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***
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majority of Parliament’s component Members except  in cases covered by Articles 105, 107, 161 and 300 of the EC Treaty and Article 7 of the EU Treaty


***I
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***II
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***III
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majority of the votes cast, to approve the joint text

(The type of procedure depends on the legal basis proposed by the Commission.)
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION
on the proposal for a decision of the European Parliament and of the Council on a common framework for the marketing of products
(COM(2007)0053 – C6‑0067/2007 – 2007/0030(COD))
(Codecision procedure: first reading)
The European Parliament,
–
having regard to the Commission proposal to the European Parliament and the Council (COM(2007)0053)
,
–
having regard to Article 251(2) and Article 95 of the EC Treaty, pursuant to which the Commission submitted the proposal to Parliament (C6‑0067/2007),
–
having regard to Rule 51 of its Rules of Procedure,
–
having regard to the report of the Committee on the Internal Market and Consumer Protection (A6‑0000/2007),
1.
Approves the Commission proposal as amended;
2.
Calls on the Commission to refer the matter to Parliament again if it intends to amend the proposal substantially or replace it with another text;
3.
Instructs its President to forward its position to the Council and Commission.
	Text proposed by the Commission
	
	Amendments by Parliament


<RepeatBlock-Amend>
<Amend>Amendment <NumAm>1</NumAm>
<Article>Recital 4</Article>
	(4) Regulation (EC) No 178/2002 of the European Parliament and the Council of 28 January 2002 laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety5 and Regulation (EC) No 882/2004 of the European Parliament and of the Council of 29 April 2004 on official controls performed to ensure the verification of compliance with feed and food law, animal health and animal welfare rules6, Directive 2001/37/EC of the European Parliament and of the Council of 5 June 2001 on the approximation of the laws, regulations and administrative provisions of the Member States concerning the manufacture, presentation and sale of tobacco products7, Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to veterinary medicinal products8, Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use9, Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 setting standards of quality and safety for the collection, testing, processing, storage and distribution of human blood and blood components and amending Directive 2001/83/EC10, and Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells11, Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency12 already lay down a common and uniform regime on matters covered by this Decision and should therefore not be subject to this Decision.
	deleted

	5 OJ L 31, 1.2.2002, p. 1. Regulation as last amended by Commission Regulation (EC) No 575/2006 (OJ L 100, 8.4.2006, p. 3).

6 OJ L 165, 30.4.2004; corrected version in OJ L 191, 28.5.2004, p. 1.

7 OJ L 194, 18:07:2001; p. 26.

8 OJ L 311, 28.11.2001, p. 1.

9 OJ L 311, 28.11.2001, p. 67.

10 OJ L 033, 8.2.2003, p. 30.

11 OJ.L.102, 7.4.2004, p. 48.

12 OJ L 136, 30.4.2004, p. 1.
	


<TitreJust>Justification</TitreJust>
The decision sets the general structure for future legislation and gives guidance on how to use the common elements to ensure as much coherence in future legislation as can be politically an technically possible. Given the legislative nature of the decision it seems inappropriate to exempt a certain group of existing legislation. The choice of legislative instrument in the future will anyhow take place on a case to case basis.
</Amend>
<Amend>Amendment <NumAm>2</NumAm>
<Article>Recital 5 a (new)</Article>
	
	(5a) Although the provisions contained in the present Decision cannot be legally enforced on future legislative acts, the co-legislators adopting this Decision have signed up to a clear political commitment which they should respect in any future legislative act falling under this Decision. 


<TitreJust>Justification</TitreJust>
By its legal nature, this Decision can only be seen as a non-binding framework for future legislation: however, it should be emphasised that by agreeing to it, the co-legislator must live up to his commitment and implement future pieces of  legislation accordingly
</Amend>
<Amend>Amendment <NumAm>3</NumAm>
<Article>Recital 17</Article>
	(17) Since importers and distributors are downstream operators they cannot in the normal course of events be obliged to ensure themselves that the design and production of the product is in compliance with the applicable requirements. Their obligations in relation to the compliance of the product should be limited to certain control measures to ascertain whether the manufacturer has fulfilled his obligations, such as verifying whether the product bears the required conformity marking and whether the required documents have been supplied. However, it can be expected of both importers and distributors to act with due care in relation to the applicable requirements when placing or making available products on the market.
	(17) It is expected of both importers and distributors to act with due care in relation to the applicable requirements when placing or making available products on the market.


