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SHORT JUSTIFICATION

The draftsman welcomes the proposal for a regulation on the accreditation and market 
surveillance of products, and the accompanying proposal for a decision on a common 
framework for the marketing of products. These are designed to facilitate the operation of the 
internal market of goods whilst ensuring that the products entered and circulated in the 
internal market are safe.

The Decision will work as a common toolbox for future sectoral legislation. It sets out a 
common legal framework to create coherent and simple definitions and procedures for the 
marketing of industrial products, and clarifies the role and meaning of the CE marking.

Though the draftsman, as stated above, welcomes the proposals, he is of the opinion that there 
is a room for further improvement and therefore proposes amendments along the following 
lines:

 New definitions on "ITT", "shared ITT results", "cascading ITT" have to be 
introduced; coherence of definitions in the Regulation and the Decision must be 
ensured. Therefore, Article 6 of the Decision (on definitions) now refers to Article 2 of 
the Regulation, with only these additional definitions;

 As far as procedures are concerned: in order to avoid unnecessary red tape burdens, 
other factors such as the size of the company, the relative complexity of the 
technology used, and whether or not a product is  a result of unit or series production 
should be taken into account when carrying out conformity procedures. Articles 3, 9, 
22 and 31 of the Decision are amended in this way. Economic operators should have 
the right to respond to decisions by authorities on their products before these inform 
other Member States, but they should be obliged to ensure that all possible measures 
are taken to withdraw non-compliant products. These points are covered by 
amendments to Article 35;

 Legislation relating to possible loopholes in harmonised standards (Article 14) has 
been amended to incorporate references to the European Standard Organisation (ESO), 
which should be consulted in the first instance. This would reduce unnecessary 
bureaucracy, and is current practice in the context of the Low Voltage Directive; 

 Article 16, paragraph 1 and Article 34 of the Regulation, as well as Article 14 of the 
Decision are amended to ensure more involvement of stakeholders and professional 
organizations. An amendment to Article 25 makes it possible for industry-run 
conformity assessment bodies to be accredited;

 In order to avoid having "double standards" (i.e. a set of requirements introduced by 
Directive 2001/95/EC on general product safety (GPSD), and another set introduced 
by the present proposal) and to ensure the higher level of protection introduced by this 
proposal, the exemption stipulated in Article 13 (2) of the Regulation should be 
deleted. Also, exceptions listed in Article 1 of the Decision should be deleted as this is 
a sui generis decision directed towards the legislator and therefore not directly 
applicable;
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 The CE marking needs better protection. Its meaning of conformity with EU 
regulatory standards is not always clearly understood. As a result, an increasing 
number of products bearing the CE marking do not in fact comply with the relevant 
legislation. It is a shared interest of manufacturers, traders and consumers to have clear 
rules on the CE marking. In order to have these rules applied straight away and not to 
make them subject to future national legislation, Articles 16-17 of the Decision should 
be placed in the Regulation;

 Balance must be found concerning the obligations and responsibilities of economic 
operators (manufacturers, importers, distributors) in order to achieve a level playing 
field while at the same time ensuring that all products on the market are in conformity 
with relevant Community legislation. Therefore Articles 9-10 of the Decision and the 
corresponding recitals (Recitals 15, 16, 17 and 18a) are amended accordingly;

 An amendment to Article 7 clarifies that this Decision and these standards are to apply 
to products intended for the Community market, and not to those either produced in 
the EU, or transported via the EU, which are intended for a third country market; 

 Various references have been made to the importance of manufacturers retaining the 
technical documentation related to a product for at least 10 years, and to be available 
to the authorities upon request, as many products have a lifetime of 15 years or more. 
These are in amendments to Articles 7, 8 and 9 of this Decision;

 Amendments have been tabled to Article 10 which require that the user documentation 
accompanying a product be in the official language of the Member State where it is 
sold.

AMENDMENTS

The Committee on Industry, Research and Energy calls on the Committee on the Internal 
Market and Consumer Protection, as the committee responsible, to incorporate the following 
amendments in its report:

Text proposed by the Commission1 Amendments by Parliament

Amendment 1
Recital 10

(10) The modules for the conformity 
assessment procedures to be used in the 
technical harmonisation legislation were 
initially set out in Council Decision 

(10) The modules for the conformity 
assessment procedures to be used in the 
technical harmonisation legislation were 
initially set out in Council Decision 

1 Not yet published in OJ.



AD\687746EN.doc 5/29 PE 390.373v02-00

EN

93/465/EEC of 22 July 1993 concerning the 
modules for the various phases of the 
conformity assessment procedures and the 
rules for the affixing and use of the CE 
conformity marking, which are intended to 
be used in the technical harmonization 
directives. This Decision replaces that 
Decision.

