a relevant declaration or notification, it
must—

(a) within 2 weeks of receipt, give notice to that effect in writing to the person from whom it
was received with reasons for its decision; and

(b) as soon as possible, provide a copy of that notice to such enforcing authorities as the
competent body believes are appropriate.
8. For the purposes of this Schedule—
“competent body” means—

(a) English Heritage if the historic building, scheduled monument or work of art is in
England;

(b) Cadw if the historic building, scheduled monument or work of art is in Wales;
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(©
(d)

the Scottish Ministers if the historic building, scheduled monument or work of art is in
Scotland;

the Department of the Environment if the historic building, scheduled monument or work
of art is in Northern Ireland;

“historic building” means—

(e)

®

(2

in relation to England and Wales, a listed building within the meaning of section 1(5) of
the Planning (Listed Buildings and Conservation Areas) Act 1990(a) which is classified
as Grade I or Grade II (starred);

in relation to Scotland, a listed building within the meaning of section 1(4) of the
Planning (Listed Buildings and Conservation Areas) (Scotland) Act 1997(b) which is
classified as category A;

in relation to Northern Ireland, a listed building within the meaning of article 42(7) of the
Planning (Northern Ireland) Order 1991(c);

“leaded paint” means paint containing lead carbons or lead sulphates listed at points 16 and 17
of Annex XVII of REACH;

“notification” means a written notification that contains the matters in Part 3 of this Schedule;

“relevant declaration” means a written declaration that contains the matters in Part 2 of this
Schedule ;

“scheduled monument” has the same meaning—

(h)

(@)

in England, Wales and Scotland, as it has in section 1(11) of the Ancient Monuments and
Archaeological Areas Act 1979(d);

in Northern Ireland, as it has in article 3(2) of the Historic Monuments and
Archaeological Objects (Northern Ireland) Order 1995(e).

PART 2

Contents of a relevant declaration

1. The name, address and telephone number of the intended user of the paint.

2. The quantity, trade name and manufacturer of the paint intended to be used.

3.In the case of a listed building, the name, address and owner of the building and, where
appropriate, its listing category.

4.In the case of a scheduled monument, the name, location and owner (if known) of the
monument.

5. In the case of a listed building or scheduled monument, details of the parts of the building or
monument where the paint is to be applied.

6. In the case of a work of art, its name, date, author, location, the name and address of the
owner and details of how the paint is intended to be used.

7. The date the declaration is made and the signature and name of the person making it.

(a)
(b)
©
(@)
(®

1990 c.9.
1997 ¢.9.
S.1.1991/1220 (N.L11).
1979 c.46.
S.1.1995/1625 (N.L9).
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PART 3

Contents of a notification

1. The name, address and telephone number of the intended supplier of the paint.

2. A statement that the intended supplier agrees to supply to the intended user paint of the
quantity and type stated in the relevant declaration.

3. The date the notification is made and the signature and name of the person making it.

SCHEDULE 6 Regulation 9(1)

Powers of enforcement

PART 1

The Environment Agency, the Scottish Environment Protection Agency and the

Department of the Environment
SECTION 1

Powers of entry and warrants

1. The powers of any authorised person are—

(@

(b)

(©
(d)

(e)

®

(2

(h)

to enter at any reasonable time (or, in an emergency, at any time and, if need be, by force)
any premises which that person has reason to believe it is necessary to enter;

on entering any premises by virtue of sub-paragraph (a), to—

(1) be accompanied by any other person duly authorised by the enforcing authority and,
if the authorised person has reasonable cause to apprehend any serious obstruction in
the execution of the authorised person’s duty, a constable;

(i1) take any equipment or materials required for any purpose for which the power of
entry is being exercised;

to make such examination and investigation as may in any circumstances be necessary;

as regards any premises which the authorised person has power to enter, to direct that
those premises or any part of them, or anything in them, shall be left undisturbed
(whether generally or in particular respects) for so long as is reasonably necessary for the
purpose of any examination or investigation under sub-paragraph (c);

to take such measurements and photographs and make such recordings as the authorised
person considers necessary for the purpose of any examination or investigation under
sub-paragraph (c);

to take samples, or cause samples to be taken, of any thing found in or on any premises

which the authorised person has power to enter, and of the air, water or land in, on, or in
the vicinity of, the premises;

in the case of any thing found in or on any premises which the authorised person has
power to enter and which appears to that person to be in contravention of a listed REACH
provision, to cause it to be dismantled or subjected to any process or test (but not so as to
destroy or damage it, unless that is necessary);

in the case of any thing mentioned in sub-paragraph (g), to take possession of it and
detain it for so long as is necessary for all or any of the following purposes—

(1) to examine it, or cause it to be examined, and to do, or cause to be done, to it
anything which the authorised person has power to do under that sub-paragraph;

(i1) to ensure that it is not tampered with before examination of it is completed; and
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(iii) to ensure that it is available for use in any proceedings for an offence under
regulation 11 or 13;

(i) to require any person whom the authorised person has reasonable cause to believe to be
able to give any information relevant to any examination or investigation under sub-
paragraph (c) to answer (in the absence of persons other than a person nominated by that
person to be present and any persons whom the authorised person may allow to be
present) such questions as the authorised person thinks fit to ask and to sign a declaration
of the truth of that person’s answers;

(j) to require the production of, or where the information is recorded in computerised form,
the furnishing of extracts from, any records which it is necessary for the authorised
person to see for the purposes of an examination or investigation under sub-paragraph (c)
and to inspect, and take copies of, or of any entry in, the records; and

(k) to require any person to afford the authorised person such facilities and assistance with
respect to any matters or things within the other person’s control or in relation to which
that person has responsibilities as are necessary to enable the authorised person to
exercise any of the powers conferred on the authorised person by Part 1 of this Schedule.

2. Except in an emergency, in any case where it is proposed to enter any premises used for
residential purposes, or to take heavy equipment on to any premises which are to be entered, any
entry by virtue of paragraph 1 must only be effected—

(a) after the expiration of at least seven days’ notice of the proposed entry given to a person
who appears to the authorised person in question to be in occupation of the premises in
question; and

(b) either—
(1) with the consent of the person who is in occupation of those premises; or

(i1) under the authority of a warrant by virtue of section 2 of Part 1 of this Schedule.

3. Except in an emergency, where an authorised person proposes to enter any premises and—

(a) entry has been refused and the authorised person apprehends on reasonable grounds that
the use of force may be necessary to effect entry; or

(b) the authorised person apprehends on reasonable grounds that entry is likely to be refused
and that the use of force may be necessary to effect entry,

any entry on to those premises by virtue of paragraph 1 must only be effected under the authority
of a warrant by virtue of section 2 of Part 1 of this Schedule.

4. In relation to any premises belonging to or used for the purposes of the United Kingdom
Atomic Energy Authority, the powers under paragraph 1 have effect subject to section 6(3) of the
Atomic Energy Authority Act 1954(a) (which restricts entry to such premises where they have
been declared to be prohibited places for the purposes of the Official Secrets Act 1911(b)).

5. Where an authorised person proposes to exercise the power conferred by paragraph 1(g), that
person must, if so requested by a person who at the time is present on and has responsibilities in
relation to those premises, cause anything which is to be done by virtue of that power to be done
in the presence of that other person.

6. Before exercising the power conferred by paragraph 1(g), an authorised person must
consult—

(a) such persons having duties on the premises where the thing is to be dismantled or subject
to the process or test; and

(b) such other persons,

(a) 1954 ¢.32.
(b) 1911 c.28.
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as appear to the authorised person to be appropriate for the purpose of ascertaining what dangers,
if any, there may be in doing anything which it is proposed to do or cause to be done under the
power.

7. No answer given by a person in pursuance of a requirement imposed under paragraph 1(i) is
admissible in evidence in England and Wales or Northern Ireland against that person in any
proceedings, or in Scotland against that person in any criminal proceedings.

8. Nothing in paragraph 1 compels the production by any person of a document which—

(a) except in relation to Scotland, that person would on grounds of legal professional
privilege be entitled to withhold production on an order for discovery in an action in the
County Court or High Court; or

(b) in relation to Scotland, contains confidential information made by or to an advocate or
solicitor in that capacity and which that person would be entitled to withhold production
on an order for the production of documents in an action in the Court of Session.

9. Section 2 of Part 1 of this Schedule has effect with respect to the powers of entry and related
powers conferred by paragraph 1.
10. In this section—
“emergency’” means a case in which it appears to the authorised person in question—

(a) that there is an immediate risk of serious pollution of the environment or serious harm to
human health; or

(b) that circumstances exist which are likely to endanger life or health,

and that immediate entry to any premises is necessary to verify the existence of that risk or
those circumstances or to ascertain the cause of that risk or those circumstances or to effect a
remedy;

“premises” means any land, vehicle, vessel or plant which is designed to move or be moved
whether on roads or otherwise.

SECTION 2
Warrants, evidence and compensation
11. If it is shown to the satisfaction, in England and Wales of a justice of the peace, in Scotland

of the sheriff or a justice of the peace, or in Northern Ireland of a lay magistrate, on sworn
information in writing—

(a) that there are relevant grounds for the exercise in relation to any premises of the powers
under paragraph 1; and

(b) that one or more of the conditions specified in paragraph 12 is fulfilled in relation to those
premises,

the justice, sheriff or lay magistrate may by warrant authorise an enforcing authority to designate a
person who is authorised to exercise the power in relation to those premises, in accordance with
the warrant and, if need be, by force.
12. The conditions mentioned in paragraph 11 are—
(a) that the exercise of the power in relation to the premises has been refused;
(b) that such a refusal is reasonably apprehended;
(c) that the premises are unoccupied;

(d) that the occupier is temporarily absent from the premises and the case is one of urgency;
or

(e) that an application for admission to the premises would defeat the object of the proposed
entry.

13. In a case where paragraph 12 applies, a justice of the peace, sheriff or lay magistrate must
not issue a warrant under paragraph 11 by virtue only of being satisfied that the exercise of the
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power in relation to any premises has been refused, or that a refusal is reasonably apprehended,
unless the justice of the peace, sheriff or lay magistrate is also satisfied that the notice required by
that paragraph has been given and that the period of that notice has expired.

14. Every warrant under paragraph 11 continues in force until the purposes for which the
warrant was issued have been fulfilled.

15. An authorised person must produce evidence of that person’s authorisation or designation
and other authority before exercising the power.

16. Information obtained in consequence of the exercise of the powers in paragraph 1, with or
without the consent of any person is admissible in evidence against that or any other person.

17. Without prejudice to the generality of paragraph 16, information obtained by means of
monitoring or other apparatus installed on any premises in the exercise of the powers in paragraph
1, with or without the consent of any person in occupation of the premises, is admissible in
evidence in any proceedings against that or any other person.

18. A person who, in exercise of the powers in paragraph 1, enters on any premises which are
unoccupied or whose occupier is temporarily absent must leave the premises as effectively secured
against trespassers as that person found them.

19. Where any person exercises any power conferred by paragraph 1(a) or (b), it is the duty of
the enforcing authority under whose authorisation that person acts to make full compensation to
any person who has sustained loss or damage by reason of—

(a) the exercise of a power under paragraph 1 by the authorised person; or

(b) the performance of, or failure of the authorised person to perform, the duty imposed
under paragraph 18.

20. Compensation is not payable by virtue of paragraph 19 in respect of any loss or damage if—
(a) it 1is attributable to the default of the person who sustained it; or

(b) it is loss or damage in respect of which compensation is payable by virtue of any other
enactment.

21. Any dispute as to a person’s entitlement to compensation under paragraph 19, or as to the
amount of any such compensation—

(a) in England and Wales, must be referred to the arbitration of a single arbitrator appointed
by agreement between the enforcing authority in question and the person who claims to
have sustained the loss or damage or, in default of agreement, appointed by the Secretary
of State;

(b) in Scotland, must be referred to the arbitration of an arbiter, appointed by agreement
between the enforcing authority in question and the person who claims to have sustained
the loss or damage or, in default of agreement, appointed by the Scottish Ministers; or

(c) in Northern Ireland, must be referred to and determined by the Lands Tribunal for
Northern Ireland.

22. An authorised person is not to be liable in any civil proceedings for anything done in the
purported exercise of the powers under paragraph 1 if the court is satisfied that the act was done in
good faith and that there were reasonable grounds for doing it.

SECTION 3

Seizure in cases of imminent danger of serious pollution
23. If an authorised person has entered any premises and has reasonable cause to believe that
any thing there is a cause of imminent danger of serious pollution of the environment, the

authorised person may seize it and cause it to be rendered harmless (whether by destruction or
otherwise).
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24, An authorised person who exercises the power in paragraph 23 must as soon as possible
prepare and sign a written report giving particulars of the circumstances in which the thing was
seized and so dealt with and must—

(a) give a signed copy of the report to a responsible person at the premises where the thing
was found; and

(b) wunless the person is the owner of the thing, also serve a signed copy of the report on the
owner.

25. If the authorised person cannot after reasonable inquiry ascertain the name or address of the
owner, the copy may be served on the owner by giving it to the person to whom a copy was given
under paragraph 24(a).

26. Where the powers under paragraph 23 are exercised, the enforcing authority is entitled to
recover the costs it reasonably incurs from the person who knowingly caused or permitted the
thing to become a cause of imminent danger of serious pollution of the environment.

SECTION 4
Notices
27. An authorised person may, by a notice served on any person, require that person to furnish

such information as is specified in the notice, in such form and within such period following
service of the notice or at such time as is so specified.

28. If an authorised person is of the opinion that a person has contravened, is contravening or is
likely to contravene a listed REACH provision, the authorised person may serve on that person an
enforcement notice.

29. An enforcement notice must—

(a) state that the authorised person is of the opinion referred to in the preceding paragraph;

(b) specify the matters constituting the contravention or the matters making it likely that the
contravention will arise, as the case may be;

(c) specify the steps that must be taken to remedy the contravention or to remedy the matters
making it likely that the contravention will arise, as the case may be; and

(d) specify the period within which those steps must be taken.
30. An enforcement notice may be withdrawn at any time.

31. If an authorised person is of the opinion that the activities of a person, in relation to a
contravention or likely contravention of a listed REACH provision, are such that they involve an
imminent danger of serious pollution of the environment, the authorised person may serve on that
person a prohibition notice.

32. A prohibition notice must—

(a) state that the authorised person is of the opinion referred to in the preceding paragraph;

(b) specify the danger involved in the activity; and

(c) specify the steps that must be taken to remove it and the period within which they must be
taken.

33. A prohibition notice may be withdrawn at any time.

34. If a person fails to comply with an enforcement notice or prohibition notice, the enforcing
authority may do what that person was required to do and may recover from that person any
expenses reasonably incurred in doing so.

35. References in this Part to an “enforcement notice” or a “prohibition notice” have effect only
for the purposes of this Part.
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Part 2

The Health and Safety Executive, the Health and Safety Executive for Northern

Ireland and local (health and safety) authorities
SECTION 1
Powers of entry

1. The powers of an authorised person are—

(@)

(b)

(©

(d)

(e)

®

(2
(h)

(@)

0

(k)

at any reasonable time (or, in a situation which the authorised person believes is or may
be dangerous, at any time) to enter any premises which that person has reason to believe
it is necessary to enter;

to be accompanied by a constable if the authorised person has reasonable cause to
apprehend any serious obstruction in the execution of that person’s duty;

without prejudice to the preceding sub-paragraph, on entering any premises by virtue of
sub-paragraph (a) to—
(i) be accompanied by any other person duly authorised by the authorised person’s
enforcing authority; and

(i1) take any equipment or materials required for any purpose for which the power of
entry is being exercised.

to make such examination and investigation as may in any circumstances be necessary for
the purpose for which the power is being exercised;

as regards any premises which the authorised person has power to enter, to direct that
those premises or any part of them, or anything therein, must be left undisturbed (whether
generally or in particular respects) for so long as is reasonably necessary for the purpose
of any examination or investigation under sub-paragraph (d);

to take such measurements and photographs and make such recordings as the authorised
person considers necessary for the purpose of any examination or investigation under
sub-paragraph (d);

to take samples of any thing found in any premises which the authorised person has
power to enter and of the atmosphere in or in the vicinity of any such premises;

in the case of any thing found in any premises which the authorised person has power to
enter and which appears to be in contravention of a listed REACH provision, to cause it
to be dismantled or subjected to any process or test (but not so as to damage or destroy it
unless this is in the circumstances necessary);

in the case of any such thing as is mentioned in sub-paragraph (h), to take possession of it
and detain it for so long as is necessary for all or any of the following purposes, namely—

(1) to examine it and do to it anything which the authorised person has power to do
under that sub-paragraph;

(i1) to ensure that it is not tampered with before the authorised person’s examination of it
is completed;

(ii1) to ensure that it is available for use as evidence in any proceedings for an offence
under regulation 11 or 13.

to require any person whom the authorised person has reasonable cause to believe to be
able to give any information relevant to any examination or investigation under sub-
paragraph (d) to answer (in the absence of persons other than a person nominated by that
person to be present and any persons whom the authorised person may allow to be
present) such questions as the authorised person thinks fit to ask and to sign a declaration
of the truth of that person’s answers;

to require the production of, inspect, and take copies of or of any entry in—

(i) any books or documents which by virtue of any of the listed REACH provisions are
required to be kept; and
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(i1) any other books or documents which it is necessary for the authorised person to see
for the purposes of any examination or investigation under sub-paragraph (d);

(I) to require any person to afford the authorised person such facilities and assistance with
respect to any matters or things within that person’s control or in relation to which that
person has responsibilities as are necessary to enable the authorised person to exercise
any of the powers conferred upon the authorised person by this Part;

(m) to seize and cause to be rendered harmless (whether by destruction or otherwise) any
thing which is found by the authorised person in any premises and which the authorised
person has reasonable cause to believe that, in the circumstances in which it is found is a
cause of imminent danger of serious personal injury.

(n) any other power which is necessary for the purpose of carrying out the enforcement duty.

2. Where an authorised person proposes to exercise the power conferred by paragraph 1(h) and
if requested by a person who at the time is present in and has responsibilities in relation to those
premises, the authorised person must cause anything which is to be done by virtue of that power to
be done in the presence of that other person unless the authorised person considers that would be
prejudicial to the safety of any person.

3. Before exercising the power conferred by paragraph 1(h), an authorised person must consult
such persons as appear to be appropriate for the purpose of ascertaining what dangers, if any, there
may be in doing anything which it is proposed to do under that power.

4. Where under the power conferred by paragraph 1(i) an authorised person takes possession of
any thing found in any premises, the authorised person must leave there, either with a responsible
person or, if that is impracticable, fixed in a conspicuous position, a notice giving particulars of
that thing sufficient to identify it and stating that the authorised person has taken possession of it
under that power; and before taking possession of any such thing under that power an authorised
person must, if it is practicable to do so, take a sample and give to a responsible person at the
premises a portion of the sample marked in a manner sufficient to identify it.

5. No answer given by a person in pursuance of a requirement imposed under paragraph 1(j) is
admissible in evidence against that person or the spouse or civil partner of that person in any
proceedings.

6. Before the power in paragraph 1(m) to render harmless any thing is exercised, an authorised
person must, if it is practicable to do so, take a sample of it and give it to a responsible person at
the premises a portion of the sample marked in a manner sufficient to identify it.

7. As soon as may be after any thing has been seized and rendered harmless under paragraph
1(m), the authorised person must prepare and sign a written report giving particulars of the
circumstances in which it was seized and so dealt with by the authorised person, and must—

(a) give a signed copy of the report to a responsible person at the premises where the thing
was found; and

(b) unless that person is the owner of it, also serve a signed copy of the report on the owner,
and if, where sub-paragraph (b) applies, the authorised person cannot after reasonable enquiry
ascertain the name or address of the owner, the copy may be served on the owner by giving it to
the person to whom a copy was given under paragraph 4.

8. Nothing in this Part compels the production by any person of a document which—

(a) except in relation to Scotland, that person would on grounds of legal professional
privilege be entitled to withhold production on an order for discovery in an action in the
County Court or High Court; or

(b) in relation to Scotland, contains confidential information made by or to an advocate or
solicitor in that capacity and which that person would be entitled to withhold production
on an order for the production of documents in an action in the Court of Session.
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9. Where—

(a) an action has been brought against an authorised person in respect of an act done in the
execution or purported enforcement of a listed REACH provision;

(b) the circumstances are such that the authorised person is not legally entitled to require an
indemnity from the Executive; and

(c) the Executive is satisfied that the authorised person honestly believed that the act
complained of was within that person’s powers and that the duty of an authorised person
required or entitled that act,

the Executive may indemnify the authorised person against the whole or part of any damages and
costs which that person may be ordered to pay or may have incurred.
10. For the purposes of this section, the Executive means—
(a) in Great Britain, the Health and Safety Executive,
(b) in Northern Ireland, the Health and Safety Executive for Northern Ireland.
SECTION 2

Notices

11. If an authorised person is of the opinion that—

(a) activities are being carried on or are likely to be carried on by or under the control of a
person; and

(b) the activity involves or as the case may be, will involve a risk of serious personal injury,
the authorised person may serve on that person a prohibition notice.

12. A prohibition notice must—
(a) state that the authorised person is of the opinion referred to in the preceding paragraph;

(b) specify the matters which in the authorised person’s opinion give or, as the case may be,
will give rise to the said risk;

(c) where in the opinion of the authorised person any of those matters involves or, as the case
may be, will involve a contravention of a listed REACH provision, the authorised person
must—

(i) state that opinion;
(i1) specify the provision or provisions which relate to that opinion; and
(ii1) give particulars of the reasons supporting that opinion;

(d) direct that the activities to which the notice relates must not be carried on by or under the
control of the person on whom the notice is served unless the matters specified in the
notice in pursuance of sub-paragraph (b) and any associated contraventions of provisions
so specified in pursuance of sub-paragraph (c) above have been remedied.

13. A direction contained in a prohibition notice in pursuance of paragraph 12(d) takes effect—

(a) at the end of the period specified in the notice; or

(b) if the notice so declares, immediately.

14. If an authorised person is of the opinion that a person—
(a) is contravening one or more of the listed REACH provisions; or

(b) has contravened one or more of those provisions in circumstances that make it likely that
the contravention will continue or be repeated,

the authorised person may serve on that person an improvement notice.

15. An improvement notice must—

(a) state that the authorised person is of the opinion referred to in the preceding paragraph;
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(b) specify the provision or provisions as to which the authorised person is of that opinion,
giving particulars of the reasons supporting that opinion;

(c) require that the person to whom the improvement notice is addressed remedies the
contravention or, as the case may be, the matters occasioning it within such period
(ending not earlier than the period within which an appeal against the notice can be
brought as provided by regulation 21) as may be specified in the notice.

16. If an authorised person is of the opinion that a person has contravened, is contravening or is
likely to contravene a listed REACH provision, the authorised person may serve on that person an
enforcement notice.

17. An enforcement notice must—

(a) state that the authorised person is of the opinion referred to in the preceding paragraph;

(b) specify the matters constituting the contravention or the matters making it likely that the
contravention will arise, as the case may be;

(c) specify the steps that must be taken to remedy the contravention or to remedy the matters
making it likely that the contravention will arise, as the case may be; and

(d) specify the period within which those steps must be taken.
18. Where a prohibition notice, an improvement notice or an enforcement notice has been served
but is not to take immediate effect—

(a) the notice may be withdrawn by an authorised person at any time before the end of the
period specified therein;

(b) the period so specified may be extended or further extended by an authorised person at
any time when an appeal against the notice is not pending.

19. References in this Part to a “prohibition notice”, an “improvement notice” or an
“enforcement notice” have effect only for the purposes of this Part and Part 2 of Schedule 8.

PART 3

Local (consumer safety) authorities
SECTION 1
Powers of entry
1. An authorised person may at any reasonable hour and on production, if required, of that

person’s credentials exercise any of the powers conferred by the following provisions of this
section.

2. An authorised person may, for the purposes of ascertaining whether there has been any
contravention of a listed REACH provision, inspect any goods and enter any premises other than
premises occupied only as a person’s residence.

3. An authorised person may, for the purpose of ascertaining whether there has been any
contravention of a listed REACH provision, examine any procedure (including any arrangements
for carrying out a test) connected with the production of any goods.

4.If an authorised person has reasonable grounds for suspecting that there has been a
contravention of a listed REACH provisions, the authorised person may—

(a) require any person carrying on a business, or employed in connection with a business, to
produce any records relating to the business;

(b) for the purpose of ascertaining (by testing or otherwise) whether there has been any such
contravention, seize and detain the goods;

(c) take copies of, or of any entry in, any records produced by virtue of sub-paragraph (a).
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5. An authorised person may seize and detain any goods or records which the authorised person
has reasonable grounds for believing may be required as evidence in proceedings for any offence
in respect of a contravention of a listed REACH provision.

6. If and to the extent that it is reasonably necessary to prevent a contravention of a listed
REACH provision, the authorised person may—

(a) require any person having authority to do so to open any container or to open any vending
machine; and

(b) open or break open any such container or machine where a requirement made under sub-
paragraph (a) in relation to the container or machine has not been complied with.

7. An authorised person seizing any goods or records under this Part must inform the following
persons that the goods or records have been so seized, that is to say—

(a) the person from whom they are seized; and

(b) in the case of imported goods seized on any premises under the control of the
Commissioners for Revenue and Customs, the importer of those goods (within the
meaning of the Customs and Excise Management Act 1979(a)).

8. If a justice of the peace—

(a) 1is satisfied by any written information on oath that there are reasonable grounds for
believing either—

(1) that any goods or records which any authorised person has power to inspect under
this Part are on any premises and that their inspection is likely to disclose evidence
that there has been a contravention of a listed REACH provision; or

(i1) that such a contravention has taken place, is taking place or is about to take place on
any premises; and

(b) is also satisfied by any such information either—

(i) that admission to the premises has been or is likely to be refused and that notice of
intention to apply for a warrant under this section has been given to the occupier; or

(i1) that an application for admission, or the giving of such a notice, would defeat the
object of the entry or that the premises are unoccupied or that the occupier is
temporarily absent and it might defeat the object of the entry to await the occupier’s
return,

the justice may by warrant, which shall continue in force for a period of one month, authorise any
authorised person to enter the premises, if need be by force.

9. An authorised person entering any premises by virtue of this section may be accompanied by
such other persons and may take such equipment as may appear to the authorised person to be
necessary.

10. On leaving any premises which an authorised person is authorised to enter by a warrant
under this section, that person must, if the premises are unoccupied or the occupier is temporarily
absent, leave the premises as effectively secured against trespassers as the authorised person found
them.

11. Where any goods seized by an authorised person under this Part are submitted to a test, the
authorised person must inform the persons mentioned in paragraph 7 of the result of the test and,
if—

(a) proceedings are brought for an offence in respect of a contravention of a listed REACH
provision; and

(b) the authorised person is requested to do so and it is practicable to comply with the
request,

(a) 1979 c.2.
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the authorised person must allow any person who is a party to the proceedings or, as the case may
be, has an interest in the goods to which the notice relates, to have the goods tested.

12. In the application of this section to Scotland, the reference in paragraph 8 to a justice of the
peace includes a reference to a sheriff and the references to written information on oath include
references to evidence on oath.

13. In the application of this section to Northern Ireland, the reference in paragraph 8 to a justice
of the peace includes a reference to a lay magistrate and references to any information on oath
include references to any complaint on oath.

SECTION 2
Notices
14. Where an authorised person has reasonable grounds for suspecting that a listed REACH

provision has been contravened in relation to any goods, the authorised person may serve a notice
(““ a suspension notice”).

15. A suspension notice may prohibit the person on whom it is served, for such period ending
not more than six months after the date of the notice as is specified in the notice, from doing any
of the following without the consent of an authorised person—

(a) supplying the goods;
(b) offering to supply them;
(c) agreeing to supply them or exposing them for supply.

16. A suspension notice served by an authorised person in respect of any goods must—
(a) describe the goods in a manner sufficient to identify them;

(b) set out the grounds on which the authorised person suspects that a listed REACH
provision has been contravened in relation to the goods; and

(c) state that, and the manner in which, the person on whom the notice is served may appeal
against the notice.

17. A suspension notice may require a person to keep the enforcing authority informed of the
whereabouts throughout the period of the notice of any of those goods in which that person has an
interest.

18. Where a suspension notice has been served on any person in respect of any goods, no further
such notice must be served on that person in respect of the same goods unless—

(a) proceedings against that person for an offence in respect of a contravention, in relation to
the goods, of a listed REACH provision; or

(b) proceedings for the forfeiture of the goods,
are pending at the end of the period specified in the notice.
19. A consent given by an authorised person for the purposes of paragraph 15 may impose such

conditions on the doing of anything for which the consent is required as the authorised person
considers appropriate.

20. Where an authorised person serves a suspension notice in respect of any goods, the
authorised person is liable to pay compensation to any person having an interest in the goods in
respect of any loss or damage caused by reason of the service of the notice if—

(a) there has been no contravention in relation to the goods of a listed REACH provision; and
(b) the exercise of the power is not attributable to any neglect or default by that person
having an interest in the goods.

21. Any disputed question as to the right to or the amount of any compensation payable under
this section must be determined by arbitration or, in Scotland, by a single arbiter appointed, failing
agreement between the parties, by the sheriff.
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SECTION 3

Forfeiture

22. An authorised person in England and Wales or Northern Ireland may apply under this
section for an order for the forfeiture of any goods on the grounds that there has been a
contravention in relation to the goods of a listed REACH provision.

23. An application under this section may be made—

(a) where proceedings have been brought in a magistrates’ court for an offence in respect of a
contravention of a listed REACH provision in relation to some or all of the goods, to that
court;

(b) where no application for the forfeiture of the goods has been made under sub-paragraph
(a) by way of complaint to a magistrates’ court.

24. On an application under this section the court may make an order for the forfeiture of any
goods only if it is satisfied that there has been a contravention of a listed REACH provision in
relation to the goods.

25. A court may infer for the purposes of this section that there has been a contravention of a
listed REACH provision in relation to any goods if it is satisfied that any such provision has been
contravened in relation to goods which are representative of those goods (whether by reason of
being of the same design or part of the same consignment or batch or otherwise).

26. Any person aggrieved by an order made under this section by a magistrates’ court, or by a
decision of such a court not to make such an order, may appeal against that order or decision—

(a) in England and Wales, to the Crown Court;
(b) in Northern Ireland, to the county court,

and an order so made may contain such provision as appears to the court to be appropriate for
delaying the coming into force of the order pending the making and determination of any appeal
(including any application under section 111 of the Magistrates’ Courts Act 1980(a) or Article 146
of the Magistrates’ Courts (Northern Ireland) Order 1981(b)(statement of case).

27. Subject to paragraph 28, where any goods are forfeited under this section they must be
destroyed in accordance with such directions as the court may give.

28. On making an order under this section a magistrates’ court mays, if it considers it appropriate
to do so, direct that the goods to which the order relates may (instead of being destroyed) be
released, to such person as the court may specify, on condition that that person—

(a) does not supply those goods to any person otherwise than as specified;

(b) complies with any order to pay costs or expenses which has been made against that
person in the proceedings for the order for forfeiture.

29. In Scotland a sheriff may make an order for forfeiture of any goods in relation to which there
has been a contravention of a listed REACH provision—

(a) on an application by the procurator-fiscal; or

(b) where a person is convicted of any offence in respect of any such contravention, in
addition to any other penalty which the sheriff may impose.

30. The procurator-fiscal making an application under paragraph 29 must serve on any person
appearing to be the owner of, or otherwise to have an interest in, the goods to which the
application relates a copy of the application, together with a notice giving the opportunity to
appear at the hearing of the application to show cause why the goods should not be forfeited.

(a) 1980 c.43.
(b) S.L 1981/1675 (N.L 26).
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31. Service under paragraph 30 must be carried out, and such service may be proved, in the
manner specified for citation of an accused in summary proceedings.

32. Any person upon whom notice is served under paragraph 30 and any other person claiming
to be the owner of, or otherwise to have an interest in, goods to which an application under this
section relates is entitled to appear at the hearing of the application to show cause why the goods
should not be forfeited.

33. The sheriff must not make an order following an application under paragraph 29—

(a) if any person on whom notice is served under paragraph 30 does not appear, unless
service of the notice on that person is proved; or

(b) if no notice under paragraph 30 has been served, unless the court is satisfied that in the
circumstances it was reasonable not to serve notice on any person.

34. An order under this section may be made only if the sheriff is satisfied that there has been a
contravention in relation to those goods of a listed REACH provision.

35. The sheriff may infer for the purposes of this section that there has been a contravention of a
listed REACH provision in relation to any goods if the sheriff is satisfied that any such provision
has been contravened in relation to any goods which are representative of those goods (whether by
reason of being of the same design or part of the same consignment or batch or otherwise).

36. Where an order for the forfeiture of any goods is made following an application by the
procurator-fiscal under paragraph 29, any person who appeared, or was entitled to appear, to show
cause why goods should not be forfeited may, within twenty-one days of the making of the order,
appeal to the High Court by Bill of Suspension on the ground of an alleged miscarriage of justice;
and section 182(5)(a) to (e) of the Criminal Procedure (Scotland) Act 1995(a) applies to an appeal
under this section as it applies to a stated case under Part X of that Act.

37. An order following an application under paragraph 29 does not take effect—

(a) until the end of the period of twenty-one days beginning with the day after the day on
which the order is made; or

(b) if an appeal is made under paragraph 36 within that period, until the appeal is determined
or abandoned.
38. An order under paragraph 29 does not take effect—

(a) until the end of the period within which an appeal against the order could be brought
under the Criminal Procedure (Scotland) Act 1995; or

(b) if an appeal is made within that period, until the appeal is determined or abandoned.

39. Subject to paragraph 40, goods forfeited under this section must be destroyed in accordance
with such directions as the sheriff may give.

40. The sheriff may direct that the goods be released, to such person as may be specified, on
condition that that person does not supply those goods to any other person otherwise than as
mentioned in section 46(7)(a) or (b) of the Consumer Protection Act 1987(b).

(a) 1995 c.46.
(b) 1987 c.43.
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PART 4

The Secretary of State
SECTION 1
Powers of entry

1. An authorised person may on producing evidence of that person’s appointment—

(@)

(b)

(©)

(d)

(e)

®

(2

(h)

)

at any reasonable time (or, in a situation which in that person’s opinion may give rise to a
risk of significant pollution to the environment as a result of the use or discharge from an
offshore installation of an article or substance, at any time) board any offshore
installation;

on boarding an offshore installation be accompanied by any other person authorised for
those purposes by the Secretary of State and take any equipment or materials that the
authorised person thinks may be required;

make such examination or investigation as the authorised person considers necessary
(including any examination or investigation of an offshore installation, for which purpose
the authorised person may install or maintain monitoring or other apparatus on the
offshore installation);

give a direction requiring that any part of the offshore installation be left undisturbed
(whether generally or in particular respects) for so long as reasonably necessary for the
purposes of any examination or investigation under sub-paragraph (c);

take such measurements and photographs and make such recordings as the authorised
person considers necessary for the purpose of any examination or investigation under
sub-paragraph (c);

take samples of any thing found on the offshore installation or in the atmosphere or any
land, seabed (including the subsoil thereof) or water in the vicinity of the offshore
installation;

in the case of any thing which the authorised person finds on the offshore installation,
cause it to be dismantled or subjected to any process or test (but not so as to damage or
destroy it unless that in the circumstances of the case is necessary);

in the case of any such thing mentioned in sub-paragraph (g), take possession of it and
detain it for so long as is necessary for all or any of the following purposes, namely—

(1) to examine it and do to it anything which the authorised person has power to do
under that sub-paragraph;

(ii) to ensure that it is not tampered with before an examination of it is completed; and

(ii1) to ensure that it is available for use as evidence in any proceedings for an offence
under regulation 11 or 13;

require any person who the authorised person has reasonable cause to believe is able to
give any information relevant to any examination or investigation under sub-paragraph

(c)—
(1) to attend at a place and time specified by the authorised person;

(i1) to answer (in the absence of any person other than persons whom the authorised
person may allow to be present and a person nominated to be present by the person
on whom the requirement is imposed) such questions as the authorised person thinks
fit to ask; and

(ii1) to sign a declaration of truth of that person’s answers;
require the production of, and inspect and take copies of or of any entry in—

(1) any records which by virtue of any provision of any permit granted under the
Offshore Chemicals Regulations 2002(a) are required to be kept;

(a) S.L2002/1355.
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(i) any records which the authorised person considers it necessary to see for the
purposes of any examination or investigation under sub-paragraph (c);

(k) require any person to afford the authorised person such facilities and assistance with
respect to any matters or things within that person’s control or in relation to which that
person has responsibilities as the authorised person considers are necessary to enable the
authorised person to exercise any of the powers conferred on the authorised person by
this Part.

SECTION 2
Notices
2. An authorised person may serve on a person a notice in writing (“an enforcement notice”) if
the authorised person is of the opinion that the person has contravened, is contravening or is likely
to contravene a listed REACH provision.
3. An enforcement notice must—
(a) state that the authorised person is of the opinion referred to in the preceding paragraph;

(b) specify the matters that constitute, constituted or, as the case may be, are likely to
constitute the contravention;

(c) specify the steps that must be taken to remedy or, as the case may be, prevent the
contravention; and

(d) specify the period within which those steps must be taken.

4. The steps mentioned in paragraph 3(c) include steps that must be taken to remedy any
pollution caused by the contravention.

5. Where a person to whom an enforcement notice is addressed has failed to take the action
required by it within such time as may be specified by it and such a notice has not been revoked,
the Secretary of State may undertake any action so required and the reasonable costs and expenses
of the Secretary of State’s so doing are recoverable as a debt from that person.

6. A person to whom an enforcement notice is addressed must afford such assistance as the
Secretary of State may reasonably require for the purpose of facilitating the exercise of any
powers conferred on the Secretary of State by paragraph 5.

7. An authorised person may revoke an enforcement notice.

8. An authorised person may serve on a person a notice in writing (“a prohibition notice”) if the
authorised person is of the opinion that where the person has contravened, is contravening or is
likely to contravene a listed REACH provision, that contravention involves an imminent risk of
pollution.

9. A prohibition notice must—

(a) state that the authorised person is of the opinion referred to in the preceding paragraph;

(b) specify the risk involved;

(c) specify the steps that must be taken to remove it and the period within which they must be
taken.

10. An authorised person may by notice withdraw a prohibition notice wholly or in part at any
time and must withdraw a notice when the authorised person is satisfied that the steps required by
the notice have been taken.

11. It is the duty of the person to whom the prohibition notice is addressed to comply with its
terms save to the extent that it is withdrawn wholly or in part.
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SECTION 3
Miscellaneous
12. An answer given by a person in compliance with a requirement imposed under paragraph

1(i) is admissible in evidence in England and Wales or Northern Ireland against that person in any
proceedings or, in Scotland, against that person in criminal proceedings.

13. In criminal proceedings in which such person as is mentioned in paragraph 12 is charged
with an offence to which this paragraph applies, no evidence relating to that person’s answer may
be adduced and no question relating to it may be asked by or on behalf of the prosecution unless
evidence relating to it is adduced by or on behalf of that person.

14. Paragraph 13 applies to any offence other than one under—

(a) regulation 18(1)(e)(ii) of the Offshore Chemicals Regulations 2002(a)(offences);
(b) section 5 of the Perjury Act 1911(b)(false statements made otherwise than on oath);

(c) section 44(2) of the Criminal Law (Consolidation) (Scotland) Act 1995(c)(false
statements made otherwise than on oath); or

(d) article 10 of the Perjury (Northern Ireland) Order 1979(d)(false statutory declarations and
other false unsworn statements).
15. Nothing in this Part compels the production by any person of a document which—

(a) except in relation to Scotland, that person would on grounds of legal professional
privilege be entitled to withhold production on an order for discovery in an action in the
County Court or High Court; or

(b) in relation to Scotland, contains confidential information made by or to an advocate or
solicitor in that capacity and which that person would be entitled to withhold production
on an order for the production of documents in an action in the Court of Session.

16. References in this Part to an “information notice” or a “prohibition notice” have effect only
for the purposes of this Part.

SCHEDULE 7 Regulation 10(2)

Authorisations

SECTION 1
The Environment Agency and the Scottish Environment Protection Agency
1. In respect of the Environment Agency or the Scottish Environment Protection Agency, an

authorisation made under section 108 of the Environment Act 1995(e)(powers of enforcing
authorities and persons authorised by them).

SECTION 2

The Department of the Environment

2. In respect of the Department of the Environment, an authorisation made under—

(a) article 72 of the Waste and Contaminated Land (Northern Ireland) Order 1997(f)(powers
of enforcing authorities and persons authorised by them);

(a) S.I2002/1355.

(b) 1911 c.6.

(¢) 1995 ¢.39.

(d) S.L1979/1714 (N.L 19).
(&) 1995 ¢.25.

(H S.I.1997/2778 (N.I 19).
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(b) article 25 of the Water (Northern Ireland) Order 1999(a)(powers of entry and inspection);
or

(c) regulation 8 of the Pollution, Prevention and Control Regulations (Northern Ireland)
2003(b)(appointment of chief inspector and other inspectors).

SECTION 3
The Health and Safety Executive and local (health and safety) authorities in Great Britain

3. In respect of—
(a) the Health and Safety Executive; or
(b) alocal (health and safety) authority in Great Britain,
an authorisation made under section 19 of the Health and Safety at Work etc. Act
1974(c)(appointment of inspectors).
SECTION 4
The Health and Safety Executive for Northern Ireland and local (health and safety) authorities in
Northern Ireland
4. In respect of—
(a) the Health and Safety Executive for Northern Ireland; or
(b) alocal (health and safety) authority in Northern Ireland,
an authorisation made under article 21 of the Health and Safety at Work (Northern Ireland) Order
1978(d)(appointment of inspectors).
SECTION 5

Local (consumer safety) authorities

5. In respect of—

(a) a local (consumer safety) authority in Great Britain, an authorisation made under section
72 of the Weights and Measures Act 1985(e)(appointment of inspectors);

(b) a local (consumer safety) authority in Northern Ireland, an authorisation made for the
purposes of section 27(2) of the Consumer Protection Act 1987(f)(enforcement).

SECTION 6
The Secretary of State

6. In respect of the Secretary of State, an authorisation made under regulation 16 of the Offshore
Chemicals Regulations 2002(g)(appointment of inspectors).

(a) S.L 1999/662 (N.L 6).
(b) S.R. (NI) 2003 No. 46.
(¢) 1974 ¢.37.

(d) S.I 1978/1039 (N.I 9).
(&) 1985 c.72.

() 1987 c.43.

(g) S.L2002/1355.
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SCHEDULE 8 Regulation 21(2)

Appeals

PART 1

Notices served by the Environment Agency, the Scottish Environment Protection
Agency or the Department of the Environment

1. The appeal body means, where the notice is served by—
(a) the Environment Agency—
(1) the Secretary of State, where the notice is served in relation to England;
(i1) the Welsh Ministers, where the notice is served in relation to Wales.
(b) the Scottish Environment Protection Agency, the Scottish Ministers;
(c) the Department of the Environment, the Planning Appeals Commission.

2. An appeal must be received by the appeal body no later than two months from the date of the
notice.

3. The appeal body may consider an appeal received after the date referred to in paragraph 2.

4. Where an appeal is brought, this does not have the effect of suspending the operation of the
notice.

5. On the determination of an appeal, the appeal body may either cancel or affirm the notice and,
if it affirms it, may do so either in its original form or with such modifications as the appeal body
sees fit.

6. In relation to the making and determination of appeals under this section, the appeal body
may adopt such procedures as it sees fit.

PART 2

Notices served by the Health and Safety Executive, the Health and Safety Executive
for Northern Ireland or local (health and safety) authorities

1. An appeal may be made to a tribunal.
2. Schedule 4 to the Employment Tribunals (Constitution and Rules of Procedure) Regulations
2004(a) applies to a notice served in Great Britain by—
(a) the Health and Safety Executive;
(b) alocal (health and safety) authority.

3. Under paragraph 2, an enforcement notice is to be treated in the same way as an improvement
notice for the purposes of Schedule 4 referred to.

4. Schedule 5 to the Industrial Tribunals (Constitution and Rules of Procedure) Regulations
(Northern Ireland) 2005(b) applies to a notice served in Northern Ireland by—
(a) the Health and Safety Executive for Northern Ireland;
(b) alocal (health and safety) authority.

(a) S.I2004/1861.
(b) S.R.2005 No. 150.
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5. Under paragraph 4, an enforcement notice is to be treated in the same way as an improvement
notice for the purposes of Schedule 5 referred to.

6. The tribunal may cancel or affirm the notice and, if it affirms it, may do so in its original form
or with such modifications as the tribunal may in the circumstances see fit.

7. In the case of an improvement notice, the bringing of the appeal has the effect of suspending
the operation of the notice until the appeal is finally disposed of or, if the appeal is withdrawn,
until the withdrawal of the appeal.

8. In the case of a prohibition notice or an enforcement notice, the bringing of the appeal has the
same effect as described in paragraph 7 if, on the application of the appellant, the tribunal so
directs and only from the giving of that direction.

9. One or more assessors may be appointed in respect of proceedings brought before a tribunal
under this Part.
10. In this Part—
(a) ‘““assessor” has the same meaning as it has—
(1) in Great Britain, under section 24 of the Health and Safety at Work etc. Act 1974(a);

(i1) in Northern Ireland, under article 26 of the Health and Safety at Work (Northern
Ireland) Order 1978(b);

(b) “tribunal” means—
(1) in Great Britain, an employment tribunal;

(i1) in Northern Ireland, an industrial tribunal.

PART 3
Notices served by local (consumer safety) authorities

1. An appeal may be brought by a person having an interest in any goods in respect of which a
suspension notice is in force.

2. In England and Wales or Northern Ireland, an appeal may be made to a magistrates’ court and
where proceedings have not been brought—
(a) for an offence under regulation 11 or 13; or
(b) for forfeiture of the goods under section 3 of Part 3 of Schedule 6;

the appeal may be brought by way of complaint to the court.
3. In Scotland, an appeal may be made to the sheriff by way of summary application.

4. A magistrates’ court must not make an order setting aside a suspension notice unless it is
satisfied that there has been no contravention in relation to the goods of a listed REACH
provision.

5. A sheriff must not make an order setting aside a suspension notice unless the sheriff is
satisfied at the date of the order that proceedings—
(a) for an offence under regulation 11 or 13; or

(b) for forfeiture of the goods under section 3 of Part 3 of Schedule 6,

have not been brought or, having been brought, have been concluded.

(a) 1974 ¢.37.
(b) 1978 No.1039 (NL 9).
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6. A person aggrieved by an order made by a magistrates’ court under this Part or a decision not
to make such an order, may appeal that order or decision—

(a) in England and Wales, to the Crown Court;
(b) in Northern Ireland, to the county court.

7. An order made by a magistrates’ court under this Part may contain such provision as appears
to the court to be appropriate for delaying the coming into force of the order pending the making
and determination of any appeal under paragraph 6.

PART 4
Notices served by the Secretary of State
1. An appeal may be made to the court.
2. An appeal must be brought within 28 days of the date of the notice.

3. Unless the court otherwise directs, an appeal does not have the effect of suspending the
operation of the notice.
4. In this section, “the court” means, in respect of a notice that relates to—
(a) the English area, the High Court;
(b) the Scottish area, (excluding Scottish controlled waters), the Court of Session;
(c) the Northern Irish area, the High Court in Northern Ireland.
5. Where a notice relates to more than one area referred to in paragraph 4, an appeal may be
made to any of the courts with jurisdiction for the area or areas in question.
6. Reference in paragraph 4 to—
“the English area”;
“the Scottish area”;

“the Northern Irish area”,

has the same meaning as it has in the Civil Jurisdiction (Offshore Activities) Order 1987(a).

SCHEDULE 9 Regulation 22

Service of documents

1. The provisions of this Schedule apply to the service of a document except where a contrary
provision applies under Schedule 6 (powers of enforcement).

2. A document must be in writing.

3. A document may be served on or given to a person by—
(a) delivering it to that person in person;
(b) leaving it at that person’s proper address, or
(c) sending it by post or electronic means to that person’s proper address.

4. In the case of a body corporate, a document may be served on or given to the secretary or
clerk of that body.

(a) S.L1987/2197.
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5. In the case of a partnership, a document may be served on or given to a partner or a person
having control or management of the partnership business.

6. If a person to be served with or given a document has specified an address in the United
Kingdom (other than that person’s proper address) at which that person or someone on that
person’s behalf will accept documents of that description, that address must instead be treated as
that person’s proper address.

7. For the purposes of this Schedule, “proper address” means—

(a) in the case of a body corporate or their secretary or clerk—

(1) the registered or principal office of that body, or

(i1) the email address of the secretary or clerk;

(b) in the case of a partnership or a partner or person having control or management of the
partnership business—

(1) the principal office of the partnership, or

(i1) the email address of a partner or a person having that control or management;

(c) in any other case, a person’s last known address, which includes an email address.

8. For the purposes of paragraph 7, the principal office of a company registered outside the
United Kingdom or of a partnership established outside the United Kingdom is their principal
office in the United Kingdom.

9. Where an enforcing authority specifies an electronic address for submission of a document, it

may be submitted electronically to that address.

SCHEDULE 10

Revocations and amendments

PART 1

Revocations to Regulations that extend to the United Kingdom

Regulation 23

Statutory | Citation Extent of revocation Date
Instrument of revocation
Number
S.L The Creosote (Prohibition on The whole instrument. 1st June 2009
2003/1511 | Use and Marketing)(No. 2)

Regulations 2003
S.I The Creosote (Prohibition on The whole instrument. 1st June 2009
2003/2650 | Use and Marketing)(No. 2)

Amendment Regulations 2003
S.L. The Dangerous Substances and | The whole instrument. 1st June 2009
2005/2001 | Preparations (Nickel) (Safety)

Regulations 2005
S.L The Controls on Certain Azo The whole instrument. Ist June 2009
2003/3310 | Dyes and “Blue Colourant”

Regulations 2003
S.L The Controls on Certain Azo The whole instrument. Ist June 2009
2004/2913 | Dyes and “Blue Colourant”

(Amendment) Regulations

2004
S.L The Dangerous Substances and | The whole instrument. 1st June 2009
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Statutory | Citation Extent of revocation Date
Instrument of revocation
Number
2006/2916 | Preparations (Safety)

Regulations 2006
S.L The Controls on Dangerous The whole instrument. 1st June 2009
2006/3311 | Substances and Preparations

Regulations 2006
S.L. The Dangerous Substances and | The whole instrument. 1st June 2009
2007/386 | Preparations

(Safety)(Amendment)

Regulations 2007
S.L The Controls on Dangerous The whole instrument. 1st June 2009
2007/1596 | Substances and Preparations

(Amendment) Regulations

2007
S.L. The Controls on Dangerous The whole instrument. 1st June 2009
2007/3438 | Substances and Preparations

(Amendment)(No. 2)

Regulations 2007

PART 2
Revocations to Regulations that extend to Great Britain

Statutory Citation Extent of revocation Date
Instrument of revocation
Number
S.1.1993/3050 | The Notification of New The whole instrument. 1st December

Substances Regulations 1993

2008

S.L The Notification of Existing The whole instrument. 1st December
1994/1806 Substances (Enforcement) 2008
Regulations 1994
S.L The Notification of Existing The whole instrument. 1st December
1996/1373 Substances (Enforcement) 2008
(Amendment) Regulations
1996
S.L The Notification of New The whole instrument. 1st December
2001/1055 Substances (Amendment) 2008
Regulations 2001
S.L The Chemicals (Hazard In regulation 8, paragraphs st June 2009
2002/1689 Information and Packaging for | (4), (5) and (6).
Supply) Regulations 2002
Regulation 12(1)(d). 1st December
Schedule 4. 2008
S.L The Notification of New The whole instrument. 1st December
2002/2176 Substances (Amendment) 2008
Regulations 2002
S.L The Control of Substances Regulation 4(4). 1st June 2009
2002/2677 Hazardous to Health In Schedule 2, entries
Regulations 2002 numbered 11, 12 and 13.
S.L The Control of Substances Regulation 2(g). Lst June 2009
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2004/3386 Hazardous to Health
(Amendment) Regulations
2004
S.L The Chemicals (Hazard Regulation 2(3). 1st December
2005/2571 Information and Packaging for 2008
Supply) (Amendment)
Regulations 2005
S.I. The Control of Asbestos Regulations 25(3), 27, 28,29 | 1st June 2009
2006/2739 Regulations 2006 and 32(2).
S.I. 2008/736 | The Health and Safety (Fees) | Regulation 14 and Schedule 1st December
Regulations 2008 11. 2008

PART 3

Amendments to Regulations that extend to Great Britain

The Chemicals (Hazard Information and Packaging for Supply) Regulations 2002
1. The Chemicals (Hazard Information and Packaging for Supply) Regulations 2002(a) are

amended as follows on 1st December 2008.
2. In paragraph (1) of regulation 2 (interpretation)—
(a) for paragraph (c) in the definition of “EC number” substitute—

“(c) in the case of a dangerous substance that is not a phase-in substance within the
meaning of REACH, the number for that substance if it is listed in ELINCS;”;

(b) after the definition of “radioactive substance” insert—

““REACH” means Regulation (EC) No 1907/2006 of the European Parliament and of
the Council concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals(b);”.

3.In paragraph (3) of regulation 4 (classification of dangerous substances and dangerous
preparations) omit the wording after paragraph (a) and substitute—

“(b) has been registered in accordance with Title Il of REACH,

shall be classified in conformity with that registration.”.

4. For regulation 5 (safety data sheets for dangerous substances, dangerous preparations and
certain other preparations) substitute—

“5. The supplier of a dangerous substance or a dangerous preparation shall provide the
recipient of that dangerous substance or dangerous preparation with a safety data sheet
compiled in accordance with the requirements of REACH.”.

The Control of Substances Hazardous to Health Regulations 2002

5. The Control of Substances Hazardous to Health Regulations 2002(¢) are amended as follows
on Ist June 2009.

6. Omit paragraph (2)(a) of regulation 4 (prohibitions relating to certain substances).

(a) S.L2002/1689.
(b) OJ No L 396, 30.12.2006, p1.
(¢) S.L2002/2677.
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The Control of Asbestos Regulations 2006
7. The Control of Asbestos Regulations 2006(a) are amended as follows on 1st June 2009.

8. In paragraph (1) of regulation 25 (interpretation of prohibitions) omit the definitions of
“asbestos cement” and “use”.

9. In paragraph (1) of regulation 32 (exemption certificates ) omit “to (7) and 27” and substitute
“and (7)”.

10. In regulation 33 (exemptions relating to the Ministry of Defence) omit “all or any of the
prohibitions” and substitute “the prohibition”.

11. In paragraph (2) of regulation 35 (existing licences and exemption certificates) omit the
reference to regulation 32(2).

PART 4
Revocations to Statutory Rules of Northern Ireland

Statutory | Citation Extent of revocation Date
Rule of revocation
Number
S.R. (NI) | The Notification of New The whole instrument. 1st December
1994 No 6 | Substances Regulations 2008

(Northern Ireland) 1994
S.R. (NI) [ The Chemicals (Hazard In regulation 8, paragraphs 1st June 2009
2002 No Information and Packaging for | (4), (5) and (6).
301 Supply) Regulations (Northern

Ireland) 2002 Regulation 12(1)(d). 1st December

Schedule 4. 2008

S.R. (NI) | The Control of Substances Regulation 4(3). Ist June 2009
2003 No Hazardous to Health In Schedule 2, entries
34 Regulations (Northern Ireland) | numbered 11, 12 and 13.

2003
S.R. (NI) | The Notification of New The whole instrument. 1st December
2003 No Substances (Amendment) 2008
36 Regulations (Northern Ireland)

2003
S.R. (NI) | The Marketing and Use of The whole instrument. 1st June 2009
2004 No Dangerous Substances
76 Regulations (Northern Ireland)

2004
S.R. (NI) | The Control of Substances Regulation 3(g). Ist June 2009
2005 No Hazardous to Health
165 (Amendment) Regulations

(Northern Ireland) 2005
S.R. (NI) [ The Chemicals (Hazard Regulation 2(3). Ist December
2005 No Information and Packaging for 2008
463 Supply) (Amendment)

Regulations (Northern Ireland)

2005
S.R. (NI) [ The Control of Asbestos Regulations 25(3), 27,28 and | 1st June 2009

(a) S.L2006/2739.
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2007 No Regulations (Northern Ireland) | 31(2).

31 2007

S.R. (NI) | The Health and Safety (Fees) Regulation 8 and Schedule 6. st December
2008 No Regulations (Northern Ireland) 2008

21 2008

PART 5
Amendments to Statutory Rules of Northern Ireland

The Chemicals (Hazard Information and Packaging for Supply) Regulations (Northern
Ireland) 2002

1. The Chemicals (Hazard Information and Packaging for Supply) Regulations (Northern
Ireland) 2002(a) are amended as follows on 1st December 2008.
2. In paragraph (1) of regulation 2 (interpretation)—
(a) for paragraph (c) in the definition of “EC number” substitute—

“(c) in the case of a dangerous substance that is not a phase-in substance within the
meaning of REACH, the number for that substance if it is listed in ELINCS;”;

(b) after the definition of “radioactive substance” insert—

““REACH” means Regulation (EC) No 1907/2006 of the European Parliament and of
the Council concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals(b);”.