<TitreJust>Justification</TitreJust>
Clarifies the text
</Amend>
<Amend>Amendment <NumAm>4</NumAm>
<Article>Recital 22</Article>
	(22) It is crucial to make clear to both manufacturers and users that by affixing the CE marking to the product the manufacturer declares that the product is in conformity with all applicable requirements and that he takes full responsibility therefore.
	(22) It is crucial to make clear to both manufacturers and users that by affixing the CE marking to the product the manufacturer declares that the product is in conformity with all applicable requirements and that he takes full responsibility therefore.

However, the CE marking does not concern only businesses and market surveillance authorities. It also contains important information for consumers. It is therefore necessary to ensure that consumers understand the meaning of the CE marking, to prevent consumers being misled by unscrupulous traders and manufacturers. 


<TitreJust>Justification</TitreJust>
Clarifies the definition of CE marking added to Article 6.
</Amend>
<Amend>Amendment <NumAm>5</NumAm>
<Article>Article 1, paragraph 1</Article>
	This Decision sets out the common principles determining the content of Community legislation harmonising the conditions for the marketing of products, hereinafter “Community legislation”, with the exception of the following legislation:

(a) food law as defined in Article 2 of Regulation (EC) No 178/2002;

(b) feed law as defined in Article 2 of Regulation (EC) No 882/2004;

(c) Directive 2001/37/EC;

(d) Directive 2001/82/EC;

(e) Directive 2001/83/EC;

(f) Directive 2002/98/EC;

(g) Directive 2004/23/EC;

(h) Regulation (EC) No 726/2004.
	This Decision sets out the common principles determining the content of Community legislation harmonising the conditions for the marketing of products, hereinafter “Community legislation”. 


<TitreJust>Justification</TitreJust>
The decision sets the general structure for future legislation and gives guidance on how to use the common elements to ensure as much coherence in future legislation as can be politically an technically possible. Given the legislative nature of the decision it seems inappropriate to exempt a certain group of existing legislation. The choice of legislative instrument and technique in the future will anyhow take place on a case to case basis.
</Amend>
<Amend>Amendment <NumAm>6</NumAm>
<Article>Article 2, paragraph 1, subparagraph 2</Article>
	Where recourse to essential requirements is not possible or not appropriate, detailed specifications may be set out in the Community legislation concerned.
	Where recourse to essential requirements is not possible or appropriate to ensure the adequate protection of consumers, public health and the environment, detailed specifications may be set out in the Community legislation concerned.


<TitreJust>Justification</TitreJust>
It is not clear in what situations the old method can be used. Various stakeholders have concerns about this (protection of the consumers, public health and the environment). Therefore it is suggested to strengthen the text to specify the situations in which the old approach can be applied.  
</Amend>
<Amend>Amendment <NumAm>7</NumAm>
<Article>Article 3, paragraph 2</Article>
	2. Where a product is subject to several Community acts within the scope of this Decision, coherence in the conformity assessment procedures shall be ensured.
	2. Where a product is subject to several Community acts within the scope of this Decision, coherence in the conformity assessment procedures shall be ensured by the legislator.


<TitreJust>Justification</TitreJust>
It has to be specified more precisely who bears the responsibilities to ensure the coherence in conformity assessment.
</Amend>
<Amend>Amendment <NumAm>8</NumAm>
<Article>Article 4</Article>
	Where Community legislation requires a statement by the manufacturer that fulfilment of requirements relating to a product has been demonstrated, hereinafter “EC declaration of conformity”, the legislation shall provide that the declaration is to contain all relevant information to identify the Community legislation to which it relates, and where a product is subject to requirements set out in several Community acts, it shall provide that a declaration is drawn up in respect of all those acts, mentioning the publication references of the acts concerned.
	Where Community legislation requires a statement by the manufacturer that fulfilment of requirements relating to a product has been demonstrated, hereinafter “EC declaration of conformity”, the legislation shall provide that the declaration is to contain all relevant information to identify the Community legislation to which it relates, mentioning the publication references of the acts concerned.