93/465/EEC of 22 July 1993 concerning the 
modules for the various phases of the 
conformity assessment procedures and the 
rules for the affixing and use of the CE 
conformity marking, which are intended to 
be used in the technical harmonization 
directives. This Decision and Regulation 
(EC) No ... of the European Parliament 
and of the Council of ... setting out the 
requirements for accreditation and market 
surveillance relating to the marketing of 
products 1 replace that Decision.
________________
1 OJ L...

Justification

The CE marking needs better protection. As the meaning of the CE marking is not clearly 
understood, an increasing number of products bearing the CE marking do not comply with 
the legislation. It is therefore a shared interest of manufacturers, traders and consumers to 
have clear rules on the CE marking. In order to have these rules applied straight away and 
not to make them subject to future legislation, Articles 16 & 17 and the corresponding recitals 
of this Decision should be moved to the Regulation and this recital has to be amended 
accordingly.

Amendment 2
Recital 15

(15) As certain tasks can only be executed 
by the manufacturer, it is necessary to 
clearly distinguish between the manufacturer 
and the operators further down the 
distribution chain. It is furthermore 
necessary to clearly distinguish the importer 
and the distributor, as the importer 
introduces products from third countries on 
the Community market. He has thus to 
ensure that these products comply with the 
applicable Community requirements.

(15) As certain tasks can only be executed 
by the manufacturer, it is necessary to 
clearly distinguish between the manufacturer 
and the operators further down the 
distribution chain. It is furthermore 
necessary to clearly distinguish the importer 
and the distributor, as the importer places 
products from third countries on the 
Community market. He has thus to verify 
that these products are in conformity with 
the applicable legislation.

Justification

To be in line with text in Recital 14, as well as with the definition of "importer" in Article 2 of 
the Regulation (COM(2007)0037).
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Amendment 3
Recital 16

(16) The manufacturer, having detailed 
knowledge of the design and production 
process, is best placed to carry out the 
complete conformity assessment procedure. 
Importers and distributors perform a 
trading function and do not have any 
influence on the production process. The 
conformity assessment should therefore 
remain the obligation of the manufacturer 
alone. 

(16) The manufacturer, having detailed 
knowledge of the design and production 
process, is best placed to carry out the 
complete conformity assessment procedure. 
The conformity assessment should therefore 
remain the obligation of the manufacturer 
alone. 

Justification

Importers' and distributors' obligations are included in Recital 17, therefore it is not 
necessary to address them here. Furthermore, importers and distributors, though indeed 
perform a trading function, may have influence on the production process (i.e. by declaring to 
refuse the import or distribution of non-compliant goods). 

Amendment 4
Recital 17

(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) 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 user documentation has been 
supplied in the official language of the 
Member State where the product is placed 
or made available on the market. However, 
importers and distributors should ensure 
that products which they place or make 
available on the Community market are in 
conformity with the applicable legislation.
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Justification

To be in line with text in Recital 14. Furthermore, it is important that the user documentation 
needs to be understandable by those who must follow it and therefore it needs to be written in 
the official language or languages of the country of use.

Amendment 5
Recital 18

(18) Where an importer or a distributor 
either places a product on the market under 
his own name or trademark or modifies a 
product in such a way that compliance with 
applicable requirements may be affected, he 
should be considered to be the manufacturer.

(18) Any economic operator that either 
places a product on the market under his 
own name or trademark or modifies a 
product in such a way that compliance with 
applicable requirements may be affected 
should be considered to be the manufacturer. 

Justification

The definition of ‘manufacturer’ given in Article 2, paragraph 3 of the Regulation 
encompasses any operator that has a product designed or manufactured under his own 
trademark or name: it is hence the definition also includes authorised representatives. Rather 
than add ‘authorised representative’ to the list it is suggested to use the defined term 
‘economic operators”, since it is self-evident that manufacturer is considered to be a 
manufacturer.

Amendment 6
Recital 18 a (new)

(18a) Importers and distributors should not 
modify any internal design elements of a 
product without consulting the 
manufacturer, since this might affect the 
risk assessment and would invalidate the 
manufacturer’s technical documentation 
and declaration of conformity.

Justification

It is possible that distributors decide to save time or money by, instead of shipping back the 
item to the manufacturer to carry out the necessary modifications, could instead try to make 
their own changes. Without understanding the design of the product, such changes could 
interfere with the operation of security devices or safety circuits; thus, a compliant non-
dangerous electric appliance or power tool could be turned into a product presenting a 
serious risk for its user. Therefore, the distributor ought to contact the manufacturer if it 
intends to do so.



PE 390.373v02-00 8/29 AD\687746EN.doc

EN

Amendment 7
Recital 21

(21) The CE marking, materialising 
conformity of a product, is the visible 
consequence of a whole process comprising 
conformity assessment in a broad sense. 
General principles governing the use of the 
CE marking, and rules as to its affixing, to 
be applied in Community harmonisation 
legislation providing for the use of that 
marking should therefore be set out in this 
Decision.