3.In paragraph (3) of regulation 4 (classification of dangerous substances and dangerous
preparations) omit the wording after paragraph (a) and substitute—

“(b) has been registered in accordance with Title II of REACH,

shall be classified in conformity with that registration.”.

4. For regulation 5 (safety data sheets for dangerous substances, dangerous preparations and
certain other preparations) substitute—

“5. The supplier of a dangerous substance or a dangerous preparation shall provide the
recipient of that dangerous substance or dangerous preparation with a safety data sheet
compiled in accordance with the requirements of REACH.”.

The Control of Substances Hazardous to Health Regulations (Northern Ireland) 2003

5. The Control of Substances Hazardous to Health Regulations (Northern Ireland) 2003(c) are
amended as follows on 1st June 2009.

6. Omit paragraph (2)(a) of regulation 4 (prohibitions relating to certain substances).

The Control of Asbestos Regulations (Northern Ireland) 2007

7. The Control of Asbestos Regulations (Northern Ireland) 2007(d) are amended as follows on
Ist June 2009.

(a) S.R.(NI)2002 No 301.

(b) OJ No L 396, 30.12.2006, pl1.
(¢) S.R.(NI)2003 No 34.

(d) S.R.(NI)2007 No 31.
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8. In paragraph (1) of regulation 25 (interpretation of prohibitions) omit the definitions of
“asbestos cement” and “use”.

9. In regulation 32 (exemptions relating to the Ministry of Defence) omit “all or any of the
prohibitions” and substitute “the prohibition”.

10. In paragraph (2) of regulation 34 (existing licences and exemption certificates) omit the
reference to regulation 31(2).
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EXPLANATORY NOTE
(This note is not part of the Regulations)

These Regulations apply to the United Kingdom and provide for the enforcement of Regulation
(EC) No. 1907/2006 of the European Parliament and of the Council concerning the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH)(OJ No L 396, 30.12.2006, p1).

Under regulation 2, the enforcing authorities are: (a) the Department of the Environment (b) the
Environment Agency (c) the Health and Safety Executive (d) the Health and Safety Executive for
Northern Ireland (e) a local (consumer safety) authority (f) a local (health and safety) authority (g)
the Scottish Environment Protection Agency and (h) the Secretary of State.

Regulation 3 imposes enforcement duties on enforcing authorities to enforce those provisions of
REACH listed in Schedule 1.

Regulation 4 requires enforcing authorities to cooperate and share information with other bodies
connected to REACH enforcement and provides for information sharing by the Commissioners for
Revenue and Customs.

Regulation 5 provides for agreements between enforcing authorities under which one authority
may act on behalf of another authority.

Regulation 6 provides for arrangements between enforcing authorities responsible for the
enforcement of health and safety aspects of REACH.

Regulation 7 provides for defence exemption certificates.

Regulation 8 makes provision for an exemption from Article 67 of REACH for the marketing and
use of leaded paint.

Regulation 9 provides for the powers of enforcing authorities as set out in Schedule 6 and
regulation 10 provides for those persons authorised to act as authorised persons for those
authorities.

Regulation 11 creates criminal offences and regulation 12 provides for penalties in respect of
those offences. Further criminal offences are created under regulation 13 and penalties in respect
of those offences are set out in regulation 14.

Regulation 15 provides for the liability of corporate bodies.

Under regulation 16 a court may require persons convicted of an offence under these Regulations
to remedy those matters for which they were convicted.

Under regulation 17 persons authorised by the Health and Safety Executive or the Health and
Safety Executive for Northern Ireland may, except in Scotland, prosecute an offence under these
Regulations.

Regulation 18 provides that no criminal proceedings for an offence under these Regulations may
be instituted in England and Wales except by an enforcing authority or by or with the consent of
the Director of Public Prosecutions and in Northern Ireland, except by or with the consent of the
Director of Public Prosecutions for Northern Ireland.

Regulation 19 provides that the Crown will not be criminally liable for any contravention of these
Regulations.

Under regulation 20 enforcing authorities may institute civil proceedings against a person where
criminal proceedings are unlikely to result in an effective remedy.

Regulation 21 provides for appeals against notices issued by enforcing authorities.
Regulation 22 and Schedule 9 provide for service of documents.

Regulation 23 and Schedule 10, provide for revocations and amendments of enactments.
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Schedule 1 contains a table listing provisions of REACH which enforcing authorities must
enforce. Schedule 2 sets out the functions of enforcing authorities.

Schedule 3 provides for arrangements between enforcing authorities responsible for the
enforcement of health and safety aspects of REACH.

Schedule 4 provides for matters in connection with defence exemption certificates.
Schedule 5 provides for matters in relation to leaded paint.
Schedule 6 sets out the powers of enforcing authorities.

Schedule 7 sets out those provisions under other enactments which enable a person to act as an
authorised person of an enforcing authority under these Regulations.

Schedule 8 contains provisions relating to appeals against notices issued by enforcing authorities.
Schedule 9 contains provisions concerning service of documents.
Schedule 10 lists enactments amended or revoked under these Regulations.

A transposition note and an Impact Assessment of the effect of this instrument on the costs to
business have been prepared. They may be obtained from the Chemicals and Nanotechnology
team, Department for Environment, Food and Rural Affairs, Nobel House, 17 Smith Square,
London SWIP 3JR and at www.defra.gov.uk. Copies have been placed in the library of each
House of Parliament.

© Crown copyright 2008

Printed and published in the UK by The Stationery Office Limited under the authority and superintendence of Carol Tullo, Controller
of Her Majesty’s Stationery Office and Queen’s Printer of Acts of Parliament.
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DECRETO LEGISLATIVO 14 settembre 2009, n. 133

Disciplina sanzionatoria per la violazione delle disposizioni del
regolamento (CE) n. 1907/2006 che stabilisce 1 principi ed i
requisiti per la registrazione, la valutazione, l"autorizzazione e
la restrizione delle sostanze chimiche.

(GU n. 222 del 24-9-2009 )

IL PRESIDENTE DELLA REPUBBLICA

Visti gli articoli 76 e 87 della Costituzione;

Visto il regolamento (CE) n. 1907/2006 del Parlamento europeo e del
Consiglio, del 18 dicembre 2006, concernente la registrazione, la
valutazione, 1"autorizzazione e la restrizione delle sostanze
chimiche, che modifica la direttiva 1999/45/CE e che abroga il
regolamento (CEE) n. 793/93 del Consiglio ed il regolamento (CE) n.
1488/94 della Commissione, nonché la direttiva 76/769/CEE del
Consiglio e 1le direttive della Commissione 91/155/CEE, 93/67/CEE,
93/105/CE e 2000/21/CE;

Vista la legge 25 febbraio 2008, n. 34, ed 1in particolare
I"articolo 3;

Ritenuto necessario fornire disposizioni applicative del suddetto
regolamento (CE) n. 1907/2006 per quanto concerne in particolare le
sanzioni applicabili alle violazioni delle disposizioni del citato
regolamento e I"individuazione delle misure necessarie affinché esse
siano attuate in applicazione degli articoli 125 e 126 del
regolamento medesimo;

Vista la preliminare deliberazione del Consiglio dei Ministri,
adottata nella riunione del 19 novembre 2008;

Acquisiti 1 pareri delle competenti Commissioni permanenti della
Camera dei deputati e del Senato della Repubblica;

Considerata la necessitd di iIntrodurre nel testo modifiche
ulteriori rispetto a quelle derivanti dai rilievi formulati dalle
competenti Commissioni permanenti della Camera dei deputati e del
Senato della Repubblica, con particolare riferimento
all"armonizzazione delle sanzioni previste agli articoli 14 e 16;

Vista |I"ulteriore preliminare deliberazione del Consiglio dei
Ministri, adottata nella riunione dell"8 maggio 2009;

Acquisiti nuovamente i pareri delle competenti Commissioni
permanenti della Camera dei deputati e del Senato della Repubblica;

Vista la deliberazione del Consiglio dei Ministri, adottata nella
riunione del 24 luglio 2009;

Sulla proposta del Ministro per le politiche europee e del Ministro
della giustizia, di concerto con i Ministri del lavoro, della salute
e delle politiche sociali, dell"ambiente e della tutela del
territorio e del mare, dello sviluppo economico e dell"economia e
delle finanze;

Emana
il seguente decreto legislativo:
Art. 1.
Campo di applicazione
1. Il presente decreto reca la disciplina sanzionatoria per la
violazione delle disposizioni di cui al regolamento (CE) n. 1907/2006
del Parlamento europeo e del Consiglio, del 18 dicembre 2006,
concernente la registrazione, la valutazione, l1"autorizzazione e la

restrizione delle sostanze chimiche, di seguito denominato:
«regolamento».







Art. 2.
Definizioni

1. Ai Tfini dell"attuazione del presente decreto si applicano le
definizioni di cui all"articolo 3 del regolamento.

2. A1 fini dell"applicazione delle sanzioni previste nel presente
decreto, il rappresentante esclusivo di cui all articolo 8 del
regolamento € equiparato all”importatore.

3. L"Autorita competente di cui allTarticolo 121 del regolamento

e il Ministero del lavoro, della salute e delle politiche sociali.

Art. 3.

Violazione degli obblighi derivanti dagli articoli 6, 7, 8, 12, 17 e
18 del regolamento 1in materia di registrazione e notifica delle
sostanze.

1. Salvo che il fatto costituisca reato, il fabbricante o
I"importatore o il rappresentante esclusivo di una sostanza in quanto
tale o0 i1n quanto componente di uno o piu preparati iIn quantitativi
pari o superiori a 1 tonnellata all"anno, nonché di monomeri
utilizzati come intermedi isolati iIn sito o trasportati che non
ottempera all"obbligo di registrazione all"Agenzia di cui
all"articolo 6, paragrafo 1, del regolamento, €& punito con la
sanzione amministrativa pecuniaria da 15.000 a 90.000 euro.

2. Salvo che il fatto costituisca reato, il Tfabbricante o
I"importatore o il rappresentante esclusivo di un polimero che non
ottempera all"obbligo di registrazione all®Agenzia nei casi previsti
all"articolo 6, paragrafo 3, del regolamento, per la sostanza
monomerica o le sostanze monomeriche non ancora registrate da un
attore a monte della catena d"approvvigionamento, € punito con la
sanzione amministrativa pecuniaria da 15.000 a 90.000 euro.

3. Salvo che il fatto costituisca reato, il produttore o
I"importatore o il rappresentante esclusivo di articoli che non
ottempera all"obbligo di registrazione all*Agenzia nei casi previsti
all"articolo 7, paragrafo 1, del regolamento, € punito con la
sanzione amministrativa pecuniaria da 15.000 a 90.000 euro.

4. Salvo che il fatto costituisca reato, il produttore o
I"importatore o il rappresentante esclusivo di articoli che non
ottempera all"obbligo di notifica all"Agenzia nei casi previsti
all"articolo 7, paragrafo 2, del regolamento, € punito con la
sanzione amministrativa pecuniaria da 15.000 a 90.000 euro.

5. Salvo che il fatto costituisca reato, il dichiarante che
all"atto della registrazione non comunica o comunica in modo inesatto
le informazioni di cui all"articolo 12, paragrafo 1, del regolamento,
€ punito con una sanzione amministrativa pecuniaria da 10.000 a
60.000 euro.

6. Salvo che il fatto -costituisca reato, il fabbricante di una
sostanza intermedia isolata in sito in quantitativi pari o superiori
a 1 tonnellata all"anno che non ottempera ovvero ottempera in modo
inesatto all"obbligo di registrazione all*Agenzia di cui all"articolo
17 del regolamento, €& punito con la sanzione amministrativa
pecuniaria da 10.000 a 60.000 euro.

7. Salvo che il fatto costituisca reato, il fabbricante o
1" importatore o] il rappresentante esclusivo di una sostanza
intermedia 1isolata trasportata in quantitativi pari o superiori a 1
tonnellata all"anno che non ottempera ovvero ottempera in modo
inesatto all"obbligo di registrazione all"Agenzia di cui allarticolo
18 del regolamento, €& punito con la sanzione amministrativa
pecuniaria da 10.000 a 60.000 euro.

8. Salvo che il fatto costituisca reato, colui che in violazione







all"articolo 8, paragrafo 1, del regolamento, adempie agli obblighi
che spettano agli 1importatori senza essere stato designato come
rappresentante esclusivo, € punito con la sanzione amministrativa
pecuniaria da 10.000 a 60.000 euro.

Art. 4.

Violazione degli obblighi derivanti dall"articolo 9 del regolamento
in materia di richiesta di esenzione dall"obbligo generale di
registrazione all"Agenzia per le attivita di ricerca e sviluppo.

1. Salvo che il fatto costituisca reato, il Tfabbricante,
1" importatore, il rappresentante esclusivo o il produttore di
articoli che non ottempera all"obbligo di notifica di cui
all"articolo 9, paragrafo 2, del regolamento, € punito con la
sanzione amministrativa pecuniaria da 3.000 a 18.000 euro.

2. Salvo che il fatto costituisca reato, il Ffabbricante,
I"importatore o il rappresentante esclusivo della sostanza o il
produttore o importatore di articoli che Tabbrica o iImporta la
sostanza o0 produce o importa gli articoli prima di due settimane
dalla notifica di cui all"articolo 9, paragrafo 5, del regolamento,
€ punito con la sanzione amministrativa pecuniaria da 3.000 a 18.000
euro.

3. Salvo che il fatto costituisca reato, il fabbricante,
1" importatore, il rappresentante esclusivo o il produttore di
articoli che non si conforma alle condizioni poste dall"Agenzia ai
sensi dell"articolo 9, paragrafo 6, del regolamento, € punito con la
sanzione amministrativa pecuniaria da 3.000 a 18.000 euro.

Art. 5.

Violazione degli obblighi derivanti dagli articoli 12, 22 e 24 del
regolamento iIn materia di informazioni da comunicare in relazione
alla fascia di tonnellaggio.

1. Salvo che il fatto costituisca reato, il fabbricante o
I1"importatore o il rappresentante esclusivo che non ottempera ovvero
ottempera iIn modo 1inesatto all*obbligo di informare immediatamente
1"Agenzia ai sensi dell"articolo 12, paragrafo 2, del regolamento, €
punito con la sanzione amministrativa pecuniaria da 15.000 a 90.000
euro.

2. Salvo che il fatto costituisca reato, il dichiarante che dopo la
registrazione non ottempera ovvero ottempera con indebito ritardo o
in modo inesatto agli obblighi di cui all®articolo 22, paragrafi 1 e

2, del regolamento, €& punito con la sanzione amministrativa
pecuniaria da 10.000 a 60.000 euro.
3. Salvo che il fatto costituisca reato, il Tfabbricante,

1" importatore o] il rappresentante esclusivo di una sostanza
notificata a norma della direttiva 67/548/CEE che non ottempera
all“obbligo di comunicare ovvero comunica in modo inesatto le
informazioni supplementari di cui all"articolo 24, paragrafo 2, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
15.000 a 90.000 euro.

Art. 6.

Violazione degli obblighi derivanti dall"articolo 14 del regolamento
in materia di relazione sulla sicurezza chimica e sulle misure di
riduzione dei rischi.







1. Salvo che il fatto costituisca reato, il dichiarante della
sostanza soggetta a registrazione in quantitativi pari o superiori a
10 tonnellate all®anno che non effettua o effettua in difformita da
quanto previsto nel regolamento una valutazione della sicurezza
chimica e non compila ovvero compila in modo inesatto o incompleto la
relazione sulla sicurezza chimica di cui all"articolo 14, paragrafi 1
e 2, del regolamento, €& punito con la sanzione amministrativa
pecuniaria da 15.000 a 90.000 euro.

2. Salvo che il fatto costituisca reato, il dichiarante che non
ottempera agli obblighi di cui all"articolo 14, paragrafi 6 e 7, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
10.000 a 60.000 euro.

Art. 7.

Violazione degli obblighi derivanti dall"articolo 21 del regolamento
in materia di fabbricazione ed importazione di sostanze da parte del
dichiarante.

1. Salvo che il fatto costituisca reato, il dichiarante che avvia o
continua la Tfabbricazione o [I"importazione di una sostanza o la
produzione o I"importazione di un articolo In presenza di indicazione
contraria dell"Agenzia di cui allarticolo 21 del regolamento, e
punito con la sanzione amministrativa pecuniaria da 10.000 a 60.000
euro.

Art. 8.

Violazione degli obblighi derivanti dagli articoli 25 e 26 del
regolamento in materia di condivisione dei dati e disposizioni
destinate ad evitare sperimentazioni superflue su animali vertebrati.

1. Salvo che il fatto costituisca reato, il dichiarante che
effettua esperimenti su animali vertebrati in casi di non assoluta
necessita e senza adottare disposizioni per limitare le ripetizioni
inutili di altri test, ai sensi dell"articolo 25, paragrafo 1, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
10.000 a 60.000 euro.

2. Salvo che il fatto costituisca reato, il dichiarante potenziale
di una sostanza non soggetta a regime transitorio o di una sostanza
soggetta a regime transitorio che non ha effettuato una registrazione
preliminare ai sensi dell"articolo 28 del regolamento che non
ottempera all"obbligo di compiere accertamenti prima della
registrazione tramite richiesta all®Agenzia ai sensi dell"articolo
26, paragrafo 1, del regolamento, €& punito con la sanzione
amministrativa pecuniaria da 3.000 a 18.000 euro.

Art. 9.

Violazione degli obblighi derivanti dall*articolo 30 del regolamento
in materia di condivisione dei dati che comportano test sperimentali.

1. Salvo che il fatto costituisca reato, il proprietario di uno
studio che non ottempera agli obblighi di cui all*articolo 30,
paragrafi 3 e 4, del regolamento, €& punito con la sanzione
amministrativa pecuniaria da 10.000 a 60.000 euro.







Art. 10.

Violazione degli obblighi derivanti dagli articoli 7, 31, 32, 33, 34,
35 e 36 del regolamento in materia di informazioni all”interno della
catena d"approvvigionamento.

1. Salvo che il fatto costituisca reato, il produttore o
I"importatore o il rappresentante esclusivo di articoli che non
ottempera all"obbligo di fornire istruzioni adeguate al destinatario
dell"articolo ai sensi dell"articolo 7, paragrafo 3, del regolamento,
€ punito con la sanzione amministrativa pecuniaria da 10.000 a
60.000 euro.

2. Salvo che 1l fatto costituisca reato, il fornitore di una
sostanza o di un preparato che non ottempera agli obblighi di cui
allarticolo 31, paragrafi 1, 3, 8 e 9, del regolamento o ogni attore
della catena di approvvigionamento che non ottempera agli obblighi di
cui all"articolo 31, paragrafo 2, del regolamento, & punito con la
sanzione amministrativa pecuniaria da 10.000 a 60.000 euro.

3. Salvo che il fatto costituisca reato, il fornitore di una
sostanza o0 di un preparato che 1in violazione dell*articolo 31,
paragrafo 5, del regolamento, non Tfornisce in lingua italiana al
destinatario della sostanza o del preparato immesso sul mercato
nazionale 1la scheda di dati di sicurezza, € punito con la sanzione
amministrativa pecuniaria da 3.000 a 18.000 euro. La stessa sanzione
si applica a colui che fornisce la scheda di dati di sicurezza non
datata o incompleta o inesatta relativamente alle informazioni di cui
alle voci indicate nell"articolo 31, paragrafo 6, del regolamento.

4. Salvo che il fatto costituisca reato, un attore della catena
d approvvigionamento che in violazione all*articolo 31, paragrafo 7,
del regolamento, non riporta i pertinenti scenari di esposizione in
allegato alla scheda di dati di sicurezza, & punito con la sanzione
amministrativa pecuniaria da 10.000 a 60.000 euro.

5. Salvo che il fatto costituisca reato, il fornitore di una
sostanza o di un preparato che, pur non essendo tenuto a fornire la
scheda di dati di sicurezza ai sensi dell"articolo 31 del
regolamento, non ottempera agli obblighi di cui all"articolo 32 del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
10.000 a 60.000 euro.

6. Salvo che il fatto costituisca reato, il Tfornitore di un
articolo che non ottempera agli obblighi di cui all"articolo 33 del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
5.000 a 30.000 euro.

7. Salvo che il fatto -costituisca reato, I"attore della catena
d approvvigionamento di una sostanza o di un preparato che non
ottempera agli obblighi di cui all"articolo 34 del regolamento, é
punito con la sanzione amministrativa pecuniaria da 3.000 a 18.000
euro.

8. Salvo che il fatto costituisca reato, il datore di lavoro che
non ottempera agli obblighi dell"articolo 35 del regolamento, e
punito con la sanzione amministrativa pecuniaria da 15.000 a 90.000
euro.

9. Salvo che il fatto costituisca reato, il Tabbricante,
I"importatore, il rappresentante esclusivo, l"utilizzatore a valle o
il distributore che non ottempera agli obblighi di cui all"articolo
36, paragrafo 1, del regolamento, €& punito con la sanzione
amministrativa pecuniaria da 3.000 a 18.000 euro.

10. Salvo che il fatto costituisca reato, in casi di cessazione O
trasferimento anche parziale, dell"attivita del dichiarante,
dell utilizzatore a valle o del distributore, la parte che assume la
responsabilita della liquidazione dell"impresa o dell"immissione sul
mercato della sostanza o del preparato che non ottempera all"obbligo
di cui all"articolo 36, paragrafo 2, del regolamento, & punito con
la sanzione amministrativa pecuniaria da 3.000 a 18.000 euro.







Art. 11.

Violazione degli obblighi derivanti dagli articoli 37, 38 e 39 del
regolamento concernente gli adempimenti per gli utilizzatori a valle.

1. Salvo che il fatto costituisca reato, il Ffabbricante,
1"importatore, il rappresentante esclusivo o 1"utilizzatore a valle
di una sostanza in quanto tale o in quanto componente di un preparato
che non ottempera agli obblighi di cui all*articolo 37, paragrafo 3,
del regolamento, € punito con una sanzione amministrativa pecuniaria
da 10.000 a 60.000 euro.

2. Salvo che il fatto costituisca reato, I utilizzatore a valle di
una sostanza in quanto tale o in quanto componente di un preparato
che non ottempera o ottempera in modo inesatto all"obbligo di cui
all"articolo 37, paragrafo 4, del regolamento, ¢& punito con la
sanzione amministrativa pecuniaria da 10.000 a 60.000 euro.

3. Salvo che il fatto costituisca reato, l“utilizzatore a valle che
non ottempera o ottempera iIn modo inesatto agli obblighi di cui
all"articolo 37, paragrafi 5 e 6, del regolamento, € punito con la
sanzione amministrativa pecuniaria da 10.000 a 60.000 euro.

4. Salvo che il fatto costituisca reato, I"utilizzatore a valle di
una sostanza in quanto tale o in quanto componente di un preparato
che non ottempera all“obbligo di cui all*articolo 37, paragrafo 7,
del regolamento, € punito con la sanzione amministrativa pecuniaria
da 5.000 a 30.000 euro.

5. Salvo che i1l fatto costituisca reato, I utilizzatore a valle che
prima dell"inizio o della prosecuzione di un uso particolare di una
sostanza registrata da un attore a monte della catena
dTapprovvigionamento che, nei casi di cui all*articolo 38, paragrafo
1, del regolamento, non comunica O comunica in modo inesatto le
informazioni di cui all"articolo 38, paragrafo 2, del regolamento, €&
punito con la sanzione amministrativa pecuniaria da 5.000 a 30.000
euro.

6. Salvo che il fatto costituisca reato, I utilizzatore a valle che
non ottempera all"obbligo di cui all"articolo 38, paragrafo 3, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
3.000 a 18.000 euro.

7. Salvo che il fatto costituisca reato, I utilizzatore a valle che
non ottempera all“obbligo di cui all"articolo 38, paragrafo 4, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
5.000 a 30.000 euro.

8. Salvo che il fatto costituisca reato, l“utilizzatore a valle che
non rispetta i1 termini di cui all"articolo 39 del regolamento, &
punito con la sanzione amministrativa pecuniaria da 5.000 a 30.000
euro.

Art. 12.

Violazione degli obblighi derivanti dagli articoli 46 e 49 del
regolamento concernente le informazioni sulla valutazione delle
sostanze.

1. Salvo che il fatto costituisca reato, il dichiarante che non
ottempera all"obbligo di cui all*articolo 46, paragrafo 2, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
10.000 a 60.000 euro.

2. Salvo che il fatto costituisca reato, il dichiarante che non
comunica ai sensi dell”articolo 49 del regolamento le informazioni
supplementari richieste dall"Autorita competente, € punito con la
sanzione amministrativa pecuniaria da 2.000 a 12.000 euro.

3. Salvo che 1l fatto costituisca reato, il dichiarante che ai
sensi dell"articolo 49, lettera b), del regolamento, non ottempera







alle disposizioni riguardanti le misure di riduzione dei rischi
raccomandate dall"Autorita competente €& punito con la sanzione
amministrativa pecuniaria da 10.000 a 60.000 euro.

Art. 13.

Violazione degli obblighi derivanti dall"articolo 50 del regolamento
in materia di informazioni del dichiarante che ha cessato di
fabbricare o importare.

1. Salvo che il fatto costituisca reato, il dichiarante o
1"utilizzatore a valle che non ottempera agli obblighi di
informazione di cui all"articolo 50, paragrafi 2 e 3, del
regolamento, €& punito con la sanzione amministrativa pecuniaria da
5.000 a 30.000 euro.

2. Salvo che il fatto costituisca reato, il dichiarante che ai
sensi dell"articolo 50, paragrafo 4, del regolamento, non comunica le
informazioni supplementari richieste dall“Autorita competente e
punito con la sanzione amministrativa pecuniaria da 10.000 a 60.000
euro.

Art. 14.

Violazione degli obblighi derivanti dall"articolo 56 del regolamento
in materia di immissione sul mercato e sull®utilizzo di una sostanza
destinata ad un determinato uso.

1. Salvo che il fatto costituisca piu grave reato, il fabbricante,
1"importatore, il rappresentante esclusivo o I"utilizzatore a valle
che immette sul mercato o utilizza una sostanza inclusa nell"allegato
X1V al di fuori dei casi di cui all"articolo 56 del regolamento, e
punito con I"arresto fino a tre mesi o con I"ammenda da 40.000 a
150.000 euro.

2. Alla stessa sanzione di cui al comma 1, soggiace l"utilizzatore
a valle che non ottempera a quanto previsto dall"articolo 56,
paragrafo 2, del regolamento.

Art. 15.

Violazione degli obblighi derivanti dagli articoli 60, 65 e 66 del
regolamento in materia di rilascio delle autorizzazioni.

1. Salvo che il fatto costituisca reato, il titolare di una
autorizzazione che non ottempera all"obbligo di cui all"articolo 60,

paragrafo 10, del regolamento, e punito con la sanzione
amministrativa pecuniaria da 10.000 a 60.000 euro.
2. Salvo che il fatto costituisca reato, il titolare di

un“autorizzazione o [l utilizzatore a valle di cui all"articolo 56,
paragrafo 2, del regolamento, che non ottempera all"obbligo di cui
all~articolo 65 del regolamento, €& punito con la sanzione
amministrativa pecuniaria da 10.000 a 60.000 euro.

3. Salvo che il fatto costituisca reato, lutilizzatore a valle di
cui all"articolo 56, paragrafo 2, del regolamento, che non ottempera
all“obbligo di cui all"articolo 66, paragrafo 1, del regolamento, é
punito con la sanzione amministrativa pecuniaria da 5.000 a 30.000
euro.







Art. 16.

Violazione degli obblighi derivanti dall*articolo 67 del regolamento
in materia di restrizione.

1. Salvo che il fatto costituisca piu grave reato, il fabbricante,
1" importatore, il rappresentante esclusivo o utilizzatore a valle che
fabbrica, immette sul mercato o utilizza una sostanza iIn quanto tale
0 1In quanto componente di un preparato o di un articolo non
conformemente alle condizioni di restrizioni previste dall®Allegato
XVI1 del regolamento al di fuori dei casi di cui all"articolo 67 del
regolamento, & punito con I"arresto fino a tre mesi o con I"ammenda
da 40.000 a 150.000 euro.

Art. 17.

Violazione degli obblighi derivanti dall"articolo 113 del regolamento
concernente le informazioni da notificare all"Agenzia.

1. Salvo che il fatto costituisca reato, ogni fabbricante,
produttore di articoli o importatore, o gruppo di fabbricanti, o
produttori di articoli o importatori o rappresentante esclusivo che
immette sul mercato una sostanza che rientra nel campo di
applicazione dell"articolo 112 del regolamento, che non comunica o
comunica in modo inesatto all"Agenzia le informazioni di cui
all"articolo 113, paragrafo 1, del regolamento, € punito con la
sanzione amministrativa pecuniaria da 10.000 a 60.000 euro.

2. Salvo che il fatto costituisca reato, ogni fabbricante,
produttore di articoli o importatore o gruppo di fabbricanti o
produttore di articoli o importatori o rappresentante esclusivo che
ai sensi dell"articolo 113, paragrafo 3, del regolamento, non
ottempera all"obbligo di comunicare 1 "aggiornamento delle
informazioni di cui all"articolo 113, paragrafo 1, del regolamento,
all"Agenzia, €& punito con una sanzione amministrativa pecuniaria da
5.000 a 30.000 euro.

3. Le sanzioni previste dai commi 1 e 2 si applicano alle
violazioni commesse successivamente alla data indicata nell"articolo
116 del regolamento.

Art. 18.
Disposizioni finanziarie

1. Dal presente decreto non devono derivare nuovi o maggiori oneri,
né minori entrate a carico della finanza pubblica.

2. 1 soggetti pubblici interessati svolgono le attivita previste
dal presente decreto con le risorse umane, finanziarie e strumentali
disponibili a legislazione vigente.

Art. 19.
Disposizione finale

1. Non €& ammesso il pagamento in misura ridotta delle sanzioni
previste nel presente decreto.

Il presente decreto, munito del sigillo dello Stato, sara inserito
nella Raccolta ufficiale degli atti normativi della Repubblica
italiana. E fatto obbligo a chiunque spetti di osservarlo e di farlo
osservare.







Dato a Roma, addi 14 settembre 2009

Visto,

Il Presidente del Senato della Repubblica
nell"esercizio delle funzioni
del Presidente della Repubblica
ai sensi dell"articolo 86 della Costituzione

il Guardasigilli Alfano

SCHIFANI

Berlusconi, Presidente del
Consiglio dei Ministri

Ronchi, Ministro per le politiche
europee

Alfano, Ministro della giustizia
Sacconi, Ministro del lavoro, della
salute e delle politiche sociali
Prestigiacomo, Ministro
dell"ambiente e della tutela del
territorio e del mare

Scajola, Ministro dello sviluppo
economico

Tremonti, Ministro dell"economia e
delle finanze
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BUNDESGESETZBLATT

FUR DIE REPUBLIK OSTERREICH

Jahrgang 2009 Ausgegeben am 18. August 2009 Teil I

88. Bundesgesetz: Durchfiihrung der REACH-Verordnung und  Anderung  des
Chemikaliengesetzes 1996

(NR: GP XXIV RV 224 AB 234 S. 32. BR: 8168 S. 774.)

88. Bundesgesetz, mit dem ein Bundesgesetz zur Durchfiihrung der REACH-Verordnung
erlassen und das Chemikaliengesetz 1996 geiindert wird

Der Nationalrat hat beschlossen:

Artikel I
Bundesgesetz zur Durchfithrung der REACH-Verordnung

Durchfiihrung der REACH-Verordnung

§ 1. (1) Der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und Wasserwirtschaft ist die
zustindige Behorde gemél Artikel 121 der Verordnung (EG) Nr. 1907/2006 zur Registrierung,
Bewertung, Zulassung und Beschrinkung chemischer Stoffe (REACH), zur Schaffung einer
Europiischen Chemikalienagentur, zur Anderung der Richtlinie 1999/45/EG und zur Aufhebung der
Verordnung (EWG) Nr. 793/93 des Rates, der Verordnung (EG) Nr. 1488/94 der Kommission, der
Richtlinie 76/769/EWG des Rates sowie der Richtlinien 91/155/EWG, 93/67/EWG, 93/105/EG und
2000/21/EG der Kommission, ABl. Nr. L 396 vom 30.12.2006 S.1, die im Folgenden als ,,REACH-
Verordnung - REACH-V* bezeichnet wird. Soweit im Folgenden nicht anderes bestimmt ist, hat der
Bundesminister fiir Land- und Forstwirtschaft, Umwelt und Wasserwirtschaft die gemédfl der REACH-V
und den darauf beruhenden Durchfiihrungsverordnungen (EG) notwendigen Aufgaben wahrzunehmen.

(2) In Angelegenheiten der Nominierung von Personen fiir den Ausschuss fiir Risikobeurteilung
gemil Art. 76 Abs. 1 lit. c der REACH-V und fiir den Ausschuss fiir soziookonomische Analyse gemif
Art. 76 Abs. 1 lit. d der REACH-V, in Angelegenheiten der Ernennung von Mitgliedern fiir den
Ausschuss der Mitgliedstaaten gemdf Art. 76 Abs. 1 lit. e der REACH-V sowie in Angelegenheiten der
REACH-V, zu denen Verordnungen des Bundesministers fiir Land- und Forstwirtschaft, Umwelt und
Wasserwirtschaft erlassen werden, ist das Einvernehmen mit dem Bundesminister fiir Wirtschaft, Familie
und Jugend sowie mit dem Bundesminister fiir Arbeit, Soziales und Konsumentenschutz herzustellen.

(3) Wenn der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und Wasserwirtschaft im
Hinblick auf die Aufnahme eines Stoffes in Anhang XVII der REACH-V ein Dossier gemifl Art. 69
Abs. 4 der REACH-V ausarbeitet, so hat er das Einvernehmen des Bundesministers fiir Wirtschaft,
Familie und Jugend und des Bundesministers fiir Arbeit, Soziales und Konsumentenschutz herzustellen,
bevor er dieses Dossier bei der Europdischen Chemikalienagentur zur FEinleitung des
Beschriankungsverfahrens vorlegt.

(4) Soweit es zur Vermeidung von Gefahren fiir das Leben oder die Gesundheit von Menschen oder
fiir die Umwelt erforderlich ist, hat der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und
Wasserwirtschaft unter Bedachtnahme auf wissenschaftliche Erkenntnisse sowie Erfahrungen und
praktische Anhaltspunkte iiber die moglichen Wirkungen dieser Stoffe im Bundesgebiet,
Nachforschungen anzustellen, welche Stoffe besonders Besorgnis erregend sind und die Kriterien, die in
Art. 57 der REACH-V angefiihrt sind, erfiillen. Wenn auf Grund der entsprechenden Nachforschungen
solche Stoffe identifiziert werden, so sind gemal Art. 59 Abs. 3 der REACH-V iiber diese Stoffe in einer
Art und Weise, dass jahrlich zumindest zwei Stoffe behandelt werden, Dossiers gemid Anhang XV der
REACH-V auszuarbeiten. Bevor der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und
Wasserwirtschaft derartige Dossiers an die Europdische Chemikalienagentur {ibermittelt, hat er dazu das
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Einvernehmen mit dem Bundesminister fiir Wirtschaft, Familie und Jugend und mit dem Bundesminister
fiir Arbeit, Soziales und Konsumentenschutz herzustellen.

Uberwachung

§ 2. (1) Der Landeshauptmann ist zur behordlichen Uberwachung der Einhaltung der Vorschriften
dieses Bundesgesetzes und seiner Durchfithrungsregelungen sowie der REACH-Verordnung und der dazu
ergangenen Durchfithrungsbestimmungen der Europidischen Gemeinschaften zustindig und hat dabei
gemill dem V. Abschnitt des Chemikaliengesetzes 1996, BGBI. I Nr. 53/1997, in der jeweils geltenden
Fassung, vorzugehen, soweit im Folgenden nicht anderes bestimmt ist.

(2) In Angelegenheiten der Uberwachung der REACH-Verordnung in Zusammenhang mit dem
Aufsuchen und Gewinnen von mineralischen Rohstoffen und mit dem Aufbereiten von mineralischen
Rohstoffen ohne die Anwendung chemischer Verfahren in Anlagen, die dem Mineralrohstoffgesetz -
MinroG, BGBI. I Nr. 38/1999, in der jeweils geltenden Fassung unterliegen, sind die im MinroG
genannten Uberwachungsbehorden zustindig und haben gemif dem MinroG vorzugehen.

Strafbestimmungen
§ 3. (1) Wer
1. einen Stoff ohne die erforderliche Registrierung gemifl der REACH-Verordnung herstellt oder in
Verkehr bringt,

2. Informationen, die er nach der REACH-Verordnung vorlegen muss, nicht an die Européische
Chemikalienagentur (ECHA) oder, soweit dies verlangt ist, an die zustdndige Behorde
tibermittelt,

3. den Bestimmungen des Titels IV der REACH-Verordnung (,,Informationen in der Lieferkette*)
zuwiderhandelt,

4. der Pflicht zur Aufbewahrung von Informationen gemidf der REACH-Verordnung in einer
schwerwiegenden Art und Weise zuwiderhandelt,

5. einen Stoff, der gemidll der REACH-Verordnung zulassungspflichtig ist, ohne Zulassung oder
entgegen den Zulassungsbedingungen herstellt, in Verkehr bringt oder verwendet,

6. einen Stoff, ein Gemisch (eine Zubereitung) oder ein Erzeugnis (eine Fertigware) entgegen einer
Beschrinkung gemid Anhang XVII der REACH-Verordnung herstellt, in Verkehr bringt oder
verwendet,

begeht, wenn die Tat nicht den Tatbestand einer in die Zustindigkeit der Gerichte fallenden strafbaren
Handlung bildet, eine Verwaltungsiibertretung und ist mit Geldstrafe von mindestens 360 € bis zu
19 000 €, im Wiederholungsfall bis zu 38 000 € zu bestrafen. Der Versuch ist strafbar.

(2) Wer der REACH-Verordnung oder einer der darauf beruhenden Durchfiihrungsverordnungen
(EG) zuwiderhandelt, begeht, wenn die Tat nicht den Tatbestand einer in die Zustidndigkeit der Gerichte
fallenden strafbaren Handlung bildet und nicht bereits nach Abs.1 strafbar ist, eine
Verwaltungsiibertretung und ist mit Geldstrafe bis zu 9 000 €, im Wiederholungsfall bis zu 18 000 € zu
bestrafen. Der Versuch ist strafbar.

(3) Die §§72 bis 75 des Chemikaliengesetzes 1996, in der jeweils geltenden Fassung, sind
sinngeméil anzuwenden.

Vollziehung

§ 4. (1) Mit der Vollziehung dieses Bundesgesetzes und der REACH-Verordnung sowie der zu
dieser Verordnung (EG) ergangenen Durchfithrungsbestimmungen der Europdischen Gemeinschaften ist,
soweit Abs. 3 nicht anderes bestimmt, der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und
Wasserwirtschaft betraut.

(2) Der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und Wasserwirtschaft hat bei der
Erlassung von Verordnungen gemil § 1 Abs.2 das Finvernehmen mit dem Bundesminister fiir
Wirtschaft, Familie und Jugend sowie mit dem Bundesminister fiir Arbeit, Soziales und
Konsumentenschutz herzustellen.

(3) Mit der Vollziehung der REACH-Verordnung in Zusammenhang mit dem Aufsuchen und
Gewinnen von mineralischen Rohstoffen und mit dem Aufbereiten von mineralischen Rohstoffen ohne
die Anwendung chemischer Verfahren in Anlagen, die dem Mineralrohstoffgesetz, in der jeweils
geltenden Fassung, unterliegen, ist der Bundesminister fiir Wirtschaft, Familie und Jugend betraut.
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Artikel 11
Bundesgesetz, mit dem das Chemikaliengesetz 1996 geiindert wird

Das Bundesgesetz iiber den Schutz des Menschen und der Umwelt vor Chemikalien
(Chemikaliengesetz 1996 — ChemG 1996), BGBI. I Nr. 53/1997, zuletzt gedndert durch das Bundesgesetz
BGBI. I Nr. 13/2006, wird wie folgt gedndert:

1. Im §4 Abs. 2 Z5 wird die Wortfolge ,,Verordnung (EG) Nr. 304/2003 iiber die Aus- und Einfuhr
gefdhrlicher Chemikalien, ABI. Nr. L 63 vom 6.3.2003 S. 1* durch die Wortfolge ,,Verordnung (EG)
Nr. 689/2008 iiber die Aus- und Einfuhr gefihrlicher Chemikalien, ABI. Nr. L 204 vom 31.07.2008 S. 1
ersetzt.

2. § 5 samt Uberschrift lautet:
,Einstufung und Kennzeichnung gemif} der CLP-Verordnung

§ 5. (1) Stoffe, Gemische (Zubereitungen) und Erzeugnisse (Fertigwaren) brauchen dann nicht
gemil diesem Bundesgesetz und den darauf beruhenden Verwaltungsakten gekennzeichnet und verpackt
werden, wenn sie gemif3 der Verordnung (EG) Nr. 1272/2008 iiber die Einstufung, Kennzeichnung und
Verpackung von Stoffen und Gemischen, zur Anderung und Aufhebung der Richtlinien 67/548/EWG und
1999/45/EG und zur Anderung der Verordnung (EG) Nr.1907/2006, ABIL. Nr.L 353 vom
31.12.2008 S. 1 (im Folgenden als ,,CLP-Verordnung* bezeichnet) eingestuft, gekennzeichnet und
verpackt sind. In jenen Fillen, in denen in der CLP-Verordnung keine Regelung iiber die Anbringung der
Kennzeichnung festgelegt ist, hat die Art der Anbringung der Kennzeichnung nach der CLP-Verordnung
diesem Bundesgesetz und den dazu ergangen Durchfithrungsvorschriften zu entsprechen.

(2) Im Sicherheitsdatenblatt (§ 25) fiir Stoffe und Gemische (Zubereitungen), die gemél der CLP-
Verordnung eingestuft, gekennzeichnet und verpackt sind, ist die Kennzeichnung gemif3 der CLP-
Verordnung anzufithren und bis zum 1. Juni 2015 ist die Einstufung des Stoffes, des Gemisches (der
Zubereitung) und der Bestandteile geméil § 21 dieses Bundesgesetzes jeweils zusitzlich anzugeben.*

3. Die §§ 6 bis 16 samt Uberschriften entfallen.
4. § 17 lautet:

»$ 17. (1) Soweit es zur Vermeidung von Gefahren fiir das Leben oder die Gesundheit von
Menschen oder fiir die Umwelt erforderlich ist, hat der Bundesminister fiir Land- und Forstwirtschaft,
Umwelt und Wasserwirtschaft unter Bedachtnahme auf die in den einschligigen Rechtsvorschriften der
Europdischen Union enthaltenen Anforderungen im Einvernehmen mit dem Bundesminister fiir
Wirtschaft, Familie und Jugend und dem Bundesminister fiir Arbeit, Soziales und Konsumentenschutz
durch Verordnung nach dem Stand der Technik (§ 2 Abs. 15) festzulegen, dass

1. bestimmte gefihrliche Stoffe, bestimmte gefihrliche Gemische (Zubereitungen) oder
Erzeugnisse (Fertigwaren), die einen solchen Stoff oder ein solches Gemisch freisetzen konnen
oder enthalten, oder Stoffe, Gemische oder Erzeugnisse, deren Herstellung, Inverkehrsetzen oder
bestimmungsgeméile oder vorhersehbare Verwendung oder Behandlung als Abfall mit Gefahren
oder Risiken verbunden sein kann, nicht, nur in bestimmter Beschaffenheit, Menge,
Aufmachung, Verpackung oder Kennzeichnung, nur fiir bestimmte Zwecke oder nur mit
Beschrinkungen hergestellt, in Verkehr gesetzt oder verwendet werden diirfen;

2. Herstellungs- oder Verwendungsverfahren, bei denen bestimmte gefihrliche Stoffe oder
gefahrliche Gemische (Zubereitungen) oder Erzeugnisse (Fertigwaren) im Sinne von Z 1
anfallen, oder bei denen ein betriachtliches Risiko oder eine Gefahr fiir den Menschen oder die
Umwelt eintreten kann, verboten sind;

3. fiir bestimmte Stoffe oder Gemische (Zubereitungen), deren sichere Herstellung, Vermarktung
und Verwendung nach dem Stand der Technik (§ 2 Abs. 15) Risikomanagementmalnahmen
erfordert, Uberwachungsmaﬁnahmen oder, wenn dies erforderlich ist, laufende oder
wiederkehrende, allgemeine oder besondere Beobachtungs- und Berichtspflichten vorgesehen
werden;

4. auf Stoffe und Gemische (Zubereitungen), die bestimmte gefdhrliche Eigenschaften aufweisen
oder bei deren Umgang oder Verwendung mit Gefahren oder Risiken zu rechnen ist, die
Grundsitze des III. Abschnitts angewandt werden.

(2) Mit Verordnungen gemif3 Abs. 1 konnen auch einschlédgige technische Normen fiir verbindlich
erkldrt werden.
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(3) Soweit es zur Vermeidung von Gefahren fiir das Leben oder die Gesundheit von Menschen oder
fiir die Umwelt erforderlich ist, hat der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und
Wasserwirtschaft unter Bedachtnahme auf die in den einschldgigen Rechtsvorschriften der Europidischen
Union enthaltenen Anforderungen im Einvernehmen mit dem Bundesminister fiir Wirtschaft, Familie und
Jugend und dem Bundesminister fiir Arbeit, Soziales und Konsumentenschutz unter Bedachtnahme auf
den Stand der Technik (§ 2 Abs. 15) durch Verordung ferner festzulegen, dass

1. derjenige, der bestimmte gefihrliche Stoffe, bestimmte gefihrliche Gemische (Zubereitungen)
oder Erzeugnisse (Fertigwaren), die einen solchen Stoff oder ein solches Gemisch freisetzen
konnen oder enthalten, herstellt, in Verkehr setzt oder verwendet oder mit ihnen in seiner
beruflichen Tétigkeit umgeht, oder

2. derjenige, der Stoffe, Gemische (Zubereitungen) oder Erzeugnisse (Fertigwaren), deren
Herstellung, Inverkehrsetzen oder bestimmungsgemifle oder vorhersehbare Verwendung oder
Behandlung als Abfall mit Gefahren oder Risiken verbunden sein kann, herzustellen, in Verkehr
zu setzen oder zu verwenden beabsichtigt oder mit ihnen in seiner beruflichen Tatigkeit umgeht
oder plant, umzugehen,

eine oder mehrere der folgenden Verpflichtungen zu erfiillen hat:

a) bestimmte Daten an den Bundesminister fiir Land- und Forstwirtschaft, Umwelt und
Wasserwirtschaft zu melden, insbesondere zur Risikobeurteilung notwendige Informationen
iiber die Art der Tatigkeit oder betreffend Verfahren (Prozesse), die Qualifizierung der in
einem bestimmten Bereich titigen Personen, die Art, Menge und den Verwendungszweck der
eingesetzten Stoffe, Gemische (Zubereitungen) oder Erzeugnisse (Fertigwaren) sowie deren
Abnehmer, und soweit die Ermittlung ndher bestimmter, anderer einschldgiger Daten gemif
dem anzuwendenden Gemeinschaftsrecht vorgesehen oder erforderlich ist, auch diese;

b) fiir bestimmte Titigkeiten, die mit einer groen Gefahr oder einem groflen Risiko verbunden
sein konnen, vorab eine Genehmigung des Landeshauptmannes einzuholen, wobei eine solche
Genehmigung dann zu erteilen ist, wenn der Antragsteller glaubhaft machen kann, die
betreffende Titigkeit so durchfiihren zu konnen, dass die einschligigen MaBBnahmen gemif3
den Stoffsicherheitsberichten fiir die eingesetzten Stoffe eingehalten werden;

c) die Erfiillung bestimmter Anforderungen an seine Zuverldssigkeit und Eignung dem
Landeshauptmann durch geeignete Zeugnisse, Gutachten oder Atteste nachzuweisen;

d) dem Landeshauptmann entsprechenden Sachkenntnisse oder Kenntnisse der Ersten Hilfe
nachzuweisen,;

e) dem Landeshauptmann die fiir bestimmte Tatigkeitsbereiche festgelegten speziellen
Sachkenntnisse und Qualititsanforderungen beziiglich einer bestimmten vom Unternehmen
durchgefiihrten Titigkeit, einschlieBlich der sachgerechten Ausstattung des Unternehmens mit
Personal und Mitteln, anhand von geeigneten Unterlagen nachzuweisen.

(4) Werden mit Verordnung Meldepflichten in Sinne von Abs. 1 Z 3 oder Abs. 3 lit. a festgelegt, ist
unter Wahrung schutzwiirdiger Geheimhaltungsinteressen im Sinne des Datenschutzgesetzes 2000 -
DSG 2000, BGBI. I Nr. 165/1999, zu bestimmen, wen die Meldepflichten treffen, unter welchen
Voraussetzungen und wie hiufig die Meldungen zu erfolgen haben, ferner auch die Datenarten, die von
den Meldepflichten erfasst werden, wer diese Daten verwenden darf und auf welche Art und zu welchen
Zwecken die Daten verwendet werden.

(5) Sofern dies mit den Schutzzielen dieses Bundesgesetzes vereinbar und nach dem Stand der
Technik (§ 2 Abs. 15) geboten ist, oder zur Umsetzung oder gemeinschaftsrechtskonformen Anwendung
von Vorschriften der Europidischen Union notwendig ist, kann der Bundesminister fiir Land- und
Forstwirtschaft, Umwelt und Wasserwirtschaft im Einzelfall auf begriindeten Antrag mit Bescheid
befristete Ausnahmen von MaBnahmen in Verordnungen gemifl Abs. 1 bis 3 oder von MaBinahmen in
einer direkt anwendbaren einschldgigen Rechtsvorschrift des Gemeinschaftsrechtes zulassen, soweit in
der jeweiligen Regelung vorgegeben ist, dass Ausnahmen in Einzelfillen erteilt werden konnen. Zur
Einbringung derartiger Antrige ist berechtigt, wer einen Wohnsitz oder stindigen Sitz im Europidischen
Wirtschaftsraum hat und ein rechtliches Interesse an der Erteilung einer Ausnahmegenehmigung
glaubhaft machen kann.

(6) Fiir die Entscheidung iiber Ausnahmen im Sinne des Abs. 5, die ausschlieBlich Anlagen
betreffen, die dem Mineralrohstoffgesetz — MinroG, BGBI. I Nr. 38/1999, in der jeweils geltenden
Fassung, unterliegen, ist der Bundesminister fiir Wirtschaft, Familie und Jugend zustindig.

(7) Bestehende Ausnahmen im Sinne des Abs. 5, die mit Bescheid des Landeshauptmannes erteilt
worden sind, bleiben so lange aufrecht, als dies im jeweiligen Bescheid vorgesehen ist. Soweit in
Verordnungen im Sinne von Abs. 1 bis 5 der Landeshauptmann zur Erteilung von Ausnahmen ermichtigt
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worden ist, hat der Bundesminister fiir Land- und Forstwirtschaft, Umwelt und Wasserwirtschaft diese
Aufgaben wahrzunehmen.*

5. Im § 20 Abs. 1 wird die Wortfolge ,Verordnung (EG) Nr.304/2003 iiber die Aus- und Einfuhr
gefihrlicher Chemikalien* durch den Ausdruck ,,Verordnung (EG) Nr. 689/2008% ersetzt.

6. In § 20 Abs. 4 und 5 wird der Ausdruck ,,Verordnung (EG) Nr. 304/2003% jeweils durch den Ausdruck
,»Verordnung (EG) Nr. 689/2008* ersetzt.

7. § 21 Abs. 2 lautet:

»(2) Ist die Einstufung eines Stoffes oder eines Gemisches (einer Zubereitung) nicht bereits aufgrund
einer erfolgten Einstufung gemifl den im Folgenden als ,,Stoffliste” bezeichneten Listen (Tabelle 3.1 und
Tabelle 3.2) der harmonisierten Einstufungen und Kennzeichnungen in Anhang VI, Teil 3 der CLP-
Verordnung, oder mit Bescheid gemif3 § 18 vorgegeben, so sind fiir die Einstufung die auf Grund der
Verordnung (EG) Nr. 1907/2006 zur Registrierung, Bewertung, Zulassung und Beschriankung chemischer
Stoffe (REACH), zur Schaffung einer Europiischen Chemikalienagentur, zur Anderung der Richtlinie
1999/45/EG und zur Aufhebung der Verordnung (EWG) Nr. 793/93 des Rates, der Verordnung (EG)
Nr. 1488/94 der Kommission, der Richtlinie 76/769/EWG des Rates sowie der Richtlinien 91/155/EWG,
93/67/EWG, 93/105/EG und 2000/21/EG der Kommission, ABI. Nr. L 396 vom 30.12.2006 S. 1, die im
Folgenden als ,REACH-Verordnung — REACH-V*“ bezeichnet wird, und der dazu ergangenen
Durchfiithrungsvorschriften (EG) vorgesehenen Priifungen und Berechnungsverfahren, wissenschaftlichen
Erkenntnisse, epidemiologischen Daten und Erfahrungen tiber die Wirkungen beim Menschen, wie zum
Beispiel Daten iiber berufsbedingte Exposition und Daten aus Unfalldatenbanken sowie alle sonstigen
Tatsachen und Umstinde, die auf eine schiadliche Wirkung hinweisen (§ 19 Abs. 2) sowie eine in anderen
einschlidgigen Rechtsvorschriften der Europdischen Union bereits erfolgte Einstufung heranzuziehen. Bis
zum 1. Dezember 2010 ist dariiber hinaus auch eine Einstufung gemil § 36 (Giftliste) fiir diein § 35 Z 1
angefiihrten gefihrlichen Eigenschaften heranzuziehen, wenn ein Stoff in der Giftliste, jedoch nicht in der
Stoffliste angefiihrt ist.

8. § 21 Abs. 5 erster Satz wird durch die folgenden zwei Siitze ersetzt:

,,Die Einstufung eines Stoffes oder eines Gemisches (einer Zubereitung) gemil der in Abs. 2 genannten
Stoffliste und gemif der Giftliste (§ 36), soweit letztere gemidl Abs. 2 malBigeblich ist, ist heranzuziehen.
Eine von der Stoffliste oder Giftliste abweichende Einstufung darf bei Vorliegen der in Abs. 4 erster Satz
genannten Voraussetzungen vorgenommen werden, wenn ein berechtigter Grund zur Annahme besteht,
dass ein Stoff oder Gemisch (eine Zubereitung) auch bei Ubereinstimmung mit den Anforderungen dieses
Bundesgesetzes, der darauf beruhenden Verwaltungsakte oder einschldgigen Verordnungen oder
Entscheidungen der Organe der Europédischen Gemeinschaften eine ernsthafte Gefahr fiir die menschliche
Gesundheit oder die Umwelt darstellt.*

9. § 21 Abs. 7 entfillt.

10. In § 24 Abs. 1 wird der Ausdruck ,,Verordnung (EG) Nr. 304/2003* durch den Ausdruck ,,Verordnung
(EG) Nr. 689/2008 ersetzt.

11. In den §§ 60 Abs. 2 und 67 Abs. 1 Z 3 wird der Ausdruck ,,Verordnung (EG) Nr. 304/2003* jeweils
durch den Ausdruck ,,Verordnung (EG) Nr. 689/2008 ersetzt.