<TitreJust>Justification</TitreJust>
Eliminates redundancy in the text
</Amend>
<Amend>Amendment <NumAm>9</NumAm>
<Article>Article 6, point 11 a (new)</Article>
	
	(11a) "CE marking" means a marking which materializes the declaration of the manufacturer (or of his authorized representative) that the product is in conformity with all applicable requirements for its placing on the EU market.


<TitreJust>Justification</TitreJust>
The addition of this definition is needed to better understand the meaning of the "CE marking".
</Amend>
<Amend>Amendment <NumAm>10</NumAm>
<Article>Article 6, point 11 b (new)</Article>
	
	(11b) "Putting into service" means the first use, for its intended purpose, in the Community, of a product.


<TitreJust>Justification</TitreJust>
The concept of "putting into service" is widely used in existing directives but is not present in the proposal. It is supposed to be replaced by "making available on the market" but this concept is not applicable to complex installations. When is goes about a "combined product" as a part of an industrial plant the global compliance of the final product with all applicable directives only can be assessed when switching on the facility (putting into service). This is the final stage of a succession of placing on the market of different components and sub-components (covered by different directives) by different operators in the supply chain). Great care should be taken in order to avoid the creation of a black hole were nobody will be responsible.
</Amend>
<Amend>Amendment <NumAm>11</NumAm>
<Article>Article 6, point 11 c (new)</Article>
	
	(11c) “Distributor” means any natural or legal person in the supply chain, who makes a product available, but does not place it on the market.


<TitreJust>Justification</TitreJust>
The economic operator "distributor" is used in the Decision without a clear definition. 
</Amend>
<Amend>Amendment <NumAm>12</NumAm>
<Article>Article 6, point 11 d (new)</Article>
	
	(11d) "Community harmonisation legislation" means any Community legislation harmonising the conditions for the marketing of products.


<TitreJust>Justification</TitreJust>
The term "Community harmonisation legislation" is used in the Decision without a clear definition. 
</Amend>
<Amend>Amendment <NumAm>13</NumAm>
<Article>Article 6, point 11 e (new)</Article>
	
	(11e) "Conformity assessment” means the demonstration that specified requirements relating to a product, process, system, person or body are fulfilled. 


<TitreJust>Justification</TitreJust>
The term "conformity assessment" is used in the Decision without a clear definition. 
</Amend>
<Amend>Amendment <NumAm>14</NumAm>
<Article>Article 7, paragraph 1</Article>
	1. Manufacturers shall ensure that their products are designed and manufactured in accordance with the requirements set out in … [reference to the relevant part of the legislation].
	1. When placing a product on the market, manufacturers shall ensure that their products are designed and manufactured in accordance with the requirements set out in … [reference to the relevant part of the legislation].


<TitreJust>Justification</TitreJust>
Amendments specifies from what moment the manufacturer bears the responsibility of ensuring conformity of his products
</Amend>
<Amend>Amendment <NumAm>15</NumAm>
<Article>Article 7, paragraph 3</Article>
	3. Manufacturers shall keep the technical documentation and the EC declaration of conformity for a period of ….[to be specified] after the product has been placed on the market.
	3. Manufacturers shall keep the technical documentation and the EC declaration of conformity for a period of ….[not more than 10 years] after the product has been placed on the market.


<TitreJust>Justification</TitreJust>
Although different products may require different storage periods of their technical documentation, a maximum period might be indicated 
</Amend>
<Amend>Amendment <NumAm>16</NumAm>
<Article>Article 7, paragraph 4, subparagraph 2</Article>
	Manufacturers shall, in all cases where appropriate, carry out sample testing of marketed products, investigating, and, if necessary, keeping a register of complaints, and keeping distributors informed of such monitoring.
	Manufacturers shall, in all cases where appropriate, carry out sample testing of marketed products, investigating, and, if necessary, keeping a register of complaints, and keeping distributors informed of any such monitoring, as well as any non-conforming products or product recalls.


<TitreJust>Justification</TitreJust>
Clarification of the actions to be taken by the manufacturer.
</Amend>
<Amend>Amendment <NumAm>17</NumAm>
<Article>Article 7, paragraph 6</Article>
	6. Manufacturers shall indicate their name and the address at which they can be contacted on the product or, where the size or nature of the product does not allow it, on its packaging or in a document accompanying the product.
	6. Manufacturers shall indicate their name and the address at which they can be contacted either on the product, on its packaging or in a document accompanying the product. The address is to be understood as one single contact point of the manufacturer.