(21) The CE marking, materialising 
conformity of a product, is the visible 
consequence of a whole process comprising 
conformity assessment in a broad sense and 
attests that the manufacturer has submitted 
the product to the necessary assessment 
procedures. 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 legislation 
and that he takes full responsibility for it. 
This Decision and Regulation EC (No) ... 
of the European Parliament and of the 
Council of ... [setting out the requirements 
for accreditation and market surveillance 
relating to the marketing of products]1 set 
out the main significance of the CE 
marking and the general principles 
governing its use, as well as the detailed 
rules as to its affixing, to be applied in 
Community harmonisation legislation.

The legal protection of the CE marking 
which is granted by its registration as a 
Community collective mark allows public 
authorities to ensure proper enforcement 
and to legally pursue infringements.
---------------------------------------------
1OJ L...

Justification

The CE marking needs better protection. As the meaning of the CE marking is not clearly 
understood, an increasing number of products bearing the CE marking do not comply with 
the relevant legislation. It is therefore a shared interest of manufacturers, traders and 
consumers to have clear rules on the CE marking. In order to have these rules applied 
straight away and not to make them subject to future legislation, Articles 16 and 17 of the 
Decision (COM(2007)0053) should be included in the Regulation, as well as the 
corresponding recitals.

Amendment 8
Recital 22
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(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 thereof.

deleted

Justification

The CE marking needs better protection. As the meaning of the CE marking is not clearly 
understood, an increasing number of products bearing the CE marking do not comply with 
the legislation. It is therefore a shared interest of manufacturers, traders and consumers to 
have clear rules on the CE marking. In order to have these rules applied straight away and 
not to make them subject to future legislation, Articles 16 & 17 and the corresponding recitals 
of this Decision should be moved to the Regulation and this recital has to be amended 
accordingly.

Amendment 9
Recital 23

(23) The legal protection of the CE 
marking which is granted by its registration 
as a Community collective mark allows 
public authorities to ensure proper 
enforcement and to legally pursue 
violations.

deleted

Justification

The CE marking needs better protection. As the meaning of the CE marking is not clearly 
understood, an increasing number of products bearing the CE marking do not comply with 
the legislation. It is therefore a shared interest of manufacturers, traders and consumers to 
have clear rules on the CE marking. In order to have these rules applied straight away and 
not to make them subject to future legislation, Articles 16 & 17 and the corresponding recitals 
of this Decision should be moved to the Regulation and this recital has to be amended 
accordingly.

Amendment 10
Recital 28 a (new)

(28a) While Community legislation should 
acknowledge the particular situation of 
small and medium-sized manufacturing 
enterprises as regards administrative 
burdens, rather than provide for general 
exceptions and derogations to address this 
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situation, which can only lead to the 
impression of substandard products or 
economic operators and to a complex legal 
situation for the national market 
surveillance authorities to supervise, 
Community legislation should provide for 
this situation to be acknowledged in the 
rules for the selection and implementation 
of the most appropriate conformity 
assessment bodies to operate in a 
proportionate manner in relation to the size 
of companies and to the serial or unit-
production nature of the product 
concerned.
The present decision allows the Member 
States the necessary flexibility  of action in 
such situations, without laying down 
special and possibly inappropriate solutions 
for SMEs.

Justification

In the interests of reduction of red tape burdens, future legislation should take into account 
the specific needs of SMEs.

Amendment 11
Article 1, paragraph 1

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:

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

Justification

Exceptions have no sense as this is a sui generis decision directed towards the legislator and 
therefore is not immediately applicable.

Amendment 12
Article 1, paragraph 3

Community legislation shall have recourse 
to the general principles of Title I and to the 
relevant reference provisions of Title II and 
of Annexes I and II, while, where necessary, 
taking into account the specificities of the 
legislation concerned.

Community legislation shall have recourse 
to the general principles of Title I and to the 
relevant reference provisions of Title II and 
of Annexes I and II, while, where necessary, 
taking into account the specificities of the 
legislation concerned and the specificities of 
the domain concerned.

Justification

In the interests of reduction of red tape burdens, future legislation should take into account 
the specific needs of SMEs.

Amendment 13
Article 3, paragraph 3 a (new)

3a. Unit-production and small-series 
production products, in particular made-to-
measure products, shall not be subject to 
conformity assessment procedures unless 
they have significant consequences for 
health and safety, in which case the 
producer shall issue an EC declaration of 
conformity.

Justification

As the cost of conformity assessment is very high and can only be affordable when large 
series are manufactured, non- and small series production should be exempted when the 
product does not have a significant impact on health and safety. When non- and small series 
productions are submitted to CE marking, a declaration of conformity should be sufficient.