12. § 71 Abs. 1 Z 1 bis 3 lautet:

»l.der Verordnung (EG) Nr.689/2008 zuwiderhandelt, indem er das Verfahren der
Ausfuhrnotifikation nicht einhilt, den Auskunftspflichten nicht nachkommt,
Einfuhrentscheidungen nicht beachtet, die ausdriickliche Zustimmung des Importlandes im Wege
der Behorde nicht einholt oder indem er die in der genannten Verordnung (EG) festgelegte
Kennzeichnungs- und Verpackungspflicht bei der Ausfuhr nicht einhilt,

2. Chemikalien oder Erzeugnisse (Fertigwaren, Artikel), fiir die ein Ausfuhrverbot gilt, entgegen
diesem Ausfuhrverbot ausfiihrt oder in Verkehr setzt,

3. in einer zollrechtlichen Ausfuhranmeldung eine gemifl Artikel 17 Abs. 2 der Verordnung (EG)
Nr. 689/2008 anzugebende Kennnummer nicht angibt oder eine unrichtige Kennnummer angibt,

13. In § 71 Abs. I Z7 entfillt die Wortfolge ,der Verordnung (EG) Nr. 304/2003 iiber die Aus- und
Einfuhr gefdhrlicher Chemikalien, ABI. Nr. L 63 vom 6.3.2003 S.1, oder*.
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14. § 71 Abs. 1 Z 8 lautet:

,»8. als Verantwortlicher im Sinne des § 27 die Nachforschungs- und Einstufungspflichten (§ 21)
verletzt oder den Vorschriften (§§ 23, 24 und 26) iiber die Verpackung oder Kennzeichnung von
Stoffen, Gemischen (Zubereitungen) und Erzeugnissen (Fertigwaren) zuwiderhandelt, die nach
diesem Bundesgesetz und den dazu ergangenen Verwaltungsakten bestehen, oder die in der
Verordnung (EG) Nr. 1272/2008 festgelegten Vorschriften iiber die Einstufung, Kennzeichnung
oder Verpackung bei Anwendung dieser Verordnung (EG) in einer Art und Weise verletzt, die zu
einer Unterschitzung der physikalisch-chemischen Gefahren, oder der Gefahren fiir die
menschliche Gesundheit oder fiir die Umwelt, die von einem Stoff, einem Gemisch (einer
Zubereitung) oder einem Erzeugnis (einer Fertigware) ausgehen konnen, fiihrt,

Fischer

Faymann
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Yriaywyf Tng emuxeipnong «X. KAPAKIAHZ - A. NA-
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Yrnaywyn g atouikig emyxeipnong «1AMNAAOMNOY-
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Yraywyn TG atopiking emixeipnong «KKEZIZOMAQY
MIXAAHZ» oTig dlatd€eig tou v. 3299/2004, dnwg
loxUel yla v evioxuon enEvdUong TG UE TO Ki-
VNTPO NG aqupﬁvnonc- 3

Yrnaywyn g erixelpnong «<kENEPIEIA EME» kat e dt-
aKpLTIKO TiTAO «<ENEPIEIA EME> oTig StaTdgelg Tou
v. 3299/2004, dnwg oxUel yia tnv evioxuon enév-
dUoNg TG WE TO KIVNTPOo TNG EMIXOPNYNONG. ...... 4

Kaboploudg kupoewv yia tnv ektéAeon tou Kav
(EK) 1907/2006 Tou EupwraikoU KotvoBouAiou kat
Tou ZuuBouliou. 5

Kaboploude Tou Tpdrou EAEyxou Aanavwv laTtpikhg
MepiBaAPng mou YrmoBdAlovtal otov Oiko Nau-
Tou (O.N.) ard ZupBeBAnuévoug latpoug kat Ala-
YVwoTiKA Kévtpa, Katd 1o €10 2009...wereeeees 6

Mapdtaon woxdog g urt aptdu. 35111/7/28.4.2006 (B” 611)
anépaon YEN nepl Kaboplopou Zuvbsang MAnpw-
patog Twv EnayyeAuatikav NMhoiwv Avapuxncs. .. 7

AIMAACIAOUOC TWV WPWV UTIEPWPLAKAC ArtaoXOAn-
ong urtaAAAwv ™G Nopapxiag Mepald ya to

gtog 2009. 8
Tpormoroinon tou Opyaviopol EcwtepikAg YTnpe-
olag Anpou ApXalagq ONUMTIIAG. ceveeeeeneeseressnsssnssen 9
AMOGAZEIZ

M

Yraywyfn g emxeipnong «X. KAPAKIAHS - A. NAKOY

OE» kat ue dlakpttiko Titho «YASSASOU.COM» oTig Bt-

atdEelg Tou v. 3299/2004, driwg LoXUeL yia TV evioxuon
£MEVOUONC TNG UE TO KivNTPo NG emixopnynons.

Me tnv urt apBu. 15264/YIME/5/00436/E/v. 3299/2004/
20.3.2009 andégpaon tou Ymoupyou Kat Tou Ypuroup-

31 Maptiou 2009

you Okovouiag kat OIKOVOUIK®Y, EYKPIBNKE N urntaywyn
oTic datdEelg tou v. 3299/2004, Tng eruxeipnong «X.
KAPAKIAHZ - A. NAKOY OE.» kat pe 3lakpltikd titAo
«YASSASOU.COM> yia tnv evioxuon enévduong tng e
TO K(VNTPO NG £mMIXOPNYNONG, TIOU aAvaPEpeTaAl OTNY
(dpuon povddag mapaywyng NAEKTPIKNAG evépyelag and
PwTOROATAKG cuoTANATA LoxUog 99,56 KW, otnv 6€on
Tepakwvag, Tou A.A. dAupldg, Tou Afuou Moupévicoag,
Tou NouoU KIAkig, OUVOAIKAG eVIoXUSUEVNG dATIAVNG
ToooU MevTakooiwv mevivta &1 XIMAdwV oXTaKoaiwy
Séka eupw (556.810,00 €), ue TIOCOOTS £MIXOPAYNONG
40% dnhadn nmoad emixopynong dlakooiwv eikoot dUo
XIMAdwV emTakooinv eikool Teoodpwyv supw (222.724,00
f).
Me tnv enévduon dev poBAENeTaL N dnuoupyia véwy
Bgoswv epyaoiag.
Huepounvia yvwuoddtmong g Erutpornig: 9.10.2008.
H nepAnyn auth va dnuooteube{ otnv Epnuepida e
KuBepvnoewg.
Ol YNOYProl
OIKONOMIAZ KAI OIKONOMIKQN O YoYM. OIKONOMIAZ KAl OIKONOMIKQN
FMANNHZ NANAGANAZIOY AGOANAZIOZ MMOYPAZ
_‘_
2
Ynaywyn g atoukng enixeipnong < TANAAOMNOYAO
XPHZTOZX» ue 8.1. S TAMAAOMNOYAOZ XPHZTOZ», 0TIQ
dlatdEelg Tou v. 3299/2004, drnwg LoxUeL yla TNV evi-
oxuon €MEVBUONC TNG ME TO KIVNTPO NG erixopn-
ynong.

Me tnv urt apBu. 15270/YTME/5/00356/E/v. 3299/2004/
20.3.2009 anégpaon tou Yrioupyou Kat Tou Ypurioupyou
Owkovopuiag kat OIKOVOUIKWY, EYKPIONKE N urtaywyn oTIg
dlatd&eig tou v. 3299/2004, TNG ATOMIKNG emixeipnong
TAMAAOMOYAOZ XPHZTOZ» ue d.1. JTAMAAOMNOYAOZ
XPHZTOZ», yla v evioxuon emnévduong NG Ue TO Ki-
VNTPO NG EMIXOPNYNONG, TIOU AvaPEPETaAl OTNY {dpuon
povadag mapaywyng NAEKTPIKAG evépyelag and ewTo-
BoAtaikd oTolxeia 1oxvog 19,98 kW, otnv 6éon Aatépia,
Tou Anuou Aypldg, Tou NouoU Mayvnoiag, ouvolkAg
gvioxuduevng damndvng rocou ekatdv TpldvTa entd Xi-
MA&Bwv ekaTtov evevivta mévte (137.195,00) supw pe Tio-
000716 enxoprynong 40% dnAadf nmoad emxoprynong
mnevivta tecodpwv XIAMAdwv oKTaKooiwv gRdounvta
OKTW eUpw (54.878,00).
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Me tnv emévduon dev poBAEnETAL 1] dnUoupyia vEwv
0éocswv epyaociag.

Huepounvia yvwuoddtong g Emrtpormig 15.9.2008
(opdpwvn).

H niep{iAnyn aut va dnuocteudel otnv Epnuepida g
KuBepvnoswg.

Ol YMOYPrOl

OIKONOMIAZ KAI OIKONOMIKQN O YO®YI. OIKONOMIAZ KAl OIKONOMIKQN

FANNHZ MAMNAGANAZIOY AOGANAZIOX MMNOYPAZ

—_——

(3)

Yrnaywyn Tng atouikng emxeipnong «KEZIZOMAQY MI-

XAAHZ» oTig dlatdEeig Tou v. 3299/2004, dnwg LoxU-

€L yla tnv gvioxuon enévduong g he To Kivntpo
NG emXoPNyNong.

Me tnv urt apbu. 15256/YTE/5/00378/E/v. 3299/2004/
20.3.2009 andépaon tou Yrioupyou kat Tou Ypurioupyou
Owkovopiag kat OIKOVOUIKWY, EYKPIBNKE N urtaywyn oTIq
dlatd&elg tou v. 3299/2004, TnG ATOMIKAG ETXE(PNONG
KEZIZOrAOY MIXAAHZ» yia tnv gvioxuon enévduong
NG ME TO KivNTPOo NG emixopnynong, mou avapspetal
otV (dpuon povddag mapaywyng NAEKTPIKAG EVEPYELAG
andé ewTtoRoATdikd cuoTthuata oxvog 50,40 KW, oto
AA. PIZAPIOY», atnv Meploxn «KHMOI PIZAPIOY», Tou
Anpou «EAEXIAY», Tou NopoU J1EAAHZ», GUVOAIKAG
gvIoXuduevnNe dandvng moooU eKaTOV eVEVAVTA evvéa
XMAdWV evviaKooiwv TPldvTa MEVTe eUpw Kal TPLavta
dUo Aemtwv (199.935,32 €), ue MooooTd emiXopNyNong
40% dnAadn nmood emixopnyNong R3oUNVTA evveéa XIAL-
Gdwv evviakooiwv eBdounvTa Tecodpwy eupw Kal dEka
TPV AeTiTWV (79.974,13 €).

Me tnv enévduon dev mpoBAEneTaAL 1) dnUoupyia vEwv
0éocwv epyaoiag.

Huepounvia yvwuoddtnong tng Emutpormg: 22.9.2008.

H nepAnyn auth va dnuooteudel otnv Epnuepida g
KuBepvnoeswg.

Ol YMOYPrOl

OIKONOMIAZ KAl OIKONOMIKQN O YOYMN. OIKONOMIAZ KAI OIKONOMIKQN

FANNHZ NANAGANAZIOY AOGANAZIOZ MMOYPAZ

_’_

(4)

Yrnaywyn g eruxeipnong <ENEPIEIA EME» kat ye dila-

KPLTIKO T{TA0 «ENEPIEIA EME» 0TI S1aTA&EIG TOU V.

3299/2004, érwg 1oxUel yia TNV evioxuon enEvouong
NG UE TO KivnTpo NG emixopynong.

Me tnv urt aptOu. 15253/YTME/5/00452/E/v. 3299/2004/
20.3.2009 andégpaon tou Yroupyou Kat Tou Ypuroupyou
Okovopiag kat OIKOVOUIK®Y, EYKPIBNKE N urtaywyn oTIq
dlatdEelc Tou v. 3299/2004, tne eruxeipnong «<ENEPIEIA
EME» kat ue dlakpltikd titho «ENEPIEIA EME» yia tv
gvioxuon emévduong TNG UE TO KIVNTPO TNG EMXOPNYN-
ong, TIOU AvaPEPETAL OTNV (dpuon novadag nmapaywyng
NAeKTPIKNG evépyelag and ewToBoATAKA cuoTAuaTa
loxuog 19,82 KW, otnv 6€on ABAdL, tou Afjuou Aua-
puvBiwv, Tou NouoU EuBoiag, GuVOAIKNAG evioxuduevng
damndvng nooou ekaTtov dEka TEooAPWV XIANAdWV ETTTA-
kooiwv Tpldvta entd supw (114.737 €), ue MOoo0OTAH £ML-
xopnynong 40% dnAadn mood enixopnynong capdvta
TEvTe XIMABWV OXTAKOOIWwY EVEVAVTA TECOAPWV EUPW
(45.894 €).

Me tnv enévduon dev mpoBAENETAL 1) dNULoUPYia VEwV
0coswv epyaoiag.

Huepounvia yvwuoddtnong tng Emutpomnga: 1212.2008.

H nepiAnyn auth va dnuooieubel otnv Epnuepida g
KuBepvnoews.

ol YroyYprol

OIKONOMIAZ KAl OIKONOMIKQN O YOYIN. OIKONOMIAZ KAl OIKONOMIKQN

FANNHZ NMANAGANAZIOY AGANAZIOZ MNOYPAZ

B S—

Ap16y. 82/2009 (5)

Kaboplopde Kupwoewy yla tnv ektélean tou Kav (EK)
1907/2006 Ttou EupwrndikoU KowvoBouAiou kal Tou
SuMBouUAiou.

O Y®YNOYPIroz
OIKONOMIAZ KAI OIKONOMIKQN

‘Exovtag urdyn:

1) To urt apiBu. 621/13.2.2009 £yypapo tng Alevbuvong
MNepBaAAovTOG Tou MevikoU Xnueiou Tou Kpdtoug.

2) To ddplo & e mnap. 8 Tou dpOpou 6 Tou v. 4328/
1929 (®.EK. 272/A’1929) epi ouotdoswg Mevikol Xn-
pelou tou Kpdtoug», dnwe avtikataotdlnke and tv
napdypago 6 tou dpbpou 11 Tou v. 2343/1995, (P.EK.
211/A’/11.10.1995).

3) To dpbpo 4 tou dlatdyuatog thg 3ing OktwRpiou
1929 {epl kavoviouou NG Asttoupyiag kat Twv epya-
oWV Tou AvwTdTtou XnuikoU SuuBoulious (®.EK. 391/
A’1929).

4) Ta m.d. 284/1988 kat 543/1989 «Opyavioudg tou
Yrioupyeiou Okovouk@vs» (®.EK. 128 kat 165/A7/1988 kat
229/A’/1989).

5) Tnv urt aptBu. 1078204/927/0006 A/6.81992 anépaon
Twv Yrioupywv Mpoedpiag kat OKovouK®V «leploplode
SUAoYIK@OV Opydvwyv Ttou Ytioupyeiou OIKOVOUIKWV»
(®.EK. 517/B'/1992).

6) Tnv utt aptdu. 1666/AIOE 89/13.1.2009 amndpaon Tou
MowBumoupyou kat Tou Yrioupyou Owovouiag kat Oko-
VOUIKWY «KaBoploudg apuodloTATWY Twv YQUIOUpYWV
Owovopiag kat Owovoukwv» (P.EK. 40/B°/16.1.2009).

7) Tig dlatdgelg Tou dpbpou 90 Tou KKwdika Nopobe-
olag yia v KuBgpvnon kat ta kuBepvntikd dpyavas
TIOU KUPWONKE He To 4pBpo mpwTto Tou T.d. 63/2005
(®.EK. 98/A’/2005) kat to yeyovog 4t amd Tig dlatdEelg
g napoucag dev TpokUmTel damndvn &g BApog Tou
KPATIKOU TIPOUTIOAOYIOMOU, anopaacifouye:

Eykpivouue Tnv urt aptdu. 82/2009 andépaon Tou Avw-
TdTou XnuikoU uuBouliou n omoia eAAEON Katd ™
ouvedpia g 16.22009 kat n oroia £xel wg eENG:

MENIKO XHMEIO TOY KPATOYZ
ANQTATO XHMIKO XYMBOYAIO

Eykpivoupe amépaon yia tov Kaboploud KUpWoswv
yia v ektéheon tou Kav (EK) 1907/2006 tou Eupwral-
koU KowvoBouAiou kat Tou ZuuBouliou, wg akoAoUudwe:

Apbpo 1
Kupwoelg
1. H mapaywyn, n didbson otnv ayopd n/kat n xenon
XNUIKWV OUCLWV auToUoLwy H/KAl WG CUCTATIKWY Tapa-
OKEUAOUATWY /KAl WS CUCTATIKWY AVTIKEWEVWY KABWS

Kal n didbson otnv ayopd f/kal n xenon napackeua-
OUATWV KAl QVTIKEWWEVWY eTUTPENETAL EPAOOV ival oUu-
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PWVN TPOC TIC dlatdEelc Tou Kavoviouou 1907/2006/EK.
>e avtibetn nepimtwon emBAANOVTAL Ol KUPWOELG TOU
riivaka Tou akoAouBsl.

2. Ta empBar\dueva SloKNTIKA TEGaTIUA TOU Tivaka
mou akoAouBel urtoAoyilovtal Aaupdvovtag undyn thv
noodtnTa, TNV EMKIVdUvOTNTa Tou TpoidvTog (ouoia,
aPaoKeUaoua, avTikeluevo) kabwe Kat Tnv katnyopia
g eruxeipnong (moAU wken, WKen, peoaia).

3. Ta eruBarAdueva dlolknTikd rpdoTiua abpoilovrtal
oétav mpdkeltal yia roAAamAég napapdoelg oto dlo
TIPOTOV.

4. e mepintwon enavdAnyng g dlag napdBaong
and mv(tov) idla(o) erixeipnon/popéa To mponyouueva
emBANBEV mpdoTiuo nmpooauEdvetal katd 50% kal dev
uropel va unepBel To SIMAAGOIO TOU AvWTATOU TIPORAE-
TéUEVOU TPOOTiMou avd rapdpaon.

Mivakac

MNapaBdoeig Twv dlatd- Kupwoelg

Eewv Tou Kavoviouou

1907/2006/EK
MapaBdoeig dpbpwv 5, | Anaydpeuon mapaywyng/Ku-
6,7, 8 23 kAopopiag/xpnong Kat mpod-

oto and 3500 éwg 35.000
gUpW avd eriyeipnon

Anaydpesuon napaywyng/Ku-

kAopopiag/xpnong Kat mpd-

oto ard 1.500 gwg 15.000
eupw avd emixeipnon

NapaBdoeig dpbpwv 9,
12,17, 18, 40, 41, 46, 56,
61, 67

MNapaBdoeig dpdpwv 14,| Mpdotiwo and 2.000 swg
24, 30,36 20.000 supw avd emxeipnon

MNapaBdoelg dpbpwv 10,|MpdoTiwo and 500 éwg 5.000
11, 21, 31-34, 37,4961 supw avd emyeipnon

NapaBdoeig dpbpwv | Mpdotiwo amd 100 €wg 1000
19, 22, 35, 38,39, 50, 63, gupw avd sruxeipnon

65, 66

5. Ta mpoavagepdueva mpdotipya ermBdrlovtal and
Tov Mpoiotduevo tng X.Y. dmou €ylve n dstyuatoAnyia
f/kat n embedENoN/EAEYXOGQ.

6. H anaydpesuon mapaywyng/KukAopopiag/xpnong
ermuBdA\etal and tov Mpoiotduevo g A/vong Mept-
B&A\ovTog.

7. Weudng dAwon uiag emixeipnong otov Opyavioud
TWV XNUIKWV wg TPog Tnv katnyopia MME (ueoaia, -
KN, TMOAU UiKpn) énwg opietal otn ZUotaon 2003/361/
EK (L 124/20.5.2003) tng EmutpomAg «oxeTikd pe tov
0PLOMS TWV TIOAU MIKPWY, TWV MIKPWY KAl TWV HECA{WV
ETUXEIPNOEWV>’ TIHWpPElTAL ue TpdoTtyo 500 - 5.000 supw
To omnoio eruBdNetal and Tov Mpolotduevo g A/vong
MepR&AovTog Tou MXK.

8. Mn ouuudpPwon tNg/Tou erixeipnong/@opga mpog
v andéeaon tou Mpoiotauévou Tng A/vang MepBAaiho-
vTogq mepl anaydpeuong napaywyng n/kat kukhogopiag
f/kal xphong Twpeeital e mpdotipwo 50.000-350.000
gupw TO omoio emBANetal and tov Mpoiotduevo NG
MevikAg A/vong tou MXK.

9. Apvnon MPAoRAoNG OTOUG ETIOEWPENTEG/EAEYKTEG
Tou XK. oTI¢ eykaTtaotdoelg erixeipnong/eopéa ya
dlevépyela embewpnong/eA£yxou B/kat dpvnorn mapoxng
TIANPOPOPIWV KATA TNV ETIOEWENON/EAEYXO CUUMOPPW-
ong mpeog TIC datdEelg Tou kavoviopou 1907/2006/EK
TiHwpeeital pe nmpdotiwo 5.000-50.000 supw TO ormoio
ermBdA\etal and tov Mpoiotduevo g A/vong Mept-
B&A\\ovTog tou MXK.

Apbpo 2

O Yroupydg Okovouiag kat OlKoVOUIK®WY eE0uatodo-
Te(tal va ekdWoel ano@AcELS UE TIG oToieg pubuilovTal
Ol AOITIEG UTIOXPEWOELG Ol oToieg armoppéouv amnd Ttov
Kavovioud 1907/2006/EK.

H andépaon aut woxdetl and tn dnuocisuon g otnv
Epnuepida ™g KuBepvAoswg.

O NMPOEAPOZ H ’PAMMATEAZ
|. TEPOGANAZHZ A. AANIBEPTH
Ta yéAn: I. Xpovaiog, N. Katoiumnag, B. KaoghoUpn-Pn-
yoroUhou, A. ToilxAng, Z. Fwydkog, A. Avtwvo-
TOUAOG, 2. SAutog, =. AvTwviddou.

H andpaon aut va dnuocteudel otnv Epnuepida g

KuBepvnoews.

ABnva, 18 MapTiou 2009
O YOYMNOYProz
A. MMEZAZ

_’_

AL, 5421.7/10/09 (6)

Kaboploudg tou Tpdrou EAEyxou Aamavav latplkng
Nepi®alyng mou YroBdAlovtal otov Oiko Nadtou
(ON.) ané ZupBeBAnuévoug latpoulg kat AlayvwoTi-
k& Kévtpa, katd to €tog 2009.

O YMNMOYPIroz
EMMOPIKHZ NAYTIAIAZ, AITAIOY
KAI NHZIQTIKHZ MOAITIKHZ

‘Exovtag unéyn:

1. Tig datdEelg:

a) Tou dpBpou 21 Tou v. 3569/2007 «ZuveTalplopoi Oa-
Adoolag aAnAao@dhiong kat dAAeg dlatdEelg apuodio-
mtog Yroupysiou Eunopikig Nautihiag» (A" 122),

B) tou dpbpou 90 Tou KWdIKa vopobeaoiag ya Tnv
KuBépvnon kat Ta KuBepvntikd Opyava mou Kupwonke
pe to 4pbpo mpwTo Tou 8. 63/2005 (A" 98) Kat

Y) Tou dpbpou 2 tou md. 205/2007 «ZUYXWVEUON
Yrioupyeiwvs» (A" 231).

2. Tnv urt aptBu. 4931/05/4.2.2009 (Béua 4°) npdtaon
Tou AlolknTikoU ZupBouiiou tou Oikou Naudtou (A.X/
ON).

3. To yeyovég 6Tt ekkpguouv atov ON, yia peydho
XPOVIKG dldotnua, ol Tpog EAeyxo damndveg ATPIKAG
niepi®alyng mou urtoBAAAouv ot cupBeRANUEVOL UE TOV
ON. latpoi (kAviko( - epyaotnplakoi) Kabws kat Ta ouu-
BeBANuUEVa LATPIKA SlayvwoTIKA KEVTPQ, e aMoTEAEGUA
NV ueydAn KabuoTtépnon AMoTANPWUNAG TOUG.

4. To yeyovdg &TL ue v andpaon auth. dev MPOoKa-
A\e{tal Sandvn oe Bdpog Tou MpoimnoAoylouou tou ON,,
anopaocifouye:

1. Tnv anodoxn g npdtaong tou A.3./ON, énwe auth
SlATUNWVETAL 0TO ANMOOTIACUA TIPAKTIKWY TNG UTT APLOLL.
4931/05/4.2.2009 (6gua 4°) ouvedplaong Tou, yla To dety-
MATOANTITIKG AEYX0 TWV damavwv LAaTpIkng nepi®aiyng
Tou Ttapéxouv oL katd mpdEn kat repimtwaon cuppeRAN-
pévol e tov O.N. latpol (KAvikol - gpyaotnplakol) Kabwe
Kal Ta ouuBeRANuéva LaTPIKA dlayvwoTIKA KEvTpa Kal
kaBopilouye Ta eEAG:

- Ma 1o €trog 2009, and Tig unoBarAdueveg avd diunvo
KATAOTACEIG dATAvVAV, va eAEyXeTal o évag pnvag Ae-
TITOMEP WG, OTIWG LOXUEL HEXPL OUEPA KaL 0 AANOG urvag
udvov abpoloTIKA Kal va apxetodeteital.
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- O uAvag mou Ba eAéyxetal AemTouepwg 8a Kabopi-
Cetay, avd diunvo, and to A.Z./ON.

H andépaon auth va Kowvoroindel apuodiwg yia exTé-
Aeon.

H andépaon autn, va dnuoateudel otnv Epnuepida
e KuBepvhoeswg.

Nepaide, 19 Maptiou 2009
O YMOYPIroz
ANAZTAZHIZ NANAAHIOYPAZ
—._
ApBu. 3511.1/04/2009 (7)
Mapdtaon woxdog g urt apldu. 3511.1/7/28.4.2006 (B” 611)
anépaon YEN mepl «Kaboplopou Zuvosong MAnpwua-
ToG Twv EmayysAuatikwv MAoiwv Avaguxng».

O YNOYPIroz
EMIMOPIKHZ NAYTIAIAZ, AITAIOY
KAl NHZIQTIKHZ MOAITIKHZ

‘Exovtag unéyn:

1. Tig dlatd&eig Tou dpbpou 5 map. 1 Tou v. 2743/1999
«T\oila Avaguxng kat dAeg dlatdEeilg» (A" 211), dnwg
loxUsl.

2. Tnv urt aptBu. 3511.8/2003/21.4.2003 (B” 575) andépaon
Y.EN «Kabopioudg Zuvbeong MAnpwuatog twv Emay-
yveAuatikv MAoiwv Avapuxigs, dwe TPOTOTIONBNKE UE
v Ul apBp. 3511.1/7/28.42006 andpaon YEN. (B” 61).

3. Tnv avdykn aoc@aloug dpaatnplonoinong Twv mhoi-
wv arnd droyn oteAéxwong.

4. To yeyovodg éti amd Tig dlatd&elg autng Tng andpa-
ong dev mpokaheital dandvng os BAPOg Tou KPATIKOU
TiPOUTOAOYIOMOU, AnoPaciCoupe:

1. NMapateivoupe TNV oYU TG Ut aplBp. 3511.1/7/28.4.2006
(B” 611) andpaong pag nepi «Kabopiopou ZuvBsong MAn-
pwuatog Twv EmayyeApatik@v Moiwv Avaguxne» £wg
v 30n Ampthiou 2010.

2. H anépaon aut va kotwvorondel yia ekTéheon.

H andpaon autn, va dnuooteubel otnv Epnuepida
™™g KuBepvhoewg.

MNewpaidg, 19 Maptiou 2009
O YNOYPIroz
ANAZTAZHX NANAAHIOYPAZ
_’_
Ap1Bu. 9108/5865 (8)
AM\ao1aoudc TwV WPEWV UTIEPWPLAKAG ATtaoXOANong
unaARAwv ¢ Nouapxiag Mewpald yia to €rog
2009.

O N'ENIKOX TrPAMMATEAZX lMNMEPIOEPEIAY ATTIKHZ

‘Exovtag unéyn:

1. Tig datdelc:

a) Tig datdEeig Tou dpbpou 18 map. 12 tou v. 2218/1994
ddpuon Nouapxlaknig Autodiloiknong, Tpororoinon di-
atd&ewv yia v mpwtoBdbua Autodiolknon Kat tnv
Neppépela kat dAAeg dlatdEelg oe ouvduaoud Ue NG
dlatdEeic tou dpbpou 8 tou v. 3200/1955 flepi Aloikn-
TIKAG ATIOKEVTPWONG.

B) Tou v. 2503/30.51997 (®EK 107/t. A") «Aloiknon, op-
yavwon, oteAéxwon tng MNeppépetag, pubuion Bsudtwv
yla TNV TorikA autodloiknon Kat AANeG S1aTAEEIG».

y) Tou v. 2647/1998 (®PEK 237/t. A") «MeTtaBiBaon ap-
podloTtATWY ot Meppépeleg kat TNV Autodlolknon Kat
AAAeg SlaTdEeig».

d) Tig dtatéEeig Tou GpBpou 16 Tou v. 3205/2003 (PEK
297/1. A’/23.122003) «MIcBoAOYIKEG puBUioELG AslTOUP-
YV Kat urtaAA\AAwv Anuociou, NM.AA. kat O.T.Ax.

g) Tic datdEelg g nap. 7 tou dpbpou 25 Tou V.
2738/1999 (®EK 180/t. A’/1999) «ZUAAOYIKEQ Alampayua-
tevoelg otn Anudola Aloiknon, JoviHoToNoEelg cupBa-
oloUxwv aopiotou xpdvou Kat dAAeg dlaTdEeIg».

2. Tnv utt aptBu. owk. 432/137/91.2009 (PEK 34/t. B/
141.2009) andépaon Noudpxn Mepaid oxetikd e Ka-
B1épwon UTEPWPLaKAG anaoxdoAnong yua to étog 2009
TV UTlaAAAwY TN Nopapxiag Metpatds.

3. Tic dlatdEelc tou v. 3448/2006 (PEK 57/t. A') 1@ TNV
TIEPALTEPW XPNOT TTANPOPOPLWYYV TOU dNUOCiou Touéa Kat
™ pUBULoN BeudTtwy apuodidtntag Yroupyeiou Ecwte-
PIKWV Anudolag Aloiknong Kat AToKEVTPWONG».

4. To utt aplOu. 6570/24.2.2009 €yypagpo te AleUbuv-
ong Opydvwong kat Asttoupyiag O.T.A. Tou Y. EowTte-
PIKWV, CUUPWVA UE TO OTOI0: «.Yld TNV AVTIUETWIION
kataotdoswv enelyovoag avaykng (osiopol, MAnuuUpEg,
TUPKAYLEG, amell] yia Tn dnudota uyeia KAL) erutpsne-
Tat: apevoe 1 MESoANYN MEoowTIKoU I3 TIKOU Sikaiou
OPLOUEVOU XPOVOU Kal APETEPOU 1) UMIEPRACT TOU AV®-
TATOU 0PI{OU WPWV UTIEPWPIAKAC arnaoXOAnong wg Kat
TO SIMAGOL0 Yla TO MPOCWTIKG TWV AVAYKAlwV EISIKOTH-
TWV. SUVEMWG N KABIEPWON ETIMAEOV WPWV UTEPWPLAKNG
dev ouvaptdral pye v medoAnyn LA.AX. mpoowTikou,
aAAd pe TV AN wéTpwv ékTakTng avdykng..Emiong n
avwTépw SIATAEN dev BETEL TIEPLIOPIOUOUS WC TIPOG TNV
£pYAOLaK ox£0n Tou TPoowrikoU (udviyo N LA.AX)
rou Ba gpyaoTtel unepwplakd, aAAd we mMPog TNV &l-
SIKATNTA.».

5. To urt aptOu. 26459/10281/221.2009 (AIl. AAA lMept-
pEpelag ATTikAG 3811/2482/221.2009) £yypapo tng No-
uapxiag Mewpald (Aiedbuvon Atoiknong kat MOAITIKOV
AKalwudTwv) ye to onoio pag SiaBiBAoTnKe aitnua ya
SUMAAQCIAoUO TOU AVOTATOU 0PI0U ETUTPETIOUEVWY WPWV
UTEPWPLAKAG anaoxoAnong, katd ufva, and e&hvra (60)
oe ekatdv eikoal (120), katd TIc anoysupaTiveg, Kupla-
KEG, eEAIPEDIUEG KAL VUXTEPIVEG WPEG YA £(KOOL OKTW
(28) umtaA\AAoug Twv avaykaiwv eildikotATwv e No-
papxiag Nepatd yia v meSANYnN Kat avTETWMION TS
erudnuiag ™ yp(mng TWV MTNVAV Kal yid TNV EMTUXH
£QAPUOYN TWV PETPWYV TIOU TPORAEMOVTAL OTO EXESI0
Enelyouoag Enéupaong, yia to €tog 2009, wg €ENG:

IBdtnTa ApBude |Amoysupativiy UTiEpw-
UtaAAAAWV| PLaKA anaoyXOAnon

Ktnviatpot 15 Am6 60 oTig 120 wpeg
BloAdyog- 1 A6 60 oTig 120 wpeg
IxBuoAdyog
TexvoAdyog Zwli- 1 Anoé 60 oTig 120 wpeg
Kfg Mapaywyng
AloknTiKol 7 A6 60 otig 120 wpeg
TOmIKNAG 1 Amd 60 oTig 120 Wpeg
Autodloiknong
TexvoAdyog 1 A6 60 oTig 120 wpeg
Tpo@luwy
Xelplothg H/Y 1 A 60 otic 120 wpeg
latpde 1 A6 60 otig 120 wpeg
arnopaocifouye:

Eykpivoupe Ttov SIMAaclaoud Tou avwtaTtou opiou -
TPEMONEVWV WPWV UTIEPWPLAKAC aracXoAnong, katd
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uAva, ané eEnvta (60) oe ekatdv eikoot (120), katd TIg
AMOYEUMATIVEG, KUPLOKEG, EEQIPEDIUES KAl VUXTEPLIVEG
WPES Yia kool oKTW (28) urtaAANAoUg TwV avaykaiwv
ewdkotATwv ™G Nopapxiag Mewatd ya v meoAnyn
KAl QVTILETATILON TNG eTudnuiag Tng ypimmg Twv mtnvov
KAl YO TNV ETITUXA EQAPUOYN TWV UETPWV TIOU TIPO-
BAérnovtal oto 2x£d1o0 Emelyouoag EméuBaong, ya To
étoc 2009, we eENG:

IBétnTa AplOudg |AMoyEUMATIVI UTIEPW-
urtaAM\A\wv| plakn anaoyxoinon

Ktnviatpot 15 A6 60 oTig 120 wpeg
BloAdyog- 1 Ané 60 oTig 120 wpeg
IxBuoAdyog
TexvoAOyog ZwikAG 1 Ané 60 oTig 120 Wpeg
MNapaywyhg
Aokntikoi 7 A6 60 otig 120 wpeg
TormKAg 1 Ané 60 otig 120 wpeg
Autodlolknong
TexvoAdyog 1 Ané 60 otig 120 wpeg
Toopuwy
Xeplotig H/Y 1 Ard 60 oTig 120 wpeg
latpde 1 A6 60 otig 120 wpeg

H dandvn avépxetat oTig daKOoLEG XIAMASES EUPW
(200.000,00 €) kat 6a KAAUPOE( amd TOTWOEIG TOU TIPO-
UroAoytopou g Noupapyxiag Melpatd olkovoulkou £Toug
2009.

H andpaon oxldel yia to Xpoviké didotnua and
1.1.2009 wg 31.12.2009.

H andpaon auth va dnuoaoteubel otnv Epnuepida g
KuBepvroswg.

Abnva, 24 deBpouapiou 2009

O levikég Mpappatéag Mepupépelag
XAPAAAMMNOZ MANIATHZ

. S——

Ap1y. 3557 9)
Tpomormoinon tou Opyaviouou Eowtepikhg Yrnpeaiag
Afuou Apxaiag OAuurtiag.

O N'ENIKOX TrPAMMATEAZ
MEPI®EPEIAZ AYTIKHX EANAAAZ

Exovtac unéyn:

1. Tig dlatdEelg Tou dpbpou 10 Tou v. 3584/2007 «KUpw-
on Tou Kwdika Katdotaong AnuoTik@v kat KovoTikwv
YTaAAAA W V.

2. Tic dlatdEeig Tou v. 2503/1997 «Aloiknon, opydvwon,
OTEAEXWON NG TIEPLPEPELAC, PUBULOT) OEUATWV TOTIKAG
autodioiknong kat dAAeg dlaTtdEeig».

3. Tig dlatdEeig tou v. 3731/2008 «Avadlopydvwon tng
AnuoTikAc AoTuvouiag kat pubuioswv Aotmwv Bepdtwy
appodidtnracg Yroupysiou ECWTEPIKWY.

4. Tig urt aplBp. 241/18.8.1998 kat 5948/3.5.2007 aro-
pdoeig tou MevikoU Mpauuatéa Mepipépelac AUTIKAC
EANGSag pe O€ua «uetapiBaon apuodlotATwys.

5. Tnv ur’ aptbu. 49211251999 andpaon uag mepi
€ykplong Opyaviopou EowTtepikAg Yrnpeoiag Afjuou
Apxaiag OAuuriag énwe oxUetl oAuepa.

6. Tnv urt aptBu. 32/2009 amndégpaon tou AnuoTikou
SuuBouliou Apxaiag OAuuriag mepl Tpomormnoinong Tou
OpyaviouoU EocwTteplkng Ynnpeoiag tou Anuou.

7. To utt apdu. 4/2009 npakTiké Tou YTmpeotakou
SupBouliou YrraAAhAwy OTA N. HAelag, otnv omola yvw-
podotel BeTIKA yla TV Tpomormoinon tou Opyaviouou
EowTepkic Yrnpeoiag tou Afjuou Apxaiag OAupriag,
anopaocifouye:

TpormorotoUpe TNV utt aptdu. 4921/125.1999 andpaoct
uag repi éykplong tou Opyaviopou EcwTtepikng Ymnpe-
olag tou Afuou Apxaiag OAuuriag, (PEK 1134/10.6.1999
1. B), énwg 1oxvel ofuepa wg eENG:

To dpBpo 21 analeipeTal Kat

Mowv To akpoteAeutio dpbpo Tou Opyaviouou Eow-
TepIKAG Yrnpeoiag, mpootiBetal ke@dhalo kat dpdpaq,
ue Ta oroia ouviotatat AutoTeAég TuAua AnUOTIKAG
AoTtuvouiag.

KE®AAAIO E’
Apbpo 21
SUotaon AnuoTikiAg AoTuvouiag

1. H urmpeoia g AnuoTikig AoTuvouiag, dnwg €xst
ouotadel pe to dpdpo 2 tou v. 3731/2008, opyavwveTtal
oe eninedo Autoteloug TuAUAToG.

To AutoTeAég Tunua aokel TiIc apuodIdTNTES NG Map.
1 Tou GpBpou 1 Tou v. 3731/2008 Kal CuyKeKPIUEVQ:

- EA€yxel Tnv THpNnon twv dlatdEewv ou apopouv Thy
Udpeuan, TNV ApdsucT Kal TNV arnoxETeuon, Onwg AuTég
nepthappdvovtal otnv ekdotote Keluevn vopobeoia,
OTIQ TOTIKEQ KAVOVIOTIKEG amopACEelg TIou ekSIBouV oL
SNUOTIKES KAl KOIVOTIKEG apXEG KAl OTIC AMOPATEIS TwV
SIOIKNTIKWY OUUBOUAIWV TwV SNUOTIKWV ETIXEIPNOEWV
UdpEUONG Kal anoxETeuonc.

- EAéyxel v mpnon tTwv Spwv mou mpoBALmovTal
otV Keiuevn vouoBeoia Kal OTIC TOTIKEG KAVOVIOTIKES
Aro@ACELG TIOU EKS{OOUV Ol SNUOTIKEG KAl KOWOTIKES
apx£g, Yia TN XPNoN TwV aACWV Kal TwV KATWY, TWV
TMAQTELRV, TWV MASIKWV XAPWV KAl TWV AOLTWV KOWO-
XONOTWV XWPWV.

- EAéyxel Tnv Thpnon twv dpwv ol otolot TpoBAEmo-
VTAl 0TNV KE(UEVN VOUOBETia Kal OTIC TOTIKES KAVOVIOTL-
KEQ ano®Aaoelg Tou ek3{O0oUV Ol SNUOTIKES KAl KOWVOTIKES
APXEG, Yla TN XENOoN Katl AstToupyia Twv SNUOTIKWY Kat
KOLVOTIKWV AYOpwV, TWV EUTMOPOTIavnyUpewy, Twv {wo-
TIAVNYUPEWY, TWV XPLOTOUYEVVIATIKWY AYOPWV KAl YEVIKA
TwV unaibplwv SpacTnPLOTATWY.

- EAéyxel v Tpnon twv dlatdEswy Tou apopouv
oTo umaiBplo eundplo Kal oTig AdikEg ayopEq.

- EAéyxel v ThHpnon twv dlatdEswy Tou apopouv
otnv unaibpla dlagiuion, Kabwg Kat Tov EAeYX0o NG
TAPNONG IBIKATEPWY TIPOSIAYPAPWY KATACKEUAG Kal
npoUnoBEoewv TOMoBETNONG SIAPNUIOTIKOV MAALTIWY,
TIou TUXOV €xouv TeBel e TOTIIKEG KAVOVIOTIKEG amopd-
O£Ig, amd TIG SNUOTIKEG KAl KOWOTIKEG APXEG.

- EAéyxel Tnv THPNON NG KaBapldtnTag og Kowvdxen-
oTOoUG UTIa{Bploug XWPOoUC TNC £SAPIKNAG TEPLPEPELAC
Tou olkel{ou dNuou N KOWVATNTAG Kal YEVIKATEPA TNV
TAPNON TWV KAVOVWV Tou TipoBAEMmovTal and v Keiue-
vn vouoOeaia Kal TIG TOTIKEG KAVOVIOTIKEG AOPATELQ
TIoU €K3{BoUV Ol BNUOTIKEG KAl KOWOTIKEG apXEg yla
NV avaBdduion ™G alodnTIKAG TwV TIOAEWV Kal TWV
OIKIOM@V.

- EA$yxel Tnv TAPNON TwV METPWV Tou eTiBAANOVTAL
yla TV mEdANY”n TMUPKAYLV 08 KOWVOXPNOTOUG UTdai-
BpLoUg XWPOUG.
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- EAéyxel Tnv ThHPNnon twv dlatdEswyv Tou apopolv
otV Kukhopopia twv melwv, Tn otdon Kat otddusuon
TWV OXNUATWY, 0NV £MPBOAA TWV SOKNTIKWOV METPWV
Tou dpBpou 103 Tou v. 2696/1999, dnwg LoxUsel, Yia
TNV mapdvoun otddusuon oxNudtwy, Kabwe Kal tnv
£QPAPMOYN TWV SATAEEWY, TTIOU AVAPEPOVTAL OTNV KU-
k\o@opia Tpoxopdpwv atoug nMelddpououg, TAATEIEG,
nefodpdula Kal YEVIKA gg XWPoug Tou dev Tpoopilo-
vtal yla tétola Xpfon Kat oTnv ekrourt 8opuiBwyv and
auTd. Ot apuodldTnTeg autég aokouvtal, mapdAAnAa
Kal Katd nepimtwon, kat and tnv EAANvikA Aotuvopuia
(EA.AZ.) kat To Aluevikd Zwua. Otav katd tnv doknon
Toug ermAauBdvovtal n Anuotikiy Aotuvopia kat n EA-
Anvik Actuvopia 1 To Aeviké Zwua, Tautdxpova, To
ouvtovioud €xel n EAAnvikn Aotuvopia 1 To Alueviké
Swua, Katd nepintwon.

- EAéyxel v tHenon twv dlatd€swy, ou apopouv
Ta gykataleAelupéva oxAUATA.

- EAéyxel v thpnon twv dlatdEswy, ou apopoulv
0N ONUAVOT TWV EQYACLWV TIOU EKTEAOUVTAL OTIG 030UG
KAl OTIC UTIOXPEWOEIG QUTWY TIOU EKTEAOUV £pYa Kal Eva-
moBETouv UAIKG Kat epyaleia 0To SNUOTIKS KAt KOWVOTIKG
0d1KO dikTuo Kal eEAEyxel yia TN ARYN uétpwv acpdAelag
KOl UYIEWVAC OE £pYAOIEg TIOU eKTEAOUVTAL

- Ektelel TIC SIOKNTIKEG KUPWOEIG TIOU APOopPoUV TN
Aettoupyia KATAOTNUATWY KAl EMIXEPNTEWY, TWV OTIO(-
wv TNV ddela Spuong kat Aettoupyiag xopnyouv ol dn-
MOTIKEG KAl KOLVOTIKEG APXEQ.

- EA€yxel v thpnon d1atd€ewv Mou apopolv TOUG
opYyavwuévoug anod Toug Afuoug Kat KotvatnTteg Xwpoug
TIPOOWPIVAG £YKATAOTAONG METAKIVOUUEVWY TIANBUGHL-
AKWV OPAdWV.

- Apaipel Tnv ddela 0IKodouNG Yl OPENOUEVEG ATPA-
MOTIKEG elopopég oTo LKA,

- SUMMETEXEL OTNV EQAPUOYH TWV OXESIWV TIOAITIKAG
TpooTaoiag.

- EASyxel eTuXEIPNOEIC TOUPLOTIKOU EVOIAPEPOVTOG,
OXETIKA UE TNV EPAPHOYNA TNG TOUPLOTIKAG VOUOBEa(-
ag (BeBaiwon nmapaBdoswv, eKTEAEON SLOKNTIKWY KU-
PWOEWV, BEWPENON TWOKATAASYWV TWV SWUATIWY TV
EEVOOOXEIAKWY ETIXEIPNOEWV KAl KATAAUMATWY) OTIC
TIEPIMTWOELC TIOU AUTES AetToupyoUv ag vououg 1 vnald
orou dev £dpevouv urnpeaieg tou EOT.

- EAéyxel v ™pnon twv dlatdEewv TIou apopoulv
Ta {wa ouvTPoPLaC.

- EAéyxel v ™pnon Twv dlaTdEewy Tou agopouv
TIC KABe £{douc KAVOVIOTIKEG amoPAoEelg TIoU EKSIBoUV
Ol SNUOTIKEG APXES, KABWS Kal TNV £TIBOAY TV TIAoNG
PUOEWG SIOKNTIKWY PETPWY TIoU TipoBAEmovTal and
auTég.

- MpooTtateUsl Tn dNUOTIKN KAl KOWVOTIKA Tieplouaia.

- Atevepyel autogia yia Tnv eEakpiBwon Ttwv mpPou-
MoBE0EWV MOV anatTovvTal yid Tnv k300 SLOIKNTIKWV
mpd&ewv and ta dpyava Tou Afuou 1 Tng Kowvdtnrag
Kal, 18iwg, dievepyel autoPia kal ouvtdoost €kBgon yla
NV ékdoaon MPWTOKAOAAOU SIOIKNTIKNAG AMoBOARG Kat yia
™ xopnynon ReRaiwong uéviung katokiag.

- Emdidel ta ndong gpuoswg £€yypapa Tou olkelou
Afuou ) AWV ANUOTIKWY APXWV eVTOQ TWV SLOIKNTIKWV
opiwv Tou okelou Afuou.

2. H epapyia tou npoowtikoU Tou autoTeAoUc TUA-
patog €xel wg eENg:

i) Evag (1) Tunuatdpxng

ii) Ado (2) Enérteg
iii) Entd (7) AnuoTikol AoTtuvduot

ApBpo 22
Oéoeig MpoowTikou

O1 Béoelc Tou TPoowTiKoU NG AnuoTiKAg AoTuvo-
uiag katatdooovTal OTIC KATWTEPW KATNYOP(ES Kal
kAddoug:

1. KAGdog MN.E. Anuotikng Acotuvopiag 6€osig Tpelg
()

2. KA@dog T.E. Anuotikig Aotuvouiag 6éoeig duo (2)

3. KA&dog AE. Anuotiknig Aotuvouiag 6éoelg mévte
(5).

Apbpo 23
Apuodidtnteg MNpototaugvou

O MpoloTtduevog Tou AUTOTEAOUG TUAUATOG EXEL TIQ
KATWTEPW APUOBIOTNTES:

Eivat umevbuvog yia tn olvvoun, sUpubun Kat aro-
TeAeouaTikA dlaxeiplon Twv Sladlkaolwy Tou EXouv
oxéon ue ™ Aettoupyia Tng urnpeeoiag Tng AnuUoTIKAG
Aotuvouiac.

Eival urieibuvog yia v doknon Twv apuodloTATWY
énwe npoAEmovTal and TIg OXETIKES dlaTAEelC.

Mapéxel KateubBUVOEIQ YIa TNV EQAPUOYN TWV TPO-
YPauUATWV dpdong, 8€tel 0TdXOoUS Yia TNV UAotoinon
TOUuG.

Avapépel 0To AAQUAPXO Yla TA MPORAAUATA TIOU ETIL-
KpatoUv oTnv meptoxf dikalodooiag g AnuUoTIKAG
AoTtuvouiag.

Kabopilel To mpoowrikd mou Oa arnaocxoAsital os
Bdpdleg Kal kaTtd TIg apyieg pe KAaTdAANAN evaAlayn
Tou.

MooypauuaTiCel, ouvtovilel, emontelel & eAéyXel TO
£€PYO TOU TIPOOWTIKOU.

®povTiCel yla ™ dlatnenon ox€oewv KAAAG EMIKOL-
vwviag, ouvepyaoiag kat auolBaiag katavonong YeTagy
TOU TIPOOWTIKOU.

MapahapBdvel Tnv elogpxduevn aAAnhoypagia, erit-
onuaivel Ta 1Blaitepng onuaciag kat enelyovoag euong
€yypaga, divel 0dnyieg oToug apuddloug Kal AEYXEL
yla Tnv éykalpn dileknepaiwon Toug.

Suvepydletal apuovikd pe TIC apuddieg Katd repinTw-
on SIOIKNTIKEG, BIKAOTIKEG KAl AOTUVOMIKES APXEQ.

ApBpo 24

Eruhoyn oTig Bgosic Tng lepapxiag
KQl TOU TIPOTOTAMEVOU TOU AUTOTEAOUC TUAUATOG

H eruhoyn oTig B€oeig TnG tepapxiag Tou dpBpou 21
dlevepyeital oUppwva e TIg dlatd&elg g nap. 7 Tou
GpBpou 8 tou v. 3731/2008, dnwg LoxUouv k&Be Popd.

Ta kpLTAPLA Yia ToV oXNUATIond Tng Kpiong sival autd
TIou avaggpovtal oTig dlatdEelg Tng nap.3, Tou Gpdpou
9 tou v. 3731/2008, dnwe toxUouv KGde popd.

H emAoyn Tou TPOIOTAUEVOU TOU AUTOTEAOUG TUN-
uatog dlevepyeital e n dladlkaoia Twv avTioTtoiXwv
dlatdEswv tou Gpbpou 10 Tou v. 3731/2008.

Egpdoov dev mAnpouvtal ot rpoimnobgasic Tou dpdpou
8 Tou avwTEPW VOUoU N erAoYN OTIg BE0EIQ TNG tlepap-
xiag tou Gpbpou 21 yivetal pye T dlatdEelg g map. 2
Tou GpBpou 16 Tou (Blou viuou.
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Apbpo 25

a) 210 4pdpo 1 - AldpBpwon urnpeotwy, anaieipetat:
Alebuvon AnuoTikig AoTuvouiog.

H Awedbuvon amoteleital and ta mapakdtw TuAuaTa
Kal ypageia:

TuAua EAéyxou kukhogopiag kal otddusuong oxn-
pATWV.

TuAua eAéyxou KaBapldtNTAg KAl adeldV OlKOSOo-
MOV,

Mpageio AloIKNTIKAG KAt AOYLOTIKNAG UMOOTAPLENG.

B) 210 4pOPO 15 - TAKTIKEG OpYaAVIKEG BECEIG UE OXEON
epyaoiag dnuoaciou dikalou, anaAeipovrat:

KAAdog NE 23 - Ewdikou MpoowriikoU: Boeic dUo (2) kat
WG &K TOUTOU TO OUVOAO TWV OPYAVIKWV BE0EWV OTNV
Katnyopia Mavermmotnuakig Eknaideuong and sikoot
dUo (22) yivovtal eikoaot (20).

KA&Sog TE 23 - Eldikou MpoowrikoU: O€oelg dUo (2) kat
WG €K TOUTOU TO OUVOAO TWV OPYAVIKWV BE0swV otV
Katnyopia TexvoloyikAg Eknaideuong and dwdeka (12)
yivovtat 8gka (10) kal

KAGdoc AE 23 - EidikoU Mpoowrikou: Béoelg névte (5)
Kat ot B€oeic and téooepic (4) yivovtal svvéa (9) kat
WG €K TOUTOU TO OUVOAO TWV OPYAVIKWV B€0gwv otV
Katnyopia AsutepoBdbuiag Exknaideuong amd e&nvra
OKTW (68) yivovtal mevivta gvvéa (59).

Y) =10 4pbpo 19 - Odoeic mpoioTausdvwy, analeipeTat:

>tn Anuotiki Aotuvouia
AnAot Twv €ENG KAAdWV:

npototavrat péviuot urndA-

A/von AnuoTikig AoTuvo-
ulag

ME 23 kat eAAeipel autou
TE 23 1) TE1L.

Tunua EAéyxou KukAo@o-
plag kat otdbusuong oxn-
udtwv

ME23 kat sAAeipel autou
TE23 f§ TEN kat eAeiyel
autwv AE23.

Tunua EAEyxou Kadapidtn-
Tag Kat Adelv OIKOSOoUWY

ME23 kat sAAeipel autou
TE23 1 TET kat eM\eipel
autwv AE23.

AKPOTEAEYTIO APGPO
KA&Auyn dandvng

Ard TIg dlaTdEelq auting TN andpaong dev TPOKAAE(-
Tat damndvn og Bdpog tou MpoinoAloylopou Tou Afuou
Apxaiag OAuurtiag yia to okovoukd €tog 2009.

H andpaon auth va dnuooteudel otnv Epnuepida e

KuBepvioewg.

MJpyog, 18 MapTtiou 2009

Me evtoAf Mevikou Mpauuatéa Meppépelag
O levikdg Aleubuvtig
NIKOAAOZ TZQAHZ
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MEPIOEPEIAKA TPAGEIA NAAHZHZ ¢.E.K.

OEXZAAONIKH - Baa. O\yag 227 23104 23956 AAPIZA - Alokntpto 2410 597449
NEIPAIAZ - Eupimiidou 63 210 4135228 KEPKYPA - Zauapd 13 26610 89122
NATPA - KopivBou 327 2610 638109 HPAKAEIO - Mediddoc 2 2810 300781
IQANNINA - Atwolknthpto 26510 87215 MYTIAHNH - M\ KovatavtivouréAewg 1 22510 46654
KOMOTHNH - Anuokpatiag 1 25310 22858

TIMH NQAHZHZ OYAAQN THX EQHMEPIAOZ THZ KYBEPNHZEQZ

Ze SvTumn popon

o [a ta O.EK. ano 1 uéxpt 16 oehideg oe 1 €, mpooauEavopevn katd 0,20 € yia kdde erumhéov okTaoEMS0 1 HEPOC auTod.
o ['a ta pwroavtiypaga ®.EK. e 0,15 € avd gehida.

¢ poper DVD/CD

Tedxog Etota ékdoon | Tpwnviaia ekdoon | Mnviaia ékdoon Tedxog Etota ékdoon | Tpwnviaia ékdoon | Mnviaia ékSoon
A 150 € 40 € 1€ AARN. 10 € 30 € -
B 300 € 80 € 30 € EB.L 100 € - -
r 50 € - - AE.A. 5€ - -
Y.0.AA. 50 € - - AAZL 200 € - 20 €
N 10 € 30€ - AE. - ENE. ki [EMH. - - 100 €

o H 1y moAnong pepovwpsvv OEK. ot pop@n cd-rom and ekeiva mou dlatiBevar oe Ynelakn popgn kat wexot 100 aehidec, og 5 € mpooau&avoyevn katd 1 € ava 50 oehideg.
o H i mdAnone o popen cd-rom/dvd, dnuocteupdtov wiag statpeiac oto tedxog AE-ENE. kat FEMH. og 5 € avd étoc,
MAPATTEAIA KAl ANOZTOAH 9.E.K.: Tnhepuwvikd: 210 4071010 - fax: 210 4071010 - internet: http://www.et.gr

ETHZIEZ ZYNAPOMEZ ¢.E.K.

Telxog ‘Evturm popon WUnotaki Mopon Telxog ‘Evturm popon WUnolakh Mopon
N 225 € 190 € AEA 10 € Awpedv
B’ 320 € 225 € AE. - ENE. kai F.EMH, 2250 € 645 €
r 65 € Awpedv AAZ. 225 € 95 €
Y.0.AA. 65 € Awpedv AZEN. 70€ Awpedv
N 160 € 80 € 0.NK. - Awpedv
AAI. 160 € 80 € A+B+A +AAN. - 450 €
EB.L 65 € 33 €

@ To Tedyoc AZENN. (Evturm popgh) Ba anooTENETaL 08 GUVBPOUNTES TaYUSPORIKG, pe TV emBdpuvan Twv 70 €, moad To oroio agopd Ta Tayudpopika ££0da.
o ["la TV napoy mpdoBaong LEow Sladiktiou oe O.EK. ToONYOULEVWY STV KAl OUYKekpUIEva aTa Telxn: a) A, B, A, AAT, EBI. kat AA, n Ty npooauEdveral,
mépav Tou Noooy TG £TAOIAS auvdPOAS Tou 2007, katd 40 € avd £tog kat avd Tedxog kat B) yia to teuxoc AE-ENE. & TEMH, katd 60 € avd étog nahaigmrac,

* H kataBoAy yivetal oe Gheg Tiq Anpdoieg Owovoukég Yrmpeoieg (A.O.Y.). To mpwrdtuno SimAdTturo (€yypago apiby. mpwt. 9067/2822005 2n Yrmpeaia
Erutpdmou EAeykTikoU Zuvedpiou) pe povTida Twv evdlapepousvwy, mpstel va anooTéAetal 1 va katatibetat oto EBvikG Turoypageio (Kamodiotpiou 34,
TK. 104 32 A8Ava).