<TitreJust>Justification</TitreJust>
Referring to the principle of proportionality, an obligation to affix name and address of the manufacturer on all products is exaggerated, justifiable only for certain high-risk products as specified in the particular measure applying for those products. For the large majority of consumer products the manufacturer should be given the choice to put the information on the product, the package or the accompanying document (or any combination of them).

The indication of the 'address' is needed in a global world where manufacturing may take place in different factories around the world. 
</Amend>
<Amend>Amendment <NumAm>18</NumAm>
<Article>Article 7, paragraph 7</Article>
	7. Manufacturers who consider or have reason to believe that a product which they have placed on the market is not in conformity with the applicable Community legislation shall take the necessary corrective measures to bring that product into conformity or withdraw it from the market and recall it from end users, if appropriate. They shall immediately inform the national authorities of the Member States where they made the product available to this effect, giving details, in particular, of the non-compliance and of the corrective measures taken.
	7. Manufacturers who consider or have reason to believe that a product which they have placed on the market is not in conformity with the applicable Community legislation shall immediately take the necessary corrective measures to bring that product into conformity or withdraw it from the market and recall it from end users, if appropriate. They shall immediately inform the national authorities of the Member States where they made the product available to this effect, giving details, in particular, of the non-compliance and of the corrective measures taken.


<TitreJust>Justification</TitreJust>
It is important to specify to the manufacturer that immediate measures need to be taken to bring products in conformity or withdraw them from the market.
</Amend>
<Amend>Amendment <NumAm>19</NumAm>
<Article>Article 7, paragraph 7 a (new)</Article>
	
	7a. Manufacturers are responsible for the presence and for the accuracy of the information which they supply and which is provided on their products and/or accompanies them, as well as for the conformity of this information with Community rules.


</Amend>
<Amend>Amendment <NumAm>20</NumAm>
<Article>Article 9, paragraph 3</Article>
	3. Importers shall indicate their name and the address at which they can be contacted on the product or, where the size or nature of the product does not allow it, on its packaging or in a document accompanying the product.
	3. Importers shall indicate their name and the address at which they can be contacted, either on the product, on its packaging or in a document accompanying the product.


<TitreJust>Justification</TitreJust>
See justification of AM 17. Also, it would go too far to ask the importers to indicate their name and address on the product itself. In practice this will mean that importers will be obliged to open all boxes with imported products and take out every individual product to indicate name etc. This would in the end be an extra cost for the consumer. Allowing for flexibility on this point seems more proportionate. The use of new technologies to ensure traceability of products could also be considered.
</Amend>
<Amend>Amendment <NumAm>21</NumAm>
<Article>Article 9, paragraph 4 a (new)</Article>
	
	4a. Importers are responsible for the presence and for the accuracy of the information which they supply and which is provided on their products and/or accompanies them, as well as for the conformity of this information with Community rules.


<TitreJust>Justification</TitreJust>
In line with amendment 19. 
</Amend>
<Amend>Amendment <NumAm>22</NumAm>
<Article>Article 9, paragraph 5</Article>
	5. Importers who consider or have reason to believe that a product which they have placed on the market is not in conformity with the applicable Community legislation shall take the necessary corrective measures to bring that product into conformity or withdraw it from the market and recall it from end users, if appropriate. They shall immediately inform the national authorities of the Member States where they made the product available to this effect, giving details, in particular, of the non-compliance and of the corrective measures taken.
	5. Importers who consider or have reason to believe that a product which they have placed on the market is not in conformity with the applicable Community legislation shall immediately take the necessary corrective measures to bring that product into conformity or withdraw it from the market and recall it from end users, if appropriate. They shall immediately inform the national authorities of the Member States where they made the product available to this effect, giving details, in particular, of the non-compliance and of the corrective measures taken.