Amendment 14
Article 6
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For the purposes of this … [type of 
instrument] the following definitions shall 
apply:

For the purposes of this Decision the 
definitions contained in Regulation (EC) 
No … setting out the requirements for 
accreditation and market surveillance 
relating to the marketing of products shall 
apply together with the following 
definitions:

(1) “making available on the market” 
means any supply of a product for 
distribution, consumption or use on the 
Community market in the course of a 
commercial activity, whether in return for 
payment or free of charge;
(2) “placing on the market” means the first 
making available of a product on the 
Community market;
(3) “manufacturer” means any natural or 
legal person who designs or manufactures 
a product or who has such a product 
designed or manufactured, under his name 
or trademark;
(4) “distributor” means any natural or 
legal person in the supply chain, who 
makes a product available on the market;
(5) “importer” means any natural or legal 
person established within the Community, 
who places a product from a third country 
on the Community market;
(6) “economic operators” means the 
manufacturer, the importer, the distributor 
and the authorised representative;
(7) “technical specification”, “national 
standard”, “international standard” and 
“European standard” shall have the 
meanings assigned to them by Directive 
98/34/EC;
(8) “harmonised standard” means a 
standard adopted by one of the European 
standardisation bodies listed in Annex I to 
Directive 98/34/EC in accordance with 
Article 6 of Directive 98/34/EC;
(9) “accreditation” has the meaning 
assigned to it by Regulation (EC) No […];
(10) “withdrawal” means any measure 



AD\687746EN.doc 13/29 PE 390.373v02-00

EN

aimed at preventing the making available 
on the market of a product in the supply 
chain;
(11) “recall” means any measure aimed at 
achieving the return of a product that has 
already been made available to the end 
user.

Justification

These definitions are included in Regulation (COM(2007)037). Future legislation based on 
this Decision should simply refer to the Regulation for these common definitions. However, 
new concepts, such as ITT, shared ITT results and cascading ITT, which are too technical and 
not used in the Regulation, have to be introduced here.

Amendment 15
Article 6, point 11 a (new)

(11a) "initial type testing (ITT)" means the 
complete set of tests or other procedures 
(e.g. calculation) described in a technical 
specification to determine the performance 
of samples of products representative of a 
product type, for the mandated 
characteristics;

Justification

As a large part of conformity assessment cost is generated by tests, shared ITT and cascading 
ITT should be accepted by third party certification bodies and thus the above definitions 
should be incorporated.

Amendment 16
Article 6, point 11 b (new)

(11b) "shared ITT results" mean already 
existing transferable test results that are 
shared among manufacturers producing 
functionally identical products;

Justification

As a large part of conformity assessment cost is generated by tests, shared ITT and cascading 
ITT should be accepted by third party certification bodies and thus the above definitions 
should be incorporated.
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Amendment 17
Article 6, point 11 c (new)

(11c) "cascading ITT" means the transfer 
of ITT results from an assembly designer 
(who may be either a component 
manufacturer, a designer, a “system 
house” or a body providing a common 
service to manufacturers) to the 
manufacturer of the product placed or 
made available on the market.

Justification

As a large part of conformity assessment cost is generated by tests, shared ITT and cascading 
ITT should be accepted by third party certification bodies and thus the above definitions 
should be incorporated.

Amendment 18
Article 7, introductory part before paragraph 1 (new)

The following provisions shall apply only to 
products which are intended to be placed 
and made available on the Community 
market:

Justification

Manufacturers, both within and without the EU, make a variety of products for a variety of 
geographic markets.  Provisions contained with Directives made according to this Decision 
must only apply to products intended to be placed on the Community market.

Amendment 19
Article 7, paragraph 1

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. Manufacturers shall ensure, when placing 
their products on the market, that they are 
designed and manufactured in accordance 
with the requirements set out in … 
[reference to the relevant part of the 
legislation].

Justification

Bring the provisions of Article 7 in consistency with the definitions of other market players in 
Article 6 and with the provisions of proposed Article 7(7) (linked with Amendments 1 and 3).
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Amendment 20
Article 7, paragraph 3

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 ten years after the 
last unit of the product has been 
manufactured.

Justification

The period of ten years is contained with the Low Voltage Directive (Directive 2006/95/EC).  
Some products have a lifetime of 15 years or more. It is therefore important for the 
manufacturer to hold and maintain the technical documentation for a reasonable period.

Amendment 21
Article 7, paragraph 7 a (new)

7a. Manufacturers shall guarantee that all 
information they provide with regard to 
their products is accurate, complete and in 
compliance with Community legislation.

Justification

Clarify the responsibility of manufacturers for the quality of the products they place on the 
market and for the accuracy of the information relating thereto (linked with Amendments 1 
and 2).