* Inuetdvetal 0Tt pwtoavtiypaga Simhotinwy, Taxudpopikég Emtrayeg yia v eE6pAnan g ouvdpoung, Sev yivovtat dektd kat Ba emaTpépovTal.

* 01 opyaviapol ToMKAG auTodloiknang, Ta VouIKa mpdowna Snuoaiou dikaiou, Ta eAN e Eviwang Idtoktntav Huepnalou Tdmou ABnvav kat Enapyiag, ot TAeo-
TTikol kat padtogwvikoi ataduol, n EXHEA, Ta torropdbuta ouvdikahiotikd Opyava kat ot ToIToBABIES EMAYYEMIATIKES EVAOEIS SIKAIOUVTAL SKITTWONG MEVAVTA
Tolq ekaTd (50%) enl ™G eTNalag GuvdpouNg (TPEXOV £T0G + maAaldTnTa).

* To 1006 unép TANET. [5% enl Tou ool ouvdpopng (Tpexov §Tog + mahatomra)], kataBdhetar oAdkAnpo (KAE. 3512) kat umohoyiletat mptv my ékmtwan.
* TV Taxudpoptkn ouvdpopn Tou Telxoug AZENN. dev yivetal ékmrwon,

MAnpogopieg yia npoaigupara mou kataywpouvtal ota ®.EK. ato mA.: 210 5279000.
dwroavriypapa mahaiwv ¢.E.K.: Mapvn 8 mA.: 210 8220885, 210 8222924, 210 5279050.

01 moAiTeg £xouv Tn duvaToTnTa AsUbepne avayvwong TwV NPOCIEUNATWY TTOU KataywpouvTal a¢ OAa Ta Teuxn ™ Enuepidac e
KuBepvinocwg mhnv ekeivwv mou kataywpouvral oto Teuxoq AE.-EN.E kai [E.MH., and mv 1oTooeAida Tou EBvikou Tumoypageiou (www.et.gr).

01 umpeaisg sEummpstone moMiTwv AsiToupyoUv kadnuepivd amd 08:00 péypr 13:00
‘ ANO TO EONIKO TYNOIPADEIO

Hllm"mH|H||m||m|H|"|‘|H‘||”“|H‘|H||‘|”“H||H| HAEKTPONIKH AIEYOYNZXH: http://www.et.qgr — e-mail: webmaster.et@et.qr
* 02005813 10309000O08 *

|m| ‘l mH KAMOAIXTPIOY 34 * AOHNA 104 32 * THA. 210 52 79 000 * FAX 210 52 21 004








						2009-04-06T09:23:15+0200


			Athens, Ethniko Typografio


			Theodoros Moumouris


			Signed PDF (embedded)
















_1305977395.pdf

B 1037

Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 18,189, 12 ta’ Frar, 2008
Tagsima B

L.N. 61 of 2008

PRODUCT SAFETY ACT
(CAP. 427)

Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH) (Implementation) Regulations, 2008

IN exercise of the powers conferred by article 39 of the Product
Safety Act, the Minister for Competitiveness and Communications, on
the advice of the Malta Standards Authority has made the following
regulations:

1. The title of these regulations is The Registration, Evaluation, Citation.
Authorisation and Restriction of Chemicals (REACH) (Implementation)
Regulations, 2008.

2. These Regulations implement the provisions of Articles 121,
125 and 126 of Regulation (EC) No 1907/2006 of The European
Parliament and of The Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH), establishing a European Chemicals Agency, amending
Directive 1999/45/EC and repealing Council Regulation (EEC) No
793/93 and Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC,
93/67/EEC, 93/105/EC and 2000/21/EC.

3. The Malta Standards Authority is the competent authority Establishment of the
within the meaning of Article 121 of Regulation (EC) No. 1907/2006 gnerie

4. The Malta Standards Authority shall be the Authority
responsible for the provisions prescribed in Regulation (EC) No.
1907/2006: Title XIV, Enforcement.

5. The penalties applicable for infringement of the provisions of Penalties.
Regulation (EC) No.1907/2006 shall be those provided for in Part IV
of the Product Safety Act.
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Repeals

L.N. 393 of 2002,
L.N.318 of 2001,

L.N. 40 of 2002,
L.N. 346 of 2003
and L.N. 60 of
2001.

6. The following regulations shall be repealed:

6.1. The Dangerous Substances and Preparations (Safety
data Sheets) Regulations, 2002, transposing Directive 91/155/EEC,
with effect from 1 June 2007.

6.2. The Dangerous Substances (Notification) Regulations,
2001, transposing the Annex of Directive 93/105/EC, with effect
from 1 June 2008.

6.3. The Dangerous Substances (Risk Assessment)
Regulations, 2002, transposing Directive 93/67/EEC, with effect
from 1 August 2008.

6.4. The Dangerous Substances and Preparations
(Restrictions) Regulations, 2003 and The Asbestos Products
(Labelling) Regulation, 2001, transposing Directive 76/769/EEC,
with effect from 1 June 2009.

Ippubblikat mid-Dipartiment ta’ l-Informazzjoni (doi.gov.mt) — Valletta — Published by the Department of Information (doi.gov.mt) — Valletta

Mitbugh fl-Istamperija tal-Gvern — Printed at the Government Printing Press
Prezz/Price
€0.09 (Lm0.04)
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PRODUCT SAFETY [CAP. 427.

CHAPTER 427
PRODUCT SAFETY ACT

To repeal and to replace the Quality Control (Exports, Imports and
Local Goods) Act, Cap. 225.

1st March, 2001

ACT V of 2001, as amended by Legal Notice 426 of 2007 and Act XXIX
of 2007.

PART |
PRELIMINARY

1. The short title of this Act is the Product Safety Act.
2. In this Act, unless the context otherwise requires -

"advertisement" includes any notice, device, circular, label,
packaging, invoice, document, representation, broadcast or public
announcement, visual or acoustic presentation or both, and "to
advertise" shall be construed accordingly;

"consumer" shall have the meaning assigned to it by article 2 of
the Consumer Affairs Act and shall include any person who
otherwise than in the course of a business, trade or profession, buys
or otherwise purchases or otherwise acquires products;

"court" means the Court of Magistrates sitting as a court of
criminal judicature;

"Director" means the Head of the Market Surveillance
Directorate of the Malta Standards Authority established by article
3 of the Malta Standards Authority Act or such other head of any
Directorate as the Minister may by Order designate in his stead and
includes, to the extent of the authority given, any officer authorised
by such head, in writing, to act in that behalf for any of the
purposes of this Act;

"distributor" includes any person in the supply chain whose
activity does not affect the safety properties of a product and shall
include wholesalers, retailers, commission agents and other
intermediaries;

"foodstuff" means any substance or product, whether processed,
partially processed or unprocessed, intended to be ingested by
humans, with the exception of:

(a) medicinal products, that is any substance or
combination of substances presented for treating or
preventing disease in human beings or animals; it also
includes any substance or combination of substances
which may be administered to human beings or
animals with a view to making a medical diagnosis or
to restoring, correcting or modifying physiological
functions in human beings or in animals;

(b) tobacco products, that is products for the purpose of

Short title.

Definitions.
Amended by:
XXIX. 2007.7.

Cap. 378.

Cap. 419.
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smoking, sniffing, sucking or chewing, inasmuch as
they are, even partly, made of tobacco;

(c) water intended for human consumption, that is all
water used for that purpose, either in its original state
or after treatment, regardless of origin, whether
supplied for consumption, or whether used in a food
production undertaking for the manufacture,
processing, preservation or marketing of products or
substances intended for human consumption and
affecting the wholesomeness of the foodstuff in its
finished form;

(d) natural mineral waters, that is microbiologically
wholesome water, originating in an underground water
table or deposit and emerging from a spring tapped at
one or more natural or bore exits, and which can be
clearly distinguished from ordinary drinking water by
its nature and by its original state, both characteristics
having been preserved intact because of the
underground nature of such water;

(e) narcotic or psychotropic substances, as the term is
defined in the United Nations Convention against
[llicit Traffic in Narcotic Drugs and Pyschotropic
Substances, adopted on the 19th December, 1988 in
Vienna, to which Maltais a party;

"licence" includes trading licences and any other commercial or
operating licences;

"Malta" has the same meaning as is assigned to it by article 124
of the Constitution;

"Minister" means the Minister responsible for consumer affairs
and includes, to the extent of the authority given, any person or
authority authorised by him to act in that behalf for any purpose of
this Act;

"premises” includes any stall, stand, kiosk, vehicle, aircraft,
seacraft and any other place other than premises used for dwelling
purposes, where a trade or business is carried out or may take
place, and shall also include vending machines, whether or not
situated on business premises;

"producer” means:

(a) the manufacturer of the product, when he is
established in Malta, and any other person presenting
himself as the manufacturer by affixing to the product
his name, trade mark or other distinctive mark, or

(b) the person who reconditions the product; or

(c) the manufacturer’'s representative, when the
manufacturer is not established in Malta or, if there is
no representative established in Malta, the importer of
the product; or

(d) othersin the supply chain, in so far as their activities
may affect the safety aspects of a product placed on
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the market;

"product" includes any manufactured article, item or substance
which is intended or offered for use by consumers or is likely to be
used by consumers, supplied whether for consideration or not in the
course of a trade or business and whether new, used or
reconditioned, but excludes -

(a) second-hand products supplied as antiques;

(b) products which are to be repaired or reconditioned
prior to being used, provided that the supplier clearly
informs the persons to whom he supplies the product
to that effect;

(c) medicinal products, as the term is defined in this Part
of this Act;

(d) foodstuffs, as the term is defined in this Part of this
Act:

Provided however that in so far as quality control,
geographical or product designation or compositional requirements
are concerned, foodstuffs shall be considered as products and shall
be regulated by the provisions of this Act;

"proprietor”, in relation to a manufacturing undertaking, means
the person or persons by whom the trade or business is carried on,
and includes owners and occupiers of premises where such
undertaking is carried out and holders of licences in respect of any
such undertaking or premises,

"safe product” means any product which, under normal or
reasonably foreseeable conditions of use, including duration, and,
where applicable, putting into service, installation and maintenance
requirements does not present any risk or only the minimum risks,
compatible with the product’s use, which are considered as
acceptable and consistent with a high level of protection for the
safety and health of persons, taking into account in particular the
following factors:

(a) the characteristics of the product, including its
composition, packaging, instructions for assembly and
maintenance;

(b) the effect on other products, where it is reasonably
foreseeable that it will be used with other products;

(c) the presentation of the product, the labelling, any
instructions for its use and disposal and any other
indication or information provided by the producer;

(d) the categories of consumers at risk when using the
product, in particular children, the disabled and the
elderly:

Provided that the possibility of obtaining higher levels of safety
or the availability of other products presenting a lesser degree of
risk shall not constitute grounds for considering a product to be an
unsafe product;

"sale" includes -
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Cap. 419.

Consumer’sright.

Safe products.

Genera product
safety.

(a) the supply of products sold, hired or supplied or
offered for sale or hire in the course of a trade or
business, and any other activity concerning products
which the Minister may, from time to time, specify by
regulations made under this Act;

(b) the supply of any product which, for marketing or
advertising purposes, is offered as a prize or reward or
is otherwise given in connection with any public
entertainment, whether such entertainment is provided
against payment or gratuitously; and

(c) thesupply of products in the course of the provision of
a service to a consumer by athird party;

"standard" shall have the meaning attributed to it in the Malta
Standards Authority Act;

"unsafe product” means any product that does not conform to the
definition of "safe product".

PART 11
GENERAL PRODUCT SAFETY

3. (1) A consumer hastheright -

(a) to have consumer products placed on the market which
are safe;

(b) to receive adequate information regarding the safety
aspects and the proper use of such products; and

(c) to be adequately informed with regard to products
which give rise to risks to the health and safety of
consumers and which are sold or offered for sale to
him.

(2) The provisions of subarticle (1) shall not be directly
enforceable in any court or tribunal, but shall be adhered to in the
interpretation and implementation of this Act and any regulations
made thereunder.

4. (1) Producers shall be obliged to only place safe products
on the market.

(2) The provisions of this Act shall apply equally to products
manufactured in or imported into Malta.

(3) Any person who contravenes the provisions of this article
shall be guilty of an offence under this Act.

5. (1) The provisions of this Act in respect of general product
safety shall apply in so far as there are no specific provisions
governing the safety of a particular product, in particular
regulations made under this Act or under any other law.

(2) Where specific rules contain provisions imposing safety
requirements on a particular product, the requirements of this Act
in respect of general product safety shall not apply to such a
product.

(3) Where specific requirements are made under any law
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governing only certain aspects of product safety or categories of
risk for a particular product, those requirements shall apply to such
a product with regard to the relevant safety aspects or risks to the
exclusion of the provisions of this Act relating to general product
safety, and the requirements of this Act in respect of general
product safety with regard to other safety aspects or risks shall
continue to apply.

(4) Subject to the provisions of subarticles (1) to (3), the
provisions of this Act in respect of general product safety shall
prevail over anything to the contrary in any other law.

6. (1) Without prejudice to any other obligation under this
Act, producers and importers shall -

(a) provide consumers with the relevant information to
enable them to assess the risks inherent in a product
throughout the normal or reasonably foreseeable
period of its use, where such risks are not immediately
obvious without adequate warnings;

(b) take those precautions necessary to prevent or
minimise such risks;

(c) adopt measures commensurate with the characteristics
of the products which they supply, to enable
consumers to be informed of risks which these
products might present and to take appropriate action
including, if necessary, withdrawing the product in
question from the market to avoid these risks.

(2) The measures indicated in subarticle (1) may include,
whenever appropriate, marking of the products or product batches
in such a way that they can be identified, sample testing of
marketed products, investigating complaints, and keeping
distributors informed of such monitoring.

(3) Any person who contravenes any of the provisions of this
article shall be guilty of an offence under this Act.

7. (1) Distributors shall be required to act with due care to
ensure compliance with the general safety requirement established
by virtue of this Act, in particular by not supplying products which
they know or should reasonably know, on the basis of the
information in their possession as practitioners in the relevant
trade, business or occupation, do not comply with such
requirement.

(2) Any distributor who supplies products which he knows or
should, as practitioner in the relevant trade, business or occupation,
know to be unsafe, or who otherwise contravenes the provisions of
subarticle (1) shall be guilty of an offence against this Act.

8. Distributors are under a duty to assist in monitoring the
safety of products placed on the market, by passing on information
on product risks to their suppliers and to consumers, and to co-
operate in action taken to avoid these risks.

Obligations of
producers and
importers.

Compliance with
general safety
requirement by
distributors.

Monitoring safety
of products.
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Assessment of
general safety
requirement.

Cap. 419.

Director may
impose
restrictions.

Notification.

Cap. 378.

General offences.

9. (1) In the absence of specific rules, the conformity of a
product to the general safety requirement shall be assessed having
regard to -

(a) any relevant voluntary National Standards giving
effect to a European Standard; or

(b) to any relevant European technical specifications, if
any; or

(c) failing the above, to any other relevant National
Standards as well as to codes of good practice in
respect of health and safety, the state of the art and
technology in the sector concerned, and to the
standards of safety which consumers are reasonably
entitled to expect.

(2) In this article, the terms "National Standard", "European
Standard" and "technical specifications" shall have the meaning
attributed to them in the Malta Standards Authority Act.

10. (1) Notwithstanding that a product conforms with the
provisions mentioned in article 9(1)(a), (b) or (c), the Director may
take such appropriate measures imposing restrictions on its being
placed on the market or requiring its withdrawal from the market
where he has reason to believe that, despite its conformity, the
product would still be dangerous to the health and safety of
consumers.

(2) The Director shall, whenever feasible, give the parties
concerned an opportunity to submit their views before adopting the
measures under subarticle (1):

Provided that where, because of the urgency of the
measures to be taken, the Director has taken measures before
giving such an opportunity, he shall do so as soon as practicable,
after the measure has been taken by the Director.

(3) The Director shall, whenever he considers it possible and
reasonable to do so, first seek to achieve voluntary compliance by
the producers or distributors involved.

11. (1) Where the Director takes measures pursuant to article
10, he shall as soon as possible, notify the parties concerned with
the reasons for such measures.

(2) The provisions of articles 97, 98 and 99 of the Consumer
Affairs Act shall apply mutatis mutandis to measures taken by the
Director.

12.  Any person who -

(a) sells, hires, exposes or offers for sale or hire or hasin
his possession for the purposes of such sale, hire,
exposure or offer, any product which does not comply
with the provisions of this Act or of any regulation
made under this Act; or

(b) deposits with, or otherwise supplies to, any other
person any such product, under whatever title, whether
for consideration or not, for the purpose of such sale,
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hire, offer or exposure,

shall be guilty of an offence under this Act.

13. Where any product which fails to comply with the
requirements of this Act or any regulation made thereunder, is part
of abatch, lot or consignment of products of the same class, type or
description, it shall be presumed, unless the contrary is proved, that
all the products in that batch, lot or consignment fail to comply
with those requirements.

14. It shall be an offence under this Act for a producer to fail to
give any information as may be required by the Director in the
exercise of his functions under this Act.

PART |11
ProbucT CONTROL AND ENFORCEMENT

15. The Director shall be responsible for the administration of
this Part of this Act, and shall in the exercise of his functions and
duties under this Act, be empowered:

(a)

(b)

(©

(d)

(e)

®)
(9

(h)

to prohibit, by order in writing, the placing on the
market of any product which is unsafe or which does
not comply with the provisions of this Act or any
regulations made thereunder;

to prohibit, by order in writing, for such time as may
be necessary for tests to be carried out, any person
from supplying, offering or otherwise exposing any
product or product batches whenever it appears in his
discretion that there exist reasonable grounds to
believe a product to be unsafe;

to require, by order in writing, the immediate
withdrawal of unsafe products from the market and,
whenever he deems it necessary, to order the
destruction of such products under such conditions as
he may deem appropriate;

to take such measures as he may consider to be
necessary to suppress or prevent practices which are
detrimental to product safety;

to impose, by order in writing, conditions on product
marketing, advertising, labelling and marking as may
be necessary in the interest of public safety;

to publish copies of orders issued by him under any of
the provisions of this Act;

to carry out or to cause to be carried out, on an
adequate scale up to the final stage, of use all product
control activities, including inspections, analyses,
examinations or other investigations concerning the
safety properties of products, even after such products
have been placed on the market as safe; and

to exercise any other functions as may be assigned to
him by or under this Act or any other law.

Failure of any
product to comply
with requirements.

Failureto give
information.

Functions of
Director.
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Enforcement of
Act.

Power of
inspection.

Inspection of
products.

16. (1) Unless otherwise specified, enforcement of the
provisions of this Act or any regulations made thereunder, shall
vest in the Director, provided that the Director may delegate in
writing any of the powers vested in him by virtue of this Act to any
public officer, or, with the consent of the Minister, to any other
person being a person employed by a body corporate established by
law or a person falling within such category as may be prescribed
under article 39.

(2) Any officer or other person, authorised as aforesaid, shall,
when required, produce the written authorization signed by the
Director.

(3) Any reference in this Act other than in article 22 to an
authorised officer or to an authorised public officer shall be deemed
to include a reference to a person authorised in accordance with
subarticle (1).

17. (1) Any Magistrate may by warrant, upon an application
confirmed on oath by the Director or by any public officer duly
authorised in writing by the Director for any of the purposes of this
Act, and who has reasonable grounds to believe that unsafe
products are kept or otherwise to be found on any premises other
than premises exclusively used for dwelling purposes, authorise
such officersto -

(a) enter and search any such premises and carry out
therein any inspection as may be necessary;

(b) seize any unsafe products found therein:

Provided that where the Director has reasonable cause to
suspect that such unsafe products are likely to be removed,
destroyed or the evidence of the commission of any offence under
this Act may be otherwise suppressed, he may himself in writing
authorise any public officer to exercise, in relation to such
premises, any of the powers mentioned in this subarticle, and the
authority so given by the Director shall have the same effect as a
warrant issued by a Magistrate.

(2) No entry and search shall be effected outside the normal
business hours of the establishment concerned, unless the Director
has cause to believe that delay could cause the loss or suppression
of any evidence or may otherwise prejudice the outcome of the
search.

(3) Inthe course of any entry and search under this Part of this
Act, the Director may request the assistance of the Police.

18. Any public officer, authorised as aforesaid, may, for any of
the purposes of this Act, inspect any product which -

(a) has been sold or is offered for sale or consumption or
use by consumers; or

(b) isin the possession of, or under the control of, any
producer or distributor, or which has been deposited
with or otherwise delivered to any person for the
purpose of sale or of preparation for sale,
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wherever the product is to be found.

19. An authorised officer, who enters any premises by virtue of
any of the provisions of this Part of this Act, may be accompanied
by such other persons and take with him such equipment as he
considers necessary.

20. It shall be lawful for an authorised officer, where necessary
for the proper performance of his functions under articles 17 to 19,
to -

(a) purchase a sample of any product or any material
capable of being used in the preparation, manufacture
or assembly of such product;

(b) break open any door and remove any impediment or
obstruction to such entry, search or seizure;

(c) require any person carrying on a trade or business or
employed in connection with a trade or business to
produce any books or documents, including those
stored in a computer or in any other information
network, relating to the trade or business, and to take
copies thereof;

(d) seize and detain, without paying any consideration,
any goods or a sample thereof, or any other material,
which appears to him to be intended for sale, or to
have been sold, or is found by him on or in the
premises, for the purpose of ascertaining whether an
offence under this Act has been committed;

(e) seize and detain any goods, or any sample, component
or material, or documents for the purpose of gathering
evidence concerning the possible commission of an
offence under this Act or which may be required as
evidence in proceedings under any of the provisions of
this Act or of regulations made under it; and

(f) where necessary, in order to ensure compliance with
the provisions of this Act, require any person having
authority to do so, to open any container or vending
machine, and if that person does not comply with the
requirement, the authorised officer may proceed to do
so himself, if necessary by breaking open such
container or machine.

21. (1) Where an authorised officer seizes any goods,
documents or other records in the exercise of his powers under
article 17, he shall inform the person from whom they are seized
and give due receipt.

(2) In the case of goods seized from a vending machine, the
authorised officer shall inform the person whose name and address
are stated on the machine as being that of the proprietor or, if no
name and address are so stated, the occupier, if any, of the premises
on which the machine stands or to which it is affixed.

Officer may be
accompanied.

Other powers of
authorised officer.

Receipt for seized
goods.
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Applicability of
Professional
Secrecy Act.
Amended by:
XXIX. 2007.9.
Cap. 377.

Obstructing or
giving false
information.

Written notice.

Disposal of
products.

Failure of operator
to comply with the
provisions of this
Act.

22. Nothing contained in the Professional Secrecy Act shall be
construed as precluding or otherwise restricting the Director, or any
public officer duly authorised by the Director in terms of article 17,
from communicating to the consumer, whose complaint regarding
such matter has been investigated, information concerning findings
related to such matter directly resulting from such investigation.

23. Whosoever shall wilfully obstruct, resist, threaten or
otherwise give misleading or false information to the Director or to
an authorised officer in the exercise of any of the functions
mentioned in article 15, or wilfully fails to assist or comply with
any requirement lawfully made by such officer, shall be guilty of an
offence under this Act.

24. Where an authorised officer has reasonable cause to
believe that a product is unsafe or otherwise likely to cause injury,
he may give the person responsible a written notice ordering him
that until such time as the said notice is withdrawn, the product
shall not be used, sold, offered for sale or traded or shall not be
removed except to such place as the notice may specify. Any
person who knowingly breaches or assists in breaching such written
notice shall be guilty of an offence under this Act:

Provided that the Director shall, as soon as practicable, but
not later than two months from the service of such notice, on the
person responsible, determine the safety or otherwise of the
product and shall -

(a) if it is established that the product is safe, withdraw
the notice; or

(b) if the product is established to be unsafe, prohibit its
further use or sale, order its seizure and confiscation,
as well as retention of the product in such premises as
the Director may specify at the expense of the
producer.

25. In proceedings for an offence under this Act, the Court
may, if it deems a product to be unsafe, order that such product be
destroyed or otherwise disposed of at the expense of the producer.

26. (1) Where the Director has reasonable grounds to believe
that the operator of a trade or business has failed to comply with
any provision of this Act or of any regulation made under it, he
may, by a written notice (to be known as a "notice") served on that
proprietor -

(a) specify the provision or regulation which the
proprietor has failed to comply with and specify the
matters which constitute the proprietor’'s failure to
comply;

(b) specify remedial measures which are required to be
taken; and

(c) require that the proprietor implement such measures or
equivalent measures, within such a period of time as
may be specified in the notice.

(2) Any person who fails to comply with a notice shall be
guilty of an offence under this Act.
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27. Without prejudice to any other functions assigned to it by
any other law, the Malta Standards Authority, shall also have the
following functions:

(a) to establish and periodically update sectoral
surveillance programmes in respect of all categories of
products and risks;

(b) to follow up and update scientific knowledge
concerning the safety of products, as well as periodical
reports on surveillance activities, findings and results
achieved;

(c) to periodically review and assess the functioning of
the control activities and their effectiveness, and, if
necessary, revise the surveillance approach and
organisation put in place.

28. (1) The Director may, with the concurrence of the head of
the Regulatory Affairs Directorate established under the Malta
Standards Authority Act or such other head of any Directorate as
the Minister may by Order designate in his stead issue a public
statement, which identifies -

(a) products which are or may be unsafe;
(b) the producers and distributors of such products;

(c) those producers, distributors or other persons, whose
practices or activities in relation to particular products
may adversely affect the interests of consumers in
terms of this Act; or

(d) any other matter that may adversely affect the safety of
consumers.

(2) The provisions of subarticle (1) in relation to product
safety shall prevail over the provisions of article 8(1) of the
Consumer Affairs Act.

(3) The provisions of article 8(2) and (3) of the Consumer
Affairs Act shall apply to public statements made or issued under
this article and the exemption from liability under the said
subsection (3) shall extend to the Director of Market Surveillance.

29. (1) The Director may, instead of initiating proceedings in
respect of the violation of any of the provisions of this Act, require
any person who has violated any of the provisions of this Act or
any regulations made thereunder, to undertake in writing to refrain
from such conduct and to take any remedial or other action as the
Director may specify and the provisions of article 12 of the
Consumer Affairs Act shall apply mutatis mutandis to undertakings
made under this Act.

(2) Any person who acts in contravention of an undertaking
made in accordance with subarticle (1) shall be guilty of an offence
under this Act.

Functions of the
Malta Standards
Authority.
Substituted by:
XXIX. 2007.8.

Issue of public
Statement.
Amended by:
XXIX. 2007.10.
Cap. 419.

Cap. 378.

Undertakingsin
respect of
contraventions
against this Act.

Cap. 378.
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PART |V
PROCEEDINGS

30. Proceedings in relation to any offence under this Act may
only be instituted at the instance of the Director, who may conduct
the prosecution before the Court.

31. Criminal actions for offences under this Act shall be
prescribed by the lapse of two years.

32. (1) A person found guilty of an offence under article 23
shall, on conviction, be liable to a fine (multa) of not less than four
hundred and sixty-five euro and eighty-seven cents (465.87) and
not exceeding two thousand and three hundred and twenty-nine
euro and thirty-seven cents (2,329.37), or to imprisonment for a
term not exceeding six months or to both such fine and
imprisonment.

(2) A person found guilty of any other offence under this Act
shall be liable, on conviction, to a fine (multa) of not less than one
thousand and one hundred and sixty-four euro and sixty-nine cents
(1,164.69) but not exceeding eleven thousand and six hundred and
forty-six euro and eighty-seven cents (11,646.87) or to
imprisonment for a term not exceeding three years or to both such
fine and imprisonment.

(3) A person found guilty of a second or subsequent offence
shall, on conviction, be liable to a fine (multa) of not less than one
thousand and seven hundred and forty-seven euro and three cents
(1,747.03) but not exceeding twenty-three thousand and two
hundred and ninety-three euro and seventy-three cents (23,293.73)
or to imprisonment not exceeding four years or to both such fine
and imprisonment.

(4) The Court may, upon conviction for any offence committed
under this Act, with the exception of offences committed under
article 23, if it feels that circumstances so warrant, additionally
order the suspension or cancellation of any licence or licences
issued in favour of the person charged or in respect of the premises
involved in the proceedings.

(5) Without prejudice to the generality of the foregoing, any
person convicted in relation to an offence under articles 26 or 29
shall additionally be liable to the additional fine (multa) of not
more than four hundred and sixty-five euro and eighty-seven cents
(465.87) for each day that a notice or undertaking has not been
complied with.

33.  Where a person has been convicted of an offence under this
Act, the Court shall order that person to reimburse to the Director,
within such period as it shall stipulate, any costs incurred in
connection with the proceedings instituted against him. Such costs
shall include expenses incurred in the seizure, lifting, detention,
testing, analysis, inspection and examination of products, or
samples thereof, involved in the said proceedings.

34. The Attorney General shall have the right to appeal from
any judgement given in proceedings instituted under this Act or in
connection with regulations made thereunder.
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PART V
MISCELLANEOUS

35. Nothing in this Act shall be construed as adversely
affecting the rights of consumers arising from the provisions
regulating liability for defective products under Part VII of the
Consumer Affairs Act.

36. The Minister may make regulations -

(a) establishing or authorising charges that may be
imposed by the Director in the exercise of any of the
functions assigned to him under this Act or regulations
made under it; and

prescribing the form of any document to be used for
any of the purposes of this Act.

(b)

37. (1) Any document which is required or authorised by or
under this Act to be given or served on any person, may be given or
served either -

(a) by delivering it to that person or by leaving it or
sending it addressed to him at his usual or last known
residence; or

in the case of a company or other body or association
of persons, by delivering it to the registered or
principal office.

(2) Where the document is to be given or served on the owner
or the occupier of any premises and it is not practicable, after
reasonable enquiry, to ascertain the name and address of the person
to or on whom it should be given or served or the premises are
unoccupied, the document may be given or served by addressing it
to the person concerned by addressing it to "the owner” or "the
occupier" of the premises and, if there is no person on the premises
to whom it can be delivered, by affixing it, or a copy of it, to some
conspicuous part of the premises.

38. The Minister may, on the advice of the Malta Standards
Authority, make regulations -

(a) prescribing levels of minimum permissible quality in
relation to any class, category or type of product,
including the packaging thereof;

prescribing mandatory requirements with respect to
the design, methods of manufacture, construction,
safety, finishing, testing, quality control, labelling,
classification, packaging, grading, storage,
transportation and environmental impact of any class,
category or type of goods, materials, substances, plant,
installations or structures;

adopting and implementing any commitments and
obligations relating to products arising out of or under
any treaty, convention or other international
agreement, whether bilateral, regional or multilateral,
to which Maltais a party;

(b)

(b)

(©)

Applicability of
Consumer Affairs
Act.

Cap. 378.

Regulationsin
respect of charges
and forms of
documents.

Service of
documents.

Regulations with
respect to products.
Amended by:
XXIX. 2007.11.







14 [CAP. 427. PRODUCT SAFETY

(d) concerning the matters to be taken into account in
determining whether, and at what times, samples
should be procured;

(e) regarding the manner of procuring samples, including
the steps to be taken to ensure that the samples
procured are fair and adequate samples;

(f) regarding the method of dealing with samples,
including, where appropriate, their division into parts;

(g9) regarding the persons to whom the samples or parts of
the samples are to be delivered and the persons by
whom they are to be retained;

(h) regarding the notices which are to be given to, and the
information which is to be furnished by, the persons
responsible for any product;

(i) regarding the methods which are to be used in
analysing or examining samples, or in classifying and
evaluating the results of analyses or examinations;

(j) regarding the circumstances in which an analyst or
examiner is to be precluded, by reason of conflict of
interest, from analysing or examining a particular
sample;

(k) establishing the processes whereby particular products
may be said to have undergone a reconditioning
process for any of the purposes of this Act; and

() designating any manufactured article, item or
substance as a "product” for all or any purposes of this

Act.
Regulations with 39. The Minister may make regulations for -
respect of market .
surveillance. (a) the establishment of systems and procedures for the

exchange of information with other countries and
international organisations on product safety issues;

(b) the setting up of procedures to allow the rapid
exchange of information in respect of the safety of a
product;

(c) forms and methods of notification, co-operation and
collaboration in respect of product safety issues with
other countries and international organisations,
whether on a multilateral or regional basis or
otherwise;

(d) the establishment of systems and procedures for the
exchange of information and administrative co-
ordination and collaboration with regard to product
safety between government departments, public
authorities and other entities under the general control
of Government;

(e) prescribing the categories of persons that may be
authorised in accordance with article 16.
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40. (1) Regulations made under any provision of this Act may  Language of
be made in the English language only. regulations.

(2) In the event of conflict or incompatibility between the
Maltese and English texts of any regulations made under this Act,
the English language version shall prevail.

41. Any orders made under the Quality Control (Exports, Saving.
Imports and Local Goods) Act are to remain in force as if made Cap-225.
under this Act until such time as they are repealed or replaced by
regulations made under this Act.
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PENAL CODE



Chapter 44 (24.5.2002/400) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Offences endangering health and safety



Section 1 (22.12.2006/1261) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Health offence



(1) A person who deliberately or through gross negligence in violation of



1) the Pesticide Act (1259/2006);



2) the Act on the Safety of Consumer Goods and Consumer Services (75/2004);



3) the Chemicals Act (744/1989), Regulation (EC) No 1907/2006 of the European



Parliament and of the Council concerning the Registration, Evaluation,



Authorisation and Restriction of Chemicals (REACH),  establishing a European



Chemicals Agency, amending Directive 1999/45/EC and repealing Council



Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as



Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC,



93/105/EC and 2000/21/EC, below the REACH Regulation;



4) the Health Protection Act (763/1994); or



5) the Foodstuffs Act (23/2006);



or a provision issued on their basis or an order issued in a general or an



individual case produces, handles, imports or deliberately attempts to import,



keeps in his/her possession, stores, transports, keeps for sale, conveys or



delivers goods or substances, preparations or objects so that the act is



conducive to endangering the life or health of another, shall be sentenced,



unless a more severe penalty for the act is provided elsewhere in the law, for



a health offence to a fine or to imprisonment for at most six months.



(1.6.2007/629) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



(2) Unless a more severe penalty for the act is provided elsewhere in the law,



a person who deliberately or through gross negligence, in violation of the Act



on the Safety of Consumer Goods and Consumer Services or of a provision issued



on its basis or of an order issued in a general or an individual case carries



out, keeps for sale or otherwise in connection with his/her commercial activity



provides a consumer service so that the act is conducive to endangering the



life or health of another person, shall also be sentenced for a health offence.



Chapter 48 (21.4.1995/578) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Environmental offences



Section 1 (29.6.2007/748) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Impairment of the environment



(1) A person who deliberately or through gross negligence



1) introduces, emits or disposes into the environment an object, a substance,



radiation or suchlike in defiance of law, a provision based on law, a general



or a specific order, or without a permit required by law or in defiance of



permit conditions,



2) produces, delivers, transports, uses, handles or stores a substance, a



preparation, a product or an object, or operates a device, in defiance of a



provision based on the Chemicals Act, the REACH Regulation or in virtue of a



provision laid down on the basis of them or the Environmental Protection Act



(86/2000), or in defiance of Regulation (EC) No 2037/2000 of the European



Parliament and of the Council on substances that deplete the ozone layer,



Regulation (EC) No 842/2006 of the European Parliament and of the Council on



certain fluorinated greenhouse gases or Regulation (EC) No 850/2004 of the



European Parliament and of the Council on persistent organic pollutants and



amending Directive 79/117/EEC, or in defiance of a provision referred to in



section 60(1) of the Waste Act (1072/1993), a provision or a specific order or



prohibition based on the Waste Act, or neglects his/her duty to organise waste



management as provided for in the Waste Act; or



3) imports or exports waste or transports waste through the territory of



Finland in defiance of the Waste Act or a provision or specific order based on



the Waste Act, or Regulation  (EC) No 1013/2006 of the European Parliament and



of the Council on shipments of waste, or imports or exports a substance, a



preparation or product in defiance of a Decree based on the Environmental



Protection Act or Regulation (EC) No 2037/2000 of the European Parliament and



of the Council on substances that deplete the ozone layer, Regulation (EC) No



842/2006 of the European Parliament and of the Council on certain fluorinated



greenhouse gases, Regulation (EC) No 304/2003 of the European Parliament and of



the Council concerning the export and import of dangerous chemicals or



Regulation (EC) No 850/2004 of the European Parliament and of the Council on



persistent organic pollutants and amending Directive 79/117/EEC, or exports



genetically modified organisms or foodstuffs or animal feed containing them in



defiance of Regulation (EC) No 1946/2003 of the European Parliament and of the



Council on transboundary movements of genetically modified organisms;



so that the act is conducive to causing impairment of the environment, other



harmful change or littering of the environment or a health hazard, shall be



sentenced for impairment of the environment to a fine or to imprisonment for at



most two years.



(2) The attempt of a deliberate offence referred to in paragraph 1 (3) above is



punishable.



(3) A sentence for impairment of the environment shall likewise be passed on a



person who, deliberately or through gross negligence, in a manner other than



those referred to in paragraph (1), undertakes to alter the environment in



defiance of the provisions of the Land Use and Building Act (132/1999), the



Water Act (264/1961) or the Land Extraction Act (555/1981), or of the Drainage



Rules of the Saimaa/Vuoksi Water System, or of provisions or general or



specific orders based on the same, or of a plan or a permit, so that the act is



conducive to causing an alteration comparably serious as the spoiling of the



environment.



Section 2 (21.4.1995/578) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Aggravated impairment of the environment (21.4.1995/578)



(1) If, in the impairment of the environment,



1) the damage or danger of damage caused to the environment or health is



especially serious, with regard to the long duration, wide effect and other



circumstances of the realised or imminent damage, or



2) the offence is committed in defiance of an order or a prohibition of an



authority, as issued because of conduct referred to in section 1,



and the offence is aggravated also when assessed as a whole, the offender shall



be sentenced for aggravated impairment of the environment to imprisonment for



at least four months and at most six years.



(2) The provision on attempt in section 1 applies correspondingly.



Section 3 (21.4.1995/578) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Environmental infraction



(1) If the impairment of the environment, with regard to the insignificance of



the



danger or damage caused to the environment or health, or the other



circumstances of the offence, is minor when assessed as a whole, the offender



shall be sentenced for an environmental infraction to a fine or to imprisonment



for at most six months.



(2) A sentence for an environmental infraction shall likewise be passed on a



person



who, deliberately or through gross negligence, defies orders based on section 64



of the Environmental Protection Act. . (4.2.2000/112) <http://www.finlex.



fi/fi/laki/ajantasa/1889/>



(3) A sentence for an environmental infraction shall likewise be passed on a



person



who neglects the duty to apply for an environmental permit, as referred to in



sections 28 and 29 of the Environmental Protection Act, unless the act is



punishable as impairment of the environment. (4.2.2000/112) <http://www.finlex.



fi/fi/laki/ajantasa/1889/>



(4) A sentence for an environmental infraction shall likewise be passed on a



person



who deliberately or through gross negligence violates section 5 of the Waterway



Traffic Act or the prohibitions and restrictions issued on the basis of section



15



or 16 of the Waterway Traffic Act, so that the act is conducive to causing



danger



to the environment (30.4.1999/545) <http://www.finlex.



fi/fi/laki/ajantasa/1889/>



Section 4 (4.2.2000/112) <http://www.finlex.fi/fi/laki/ajantasa/1889/>



Negligent impairment of the environment



A person who, through negligence not to be deemed gross,



(1) affects the environment in a manner referred to in section 1(1)(1) or 1(3),



or



(2) defies the Waste Act or the Environmental Protection Act or the provisions



or orders based thereon in a manner referred to in section 1(1)(2) or



1(1)(3)



so that the damage or danger of damage caused to the environment or health is



especially serious, with regard to the long duration, wide effect and other



circumstances of the realised or imminent damage, shall be sentenced for



negligent impairment of the environment to a fine or to imprisonment for at most



one year.



---



No 744/1989



CHEMICALS ACT



Section 52 (24.5.2002/404) <http://www.finlex.fi/fi/laki/ajantasa/1989/>



Chemical violation



Whosoever deliberately or through negligence



1) fails to apply for the advance approval referred to in section 25, to apply



for the registration referred to in section 30c or to apply for the permit or



to make the notification referred to in section 30e;



2) fails to fulfil the notification duty laid down to in section 42 (3), the



obligation under articles 7, 9, 13, 14 and 16 of Regulation (EC) No 304/2003 of



the European Parliament and of the Council concerning the import and export of



dangerous chemicals to give notifications about the export of chemicals, the



obligation under article 15 to submit information on transit movements, or



violates the decision made by the country of destination or the prohibition on



export referred to in article 14 of the same Regulation;



3) violates provisions of articles 3 and 4 of Regulation (EC) No 648/2004 of



the European Parliament and of the Council on placing on the market of



detergents and of surface-active substances contained by detergents, the



testing requirement under article 7, or neglects to provide the information



under article 9; or



4) violates the prohibition and restriction referred to in article 3 in



Regulation (EC) of the European Parliament and of the Council No 850/2004 on



persistent organic pollutants and amending Directive 78/117/EEC or fails to



observe the provisions on stockpiles in article 5;



shall, unless a more severe punishment is provided for the act elsewhere in the



law, be sentenced to a fine for a chemical violation.



Section 52a  (18.7.2008/491) <http://www.finlex.fi/fi/laki/ajantasa/1989/>



Unless a more severe punishment for the act is provided elsewhere in the law,



anyone who deliberately or through negligence violates the following provisions



of the REACH Regulation shall also be sentenced for a chemical violation:



1) the obligations to submit a registration and notification under articles 5-7,



9, 11 or 17-19 to the European Chemicals Agency;



2) the duties related to chemical safety assessment, information reporting,



application or submitting of information under article 14 or articles 37-39;



3) the duty to communicate the information referred to in articles 22, 24, 40,



41, 46 and 66 to the European Chemicals Agency;



4) the duty under article 31 that concerns the safety data sheet and submitting



of information required of it to the receiver;



5) the obligation regarding submitting information on substances or



preparations under article 32;



6) the duty to communicate information under articles 33 and 34 or the access



to information for employees under article 35;



7) the duty under article 36 to keep information and communicate it to the



competent authority or the European Chemicals Agency;



8) the duty to communicate the further information referred to in article 49 to



the competent authority;



9) the prohibition on placing on the market and use under article 56 without an



express permit granted by the European Chemicals Agency for the substance



concerned; or



10) the observance of the restriction laid down in Annex XVII regarding a



substance as such, a substance in a preparation or an object under article 67.



Section 52a  (18.7.2008/491) <http://www.finlex.fi/fi/laki/ajantasa/1989/>



Whosoever violates a prohibition or order imposed in virtue of this Act that



has been reinforced by a default fine may be left unpunished for the same act.



Section 52a  (18.7.2008/491) <http://www.finlex.fi/fi/laki/ajantasa/1989/>



Section 52a was repealed by Act 18.07.2008/491.



Section 53 (18.7.2008/491) <http://www.finlex.fi/fi/laki/ajantasa/1989/>



Reference provisions on punishments and the liability under criminal law for



acts in office of an expert assisting the supervisory authority



A punishment for a health offence in violation of this Act or provisions or



orders issued in virtue of it is laid down in Chapter 44, section 1, of the



Penal Code (39/1889).



A punishment for impairment of the environment in violation of this Act or



provisions issued in virtue of it is laid down in Chapter 48, sections 1-4 of



the Penal Code.



The expert referred to in section 49b is subject to the provisions on liability



under criminal law for acts in office when he or she carries out assistive



tasks related to supervision.
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Liechtensteinisches Landesgesetzblatt
Jahrgang 1995 Nr. 94 ausgegeben am 3. Mai 1995

Gesetz
vom 22. Marz 1995

iiber die Verkehrsfihigkeit von Waren

Dem nachstehenden vom Landtag gefassten Beschluss erteile Ich
Meine Zustimmung:

I. Allgemeine Bestimmungen

Art. 1
Zweck!

Dieses Gesetz regelt die Verkehrsfahigkeit und die allgemeine Sicher-
heit von Waren, den Schutz der CE-Konformititskennzeichnung sowie
die Verfahren zur Harmonisierung technischer Vorschriften und Normen
zur Durchfihrung:?

a) der Art. 8 bis 27 des Abkommens vom 2. Mai 1992 iiber den Europii-
schen Wirtschaftsraum;?

b) der Vereinbarung vom 2. November 1994 zwischen Liechtenstein
und der Schweiz zum Vertrag vom 29. Mirz 1923 tiber den Anschluss
des Firstentums Liechtenstein an das schweizerische Zollgebiet;*

¢) der Richtlinie 2001/95/EG des Europiischen Parlaments und des Rates
vom 3. Dezember 2001 iiber die allgemeine Produktesicherheit (EWR-
Rechtssammlung: Anh. IT - Kap. XIX - 3h.01);°

Art. 1 Sachiiberschrift abgeindert durch LGBI. 1997 Nr. 153.
Art. 1 Einleitungssatz abgeindert durch LGBI. 1997 Nr. 153.
Art. 1 Bst. a abgedndert durch LGBL. 1997 Nr. 153.
Art. 1 Bst. b abgeindert durch LGBIL. 1997 Nr. 153.
Art. 1 Bst. ¢ abgedndert durch LGBI. 2004 Nr. 127.

[T S O R







947.1 Verkehrsféahigkeit von Waren

d)

¢)

f)

D

des Beschlusses 93/465/EWG des Rates vom 22. Juli 1993 tber die in
den technischen Harmonisierungsrichtlinien zu verwendenden Mo-
dule fiir die verschiedenen Phasen der Konformititsbewertungs-
verfahren und die Regeln fir die Anbringung und Verwendung der
CE-Konformititskennzeichnung (EWR-Rechtssammlung: Anh. II -
Kap. XIX - 3d.01);!

der Richtlinie 98/34/EG des Europiischen Parlaments und des Rates
vom 22. Juni 1998 tber ein Informationsverfahren auf dem Gebiet
der Normen und technischen Vorschriften (EWR-Rechtssammlung:
Anh. IT - Kap. XIX - 1.01);?

des Protokolls vom 15. Juni 1988 iiber die Anwendung des Uberein-
kommens uber die gegenseitige Anerkennung von Prifergebnissen

und Konformititsnachweisen auf das Fiirstentum Liechtenstein,
LGBI. 1991 Nr. 56.3

Art. la
Sachlicher Geltungsbereich*

1) Dieses Gesetz findet Anwendung auf Waren gemaiss Art. 2 Bst. e.
ie Abs. 2 und 3 bleiben vorbehalten.

2) Die Bestimmungen tiber die allgemeine Sicherheit von Waren (Art.

4a, 4b, 4c, 4d, 4e, 5 Abs. 1, 2 und 3, Art. 6 Abs. 3, Art. 7 Abs. 1 Bst. k bis p,
Art. 7a, 8 Abs. 2 und 3, Art. 11 Abs. 1 Bst. a) finden Anwendung:*

a)

b)

auf Waren, die - auch im Rahmen der Erbringung einer Dienstleistung -
zur nicht-gewerblichen Nutzung durch Verbraucher bestimmt sind
oder die von Verbrauchern nach allgemeiner Verkehrsanschauung daftir
verwendet werden, selbst wenn diese nicht dafiir bestimmt sind;’

auf Waren, die gewerbsmassig oder geschiftsmissig in Verkehr ge-
bracht werden;?

® N U R W N =

Art. 1 Bst. d abgedndert durch LGBL. 1997 Nr. 153.

Art. 1 Bst. e abgedndert durch LGBI. 2004 Nr. 127.

Art. 1 Bst. f abgeindert durch LGBI. 1997 Nr. 153.

Art. 1a Sachiiberschrift eingefiigt durch LGBI. 1997 Nr. 153.

Art. 1a Abs. 1 eingefiigt durch LGBI. 1997 Nr. 153.

Art. 1a Abs. 2 Einleitungssatz abgeindert durch LGBI. 2004 Nr. 127.
Art. 1a Abs. 2 Bst. a abgedndert durch LGBL. 2004 Nr. 127.

Art. 1a Abs. 2 Bst. b eingefiigt durch LGBI. 1997 Nr. 153.
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auf gebrauchte Waren, mit Ausnahme von Waren, die als Antiquita-
ten in Verkehr gebracht werden oder vor ihrer Verwendung instand-
gesetzt oder wieder aufgearbeitet werden mussen, wenn dies beim In-
verkehrbringen erklirt wird.!

3) Die Bestimmungen tiber die allgemeine Sicherheit von Waren fin-

den keine Anwendung auf Waren, die aufgrund anderer Rechtsvorschrif-
ten besonderen Sicherheitsanforderungen unterliegen.?

a)

b)
©)

g)

Art. 2
Begriffe

Im Sinne dieses Gesetzes sind:

"EWRA": das Abkommen vom 2. Mai 1992 iiber den Europdischen
Wirtschaftsraum;

"EWR": der Europiische Wirtschaftsraum;

"EWR-Recht": die Bestimmungen des EWRA, der mit seinem Funk-
tionieren verbundenen EFTA-internen Vereinbarungen sowie kiinfti-
ger, notwendigerweise mit dem Funktionieren des EWRA verbundener
Vereinbarungen;

"Zollvertragsrecht": die Bestimmungen des Zollvertrages sowie das auf
seiner Grundlage im Fiirstentum Liechtenstein anwendbare Recht;

"Waren": industrielle oder industriell-gewerbliche Erzeugnisse aller
Art;

"Waren mit ausschliesslicher EWR-Priferenz": Waren, die im Fiirs-
tentum Liechtenstein, nicht aber in der Schweiz einer Zollbefreiung
unterliegen;

"Inverkehrbringen": das Anpreisen, Anbicten oder das erstmalige ent-
geltliche oder unentgeltliche Ubertragen oder Uberlassen von Waren.
Das entgeltliche oder unentgeltliche Ubertragen oder Uberlassen von
Waren zu Testzwecken, zur Weiterverarbeitung oder zur Ausfuhr
aus Liechtenstein ist kein Inverkehrbringen;

1 Art. 1a Abs. 2 Bst. c eingefiigt durch LGBL. 1997 Nir. 153.
2 Art. 1a Abs. 3 eingefiigt durch LGBI. 1997 Nr. 153.
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h) "Umgehungsverkehr": der Warenverkehr in die Schweiz, soweit er
dem Zollvertragsrecht widerspricht;

1) "Hersteller": Personen, die eine Ware gewerbsmissig oder geschifts-
missig herstellen oder in Verkehr bringen, sofern ihre Titigkeit die
Sicherheitseigenschaften der Ware beeinflusst. Als Hersteller gilt
auch, wer im Rahmen seines Gewerbes oder Geschiftsbetriebes an
der Ware seinen Namen, seine Marke oder ein anderes unterschei-
dungskraftiges Zeichen anbringt und sich dadurch als Hersteller aus-
gibt oder wer die Ware wiederaufbereitet. Hat der Hersteller keinen
Wohnsitz oder Sitz innerhalb des EWR, gilt als Hersteller der Vertre-
ter des Herstellers oder, wenn kein Vertreter mit Wohnsitz oder Sitz
im EWR festgestellt werden kann, der Einfihrer der Ware;!

k) "Hindler": Personen, die eine Ware gewerbsmissig oder geschifts-
missig in den Verkehr bringen, ohne durch ihre Titigkeit Sicherheits-
eigenschaften der Ware zu beeinflussen;?

) "Rickruf": jede Massnahme, die auf die Riickgabe einer vom Hersteller
oder Hindler bereits in den Verkehr gebrachten Ware zielt;?

"Riicknahme": jede Massnahme mit der verhindert werden soll, dass
eine gefahrliche Ware in Verkehr gebracht wird;?*

m

Naig

n) "sichere Ware": jede Ware, die den Anforderungen von Art. 4a und
Art. 4b entspricht;®

o) "gefihrliche Ware": jede Ware, die nicht den Anforderungen von Art.
4a und Art. 4b entspricht oder die sich als gefahrlich herausstellt;®

p) "ernste Gefahr": jede Gefahr, die ein rasches Eingreifen der Behorde
erfordert, auch wenn sie keine unmittelbare Auswirkung hat.”

Art. 2 Bst. i eingefligt durch LGBI. 1997 Nr. 153.

Art. 2 Bst. k eingeftigt durch LGBL. 1997 Nr. 153.
Art. 2 Bst. | eingefiigt durch LGBI. 2004 Nr. 127.

Art. 2 Bst. m eingefiigt durch LGBI. 2004 Nr. 127.
Art. 2 Bst. n eingefiigt durch LGBI. 2004 Nr. 127.
Art. 2 Bst. o eingeftigt durch LGBI. 2004 Nr. 127.
Art. 2 Bst. p eingefiigt durch LGBI. 2004 Nr. 127.

N U R W N =
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I1. Grundsitze

Art. 3
Verkebrsfihigkeit
1) Auf den Warenverkehr finden EWR-Recht und Zollvertragsrecht

nebeneinander Anwendung.

2) Waren konnen in Verkehr gebracht werden, sofern dies dem einen
oder dem anderen Recht entspricht. Art. 4 bleibt vorbehalten.

Art. 4
Warenverkebr in die Schweiz

Auf den Warenverkehr in die Schweiz findet das Zollvertragsrecht
Anwendung.

Art. 4a
Allgemeine Sicherbeitsanforderung'

1) Eine Ware gilt als sicher, wenn von ihr bei bestimmungsgemasser
oder zu erwartender Verwendung unter Berticksichtigung der bestim-
mungsgemissen oder zu erwartenden Gebrauchsdauer fiir die Gesundheit
und Sicherheit von Personen keine Gefahr ausgeht, die?

a) erheblich,’
b) mit der Art ihrer Verwendung unvereinbar und*

c) bei Wahrung der anerkannten Regeln der Technik und des Wissens-
standes nicht hinnehmbar ist und®

d) vom Verbraucher verniinftigerweise nicht zu erwarten ist.®

Art. 4a Sachiiberschrift eingefiigt durch LGBI. 1997 Nir. 153.

Art. 4a Abs. 1 Einleitungssatz eingefiigt durch LGBI. 1997 Nr. 153.
Art. 4a Abs. 1 Bst. a eingefiigt durch LGBL. 1997 Nr. 153.

Art. 4a Abs. 1 Bst. b eingefiigt durch LGBI. 1997 Nr. 153.

Art. 4a Abs. 1 Bst. ¢ abgeindert durch LGBI. 2004 Nr. 127.

Art. 4a Abs. 1 Bst. d eingefiigt durch LGBI. 2004 Nr. 127.
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2) Die anerkannten Regeln der Technik und der Stand des Wissens gel-
ten als gewahrt, wenn die Ware gleichwertigen technischen Vorschriften
oder Normen anderer Mitgliedstaaten des EWRA oder der Schweiz ent-
spricht.!

Art. 4b
Beurteilung der allgemeinen Sicherbeir?

Die Beurteilung der allgemeinen Sicherheit einer Ware erstreckt sich
insbesondere auf:’

a) die Eigenschaften der Ware, einschliesslich ihrer Zusammensetzung
und Verpackung, der Anleitungen fiir ithren Zusammenbau sowie ge-
gebenenfalls ihre Installation und Wartung;*

b) ihre Einwirkung auf andere Waren, sofern eine Verwendung zusammen
mit anderen Waren verniinftigerweise vorhersehbar ist;?

¢) die Aufmachung und Kennzeichnung der Ware;®

d) die Anweisungen fir den Gebrauch der Ware und auf ihre Beseiti-
gung sowie die sonstigen Angaben oder Informationen durch den
Hersteller;”

e) die Verwendung durch besondere Verbrauchergruppen, die bei der
Verwendung der Ware einem Risiko ausgesetzt sind, insbesondere
Kinder jeden Alters und iltere Menschen.?

Art. 4a Abs. 2 abgeindert durch LGBI. 2004 Nr. 127.

Art. 4b Sachtiberschrift eingefiigt durch LGBI. 1997 Nr. 153.
Art. 4b Einleitungssatz eingefiigt durch LGBI. 1997 Nr. 153.
Art. 4b Bst. a abgeiandert durch LGBI. 2004 Nr. 127.

Art. 4b Bst. b abgedndert durch LGBL. 2004 Nr. 127.

Art. 4b Bst. ¢ eingeftigt durch LGBL. 1997 Nr. 153.

Art. 4b Bst. d eingeftigt durch LGBI. 1997 Nr. 153.

Art. 4b Bst. e abgeiandert durch LGBI. 2004 Nr. 127.
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Art. 4c
Pflichten des Herstellers'

1) Hersteller diirfen eine Ware nur in Verkehr bringen, wenn sie si-

cher ist.2

a)

2) Hersteller haben im Rahmen ihrer Geschiftstatigkeit

dem Verbraucher beim erstmaligen Inverkehrbringen die erforderli-
chen Angaben zu machen, damit dieser eine Gefahr, die von der Ware
wihrend der bestimmungsgemissen oder zu erwartenden Ge-
brauchsdauer ausgeht, beurteilen und sich dagegen schiitzen kann,
und

Massnahmen zu ergreifen, um die von der Ware ausgehende Gefahr
beurteilen und abwehren zu kdnnen; dies gilt auch fir Waren, die be-
reits in Verkehr gebracht worden sind.?