<TitreJust>Justification</TitreJust>
Ensures equal treatment between the manufacturer and the importer. See amendment 18.
</Amend>
<Amend>Amendment <NumAm>23</NumAm>
<Article>Article 9, paragraph 6</Article>
	6. Importers shall, for a period of … [to be specified], keep a copy of the EC declaration of conformity at the disposal of the market surveillance authorities and ensure that the technical documentation can be made available to those authorities, upon request.
	6. Importers shall, for a period of … [a maximum of 10 years], keep a copy of the EC declaration of conformity at the disposal of the market surveillance authorities and ensure that the technical documentation can be made available to those authorities, upon request.


<TitreJust>Justification</TitreJust>
In line with Amendment 15.
</Amend>
<Amend>Amendment <NumAm>24</NumAm>
<Article>Article 10, paragraph 1</Article>
	1. When making a product available on the market distributors shall act with due care in relation to the applicable requirements.
	1. When making a product available on the market distributors shall act with due care in relation to the applicable requirements, as provided in paragraphs 2-5.


</Amend>
<Amend>Amendment <NumAm>25</NumAm>
<Article>Article 11, paragraph 2</Article>
	An importer or a distributor, who modifies a product in such a way that compliance with the applicable requirements may be affected, shall be subject to the obligations of the manufacturer under Article [7] in respect of these modifications.
	An importer or a distributor, who technically modifies a product in such a way that compliance with the applicable requirements may be affected, shall be subject to the obligations of the manufacturer under Article [7] in respect of technical compliance.


<TitreJust>Justification</TitreJust>
If a product is technically changed by the importer or distributor, they should be fully responsible for all aspects, not only for the changes made, as a technical change may influence the compliance of other aspects of the product.
</Amend>
<Amend>Amendment <NumAm>26</NumAm>
<Article>Article 15, paragraph 2</Article>
	(2) The EC declaration of conformity shall as a minimum contain the elements specified in [the relevant modules set out in Annex I] and in this … [reference to the relevant part of the legislation] and shall continuously be updated. The EC declaration of conformity shall have the model structure set out in [Annex II].
	(2) The EC declaration of conformity shall as a minimum contain the elements specified in [the relevant modules set out in Annex I] and in this … [reference to the relevant part of the legislation] and shall be kept updated. The EC declaration of conformity shall have the model structure set out in [Annex II].

	
	The EC declaration of conformity shall be drawn up in one of the official EU languages.


<TitreJust>Justification</TitreJust>
The term 'continuously updated' may be misinterpreted. Furthermore, a reference on the language to be used in the declaration should be inserted.
</Amend>
<Amend>Amendment <NumAm>27</NumAm>
<Article>Article 16, paragraph 2</Article>
	2. The CE marking shall be the only marking which attests conformity of the product with the applicable requirements. Member States shall refrain from introducing into their national regulations or shall withdraw any reference to a conformity marking other than the CE marking in connection with conformity to the provisions contained in the legislation on CE marking.
	2. The CE marking shall be the only marking which expresses conformity of the product with the applicable requirements. Member States shall refrain from introducing into their national regulations or shall withdraw any reference to a conformity marking as defined in article 6, paragraph 11a, in connection with conformity to the provisions contained in the legislation on CE marking.


<TitreJust>Justification</TitreJust>
This clarification explains the CE mark in line with the definition in Article 6.
</Amend>
<Amend>Amendment <NumAm>28</NumAm>
<Article>Article 16, paragraph 3</Article>
	3. The affixing on a product of markings, signs and inscriptions which are likely to mislead third parties as to the meaning or form of the CE marking, or both, is prohibited. Any other marking may be affixed to the product provided that the visibility, legibility and meaning of the CE marking are not thereby impaired.
	3. The affixing on a product of markings, signs and inscriptions which are likely to mislead the market as to the meaning or form of the CE marking, or both, is prohibited. Any other marking may be affixed to the product provided that the visibility, legibility and meaning of the CE marking are not thereby impaired.


<TitreJust>Justification</TitreJust>
The term 'third parties' is not precise, the term 'the market' (including consumers, surveillance authorities and companies) seems more appropriate
</Amend>
<Amend>Amendment <NumAm>29</NumAm>
<Article>Article 16, paragraph 3a (new)</Article>
	
	3a. Member States shall ensure correct implementation of the regime governing the CE marking and take legal action in case of improper use. Member States shall also put in place penalties, which may include criminal sanctions for serious infringements. Such penalties must be proportionate to the seriousness of the offence and constitute an effective deterrent against improper use.