Amendment 22
Article 8, paragraph 2, point (a)

(a) keep the EC declaration of conformity 
and the technical documentation at the 
disposal of national surveillance authorities 
for a period of … [to be specified];

(a) keep the EC declaration of conformity 
and the technical documentation at the 
disposal of national surveillance authorities 
for a period of … [to be specified]after the 
last unit of the product has been 
manufactured;

Amendment 23
Article 9, paragraph 1

1. When placing a product on the market 1. Importers shall ensure that the products 
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importers shall act with due care in relation 
to the applicable requirements.

they place on the Community market are in 
conformity with applicable legislation.

Justification

To be in line with text of Recitals 14-17. The obligation for importers to place only compliant 
products on EU market should be further emphasised; the wording ‘due care’ is too vague for 
conveying the importer's obligation to verify that the manufacturer outside the EU has carried 
out the proper risk assessment.

Amendment 24
Article 9, paragraph 2, subparagraph 2

Where an importer discovers that the 
product is not in conformity with … 
[reference to the relevant part of the 
legislation], he may place the product on the 
market only after it has been brought into 
conformity with the applicable requirements 
set out in ... [reference to the relevant part of 
the legislation]

Where an importer discovers that the 
product is not in conformity with … 
[reference to the relevant part of the 
legislation], he may not place the product on 
the market until the appropriate risk 
assessment has been carried out and the 
product has been brought into conformity 
with the applicable requirements set out in ... 
[reference to the relevant part of the 
legislation].

Amendment 25
Article 9, paragraph 3

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 
on the product or in a document 
accompanying the product.

Justification

In order to put only reasonably necessary obligations on the importers, the contact details 
should be indicated only on the product or on the accompanying documents and not on the 
packaging.

Amendment 26
Article 9, paragraph 3 a (new)

3a. Importers shall, wherever appropriate 
for the protection of the health and safety 
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of consumers, carry out sample testing of 
marketed products, investigating, and, if 
necessary, keeping a register of complaints, 
and keeping distributors informed of such 
monitoring.

Justification

In paragraph 3 we ask for the second paragraph of Article 7(4) of the European 
Commission's original text to be added. In addition, we would like to insert 'for protection of 
the health and safety of consumers' after 'in all cases where appropriate'.

Amendment 27
Article 9, paragraph 4 a (new)

4a. Importers shall guarantee that all 
information they provide with regard to the 
products they import is accurate, complete 
and in compliance with Community 
legislation.

Justification

Clarify the responsibility of importers for the quality of the products they place on the market 
and for the accuracy of the information relating thereto.

Amendment 28
Article 9, paragraph 6

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 ten 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.

Justification

In order to make importers' obligation clear, the period for which importers are obliged to 
keep the documentation has to be defined in the decision.

Amendment 29
Article 10, paragraph 1

1. When making a product available on the 
market distributors shall act with due care in 

1. When making a product available on the 
market distributors shall act with due care in 
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relation to the applicable requirements. relation to the applicable requirements, in 
particular as set out in paragraph 2.

Justification

Clarify that the requirements referred to in this paragraph are those provided for by the EU 
legislation.

Amendment 30
Article 10, paragraph 2, subparagraph 1

1. Before making a product available on the 
market distributors shall verify that the 
product bears the required conformity 
marking(s) and is accompanied by the 
required documents and that the 
manufacturer and the importer have 
respected the requirements set out in Article 
[7 (5) and (6)] and [Article 9 (3)].

1. Before making a product available on the 
market distributors shall verify that the 
product bears the required conformity 
marking(s) and is accompanied by the user 
documentation in the official language of 
the Member State where the product is to 
be made available on the market and that 
the manufacturer and the importer have 
respected the requirements set out in Article 
[7 (5) and (6)] and [Article 9 (3)].

Justification

For distribution to the end user, only the user documentation is necessary. It is important that 
the user documentation needs to be understandable by those who must follow it and therefore 
it needs to be written in the official language or languages of the country of use.

Amendment 31
Article 10, paragraph 4

4. Distributors who consider or have reason 
to believe that a product which they have 
made available on the market is not in 
conformity with the applicable Community 
legislation shall take the necessary 
corrective measures to bring that product in 
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.

4. Distributors who consider or have reason 
to believe that a product which they have 
made available on the market is not in 
conformity with the applicable Community 
legislation shall take the necessary 
corrective measures to have that product 
brought 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.
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Justification

The distributor should not be authorized to intervene into the design of a product as they may 
then turn a compliant product into a non-compliant one. (For instance, they could replace a 
plastic cover that has problems with breakages with an alternative made of another type of 
plastic which is physically stronger but which is not fire-retardant when it needs to be.  Only 
when it is known why a particular component or part has been chosen is it possible to select a 
better alternative, and that requires knowledge of the detailed design which after-sales or 
downstream operators probably do not have.)