3) Die Massnahmen nach Abs. 2 umfassen insbesondere:
eine angemessene und wirksame Warnung der Verbraucher;

den Rickruf der Ware beim Verbraucher und die Riicknahme der
Ware vom Markt;

die Angabe des Herstellers und seiner Adresse auf der Ware oder auf
deren Verpackung sowie die Kennzeichnung der Ware oder gegebe-
nenfalls des Warenpostens, zu dem sie gehort, es sei denn, die Weg-
lassung dieser Angabe ist gerechtfertigt; und

die Durchfithrung von Stichproben bei den in Verkehr gebrachten
Waren, die Prifung von Beschwerden und gegebenenfalls die Fihrung
eines Beschwerdebuchs sowie die Unterrichtung der Handler tber
die weiteren Massnahmen betreffend die Ware.*

Art. 4c Sachiiberschrift eingefiigt durch LGBI. 1997 Nir. 153.
Art. 4c Abs. 1 eingefiigt durch LGBI. 1997 Nr. 153.
Art. 4c Abs. 2 eingefiigt durch LGBL. 1997 Nr. 153.
Art. 4c Abs. 3 eingefiigt durch LGBI. 2004 Nr. 127.
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Art. 4d!
Pflichten des Hindlers

Hindler haben dazu beizutragen, dass nur sichere Waren in Verkehr
gebracht werden. Sie dirfen insbesondere keine Waren in Verkehr bringen,
von denen sie wissen oder aufgrund der ihnen Vorhegenden Angaben
oder aufgrund ihrer Tiatigkeit als Hindler wissen mussen, dass sie gefahr-

lich sind.

Art. 4e?
Pflichten der Hersteller und Héndler

1) Hersteller und Hindler, die aufgrund der ihnen vorliegenden An-
gaben wissen oder wissen miissen, dass eine Ware, die sie in Verkehr
gebracht haben, fir den Verbraucher eine Gefahr darstellt, die mit der
allgemeinen Sicherheitsanforderung unvereinbar ist, haben unverziiglich
die mit Aufgaben der Marktiiberwachung betrauten Amtsstellen der Lan-
desverwaltung dartiber in Kenntnis zu setzen; insbesondere sind diese
tiber die Vorkehrungen, die die Hersteller und Hindler zur Abwendung
von Gefahren fir die Verbraucher getroffen haben, zu informieren.

2) Hersteller und Handler haben im Rahmen ihrer Geschaftstitigkeit
in Bezug auf Massnahmen zur Abwendung von Gefahren, die von Waren
ausgehen, die sie liefern oder geliefert haben, mit den mit Aufgaben der
Marktiiberwachung betrauten Amtsstellen der Landesverwaltung zusam-
menzuarbeiten.

Art. 5
Marktiiberwachung

1) Wer am Verkehr mit Waren teilnimmt, der dem Zollvertragsrecht
nicht entspricht, untersteht der Marktiiberwachung nach Massgabe die-
ses Gesetzes. Der Marktiiberwachung nach Massgabe dieses Gesetzes
untersteht auch der Verkehr mit Waren, auf die die Bestimmungen tiber
die allgemeine Sicherheit von Waren Anwendung finden.’

1 Art. 4d abgedndert durch LGBI. 2004 Nr. 127.
2 Art. 4e eingefiigt durch LGBI. 2004 Nr. 127.
3 Art. 5 Abs. 1 abgedndert durch LGBI. 1997 Nr. 153.
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2) Zur Verhinderung eines privaten oder gewerblichen Umgehungs-
verkehrs sowie zum Vollzug der Bestimmungen tiber die allgemeine
Sicherheit von Waren betraut die Regierung unter Vorbehalt des Rechts-
zuges an die Kollegialregierung einzelne Amtsstellen der Landesverwal-
tung oder Dritte mit Aufgaben der Marktiiberwachung.!

3) Aufgaben der Marktiiberwachung gemiss Abs. 2 sind insbesondere
Massnahmen, zu denen sich Liechtenstein in Staatsvertrigen, namentlich
in Art. 4 der Vereinbarung vom 2. November 1994 zwischen Liechten-
stein und der Schweiz zum Vertrag vom 29. Mirz 1923 iber den An-
schluss des Fiirstentums Liechtenstein an das schweizerische Zollgebiet,
LGBI. 1995 Nr. 77, sowie in der Richtlinie 2001/95/EG tber die allge-
meine Produktsicherheit verpflichtet hat.?

4) Dritte, die mit Aufgaben der Marktiiberwachung betraut werden,
konnen in- oder auslindische Fachorganisationen sein. Alle mit Aufgaben
der Marktiiberwachung betrauten Stellen missen fiir die ordnungsgemaisse
Erfillung der tbertragenen Entscheidungs- oder Verfiigungsbefugnisse
Gewihr bieten.

Art. 52°
Schutz der CE-Konformitdtskennzeichnung

1) Es ist verboten, eine Ware, ihre Verpackung oder die ihr beigefiig-
ten Unterlagen in den Verkehr zu bringen, wenn diese mit der CE-
Konformititskennzeichnung versehen sind, ohne dass deren Verwen-
dung fiir diese Ware in den aufgrund dieses Gesetzes erlassenen Verord-
nungen geregelt ist.

2) Art. 7 Abs. 2 findet sinngemiss Anwendung.

1 Art. 5 Abs. 2 abgeindert durch LGBI. 1997 Nr. 153.
2 Art. 5 Abs. 3 abgeindert durch LGBI. 2004 Nr. 127.
3 Art. 5a eingefiigt durch LGBI. 1997 Nir. 153.
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III. Organisation und Durchfithrung'

Art. 6
Regierung

Die Regierung bestimmt mit Verordnung, inwieweit der der Markt-
uberwachung unterstehende Warenverkehr einer:
a) Bewilligungspflicht;
b) Buchfithrungspflicht;
¢) Melde- und Auskunftspflicht;
d) Pflicht zur Abgabe nur gegen Bezugsschein;
e) mengenmissigen Beschrinkung;
f) Pflicht zum Hinweis auf Verbote,
unterliegt.

2) Sie tiberwacht den Vollzug dieses Gesetzes und der dazu erlassenen
Verordnungen und tibt die Aufsicht Uiber die gemiss Art. 5 Abs. 2 mit

Aufgaben der Marktiiberwachung betrauten Amtsstellen der Landesver-
waltung und Dritten aus.

3) Der Vollzug der Bestimmungen tber die allgemeine Sicherheit von
Waren, uiber den Schutz der CE-Konformititskennzeichnung (Art. 5a)
sowie Uber die Harmonisierung technischer Vorschriften und Normen
(Art. 7a) obliegt der Technischen Priif-, Mess- und Normenstelle.?

Art. 7
Mittel

1) Die mit Aufgaben der Marktiiberwachung betrauten Amtsstellen der
Landesverwaltung konnen zur Marktiiberwachung sowie zum Vollzug der
Bestimmungen iiber die allgemeine Sicherheit von Waren:

a) zweckdienliche Nachweise verlangen;
b) Muster erheben;

¢) Priifungen veranlassen;

1 Uberschrift vor Art. 6 abgeindert durch LGBL. 1997 Nr. 153.
2 Art. 6 Abs. 3 eingefiigt durch LGBL. 1997 Nr. 153.
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o)

p)

Proben entnehmen;

Geschiftsbiicher einsehen und die Buchfithrung priifen;
Geschifts- und Lagerraume betreten und besichtigen;
Auskiinfte iiber Warenbestinde oder Warenvorrite verlangen;
Geschifts- und Lagerriume versiegeln;

die Beschlagnahme von Waren anordnen;

das Inverkehrbringen gefahrlicher Waren verbieten;!

das Inverkehrbringen einer Ware verbieten, sofern Anhaltspunkte dafiir
vorliegen, dass sie gefihrlich ist. Die Dauer dieses Verbots darf die
fir die Priifung erforderliche Frist nicht tiberschreiten;?

) anordnen, dass eine Ware erst in Verkehr gebracht wird, wenn ge-

wihrleistet ist, dass sie sicher ist, oder wenn Warnhinweise tiber die
von der Ware ausgehenden Gefahren angebracht worden sind;?

den Ruckruf einer in Verkehr gebrachten und gefihrlichen Ware an-
ordnen;*

die Vernichtung von in Verkehr gebrachten und gefihrlichen Waren
anordnen, soweit die von diesen Waren ausgehende Gefahr fur die
Verbraucher nicht anders abzuwehren ist;®

Massnahmen nach Art. 4c Abs. 3 anordnen.®

Massnahmen gemiss Bst. k, |, m, n und o kdnnen sich gegen den Herstel-
ler, den Hindler sowie gegen jede andere Person richten, wenn eine von
der Ware ausgehende gegenwirtige und erhebliche Gefahr nicht anders
abgewehrt werden kann.’

H

1a) Massnahmen gemiss Abs. 1 Bst. k bis o konnen sich gegen den
ersteller, den Hindler sowie gegen jede andere Person richten, wenn

eine von der Ware ausgehende ernste Gefahr nicht anders abgewehrt
werden kann.®

® NS AW N =

Art. 7 Abs. 1 Bst. k abgeindert durch LGBI. 2004 Nr. 127.
Art. 7 Abs. 1 Bst. | abgeindert durch LGBI. 2004 Nr. 127.
Art. 7 Abs. 1 Bst. m eingefiigt durch LGBL. 1997 Nr. 153.

Art. 7 Abs. 1 Bst. n abgeandert durch LGBI. 2004 Nr. 127.
Art. 7 Abs. 1 Bst. o abgeindert durch LGBI. 2004 Nr. 127.
Art. 7 Abs. 1 Bst. p eingefiigt durch LGBI. 2004 Nr. 127.

Art. 7 Abs. 1 Schlusssatz eingeftigt durch LGBI. 1997 Nr. 153.
Art. 7 Abs. 1a abgeindert durch LGBI. 2004 Nr. 127.
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2) Die mit Aufgaben der Marktiiberwachung betrauten Dritten konnen
zur Marktiiberwachung:

a) Nachweise bewerten;
b) Muster tiberpriifen;
¢) Priifungen vornehmen;

d) Proben untersuchen.

Art. 7a
Warnhinweise!

1) Nach dem Inverkehrbringen konnen die mit Aufgaben der Markt-
tiberwachung betrauten Amtsstellen der Landesverwaltung anordnen, dass
alle, die einer Gefahr ausgesetzt sein konnen, die von einer gefihrlichen
Ware ausgeht, rechtzeitig, insbesondere durch den Hersteller, auf diese
Gefahr hingewiesen und vor dieser Gefahr gewarnt werden.?

2) Die Warnhinweise gemiss Abs. 1 obliegen den mit Aufgaben der
Marktiberwachung betrauten Amtsstellen der Landesverwaltung, wenn,
insbesondere bei Gefahr im Verzuge, andere Massnahmen nicht oder
nicht rechtzeitig ergriffen werden konnen.?

Art. 7b
Harmonisierung technischer Vorschriften und Normen*

1) Der Regierung obliegt die Harmonisierung technischer Vorschriften
und Normen, um dem Entstehen von Handelshemmnissen im Waren-
verkehr vorzubeugen.®

2) Zur Durchfithrung von Abs. 1 trifft die Regierung Massnahmen
zur Harmonisierung technischer Vorschriften und Normen in Uberein-
stimmung mit dem Staatsvertragsrecht, insbesondere mit:®

a) der Richtlinie 98/34/EG {iber ein Informationsverfahren auf dem Ge-
biet der Normen und technischen Vorschriften;’

Art. 7a Sachiiberschrift eingefiigt durch LGBI. 1997 Nr. 153.

Art. 7a Abs. 1 abgeindert durch LGBI. 2004 Nr. 127.

Art. 7a Abs. 2 eingefiigt durch LGBI. 1997 Nr. 153.

Art. 7b Sachiiberschrift eingefiigt durch LGBI. 1997 Nir. 153.

Art. 7b Abs. 1 eingefiigt durch LGBI. 1997 Nr. 153.

Art. 7b Abs. 2 Einleitungssatz eingefiigt durch LGBI. 1997 Nir. 153.
Art. 7b Abs. 2 Bst. a abgedndert durch LGBI. 2004 Nr. 127.

N U R W N =
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b) Anhang H des Ubereinkommens vom 4. Januar 1960 zur Errichtung
der Europdischen Freihandelsassoziation (EFTA), LGBL. 1992 Nr. 17;!

c¢) dem Ubereinkommen iiber technische Handelshemmnisse (Anhang
IA zum Ubereinkommen vom 15. April 1994 zur Errichtung der
Welthandelsorganisation);?

d) dem Protokoll vom 15. Juni 1988 iiber die Anwendung des Uberein-
kommens tber die gegenseitige Anerkennung von Priifergebnissen
und Konformititsnachweisen auf das Fiirstentum Liechtenstein;

e) dem Zollvertragsrecht.*

3) Die im Rahmen des Vollzugs dieses Artikels gelieferten oder ge-
sammelten Informationen werden vertraulich behandelt.?

Art. 8
Verfahren

1) Das Verfahren richtet sich nach den Bestimmungen des Landes-
verwaltungspflegegesetzes.

2) Sofortmassnahmen aufgrund von Staatsvertrigen sowie zur Durch-
fihrung der Richtlinie 2001/95/EG iiber die allgemeine Produktsicher-
heit bleiben vorbehalten.®

3) Treffen die mit Aufgaben der Marktiiberwachung betrauten Amts-
stellen der Landesverwaltung Massnahmen zum Vollzug der Bestim-
mungen Ulber die allgemeine Sicherheit von Waren, durch die das Inver-
kehrbringen einer Ware untersagt oder eingeschrinkt wird oder be-
schliessen sie solche zu treffen, und erfordern diese Massnahmen eine
Benachrichtigung der EFTA-Uberwachungsbehorde, unterrichten sie hier-
von ohne Verzug die Regierung. Die Benachrichtigung der EFTA-Uber-
wachungsbehorde obliegt der Regierung.”

Art. 7b Abs. 2 Bst. b eingefiigt durch LGBI. 1997 Nr. 153.
Art. 7b Abs. 2 Bst. ¢ eingefiigt durch LGBI. 1997 Nir. 153.
Art. 7b Abs. 2 Bst. d eingefiigt durch LGBI. 1997 Nr. 153.
Art. 7b Abs. 2 Bst. e eingefiigt durch LGBI. 1997 Nir. 153.
Art. 7b Abs. 3 eingefiigt durch LGBI. 1997 Nr. 153.
Art. 8 Abs. 2 abgeindert durch LGBI. 2004 Nr. 127.
Art. 8 Abs. 3 abgeandert durch LGBI. 2004 Nr. 127.

N U R e N =
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IV. Strafbestimmungen

Art. 9
Umgebungsverkebr

1) Wer Waren, die dem Zollvertragsrecht widersprechen, in die
Schweiz verschafft, um sie dort in Verkehr zu bringen oder in Verkehr
bringen zu lassen, wird vom Landgericht wegen Ubertretung mit Busse
bis zu 500 000 Franken, im Nichteinbringlichkeitsfalle mit Freiheitsstrafe
bis zu sechs Monaten bestraft.

2) Handelt es sich um einen Umgehungsverkehr von Waren, die in
der Schweiz einem Einfuhrverbot oder einer Einfuhrbeschrinkung un-
terliegen, besteht die Strafe in einer Busse bis zum neunfachen Betrag des
Inlandwertes der Waren, im Nichteinbringlichkeitsfalle Freiheitsstrafe
bis zu zwolf Monaten. Der Inlandwert richtet sich nach dem zur Zeit der
Entdeckung des Umgehungsverkehrs geltenden Marktpreis. Fehlt ein
solcher, wird er durch Sachverstindige bestimmt.

3) Bei fahrldssiger Begehung wird die Strafobergrenze auf die Hilfte
herabgesetzt.

Art. 10
Sonstige Widerbandlungen

1) Wer in anderer Weise gegen die Bestimmungen dieses Gesetzes
oder gegen die dazu erlassenen Verordnungen verstosst, wird vom Land-
gericht mit Busse bis zu 200 000 Franken, im Nichteinbringlichkeitsfalle
mit Freiheitsstrafe bis zu sechs Monaten bestraft.

2) Bei fahrldssiger Begehung wird die Strafobergrenze auf die Hilfte
herabgesetzt.

Art. 11
Verwaltungswiderhandlungen

1) Wer
a) einer der Pflichten gemiss Art. 6;

b) einer Anordnung der mit Aufgaben der Marktiiberwachung betrau-
ten Amtsstellen der Landesverwaltung,
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zuwiderhandelt, wird von der Regierung mit Busse bis zu 20 000 Fran-
ken bestraft.

2) Bei fahrlissiger Begehung wird die Strafobergrenze auf die Hilfte
herabgesetzt.

Art. 12
Verantwortlichkeit

Werden die Widerhandlungen im Geschiftsbetrieb einer juristischen
Person, einer Kollektiv- oder Kommanditgesellschaft oder einer Einzel-
firma begangen, so finden die Strafbestimmungen auf die Personen An-
wendung, die fir sie gehandelt haben oder hitten handeln sollen, jedoch
unter solidarischer Mithaftung der juristischen Person, der Gesellschaft
oder der Einzelfirma fiir die Bussen und Kosten.

Art. 13
Einziehung

1) Ist eine Widerhandlung begangen worden, kénnen
a) Waren, auf die sich die Widerhandlung bezieht, und

b) Gegenstinde, die zu ihrer Begehung verwendet oder bestimmt wor-
den sind,

eingezogen werden. § 26 des Strafgesetzbuches findet Anwendung.

2) Das Verfahren richtet sich nach den Bestimmungen der §§ 353 bis
357 der Strafprozessordnung.

Art. 141
Abschipfung der Bereicherung

1) Unrechtmissige Vermogensvorteile aus Widerhandlungen gemiss
Art. 9 und 10 konnen abgeschopft werden. Die Bestimmungen des All-
gemeinen Teils des Strafgesetzbuches finden Anwendung.

2) Das Verfahren richtet sich nach den §§ 353 bis 357 StPO.

1 Art. 14 abgeandert durch LGBI. 2000 Nr. 259.
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947.1 Verkehrsféahigkeit von Waren

Art. 15
Anwendbares Recht

Die Art. 9, 10 und 11 finden keine Anwendung auf Handlungen, die
vor dem Inkrafttreten dieses Gesetzes abgeschlossen worden sind.

V. Schluss- und Ubergangsbestimmungen

Art. 16
Durchfiibrungsverordnungen

Die Regierung erlisst die zur Durchfiihrung dieses Gesetzes notwen-
digen Verordnungen.

Art. 17
Inkrafttreten

Dieses Gesetz tritt gleichzeitig mit dem Abkommen tber den Euro-
paischen Wirtschaftsraum in Kraft.

gez. Hans-Adam

gez. Dr. Mario Frick
Furstlicher Regierungschef
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N° 581910

CHAMBRE DES DEPUTES
Session ordinaire 2008-2009

24.3.2009

a)

b)

c)

d)

PROJET DE LOI

relatif aux contréles et aux sanctions concernant I'enre-
gistrement, I'évaluation et lautorisation des substances
chimiques et les restrictions y applicables, telles que ces
substances sont visées par le réeglement (CE) No 1907/2006
du Parlement européen et du Conseil du 18 décembre 2006
concernant I'’enregistrement, I'évaluation et I'autorisation
des substances chimiques, ainsi que les restrictions appli-
cables a ces substances (REACH), instituant une agence
européenne des produits chimiques, modifiant la directive
1999/45/CE et abrogeant le réglement (CEE) No 793/93 du
Conseil et le réeglement (CE) No 1488/94 de la Commission
ainsi que la directive 76/769/CEE du Conseil et les directives
91/155/CEE, 93/67/CEE, 93/105/CE et 2000/21/CE de la
Commission

modifiant la loi modifiée du 15 juin 1994

- relative a la classification, ’emballage et I'étiquetage des
substances dangereuses

- modifiant la loi du 11 mars 1981 portant réglementation
de la mise sur le marché et de I'emploi de certaines
substances et préparations dangereuses

modifiant la loi du 3 ao(t 2005 relative a la classification, a
'’emballage et a I'étiquetage des préparations dangereuses

abrogeant la loi modifiée du 11 mars 1981 portant réglemen-
tation de la mise sur le marché et de I'emploi de certaines
substances et préparations dangereuses

* %k *

RAPPORT DE LA COMMISSION DE L’ENVIRONNEMENT

(12.3.2009)

La Commission se compose de: M. Roger NEGRI, Président-Rapporteur; MM. Marc ANGEL,
Eugene BERGER, Camille GIRA, Charles GOERENS, Robert MEHLEN, Marcel OBERWEIS, Jean-
Paul SCHAAF, Marco SCHANK, Romain SCHNEIDER et Mme Martine STEIN-MERGEN,

Membres.







I. ANTECEDENTS

Le projet de loi a été déposé a 1a Chambre des Députés par Monsieur le Ministre de I’Environnement,
le 12 décembre 2007.

Il a été avisé par la Chambre de Travail le 25 janvier 2008, par la Chambre de Commerce le
18 février 2008, par la Chambre des Employés privés le 21 février 2008 et par la Chambre des Métiers
le 18 juin 2008.

Le Conseil d’Etat a quant a lui rendu son avis en date du 23 septembre 2008.

En date du 27 février 2008, la Commission de I’Environnement a désigné M. Roger Negri comme
rapporteur du projet de loi; elle a par ailleurs entamé I’examen du texte du projet de loi. Lors de ses
réunions des 9 mai, 21 mai et 12 juin 2008, la commission parlementaire a poursuivi I’examen du
projet et a notamment procédé a divers échanges de vues avec des représentants du Centre de Ressources
des Technologies pour I’Environnement (CRTE) a propos du reglement européen REACH.

En date du 16 octobre 2008, la Commission de I’Environnement a examiné 1’avis du Conseil d’Etat
et a adopté une série d’amendements parlementaires. Le Conseil d’Etat a rendu son avis complémen-
taire le 19 décembre 2008.

En date du 15 janvier 2009, la commission a examiné 1’avis complémentaire du Conseil d’Etat et,
a la lumiere de cet avis complémentaire, a adopté une nouvelle série d’amendements parlementaires.
Le Conseil d’Etat ayant rendu son deuxieéme avis complémentaire en date du 17 février 2009, la com-
mission parlementaire a examiné cet avis le 9 mars 2009. Elle a adopté le présent rapport le 12 mars
20009.

II. OBJET DU PROJET DE LOI

Le présent projet de loi concerne en premier lieu certaines modalités d’application et la sanction du
reglement CE No 1907/2006, dit REACH (Registration, Evaluation, Authorisation and Restriction of
Chemicals). REACH est entré en vigueur le ler juin 2007. Les entreprises qui produisent ou importent
plus d’une tonne d’une substance chimique par an devront I’enregistrer dans une base de données
centrale gérée par la nouvelle agence européenne des produits chimiques. Cette agence mettra a dis-
position des outils informatiques et des orientations tandis que les Etats membres proposeront un
service d’assistance aux sociétés concernées.

Le nouveau reglement vise a améliorer la protection de la santé humaine et de 1’environnement tout
en préservant la compétitivité de 1’industrie chimique de I’UE et sa capacité a innover. Dans le cadre
de REACH, I’industrie assumera par ailleurs une plus grande responsabilité dans la gestion des risques
liés aux produits chimiques et dans la communication d’informations sur la sécurité des substances.
Ces informations seront transmises tout au long de la chaine d’approvisionnement.

REACH nécessitera I’enregistrement, sur une période de 11 ans, de quelque 30.000 substances
chimiques. Dans le cadre de ce processus d’enregistrement, les fabricants et les importateurs sont
amenés a générer des données pour toutes les substances chimiques produites ou importées dans
I’Union dans des quantités supérieures a une tonne par an. Les déclarants sont également tenus d’iden-
tifier des mesures appropriées de gestion des risques et d’en faire part aux utilisateurs. REACH est une
avancée considérable en matiere de gestion des produits chimiques dans I’UE. La charge de la preuve
passera des autorités a I’industrie.

En outre, REACH permettra une évaluation supplémentaire des substances suscitant des préoccu-
pations et prévoit un systeme d’autorisation pour 1’utilisation des substances extrémement préoccu-
pantes. Ce systeme s’applique aux substances qui entrainent le cancer, la stérilité, des mutations
génétiques ou des malformations congénitales, ainsi qu’a celles qui sont persistantes et s’accumulent
dans I’environnement.

Le systeme d’autorisation amenera les sociétés a adopter progressivement des substances de rem-
placement plus sires lorsque celles-ci existent. Toutes les demandes d’autorisation doivent inclure une
analyse des substances de remplacement, ainsi qu’un plan de substitution lorsque de telles substances
existent. Les restrictions actuelles en matiere d’utilisation seront maintenues dans le systtme REACH.
REACH garantit également que les essais sur les animaux sont limités au strict minimum et que le
recours a des méthodes alternatives est encouragé.







Principes directeurs

La responsabilité de la gestion des risques liés aux substances est supportée par les personnes
physiques ou morales qui fabriquent, importent, mettent sur le marché ou utilisent des substances.
Le réeglement CE est fondé sur le principe que le secteur doit produire, importer ou utiliser des subs-
tances ou les mettre sur le marché de fagon responsable et avec la prudence nécessaire pour éviter,
dans des conditions raisonnablement prévisibles, les effets néfastes sur la santé humaine et
I’environnement.

Les dispositions relatives a 1’enregistrement font obligation aux fabricants et importateurs de
produire des données sur les substances qu’ils fabriquent ou importent, d’utiliser ces données pour
évaluer les risques liés a ces substances, ainsi que de développer et de recommander des mesures
appropriées de gestion des risques. La responsabilité de I’évaluation des risques et des dangers liés
aux substances incombe en premier lieu auxdites personnes, mais uniquement lorsque les quantités
fabriquées ou importées dépassent un certain seuil, afin que les intéressés puissent assumer la part de
responsabilité qui leur revient. Les personnes physiques ou morales qui manipulent des substances
doivent prendre les mesures nécessaires de gestion des risques, conformément a I’évaluation des
risques liés aux substances, et transmettre les recommandations pertinentes le long de la chaine
d’approvisionnement.

Le reglement REACH s’applique a la fabrication, la mise sur le marché ou I’ utilisation de substances
telles quelles ou contenues dans des préparations ou des articles ainsi qu’a la mise sur le marché de
préparations. REACH suit une approche basée sur les substances: les obligations ne s’appliquent pas
directement a des préparations et des articles (a 1’exception des exigences en matiere de fiches de
données de sécurité et de scénarios d’exposition, qui s’appliquent également aux préparations), mais
uniquement aux substances qu’ils renferment. REACH exige que toutes les substances destinées a étre
rejetées par des articles dans des conditions d’utilisation normales et raisonnablement prévisibles soient
enregistrées conformément aux regles normales, en cas de fabrication ou d’importation de quantités
supérieures a 1 tonne/an par producteur ou importateur.

Les exigences relatives a la production d’informations sur les substances sont modulées en fonction
des quantités dans lesquelles les substances sont fabriquées ou importées, car ces quantités donnent
une indication du risque d’exposition de I’étre humain et de I’environnement a ces substances.

La soumission conjointe et le partage d’informations sur les substances sont prévus afin de renforcer
Iefficacité du systeme d’enregistrement, de réduire les cofits et de réduire les essais sur les animaux
vertébrés.

Pour éviter que les autorités et les personnes physiques ou morales soient surchargées par le travail
résultant de ’enregistrement des substances bénéficiant d’un régime transitoire et qui se trouvent déja
sur le marché intérieur, 1’enregistrement est étalé sur une période appropriée.

Pour des raisons de praticabilité et en raison de leur nature particuliere, les intermédiaires font I’ objet
de prescriptions spécifiques en matiere d’enregistrement. Les polymeres sont exemptés d’enregistre-
ment et d’évaluation en attendant que ceux qui doivent étre enregistrés en raison des risques qu’ils
présentent pour la santé humaine ou 1’environnement puissent étre sélectionnés d’une maniere efficace
et économique sur la base de criteres techniques et scientifiques valables.

La responsabilité de la gestion des risques qui incombe aux fabricants ou aux importateurs suppose
notamment la communication d’informations sur ces substances a d’autres professionnels, tels que les
utilisateurs en aval et les distributeurs, ceci par le biais notamment de la fiche de données de
sécurité.

Les producteurs ou les importateurs d’articles doivent fournir des informations concernant 1’utilisa-
tion en toute sécurité des articles aux utilisateurs industriels et professionnels, ainsi qu’aux consom-
mateurs a la demande; cette responsabilité s’applique tout au long de la chaine d’approvisionnement.
Dans le méme ordre d’idées, les utilisateurs en aval sont tenus de gérer les risques résultant des utili-
sations auxquelles ils affectent les substances. IIs sont responsables de 1’évaluation des risques résultant
des utilisations auxquelles ils affectent les substances, si ces utilisations ne sont pas couvertes par une
fiche de données de sécurité communiquée par leurs fournisseurs, a moins que I’utilisateur en aval
concerné ne prenne plus de mesures de protection que son fournisseur n’en recommande ou a moins
que son fournisseur ne soit pas tenu d’évaluer ces risques ou de lui fournir des informations sur ce
risque.







La responsabilité de I’évaluation des risques et des dangers liés aux substances incombe en premier
lieu auxdites personnes, mais uniquement lorsque les quantités fabriquées ou importées dépassent un
certain seuil, afin que les intéressés puissent assumer la part de responsabilité qui leur revient.

L’autorisation, qui est basée notamment sur le principe de précaution, est accordée lorsque les per-
sonnes physiques ou morales qui la demandent apportent la preuve que les risques qu’entraine 1’ utili-
sation de la substance pour la santé humaine ou I’environnement sont valablement maftrisés. Dans le
cas contraire, I’utilisation peut étre autorisée, s’il peut étre démontré que les avantages socio-écono-
miques qu’offre I'utilisation de la substance I’emportent sur les risques li€s a son utilisation et qu’il
n’existe pas de substances ou de technologies de remplacement appropriées qui soient économiquement
et techniquement viables.

Dans I'optique du remplacement a terme des substances extrémement préoccupantes par d’autres
substances ou technologies appropriées, tous les demandeurs d’autorisation sont tenus de fournir une
analyse des solutions de remplacement examinant les risques qu’elles comportent, ainsi que leur fai-
sabilité technique et économique y compris les informations concernant la recherche et le développe-
ment que le demandeur d’autorisation entreprend ou prévoit d’entreprendre.

Le remplacement d’une substance telle quelle ou d’une substance contenue dans une préparation ou
dans un article est imposée lorsque la fabrication, 1’utilisation ou la commercialisation de la substance
entraine un risque inacceptable pour la santé humaine ou 1’environnement, compte tenu de la disponi-
bilité de substances et de technologies de remplacement appropriées plus siires, ainsi que des avantages
socio-économiques de 1’utilisation de la substance présentant un risque inacceptable.

Les autorisations sont soumises a une période limitée de révision, dont la durée est limitée au cas
par cas, et sont normalement assorties de conditions, y compris un suivi. Elles peuvent étre modifiées,
retirées ou suspendues.

La possibilité d’introduire des restrictions a la fabrication, a la mise sur le marché et a 1’utilisation
de substances, de préparations et d’articles dangereux s’applique a toutes les substances relevant du
champ d’application du reglement, a I’exclusion d’exceptions mineures.

L’agence européenne des produits chimiques est appelée a jouer un role central en assurant la cré-
dibilité de la législation sur les substances et des processus décisionnels, ainsi que de leurs bases
scientifiques, aupres de toutes les parties intéressées et du public. Elle est également appelée a jouer
un role décisif dans la coordination des informations communiquées au sujet du réglement et dans sa
mise en ceuvre.

L’agence, qui notamment gere le systeme d’enregistrement, dispose des structures adaptées aux
taches qu’elle est appelée a exécuter. En tant qu’organe indépendant, elle est dotée de capacités scien-
tifiques, techniques et réglementaires élevées qui assurent la transparence et l’efficacité de son
action.

Le Conseil d’ Administration de 1’Agence est investi des compétences nécessaires pour établir le
budget, en contrdler 1’exécution, établir un reglement d’ordre intérieur, adopter un reglement financier
et nommer le directeur exécutif. Il est composé de maniere a représenter chaque Etat membre, la
Commission et les autres parties intéressées désignées par la Commission afin d’assurer la participation
de ces parties et du Parlement, ainsi qu’a assurer le niveau de compétence le plus élevé et a réunir un
large éventail de compétences techniques en matiére de sécurité chimique ou de réglementation, tout
en veillant a I’existence de compétences spécialisées dans le domaine des questions juridiques et des
questions financieres générales.

Le Forum de I’Agence permet aux Etats membres d’échanger des informations concernant leurs
activités lies a la mise en ceuvre de la législation sur les substances et de coordonner ces activités. Le
comité des Etats membres est destiné a dégager une approche harmonisée sur des points spécifiques.

L’Agence est financée en partie par les redevances des personnes physiques ou morales et en partie
par le budget général des Communautés européennes.

La Commission européenne est principalement chargée de prendre les décisions finales d’octroi ou
de refus des autorisations, ceci conformément a une procédure de réglementation afin de permettre
I’examen de toutes leurs implications dans les Etats membres et d’associer plus étroitement ces derniers
aux décisions.

Les Etats membres, a travers leurs autorités compétentes nationales, sont principalement en charge
de I’évaluation des substances et d’une mission de conseil aux acteurs socio-économiques concernés.







Mise en ceuvre au Luxembourg

Le Conseil de Gouvernement a, en sa séance du 26 janvier 2007, pris les décisions d’application et
de mise en ceuvre suivantes:

1. désignation — a I'instar de la grande majorité des Etats membres — du ministre de I’Environnement
pour remplir une fonction de coordinateur ministériel et désignation de 1’ Administration de 1’envi-
ronnement en tant qu’autorité nationale compétente;

2. mise en place d’un comité interministériel, coprésidé par le ministere de 1’Environnement et le
ministere de I’Economie et du Commerce extérieur, composé de délégués des départements minis-
tériels concernés, dont I’environnement, I’économie, les classes moyennes, la santé, le travail (ITM)
et I'intérieur (administration de la gestion de 1’eau), chargé d’une mission de suivi et de coordination
du systeme REACH et susceptible de faire office d’autorité nationale centralisée;

3. création d’un help-desk, qui serait assumé pour les ministeres de 1’Economie et du Commerce
extérieur et de I’Environnement par le centre de ressources des technologies pour 1’environnement
(CRTE), doté de ressources humaines et financieres adéquates et chargé de tiches de conseil aux
entreprises et d’appui logistique et technique au comité interministériel et aux administrations
concernées par la matiere;

4. renforcement des administrations intéressées, dont I’administration de 1’environnement (un poste
réservé au numerus clausus 2007), chargées de taches de gestion et de controle;

5. désignation de représentants respectifs au Conseil d’ Administration, au Forum et au comité des Etats
membres de I’Agence, a savoir un représentant du ministre de 1I’environnement en tant que délégué
au Conseil d’Administration, le représentant de 1’administration de I’environnement en tant que
délégué au Forum, un représentant du CRTE en tant que délégué au comité des Etats membres.

A part les moyens budgétaires indispensables a la couverture financiere du futur régime, I’appui
technico-administratif et le partenariat avec d’autres Etats membres, autorités nationales ou organismes
spécialisés seront de mise.

Projet de loi

Hormis les cas dans lesquels I’article 37 alinéa 4 de la Constitution serait d’application, la loi modi-
fiée du 9 aotit 1971 permet d’exécuter et de sanctionner des décisions et des directives CE, ainsi que
de sanctionner des reglements CE qui interviennent dans une série de domaines pour lesquels il n’existe
pas de base 1égale adéquate. Il est entendu que les matieres réservées a la loi par la Constitution, telle
la liberté du commerce et de 1’industrie sont exceptées de la réglementation.

La législation en question a été adoptée a 1’époque notamment en vue de pallier au manque de base
1égale et d’assurer la sécurité juridique en la matiere. Depuis lors, la réglementation luxembourgeoise
dans les matieres précitées a connu une progression fulgurante, qui est le résultat principalement de
I’adoption d’instruments contraignants au niveau communautaire.

Il résulte d’un examen détaillé de la loi de 1971 que le domaine de 1’environnement proprement dit
ne releve pas du champ d’application de ladite loi. La 1égislation concernant ledit domaine a elle aussi
connu un essor considérable, ceci a travers notamment la 1égislation en matiere d’établissements clas-
sés, la législation en matiere de protection de la nature et des ressources naturelles, la 1égislation en
matiere de gestion des déchets, la 1égislation en matiere respectivement de lutte contre la pollution
atmosphérique et de lutte contre le bruit, la 1égislation en matiere de gestion des substances et prépa-
rations dangereuses et finalement la 1égislation existante et en cours de révision en matiere de gestion
des eaux.

Il apparait toutefois que pour certains secteurs spécifiques, la législation précitée se révele €tre
insuffisante, voire inappropriée pour servir de base a la prise de réglements portant certaines modalités
d’application et sanction de reglements communautaires. Il y a lieu de citer a cet égard

— le reglement (CE) No 793/93/CEE du 23 mars 1993 concernant 1’évaluation ou le controle des
risques présentés par les substances existantes, tel qu’il a fait I’objet du reglement du ler décembre
1993 qui est en instance d’abrogation,

— le reglement (CE) No 1980/2000 du 17 juillet 2000 établissant un systeme communautaire révisé

d’attribution du label écologique, tel qu’il a fait I’objet du reglement grand-ducal du 6 juillet
2001,







— le reglement (CE) modifié No 2037/2000 relatif a des substances qui appauvrissent la couche
d’ozone, tel qu’il a fait I’objet du réglement grand-ducal du 4 juin 2001,

— le reglement (CE) No 761/2001 du 19 mars 2001 permettant la participation volontaire des organi-
sations a un systeme communautaire de management environnemental et d’audit (EMAS), tel qu’il
a fait I’objet du reglement grand-ducal du 19 avril 2002,

— le reglement (CE) No 304/2003 du 28 janvier 2003 concernant les exportations et importations de
produits chimiques dangereux, tel qu’il a fait I’objet du réglement grand-ducal du 28 mai 2004,

— le reglement (CE) No 850/2004 du 29 avril 2004 concernant les polluants organiques persistants et
modifiant la directive 79/117/CEE, tel qu’il a fait I’objet du reglement grand-ducal du 26 janvier
2006,

— le reglement (CE) No 166/2006 du 18 janvier 2006 concernant la création d’un registre européen
des rejets et des transferts de polluants et modifiant les directives 91/689/CE et 96/61/CE, tel qu’il
a fait I’objet du réglement grand-ducal du 31 juillet 2006.

A cette liste s’ajoute le reglement (CE) No 1907/2006 du 18 décembre 2006, dénommé REACH,
qui concerne I’enregistrement, 1’évaluation et 1’autorisation des substances chimiques, ainsi que les

restrictions applicables a ces substances, et qui institue une agence européenne des produits
chimiques.

A part le réglement visé au dernier tiret qui se limite a déterminer 1’autorité compétente, les autres
reglements répertoriés sous les tirets précisent a la fois la ou les autorités compétentes et les articles/
dispositions de la réglementation communautaire relevant de sanctions pénales. Les reglements ont été
pris au titre unique ou principal de la loi modifiée de 1971.

Dans le cadre de ses prises de position sur les projets de réeglement visés aux tirets 3 et 5, le Conseil
d’Etat s’était déclaré d’accord avec le recours a la loi de 1971 en tant que base habilitante pour ce qui
est de la fixation des sanctions.

En ce qui concerne par contre le projet de reglement visé a I’avant-dernier tiret, la Haute Corporation
avait soulevé que la loi de 1971 ne pouvait servir de base légale au projet en question, ce dernier
intervenant dans une matiere réservée a la loi par la Constitution et avait recommandé de se doter d’une
base légale adéquate répondant aux exigences de I’article 32(2) de la Constitution aux fins de pouvoir
prendre le type de reglement sous avis.

Pour ce qui est du projet de réglement visé au dernier tiret, la Haute Corporation avait émis — a
propos de la référence a la loi de 1971 — les réserves les plus formelles a 1’endroit de cette base habi-
litante, dans la mesure ou elle ne vise pas la matiere écologique et d’environnement; dans ce méme
contexte, elle avait relevé que les amendes proposées dans le texte gouvernemental ne sauraient — vu
I’article 14 de la Constitution — intervenir que dans le cadre d’un projet de loi auquel le Conseil d’Etat
pouvait marquer d’ores et déja son accord.

A la lumiere des considérations précitées, il est proposé de se doter d’une loi d’application et de
sanction de dispositions du reglement REACH, qui précise les compétences et met 1’accent sur la
coopération, met en place un comité interministériel, introduit des dispositions ayant trait a la recherche
et la constatation des infractions, prévoit des mesures et sanctions administratives et accorde aux asso-
ciations écologiques agréées le droit d’agir en justice.

En outre, le présent projet de loi

a) adapte la loi modifiée du 15 juin 1994 relative a la classification, ’emballage et 1’étiquetage des
substances dangereuses, modifiant la loi du 11 mars 1981 portant réglementation de la mise sur le
marché et de I’emploi de certaines substances et préparations dangereuses,

b) adapte la loi du 3 aofit 2005 relative a la classification, a I’emballage et a 1’étiquetage des prépara-
tions dangereuses,

c¢) abroge la loi modifiée précitée du 11 mars 1981.

Les lois précitées transposent en droit national respectivement la directive modifiée 67/548/CEE en
matiere de classification, d’emballage et d’étiquetage des substances dangereuses, la directive modifiée
1999/45/CE en matiere de classification, d’emballage et d’étiquetage des préparations dangereuses et
la directive modifiée 76/769/CEE en matiere de limitation de la mise sur le marché et de I’emploi de
certaines substances et préparations dangereuses.







Etant donné que les directives précitées sont amendées par la directive 2006/121/CE, afin de I’adap-
ter au reglement CE No 1907/2006, dit REACH, respectivement amendées ou abrogées par le reglement
REACH lui-méme, les modifications en question sont apportées aux législations précitées. Des recti-
ficatifs de la directive et du réglement précités ont été publiés au Journal Officiel des Communautés
européennes No L 136 du 29 mai 2007.

I11. AVIS DES CHAMBRES PROFESSIONNELLES

Le projet de loi sous rubrique a été avisé par la Chambre de Travail le 25 janvier 2008, par la
Chambre de Commerce le 18 février 2008, par la Chambre des Employés privés le 21 février 2008 et
par la Chambre des Métiers le 18 juin 2008.

D’une facon générale, elles approuvent le projet de loi. La Chambre de Travail n’a pas formulé de
remarques particulieres. La Chambre de Commerce critique le manque de lisibilité et demande la
publication d’une version coordonnée a jour des textes 1égislatifs, ainsi que d’un guide d’information.
La Chambre des Employés privés accueille favorablement le projet de loi, mais aurait préféré que la
législation prenne mieux en compte la protection des travailleurs. La Chambre des Métiers, tout en
saluant la création d’un comité interministériel dans le cadre de la mise en application des dispositions
relatives a la législation REACH et 1’étroite collaboration de celui-ci avec le Centre de Ressources des
Technologies pour I’Environnement (CRTE) faisant office de ,,help-desk®, elle se demande si on ne
devrait pas conférer au CRTE la qualité d’expert associé¢ au comité REACH plutét que celle d’un
simple observateur.

IV. AVIS DU CONSEIL D’ETAT

Dans son avis du 23 septembre 2008, le Conseil d’Etat retrace tout d’abord 1’évolution des initiatives
communautaires en matiere de gestion des risques inhérents aux produits chimiques, pour faire ensuite
quelques remarques d’ordre général sur la transposition en droit luxembourgeois de la 1égislation
communautaire. Ainsi, le Conseil d’Etat approuve le choix des auteurs du projet de loi de vouloir créer
une loi spéciale a cet effet et de ne pas transposer les nouvelles dispositions communautaires par
reglement grand-ducal. De méme, il approuve le fait que les auteurs du projet de loi aient renoncé a
mettre a profit la possibilité prévue a I’article 2, paragraphe 3 du réglement (CE) No 1907/2006 qui
aurait permis de prévoir certaines exemptions aux exigences dudit reglement, lorsque les intéréts de la
défense nationale sont en jeu.

La plupart des observations que le Conseil d’Etat a formulées dans son avis du 23 septembre 2008
et dans ses avis complémentaires du 19 décembre 2008 et du 17 février 2009 concernent des articles
précis. Pour le détail de ces remarques, il est renvoyé au commentaire des articles ci-dessous.
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V. COMMENTAIRE DES ARTICLES ET TRAVAUX DE LA COMMISSION

Le 16 octobre 2008, la Commission de 1I’Environnement a examiné 1’avis du Conseil d’Etat datant
du 23 septembre 2008. A la lumiere de cet avis et eu égard notamment a deux oppositions formelles
portant sur les articles ler et 7 du projet émises par la Haute Corporation, la commission a adopté une
série d’amendements parlementaires. Le Conseil d’Etat a rendu son avis complémentaire le 19 décem-
bre 2008. En date du 15 janvier 2009, la commission a examiné 1’avis complémentaire du Conseil
d’Etat et, a la lumiere de cet avis complémentaire, a adopté une nouvelle série d’amendements parle-
mentaires. Le Conseil d’Etat a rendu son deuxiéme avis complémentaire en date du 17 février 2009.

Tout d’abord, les membres de la Commission de 1’Environnement décident de retenir les commen-
taires de la Haute Corporation concernant la restructuration du texte de la loi. Le Conseil d’Etat propose
en effet de regrouper différemment les articles du projet en subdivisant le texte en trois chapitres:







Chapitre Ier: Compétences et mesures administratives. Ce chapitre regroupera les dispositions figu-
rant aux articles ler, 2 et 8 du texte du projet de loi initial.

Chapitre II: ~ Contrdles et sanctions pénales. Ce chapitre reprendra les articles 3 a 7 initiaux.
Chapitre III: Dispositions modificatives et abrogatoires. Ce chapitre reprendra les articles 9 a 12
initiaux.

En outre, la Commission de I’Environnement décide de suivre la proposition du Conseil d’Etat de
supprimer les intitulés des articles.

Pour ce qui est de I'intitulé, le Conseil d’Etat recommande de modifier comme suit le libellé de
I’intitulé du projet de loi:

Projet de loi

a) relatif aux contrdles et aux sanctions concernant 1’enregistrement, I’évaluation et 1’autorisation
des substances chimiques et les restrictions y applicables, telles que ces substances sont visées
par le concernantcertainesmodalités-d-applicationetHasanetion-dureglement (CE) No 1907/2006
du Parlement européen et du Conseil du 18 décembre 2006 concernant 1’enregistrement, 1’éva-
luation et I’autorisation des substances chimiques, ainsi que les restrictions applicables a ces
substances (REACH), instituant une agence européenne des produits chimiques, modifiant la
directive 1999/45/CE et abrogeant le reglement (CEE) No 793/93 du Conseil et le reglement (CE)
No 1488/94 de la Commission ainsi que la directive 76/769/CEE du Conseil et les direc-
tives 91/155/CEE, 93/67/CEE, 93/105/CE et 2000/21/CE de la Commission

b) modifiant la loi modifiée du 15 juin 1994
— relative a la classification, I’emballage et 1’étiquetage des substances dangereuses

— modifiant la loi du 11 mars 1981 portant réglementation de la mise sur le marché et de I’emploi
de certaines substances et préparations dangereuses

¢) modifiant la loi du 3 aodit 2005 relative a la classification, a I’emballage et a 1’étiquetage des
préparations dangereuses

d) abrogeant la loi modifiée du 11 mars 1981 portant réglementation de la mise sur le marché et de
I’emploi de certaines substances et préparations dangereuses

Cette proposition est retenue par la Commission de 1’Environnement.

Article ler
Le libellé initial de cet article est:
Art. ler. Compétences

1. Aux fins d’application du réglement (CE) No 1907/2006 du Parlement européen et du Conseil
du 18 décembre 2006 concernant l’enregistrement, [’évaluation et I’autorisation des substances
chimiques, ainsi que les restrictions applicables a ces substances (REACH), instituant une agence
européenne des produits chimiques, modifiant la directive 1999/45/CE et abrogeant le reglement
(CEE) No 793/93 du Conseil et le reglement (CE) No 1488/94 de la Commission ainsi que la direc-
tive 76/769/CEE du Conseil et les directives 91/155/CEE, 93/67/CEE, 93/105/CE et 2000/21/CE,
dénommé ci-apreés ,,réglement REACH *“,

— [lautorité compétente est le membre du gouvernement ayant [’environnement dans ses
attributions,

— Dadministration compétente est I’administration de |’environnement.

2. L’Inspection du travail et des mines, la Direction de la santé, le Laboratoire national de santé
et I’administration de la gestion de I’eau sont tenus de collaborer étroitement avec I’administration
compétente, selon les modalités fixées par reglement grand-ducal.

Les auteurs du projet de loi avaient prévu que le membre du gouvernement ayant 1I’environnement
dans ses attributions et I’administration de I’environnement seraient appelés respectivement a assumer
le role d’autorité compétente et d’administration compétente dans le cadre de la future loi. Il était
également prévu que, pour assurer une collaboration étroite entre les organismes intervenant en la
matiere, un reglement grand-ducal préciserait les modalités de cette coopération administrative entre
I’administration de I’environnement et les autres administrations concernées.







Le Conseil d’Etat ne parvient pas a cerner la portée normative de I'article ler. Il se demande s’il
est dans I’intention du gouvernement de devenir I’autorité compétente pour 1’évaluation de I’une ou
de I’autre substance chimique visée. Il se demande en outre si le role de 1”autorité compétente est limité,
d’une part, a I’organisation de la présence du Luxembourg dans les instances communautaires créées
en exécution du reglement communautaire et, d’autre part, a la mission de soumettre respectivement
au public et a I’agence européenne les informations dont question aux articles 123 et 124 du reglement
REACH. Quant a d’éventuelles compétences nouvelles confiées a I’administration de I’environnement
qui requerraient a 1’article ler une disposition érigeant cette administration en administration compé-
tente, le Conseil d’Etat n’en trouve pas trace dans le projet de loi.

En ce qui concerne le paragraphe 2 et 1I’obligation de coopérer avec 1’administration de 1I’environ-
nement dans les matieres visées par la loi en projet, la Haute Corporation est d’avis qu’il est difficile
de saisir quelle sera la portée de cette obligation alors que la future loi omet de créer de nouvelles
attributions pour cette administration qui auraient trait a la matiere du reglement REACH. Dans la
mesure ol I’ attribution de compétences nouvelles a des instances administratives n’est pas prévue, une
modification des dispositions 1égales énumérant les missions des administrations en question n’est pas
nécessaire. Dans la mesure ou de nouvelles attributions devraient par contre étre conférées aux admi-
nistrations visées, le Conseil d’Etat demande, sous peine d’opposition formelle, que les attributions
nouvelles des administrations visées soient précisées dans la loi formelle. Dans la mesure ou la loi en
projet requiert sur base des missions 1égales existantes une coopération interadministrative, il convien-
dra d’en retenir le principe dans la loi, tout en reléguant a un réglement grand-ducal le soin d’en arréter
les modalités.

Sur le plan formel, le Conseil d’Etat propose d’écrire au paragraphe ler, tout en y reprenant 1’ inté-
gralité de I'intitulé du reglement No 1907/2006:

1. Le membre du gouvernement ayant l’environnement dans ses attributions, ci-apres désigné
le ministre, exerce les attributions d’autorité compétente aux fins de [’application du
reglement ...*

Par ailleurs, de 1’avis du Conseil d’Etat, le paragraphe 2 serait a libeller comme suit:

»2. Un réglement grand-ducal détermine les modalités d’organisation de la coopération inter-
administrative entre ’administration de I’environnement, I’Inspection du travail et des mines, la
direction de la Santé, le Laboratoire national de santé et I’administration de la gestion de I’eau en
vue de la mise en ceuvre et du fonctionnement du systeme de controles a assurer par le Luxembourg
dans le cadre de ’application du réglement (CE) No 1907/2006 précité.

La commission parlementaire décide de suivre les propositions du Conseil d’Etat, afin de passer
outre son opposition formelle, d’autant plus que les auteurs du projet de loi n’avaient pas I’intention
de conférer de nouvelles missions aux administrations visées.

Par ailleurs, un amendement est introduit a I’endroit du paragraphe 2 de I’article sous rubrique. Cet
amendement vise a ajouter a la liste des administrations concernées par la coopération interadminis-
trative I’administration des douanes et accises, en vue d’assurer en la matiere un parallélisme de forme
avec la constatation et la recherche des infractions et en vue de couvrir les attributions de cette derniere
notamment pour ce qui est des importations dans I’'UE.

Cet amendement ne donne pas lieu a observation de la part de la Haute Corporation dans son avis
complémentaire du 19 décembre 2008. En définitive, I’article ler se lira donc comme suit:

Art. ler. 1. Le membre du gouvernement ayant l’environnement dans ses attributions, ci-apres
désigné le ministre, exerce les attributions de ’autorité compétente aux fins de ’application du
reglement Aux—fins-d - application-du—régtement-(CE) No 1907/2006 du Parlement européen et du
Conseil du 18 décembre 2006 concernant [’enregistrement, I’évaluation et I’autorisation des subs-
tances chimiques, ainsi que les restrictions applicables a ces substances (REACH), instituant une
agence européenne des produits chimiques, modifiant la directive 1999/45/CE et abrogeant le
reglement (CEE) No 793/93 du Conseil et le réeglement (CE) No 1488/94 de la Commission ainsi
que la directive 76/769/CEE du Conseil et les directives 91/155/CEE, 93/67/CEE, 93/105/CE et
2000/21/CE de la Commission, dénommé ci-apres ,,reglement REACH .
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2. Un reglement grand-ducal détermine les modalités d’organisation de la coopération interad-
ministrative entre I’administration de |’environnement, I’Inspection du travail et des mines, la
Direction de la santé, le Laboratoire national de santé, et I’administration de la gestion de [’eau,
et Padministration des douanes et accises en vue de la mise en ceuvre et du fonctionnement du
systeme de contrdles a assurer par le Luxembourg dans le cadre de 1’application du reglement

Article 2

Cet article prévoit I'institution d’un comité interministériel avec vocation consultative aupres du
ministre de I’Environnement, et ceci eu égard a la complexité et a la pluridisciplinarité de la matiere.
Ce comité interministériel est chargé de tiches d’assistance a 1’autorité compétente et de supervision
de I’application de la réglementation. Il travaille en étroite collaboration avec le CRTE. L’article 2
initial est libellé comme suit:

Art. 2. Comité interministériel

L’autorité compétente est appuyée dans sa tdche par un comité interministériel, dénommé ,,comité
REACH®, qui a pour tdche essentiellement de superviser ’application du reglement REACH.

Le comité REACH peut notamment adresser des avis et recommandations a [’autorité
compétente.

Le comité REACH travaille en étroite collaboration avec le centre de ressources des technologies
pour l’environnement, qui est chargé en la matiere essentiellement de taches d’assistance et de
conseil aux acteurs économiques concernés et d’appui aux missions de I’autorité compétente et du
comité REACH.

Le comité REACH est composé de deux délégués de I’autorité compétente et des ministres ayant
respectivement 1’économie, les classes moyennes, le travail, la santé et la gestion de ’eau dans
leurs attributions. Le comité REACH est coprésidé par un représentant respectivement de I’ autorité
compétente et du ministre ayant I’économie dans ses attributions.

Les coprésidents et les autres membres du comité REACH sont nommés conjointement par I’ auto-
rité compétente et par le ministre ayant I’économie dans ses attributions, sur proposition, le cas
échéant, des autres membres du gouvernement concernés.

Les coprésidents ainsi que les autres membres du comité REACH sont nommés pour une durée
de cing ans. Leur mandat est renouvelable. En cas de vacance de poste, le nouveau titulaire termine
le mandat du membre qu’il remplace.

Le secrétariat du comité REACH est assumé par un représentant de ’autorité compétente.

En cas de nécessité, les coprésidents du comité REACH peuvent faire appel a un ou plusieurs
experts. Un représentant du centre de ressources des technologies de I’environnement participe aux
réunions du comité REACH en qualité d’observateur.

Le comité REACH élabore lui-méme son réglement d’organisation interne qui entre en vigueur
apres approbation par I’autorité compétente.

Le Conseil d’Etat estime qu’au regard du caractere consultatif des missions prévues a I’article 2 et
du caractere interministériel de la composition du comité, 1’article 76 de la Constitution permet de faire
abstraction des dispositions sous avis, alors que ,le Grand-Duc reégle 1’organisation de son
Gouvernement. Le Conseil d’Etat met des lors les auteurs du projet de loi en garde contre le risque
d’inconstitutionnalité inhérent a leur démarche et demande la suppression de I’article 2.