<TitreJust>Justification</TitreJust>
</Amend>
<Amend>Amendment <NumAm>30</NumAm>
<Article>Article 19, paragraph 2</Article>
	2. Member States may decide that the assessment and monitoring referred to in paragraph 1 shall be carried out by their national accreditation bodies within the meaning of and in accordance with regulation (EC) No [...]
	2. Member States shall ensure that the assessment and monitoring referred to in paragraph 1 shall be carried out by an accreditation body within the meaning of and in accordance with Regulation (EC) No [...]


<TitreJust>Justification</TitreJust>
It is important that Notified bodies throughout the European Economic Area are able to assess conformity in a competent, impartial and consistent way and that a common reference and high confidence in the system behind the notification is ensured. Given that accreditation is to be regulated by the proposed regulation COM (2007) 37 it is appropriate to introduce accreditation of Notified bodies as an obligation as defined in Article 3.1 of the proposed regulation.
</Amend>
<Amend>Amendment <NumAm>31</NumAm>
<Article>Article 22, paragraph 3</Article>
	3. The conformity assessment body shall be a third-party body independent from the organisation or the product it assesses.
	3. The conformity assessment body shall be independent from the organisation or the product it assesses.


<TitreJust>Justification</TitreJust>
Clarification of the text.
</Amend>
<Amend>Amendment <NumAm>32</NumAm>
<Article>Article 22, paragraph 4, subparagraphs 1 and 2</Article>
	4. The conformity assessment body, its top level management and the personnel responsible for carrying out the conformity assessment tasks shall not be the designer, manufacturer, supplier, installer, purchaser, owner, user or maintainer of the products which they assess, nor the authorised representative of any of those parties.
	4. The conformity assessment body, its top level management and the personnel responsible for carrying out the conformity assessment tasks shall not be the designer, manufacturer, supplier, installer or maintainer of the products which they assess, nor the authorised representative of any of those parties.

	Nor shall they become directly involved in the design, manufacture or construction, the marketing, installation, use or maintenance of those products, nor represent the parties engaged in those activities.
	Nor shall they become directly involved in the design, manufacture or construction, the marketing, installation or maintenance of those products, nor represent the parties engaged in those activities.


<TitreJust>Justification</TitreJust>
It would be illogical - and impossible to implement - to prohibit the personnel to purchase, own or use a large number of consumer goods.
</Amend>
<Amend>Amendment <NumAm>33</NumAm>
<Article>Article 27, paragraph 5</Article>
	5. The body concerned may perform the activities of a notified body only where no objections have been raised by the Commission and the other Member States within two months following that notification.

Only such a body shall be considered as a notified body for the purpose of this … [act].
	deleted


<TitreJust>Justification</TitreJust>
The suggested procedure appears too cumbersome, as responses from 29 partners - who are not in a position to impartially assess the body concerned, would have to be awaited each time.
</Amend>
<Amend>Amendment <NumAm>34</NumAm>
<Article>Article 29, paragraph 1</Article>
	1. Where a notifying authority has ascertained or has been informed that a notified body no longer meets the requirements referred to in Article ...[22], or that it is failing to fulfil its obligations, the notifying authority shall restrict, suspend or withdraw the notification as appropriate. It shall immediately inform the Commission and the other Member States thereof.
	1. Where a notifying authority has ascertained or has been informed that a notified body no longer meets the requirements referred to in Article ...[22], or that it is failing to fulfil its obligations, the notifying authority shall restrict, suspend or withdraw the notification as appropriate, depending on the severity of the infraction. It shall immediately inform the Commission and the other Member States thereof.


<TitreJust>Justification</TitreJust>
In order to better define the term 'as appropriate'
</Amend>
<Amend>Amendment <NumAm>35</NumAm>
<Article>Article 32, paragraph 1, point (a)</Article>
	(a) any refusal, restriction, suspension or withdrawal of certificates;
	(a) any refusal, restriction, suspension or withdrawal of certificates on non-conformity reasons;


<TitreJust>Justification</TitreJust>
Clarification of the text
</Amend>
<Amend>Amendment <NumAm>36</NumAm>
<Article>Article 32, paragraph 2</Article>
	2. Notified bodies shall provide the other bodies notified under this … [act] carrying out similar conformity assessment activities and covering the same products with relevant information on issues relating to negative and, on request, positive conformity assessment results.
	2. Notified bodies shall provide the other bodies notified under this … [act] carrying out similar conformity assessment activities and covering the same products with relevant information on issues relating to negative results on non-conformity reasons and with the consent of their notifying authority.