Amendment 32
Article 14, paragraph 1

1. When a Member State or the Commission 
considers that a harmonised standard does 
not entirely satisfy the requirements which it 
covers and which are set out in … [reference 
to the relevant part of the legislation], the 
Commission or the Member State concerned 
shall bring the matter before the Committee 
set up by Article 5 of Directive 98/34/EC, 
hereinafter the "Committee", giving its 
arguments. The Committee shall deliver its 
opinion without delay.

1. When a Member State or the Commission 
considers that a harmonised standard does 
not entirely satisfy the requirements which it 
covers and which are set out in … [reference 
to the relevant part of the legislation], the 
Commission or the Member State concerned 
shall ask the relevant European 
standardisation body or national 
standardisation committee within that body  
for an explanation and justification. The 
European standardisation body shall 
deliver its opinion without delay.

Justification

Article 14 should be complemented with an obligation for member States to consult ESO1 
first, when they suspect that a standard has a loophole. This would be in line with current 
procedures in the EU and would allow the early involvement of ESOs and their technical 
experts. This is already informally practiced in the context of the Low Voltage Directive.

Amendment 33
Article 14, paragraph 1 a (new)

1a. Where the requesting Member State or 
the Commission considers that the 
explanation given by the European 
standardisation body or national 
standardisation committee is not entirely 
satisfactory, the Member State or the 
Commission shall bring the matter before 
the Standing Committee set up under 
Article 5 of Directive 98/34/EC, hereinafter 

1 European Standardisation Organisations (CENELEC, CEN and ETSI)
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the "Committee", giving its arguments. 
The Committee shall deliver its opinion 
without delay.

Justification

As consequence of the amendment to Article 14, paragraph 1, this amendment gives 
consistency to the procedure and brings in the reference to the Commission's committee 
which was deleted from Article 14, paragraph 1.

Amendment 34
Article 14, paragraph 3

3. The Commission shall inform the 
European standardisation body concerned 
and, if necessary, request the revision of the 
harmonised standards concerned.

3. The Commission shall inform the 
European standardisation body concerned 
and, if necessary, request the revision of the 
harmonised standards concerned. Where 
such revision is requested, the European 
standardisation body shall submit to the 
Commission a description of the deficiency 
together with an action plan.

Justification

This clarifies the procedure to be followed by the ESO.

Amendment 35
Article 17

Article 17 deleted
Rules and conditions for the affixing of the 

CE marking
1. The CE marking shall consist of the 
initials “CE” taking the following form:

2. If the CE marking is reduced or enlarged 
the proportions given in the graduated 
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drawing in paragraph 1 must be respected.
3. Where specific legislation does not 
impose specific dimensions, the CE 
marking shall have a height of at least 5 
mm.
4. The CE marking shall be affixed visibly, 
legibly and indelibly to the product or to its 
data plate. Where this is not possible or not 
warranted on account of the nature of the 
product, it shall be affixed to the packaging 
and to the accompanying documents, where 
the legislation concerned provides for such 
documents.
5. The CE marking shall be affixed before 
the product is placed on the market. It may 
be followed by a pictogram or any other 
mark indicating a special risk or use.
6. The CE marking shall be followed by the 
identification number of the notified body 
where such body is involved in the 
production control phase.
The identification number of the notified 
body shall be affixed by the body itself or 
under its instructions, by the manufacturer 
or his authorised representative established 
within the Community.
7. Member States shall ensure correct 
implementation of the regime governing 
the CE marking and, if they deem 
adequate, take legal action in case of 
improper use. Member States shall also put 
in place penalties, which may include 
criminal sanctions, for serious 
infringements, that must be proportionate 
to the seriousness of the offence and 
constitute an effective deterrent against 
improper use.

Justification

The CE marking needs better protection. As the meaning of the CE marking is not clearly 
understood, an increasing number of products bearing the CE marking do not comply with 
the legislation. It is therefore a shared interest of manufacturers, traders and consumers to 
have clear rules on the CE marking. In order to have these rules applied straight away and 
not to make them subject to future legislation, Articles 16 & 17 and the corresponding recitals 
of this Decision should be moved to the Regulation and this recital has to be amended 
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accordingly.

Amendment 36
Article 22, paragraph 4, subparagraph 4 a (new)

The conformity assessment body shall, in 
carrying out its activities, take into account 
the size, sector and structure of companies 
and the relative complexity of the 
technology applied to products and, lastly, 
the unit or serial nature of production. 

Justification

The concerns expressed by the Commission with regard to size and the relative complexity of 
the technology applied to products in connection with conformity procedures, so as to avoid 
unnecessary burdens, are appreciated. Additional parameters such as the sector, the structure 
of firms and the serial nature of production, should also be taken into account.

Amendment 37
Article 22, paragraph 7, point (d a) (new)

(da) the ability, carrying out their activities, 
to take into account the size and structure 
of any company and the relative complexity 
of the technology applied to any product 
and the unit or serial nature of production.