Etant donné que de tels comités existent dans beaucoup de domaines, la commission parlementaire
décide de ne pas suivre le Conseil d’Etat. Dans son avis complémentaire, le Conseil d’Etat regrette
que la commission parlementaire ne 1’ait pas suivi quant a la suppression des dispositions de
I’article 2.

La Commission de I’Environnement décide d’introduire un amendement, qui est une simple consé-
quence de la reformulation proposée par le Conseil d’Etat a I’article ler du projet. Cet amendement
vise une distinction entre le ministre précisé a I’article ler et les autres membres du gouvernement
pour ce qui est du comité interministériel.
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Par ailleurs, la Commission de I’Environnement décide de suivre la suggestion du Conseil d’Etat
d’ajouter au comité interministériel un représentant du membre du gouvernement ayant les Finances
dans ses attributions (administration des douanes et accises) et de libeller autrement les dispositions
ayant trait a la coprésidence du comité.

Dans son deuxieme avis complémentaire du 17 février 2009, le Conseil d’Etat constate que la com-

mission parlementaire a donné suite a ses observations ponctuelles formulées a I’endroit de
I’article 2.

L’article 2 se lira donc comme suit:

Art. 2. Le ministre est appuyé dans sa tdche par un comité interministériel, dénommé ,,comité
REACH®, qui a pour tdche essentiellement de superviser ’application du reglement REACH.

Le comité REACH peut notamment adresser des avis et recommandations au ministre.

Le comité REACH travaille en étroite collaboration avec le centre de ressources des technologies
pour ’environnement, qui est chargé en la matiére essentiellement de tdches d’assistance et de
conseil aux acteurs économiques concernés et d’appui aux missions du ministre et du comité
REACH.

Le comité REACH est composé de deux délégués du ministre et des membres du gouvernement
ayant respectivement [’Economie, les Classes moyennes, le Travail, la Santé, les Finances et la
gestion de ’eau dans leurs attributions. La coprésidence du comité REACH est assurée par un
représentant du ministre et par un représentant du membre du gouvernement ayant I’économie dans
ses attributions.

Les coprésidents et les autres membres du comité REACH sont nommés conjointement par le
ministre et par le membre du gouvernement ayant I’économie dans ses attributions, sur proposition,
le cas échéant, des autres membres du gouvernement concernés.

Les coprésidents ainsi que les autres membres du comité REACH sont nommés pour une durée
de cing ans. Leur mandat est renouvelable. En cas de vacance de poste, le nouveau titulaire termine
le mandat du membre qu’il remplace.

Le secrétariat du comité REACH est assumé par un représentant du ministre.

En cas de nécessité, les coprésidents du comité REACH peuvent faire appel a un ou plusieurs
experts. Un représentant du centre de ressources des technologies de |’environnement participe aux
réunions du comité REACH en qualité d’observateur.

Le comité REACH élabore lui-méme son reglement d’organisation interne qui entre en vigueur
apres approbation par le ministre.

Article 3 initial (article 4 nouveau)

Cet article fait suite aux obligations qui se dégagent pour les Etats membres des articles 125 et 126
du reglement REACH.

Le Conseil d’Etat marque ses réserves les plus nettes face au foisonnement des prérogatives de
puissance publique attribuées a toutes sortes de fonctionnaires qui a priori n’ont pas les connaissances
requises pour procéder a la recherche des infractions et au rassemblement des preuves. Il demande de
renoncer a I’extension des compétences en question au-dela du cadre tracé par I’article 10 modifié du
Code d’instruction criminelle. Dans la mesure ou le législateur maintiendrait les compétences de police
judiciaire au bénéfice d’agents de 1’Etat ne relevant pas du corps de la Police grand-ducale, la Haute
Corporation insiste que les fonctionnaires susceptibles d’étre assermentés comme officiers de police
judiciaire justifient d’une qualification professionnelle a la hauteur de leur tache qu’ils auront acquise
grice a une formation spéciale.

La commission parlementaire décide de ne pas reprendre les commentaires de la Haute Corporation
relatifs a la formation spéciale a suivre, le cas échéant, par les agents des différentes administrations
en matiere de recherche et de constatation des infractions, alors qu’une pareille formation n’est exigée
par aucune loi environnementale et qu’en pratique 1’organisation et le suivi d’une telle formation ne
seraient guere aisés. Le texte de I’article 3 est donc maintenu dans sa version initiale.

Articles 4 et 5 initiaux (articles 5 et 6 nouveaux)

Les dispositions de ces deux articles ont trait aux prérogatives des agents identifiés a I’article 3
initial (article 4 nouveau) en vue de procéder aux contrdles requis dans les installations, locaux, dépen-
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dances et moyens de transport pour veiller au respect des exigences du reglement REACH, de la loi
en projet et des reglements grand-ducaux pris en son exécution.

Le Conseil d’Etat souligne la nécessité de respecter le principe de I’inviolabilité du domicile qui,
aux termes de la jurisprudence de la Cour européenne des droits de I’Homme, ne vise pas uniquement
le domicile privé des particuliers mais accorde également aux individus un droit a la protection de leur
cadre de travail professionnel. Cette protection se trouve par ailleurs étendue aux personnes morales.
La Haute Corporation rappelle que les visites et perquisitions du domicile relevent des regles du Code
d’instruction criminelle et qu’une visite domiciliaire, qu’elle concerne le domicile privé d’un particulier
ou le siege ou les locaux professionnels d’un entrepreneur individuel ou d’une société, n’est des lors
possible que sur base d’un mandat judiciaire. Dans ces conditions, le Conseil d’Etat insiste que 1’ arti-
cle 4 initial (article 5 nouveau) soit complété par un deuxieme paragraphe libellé comme suit, le texte
en projet de I’article devenant le paragraphe ler:

»(2) Toutefois, et sans préjudice de 'article 33(1) du Code d’instruction criminelle, s’il existe
des indices graves faisant présumer que l’origine de l’infraction se trouve dans les locaux destinés
a I'habitation, il peut étre procédé a la visite domiciliaire entre six heures et demie et vingt heures
par deux officiers de police judiciaire, membres de la Police grand-ducale ou agents au sens de
Uarticle 3 (selon le Conseil d’Etat), agissant en vertu d’un mandat du juge d’instruction.

La Commission de I’Environnement décide de reprendre le texte tel que suggéré par la Haute
Corporation, en ce qui concerne les prérogatives de contrdle et plus précisément de visite domiciliaire.
Elle souhaite en effet éviter le risque de non-conformité des dispositions initialement proposées avec
la Convention européenne de sauvegarde des droits de I’'Homme et des libertés fondamentales. A noter
que, étant donné I’ajout du deuxiéme paragraphe, la phrase: ,,Cette disposition n’est pas applicable aux
locaux d’habitation* du paragraphe ler est biffée.

Par ailleurs, le Conseil d’Etat propose de regrouper les dispositions de ces deux articles en un seul
article. Ces suggestions ne sont reprises par la Commission de 1’Environnement, au motif que les
dispositions du projet de loi s’inspirent de dispositions analogues en matiere environnementale.

En accord avec le Conseil d’Etat qui releve le fait que les dispositions ayant trait aux pouvoirs et
prérogatives de contrdle ne visent pas les fonctionnaires de la Police grand-ducale, la commission
parlementaire propose en outre d’intégrer aux articles sous rubrique les membres de la Police grand-
ducale, agissant dans le cadre de leurs compétences respectives. La Commission de I’Environnement
estime a cet égard que la problématique des prérogatives de contrdle des membres de la Police grand-
ducale est une affaire de compétence générale et tient a mentionner qu’elle est d’avis qu’il serait
opportun d’adopter une seule et unique 1égislation horizontale en la matiere.

Les articles 5 et 6 nouveaux seront libellés comme suit:

Art. 5. 1. Les membres de la Police grand-ducale et les personnes visées a ’article 4 ont acces
aux locaux, installations, sites et moyens de transport assujettis a la présente loi et aux réglements
a prendre en vue de son application.

Ils peuvent pénétrer de jour et de nuit, lorsqu’il existe des indices graves faisant présumer une
infraction a la présente loi et a ses reglements d’exécution, dans les locaux, installations, sites et
moyens de transport visés ci-dessus. €ette—disposition—n est—pas—applicable—aux—loeaux

D habitation

Ils signalent leur présence au chef du local, de Uinstallation ou du site ou a celui qui le remplace.

Celui-ci a le droit de les accompagner lors de la visite.

2. Toutefois, et sans préjudice de I'article 33(1) du Code d’instruction criminelle, s’il existe des
indices graves faisant présumer que l’origine de l'infraction se trouve dans les locaux destinés a
[’habitation, il peut étre procédé a la visite domiciliaire entre six heures et demie et vingt heures
par deux officiers de police judiciaire, membres de la Police grand-ducale ou agents au sens de
Uarticle 4, agissant en vertu d’'un mandat du juge d’instruction.

Art. 6. Les membres de la Police grand-ducale et les personnes visées a l’article 4 sont habilités

N

a:
1. demander communication de tous les registres, de toutes les écritures et de tous les documents
relatifs aux substances, préparations et articles visés par la présente loi,

2. prélever, aux fins d’examen ou d’analyse, des échantillons des substances, préparations et arti-
cles visés par la présente loi. Les échantillons sont pris contre délivrance d’un accusé de récep-
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tion. Une partie de I’échantillon, cachetée ou scellée, est remise au fabricant, au producteur, a
U'importateur, a lutilisateur en aval, au distributeur ou au destinataire, a moins que celui-ci n’y
renonce expressément,

saisir et au besoin mettre sous séquestre les substances, préparations et articles visés par la
présente loi ainsi que les registres, écritures et documents les concernant.

Tout fabricant, producteur, importateur, utilisateur en aval, distributeur ou destinataire respec-

tivement des substances, des préparations, et des articles est tenu, a la réquisition des membres de
la Police grand-ducale et des personnes visées a article 4, de faciliter les opérations auxquelles

ceux-ci procédent en vertu de la présente loi.

En cas de condamnation, les frais occasionnés par les mesures prises en vertu du présent article

sont mis a charge du prévenu. Dans tous les autres cas, ces frais sont supportés par I’Etat.

Article 6 initial (article 7 nouveau)

Cet article reprend une disposition standard dans la 1égislation environnementale et ne souleve pas
d’observation de la part du Conseil d’Etat.

Article 7 initial (article 8 nouveau)

Dans sa version initiale, I’article sous rubrique énumere les articles et caractérise les infractions dont
la violation releve de peines d’emprisonnement et/ou d’amendes, en fonction de leur gravité. Il est
libellé comme suit:

Art. 7. Sanctions pénales

1. Sera puni d’un emprisonnement de un a trois ans et d’'une amende de 10.000 a 50.000 euros,

ou d’une de ces peines seulement, quiconque aura commis une infraction aux articles 6, 7, 10, 12,
17, 18, 21, 56, 61, 62, 67 et 129 du reglement REACH, a savoir si:

un fabricant ou un importateur aura respectivement fabriqué et mis sur le marché sans enregis-
trement préalable une substance, telle quelle ou contenue dans une ou plusieurs préparation(s),
soumise a enregistrement ou un polymere soumis a enregistrement

un fabricant, un producteur ou un importateur aura introduit une demande d’enregistrement
faussée respectivement aura fabriqué et mis sur le marché une substance, telle quelle ou contenue
dans une ou plusieurs préparation(s), soumise a enregistrement, ou aura respectivement fabriqué
et mis sur le marché un article soumis a enregistrement, et ayant fait I’objet d’'une demande
d’enregistrement faussée

un fabricant ou un importateur d’une substance déja enregistrée, telle quelle ou contenue dans
une ou plusieurs préparation(s), n’aura pas communiqué a [’Agence européenne des produits
chimiques des informations complémentaires, dans le cas ou la quantité de la substance par
fabricant ou par importateur atteint un seuil immédiatement supérieur

un producteur ou un importateur aura respectivement fabriqué et mis sur le marché sans enre-
gistrement ou notification préalables des articles contenant des substances pour lesquelles un
enregistrement ou une notification sont requis

un fabricant n’aura pas enregistré des intermédiaires isolés restant sur le site et soumis a
enregistrement

un fabricant ou un importateur n’aura pas enregistré des intermédiaires isolés transportés et
soumis a enregistrement

un déclarant aura entamé ou poursuivi la fabrication ou l'importation d’une substance ou d’un
article avant I’expiration de la période d’attente prévue ou malgré les indications contraires de
la part de I’Agence européenne des produits chimiques

un fabricant, un importateur ou un utilisateur en aval aura respectivement mis sur le marché
sans autorisation préalable une substance en vue d’une utilisation et soumise a autorisation et
utilisé lui-méme sans autorisation préalable une substance, soumise a autorisation

un bénéficiaire d’une autorisation aura respectivement mis sur le marché et utilisé une substance,
pour laquelle I’autorisation a été retirée, suspendue ou modifiée

un fabricant, un importateur, un utilisateur ou un utilisateur en aval aura introduit une demande
d’autorisation faussée respectivement aura mis sur le marché une substance en vue d’une utili-
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sation et soumise a autorisation et utilisé lui-méme une substance, soumise a autorisation, et
ayant fait ’objet d’'une demande d’autorisation faussée

— un fabricant, un producteur, un importateur ou un utilisateur en aval d’une substance, telle quelle
ou contenue dans une ou plusieurs préparation(s) ou d’un article et qui fait I’objet d’une res-
triction, aura respectivement fabriqué, mis sur le marché et utilisé ladite substance au-dela des
conditions prévues par la restriction en question

— un fabricant ou un importateur aura respectivement fabriqué et mis sur le marché une substance,
telle quelle ou contenue dans une préparation ou un article, en violation de mesures provisoires
de sauvegarde de la santé humaine et de l’environnement qui ont été prises.

2. Sera puni d’un emprisonnement de trois a six mois et d’'une amende de 250 a 5.000 euros, ou
d’une de ces peines seulement, quiconque aura commis une infraction aux articles 7, 11, 14, 19,
22,25, 27, 29 a 38, 40, 41, 46, 65, 66 et 74 du réglement REACH, a savoir si: — un producteur ou
un importateur d’un article pour lequel une procédure de notification n’est pas applicable, n’aura
pas fourni des instructions appropriées au destinataire de I’article

— un déclarant principal aura soumis des informations d’enregistrement sans ’assentiment des
autres déclarants en cas de soumission conjointe de données par plusieurs déclarants

— un fabricant ou un importateur n’aura pas effectué une évaluation de la sécurité chimique ou
n’aura pas établi un rapport sur la sécurité chimique pour des substances soumises a enregis-
trement ou un fabricant ou un importateur n’aura pas tenu a jour ou n’aura pas rendu disponible
ledit rapport

— un déclarant principal aura soumis des informations d’enregistrement sans l’assentiment des
autres déclarants en cas de soumission conjointe de données relatives a des intermédiaires isolés
par plusieurs déclarants

— un déclarant n’aura pas mis a jour un enregistrement

— un déclarant aura échangé, dans le cadre du partage et de la soumission conjointe d’informa-
tions, des informations concernant le comportement commercial des substances

— un déclarant antérieur n’aura pas soumis les informations convenues a un déclarant potentiel,
en cas de partage de données existantes pour les substances enregistrées

— un membre d’un forum d’échange d’informations sur les substances n’aura pas communiqué aux
autres membres des études existantes ou un propriétaire d’une étude aura procédé a l’enregis-
trement sans avoir au préalable partagé des données sur des essais

— un fournisseur d’une substance ou d’une préparation n’aura pas fourni au destinataire une fiche
de données de sécurité ou aura fourni a ce dernier une fiche incompléte ou n’aura pas mis a
Jjour la fiche

— un fournisseur d’une substance, telle quelle ou contenue dans une préparation, et pour laquelle
une fiche de données de sécurité n’est pas requise, n’aura pas fourni au destinataire des infor-
mations déterminées ou n’aura pas tenu a jour ces informations

— un fournisseur d’un article contenant une substance n’aura pas fourni respectivement au desti-
nataire et au consommateur des informations suffisantes

— un acteur de la chaine d’approvisionnement d’une substance ou d’une préparation n’aura pas
communiqué a un acteur ou a un distributeur situé immédiatement en amont dans ladite chaine,
des informations déterminées

— un employeur n’aura pas donné a ses travailleurs et aux représentants de ceux-ci des informa-
tions déterminées

— un fabricant, un importateur, un utilisateur en aval ou un distributeur d’'une substance, telle
quelle ou contenue dans une préparation, n’aura pas conservé des données sur une période
déterminée

— un utilisateur en aval d’une substance, telle quelle ou contenue dans une préparation, n’aura
pas élaboré un rapport sur la sécurité chimique ou n’aura pas mis a jour ou rendu disponible
ledit rapport

— un utilisateur en aval n’aura pas communiqué a I’Agence européenne des produits chimiques les
informations requises préalablement a [’affectation d’une substance a une utilisation particuliére
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— un déclarant ou un utilisateur en aval n’aura pas, dans le cadre de I’examen des propositions
d’essai, communiqué a I’Agence européenne des produits chimiques les informations exigées
dans le délai fixé

— un déclarant n’aura pas, dans le cadre du contrdle de la conformité des enregistrements, com-
muniqué a I’Agence européenne des produits chimiques les informations exigées dans le délai
fixé

— un déclarant n’aura pas, dans le cadre d’une demande d’informations supplémentaires et du
contrdle des informations communiquées, communiqué a I’Agence européenne des produits
chimiques les informations exigées dans le délai fixé

— un titulaire d’une autorisation ou un utilisateur en aval qui mettent la substance dans une pré-
paration, n’aura pas mentionné, avant la mise sur le marché de la substance ou de la préparation,
le numéro de I’autorisation sur ’étiquette

— un utilisateur en aval utilisant une substance n’aura pas soumis une notification a I’Agence
européenne des produits chimiques dans le délai requis

— la personne redevable ne se sera pas acquittée des redevances requises.

3. Sera punie d’un emprisonnement de 8 jours a 6 mois et d’'une amende de 250 a 125.000 euros
ou d’une de ces peines seulement, toute infraction a une décision prise en application de ’article 8
de la présente loi.

Le Conseil d’Etat constate que les auteurs du projet de loi prévoient trois types d’infractions sanc-
tionnées comme délits par des peines d’emprisonnement et par des amendes. La Haute Corporation
note également que les auteurs du projet de loi omettent d’expliquer le pourquoi de cette différenciation
qui a de quoi surprendre, notamment en ce qui concerne la marge d’appréciation importante laissée
dans le troisieme cas au juge pour fixer I’amende par rapport a la marge qui lui est accordée en relation
avec la détermination de la peine d’emprisonnement. Rappelant qu’une différenciation des peines n’est
justifiée que par rapport a la gravité des incriminations, le Conseil d’Etat estime que le choix opéré
par les auteurs du projet demande a étre explicité et qu’en tout état de cause les sanctions retenues
doivent respecter une logique clairement documentée tant en ce qui concerne le rapport entre les caté-
gories identifiées de peines que pour ce qui est de I'ordre de grandeur des amendes et des durées
d’emprisonnement retenues pour une catégorie déterminée de peines. En outre, le Conseil d’Etat sou-
ligne qu’il convient, du moins pour la deuxieme et pour la troisieme catégorie, de fixer le minimum
de ’amende a 251 euros, pour assurer la différenciation avec les amendes contraventionnelles dont le
maximum se trouve arrété a 250 euros. Sous peine de devoir refuser la dispense du second vote consti-
tutionnel, le Conseil d’Etat demande que 1’article sous rubrique soit modifié de facon a concorder avec
les exigences des articles 12 et 14 de la Constitution et a opérer une sanction correcte du réglement
communautaire.

La Commission de I’Environnement décide de suivre ces remarques du Conseil d’Etat et de répon-
dre a son opposition formelle. Elle décide d’introduire un amendement qui prévoit de se limiter a une
seule peine valable pour I’ensemble des infractions a des articles du reglement REACH. En outre, la
liste des infractions est complétée dans le sens voulu par le Conseil d’Etat. A I’instar d’autres 1égis-
lations environnementales et de prises de position afférentes du Conseil d’Etat, il est prévu de se
limiter a une énumération des articles du réglement REACH dont le non-respect est susceptible d’étre
sanctionné.

Dans son avis complémentaire, le Conseil d’Etat note que la commission parlementaire a tenu
compte de son opposition formelle, émise dans son avis du 23 septembre 2008, a I’encontre de 1’arti-
cle 7 du projet de loi initial (nouvel article 8) et qu’elle a proposé de concevoir les dispositions de
’article en question dans la lignée de ses observations.

La commission parlementaire décide de suivre les propositions rédactionnelles de la Haute
Corporation, a savoir:

— remplacer dans I’énumération des articles, dont le non-respect est incriminé, la série ,,9, 10, 11, 12*

par ,,9 a 12% et la série ,,17, 18, 19* par ,,17 a 19%;

— écrire au paragraphe 2 du nouvel article, ,,les mémes peines* au lieu de ,Jes mémes sanctions*.

L’article sous rubrique se lira donc comme suit:
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Art. 8. Sanctions pénales

1. Sera puni d’un emprisonnement de un a trois ans et d’'une amende de 251 +0-000-a 50.000 euros,
ou d’une de ces peines seulement, quiconque aura commis une infraction aux articles5a 7, 9 a 12,
14,17 a 19, 21, 22, 25, 27 a 41, 46, 56, 60 a 62, 65 a 68, 74 et 129 du reglement REACH.

2. Les mémes peines s’appliquent en cas d’entrave aux mesures administratives prises en
application de Uarticle 3.

Article 8 initial (article 3 nouveau)

Cet article prévoit la faculté pour le ministre de 1’environnement de prendre les mesures utiles pour
empécher les fabricants de produits chimiques ainsi que les personnes qui réutilisent ces substances ou
en assurent la mise sur le marché de produire, d’importer ou de vendre des substances chimiques
soumises a réglementation sans observer les exigences prévues a cet effet par le reglement REACH.

Le Conseil d’Etat constate que le régime prévu se rapproche de celui retenu, par exemple, dans la
loi modifiée du 17 juin 1994 relative a la prévention et a la gestion des déchets ou dans la loi modifiée
du 10 juin 1999 relative aux établissements classés. Le Conseil d’Etat peut se déclarer d’accord avec
le choix retenu. Toutefois, il renvoie a son avis du 17 juin 2008 sur le projet de loi relatif aux piles et
accumulateurs ainsi qu’aux déchets de piles et d’accumulateurs (doc. parl. 5855) pour attirer 1’attention
sur les problemes que peut poser le cumul de sanctions pénales et de sanctions administratives. Ainsi
le Conseil d’Etat suggere-t-il d’utiliser dans 1’article sous rubrique la seule notion de ,,mesure admi-
nistrative*, d’omettre le terme ,,sanction* et de remplacer, au paragraphe ler et au paragraphe 4, le
terme ,,infraction (aux)“ par ,,non-respect (des)“. Par ailleurs, le Conseil d’Etat rappelle la préférence
qu’il donne, suite a son observation afférente concernant I’article ler, a I’expression ,,ministre* pour
désigner le ministre compétent par rapport au terme ,autorité compétente*.

La Commission de I’Environnement décide d’introduire un amendement concernant les mesures
administratives a la lumiere de I’extension de la liste des infractions. Le libellé retenu en la matiere
s’inspire des amendements parlementaires retenus pour le projet de loi 5855 relatif aux piles et accu-
mulateurs ainsi qu’aux déchets de piles et accumulateurs. Les amendements a introduire sont partiel-
lement suggérés par le Conseil d’Etat.

Dans son avis complémentaire du 19 décembre 2008, le Conseil d’Etat constate que le texte proposé
par la commission parlementaire fait largement suite a ses observations du 23 septembre 2008 relatives
al’article 8 du projet gouvernemental, devenu le nouvel article 3. Sur le plan rédactionnel, la Commission
de ’Environnement suit les suggestions de la Haute Corporation de faire précéder le texte du premier
paragraphe par un chiffre 1. et de remplacer le terme ,,point 1* par ,,paragraphe ler. De méme, au
paragraphe 4, le libellé suivant est retenu: ,,4. Des qu’il a été constaté qu’il a été mis fin aux non-con-
formités ayant fait I’objet des mesures prévues au paragraphe ler, ces dernieres sont levées®.

Le Conseil d’Etat constate également que la Commission n’a pas réagi a son observation a I’endroit
de I’article 8 initial (nouvel article 3) concernant le suivi a réserver a I’article 129 du reglement REACH
au sujet des modalités d’organisation des mesures d’urgence lorsque la santé humaine ou 1’environne-
ment risquent d’étre affectés. Le Conseil d’Etat estime que le présent projet de loi pourrait utilement
s’inspirer de I’article 60 de la loi du 19 décembre 2008 relative a I’eau. La Commission de I’Environ-
nement considere cependant qu’une reprise de I’article 129 dans le cadre du projet de loi ne s’impose
pas, car:

— il s’agit d’un réglement CE, qui est donc directement applicable;

— Tarticle 129 du réglement REACH donne une base habilitante a un Etat membre pour prendre des
mesures dites d’urgence, ceci dans le cadre d’une clause de sauvegarde;

— larticle 121 dudit réeglement impose aux Etats membres la désignation d’une ou de plusieurs auto-
rités compétentes chargées d’exercer les fonctions attribuées aux autorités compétentes en vertu du
reéglement;

— Tarticle ler du projet de loi confie les attributions d’autorité compétente aux fins de 1’application
du reglement au membre du gouvernement ayant I’environnement dans ses attributions;

— Tarticle 8 du projet de loi énumere ’article 129 parmi les articles dont la violation est susceptible
de sanctions pénales.

Le libellé de cet article sera le suivant:
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Art 3.1 En cas de non-respect des dtsposmons de ’article 8 paragraphe ler de la présente
loi, g (i PISES : g i—le ministre

peut selomle&eas

— impartir respectivement au fabricant, importateur, utilisateur en aval ou distributeur d’une subs-
tance, telle quelle ou contenue dans une préparation, ou d’une préparation, visées par la présente
loi, et au producteur, importateur ou destinataire d’un article visé par la présente loi, un délai
dans lequel ces derniers doivent se conformer a ces dispositions, délai qui ne peut étre supérieur
a deux ans;

— et, en cas de non-respect du délai de mise en conformité, faire suspendre, aprés mise en demeure,
en tout ou en partie l’activité par mesure provisoire ou faire fermer le local, 'installation ou le
site en tout ou en partie et apposer des scellés.

2. Tout intéressé peut demander I’application des mesures visées au paragraphe Ier.

3. Les mesures przses par le ministre en vertu du paragraphe 1 er deemom#mesjv%kauterne

férmetur&dwlee&l,—d&l—mstallaﬂom&wdu%#&sont susceptibles a’ ’un recours devant le tribunal

administratif qui statue comme juge du fond. Ce recours doit étre intenté sous peine de déchéance
dans les quarante jours de la notification de la décision intervenue.

4. Dés qu’il a été constaté qu’il a été mis fin aux non-conformités ayant fait I’objet des mesures
prévues au paragraphe ler, ces dernieres sont levées.

Article 9

Cet article prévoit de modifier la loi modifiée du 15 juin 1994 relative a la classification, I’emballage
et I’étiquetage des substances dangereuses, modifiant la loi du 11 mars 1981 portant réglementation
de la mise sur le marché et de I’emploi de certaines substances et préparations dangereuses. Le Conseil
d’Etat propose de renoncer dans la phrase introductive a 1’ajout ,,dénommée ci-apres ,,la loi* “, sup-
pression qui permettra de ne pas devoir répéter a chaque fois aux points 1 a 10 que les articles modifiés

ou abrogés sont ceux ,,de la loi“. La Haute Corporation signale en outre que:

— le point 1 doit étre complété par une deuxieme phrase libellée comme suit: ,,Les points restants sont
renumérotés en conséquence.”;

— la méme observation vaut pour le point 2;

— au point 3, il y a lieu de citer correctement I’intitulé du réglement (CE) No 1907/2006 en complétant
le texte par la mention des actes communautaires modifiés ou abrogés y cités;

— le point 4 prévoit de remplacer Iarticle 6 de la loi modifiée du 15 juin 1994. Quant au nouveau
libellé retenu pour le paragraphe ler de cet article 6, il y a lieu d’écrire ,,... conformément aux
informations prévues aux articles 12 et 13 du réglement (CE) No 1907/2006 prec1t"‘ le para-
graphe 4 de I’article 13 du réglement communautaire prévoyant la dérogation visée avec plus de
précision que le libellé retenu dans le texte gouvernemental. Au deuxieme alinéa du méme para-
graphe, il y a lieu d’écrire: ,,Ces mesures sont valables jusqu’au moment ou une décision quant a
Iinscription de la substance a I’annexe I a été prise.“ Au paragraphe 2 du nouvel article 6 de la loi
de 1994, le mot ,,ministre* s’écrit avec une lettre initiale minuscule. En outre, le Conseil d’Etat
propose, conformément a son observation relative a I’article ler, paragraphe ler, de libeller comme
suit ce paragraphe: ,,2. L’autorité compétente est le ministre ayant I’environnement dans ses attri-
butions, ci-apres dénommé le ministre. Le ministre est assisté par un comité ...*;

— au point 9, il convient de remplacer a la derniére phrase le mot ,.formulé* par ,,modifié* et d’écrire
la fin du nouveau texte du paragraphe 3 de I’article 28 de la loi de 1994 comme suit: ,,... apres avoir
demandé I’avis du comité consultatif visé a 1’article 6, paragraphe 2.

— au point 10, il y a lieu d’écrire ,,emprisonnement de huit jours a un an* et ,,251 a 12.500 euros™ en
vue de respecter, d’une part, le minimum du taux des amendes délictuelles et, d’autre part, le taux
de conversion du franc luxembourgeois en euro.

Les observations du Conseil d’Etat sont intégralement reprises. La Commission de I’Environnement
propose, en outre, d’apporter un nouvel amendement au texte de la future loi. Cet amendement est une
conséquence directe d’une suggestion formulée par le Conseil d’Etat dans son avis du 23 septembre
2008. La Haute Corporation avait en effet proposé de remplacer 1’expression ,,autorité compétente
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luxembourgeoise* par celle de ,,autorité compétente en un seul endroit (a I’article 9.4.2 du projet de
loi), alors que cette expression figure a d’autres endroits. La Commission de I’Environnement se pro-
pose donc d’apporter les modifications suivantes a 1’article 9 du projet de loi:

remplacer I’expression ,,I’autorité compétente luxembourgeoise” par celle de ,I’autorité compé-
tente* au niveau de I’intitulé de I’article 6 de la loi de 1994 (point 4 du projet de loi);

compléter 1’article 9 du projet de loi par un nouveau point 9 libellé comme suit: ,,9. A ’article 27,
Uexpression ,,I’autorité compétente luxembourgeoise® est remplacée par celle de ,1’autorité
compétente “;

renuméroter les points 9 et 10 en points 10 et 11;

remplacer I’expression ,,I’autorité compétente luxembourgeoise® par celle de ,I’autorité compé-
tente* au niveau du dernier tiret du point 10 initial (point 11 nouveau).

L’article 9 se lira comme suit:
Art. 9. La loi modifiée du 15 juin 1994
— vrelative a la classification, I'emballage et I’étiquetage des substances dangereuses

— modifiant la loi modifiée du 11 mars 1981 portant réglementation de la mise sur le marché et de

I’emploi de certaines substances et préparations dangereuses, dénonmée—ci-aprés—latoi—est

modifiée comme suit:

1. A larticle ler, paragraphe 1 dea-loi, les points a), b) et ¢) sont supprimés. Les points restants
sont renumérotés en conséquence.

2. A larticle 2, paragraphe 1 dela-loi, les points c), d), f) et g) sont supprimés. Les points restants
sont renumérotés en conséquence.

3. L’article 3 de-la-loi-est remplacé comme suit:

»Les essais de substances réalisés dans le cadre de la présente loi sont effectués conformé-
ment aux prescriptions de I'article 13 du reglement (CE) No 1907/2006 du Parlement européen
et du Conseil du 18 décembre 2006 concernant ’enregistrement, I’évaluation et I’autorisation
des substances chimiques, ainsi que les restrictions applicables a ces substances (REACH),
instituant une agence européenne des produits chimiques, modifiant la directive 1999/45/CE et
abrogeant le reglement ( CEE) No 793/93 du Conseil et le reglement (CE) No 1488/94 de la
Commission ainsi que la directive 76/769/CEE du Conseil et les directives 91/155/CEE, 93/67/

CEE, 93/1 05/CE et 2000/2 1/CE de la Commzsszon é@@#@#@%@@édliﬁaﬁleme%mepeen

4. L’article 6 de-la-loi-est remplacé comme suit:
LArt. 6. Mise sur le marché et autorité compétente luxembourgeoise

1. Les substances, en [’état ou en préparation, ne peuvent étre mises sur le marché que si elles
sont emballées et étiquetées conformément aux articles 21 a 24 et aux criteres fixés a l'an-
nexe VI et, pour les substances enregistrées, conformément aux informations prévues aux
informations-obtenuespart application-des-articles 12 et 13 du reglement (CE) No 1907/2006
précité, sauf, si pour les préparations, il existe des prescriptions dans d’autres
législations.

Ces mesures sont valables jusqu’au moment ou une décision quant a l’inscription de la

substance a l annexe I a été prtse kaer&pﬁ%d&la&tbﬁmml—m%@uww

2. L’autorité compétente tuxembeourgeoise-est le ministre Ministre-ayant [’environnement dans
ses attributions, ci-apres dénommé le ministre. L autorité-compétente-luxembounrgeoise Le

ministre est assisté par un comité consultatif en matiére de classification, d’emballage et
d’étiquetage des substances dangereuses, dont la composition, le mode de fonctionnement et
les attributions sont précisés par réglement grand-ducal. “

5. Les articles 7 a 15 detatoi-sont abrogés.
6. L'article 16 de-tatoi-est abrogé.
7. Les articles 17 a 20 de-latei-sont abrogés.
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8. L’article 26 detatoi-est abrogé.

9. A larticle 27, Pexpression ,,’autorité compétente luxembourgeoise* est remplacée par celle
de ,,l’autorité compétente*.

10. L article 28 de-la-loi-est modifié comme suit:
Au paragraphe 2, la référence aux annexes V, VII et VIII est supprimée.
Le paragraphe 3 est modifié formulé-comme suit:

,,3. Ces annexes peuvent étre modifiées ou complétées par reglement grand-ducal, a prendre
sur avis du Conseil d’Etat, apres avoir demandé I’avis du comité consultatif visé a l’article 6,
paragraphe 2. entendu-en-son-avis-“

11. L’article 31 de-la-lei-est remplacé comme suit:

»Sera puni d’un emprisonnement de huit jours a un an whe-année-et d’une amende de 251
a 12.500 euros, ou d’une ces peines seulement, quiconque

— aura mis sur le marché une substance sans disposer des essais et de la classification prévus
respectivement a l’article 3 et a larticle 4;

— aura mis sur le marché une substance en violation des conditions d’emballage et d’étiquetage
et des criteres généraux afférents prévus respectivement par les articles 21 a 24 et par
’annexe VI;

— aura procédé a une publicité interdite en application de ’article 25;

— aura mis sur le marché une substance en violation d’'une mesure de sauvegarde prononcée

par I’autorité compétente luxembourgeoise au titre de I’article 27.

Article 10

L’article 10 a pour objectif de modifier la loi du 3 aodit 2005 relative a la classification, a I’emballage
et a I’étiquetage des préparations dangereuses. Etant donné que le reglement REACH supprime les
dispositions relatives aux fiches de données de sécurité dans la directive 1999/45/CE, I’article 7 de la
loi de transposition de cette derniere est abrogé en conséquence, ce qui implique également que I’in-
fraction correspondante ne pourra plus étre consommée. En outre, le comité consultatif est complété
par un représentant du ministre ayant la gestion de 1’eau dans ses attributions, ceci dans un souci de
couvrir ’expertise en la matiere. Le Conseil d’Etat propose d’écrire le terme ,,ministre® avec une lettre
initiale minuscule. De méme, conformément a la loi du 21 décembre 2007 a) portant réforme de 1’Ins-
pection du travail et des mines b) modification du Titre Premier du Livre VI du Code du travail
¢) modification de I’article L. 142-3 du Code du travail, il y a lieu d’écrire correctement , Inspection
du travail et des mines®. L’article sera libellé comme suit:

Art. 10. La loi du 3 aoiit 2005 relative a la classification, a l’emballage et a I’étiquetage des
préparations dangereuses est modifiée comme suit:

1. A larticle 13 de la loi, la premiére phrase de I’alinéa 2 est remplacée comme suit:

, Le comité se compose de deux représentants de ’Inspection du travail et des mines qui en
sont respectivement le président et le secrétaire, d’un représentant du ministre ayant l’environ-
nement dans ses attributions, d’un représentant du ministre ayant la santé dans ses attributions,
d’un représentant du ministre ayant ’agriculture dans ses attributions et d’un représentant du
ministre ayant la gestion de I’eau dans ses attributions.

2. L’article 7 de la loi est abrogé.
3. A larticle 16 de la loi, le point 5 est supprimé.

Article 11

Etant donné que le réglement REACH abroge la directive 76/769/CEE, la loi de transposition de
cette derniere est abrogée en conséquence par 1’article sous rubrique, qui ne souleve pas d’observation
de la part du Conseil d’Etat.

Article 12

L’article 12, dans sa version initiale, fixait au ler juin 2008 la date d’entrée en vigueur de la future
loi. Cet article précisait par ailleurs que 1’abrogation de la loi de 1981 ne s’opérerait qu’au ler juin
2009, ceci conformément a I’article 139 du reglement REACH. Comme les dates prévues pour I’entrée
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en vigueur des différentes parties de la loi en projet seront partiellement révolues au moment de la
publication de cette derniere au Mémorial, la Commission de I’Environnement décide de suivre le
Conseil d’Etat, qui propose d’écrire:

Art. 12. Les dispositions de ['article 11 ne s’appliquent qu’a compter du ler juin 2009.

Article 13 nouveau

La Commission de I’Environnement décide d’introduire un amendement en ajoutant un article per-
mettant une référence abrégée a la loi. Il s’ensuit qu’un chapitre IV intitulé ,,Disposition spéciale* sera
introduit. L’article nouveau sera libellé comme suit:

Chapitre IV Disposition spéciale

Art. 13. Dans toute disposition légale ou réglementaire future, la référence a la présente loi
peut se faire sous une forme abrégée en utilisant les termes ,,loi du ... concernant I’enregistre-
ment, I’évaluation et ’autorisation des substances chimiques, ainsi que les restrictions applicables
a ces substances.*

Le Conseil d’Etat se déclare d’accord avec la proposition de la commission parlementaire de com-
pléter le projet de loi par une formule permettant de mentionner la loi en projet sous une forme abrégée.
Quant a I’insertion de cette disposition dans la future loi, il suggere de regrouper ’article 13 avec les
articles 9 a 12 dans un chapitre III intitulé ,, Dispositions modificatives, abrogatoires et finales* pour

ne pas devoir réserver un chapitre a part au nouvel article. La Commission fait sienne cette
proposition.

Compte tenu des observations qui précedent, la Commission de I’Environnement recommande a la
Chambre des Députés de voter le projet de loi dans la teneur suivante:

%
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VI. TEXTE PROPOSE PAR LA COMMISSION

PROJET DE LOI

a) relatif aux controles et aux sanctions concernant I’enregis-
trement, I’évaluation et I’autorisation des substances chimi-
ques et les restrictions y applicables, telles que ces substances
sont visées par le reglement (CE) No 1907/2006 du Parlement
européen et du Conseil du 18 décembre 2006 concernant
I’enregistrement, I’évaluation et I’autorisation des substances
chimiques, ainsi que les restrictions applicables a ces subs-
tances (REACH), instituant une agence européenne des pro-
duits chimiques, modifiant la directive 1999/45/CE et
abrogeant le réglement (CEE) No 793/93 du Conseil et le regle-
ment (CE) No 1488/94 de la Commission ainsi que la direc-
tive 76/769/CEE du Conseil et les directives 91/155/CEE,
93/67/CEE, 93/105/CE et 2000/21/CE de la Commission

b) modifiant la loi modifiée du 15 juin 1994

— relative a la classification, ’emballage et I’étiquetage des
substances dangereuses

— modifiant la loi du 11 mars 1981 portant réglementation de
la mise sur le marché et de ’emploi de certaines substances
et préparations dangereuses

¢) modifiant la loi du 3 aoit 2005 relative a la classification, a
I’emballage et a I’étiquetage des préparations dangereuses

d) abrogeant la loi modifiée du 11 mars 1981 portant réglemen-
tation de la mise sur le marché et de I’emploi de certaines
substances et préparations dangereuses

Chapitre ler. — Compétences et mesures administratives

Art. ler. Le membre du gouvernement ayant I’environnement dans ses attributions, ci-apres désigné
le ministre, exerce les attributions de I’autorité compétente aux fins de 1’application du réglement (CE)
No 1907/2006 du Parlement européen et du Conseil du 18 décembre 2006 concernant I’enregistrement,
I’évaluation et 1’autorisation des substances chimiques, ainsi que les restrictions applicables a ces
substances (REACH), instituant une agence européenne des produits chimiques, modifiant la directive
1999/45/CE et abrogeant le reglement (CEE) No 793/93 du Conseil et le reglement (CE) No 1488/94
de la Commission ainsi que la directive 76/769/CEE du Conseil et les directives 91/155/CEE, 93/67/

CEE, 93/105/CE et 2000/21/CE de 1la Commission, dénommé ci-apres ,,reglement REACH®.

Un reglement grand-ducal détermine les modalités d’organisation de la coopération interadminis-
trative entre I’administration de I’environnement, I’'Inspection du travail et des mines, la Direction de
la santé, le Laboratoire national de santé, I’administration de la gestion de I’eau et I’administration des
douanes et accises en vue de la mise en ceuvre et du fonctionnement du systeme de controles a assurer
par le Luxembourg dans le cadre de I’application du reglement REACH.

Art. 2. Le ministre est appuyé dans sa tdche par un comité interministériel, dénommé ,,comité
REACH®, qui a pour tache essentiellement de superviser I’application du réglement REACH.

Le comité REACH peut notamment adresser des avis et recommandations au ministre.

Le comité REACH travaille en étroite collaboration avec le centre de ressources des technologies
pour I’environnement, qui est chargé en la matiere essentiellement de taches d’assistance et de conseil
aux acteurs économiques concernés et d’appui aux missions du ministre et du comité REACH.

Le comité REACH est composé de deux délégués du ministre et des membres du gouvernement
ayant respectivement 1’économie, les classes moyennes, le travail, la santé, les finances et la gestion
de I’eau dans leurs attributions. La coprésidence du comité REACH est assurée par un représentant du
ministre et par un représentant du membre du gouvernement ayant I’économie dans ses attributions.
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Les coprésidents et les autres membres du comité REACH sont nommés conjointement par le
ministre et par le membre du gouvernement ayant 1’économie dans ses attributions, sur proposition, le
cas échéant, des autres membres du gouvernement concernés.

Les coprésidents ainsi que les autres membres du comité REACH sont nommés pour une durée de
cinq ans. Leur mandat est renouvelable. En cas de vacance de poste, le nouveau titulaire termine le
mandat du membre qu’il remplace.

Le secrétariat du comité REACH est assumé par un représentant du ministre.

En cas de nécessité, les coprésidents du comit¢é REACH peuvent faire appel a un ou plusieurs
experts. Un représentant du centre de ressources des technologies de I’environnement participe aux
réunions du comité REACH en qualité d’observateur.

Le comité REACH élabore lui-méme son réglement d’organisation interne qui entre en vigueur apres
approbation par le ministre.

Art. 3. 1. En cas de non-respect des dispositions de I’article 8 paragraphe ler de la présente loi, le
ministre peut

— impartir respectivement au fabricant, importateur, utilisateur en aval ou distributeur d’une substance,
telle quelle ou contenue dans une préparation, ou d’une préparation, visées par la présente loi, et au
producteur, importateur ou destinataire d’un article visé par la présente loi, un délai dans lequel ces
derniers doivent se conformer a ces dispositions, délai qui ne peut étre supérieur a deux ans;

— et, en cas de non-respect du délai de mise en conformité, faire suspendre, aprés mise en demeure,
en tout ou en partie 1’activité par mesure provisoire ou faire fermer le local, I’installation ou le site
en tout ou en partie et apposer des scellés.

2. Tout intéressé peut demander 1’application des mesures visées au paragraphe ler.

3. Les mesures prises par le ministre en vertu du paragraphe ler sont susceptibles d’un recours
devant le tribunal administratif qui statue comme juge du fond. Ce recours doit étre intenté sous peine
de déchéance dans les quarante jours de la notification de la décision intervenue.

4. Des qu’il a été constaté qu’il a été mis fin aux non-conformités ayant fait 1’objet des mesures
prévues au paragraphe ler, ces derniéres sont levées.

Chapitre IL. — Controle et sanctions pénales

Art. 4. Les infractions a la présente loi et a ses reglements d’exécution sont constatées et recherchées
par les agents de ’administration des douanes et accises a partir du grade de brigadier principal, le
directeur, les directeurs adjoints et les fonctionnaires de la carriere des ingénieurs et des ingénieurs-
techniciens de 1’administration de 1’environnement, le directeur, le directeur adjoint et le personnel
supérieur d’inspection et les ingénieurs-techniciens de 1’Inspection du travail et des mines, le directeur,
le directeur adjoint, les médecins, pharmaciens et ingénieurs de la Direction de la santé et du Laboratoire
national de santé et le directeur, le directeur adjoint et le personnel de la carriere supérieure et les
ingénieurs-techniciens de 1I’administration de la gestion de I’eau.

Dans I’exercice de leurs fonctions relatives a la présente loi, les fonctionnaires ainsi désignés de
I’administration des douanes et accises, de 1’administration de I’environnement, de 1’Inspection du
travail et des mines, de la Direction de la santé, du Laboratoire national de santé et de 1’administration
de la gestion de I’eau ont la qualité d’officiers de police judiciaire. Ils constatent les infractions par
des proces-verbaux faisant foi jusqu’a preuve du contraire.

Leur compétence s’étend a tout le territoire du Grand-Duché.

Avant d’entrer en fonction, ils prétent devant le tribunal d’arrondissement de leur domicile, siégeant
en matiere civile, le serment suivant: ,Je jure de remplir mes fonctions avec intégrité, exactitude et
impartialité*.

L’article 458 du Code pénal leur est applicable.
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Art. 5. 1. Les membres de la Police grand-ducale et les personnes visées a I’article 4 ont acces aux
locaux, installations, sites et moyens de transport assujettis a la présente loi et aux reéglements a prendre
en vue de son application.

Ils peuvent pénétrer de jour et de nuit, lorsqu’il existe des indices graves faisant présumer une
infraction a la présente loi et a ses reglements d’exécution, dans les locaux, installations, sites et moyens
de transport visés ci-dessus.

Ils signalent leur présence au chef du local, de Iinstallation ou du site ou a celui qui le remplace.
Celui-ci a le droit de les accompagner lors de la visite.

2. Toutefois, et sans préjudice de I’article 33(1) du Code d’instruction criminelle, s’il existe des
indices graves faisant présumer que 1’origine de l'infraction se trouve dans les locaux destinés a
I’habitation, il peut étre procédé a la visite domiciliaire entre six heures et demie et vingt heures par
deux officiers de police judiciaire, membres de la Police grand-ducale ou agents au sens de ’article 4,
agissant en vertu d’'un mandat du juge d’instruction.

Art. 6. Les membres de la Police grand-ducale et les personnes visées a I’article 4 sont habilités

[~

1. demander communication de tous les registres, de toutes les écritures et de tous les documents relatifs
aux substances, préparations et articles visés par la présente loi,

2. prélever, aux fins d’examen ou d’analyse, des échantillons des substances, préparations et articles
visés par la présente loi. Les échantillons sont pris contre délivrance d’un accusé de réception. Une
partie de 1’échantillon, cachetée ou scellée, est remise au fabricant, au producteur, a I’importateur,

a Dutilisateur en aval, au distributeur ou au destinataire, a moins que celui-ci n’y renonce
expressément.

3. saisir et au besoin mettre sous séquestre les substances, préparations et articles visés par la présente
loi ainsi que les registres, écritures et documents les concernant.

Tout fabricant, producteur, importateur, utilisateur en aval, distributeur ou destinataire respective-
ment des substances, des préparations, et des articles est tenu, a la réquisition des membres de la Police
grand-ducale et des personnes visées a 1’article 4, de faciliter les opérations auxquelles ceux-ci procédent
en vertu de la présente loi.

En cas de condamnation, les frais occasionnés par les mesures prises en vertu du présent article sont
mis a charge du prévenu. Dans tous les autres cas, ces frais sont supportés par I’Etat.

Art. 7. Les associations agréées en application de la loi modifiée du 10 juin 1999 relative aux éta-
blissements classés peuvent exercer les droits reconnus a la partie civile en ce qui concerne les faits
constituant une infraction au sens de la présente loi et portant un préjudice direct ou indirect aux intéréts
collectifs qu’elles ont pour objet de défendre, méme si elles ne justifient pas d’un intérét matériel et
méme si I’intérét collectif dans lequel elles agissent se couvre entierement avec 1’intérét social dont la
défense est assurée par le ministeére public.

Art. 8. 1. Sera puni d’un emprisonnement de un a trois ans et d’une amende de 251 a 50.000 euros,
ou d’une de ces peines seulement, quiconque aura commis une infraction aux articles 5 a 7,9 a 12,
14, 17 a 19, 21, 22, 25, 27 a 41, 46, 56, 60 a 62, 65 a 68, 74 et 129 du reglement REACH.

2. Les mémes peines s’ appliquent en cas d’entrave aux mesures administratives prises en application
de I’article 3.

Chapitre III. — Dispositions modificatives, abrogatoires et finales

Art. 9. La loi modifiée du 15 juin 1994
— relative a la classification, I’emballage et I’étiquetage des substances dangereuses

— modifiant la loi modifiée du 11 mars 1981 portant réglementation de la mise sur le marché et de
I’emploi de certaines substances et préparations dangereuses,

est modifiée comme suit:
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1. A Tl’article ler, paragraphe 1, les points a), b) et c) sont supprimés. Les points restants sont renu-
mérotés en conséquence.

2. A Tlarticle 2, paragraphe 1, les points c), d), f) et g) sont supprimés. Les points restants sont renu-
mérotés en conséquence.

3. L’article 3 est remplacé comme suit:

,,Les essais de substances réalisés dans le cadre de la présente loi sont effectués conformément
aux prescriptions de I’article 13 du réglement (CE) No 1907/2006 du Parlement européen et du
Conseil du 18 décembre 2006 concernant 1’enregistrement, 1’évaluation et I’autorisation des subs-
tances chimiques, ainsi que les restrictions applicables a ces substances (REACH) , instituant une
agence européenne des produits chimiques, modifiant la directive 1999/45/CE et abrogeant le
reglement ( CEE) No 793/93 du Conseil et le reglement (CE) No 1488/94 de la Commission ainsi
que la directive 76/769/CEE du Conseil et les directives 91/155/CEE, 93/67/CEE, 93/105/CE et
2000/21/CE de la Commission.

4. L’article 6 est remplacé comme suit:
Art. 6. Mise sur le marché et autorité compétente

1. Les substances, en 1’état ou en préparation, ne peuvent étre mises sur le marché que si elles
sont emballées et étiquetées conformément aux articles 21 a 24 et aux criteres fixés a I’annexe VI
et, pour les substances enregistrées, conformément aux informations prévues aux articles 12
et 13 du réglement (CE) No 1907/2006 précité, sauf, si pour les préparations, il existe des pres-
criptions dans d’autres législations.

Ces mesures sont valables jusqu’au moment ot une décision quant a I’inscription de la subs-
tance a I’annexe I a été prise.

2. L’autorité compétente est le ministre ayant I’environnement dans ses attributions, ci-apres
dénommé le ministre. Le ministre est assisté par un comité consultatif en matiere de classification,
d’emballage et d’étiquetage des substances dangereuses, dont la composition, le mode de fonc-
tionnement et les attributions sont précisés par reglement grand-ducal.*

. Les articles 7 a 15 sont abrogés.
. L’article 16 est abrogé.

. Les articles 17 a 20 sont abrogés.
. L’article 26 est abrogé.

O 0 3 O W

. A Tarticle 27, I’expression ,,I’autorité compétente luxembourgeoise™ est remplacée par celle de
,,I’autorité compétente*.

10. L’article 28 est modifié comme suit:
Au paragraphe 2, la référence aux annexes V, VII et VIII est supprimée.

Le paragraphe 3 est modifié comme suit: ,,3. Ces annexes peuvent &tre modifiées ou complétées
par reglement grand-ducal, a prendre sur avis du Conseil d’Etat, apres avoir demandé 1’avis du
comité consultatif visé a I’article 6, paragraphe 2.

11. L’article 31 est remplacé comme suit:

»Sera puni d’un emprisonnement de huit jours a un an et d’une amende de 251 a 12.500 euros,
ou d’une ces peines seulement, quiconque

— aura mis sur le marché une substance sans disposer des essais et de la classification prévus
respectivement a I’article 3 et a I’article 4;

— aura mis sur le marché une substance en violation des conditions d’emballage et d’étiquetage et
des criteres généraux afférents prévus respectivement par les articles 21 a 24 et par I’annexe VI;

— aura procédé a une publicité interdite en application de 1’article 25;

— aura mis sur le marché une substance en violation d’une mesure de sauvegarde prononcée par
I’autorité compétente au titre de 1’article 27.%

Art. 10. La loi du 3 aofit 2005 relative a la classification, a I’emballage et a 1’étiquetage des prépa-
rations dangereuses est modifiée comme suit:

1. A I’article 13 de la loi, la premiere phrase de 1’alinéa 2 est remplacée comme suit:
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,Le comité se compose de deux représentants de 1’Inspection du travail et des mines qui en sont
respectivement le président et le secrétaire, d’un représentant du ministre ayant 1’environnement
dans ses attributions, d’un représentant du ministre ayant la santé dans ses attributions, d’un repré-
sentant du ministre ayant 1’agriculture dans ses attributions et d’un représentant du ministre ayant
la gestion de 1’eau dans ses attributions.*

2. L’article 7 de la loi est abrogé.
3. A T'article 16 de la loi, le point 5 est supprimé.

Art. 11. La loi modifiée du 11 mars 1981 portant réglementation de la mise sur le marché et de
I’emploi de certaines substances et préparations dangereuses est abrogée.

Art. 12. Les dispositions de I’article 11 ne s’appliquent qu’a compter du ler juin 2009.
Art. 13. Dans toute disposition 1égale ou réglementaire future, la référence a la présente loi peut se
faire sous une forme abrégée en utilisant les termes ,,loi du ... concernant I’enregistrement, 1’évaluation

et ’autorisation des substances chimiques, ainsi que les restrictions applicables a ces substances*.

Luxembourg, le 12 mars 2009

Le Président-Rapporteur,
Roger NEGRI







Service Central des Imprimés de I'Etat
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163/2001 Coll.

ACT
of 5 April 2001

on chemical substances and chemical preparations

Amendment: 128/2002 Coll.
Amendment: 217/2003 Coll.
Amendment: 434/2004 Coll.
Amendment: 308/2005 Coll.
Amendment: 95/2007 Coll.

Amendment: 405/2008 Coll.