</Amend>
<Amend>Amendment <NumAm>37</NumAm>
<Article>Article 35, paragraph 5, introductory part</Article>
	5. The information referred to in paragraph 4 shall provide all available details, in particular as regards the necessary data for the identification of the non-complaint product, the origin of the product, the nature of the risk involved, the nature and duration of national measures taken. In particular, the market surveillance authorities shall indicate whether the non compliance is due to either of the following:
	5. The information referred to in paragraph 4 shall provide all available details, in particular as regards the necessary data for the identification of the non-complaint product, the origin of the product, the nature of the non-compliance claimed, the nature and duration of national measures taken, as well as the viewpoints put forward by the economic operator concerned. In particular, the market surveillance authorities shall indicate whether the non compliance is due to either of the following:


<TitreJust>Justification</TitreJust>
The procedure fails to take into account the case where the manufacturer/economic operator and the market surveillance authorities disagree on the finding of the non-compliance or on its nature. The measures taken by the authorities according to Article 35(4) are provisional, awaiting the final results of the evaluation. In such cases, it is essential for the viewpoints of the manufacturer to be brought to the attention of the other MS and the Commission, as the absence of an objection on their part will entail the qualification of the restricting measure as being justified according to Article 35(7) 
</Amend>
<Amend>Amendment <NumAm>38</NumAm>
<Article>Article 37, paragraph 5 a (new)</Article>
	
	5a. All Member States shall take the necessary measures to ensure that the non compliant product is withdrawn from their markets.


<TitreJust>Justification</TitreJust>
A provision similar to that outlined in Article 36(2) requiring a withdrawal of products presenting an unacceptable risk from all Member States should be introduced in order to ensure a level playing field and an even level of consumer protection in all Member States.
</Amend>
<Amend>Amendment <NumAm>39</NumAm>
<Article>Annex 1, Module A, point 4.2, paragraph 2</Article>
	A copy of the declaration of conformity shall be supplied with each product that is made available on the market. However, this requirement may be interpreted as applying to a batch or consignment rather than to individual products in those cases where a large number of products is delivered to a single user.
	deleted


(The same amendment applies to Module A1, point 5.2; Module A2, point 5.2; Module C, point 3.2; Module C1, point 4.2; Module C2, point 4.2; Module D, point 5.2; Module D1, point 7.2; Module E, point 5.2; Module E1, point 7.2; Module F, point 6.2; Module F1, point 7.2; Module G, point 5.2; Module H, point 5.2; Module H1, point 6.2.)
<TitreJust>Justification</TitreJust>
To require the declaration of conformity to be supplied with each product as a general rule is not proportionate and would be very burdensome for manufacturers, adding considerable costs. The declaration is meant for the national supervisory authorities, not for the end-user!
</Amend>
<Amend>Amendment <NumAm>40</NumAm>
<Article>Annex 1, Module A1, point 4</Article>
	For each individual product manufactured, one or more tests on one or more specific aspects of the product shall be carried out by the manufacturer or on his behalf, in order to verify conformity with the corresponding requirements of the legislative instrument. At the choice of the manufacturer, the tests are carried out either by an accredited in-house body or under the responsibility of a notified body, chosen by the manufacturer.
	For each individual product manufactured, one or more tests on one or more specific aspects of the product shall be carried out by the manufacturer or on his behalf, in order to verify conformity with the corresponding requirements of the legislative instrument. The tests shall be carried out under the responsibility of a notified body, chosen by the manufacturer.

	Where the tests are carried out by a notified body, the manufacturer shall, on the responsibility of the notified body, affix the notified body’s identification number during the manufacturing process.
	The manufacturer shall, on the responsibility of the notified body, affix the notified body’s identification number during the manufacturing process.