Justification

The concerns expressed by the Commission with regard to size and the relative complexity of 
the technology applied to products in connection with conformity procedures, so as to avoid 
unnecessary burdens, are appreciated. Additional parameters such as the sector, the structure 
of firms and the serial nature of production, should also be taken into account.

Amendment 38
Article 25, paragraph 1, subparagraph 1 a (new)

For the same purpose, an accredited body, 
which forms a separate and identificable 
part of a undertaking or sectoral 
organisation representing undertakings 
involved in the design, manufacture, 
supply, installation, use or maintenance of 
the products that it assesses and which has 
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been established to supply conformity 
assessment services to the undertaking or 
organisation of which it forms a part, may 
be used.

Justification

In order to better answer SME needs regarding certification and to ensure that conformity 
assessment procedures are carried out according to the size, the structure, the involved 
technology, the sector and the serial character of the production, laboratories and conformity 
assessment structures belonging to business intermediary organisations and/or sectoral 
organisations should be entitled to be accredited.

Amendment 39
Article 31, paragraph 2

2. Conformity assessments shall be carried 
out in a proportionate manner, avoiding 
unnecessary burden for economic operators, 
in particular taking into consideration the 
size of companies and the relative 
complexity of the technology used by the 
products.

2. Conformity assessments shall be carried 
out in a proportionate manner, avoiding 
unnecessary burdens for economic 
operators, in particular taking into 
consideration the size, sector and structure 
of companies, the relative complexity of the 
technology used by the products and 
whether the product is a result of unit or 
series production.

Justification

In order to avoid unnecessary burden, other factors, such as size, the relative complexity of 
the technology used by the products, and the serial character of the production should be 
taken into account when carrying out conformity procedures. This is also an added cost for 
consumers.

Amendment 40
Article 35, paragraph 2 a (new)

2a. Where the market surveillance 
authorities of one Member State provide 
information to the market surveillance 
authorities of another Member State, they 
shall first contact the economic operator 
concerned at the address stated on the 
product in question or in the document 
accompanying the product. The economic 
operator shall be permitted a reasonable 
period in which to respond, which shall be 
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twenty-eight days where there is no 
immediate risk to the health and safety of 
the public. 

Justification

Economic operators should be given the opportunity to react on the position of relevant 
authorities, in particular when other Member States are also involved thus, the procedure 
may have a significant impact on their business. The proposed period of 28 days provides 
with a reasonable balance between the needs of the enforcement bodies and the economic 
operators. The same deadline is already applied in e.g. the UK implementation of the 
Directive on the restriction of the use of hazardous substances in electrical and electronic 
equipment and experience has shown that it is appropriate.

Amendment 41
Article 35, paragraph 3

3. The economic operator shall ensure that 
any corrective actions are taken in respect of 
all the products concerned which he has 
made available on the market throughout the 
Community.

3. The economic operator shall ensure that 
all possible corrective actions are taken in 
respect of all the products concerned which 
he has made available on the market 
throughout the Community.

Justification

This absolute obligation cannot be fulfilled in practice.  There may be many importers of the 
same product who place the same product on the market (e.g. in different countries). Once a 
product is on the market in any particular country there could be a wide range of distributors, 
both large and very small. Experience has shown that even when recalls are notified in the 
national press, at point of sale in retailers, etc, that the number of returns is less than 70%.

Amendment 42
Article 35, paragraph 3 a (new)

3a. Importers and distributors shall not 
without consulting the manufacturer 
modify a product in such a way that 
compliance with applicable legislation may 
be affected.

Justification

Importers and distributors do not generally have the technical competence to make changes 
to the interior of the product and were they to do so they could seriously degrade the safety or 
other parameter of the product. Moreover, there are likely to be multiple distributors for a 
given product and the responsible organisation that placed the product on the market would 
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not want a variety of ad hoc changes made by those multiple distributors.

Amendment 43
Article 35, paragraph 4, subparagraph 2 a (new)

Where the market surveillance authorities 
of one Member State wish to withdraw a 
product manufactured in another Member 
State, they shall advise the economic 
operator concerned at the address stated on 
the product in question or in the document 
accompanying the product.

Justification

It is important that the economic operator be informed if another Member State decides to 
withdraw one of its products. However, Member State authorities cannot be expected to 
contact the economic operator before sending information to authorities in another Member 
State as this would slow the procedure considerably.

Amendment 44
Article 36, paragraph 3

3. Where the national measure is considered 
to be justified and the non-compliance of the 
product is attributed to shortcomings in the 
harmonised standards as referred to in 
Article [35(5) (b)], the Commission or the 
Member State shall bring the matter before 
the Standing Committee set up under Article 
5 of Directive 98/34/EC.

3. Where the national measure is considered 
to be justified and the non-compliance of the 
product is attributed to shortcomings in the 
harmonised standards as referred to in 
Article [35(5) (b)], consultation with the 
relevant European standardisation body 
shall take place, as outlined in Article 
14(1), before the Commission or the 
Member State bring the matter before the 
Standing Committee set up under Article 5 
of Directive 98/34/EC.