The National Council of the Slovak Republic has adopted the following Act:
PART ONE
GENERAL PROVISIONS
Article 1
Scope
(1) ThisAct lays down
a) conditions applicable to the production 1), importation and exportation 2) of chemical
substances 3) (hereinafter only “substance”), substances contained in chemical preparations 4)
(hereinafter only “preparation”) and substances contained in products 5) (hereinafter only
“product”) and placing thereof on the market 6);
b) rights and obligations of the entrepreneur 7), it means of the manufacturer, importer,
downstream user, distributor, producer of an article, supplier of asubstance or preparation,
recipient of a substance or preparation, supplier of an article, recipient of an article, and the

registrant 8);

¢) requirements for classification, packaging, labelling and use in terms of protection of
human life and health and the environment pursuant to a specific regulation 9);

d) conditions applicable to the placing on the market of detergents pursuant to a specific
regulation 10);

e) conditions applicable to the importation and exportation of certain dangerous substances
and certain dangerous preparations pursuant to a specific regulation 11);

f) competence of public administration bodies including inspection and supervision as regards
observance of provisions of this Act;

g) imposing and enforcing fines applicable for infringement of provisions of this Act and of
specific regulations 12);
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(2) This Act shall not apply to substances and preparations listed in a specific regulation 13).
Article 2
Definitions
For the purpose of this Act:

a) Existing substance: means a substance listed in the European Inventory of Existing
Commercial Substances (hereinafter only “EINECS’);

b) New substance: means a substance which is not listed in the European Inventory of
Existing Commercia Substances (EINECYS);

c) Test facility: means an operational unit wherein non-clinical health and environmental
safety studies (hereinafter only “non-clinical studies’) are conducted; and in case of non-
clinical studies which are conducted at more than one site, test facility means the site at which
the non-clinical study director is located and all individual test sites, which individually or
collectively can be considered to be test facilities and are owned by or are in legal possession
of natural persons or legal persons,

d) Non-clinical study: means an experiment or set of experiments in which a test item is
examined under defined laboratory conditions or in the environment to obtain data on its
properties or its safety;

e) Accrediting person: means any person monitoring the Good Laboratory Practice
compliance of test facilities and the fulfillment of other tasks concerning the principles of
Good Laboratory Practice;

f) Test facility inspection: means an on-site examination of the test facility's procedures and
practices to assess the degree of compliance with Good L aboratory Practice principles. During
inspections, the management structures and operational procedures of the test facility are
examined;

0) Inspector: means any person who performs the test facility inspections and non-clinical
study audits on behalf of the accrediting person;

h) Audit: means a comparison of raw data and associated records during testing of substances,
or the comparison thereof with the final report in order to determine whether the raw data
have been accurately recorded and to determine whether testing was carried out in accordance
with the study plan and standard operating procedures.
Article3
Danger ous chemical substances and danger ous chemical preparations

(1) Chemical substances and chemical preparations dangerous to human life and health and
the environment are
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(a) explosive substances and preparations,

(b) oxidizing substances and preparations,

(c) extremely flammable substances and preparations,

(d) highly flammable substances and preparations,

(e) flammabl e substances and preparations,

(f) very toxic substances and preparations,

(g) toxic substances and preparations,

(h) harmful substances and preparations,

(i) corrosive substances and preparations,

(j) irritant substances and preparations,

(k) sensitizing substances and preparations,

() carcinogenic substances and preparations,

(m) mutagenic substances and preparations,

(n) substances and preparations which are toxic for reproduction,
(o) substances and preparations which are dangerous for the environment.

(2) Chemical substances and chemical preparations dangerous for humans are substances and
preparations referred to in paragraph 1 f) to n) which may cause death or acute or chronic or
repeated damage to health when inhaled, ingested or absorbed through the skin.

(3) Chemical substances and chemical preparations dangerous for the environment are
substances and preparations referred to in paragraph 1 o) which, provided that they enter the
environment, may present an immediate or delayed danger for one or more components of the
environment.

(4) The List of Dangerous Chemical Substances with prescribed classification, labelling and
determined concentration limits shall be laid down by agenerally binding regulation to be
issued by the Ministry of Economy of the Slovak Republic (hereinafter only “the Ministry of
Economy”).

(5) Testing of substances must be carried out in accordance with requirements as provided for
in a specific regulation 9).

(6) The list of substances which, before entering into force of aspecific regulation 9), were
considered to be notified 13a), or did not comply with the definition of polymers 13b) shall be
laid down by a generally binding regulation to be issued by the Ministry of Economy.

(7) Graphic representation of warning symbols for dangerous substances and dangerous
preparations, the list of specific risk labels to notify of dangerous properties of a substance
and the list of labels for safe use of asubstance and preparation shall be laid down by
ageneraly binding regulation to be issued by the Ministry of Economy.

PART TWO
NOTIFICATION OF NEW CHEMICAL SUBSTANCES
Article 4

Repealed from 01.11.2008
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Article5
Repealed from 01.11.2008
Article 6
Repealed from 01.11.2008
Article7
Repealed from 01.11.2008
Article 8
Repealed from 01.11.2008
Article9
Repealed from 01.11.2008
Article 10
Repealed from 01.11.2008
Article11
Repealed from 01.11.2008
Article 12
Repealed from 01.11.2008
Article 12a
Repealed from 01.11.2008
PART THREE
RISK ASSESSMENT OF CHEMICAL SUBSTANCES
Article 13
Repealed from 01.11.2008
Article 14
Repealed from 01.11.2008

Article 15
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Repealed from 01.11.2008
Article 16
Repealed from 01.11.2008
Article 17
Repealed from 01.11.2008
Article 18
Repealed from 01.11.2008
Article 19
Repealed from 01.11.2008
Article 20
Repealed from 01.11.2008
Article21
Repealed from 01.11.2008
Article 22
Repealed from 01.11.2008
PART FOUR

CLASSIFICATION, LABELLING, PACKAGING OF CHEMICAL SUBSTANCES
AND CHEMICAL PREPARATIONSAND THE SAFETY DATA SHEET

Article 23
Classification of chemical substances

(1) The entrepreneur who places on the market achemica substance which appears in the
Inventory of Existing Commercial Chemical Substances and which has not yet been
introduced into the List of Dangerous Chemical Substances with prescribed classification,
labelling and determined concentration limits (hereinafter only “the list of dangerous
substances’) shall be obliged to obtain all available data concerning the properties of that
chemical substance.

(2) On the basis of available data, the entrepreneur who places on the market a dangerous

chemical substance (Article 3) which has not yet been introduced into the List of Dangerous
Chemical Substances shall be obliged such dangerous chemical substance
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a) to provisionaly classify,

b) to label with warning symbols,

¢) to label with wording of the respective indications concerning specific risks,
d) to label with wording of the respective indications concerning safe use.

(3) The entrepreneur who places on the market achemical substance listed in the List of
Dangerous Chemical Substances shall be obliged to classify and label that substance in
accordance with respective indications in this List.

(4) Particulars related to the general classification and labelling requirements for dangerous
chemical substances shall be laid down by a generally binding regulation to be issued by the
Ministry of Economy.

(5) The European Inventory of Existing Commercial Chemical Substances shall be laid down
by a generally binding regulation to be issued by the Ministry of Economy.

Article 24
Classification of chemical preparations

(1) Prior to his placing on the market of achemical preparation the entrepreneur shall be
obliged to establish whether the chemical substances contained in achemical preparation
present one or more dangerous properties and depending on the evaluation results classify it
pursuant to Article 3. In classifying a chemical preparation it shall be proceeded

a) according to a conventional calculation method using specific concentration limits stated in
the List of Dangerous Substances with prescribed classification; or

b) according to aconventional calculation method using general concentration limits stated
therein; or

C) by testing in so far asthe respective testing methods alow to acquire knowledge on
physico-chemical properties of the preparation.

(2) In caseit is proved that

a) toxic effects on human life and health differ from toxicological data originating from
scientifically verified resources or from those computed using the conventional calculation
method, the chemical preparation shall be classified depending on the effects on human life
and health and the environment;

b) the actual effect the chemical preparation has on human life and headlth and the
environment is more severe and conventional calculation methods would underestimate the
toxic danger or ecotoxic danger involved, for the purpose of classification the said more
severe effect shall be taken into account;
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c) the actual effect the chemical preparation has on human life and health and the environment
is milder and conventional calculation methods would overestimate the toxic danger or
ecotoxic danger involved, for the purpose of classification the said milder effect shall be taken
into account.

(3) In case of dangerous chemical preparations of known composition which are being
classified pursuant to paragraph 1 c) to re-evaluate the hazard to human life and health and the
environment the method referred to in paragraph 1 a) shall be applied where

a) changes in the composition of the original concentration (percentage by weight) of one
dangerous component or of several dangerous components are to be carried out by the
entrepreneur;

b) changes in the composition, through replacement or addition of one component or several
components that may be but need not be dangerous, are to be carried out by the entrepreneur.

(4) To evauate the hazard chemical preparations may present to human life and health and the
environment it shall be proceeded in conformity with paragraph 1 a) with reference to the
conventional calculation method and using concentration limits where

a) the chemical substances contained in a chemical preparation are included in the List of
Dangerous Chemical Substances and labeled with concentration limits necessary for the
application of the said evaluating methods,

b) the chemical substances contained in a chemical preparation are not included in the List of
Dangerous Chemical Substances or appear on the List without concentration limits that are
necessary for application;

¢) the chemical preparation contains at least one dangerous chemical substance that bears the
labeling “ Caution, the chemical substance has not been completely tested”; the labeling of the
chemical preparation must comprise the warning “ Caution, the chemical preparation contains
achemical substance which has not been completely tested”.

(5) If a dangerous chemica substance is present in the chemical preparation in the
concentration equal to 1 % or more, the preparation must be treated in the same way as other
dangerous chemical substances [Article 3 f) to 0)] contained in the chemical preparation.

(6) Subject to classification shall be all chemical preparations that contain at least one
dangerous chemical substance (Article 3). Components, additions, additives or impurities
present in concentration by volume or by weight below that stated in the List of Dangerous
Chemical Substances shall not be taken into account for the purpose of classification.

(7) The entrepreneur who supplies to the customer a dangerous chemical preparation, shall
without delay furnish him/her with data serving for classification of the chemical preparation
or those concerning an individual dangerous chemical substance contained therein. The
customer shall at the same time undertake not to disclose such data to another customer
without prior consent of the first supplier.
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(8) The particulars regarding classification, packaging and labeling of dangerous chemical
substances shall be laid down by a generally binding regulation to be issued by the Ministry
of Economy.

Article 25
Labelling

(1) The packaging of dangerous chemical substances or of dangerous chemical preparations
shall bear the following data:

a) the name of the dangerous chemical substance, the name of the dangerous chemical
substance or of dangerous chemical substances contained in the chemical preparation;

b) the trade name and seat, telephone number of the legal person or the name and surname,
permanent residence, telephone number of the natural person that places a dangerous
chemical substance or dangerous chemical preparation on the market;

¢) the warning symbols and the wording of the indications of danger;
d) the wording of the indications of the specific risk;

e) the wording of the indications of the safe use;

f) EC number; EC number to be obtained

1) from the European Inventory of Existing Commercial Chemical Substances; or

2) from the List of New Chemical Substances; or

3) from the List of Dangerous Chemical Substances with Prescribed Classification, Labelling
and Determination of Concentration Limits;

g) weight or volume.

(2) The entrepreneur shall package and provisionally label the chemical substances or
chemical preparations set out in Article 3 f) and g) pursuant to paragraph 1, even if these are
not subject to notification.

(3) The label on the package of a chemical substance or of a chemical preparation must have
such dimensions in proportion to the size of the package and be affixed, executed and
designed in such away as to be clearly visible for as long as the package is in use. The label
on the package, as well as instruction manuals, folders and other documents concerning the
products must be indicated in the official language 16).

(4) Indications “non-toxic”, “non-poisonous’, “non-harmful to health”, “non-harmful to the
environment” or any other indications to the effect that that a chemical substance or a
chemical preparation is not dangerous may not appear on the package or on the label (sticker)
of chemical substances or chemical preparations.

(5) The labels on packages of dangerous chemical substances and dangerous chemical
preparations must comprise warning symbols such as “explosive’, “oxidizing”, “highly
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flammable”, “toxic”, “very toxic”, “corrosive’, “harmful”, “irritant” or “dangerous for the
environment”.

(6) Any advertisement 13c) for a dangerous chemical substance and any advertisement for a
dangerous chemical preparation which mediates the purchase of a substance or a preparation
without allowing the buyer to see the labeling of such a substance or of such a preparation
before the conclusion of transaction, must state that the substance or the preparation is
dangerous.

(7) The particulars concerning labelling requirements in respect of specific risk and safe use
of chemical substances and chemical preparations, where the volume of package does not
exceed 125 ml, shall be laid down by a generally binding regulation to be issued by the
Ministry of Economy.

(8) The packages of dangerous chemical substances and dangerous chemical preparations
intended for use as laboratory chemicals must bear the name of the dangerous chemical
substance or of the dangerous chemical preparation, warning symbol, indications of weight or
volume, specific risk indication and safe use indication.

(9 The particulars concerning requirements with respect to the labelling of dangerous
chemical substances and labelling of dangerous chemical preparations shall be laid down by a
generally binding regulation to be issued by the Ministry of Economy.

Article 26
Packaging

(1) The entrepreneur may place dangerous chemical substances or dangerous chemical
preparations on the market only if the packaging thereof is designed and adjusted in such a
way that, throughout their use, the dangerous chemical substance or the dangerous chemical
preparation cannot escape and put at risk or cause harm to human health or the environment.

(2) The dangerous chemical substances and dangerous chemical preparations shall be stored
and placed on the market solely in packaging strong and solid enough in relation to weight
and physico-chemical properties of their contents which prevents spontaneous escape or
decomposition.

(3) The packaging containing dangerous chemical preparations sold or made available to the
consumer may not exhibit an attractive shape or decoration susceptible to mislead the
consumer or arouse curiosity in children.

(4) The packaging containing dangerous preparations must be clearly distinguishable from
those normally used for foodstuffs 13d), feedstuffs 13e), drinking water 13d) and medicinal
products 13f).

(5) The packaging containing dangerous chemical substances and dangerous chemical

preparations intended for one-time use only must be sealed in such a way that when opened
for the first time it becomes apparent that the fastening has been damaged.
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(6) The seal on the package containing dangerous chemical substances and dangerous
chemica preparations intended for repeated use must be designed in such a way that
following its opening it can be resealed so that the contents cannot escape.

(7) The packaging containing in any quantity extremely flammable substances and
preparations, highly flammable substances and preparations, very toxic substances and
preparations, toxic substances and preparations, corrosive substances and preparations and
harmful substances and preparations to be retailed or made otherwise accessible to consumers
must be fitted with a seal designed so that when first opened, a part of the seal will be
irreparably damaged. The fastenings for very toxic substances and preparations, toxic
substances and preparations and corrosive substances and preparations must be child-resistant
and the packaging must bear atactile warning of danger for the sake of persons with impaired
vision and the blind. The packaging containing extremely flammable substances and
preparations, highly flammable substances and preparations and harmful substances and
preparations must bear a tactile warning of danger for the sake of persons with impaired
vision and the blind.

(8) The packaging containing dangerous chemical substances and dangerous chemical
preparations [Article 3 f) to i)] to be placed on the market must be child-resistant and bear a
tactile warning of danger for the sake of persons with impaired vision and the blind. This
measure shall not apply to aerosols classified and labelled as extremely flammable or highly
flammable alone.

(9) The packaging containing dangerous substances and dangerous preparations that undergo
transit transport must comply with specific regulations 13g) applicable to international
transport.

(10) The entrepreneur shall be obliged to ask the Ministry of Economy for consent

a) to label the packaging containing chemical substances and chemical preparations in some
other way, using labels (stickers) where the package is too small or otherwise unfit for
labeling and cannot be labeled in accordance with Article 25 paragraph 3;

b) to label the packaging containing chemical substances and chemical preparations other than
explosive, very toxic or toxic, using labels (stickers) in such a way that they will not bear
respective warning symbols in so far as they contain a dangerous chemical substance in such
small quantities that there is no reason to fear any danger to life and health of persons
handling them, nor any danger to some other persons or the environment, but only the name
of the dangerous chemical substance or of the dangerous chemical preparation;

C) to label the packaging containing chemical substances and chemical preparations which are
explosive, very toxic or toxic, using labels (stickers) in such away that they will bear only the
respective warning symbols in so far as they contain the chemical substance in such small
guantities that there is no reason to fear any danger to health of persons handling them, nor
any danger to some other persons.

(11) The Ministry of Economy shall grant the consent pursuant to Article 10 after obtaining

the opinion from the Ministry of Health Service of the Slovak Republic (hereinafter only “the
Ministry of Health service”).
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(12) The particulars concerning requirements with respect to the packaging of dangerous
chemica substances and dangerous chemical preparations as well as those concerning
technical specifications for labeling and packaging of dangerous chemical substances and
dangerous chemical preparations shall be laid down by a generally binding regulation to be
issued by the Ministry of Economy.

(13) The particulars concerning aerosol sprays shall be laid down by a generaly binding
regulation to be issued by the Ministry of Economy.

Article 27
Safety data sheet

The supplier of asubstance or preparation shall be obliged to prepare a safety data sheet in
accordance with a specific regulation 13h) and to supply it in the official language 16) to any
recipient of the substance or preparation and to the National Toxicological Information Centre
established pursuant to a specific regulation 13i).

PART FIVE

PLACING ON THE MARKET OF SUBSTANCES, PREPARATIONS AND
DETERGENTS

Article 28
Placing on the market of danger ous substances and danger ous prepar ations

(1) The manufacturing, import, export and placing on the market or use of substances,
preparations or articles cannot be prohibited, restricted or impeded if they satisfy the
requirements under this Act, generally binding regulations issued for the purpose of
implementation thereof and a specific regulation 9), with the exception of dangerous chemical
substances the manufacture, placing on the market and use of which is restricted or prohibited
pursuant to a specific regulation 23a).

(2) Substances, other than those contained in preparations pursuant to specific regulations
23b), cannot be placed on the market either on their own or in preparations if they do not
satisfy the requirements for classification, labeling and packaging pursuant to Articles 23 to
26, the requirements laid down in generally binding regulations issued pursuant to Article 24
paragraph 8, Article 25 paragraph 9 and Article 26 paragraph 12, and in case of registered
substances in accordance with information obtained pursuant to a specific regulation 23c).

Placing on the market of deter gents and surfactantsintended for usein detergents

(1) Manufacturers 23c) placing on the market detergents and surfactants intended for use in
detergents shall be obliged

a) to classify, package and label detergents, including detergents containing a dangerous
substance pursuant to Articles 23 to 26 and pursuant to a specific regulation 23d);

b) to provide to the Toxicological Information Centre detergent ingredients data sheet 23e).
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(2) If manufacturers ask the Centre for Chemical Substances and Preparations (hereinafter
only “the Centre’) to be granted an exemption from provisions applicable to the placing on
the market of detergents and surfactants, they shall be required to submit to the Centre and to
the European Commission the dossier justifying the granting of exemption according to a
specific regulation 23f).

(3) The fulfilment of dutiesimposed pursuant to paragraphs 1 and 2 and pursuant to a specific
regulation 23fa) shall be supervised by the Slovak Trade Inspection.

Article 29a
Reporting on the use of perfluorooctane sulfonates placed on the market

Entrepreneurs, the Fire and Rescue Service, In-house Fire Brigades and the Mining Rescue
Service 23faa) shall, by 1 December 2008, report to the Centre in electronical form

a) processes which benefit from the exemption applicable to mist suppressants for non-
decorative hard chromium (V1) plating and wetting agents for use in controlled electroplating
systems where the amount of perfluorooctane sulfonates released into the environment is
minimised by fully applying relevant best available techniques developed pursuant to a
specific regulation 23fab) and the amounts of perfluorooctane sulfonates used in and released
from them,

b) existing stocks of fire-fighting foams containing perfluorooctane sulfonates.
Article 30
Principles of Good L aboratory Practice

(1) The principles of Good Laboratory Practice constitute the quality system relating to
organisational processes and conditions under which non-clinical studies are planned,
performed, verified, recorded, archived and reported. Non-clinical studies are performed on
test facilities such as laboratories, green houses and fields.

(2) Principles of Good Laboratory Practice serve to obtain replicable and credible results of
non-clinical studies by means of physico-chemical and biological testing systems as well as
data concerning health and environmental safety thereof.

(3) Principles of Good Laboratory Practice apply to testing chemical substances contained in
human medicinal products, plant protection products, cosmetic products, veterinary medicinal
products, food and anima feed additives and in industrial chemical substances and
preparations and in biocidal products. Principles of good laboratory practice apply to any non-
clinical studies to be performed for the purpose of issuing permission allowing placing on the
market human medicinal products, plant protection products, cosmetic products, veterinary
medicinal products, food and animal feed additives and for the purpose of regulating
industrial chemical substances and preparations and biocidal products.

(4) As credible shall be considered only the results of non-clinical studies which are
performed by the holder of the certificate of Good Laboratory Practice compliance
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(hereinafter only “the certificate holder”) pursuant to Article 30d paragraph 9. When
submitting results of non-clinical studies, the certificate holder is obliged to confirm that the
studies were carried out in compliance with principles of Good Laboratory Practice. If the
accrediting person is in doubt whether the laboratory of another Member State claiming to
comply with principles of Good Laboratory Practice, has conducted non-clinical studies in
compliance with principles of Good Laboratory Practice, it shall ask the respective Member
State for further information or, if necessary, for another inspection or audit to be made with
respect to such non-clinical study. In addition, it shall without delay communicate this fact to
the European Commission.

(5) As equivalent shall be considered any certificates issued by the accrediting person of a
third country.

(6) The particulars concerning activity of test facilities, workload of their staff and particulars
concerning activities and workload of inspectors performing inspections and verifying
compliance with principles of Good Laboratory Practice shall be provided for by a regulation
to be issued by the Government of the Slovak Republic.

Article 30a

Test facility
(1) The test facility pursuant to Article 2 c) wishing to apply for a certificate of Good
Laboratory Practice compliance (hereinafter only “certificate”) is required to have a well-
established organisational structure ensuring compliance with principles of Good L aboratory
Practice, including
a) a chart listing persons responsible for the management and operation of the test facility,
including a chart listing non-clinical study directors and leading researchers and their
workload description;

b) qualified personnel with training, practice and workload necessary for the conduct of the
non-clinical study;

c) provision for premises, materials and apparatus necessary for the conduct of the non-
clinical study;

d) adequate identification of tested substances and reference substances,

€) development of and compliance with standard operating procedures,

f) non-clinical study plan;

g) implementation of the quality assurance programme by designated personnel;

h) archiving of both valid and invalid versions of standard operating procedures, primary
documents, non-clinical study plans, final non-clinical study reports.

(2) The test facility is required to have an elaborated quality assurance programme including
the workloads of personnel responsible for the implementation of the quality assurance
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programme. Such personnel report directly to the test facility management, are familiar with
test procedures, are not involved in the conduct of non-clinical studies and

a) shall verify the non-clinical study plan which contains information on objectives, non-
clinical tests and experiments necessary for the conduct of anon-clinical study;

b) shall verify any non-clinical study compliance with principles of Good Laboratory
Practice; such verification consists of an internal inspection of

1. non-clinical studies,
2. test facility and
3. work processes,

c) shall keep records of internal inspections pursuant to b);

d) shall archive copies of any approved non-clinical study plans and standard operating
procedures applied on the test facility.

(3) The test facility must satisfy the terms subject to which the certificate was issued
throughout the period of its validity.

(4) The test facility shall forthwith inform the accrediting person of any substantial changes
relating to the certificate issued; such as changes concerning the subject and scope of activity,
organisational changes, personnel changes directly linked with the subject of the certificate
Issued, changes in ownership or in legal possession of the test facility.

(5) The test facility shall enable persons authorised by the accrediting person access to
premises and equipment, provide any data necessary for verification of Good Laboratory
Practice compliance and to provide them assistance to the extent necessary for the fulfilment
of their tasks.

(6) In addition to the activities stated in the preceding paragraphs when applying the
principles of Good laboratory Practice, the test facility shall proceed in accordance with a
;generally binding regulation issued pursuant to Article 30 paragraph 6.

Article 30b
Monitoring the principles of Good L aboratory Practice

(1) Before issuing a certificate, the accrediting person shall monitor test facilities for their
compliance with the principles of Good laboratory Practice and fulfilment of other tasks with
respect to principles of Good laboratory Practice 23fac). It conducts the monitoring activity in
accordance with the National Programme of Good L aboratory Practice Principles (hereinafter
only “National Programme”) using the specific monitoring scheme for verifying compliance
with principles of Good Laboratory Practice by test facilitiesin the form of non-clinical study
inspections and audits.

(2) The monitoring of principles of Good Laboratory Practice shall be performed by the

accrediting person using for that purpose an adequate number of inspectors. The inspectors
must have required qualification and practical experience depending on test facilities included
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in the National Programme. Moreover, the National Programme defines intervals at which
Good Laboratory Practice compliance on test facilities is to be assessed, contains number and
comprehensiveness of non-clinical studies performed on test facilities as well as number and
type of inspections or audits required by inspection bodies referred to in Article 37c¢ to 37i and
safeguards

a) confidentiality of business information, of commercial, production or technical data which
are normally not available and either actually or potentially represent a material or immaterial
value and are designated as confidential 23fad) by inspectors and any other persons who may
gain access to confidential information as a result of Good Laboratory Practice compliance
monitoring activities;

b) that confidential data contained in inspection reports be made available only to inspection
bodies referred to in Article 37c to 37i and, if possible, also to the test facility where
inspection is taking place or to the entity commissioning the non-clinical study;

c) verification of Good Laboratory Practice principles compliance by any test facility
claiming to apply principles of Good Laboratory Practice in testing substances pursuant to
Article 3 paragraph 5;

d) archiving of records resulting from inspections of test facilities, records of non-clinical
studies which were audited for national and international purposes.

(3) Inspectors with qualification and practical experience shall fulfil requirements pursuant to
paragraph 2 and will be required to

a) participate in training sessions; training sessions intended for inspectors must be provided
for by the accrediting person;

b) participate in consultations including joint training activities, if necessary, together with
inspectors of National Authorities monitoring compliance with principles of Good L aboratory
Practice in Member States of the Organisation for Economic Cooperation and Devel opment
for the purpose of harmonising the interpretation, application and monitoring of principles of
Good Laboratory Practice;

¢) avoid conflict of interests during inspections on test facilities under monitoring while
auditing non-clinical studiesin companies having commissioned such studies;

d) present either their service card or letter of appointment issued by the accrediting person
inspection, when entering premises where the inspection or audit of non-clinical study isto be
performed,;

€) when performing inspections, to abide by the present Act and by a generaly binding
regulation issued pursuant to Article 30 paragraph 6.

Article 30c
National Programme

The National Programme contains
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a) provisions on general inspections of test facilities as well as those concerning audits of one
or several either on-going or completed non-clinical studies,

b) provisions applicable to special inspections of test facilities or those concerning audits of
non-clinical studies when requested by the inspection body referred to in Article 37c to 37i;

¢) the definition of inspectors™ right to enter test facilities and be given access to data in
possession of test facilities, including specimens, standard operating procedure dossiers and
other documentation containing procedures with respect to verification of organisational
processes and conditions applicable to planning, performing, monitoring and recording non-
clinical studies, description of procedures, subsequent test facility inspections and non-clinical
study audits.
Article 30d
Certificate issue procedure

(1) The procedure for issuing the certificate starts on the day the accrediting person obtains
applicants written application for certificate (hereinafter only “applicant”) 23fb).

(2) The applicant can be either alegal person or a natural person — entrepreneur.

(3) Pursuant to paragraph 1, the application shall contain the following:

a) the trade name, identification number and applicant’s registered office if the applicant is a
legal person; the trade name, identification number and place of business if the applicant is a
natural person — entrepreneur;

b) data concerning applicant’s legal form;

c) type of certificate required;

d) subject and scope of certificate required including relevant technical specifications;

€) name and surname of the person responsible for results of non-clinical studies and audits;

f) data on qualification and practical experience of applicant”s technical personnel;

g) data concerning provision for premises, apparatus and materials on the test facility.

h) applicant”s statement that

1. he shall make it possible for the accrediting person to verify Good Laboratory Practice
compliance in the form of inspections;

2. histest facility satisfies conditions laid down in Article 30a;

3. he has qualified personnel for the implementation of the quality assurance programme and

an internal regulation elaborated with a view to secure adequate disposal of waste generated
as aresult of physico-chemical and biological tests;
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4. he has elaborated a list of procedures describing in what manner and by what means are to
be carried out tests or activities which are not specified in detail in study plans or test
methods,

5. his computer system used for testing and auditing non-clinical studies is adequately
protected against unauthorised changes or data loss;

6. he has developed procedures to secure archiving, keeping and storage of records and
materials used during testing chemical substances contained in human medicinal products,
plant protection products, cosmetic products, veterinary medicinal products, food and animal
feed additives.

(4) To his application the applicant shall submit the extract form judicia records for the
statutory representative of the test facility issued not later than three months ago and
documentation describing methods and procedures used by the test facility.

(5) If the application for starting the procedure does not contain particulars pursuant to
paragraphs 3 and 4 the accrediting person shall invite the applicant in writing to either add
missing data to or remove any irregularities from the application within fixed time limit while
notifying him that failing this the procedure will be suspended. If the applicant fails to add
missing data or remove irregularities within this time limit, the accrediting person shall
suspend the procedure and return the application to the applicant.

(6) In response to the application the accrediting person shall deliver to the applicant within
15 days of the completion of the application the draft contract defining accreditation
conditions. With respect to the contents and form of the contract shall apply mutatis mutandis
provisions of the specific regulation 23fDb).

(7) The accrediting person shall suspend the procedure and return the application to the
applicant if the latter rejects the draft contract pursuant to paragraph 6 or if the contract is not
concluded for some other reason.

(8) The applicant may withdraw the application also for some other reasons or without giving
notice, however, he can do so only prior to the conclusion of the accreditation contract.

(9) In case the applicant has fulfilled all conditions under which the certificate is issued
pursuant to the present Act and the generally binding regulations issued based on the present
Act and specific regulations 23fc), within 60 days of the completion of the inspection and
audit of non-clinical studies the accrediting person shall issue for the sake of the applicant the
certificate, delivering the copy thereof in electronic form to the Ministry of Economy and the
European Commission. If the applicant fails to fulfil conditions stated in Article 30a he will
be informed by the accrediting person that such a certificate will not be issued. The
communication to this effect shall be delivered to the applicant in writing; it must contain
reasons for which the issue of such certificate has been refused.

(10) The certificate shall contain the following
a) name of the accrediting person having issued the certificate, and its seat;

b) applicant’s trade name and registered office or place of business together with his
identification number if he has been assigned one;
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¢) subject and scope indicating the respective non-clinical studies performed by the applicant;

d) name and surname of the person or persons acting in capacity of the applicant’s statutory
body or as a member of the statutory body, specifying in what manner they act on behalf of
the applicant;

e) certificate number and the date of its entry into force;
f) conditions of issue and validity of the certificate;
g) any further information, if needed.

(11) The certificate shall enter into force on the day which is specified as the day of its entry
into force.

(12) The accrediting person shall keep alist of certificate holders and makes it public on its
web site as well as in the Official Journal of the Office of Standards, Metrology and Testing
of the Slovak Republic, annually asto 30 June and 31 December.

Article 30e
Repealing the certificate

(1) Where during a subsequent inspection on Good Laboratory Practice compliance the
accrediting person finds any non-conformities with the certificate issued which cannot be
removed on the site, it shall invite the certificate holder to do so within an adequate time limit
which in case of laboratories will not be longer than three months and in case of green houses
and fields longer than the next growth period, ordering the certificate holder to inform it of the
removal of such non-conformity. The accrediting person shall verify the removal of non-
conformity by undertaking a subsequent inspection on the test facility or by performing a non-
clinical study audit. At the same time it shall inform on its procedure the bodies referred to in
Article 30d paragraph 9.

(2) If the certificate holder fails to remove non-conformities pursuant to paragraph 1 the
accrediting person shal notify the certificate holder in writing of the initiation of the
certificate repealing procedure.

(3) The certificate repealing procedure starts on the day of delivery to the certificate holder of
the procedure initiation notification.

(4) The accrediting person shall repeal the certificate if the certificate holder

a) has failed to remove non-conformities within the fixed time limit pursuant to paragraph 1
and does not fulfil conditions under which the certificate has been issued;

b) has failed to inform the accrediting person of any facts stated in Article 30a paragraph 4, or
if

¢) has goneinto liquidation.

18/ 49







Centre for Chemical Substances and Preparations, Bratislava, Slovak Republic www.cchlp.sk

(5) The accrediting person shall deliver the decision repealing the certificate to the certificate
holder, while making it public in the Official Journal of the Office of Standards, Metrology
and Testing of the Slovak Republic and delivering a copy thereof in the electronic form to the
bodies referred to in Article 30d paragraph 9.

(6) In its decision repealing the certificate the accrediting person shall state any particulars
concerning differences between data contained in the certificate issued and the inspection
results susceptible to influence the validity of non-clinical studies performed on the test
facility.

Article 30f
Objections procedure

(1) The test facility or the certificate holder may object in writing to action or specific steps
taken by the accrediting person in the course of the certificate issue procedure or during the
certificate repealing procedure within 10 days unless a longer period has been agreed, of the
notice by the inspector of irregularities in the fulfilment of specific steps. Objections shall be
submitted to the accrediting person without having suspensory effect.

(2) The accrediting person shall be obliged to deal with objections without delay and review
the procedure or action attacked; it shall take a decision on the objection submitted within 60
days at the latest.

(3) If the accrediting person concludes the objections are well founded, it shall arrange the
removal of such irregularity at the costs of whoever may have caused it. It shall inform in
writing the applicant or certificate holder of the removal of such irregularity within 3 days.

(4) If the accrediting person concludes objections are not well founded, it shall inform the test
facility in writing of this fact within 3 days of the completion of the objection review.

Article 30g
There are no generally binding administrative procedure regulations 23fca) that would apply
either to certificate issue procedure or certificate repealing procedure or objections procedure
pursuant to Article 30f.
PART SIX
IMPORT AND EXPORT
Article 31

Import and export of certain danger ous substances and certain danger ous preparations
and theinterim Prior Informed Consent procedure

(1) A specific regulation 11) appliesto export and import of certain dangerous substances and
certain dangerous preparations.
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(2) The entrepreneur who either imports or exports certain dangerous substances or certain
dangerous preparations the use of which is restricted because of their effects on human life
and health and the environment or which are subject to the interim Prior Informed Consent
procedure (hereinafter only “PIC procedure”) and which are stated in a specific regulation 11)

a) shall apply with the Ministry of Economy to be granted consent with respect to the placing
thereof on the market;

b) shall provide information pursuant to a specific regulation 23fcb).

(3) The PIC procedure means an activity carried out by competent authorities of the importing
country or exporting country when considering the possibilities of importing, exporting and
placing on the market of certain dangerous substances or certain dangerous preparations
23fcc).

(4) The import licences for certain dangerous substances or certain dangerous preparations
23fcc) shall be issued by the Ministry of Economy following the position taken by the
Ministry of Environment of the Slovak Republic (hereinafter only “Ministry of
Environment”), Ministry of Health Service; the same procedure applies to certain dangerous
substances or certain dangerous preparations used in plant protection products following the
position taken by the Ministry of Land Management of the Slovak republic (hereinafter only
“Ministry of Land Management”).

(5) Where certain dangerous substances or certain dangerous preparations are imported or
exported under conditions of emergency or accidents when any delay in import or export can
put at risk human life and health or the environment in the country of destination and the
competent authority of the country of destination requires so, the Ministry of Economy shall
issue the licence within seven days of the receipt of the application.
(6) Import or export of certain dangerous substances or certain dangerous preparations shall
take place upon presentation to customs authorities of the document confirming assignment of
areference number and accompanying documents.
Article 32
Repealed from 01.11.2008
PART SEVEN
COMPETENCESOF STATE ADMINISTRATION BODIES
Article 32a
State administration bodies
Pursuant to this Act, state administration in the sphere of placing on the market of substances
on their own, substances contained in preparations and substances contained in articles and

the use thereof is carried out by

a) Ministry of Economy,
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b) Ministry of Health Service,
¢) Ministry of Environment,
d) Ministry of Land Management,
€) the Centre.
Article 33
The Ministry of Economy
(1) The Ministry of Economy

a) is the competent authority pursuant to a specific regulation 23h) responsible for fulfilling
tasks and cooperation with the European Commission and the European Chemical Agency
23ha) (hereinafter only “Agency”);

b) regul ates state administration in the sphere of manufacturing, import, export and placing on
the market of substances on their own, substances contained in preparations, substances
contained in articles, detergents and biocidal products;

¢) in conjunction with the Ministry of Health Service, Ministry of Environment, Ministry of
Land Management and the Centre it secures and coordinates the fulfilment of international
cooperation tasks in the sphere of manufacturing, use, control and free movement of
substances on their own, substances contained in preparations and substances contained in
articles;

d) ensures coordination of inspection activities pursuant to this Act and specific regulations
12);

e) following the position taken by the Ministry of Health Service, Ministry of Environment
and Ministry of Land Management it issues prior consent to the import of certain dangerous
substances and certain dangerous preparations and substances subject to PIC procedure;

f) pursuant to a specific regulation 11) it takes decisions concerning export of certain
dangerous substances and certain dangerous preparations the use of which is restricted
because of their effects on human life and health and substances subject to PIC procedure;

g) keeps records of entrepreneurs importing or exporting certain dangerous substances or
certain dangerous preparations which are subject to PIC procedure as well asthe list of certain
dangerous substances or certain dangerous preparations;

h) by means of the accrediting person ensures fulfilment of tasks referred to in a specific
regulation 10);

1) gives consent to exceptions with respect to packaging and labelling of substances and
preparations pursuant to Article 26 paragraphs 10 and 11;
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J) upon request of the Ministry of Defence of the Slovak Republic (hereinafter only “Ministry
of Defence’) may grant exceptions for substances on their own, substances contained in
preparations or substances contained in articles if the armed forces require so to ensure the
defence of the state and the use of which is either banned or restricted by a specific regulation
23a);

K) constitutes an appellate body in matters where the Centre has taken decisions.

(2) In addition to tasks stated in paragraph 1 the Ministry of Economy fulfils aso the tasks set
out in a specific regulation 23hb).

Article 34
TheMinistry of Health Service

(1) The Ministry of Health Service cooperates with the Ministry of Economy in the fulfilment
of tasks assigned to the competent authority pursuant to a specific regulation 23i).

Article 35
The Ministry of Environment
(1) The Ministry of Environment

a) cooperates with the Ministry of Economy in the fulfilment of tasks assigned to the
competent authority pursuant to a specific regulation 23i);

b) takes position concerning the import of certain dangerous substances and certain dangerous
preparations subject to the PIC procedure based on the opinion prepared by a specific
professional organisation 23j);

c) takes position concerning the import of certain dangerous substances and certain dangerous
preparations based on the opinion prepared by a specific professional organisation;

(2) The Ministry of Environment, by means of the Slovak Environmental Agency seated in
Bratislava, provides the centre on its request available expert opinions, information and
expertises 23k), cooperates with the Centre in the sphere of environmental risk assessment,
fulfils tasks to a specific regulation 23k) and if it concludes that the placing on the market or
use of a substance on its own, a substance contained in a preparation or a substance contained
in an article pose a direct threat to the environment which are not adequately controlled and
need to be dealt with, it fulfils tasks pursuant to a specific regulation 23k), informing thereof
the Centre, it takes position concerning the substance evaluation and the proposal for
harmonised classification and labelling and listing substances as persistent, bioaccumulative
and toxic or very persistent and very bioaccumulative substances; if the representative of the
Slovak Republic has been appointed by the European Commission or the Agency as a
rapporteur or corapporteur, it will provide him on his request the necessary support, expertises
and documents he needs in order to fulfil his tasks as a rapporteur or corapporteur.

Article 36
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The Ministry of Land Management of the Slovak Republic

The Ministry of Land Management of the Slovak Republic takes position concerning the
import of

a) certain dangerous chemical substances and certain dangerous chemical preparations
intended for plant protection use and determines conditions of their use.

b) certain dangerous chemical substances and certain dangerous chemical preparations subject
to PIC procedure.

Article 37
The Centrefor Chemical Substances and Preparations

(1) The Centre is a state administration body having the status of a national authority of the
Slovak Republic in the sphere of the placing on the market of substances, preparations,
detergents and biocidal products, classification, labelling and listing of substances as well as
evaluation of substances upon their placing on the market.

(2) The Centre

a) is acompetent authority pursuant to a specific regulation 23h) responsible for the fulfilment
of tasks and cooperation with the European Commission and the Agency 23ha);

b) fulfils tasks pursuant to a specific regulation 23l);

) ensures international exchange of information with national authorities of the EU Member
States, the European Commission, the Agency and of the bodies of the Organisation for
Economic Cooperation and Development and cooperates with them in risk assessment of
substances and obtaining and supplying relevant data and participates in sessions of respective
European Commission committees, working sessions organised by the bodies of the EU
Member States, the European Commission, the Agency and OECD bodies;

d) cooperates with the Ministry of Economy in preparing for the European Commission
reports on implementation into the legal system of the Slovak Republic of legally binding acts
of the European Communities and the European Union in the sphere of substances,
preparations and detergents and in preparing nation legislation in the sphere of placing on the
market of substances, preparations, biocidal products and detergents;

€) obtains expert opinions from the Public Health Authority of the Slovak Republic
(hereinafter only “Public Health Authority”), regional Public Health Authority seated in
Banska Bystrica and the Slovak Environmental Agency seated in Bratislava 23j); it may
obtain expert opinions also from independent domestic and foreign experts, professional and
scientific institutions in the matters linked with the fulfilment of its tasks;

f) in the fulfilment of the tasks resulting from specific regulations 12) it cooperates with state

administration authorities, inspection bodies, providing them assistance within its
competences;
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g) submits to the Ministry of Economy proposals for the appointment of a member on the
Risk Assessment Committee, Socio-economic analysis Committee and Member States
Committee 23la);
h) by 27 December 2007 it shall communicate to the European Commission the list of
1. processes to which applies exemption pursuant to Article 29a a@) and quantities of
perfluorooctane sulfonates used in and released from them;
2. existing stocks of fire-fighting foams containing perfluorooctane sulfonates pursuant to
Article 29ab).
(3) The Centre is a budget organisation financially linked to the budget of the Ministry of
Economy. The Centre is a service office employing civil servants who perform civil service
23m) and the employer of employees who perform activities in the public interest 23n).
(4) The Centre is headed by the director to be appointed or recalled by the Minister of
Economy of the Slovak Republic upon agreement of the Minister of Health service of the
Slovak Republic and the Minister of Environment of the Slovak Republic.
(5) The director of the Centre may be only a citizen of the Slovak Republic with permanent
residence in the Slovak Republic, legal capacity, good character and repute and university
degreein the required field.
INSPECTION BODIES

Article 37a
Pursuant to this Act Inspection bodies are
a) the Slovak Trade Inspection and local inspectorates,
b) the Public Health Authority and Regional Public Health Authorities
¢) the Slovak Environmental Inspection;
d) the National Labour Inspectorate and labour inspectorates;
e) the Central Mining Authority and district mining authorities,
f) customs authorities,
g) the Ministry of Defence.

Article37b

Performing inspections

(1) The inspection bodies referred to in Article 37c to 37i designate for the purpose of
performing inspections their employees (hereinafter only “designated persons’). To perform
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inspections the inspection bodies may invite natural persons with required qualification
(hereinafter only “invited persons’).

(2) The entrepreneur on whose premises inspection is taking place shall be obliged
a) to submit to the designated persons any documents relating to the subject of inspection;

b) to enable to the designated persons the inspection of premises where substances and
preparations are manufactured, developed, stored, sold or otherwise used;

C) to enable to the designated persons to take samples of substances, preparations or articles to
the extent and quantity required and participate in the analysis of these samples on the spot.

(3) The entrepreneur shall be entitled

a) to take the same samples of substances, preparations or articles as those being taken by
inspection bodies pursuant to paragraph 2 c);

b) to obtain a copy of the inspection protocol and to make comments to its contents.

(4) If the entrepreneur disagrees with the measures imposed pursuant to Article 40a he may
submit objections which are to be recorded or he may submit them in writing within three
days of imposition of these measures. The objections shall be dealt with by the inspection
body superior to the inspection body which has imposed the measure. The decision
concerning objections will be final and the superior inspection body shall deliver it to the
entrepreneur.

(5) The inspection bodies referred to in Article 37c to 37h shall cooperate in performing the
Inspections and while doing this abide by specific regulations 23m).

(6) The procedure in the matter of remedial action, administrative offences pursuant to
Articles 40a to 40d shall be initiated by the inspection body which will be the first to expose
the breach of obligations. The inspection bodies referred to in paragraph 5 shall inform each
other whenever such a procedure has been initiated. Where the inspection bodies initiate the
procedure in the matter of remedial action or administrative offences for one and the same
offence concerning the placing on the market of a substance on its own, of a substance
contained in a preparation or of a substance contained in an article on the same day, the
procedure shall be completed and the fine imposed

a) by the Slovak Trade Inspection, in case of an offence exposed on the market;
b) by the Slovak Environmental Inspection, in case of an offence exposed on the
manufacturer’s premises.
Article 37c
The Slovak Trade Inspection and local inspector ates

(1) The Slovak Trade Inspection
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a) shall cooperate with the Centre, the Public Health Authority, the Slovak Environmental
Inspection, the National Labour Inspectorate, the Central Mining Authority and customs
authorities;

b) shall cooperate with inspection bodies of the EU Member Sates and participate in the
sessions of the Forum 23n);

¢) shall submit to the Ministry of Economy every five years the summary report containing
inspection results, remedia action and fines imposed. The first report shall be submitted by 31
March 2010;

d) shall submit to the Ministry of Economy the proposal for the appointment of Forum
members 23n);

e) shal inform the Public Health Authority, the Slovak Environmental Inspection, the
National Labour Inspectorate, the Central Mining Authority negotiation results and tasks
defined at working sessions organised by the inspection bodies of the EU Member States and
the Forum;

f) constitutes an appellate body in the matters decided upon in the first instance by local
Inspectorates.

(2) Thelocal inspectorates

a) shall monitor within the scope of specific regulations 230) compliance with provisions laid
down in this Act, in generally binding legal regulations issued on the basis of this Act and
specific regulations 23p);

b) shall determine conditions and fix time limits for remedial action whenever they find
irregularities with respect to the placing on the market or the use of substances on their own,
substances contained in preparations and substances contained in articles pursuant to this Act,
its implementation legal regulations and specific regulations 23p);

¢) shall impose remedia actions to remove illegal conditions pursuant to Article 40a in the
sphere of the placing on the market or the use of substances on their own, substances
contained in preparations and substances contained in articles if there is a potential risk to
health and the environment or if such risk has aready occurred, it may impose the disposal of
the dangerous substance or dangerous preparation or dangerous article at the costs of their
owner or holder if the identity of the owner is not known and impose fines pursuant to Article
40eto0 40 g;

d) shal maintain the system of inspections and other activities as the circumstances may
require it, pursuant to a specific regulation 23r);

e) shall cooperate with the Centre, the Regional Public Health Authorities, the Slovak
Environmental Inspection, the Labour Inspectorates, the District Mining Authorities and
customs authorities.

Article 37d
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The Public Health Authority, Regional Public Health Authorities and the Regional
Public Health Authority seated in Bansk& Bystrica

(1) The Public Health Authority

a) shall supply the Centre with information where in performance of state health supervision
and inspection by regional Public Health Authorities pursuant to a specific regulation 23s) it
finds the registered substances pose potential threat to human health;

b) shall submit to the Ministry of Economy every five years the summary report containing
inspection results, remedial action and fines imposed. The first report shall be submitted by 31
March 2010;

c) constitutes an appellate body in the matters decided upon in the first instance by regional
Public health Authority;

d) shall take position with respect to the import of certain dangerous substances and certain
dangerous preparations subject to PIC procedure 11);

e) shall inform the Commission, the Agency and other Member States of the fact that it has
taken interim measures concerning the restriction of a substance on its own, a substance
contained in a preparation or a substance contained in an article even if such a substance
satisfies requirements pursuant to a specific regulation 9) or that it has been informed that the
regiona Public health Authority has done so, justifying its decision and presenting scientific
and technical information on which such an interim measure is based 23Kk).

(2) Theregional Public Health Authorities

a) shall monitor within the scope of a specific regulation 23s) compliance with provisions of
this Act, generally binding legal regulations issued on the basis of this Act and specific
regulations 12);

b) shall perform state supervision over human health protection including health and safety at
work and in particular over chemical substances classified as carcinogenous, mutagenous and
chemical substances harmful to reproduction and impose action pursuant to Article 40 of this
Act;

¢) shall impose remedial action to removeillegal conditions pursuant to Article 40 if thereisa
risk to human life or health or if such risk has already occurred, it may impose the disposal of
the dangerous substance or dangerous preparation or dangerous article at the costs of their
owner or holder if the identity of the owner is not known and impose fines pursuant to Article
40eto0 40 g;

d) shall take suitable interim measures concerning the restriction of a substance on its own, a
substance contained in a preparation or a substance contained in an article even if such a
substance satisfies requirements pursuant to a specific regulation 9), if it concludes that such
an intervention is necessary for the protection of human health and shall forthwith inform the
Centre and the Public Health Authority of measures taken, justifying its decision and
presenting scientific or technical information on which the restrictive measure is based
pursuant to a specific regulation 23t);
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€) shall cooperate with the centre in the sphere of harmful effects on human health;

f) shall supply the Public Health Authority with information if they find that the placing on
the market or use of the substance on its own, substance contained in a preparation or
substance contained in an article constitutes a direct risk to human health which is not
adequately controlled.

(3) The Regiona Public Health Authority of the Slovak Republic seated in Banska Bystrica

a) shall provide upon request by the Centre available expert opinions, information and
expertises 23t), cooperate with the Centre in the sphere of health risk assessment and
substance evaluation and if it concludes that the placing on the market or the use of a
substance on its own, a substance contained in a preparation or a substance contained in an
article constitutes a direct risk to human health which is not adequately controlled and which
needs to be dealt with, it shall inform the Centre thereof, it shall take position concerning
substance evaluation and proposal for harmonising classification and labelling and listing the
substance as carcinogenous, mutagenous, harmful to reproduction and reprotoxic or
respirosensitizing or having other similar effects;

b) shall upon request provide necessary support, expertises and documents he needs for the
fulfilment of his tasks to the representative of the Slovak Republic appointed by the European
Commission or the Agency as rapporteur or corapporteur.

Article 37e
The Slovak Environmental I nspection
The Slovak Environmental Inspection

a) shall monitor within the scope of a specific regulation 23u) compliance with provisions of
this Act, generally binding legal regulations issued on the basis of this Act and specific
regulations 23p);

b) shall determine conditions and fix time limits for remedial action whenever in performance
of ingpection 23v) it finds irregularities with respect to the manufacture or use of substances
on their own, substances contained in preparations and substances contained in articles
pursuant to this Act, its implementation legal regulations and specific regulations 23p);

¢) shall impose remedia actions to remove illegal conditions pursuant to Article 40a in the
sphere of the manufacture or use of substances on their own, substances contained in
preparations and substances contained in articles; if there is a potential risk to the environment
or if such risk has already occurred, it may impose the disposal of the dangerous substance or
dangerous preparation or dangerous article at the costs of their owner or holder if the identity
of the owner is not known and impose fines pursuant to Article 40e to 40 g;

d) shall maintain the system of inspections and other activities as the circumstances may
require it, pursuant to a specific regulation 23r);
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e) shall cooperate with the Centre, the Regional Public Health Authorities, the Slovak
Environmental Inspection, the Labour Inspectorates, the District Mining Authorities and
customs authorities;

f) shall submit to the Ministry of Environment every five years a summary report containing
ingpection results, imposed remedial action and fines, supplying the Ministry of Economy
with a copy thereof. Thefirst report shall be submitted by 31. March 2010;

g) shall forward to the centre information whenever in performance of inspection pursuant to
a specific regulation 9) it concludes registered substances constitute a potential risk to the
environment 23u).

Article 37f
The National Labour Inspectorate and Labour I nspectorates

(1) The Nationa Labour Inspectorate

a) shall cooperate with the centre, the Slovak Trade Inspection, the Public Health Authority,
the Slovak Environmental Inspection, the Central Mining Authority and customs authorities;

b) shall submit to the Ministry of Environment every five years a summary report containing
inspection results, imposed remedial action and fines. The first report shall be submitted by
31. March 2010;

¢) shall forward to the Centre information if in performance of inspection pursuant to a
specific regulation 23w) it finds registered substances constitute potential risk to human
health.

(2) The Labour Inspectorates

a) shall monitor within the scope of a specific regulation 23w) provisions of this Act,
generally binding legal provisions issued on the basis of this Act and specific regulations
23p);

b) shall cooperate with the Centre, Regiona Public Health Authorities, the Slovak
Environmental Inspection, the District Mining Authorities and customs authorities.

Article 37g
The Central Mining Authority and District Mining Authorities
(1) The Central Mining Authority

a) shall cooperate with the centre, the Slovak Trade Inspection, the Public Health Authority,
the Slovak Environmental Inspection, the Central Mining Authority and customs authorities;

b) shall every five years submit to the Ministry of Economy a summary report on inspection

results, imposed remedial action and fines based on the data from District Mining Authorities.
Thefirst report shall be submitted by 31. March 2010;

29/49







Centre for Chemical Substances and Preparations, Bratislava, Slovak Republic www.cchlp.sk

¢) shal forward to the Centre available information indicating whether enforcement and
monitoring activities revealed any potential risk registered substances may constitute to
human health and the environment, based on the data obtained from District Mining
Authorities;

d) constitutes an appellate body in the matters decided upon in the first instance by District
Mining Authorities.

(2) The District Mining Authorities

a) shall monitor within the scope of a specific regulation 23x) compliance with provisions of
this Act, generally binding legal provisions issued on the basis of this Act and a specific
regulation 9);

b) shall determine conditions and fix time limits for remedial action whenever in performance
of inspection 23y) they find irregularities with respect to the placing on the market or use of
substances on their own, substances contained in preparations and substances contained in
articles pursuant to this Act, itsimplementation legal regulations and a specific regulation 9);

¢) shall impose remedia actions to remove illegal conditions pursuant to Article 40a in the
sphere of the use of substances on their own, substances contained in preparations and
substances contained in articles; if there is a potential risk to health and the environment or if
such risk has already occurred, they may impose the disposal of the dangerous substance or
dangerous preparation or dangerous article at the costs of their owner or holder if the identity
of the owner is not known and impose fines pursuant to Article 40e to 40 g;

d) shal maintain the system of inspections and other activities as the circumstances may
require it, pursuant to a specific regulation 23r);

Article 37h
Customs Authorities
The Customs Authorities

a) shall monitor import and export of substances pursuant to specific regulations 23z as well
as the fulfilment of specific tasks pursuant to this Act;

b) shall verify whether the packaging and labelling of imported and exported substances and
preparations satisfy requirements pursuant to Articles 25 and 26 and those provided for by
specific regulations 12);

c¢) shall not release into circulation dangerous substances on their own, dangerous substances
contained in preparations and dangerous substances contained in articles the import of which
does not satisfy requirements set out in Article 28 paragraph 2 and those stated in specific
regulations 23p) save for substances imported for scientific and research purposes, for the
purpose of the national defence or to meet the needs of supervisory bodies,
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d) shall submit to the Slovak Trade Inspection proposal for starting procedure whenever a
non-fulfilment of obligations pursuant to b) isrevealed;

€) shal submit to the Ministry of Economy proposals concerning state administration
management with respect to import of certain dangerous substances and certain dangerous
preparations;
f) shal every five years submit to the Ministry of Economy a summary report concerning
inspection results, imposed remedia action and fines. The first report shall be submitted by
31. March 2010.
Article 37i
The Ministry of Defence
The Ministry of Defence
a) shall monitor compliance with the provisions of this Act within armed forces and by legal
persons falling within its constituent competences, having been granted an exception from this
Act;
b) shall inform the Centre whenever it finds that the use of a substance, preparation or article
within armed forces or by legal persons falling within its constituent competences represents a
direct threat to human health which is not adequately controlled;
¢) shall submit to the Ministry of Economy a summary report on inspection results in armed
forces and legal entities falling within its constituent competences, on imposed remedial
action and fines for every calendar year, asarule to 31 March of the next year.
PART EIGHT
REMEDIAL ACTION AND ADMINISTRATIVE OFFENCES
Article 38
Repealed from 01.11.2008
Article 39
Repealed from 01.11.2008
Article 40
Repealed from 01.11.2008
Article 40a

Remedial action
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(1) The entrepreneur who fails to fulfil his obligations relating to classification, packaging or
labelling as provided for by this Act, shall be obliged to accomplish any formalities of
classification, packaging and labelling in accordance with this Act within the time limit as
defined by the competent inspection body.

(2) The entrepreneur who fails to furnish the safety data sheet pursuant to Article 27 shall be
required to do so within the time limit as defined by the competent inspection body.

(3) The entrepreneur who violates the ban or restriction with respect to placing on the market
or use of a dangerous substance or a dangerous preparation shall be obliged to withdraw such
dangerous substance or dangerous preparation to which the ban or restriction apply from the
market within the time limit as defined by the inspection body.

(4) The entrepreneur who violates the ban or restriction with respect to placing on the market
or use of a certain dangerous substance or a certain dangerous preparation shall be obliged to
withdraw such dangerous substance or dangerous preparation to which the ban or restriction
apply from the market within the time limit as defined by the inspection body.

(5) If he fails to do so within the time limit provided for in paragraphs 1 to 4 the competent
inspection body shall initiate the procedure to withdraw the substance or preparation or article
from the market. The appeal against the decision imposing the withdrawal of the substance or
preparation or article shall not have suspensory effect.

(6) The inspection bodies referred to in Article 37c to 37i within the framework of their
inspection activities shall until 1 December 2008 monitor the fulfilment of tasks stated in
Article 37b paragraph 2 a); shall inform the Centre of their findings by 1 January 2008. If the
entrepreneurs or competent institutions 23faa) have failed to fulfil the notification obligation,
they shall be ordered by the inspection bodies to take action aimed at fulfilling the notification
obligation.

(7) If the entrepreneurs fail to take action imposed by the inspection bodies pursuant to
paragraph 6, the inspection bodies shall proceed pursuant to Article 40h.