<TitreJust>Justification</TitreJust>
Same amendment to corresponding parts of modules A2, C1, C2
</Amend>
<Amend>Amendment <NumAm>41</NumAm>
<Article>Annex 1, Module A2, point 4, paragraph 2</Article>
	The acceptance sampling procedure to be applied is intended to determine whether the manufacturing process of the product at hand performs within acceptable limits. The appropriate tests, the adequate sampling schemes and the corresponding action to be taken by the body and/or the manufacturer shall be defined by the specific legislative instrument.
	The acceptance sampling procedure to be applied is intended to determine whether the manufacturing process of the product at hand secures the conformity of the products. The appropriate tests, the adequate sampling schemes and the corresponding action to be taken by the body and/or the manufacturer shall be defined by the specific legislative instrument.


<TitreJust>Justification</TitreJust>
Clarification of the text. 
</Amend>
<Amend>Amendment <NumAm>42</NumAm>
<Article>Annex 1, Module B, point 8</Article>
	8. Each notified body shall inform its notifying authorities about the EC-type examination certificates and/or any additions thereto which it has issued or withdrawn, and shall, periodically or upon request, make available to its notifying authorities the list of certificates and/or any additions thereto refused, suspended or otherwise restricted.
	8. Each notified body shall inform its notifying authorities about the EC-type examination certificates and/or any additions thereto which it has issued or withdrawn, and shall, periodically or upon request, make available to its notifying authorities the list of certificates and/or any additions thereto refused, suspended or otherwise restricted.

	Each notified body shall inform the other notified bodies about the EC-type examination certificates and/or any additions thereto which it has refused, withdrawn, suspended or otherwise restricted, and, upon reasoned request, about the certificates and/or additions thereto which it has issued.
	Each notified body shall make available to the other notified bodies the EC-type examination certificates and/or any additions thereto which it has refused withdrawn, suspended or otherwise restricted on non-conformity reason, and, upon reasoned request, about the certificates and/or additions thereto which it has issued.

	The Commission, the Member States and the other notified bodies may, on reasoned request, obtain a copy of the EC-type examination certificates and/or their additions. On reasoned request, the Commission and the Member States may obtain a copy of the technical documentation and the results of the examinations carried out by the notified body. The notified body shall hold a copy of the EC-type examination certificate, its annexes and additions, as well as the technical file including the documentation submitted by the manufacturer for a period up to the end of thevalidity of the certificate.
	On reasoned request, the Commission and the Member States may obtain with the consent of the responsible notifying authority, a copy of the EC-type examination certificate, the technical documentation and the results of the examinations carried out by the notified body. The notified body shall hold a copy of the EC-type examination certificate, its annexes and additions, as well as the technical file including the documentation submitted by the manufacturer for a period up to the end of the validity of the certificate.


<TitreJust>Justification</TitreJust>
The notified bodies have no legal link concerning e.g. responsibilities, liabilities or confidentiality to other Member States and the Commission. Therefore information to these institutions is only possible under the responsibility of the national designation authority. 
</Amend>
<Amend>Amendment <NumAm>43</NumAm>
<Article>Annex 1, Module D, point 7</Article>
	7. Each notified body shall inform its notifying authorities of the quality system approvals issued or withdrawn, and shall, periodically or upon request, make available to its notifying authorities the list of quality system approvals refused, suspended or otherwise restricted.
	7. Each notified body shall inform its notifying authorities of the quality system approvals issued, suspended, withdrawn or otherwise restricted on non-conformity reasons and shall, periodically or upon request, make available to its notifying authorities the list of quality system approvals.

	Each notified body shall inform the other notified bodies of the quality system approvals which it has refused, suspended or withdrawn, and, upon request, of the quality system approvals which it has issued.
	Each notified body shall make available to the other notified bodies the list of the quality system approvals which it has refused, suspended, withdrawn or otherwise restricted on non-conformity reasons.


<TitreJust>Justification</TitreJust>
The disclosure of information should be basically limited to information about nonconformities with respect to the requirements of the directives. The obligation to inform competitors (or other notified bodies) about certificates issued or providing copies of certificates to them has nothing to do with such requirements and is therefore not necessary.
</Amend>
</RepeatBlock-Amend>
� OJ C ... / Not yet published in OJ.
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