Justification

Article 14 should be complemented with an obligation for member States to consult ESO1 
first, when they suspect that a standard has a loophole. This would be in line with current 
procedures in the EU and would allow the early involvement of ESOs and their technical 
experts. This is already informally practiced in the context of the Low Voltage Directive.

Amendment 45

1 European Standardisation Organisations (CENELEC, CEN and ETSI)
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Annex I, Module A, paragraph 4, point 4.2, subparagraph 2

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.

A copy of the declaration of conformity 
shall be made available to the relevant 
authorities upon request.

Horizontal amendment to be applied in all modules listed below: 
- Annex I, Module A, paragraph 4, point 4.2, subparagraph 2
- Annex I, Module A1, paragraph 5, point 5.2, subparagraph 2
- Annex I, Module A2, paragraph 5, point 5.2, subparagraph 2
- Annex I, Module C, paragraph 3, point 3.2, subparagraph 2
- Annex I, Module C1, paragraph 4, point 4.2, subparagraph 2
- Annex I, Module C2, paragraph 4, point 4.2, subparagraph 2
- Annex I, Module D, paragraph 5, point 5.2, subparagraph 2
- Annex I, Module D1, paragraph 7, point 7.2, subparagraph 2
- Annex I, Module E, paragraph 5, point 5.2, subparagraph 2
- Annex I, Module E1, paragraph 7, point 7.2, subparagraph 2
- Annex I, Module F, paragraph 6, point 6.2, subparagraph 2
- Annex I, Module F1, paragraph 7, point 7.2, subparagraph 2
-Annex I, Module G, paragraph 5, point 5.2, subparagraph 2
- Annex I, Module H, paragraph 5, point 5.2, subparagraph 2
- Annex I, Module H1, paragraph 6, point 6.2, subparagraph 2

Justification

The obligation of providing a copy of the Declaration of Conformity with each unit sold is 
burdensome beyond proportions for economic operators. 

Amendment 46
Annex I, Module A, paragraph 5 a (new)

5a. Importer
Importers shall 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.

Horizontal amendment to be applied in all modules listed below: 
- Annex I, Module A, paragraph 5 a (new)
- Annex I, Module A1, paragraph 6 a (new)
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- Annex I, Module A2, paragraph 6 a (new)
- Annex I, Module C, paragraph 4 a (new)
- Annex I, Module C1, paragraph 5 a (new)
- Annex I, Module C2, paragraph 5 a (new)
- Annex I, Module D, paragraph 8 a (new)

- Annex I, Module D1, paragraph 10 a (new)
- Annex I, Module E, paragraph 8 a (new)

- Annex I, Module E1, paragraph 10 a (new)
- Annex I, Module F, paragraph 8 a (new)
- Annex I, Module F1, paragraph 9 a (new) 
- Annex I, Module G, paragraph 6 a (new)
- Annex I, Module H, paragraph 8 a (new)
- Annex I, Module H1, paragraph 8 a (new)

Justification

Any economic operator that places products on the Community market should be liable for 
the conformity of those products. Only the manufacturer can prepare and maintain the 
technical documentation, as he has information on the product design. However, if the 
manufacturer is outside the EU without representatives in the EU, there is no way for the 
authorities to have access to the relevant documentation, which weakens the enforcement. 
Therefore, in line with Art 7, the importer should be responsible for ensuring that this 
documentation is at the disposal of the enforcement authorities.

Amendment 47
Annex I, Module A2, paragraph 4, subparagraph 3 a (new)

The notified body shall accept the sharing 
of test results (shared ITT) and the 
downstream transfer of test results 
(cascading ITT).

Justification

Given that most of the cost of conformity assessment is generated by tests, it is considered 
that the sharing of test results (shared ITT) and the downstream transfer of test results 
(cascading ITT) must be accepted by external certification bodies.

Amendment 48
Annex I, Module C1, paragraph 3, subparagraph 2 a (new)

The notified body shall accept the sharing 
of test results (shared ITT) and the 
downstream transfer of test results 
(cascading ITT).
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Justification

Given that most of the cost of conformity assessment is generated by tests, it is considered 
that the sharing of test results (shared ITT) and the downstream transfer of test results 
(cascading ITT) must be accepted by external certification bodies.

Amendment 49
Annex I, Module C2, paragraph 3, subparagraph 3 a (new)

The notified body shall accept the sharing 
of test results (shared ITT) and the 
downstream transfer of test results 
(cascading ITT).

Justification

Given that most of the cost of conformity assessment is generated by tests, it is considered 
that the sharing of test results (shared ITT) and the downstream transfer of test results 
(cascading ITT) must be accepted by external certification bodies.
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