Administrative offences
Article 40b

(1) The entrepreneur placing on the market substances or preparations shall commit an
administrative offence if

a) he fails to ensure for the substances or preparations to be packaged and sealed pursuant to
Article 26;

b) he fails to ensure for substances or preparations to be labelled pursuant to Article 25;

¢) he fails to prepare the safety data sheet pursuant to a specific regulation 9) in the officia
language pursuant to Article 27,

d) he fails to forward to the National Toxicological Information Centre the safety data sheet
pursuant to a specific regulation 9) in the official language pursuant to Article 27;
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€) repealed from 01.06.2009.

(2) The entrepreneur shall commit an administrative offence if he fails to classify substances
or preparations or comply with procedures and conditions pursuant to Articles 23 and 24 prior
to their placing on the market.

Article 40c

(1) The manufacturer or importer shall commit an administrative offence whenever he actsin
breach of a specific regulation 9) by

a) manufacturing or placing on the market a substance on its own, a substance contained in a
preparation or a substance contained in an article without having it registered;

b) failing to apply for registration of the substance on its own or the substance contained in a
preparation;

c) failing to apply with the Agency for registration of a substance contained in articles;
d) failing to notify the Agency of a substance contained in articles;

e) failing to provide the Agency with information on a substance manufactured or imported
for the purpose of product and process orientated research and devel opment;

f) failing to notify the Agency of the higher threshold value which has been reached in the
manufacture or import of the registered substance;

g) failing to assess the chemical safety of the substance and to prepare the chemical safety
report;

h) failing to apply for registration of an isolated intermediate;
1) failing to apply for registration of atransported isolated intermediate;

j) starting manufacture or import of a substance or article within the time limit of less than
three weeks from the date applying for registration;

k) failing to update registration data;
) failing to inquire with the Agency in case of registration of a phase-in substance 24) or a
non-phase-in substance which has not been pre-registered, whether any application for

registration has already been submitted with respect to the same substance;

m) failing to minimise exposure to the substance for which he has already been granted an
authorisation;

n) failing to examine within the required time limit the existing authorisation for placing on
the market or use of a substance;
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0) failing to indicate on the label the authorisation number prior to placing on the market of a
substance, preparation containing the substance for which he has been granted authorisation;

p) failing to provide the Agency with any information or by failing to update it;
qg) failing to fulfil his duties in fixed time limits;

r) manufacturing, placing on the market or using a substance, preparation or article without
satisfying the relevant conditions.

(2) The supplier shall commit an administrative offence whenever he acts in breach of a
specific regulation 9) by

a) failing to provide the recipient of a substance or preparation on his request with the safety
data sheet prepared in accordance with Article 27;

b) failing to provide the recipient on his request with the safety data sheet concerning the
preparation which does not satisfy the criteriafor classification as a dangerous preparation;

¢) failing to update the safety data sheet;

d) failing to provide the recipient of a substance contained in a preparation and for which the
safety data sheet need not be supplied with information or by failing to update it;

e) failing to provide the recipient with information concerning an article containing a
substance satisfying safe use criteriafor;

f) failing to provide the consumer of an article on his request with information enabling its
safe use; or

g) failing to collect and keep information on testing, registration and other findings relating to
substances and preparations and isolated intermediates on the site.

(3) The downstream user shall commit an administrative offence whenever he acts in breach
of a specific regulation 9) by

a) failing to fulfil his obligations within fixed time limits;

b) failing to prepare a chemical safety report;

c) failing to report to the Agency information he is supposed to report as a downstream user;
d) failing to satisfy requirements within fixed time limits;

e) failing to provide the Agency with information within the fixed time limit;

f) failing to minimise exposure to the substance;

g) failing to examine within the fixed time limit the existing authorisation for use of a
substance;
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h) failing to indicate on the label the authorisation number prior to placing on the market of a
substance or preparation containing the substance for which he has been granted
authorisation;

i) failing to inform the Agency on the use of the substance;

j) placing on the market or using the substance, preparation or article without fulfilment of the
relevant conditions.

(4) The registrant shall commit an administrative offence whenever he acts in breach of a
specific regulation 9) by

a) Failing to determine and implement suitable measures aimed at adequately controlling risks
revealed in chemical safety assessment;

b) failing to keep or update the chemical safety report;
¢) failing to provide the Agency with information within the fixed time limit;

d) failing to provide the Agency with information whenever manufacture or import of a
substance or article is stopped or whenever the downstream user ceases to use them.

(5) The actor in the supply chain shall commit an administrative offence whenever he actsin
breach of a specific regulation 9) by failing to provide the next actor in the supply chain or the
upstream distributor with information on a substance or preparation or article he may have
obtained.

(6) The distributor shall commit an administrative offence whenever he acts in breach of a
specific regulation 9) by placing on the market a substance on its own, a substance contained
In a preparation or a substance contained in an article without observing relevant restrictions.

(7) The participant in a Substance Information Exchange Forum (SIEF) shall commit an
administrative offence whenever he acts in breach of a specific regulation 9) by refusing to
supply a document containing data on study-related costs or by refusing to provide the study
itself.

(8) The employer seated on territory of the Slovak Republic shall commit an administrative
offence whenever he acts in breach of a specific regulation 9) by failing to enable his
employees and their representatives access to information on substances on their own,
substances contained in preparations or substances contained in articles which their
employees use or to the effects of which they are exposed while performing their work.

Article 40d

The entrepreneur shall commit an administrative offence whenever he acts in breach of
specific regulations by

a) failing to report in due course of time to the Ministry of Economy the export of a substance
referred to in a specific regulation 11);

35/49







Centre for Chemical Substances and Preparations, Bratislava, Slovak Republic www.cchlp.sk

b) failing to report in due course of time to the Ministry of Economy the first export of a
substance pursuant to a specific regulation 11);

c¢) failing to report in due course of time to the Ministry of Economy the quantity of a
substance exported during the calendar year;

d) failing to provide the Ministry of Economy on its request with information on the substance
pursuant to a specific regulation 11);

e) failing to provide the European Commission on its request with information pursuant to a
specific regulation 23p);

f) violating relevant conditions when exporting a substance 12);
g) exporting a substance later than 6 months before the end of its useful life 12);

h) failing to secure that the plant protection product being exported bear the label indicating
specific information pursuant to a specific regulation 9);

1) failing to ensure that the plant protection product being exported satisfy purity requirements
pursuant to a specific regulation 9);

J) exporting a substance or article contrary to a specific regulation 9);

k) failing to package and seal the substance being exported pursuant to Article 26, to label it
pursuant to Article 25 or by failing to provide the safety data sheet in breach of a specific
regulation 9);

l) placing on the market a detergent or surfactant intended for use in detergents contrary to
conditions, characteristics and threshold values defined in a specific regulation 9);

m) failing to keep information pursuant to a specific regulation 10);

n) failing to ensure adequate testing 9) when placing the substance or preparation on he
market 10);

0) lacking documentation pursuant to a specific regulation 10);

p) failing to make available to the National Toxicological Information centre 10) the
ingredients data sheet for detergents being placed on the market 10);

q) failsto label the detergent 10);

r) manufacturing, placing on the market or using a substance listed contrary to a specific
regulation 25).

Article 40e

The respective inspection body pursuant to Article 37b paragraph 6
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a) from 300,000 Sk to 500,000 Sk in case of an administrative offence pursuant to Article 40c
paragraph 4 b) and Article 40d paragraph 1 c), g) toi);

b) from 500,001 Sk to 900,000 Sk in case of an administrative offence pursuant to Article 40b
paragraph 1 c¢), and d), Article 40c paragraph 1 g), Article 40c paragraph 2 b) to d) and g),
Article 40c paragraph 3 a), ¢) to €), f), h), and j), Article 40c paragraph 4 @), c) and d), Article
40c paragraph 5, Article 40d a), b), d) to f), k) m) to p);

c¢) from 900,001 Sk to 1 300,000 Sk in case of an administrative offence pursuant to Article
40b paragraph 1 a) and b), Article 40b paragraph 2, Article 40c paragraph 1 d) to f), 1), 1), n)
and o), Article 40c paragraph 2 a), €) and f), Article 40c paragraph 3 b), Article 40c
paragraphs 7 and 8, Article 40d j), |) and q);

d) from 1 300,001 Sk to 3 000,000 Sk in case of an administrative offence pursuant to Article
40b paragraph 1 €), Article 40c paragraph 1 @) to c), h) to j), m) and p) to r), Article 40c
paragraph 6, Article 40dr).

Article 40f

(1) When fixing the amount of the fine account will be taken of the seriousness of the
administrative offence, in particular as regards its modus operandi its harmful effects on
human health or the environment and circumstances under which it has been committed.

(2) The person ceases to be responsible for an administrative offence if the inspection body
fails to take action on its account within two years of being notified thereof but no later than
within 5 years of its commitment.

(3) Fines imposed by inspection bodies pursuant to this Act shall accrue to the state budget;
proceeds from any fine imposed by the Slovak Environmental Inspection accrue to the
Environmental Fund 26).

Article 40g
Administrative fines

(1) Any manufacturer, importer or distributor obstructing or hampering the performance of
ingpection activity by an inspection body may be imposed by the latter by an administrative
fine of up to 100,000 Sk.

(2) If the entrepreneur does not make it possible to perform the inspection of Good L aboratory
Practice compliance or prevents inspection bodies from entering the land, premises and
workplaces used for testing purposes, the competent inspection body may impose an
administrative fine of up to 100,000 Sk.

(3 The administrative fine may be imposed repeatedly if the behaviour resulting in
obstruction or hampering of inspection or supervisory activities persists despite invitation by
the competent inspection body to cease such activity or if the irregularities revealed have not
been removed within the time limit fixed by the inspection body. The sum of the repeatedly
imposed administrative fines must not exceed 500,000 Sk.
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(4) The administrative fine may be imposed within one year of the day on which the
behaviour pursuant to paragraphs 1 and 2 were brought to the knowledge of the respective
ingpection body but no later than within three years of such behaviour.

(5) The administrative fine imposed pursuant to this Act shall accrue to the state budget.

PART NINE
GENERAL AND TRANSITIONAL PROVISIONS
Article41
General provisions

(1) Authorised persons who participate directly in inspections pursuant to this Act shall be
obliged to maintain confidentiality, may be neither employees nor members of the executive
or supervisory bodies with the entrepreneur who manufactures, imports, exports or places on
the market chemical substances or chemical preparations, not even for the period of one year

following the termination of employment in a public agency.

(2) Procedure pursuant to this Act shall be subject to genera regulations on administrative
procedure 23fca save if this Act provides for otherwise.

Article4la
(1) Throughout the text of this Act the words “chemical substance” and “chemical
preparation” shall be replaced with the words “substance” and “preparation” in the respective
grammatical form save Article 24 paragraph 4 c) and Article 29 paragraph 2.

(2) Throughout the text of this Act the words “very poisonous’ and “poisonous’ shall be
replaced with the words “very toxic” and “toxic” in al grammatical forms.

(3) Wherever in generally binding regulations reference is made to
a) “very poisonous’, it means “very toxic",
b) “poisonous’ it means “toxic”.
Article 42

Transitional provisions
(1) By 28 February 2002, the entrepreneur shall be obliged to make notification to the Centre
of the list of chemical substances he has placed on the market for the period of three years
before this Act takes effect, in individual quantities exceeding 100 kg annually or exceeding
1 000 kg intotal. For each chemical substance he/she shall indicate

a) the name of the chemical substance (IUPAC);
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b) CAS number or any other number of the chemical substance, it assigned (EINECS number
or EC number);

¢) annua quantity of the chemical substance manufactured or imported,;
d) information concerning the use or expected use of the chemical substance.

(2) The entrepreneur who has manufactured or imported or placed on the market an existing
chemical substance as such or an existing chemical substance contained in a preparation in
guantities exceeding 1 000 tons annually, shall by 28 February 2002 submit to the Centre a
data summary on manufacture, importation and the placing on the market.

(3) The entrepreneur who has manufactured or imported or placed on the market an existing
chemical substance as such or an existing chemical substance contained in a preparation in
guantities exceeding 10 tons, but not exceeding 1 000 tons annually, shall by 28 February
2003 submit to the Centre a data summary on manufacture, importation and the placing on the
market of that chemical substance.

(4) When placing on the market a new chemical substance or an existing chemical substance
or an existing chemical preparation, the entrepreneur may, where it is justifiable and for the
period starting on the day this Act takes effect up to 31 December 2003, proceed pursuant to
regulations that have been hitherto in effect 26) if he/she obtains the consent to do so from the
Ministry of Economy.

(5) Measures imposed by inspection bodies with a view to remedy irregularities in the sector
of detergents and cleaning agents (Article 29) shall, as of 31 December 2003, not apply to

a) low-foaming alkene oxide additives on such substances as alcohols, akylphenols, glycols,
polyols, fatty acids, amides or amines used in dish-washing products;

b) alkali-resistant terminally blocked alkyl and alkyl-aryl polyglycol ethers and substances of
the type referred to in @), used in cleaning agents for the food and metal-working industries.

(6) Paragraph 5 shall apply to non-ionic surfactants that will be placed on the market after this
Act takes effect only if they have a higher level of biodegradability than already existing
products for the same application.

Article 42a

By means of this Act are being transposed the legal Acts of the European Communities and
the European Union stated in the Annex.

Article 42b
The person who fulfils the function of the director of the centre pursuant to regulations that
have been hitherto in effect shall be considered as the director of the Centre pursuant to this

Act as of the day it takes effect.

Article 42c
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Transitional provision applying to amendments effective as of 1 November 2008

The assessment of risks new substances may represent for human life and health and the
environment which is performed by the Centre pursuant to Articles 4 to 22 shall cease to be
performed on 30 November 2008.

Article 43
Repealing provisions
The following shall be repealed:

Articles 10, 11 and Article 14 paragraphs 1 and 2 of the Regulation of the Government of the
Slovak Republic No. 206/1988 Coll. on poisons and certain other substances harmful to
health.

Article43a

The Order of the Ministry of Economy of the Slovak Republic No. 423/2001 Coll. on
particulars concerning the methods for monitoring biological degradability of surfactants
contained in detergents and cleaning agents and on requirements applicable to the placing
thereof on the market shall be repealed.

Article43b
The following shall be repealed:

1. The Order of the Ministry of Economy of the Slovak Republic No. 401/2001 Coll. on
particulars concerning procedures for import or export of certain dangerous chemical
substances and certain dangerous chemical preparations the placing on the market of which is
restricted due to their effects on human life and health and the environment, and on particulars
concerning procedures for import or export of certain dangerous chemical substances and
certain dangerous chemical preparations which are subject to the interim Prior Informed
Consent procedure.

2. The Decree of the Ministry of Economy of the Slovak Republic No. 7/2001 The list of
certain dangerous chemical substances and certain dangerous chemical preparations the
placing on the market of which is restricted due to their effects on human life and health and
to the environment and the list of certain dangerous chemical substances and certain
dangerous chemical preparations which are subject to the interim Prior Informed Consent
procedure (Announcement No. 402/2001 Coll.).

Article 43c
Repealing provisions
The following shall be repealed:

1. the Order of the Ministry of Economy of the Slovak Republic No. 331/2001 Coll. laying
down particulars concerning classification and labelling of di(2-ethylhexyl)-phthal ate;
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2. the Order of the Ministry of Economy of the Slovak Republic No. 511/2001 Coall. on
particulars concerning assessment of risks arising from existing chemical substances and new
chemical substancesto human life and health and to the environment;
3. the Order of the Ministry of Economy of the Slovak Republic No. 67/2002 Coll. issuing the
list of certain chemical substances and certain chemical preparations the placing on the market
and use of which is restricted or prohibited, as amended;
4. the Order of the Ministry of Economy of the Slovak Republic No. 13/2002 Coll. of 11
December 2002 issuing the list of existing chemical substances placed on the market and
exempted from the obligation to report data on high volumes of existing chemical substances
and from the obligation to report data on lower volumes of existing chemical substances
(Announcement No. 12/2003 Coll.).

Article 44
This Act takes effect on 1 June 2001.
The Act No. 128/2002 Coll. took effect on 1 April 2002.
The Act No. 217/2003 Coll. took effect on 1 July 2003.
The Act No. 434/2004 Coll. took effect on 1 August 2004.
The Act No. 308/2005 Call. took effect on 1 August 2005 save point nineteen, point twenty,
Article 33 ) to |) in point twenty three, point twenty nine, point thirty one, point thirty eight,
point thirty ninein Article | and save Article I11 which took effect on 8 October 2005 and save
Article 33 m) in point twenty three, point twenty four, point thirty four, point thirty five and
point forty in Article | which took effect on 1 January 2006.
The Act No. 95/2007 Coall. took effect on 1 April 2007.
The Act No. 405/2008 Call. took effect on 1 November 2008, save Article 40c paragraph 3 g)

and Article 40d f) which took effect on 1 June 2009. The provision of Article 40b paragraph 1
€) expired on 1 June 2009.

Rudolf Schuster in hisown hand
Jozef MigaSin hisown hand
Mikulas Dzurindain his own hand
ANNEX

LIST OF TRANSPOSED LEGAL ACTSOF THE EUROPEAN COMMUNITIESAND
THE EUROPEAN UNION

1. Council Directive 67/548/EEC on the approximation of the laws, regulations and
administrative provisions relating to the classification, packaging and labelling of dangerous
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substances (OJ specia edition, chapter 13/val. 1; OJ 196, 16.8.1967), as amended by Council
Directive 69/81/EEC of 13.3.1969 (OJ L 68, 19.3.1969), Council Directive 70/189/EEC of
6.3.1970 (OJ L 59, 14.3.1970), Council Directive71l/144/EEC of 22.3.1971 (OJ special
edition, chapter 13/val. 1; OJ L 74, 29.3.1971), Council Directive 73/146/EEC of 31.5.1973
(OJ special edition, chapter 13/vol. 2; OJL 197, 25.6.1973), Council Directive 75/409/EEC of
24.6.1975 (OJ specia edition, chapter 13/vol. 3; OJL 183, 14.7.1975), Commission Directive
76/907/EEC of 14.7.1976 (OJ special edition, chapter 13/vol. 3; OJ L 360, 30.12.1976),
Commission Directive 79/370/EEC of 30.1.1979 (OJ special edition, chapter 13/vol. 3; OJ L
88, 7.4.1979), Council Directive 79/831/EEC of 18.9.1979 (OJ special edition, chapter 13/vol.
5; OJ L 259, 15.10.1979), Council Directive 80/1189/EEC of 4.12.1980 (OJ special edition,
chapter 13/vol. 6; OJ L 366, 31.12.1980), Commission Directive 81/957/EEC of 23.10.1981
(OJ specia edition, chapter 13/vol. 6; OJ L 351, 7.12.1981), Commission Directive
82/232/EEC of 25.3.1982 (OJ specia edition, chapter 13/vol. 6; OJ L 106, 21.4.1982),
Commission Directive 83/467/EEC of 29.7.1983 (OJ special edition, chapter 13/vol. 6; OJ L
257, 16.9.1983), Commission Directive 84/449/EEC of 25.4.1984 (OJ specia edition, chapter
13/vol. 7; OJ L 251, 19.9.1984), Commission Directive 86/431/EEC of 24.6.1986 (OJ special
edition, chapter 13/vol. 8; OJ L 247, 1.9.1986), Council Directive 87/432/EEC of 3.8.1987
(OJ specia edition, chapter 13/vol. 8; OJ L 239, 21.8.1987), Commission Directive
88/302/EEC of 18.11.1987 (OJ specia edition, chapter 13/vol. 9; OJ L 133, 30.5.1988),
Commission Directive 88/490/EEC of 22.7.1988 (OJ special edition, chapter 13/vol. 9; OJ L
259, 19.9.1988), Council Directive 90/517/EEC of 9.10.1990 (OJ specia edition, chapter
13/vol. 10; OJ L 287, 19.10.1990), omission Directive 91/325/EEC of 1.3.1991 OJ L 180,
8.7.1991), Commission Directive 91/326/EEC of 3.3.1991 (OJ L 180, 8.7.1991), Commission
Directive 91/410/EEC of 22.7.1991 (OJ specia edition, chapter 13/vol. 9; OJ L 228,
17.8.1991), Commission Directive 91/632/EEC of 28.10.1991 (OJ specia edition, chapter
13/vol. 13; OJ L 338, 10.12.1991), Council Directive 92/32/EEC of 30.4.1992 (OJ special
edition, chapter 13/vol. 11; OJ L 154, 5.6.1992), Commission Directive 92/37/EEC of
30.4.1992 (OJ special edition, chapter 13/vol. 11; OJ L 154, 5.6.1992), Commission Directive
93/21/EEC of 27.4.1993 (OJ specia edition, chapter 13/vol. 12; OJ L 110, 4.5.1993),
Commission Directive 93/72/EEC of 1.9.1993 (OJ special edition, chapter 13/vol. 12; OJ L
258, 16.10.1993), Commission Directive 93/105/EC of 25.11.1993 (OJ specia edition,
chapter 13/vol. 12; OJ L 294, 30.11.1993), Commission Directive 93/101/EC of 11.11.1993
(OJ specid edition, chapter 13/vol. 13; OJ L 13, 15.1.1994), Commission Directive 94/69/EC
of 19.12.1994 (OJ special edition, chapter 13/vol. 14; OJ L 381, 31.12.1994), Commission
Directive 96/54/EC of 30.7.1996 (OJ special edition, chapter 13/vol. 17, OJ L 248,
30.9.1996), Directive of the European Parliament and of the Council 96/56/EC of 3.9.1996
(OJ specid edition, chapter 13/vol. 17; OJ L 236, 18.9.1996), Commission Directive
97/69/EC of 5.12.1997 (OJ specia edition, chapter 13/vol. 19; OJ L 343, 13.12.1997),
Commission Directive 98/73/EC of 18.9.1998 (OJ special edition, chapter 13/vol. 21; OJ L
305, 16.11.1998), Commission Directive 98/98/EC of 15.12.1998 (OJ specia edition, chapter
13/vol. 22; OJ L 355, 30.12.1998), Directive of the European Parliament and of the Council
1999/33/EC of 10.5.1999 (OJ specia edition, chapter 13/vol. 24; OJ L 199, 30.7.1999),
Commission Directive 2000/32/EC of 19.5.2000 (OJ specia edition, chapter 13/val. 25; OJ L
136, 8.6.2000), Commission Directive 2000/33/EC of 25.4.2000 (OJ specia edition, chapter
13/vol. 25; OJ L 136, 8.6.2000), Commission Directive 2001/59/EC of 6.8.2001 (OJ specidl
edition, chapter 13/vol. 26; OJ L 225, 21.8.2001).

2. Council Directive 76/769/EEC of 27 July 1976 on the approximation of the laws,

regulations and administrative provisions of the Member States relating to restrictions on the
marketing and use of certain dangerous substances and preparations (OJ special edition,
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chapter 13/vol. 3; OJ L 262, 27.9.1976), as amended by Council Directive 79/663/EEC of 24
July 1979 (OJ specia edition, chapter 13/vol. 5; OJ L 197, 3.8.1979), Council Directive
82/806/EEC of 22 November 1982 (OJ special edition, chapter 13/vol. 6; OJ L 339,
1.12.1982), Council Directive 82/828/EEC of 3 December 1982 (OJ specia edition, chapter
13/val. 6; OJ L 350, 10.12.1982), Council Directive 83/264/EEC of 16 May 1983 (OJ special
edition, chapter 13/vol. 7; OJ L 147, 6.6.1983), Council Directive 83/478/EEC of 19
September 1983 (OJ special edition, chapter 13/vol. 7; OJ L 263, 24.9.1983), Council
Directive 85/467/EEC of 1 October 1985 (OJ special edition, chapter 13/vol. 8; OJ L 2609,
11.10.1985), Council Directive 85/610/EEC of 20 December 1985 (OJ specia edition, chapter
13/val. 8; OJ L 375, 31.12.1985), Council Directive 89/677/EEC of 21 December 1989 (OJ
special edition, chapter 13/vol. 10; OJ L 398, 30.12.1989), Council Directive 89/678/EEC of
21 December 1989 (OJ specia edition, chapter 13/vol. 10; OJ L 398, 30.12.1989), Council
Directive 91/157/EEC of 18 March 1991 (OJ specia edition, chapter 13/vol. 10; OJ L 78,
26.3.1991), Commission Directive 98/101/EC of 22 December 1998 (OJ special edition,
chapter 13/val. 23; OJ L 1, 5.1.1999), Council Directive 91/173/EEC of 21 March 1991 (OJ
specia edition, chapter 13/vol. 10; OJ L 85, 5.4.1991), Council Directive 91/338/EEC of 18
June 1991 (OJ specia edition, chapter 13/vol. 10; OJ L 186, 12.7.1991), Council Directive
91/339/EEC of 18 June 1991 (OJ specia edition, chapter 13/vol. 10; OJ L 186, 12.7.1991),
Commission Directive 91/659/EEC of 3 December 1991 (OJ specia edition, chapter 13/vol.
11; OJL 363, 31.12.1991), Directive of the European Parliament and of the Council 94/27/EC
of 30 June 1994 (OJ special edition, chapter 13/vol. 13; OJL 188, 22.7.1994), Directive of the
European parliament and of the Council 94/48/EC of 7 December 1994 (OJ special edition,
chapter 13/vol. 13; OJ L 331, 21.12.1994), Commission Directive 96/55/EC of 4 September
1996 (OJ specia edition, chapter 13/vol. 17; OJ L 231, 12.9.1996), Commission Directive
97/10/EC of 26 February 1997 (OJ special edition, chapter 13/vol. 18; OJ L 68, 8.3.1997),
Directive of the European Parliament and of the Council 97/16/EC of 10 April 1997 (OJ
specia edition, chapter 13/vol. 18; OJ L 116, 6.5.1997), Commission Directive 97/64/EC of
10 November 1997 (OJ special edition, chapter 13/vol. 19; OJ L 315, 19.11.1997), Directive
of the European Parliament and of the Council 97/56/EC of 20 October 1997 (OJ special
edition, chapter 13/vol. 19; OJ L 333, 4.12.1997), Directive of the European Parliament and
of the Council 1999/43/EC of 25 May 1999 (OJ special edition, chapter 13/val. 24; OJ L 142,
5.6.1999), Commission Directive 1999/77/EC of 26 July 1999 (OJ specia edition, chapter
13/vol. 24; OJ L 207, 6.8.1999), Directive of the European Parliament and of the Council
2001/41/EC of 19 June 2001 (OJ special edition, chapter 13/vol. 26; OJ L 194, 18.7.2001),
Commission Directive 2001/90/EC of 26 October 2001 (OJ special edition, chapter 13/vol.
26; OJ L 283, 27.10.2001), Commission Directive 2001/9L/EC of 29 October 2001 (OJ
specia edition, chapter 13/vol. 26; OJ L 286, 30.10.2001), Directive of the European
Parliament and of the Council 2002/45/EC of 25 June 2002 (OJ specia edition, chapter
13/vol. 29; OJ L 177, 6.7.2002), Directive of the European Parliament and of the Council
2002/61/EC of 19 July 2002 (OJ specia edition, chapter 13/vol. 29; OJ L 243, 11.9.2002),
Commission Directive 2002/62/EC of 9 July 2002 (OJ specia edition, chapter 13/vol. 29; OJ
L 183, 12.7.2002), Commission Directive 2003/2/EC of 6 January 2003 (OJ special edition,
chapter 13/vol. 31; OJ L 4, 9.1.2003), Commission Directive 2003/3/EC of 6 January 2003
(OJ specia edition, chapter 13/vol. 31; OJ L 4, 9.1.2003), Directive of the European
Parliament and of the Council 2003/11/EC of 6 February 2003 (OJ special edition, chapter
13/vol. 31; OJ L 42, 15.2.2003), Directive of the European Parliament and of the Council
2003/34/EC of 26 May 2003 (OJ specia edition, chapter 13/vol. 31; OJ L 156, 25.6.2003),
Directive of the European Parliament and of the Council 2003/36/EC of 26 May 2003 (OJ
specia edition, chapter 13/vol. 31; OJ L 156, 25.6.2003), Directive of the European
Parliament and of the Council 2003/53/EC of 18 June 2003 (OJ specia edition, chapter
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13/vol. 31; OJ L 178, 17.7.2003), Commission Directive 2004/21/EC of 24 February 2004
(OJ specia edition, chapter 13/vol. 34; OJ L 57, 25.2.2004), Commission Directive
2004/96/EC of 27 February 2004 (OJ L 301, 28.9.2004), Commission Directive 2004/98/EC
of 30 September 2004 (OJ L 305, 1.10.2004), Directive of the European Parliament and of the
Council 2005/59/EC of 26 October 2005 (OJ L 309, 25.11.2005), Directive of the European
Parliament and of the Council 2005/69/EC of 16 November 2005 (OJ L 323, 9.12.2005),
Directive of the European parliament and of the Council 2005/84/EC of 14 December 2005
(OJL 344, 27.12.2005), Directive of the European Parliament and of the Council 2005/90/EC
of 18 January 2006 (OJ L 33, 4.2.2006), Directive of the European Parliament and of the
Council 2006/122/EC of 12 December 2006 (OJ L 372, 27.12.2006), Commission Directive
2006/139/EC of 20 December 2006 (OJ L 384, 29.12.2006), Directive of the European
Parliament and of the Council 2007/51/EC of 25 September 2007 (OJ L 257, 3.10.2007).

3. Directive 2004/9/EC of the European Parliament and of the Council of 11 February 2004
on the inspection and verification of good laboratory practice (OJ special edition, chapter
15/val. 8; OJ L 50, 20.2.2004).

4. Directive 2004/10/EC of the European Parliament and of the Council of 11 February 2004
on the harmonisation of laws, regulations and administrative provisions relating to the
application of the principles of good laboratory practice and the verification of their
applications for tests on chemical substances (OJ special edition, chapter 15/vol. 8; OJ L 50,
20.2.2004).

5. Directive 2006/121/EC of the European Parliament and of the Council of 18 December
2006 amending Council Directive 67/548/EEC on the approximation of the laws, regulations
and administrative provisions relating to the classification, packaging and labelling of
dangerous substances in order to adapt it to Regulation (EC) No 1907/2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) and
establishing a European Chemicals Agency (OJ L 396, 30.12.2006).

6. Directive 2006/122/EC of the European Parliament and of the Council of 12 December
2006 amending for the 30th time Council Directive 76/769/EEC on the approximation of the
laws, regulations and administrative provisions of the Member States relating to restrictions
on the marketing and use of certain dangerous substances and preparations (perfluorooctane
sulfonates) (OJL 372, 27.12.2006).

1) Article 3 paragraph 8 of the Regulation (EC) No. 1907/2006 of the European Parliament
and of the Council of 18 December 2006 concerning the registration, evaluation, authorisation
and restriction of chemicals (REACH), establishing a European Chemicals Agency, amending
Directive 1999/45/EC and repealing Council Regulation (EEC) No. 793/93 and Commission
Regulation (EC) No. 1488/94 as well as Council Directive 76/769/EEC and Commission
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 396, 30.12.2006).

2) Article 3 paragraph 10 of the Regulation (EC) No. 1907/2006.
3) Article 3 paragraph 1 of the Regulation (EC) No. 689/2008 of the European Parliament and

of the Council of 17 June 2008 on export and import of dangerous chemicals (OJ | 204,
31.7.2008).
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4) Article 3 paragraph 2 of the Regulation (EC) No. 1907/2006.
Article 2 paragraph 4 of the Regulation (EC) No. 648/2004.
Article 3 paragraph 2 of the Regulation (EC) No. 689/2008.

4a) The Act No. 217/2003 Coll. on conditions applicable to the placing of biocidal products
on the market and on amendment of certain acts.

5) Article 3 paragraph 3 of the Regulation (EC) No. 1907/2006.
6) Article 3 paragraph 12 of the Regulation (EC) No. 1907/2006.
7) Article 2 paragraph 2 @) to c) of the Commercial Code.

8) Article 3 paragraphs 4, 7, 9, 11, 13, 14, 32 and 32 to 35 of the Regulation (EC) No.
1907/2006.

Article 2 paragraph 10 of the Regulation (EC) No. 648/2004.

9) Regulation (EC) No. 1907/2006.

10) Regulation (EC) No. 648/2004.

11) Regulation (EC) No. 689/2008.

12) Regulation (EC) No. 1907/2006.

Regulation (EC) No. 648/2004.

Regulation (EC) No. 689/2008.

13) Article 2 of the Regulation (EC) No. 1907/2006.
Article 3 of the Regulation (EC) No. 689/2008.

13a) Article 3 paragraph 21 of the Regulation (EC) No. 1907/2006.
13b) Article 3 paragraph 5 of the Regulation (EC) No. 1907/2006.

13c) The Act No. 147/2001 Coll. on advertising and on amendment of certain acts, as
amended.

13d) The Act of the National Council of the Slovak Republic No. 152/1995 Coll. on
foodstuffs, as amended.

13e) The Act No. 271/2005 Coll. on the manufacture, placing on the market and use of
feedstuffs (Feedstuffs Act).

13f) The Act No. 140/1998 Coll. on medicinal products and aids, on amendment of the Act
No. 455/1991 Coall. on business activities (Business Activities Act), as amended, and on
amendment of the Act of the National Council of the Slovak Republic No. 220/1996 Coall. on
advertising.
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13g) The Act of the National Council of the Slovak Republic No. 164/1996 Coll. on railroads
and on amendment of the Act No. 455/1991 Coll. on business activities (Business Activities
Act), as amended.

The Act of the National Council of the Slovak Republic No. 168/1996 Coll. on road transport,
as amended.

The Act No. 315/1996 Coll. on the road traffic, as amended.

The Act No. 143/1998 Call. on civil aviation (Aviation Act) and on amendment of certain
acts, as amended.

The Act No. 338/2000 Coall. on inland navigation and on amendment of certain acts, as
amended.

The Act No. 435/2000 Coll. on maritime navigation, as amended.

The Order of the Minister of Foreign Affairs No. 8/1985 Coll. on the Convention Concerning
International Carriage by Rail (COTIF).

The Order of the Minister of Foreign Affairs No. 64/1987 Coall. on the European Agreement
Concerning the International Carriage of Dangerous Goods by Road (ADR).

13h) Article 31 of the Regulation (EC) No. 1907/2006.

13i) Article 21 of the Act No. 523/2004 Coll. on budgetary rules of public administration and
on amendment of certain acts, as amended by the Act No. 548/2005 Coll.

14a) The Act No. 193/2005 Call. on plant health care.

16) The Act of the National Council of the Slovak Republic No. 270/1995 Coll. on the official
language of the Slovak Republic, as amended.

23) The Act No. 147/2001 Coll. on advertising and on amendment of certain acts.

23a) Article 67 of the Regulation (EC) No. 1907/2006.

Annexes | and Il to the Regulation of the European Parliament and of the Council (EC) No.
850/2004 of 29 April 2004 on persistent organic pollutants and amending Directive
79/11/EEC (OJ special edition, chapter 15/vol. 8; OJL 33, 8.2.1979), as amended.

23b) The Act of the National Council of the Slovak Republic No. 152/1995 Coll.; the Decree
of the Ministry of Land Management of the Slovak Republic and of the Ministry of Health
Service of the Slovak Republic delivering part one and chapters one, two and three of part two
of the Codex Alimentarius of the Slovak Republic (Announcement No. 195/1996 Coll.); the
Act No. 76/1998 Coll. on the protection of Earth’s ozone layer and on amendment of the Act
No. 455/1991 Caoll. on business activities (Business Activities Act), as amended; the Act No.
129/1998 Caoall. on the ban of chemical weapons and on amendment of certain acts; the Act
No. 139/1998 Coll. on narcotic drugs, psychotropic substances and preparations, as amended;
the Act No. 140/1998 Call.; the Act No. 337/1998 Coll. on veterinary care and on amendment
of certain other acts, as amended; the Act No. 136/2000 Coll. on fertilizers, as amended; the
Act No. 217/2003 Coll. on conditions applicable to the placing of biocidal products on the
market and on amendment of certain acts; the Act No. 271/2005 Coll.; the Act No. 331/2005
Coall. on State administration authorities in the matters of drug precursors and on amendment
of certain acts; the Act No. 355/2007 Coll. on protection, support and development of public
health and on amendment of certain acts.

23c) Articles 12 and 13 of the Regulation (EC) No. 1907/2006.
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23d) Article 11 of the Regulation (EC) No. 648/2004.

23e) Article 9 paragraph 3 of the Regulation (EC) No. 648/2004.

23f) Article 4 paragraph 2 and Article 5 of the regulation (EC) No. 648/2004.
23fa) Regulation (EC) No. 648/2004.

23faa) For example the Act No. 315/2001 Coll. on Fire and rescue Service, as amended; Act
No. 129/2002 Coll. on Integrated Rescue System, as amended; Article 7 of the Act of the
National Council of the Slovak Republic No. 51/1988 Coll. on mining activity, explosives and
on the State Mining Administration, as amended.

23fab) Article 5 paragraphs 1, 2 and 5 and Annex No. 1 to the Act No. 245/2003 Call. on
integrated environmental pollution prevention and control and on amendment of certain acts,
as amended.

23fac) Ordinance of the Government of the Slovak Republic No. 298/2007 Coll. laying down
particulars concerning activity of test facilities, workload of their staff and particulars
concerning activities and workload of inspectors performing inspections and verifying
compliance with principles of Good Laboratory Practice.

23fad) Articles 17 to 20 of the Commercia Code.
23fb) Articles 591 to 600 of the Commercial Code.

23fc) The Act No. 271/2005 Coll. on the manufacture, placing on the market and use of
feedstuffs (Feedstuffs Act).

The Act of the National Council of the Slovak Republic No. 152/1995 Coall. on foodstuffs, as
amended.

The Act No. 140/1998 Coll. on medicinal products and aids, on amendment of the Act No.
455/1991 Coll. on business activities (Business Activities Act), as amended, and on
amendment of the Act of the National Council of the Slovak Republic No. 220/1996 Coall. on
advertising, as amended.

The Act No. 337/1998 Coll. on veterinary care and on amendment of certain other acts, as
amended.

The Act No. 136/2000 Coll. on fertilizers, as amended by the Act No. 555/2004 Coll.

The Act No. 217/2003 Coall. on conditions applicable to the placing of biocidal products on
the market and on amendment of certain acts, as amended.

The Act No. 193/2005 Coll. on plant health care.

23fca) The Act No. 71/1967 Coll. on administrative procedure (Code of Administrative
Procedure), as amended.

23fcb) Article 9 of the Regulation (EC) No. 689/2008.

23fcc) Annex | Part 2 and 3 of the Regulation (EC) No. 689/2008.
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23g) Regulation of the European Parliament and of the Council (EC) No. 304/2003 of 28
January 2003 on exports and imports of dangerous chemicals. Council Decision 2003/106/EC
of 19 December 2002 concerning the approval, on behalf of the European Community, of the
Rotterdam Convention on the Prior Informed Consent Procedure for certain hazardous
chemicals and pesticides in international trade (OJL 063, 6.3.2003).

23h) Article 121 of the Regulation (EC) No. 1907/2006.
Article 8 paragraph 1 of the Regulation (EC) No. 648/2004.

23ha) Article 3 paragraph 18 and Article 75 of the Regulation (EC) No. 1907/2006.

23hb) Articles 122 to 124 of the Regulation (EC) No. 1907/2006.

23i) Article 117 and Article 121 of the Regulation (EC) No. 1907/2006.

23j) Article 2 paragraph 1 f) of the Act no. 525/2003 Coll. on public administration of
environmental care and on amendment of certain acts, as amended by the Act No. 587/2004
Coll.

23k) Article 129 of the Regulation (EC) No. 1907/2006.

23l) Article 9 paragraphs 3 and 8; Article 16; Article 20 paragraph 4; article 22 paragraphs 1
and 2; Article 36; Articles 41 to 45; Article 46 paragraphs 1, 3 and 4; Articles 48 to 50;
Article 51 paragraphs 1 and 2; Article 59 paragraphs 1 to 3 and 5; Article 64 paragraph 5;
Article 66 paragraph 2; Article 69 paragraphs 4 and 5; Article 72 paragraph 3; Article 73
paragraph 2; Article 87 paragraph 1; Article 103 paragraph 3; Article 111; Article 115; Article
117 paragraph 1; Articles 121 to 124 of the Regulation (EC) No. 1907/2006.

23la) Article 85 paragraphs 1 to 3 of the Regulation (EC) No. 1907/2006.

23m) For example the Act No. 355/2007 Coll.; the Act No. 128/2002 Coll. on state inspection
of the internal market in the matters of consumer protection and on amendment of certain
acts, as amended; the Act No. 525/2003 Coll.; the Act of the National Council of the Slovak
Republic No. 51/1988 Caoall., as amended; the Act of the National Council of the Slovak
Republic No. 10/1996 Coll. on supervision of public administration, as amended.

23n) Article 86 paragraph 1 of the Regulation (EC) No. 1907/2006.

230) The Act No. 128/2002 Call.

23p) Regulation (EC) No. 1907/2006.

Regulation (EC) No. 648/2004.

Regulation (EC) No. 689/2008.

Annex No. | to the Regulation (EC) No. 850/2004.

23r) Article 125 of the Regulation (EC) No. 1907/2006.

23s) Articles 5, 6, 12, 30 and 54 of the Act No. 355/2007 Call.

23t) Annex XV to the Regulation (EC) No. 1907/2006.
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23u) The Act No. 525/2003 Coall., as amended.

23v) Article 9 of the Act No. 525/2003 Coall., as amended.

23w) The Act No. 125/1988 Coll. on labour inspection, and on the amendment of the Act No.
82/2005 on illegal work and illegal employment and on amendment of certain acts, as
amended.

23x) The Act of the National Council of the Slovak Republic No. 51/1988 Call., as amended.

23y) Articles 40 and 41 of the Act of the National Council of the Slovak Republic No.
51/1988 Coall., as amended.

232) Regulation (EC) No. 1907/2006.
Regulation (EC) No. 689/2008.

24) Article 3 paragraph 20 of the Regulation (EC) No. 1907/2006.
25) Article 67 of the Regulation (EC) No. 1907/2006.

Annex XVII to the Regulation (EC) No. 1907/2006.

Article 3 of the Regulation (EC) No. 850/2004.

26) Article 3 a) of the Act No. 587/2004 Coll. on the environmental fund and on amendment
of certain acts.
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To all European Importers

Subject: European Union (EU) Regulation on Chemicals (REACH)


As of June 2007, the European Regulation (EC) 1907/2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) entered into force.


REACH affects all industries, including the Automotive Industry (AI) with its production plants, the distributors with warehouses and even car dealers with spare parts magazines.

Each actor in the Mitsubishi structure has his own duties, which results from different supply chains.


Different supply chains means:



- Parts from OEM



- Alternative spare parts



- Accessories



- Workshop equipment



- Operating / cleaning agents (fuel, coolants and lubricants)


Please be aware of, that Local governmental officers may inspect your company according to “REACH requirements”. They will check:



- Provision and content of Safety Data Sheets (SDSs)


· Requirements for Safety Data Sheets according to Article 31 of REACH:


(Important points are marked in yellow)









[image: image1.emf]C:\Dokumente und  Einstellungen\0QG0WZ8Q\Desktop\REACH\SDS\REACH_Article 31_Requirements for Safety Data Sheets_SDS.pdf






- Sample of an REACH conform SDS:
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- Company internal and external Information- and Control mechanism


In the period May – December 2009 almost 1600 companies in 25 Member States of the Economic European Area1 have been audited. For example in case of the Automotive Industry the warehouse of an OEM in the Netherlands was one of these 1600 companies that have been audited.


In order to be prepared for REACH, representatives of all the major vehicle manufacturers and the automotive supply chain around the world developed an “Automotive Industry Guideline on REACH” which can be used to get a quick overview of REACH, its requirements and the recommended actions arising. This guideline can be found at: www.acea.be/reach

Therefore we herewith would like to early warn you, that (Name of company) is only responsible for the articles they deliver to the importer / dealer. This means, that you have to take care by yourself regarding all the modifications / parts you install by yourself to the cars delivered to you.


For these additional parts that you install by yourself, (Name of company) is not responsible. These parts are falling under your area of responsibility. Because of that, we would highly recommend you to ask the respective supplier for Safety Data Sheets (SDSs). You have to own SDSs for all hazardous substances and preparations containing hazardous substances above a certain concentration (etc. workshop equipment, spare parts, accessories, cleaning agents,…). Normally SDSs are available for all chemical and biological products to inform customers of any un-hazardousness of the product.


In addition to this we would advise you to build up an internal communication system as well as an external communication system with all your suppliers. Reason for this is that the entire supply chain needs to communicate – data, uses, control measures for safe use, etc. (see Automotive Industry Guideline on REACH chapter 5 and 6) to fulfil their REACH obligations. 

Regards,

1 The European Economic Area is an agreement between the European Union and Norway, Iceland and Liechtenstein. It allows these three countries to participate in the EU’s single market without joining the EU. This agreement was established on 1 January 1994.[image: image3.jpg]
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4. If the owner of a study as referred to in paragraph 1 which does not involve testing on
vertebrate animals refuses to provide either proof of the cost of that study or the study itself
to (an)other participant(s), the other SIEF participants shall proceed with registration as if

no relevant study was available in the SIEF.

5. An appeal may be brought, in accordance with Articles 91, 92 and 93, against Agency

decisions under paragraphs 2 or 3 of this Article.

6. The owner of the study who has refused to provide either proof of the cost or the study
itself, as referred to in paragraph 3 or 4 of this Article, shall be penalised in accordance

with Article 126.

TITLE IV
INFORMATION
IN THE SUPPLY CHAIN

Article 31
Requirements for Safety Data Sheets

1. The supplier of a substance or a preparation shall provide the recipient of the substance or

preparation with a safety data sheet compiled in accordance with Annex II:

(a) where a substance or preparation meets the criteria for classification as dangerous in

accordance with Directives 67/548/EEC or 1999/45/EC; or

(b) where a substance is persistent, bioaccumulative and toxic or very persistent and very

bioaccumulative in accordance with the criteria set out in Annex XIII; or

(c) where a substance is included in the list established in accordance with Article 59(1)

for reasons other than those referred to in points (a) and (b).
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Any actor in the supply chain who is required, under Articles 14 or 37, to carry out a
chemical safety assessment for a substance shall ensure that the information in the safety
data sheet is consistent with the information in this assessment. If the safety data sheet is
developed for a preparation and the actor in the supply chain has prepared a chemical
safety assessment for that preparation, it is sufficient if the information in the safety data
sheet is consistent with the chemical safety report for the preparation instead of with the

chemical safety report for each substance in the preparation.

The supplier shall provide the recipient at his request with a safety data sheet compiled in
accordance with Annex II, where a preparation does not meet the criteria for classification

as dangerous in accordance with Articles 5, 6 and 7 of Directive 1999/45/EC, but contains:

(a) in an individual concentration of > 1 % by weight for non-gaseous preparations and
> 0,2 % by volume for gaseous preparations at least one substance posing human

health or environmental hazards; or

(b) in an individual concentration of > 0,1 % by weight for non-gaseous preparations at
least one substance that is persistent, bioaccumulative and toxic or very persistent
and very bioaccumulative in accordance with the criteria set out in Annex XIII or has
been included for reasons other than those referred to in point (a) in the list

established in accordance with Article 59(1);or

(c) asubstance for which there are Community workplace exposure limits.
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4. The safety data sheet need not be supplied where dangerous substances or preparations
offered or sold to the general public are provided with sufficient information to enable
users to take the necessary measures as regards the protection of human health, safety and

the environment, unless requested by a downstream user or distributor.

5. The safety data sheet shall be supplied in an official language of the Member State(s)
where the substance or preparation is placed on the market, unless the Member State(s)

concerned provide otherwise.

6. The safety data sheet shall be dated and shall contain the following headings:
1.  identification of the substance/preparation and of the company/undertaking;
2. hazards identification;

3.  composition/information on ingredients;
4.  first-aid measures;

5.  fire-fighting measures;

6.  accidental release measures;

7. handling and storage;

8.  exposure controls/personal protection;
9.  physical and chemical properties;

10. stability and reactivity;

11. toxicological information;
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12. ecological information;
13. disposal considerations;
14. transport information;
15. regulatory information;
16. other information.

Any actor in the supply chain who is required to prepare a chemical safety report according
to Articles 14 or 37 shall place the relevant exposure scenarios (including use and exposure
categories where appropriate) in an annex to the safety data sheet covering identified uses

and including specific conditions resulting from the application of section 3 of Annex XI.

Any downstream user shall include relevant exposure scenarios, and use other relevant
information, from the safety data sheet supplied to him when compiling his own safety

data sheet for identified uses.

Any distributor shall pass on relevant exposure scenarios, and use other relevant
information, from the safety data sheet supplied to him when compiling his own safety

data sheet for uses for which he has passed on information according to Article 37(2).

A safety data sheet shall be provided free of charge on paper or electronically.
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9. Suppliers shall update the safety data sheet without delay on the following occasions:

(a) assoon as new information which may affect the risk management measures, or new

information on hazards becomes available;
(b) once an authorisation has been granted or refused;
(c) once a restriction has been imposed.

The new, dated version of the information, identified as "Revision: (date)", shall be
provided free of charge on paper or electronically to all former recipients to whom they
have supplied the substance or preparation within the preceding 12 months. Any updates

following registration shall include the registration number.

Article 32
Duty to communicate information down the supply chain
for substances on their own or in preparations

for which a safety data sheet is not required

1. Any supplier of a substance on its own or in a preparation who does not have to supply a
safety data sheet in accordance with Article 31 shall provide the recipient with the

following information:

(a) the registration number(s) referred to in Article 20(3), if available, for any substances

for which information is communicated under points (b), (¢) or (d) of this paragraph

(b) if the substance is subject to authorisation and details of any authorisation granted or

denied under Title VII in this supply chain;

(c) details of any restriction imposed under Title VIII;
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MATERIAL SAFETY DATA SHEET
PRODUCTNAME:NEDCAR WINDSHIELD CLEANER CONCENTRATE 485009
Date: January 2004 version: 2

NEDCAR WINDSHIELD CLEANER CONCENTRATE 485009

Identification of the product:

Product name: NEDCAR WINDSHIELD CLEANER CONCENTRATE 485009
Application: windshield cleaner “ethanol” base
Supplier: Agip Benelux B.V.

Eemhavenweg 50
3089 KH Rotterdam - tel. 010-2941555

Composition / information on hazardous ingredients

Hazardous components: Weight % Cas-no. EEC-no
Ethanol >90 CAS: 64-17-5 603-002-00-5
Ethanediol <10 CAS: 107-21-1 603-027-00-1
Risks:

R11: Highly flammable

Irritates the skin, eyes and respiratory ways, is skin drying. At higher concentrations it lowers the level of
consciousness. Use of alcoholics rises noucious effect. Vapour with air is flammable. Dangerous reaction with certain
products with a high degree of oxygen.

First aid measures

After inhalation: Supply fresh air; rest.

After skin contact: Remove stained clothes immediately; wash skin with soap and water.

After eye contact: Rinse with plenty of water for at least 15 minutes; remove contact lenses if possible; If
symptoms persist, consult a doctor.

After swallowing: If swallowed induce vomiting and contact physician, Never give fluids or induce vomiting

if patient is unconscious or having conculsion.

Fire fighting measures

Suitable extinguishing media: alcohol resistant foam, CO2, dry chemical, water.
Vapor with air is flammable.

Not near open fire or ignition source.

Keep out of danger zone if possible, otherwise keep cool with water.

Close equipment, ventilation, explosion safe electrical equipment and lighting.
Protection for firemen: breathing protection, safety glasses and clothes.
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Measures in case of leaks

Keep out of open fire or ignition sources; clear the surroundings;
Ventilate the area. Do not inhale the vapours. Put leakages in containers, rinse the remaining material with plenty
of water.

6.1 Ground pollution: Absorb leaked liquid with sand, earth or another suitable material;
Collect them in containers for burning in approved incinerator. Disposal of all materials must follow the local
regulations.

6.2  Water pollution: do not spill in the drainage system (explosion danger). If this should happen, warn the local
authorities immediately.

Handling and storage:

Handling:

Do not smoke, avoid ignitions sources

Avoid contact with skin and eyes.

Wear safety glasses and safety gloves

Avoid inhalation of the vapours

Extract vapours at the source

Do not handle near oxidizing products.

When handling do not make use of compressed air or oxygen.

Storage:
Stock in well ventilated warehouse
Keep out of reach of any glowsource or heatsource, as well as oxidizing products.
Use fire resisting and waterproof reinforced floor
Electrical equipment, including lighting, must fulfil the necessary regimentation
Inert-making by nitrogen treatment is recommended
Quantities:  >10000 Kg in accordance to CPR 15-2
<10000 Kg in accordance to CPR 15-1

Keep in dry places. Keep packages well closed.
Suitable materials: carbon steel, stained steel.
Not suitable packing materials: aluminium.

Protective measures

Breathing protection

- Professional exposure limit: Inhalation MAC=375 ppm
- Technical protection: Use only in well ventilated places.
Personal protection : Nitrilrubber gloves, safety glasses, protecting

overall, filtermask-X at inhalation risk.

Hygienical measures: avoid eye and skin contact
Do not smoke, do not eat and drink with dirty hands
Rinse hands with water and soap.
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9. Physical and chemical properties
General information:
Form: thin liquid
Colour: transparent blue
Odour: alcoholic
pH: neutral
Viscosity at 25°C: 3 mm2/s ASTM D 445
Flash point: <21°C ASTM D 56
Ignition temperature: 460°C DIN 51794
Explosion limits, volume % in air  3,5/15
Vapour pressure at 20°C: 42mbar ASTM D 323
Density at 20°C: 0.820 Kg/m3 ASTM D 1298
10. Stability and reactivity
Thermal decomposition reactions: with fire CO and CO2 possible
Stability (heat, light..): hold temperature <30°C
Dangerous reactions: reacts with oxidants, acids.
Materials to avoid: see previous. Store dry.
Circumstances to avoid: keep free from ignition sources.
Strong reaction with strongly oxidising products like peroxides, chromium nitrate, chromiumsulpahte, nitric acid,
perchlorates and in general all unstable oxygen rich organic or mineral products.
The reaction with alkaline metals causes a strong liberation of hydrogen.
Explosive elements will be formed in the presence of silver nitrate or mercury nitrate.
With gradual oxidation aldehyde and acetic acid will be formed, and under certain circumstances formaldehyde.
11.  Toxicological information
Ways of contact: mouth, skin, inhalation, ingestion.
Direct effects: irritation
Effects of prolonged, repeated
Exposure: can cause systemical effects or blindness.
Acute oral toxicity: LD50 (rat) 6.8 ml/kg.
Swallowing: Drunkenness; can lead to a more or less deep coma.
Inhalation: Irritation of the eyes, cough.
12. Ecological information
This product is well biologically degradable; no bioaccumulation; low toxicity.
Handling must be in accordance with the current hygienical standards to prevent pollution.
13. Instructions for disposal

Ethanol can be regenerated or destroyed by combustion. Do not pour the remains in drain but dispose of the product
as stated in the prescribed regimentation.
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14.  Transport regulations:
Land transport ADR/RID (cross-border)
ADR/GGVSJE class: 3 Flammable liquids
Kemler code: 33
UN-Number: 1170
Packaging group: Il
Description of goods: 1170 ETHANOL (ETHYLALCOHOL)
Maritime transport IMDG:
IMDG Class: 3
UN Number: 1170
Label: 3
Packaging group: Il
EMS number: F-E,S-D
Proper shipping name: ETHANOL, (ETHYLALCOHOL)
Air transport ICAO-TI and IATA-DGR:
ICAQ/IATA Class: 3
UN/ID Number: 1170
Label: 3
Packaging group: Il
Proper shipping name: ETHANOL
15. Regulatory information:

Labelling according to EU guidelines:

The product has been classified and marked in accordance with EU Directives / Ordinance on Hazardous Materials.

Code letter and hazard designation of product:

F Highly flammable

Risk phrases:
11 Highly flammable

Safety phrases:

2 Keep out of the reach of children

7 Keep container tightly closed

16 Keep away from sources of ignition — No smoking
25 Avoid contact with skin and eyes

46

If swallowed, seek medical advice immediately.







15.

MATERIAL SAFETY DATA SHEET
PRODUCTNAME:NEDCAR WINDSHIELD CLEANER CONCENTRATE 485009
Date: January 2004 version: 2

Cont/

National regulations:
Technical instruction (air)
Class Share in %

Il 100.0

Water hazardous class: Water hazard class 1 (self-assessment): slightly hazardous for water.

16.

Other information

The information provided in these documents is based on our present state of knowledge of the product and is given
in good faith and to the best of our experience. However, it should not be construed as a technical specification or as
guaranteeing specific properties. In no event we will be responsible for damages or effects of any nature whatsoever,
either express or implied, resulting from the use of this information. It is the own responsibility of the consignee and
the user of the product to comply with all prevailing and applicable laws, regulation and directives. They should also
make their own determination as to the suitability of the product for a particular use or application.

January 2004










