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SHORT JUSTIFICATION

Obstacles to the free movement of goods remain. The Commission identifies those obstacles 
as: distortion of competition due to differing practices in the “designation of conformity” by 
the national assessment bodies; unequal treatment of “non-complying” or dangerous products 
on the market through the use of very different national market surveillance regulations, rules 
and means; lack of trust in conformity marking; and lack of coherence in the implementation 
and enforcement of existing EU legislation.

The purpose of the proposal is to:

- set the general framework for future sectoral legislation;

- give guidance on how to use common elements; and

- ensure as much coherence in future sectoral legislation as is politically and technically 
feasible. 

It is being presented alongside a proposal for a Regulation on accreditation and market 
surveillance.

In this opinion, your rapporteur has identified one issue which he considers warrants 
particular attention in view of the committee's particular concern about legal certainty and the 
quality of drafting.

As the proposal stands, it would appear to preclude affixing voluntary third-party marks of 
conformity alongside the CE marking, which constitutes merely a claim by the manufacturer 
that the product is in conformity with the requirements of European legislation.  This would 
result in business and jobs moving to countries outside the EU, where certain international test 
houses already have a de facto monopoly in North America and the USA, and would be 
detrimental to consumers.

To effect such a radical change incidentally and inconspicuously by wording which does not 
promote legal certainty in a legislative package which is otherwise beneficial is contrary to 
the principles of better legislation.

AMENDMENTS

The Committee on Legal Affairs 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

1 Not yet published in OJ.
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Amendment 1
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 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. In order to do this, they have 
to rely on economic operators who place 
products on the Community market. 
Distributors’ obligations should be limited 
to certain control measures, such as 
verifying whether the product bears the 
required conformity marking and whether 
the required user documentation has been 
supplied. It can be expected that distributors 
act with due care in relation to the applicable 
requirements when making products 
available on the market.

Justification

As it stands, Recital (17) is in contradiction with Recital (15). Recital (15) states that the 
importer has to ensure that the products he places on the market comply with the applicable 
Community requirements, while Recital (17) requires the importer to act with due care.

Since the requirements placed on importers differ from those placed on distributors, mixing 
them for both importers and distributors in one recital is likely to cause confusion. Therefore, 
Recital (17) should be split into two parts to distinguish distributors from importers and their 
respective obligations. 

Distributors take a product that has already been placed on the Community market and make 
it generally available. Their obligation should consequently be limited to checking that the 
product carries the CE Marking and that any documentation delivered to the user and 
required to use the product safely, securely and with respect for the environment. They should 
not be required to check or keep copies of the declaration of conformity or the technical 
documentation. For this reason we believe that the reference to “documents” in the original 
proposal should read “user documentation”. 

Amendment 2
Recital 17 a (new)

 (17a) Importers may not control the design 
and manufacturing characteristics of 
products but, because they place them on 
the Community market, they have an 
obligation to ensure that products comply 
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with all applicable legislation.  In order to 
meet this obligation, importers need to 
ensure in the first place that the 
manufacturers are aware of what the 
applicable legislation is and that the 
manufacturers have prepared the 
corresponding declarations of conformity 
and technical documentation.  As the entity 
resident in the Community, importers 
should have the legal responsibility for 
ensuring that the products which they place 
on the market comply with the applicable 
legislation and that the above-mentioned 
declarations of conformity and technical 
documentation are available to 
enforcement authorities.

Justification

As it stands, Recital (17) is in contradiction with Recital (15). Recital (15) states that the 
importer has to ensure that the products he places on the market comply with the applicable 
Community requirements, while Recital (17) requires the importer to act with due care.

Since the requirements placed on importers differ from those placed on distributors, mixing 
them for both importers and distributors in one recital is likely to cause confusion. Therefore, 
Recital (17) should be split into two parts to distinguish distributors from importers and their 
respective obligations. 

As distinct from distributors, importers do place products on the Community market and 
therefore they should understand in detail what Community laws apply. Importers are 
resident in the Community; they alone place products on the Community market; and so they 
must have the legal obligation to ensure compliance – including the making available of 
Declarations of Conformity and the technical documentation.

Amendment 3
Recital 22 a (new)

 (22a) It is important to make it clear, 
however, that the CE marking is a visual 
indication affixed by the manufacturer that 
the product is in conformity with the 
requirements of all specific European 
legislation. As such, it is not an indication 
of quality or that the product has been 
certified, approved or inspected by a third 
party, public or private (except where a 
specific directive requires the CE marking 
to be accompanied by the number of the 
Notified Body involved in the production 
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control phase). Because the New Approach 
is based on directives containing ‘essential 
requirements’, products bearing the CE 
marking may not have been tested to 
ascertain their compliance with official 
harmonised standards, where these exist. 
Nor does the CE marking indicate approval 
on the part of the Commission or any other 
European or national authority. Lastly, it is 
not an indication of origin.

Justification

It is necessary to make it clear that the CE marking is not a quality mark and does not imply 
that the product has been certified, approved or inspected by a third party or that it complies 
with official harmonised standards. It is merely an aid to enforcement and enforcement 
authorities.  In order not to cause confusion, we do not propose to make the CE marking 
voluntary.  It must in this regard remain as it is in present New Approach Directives, 
mandatory for all manufacturers and authorised representatives irrespective of their size or 
other factors: to make any change in this regard would introduce unnecessary confusion for 
both enforcement authorities and purchasers of products.

Amendment 4
Article 6, point 11 a (new)

 (11a) “CE marking” means a readily 
discernable means by which the 
manufacturer or his authorised 
representative signifies to enforcement 
authorities that the product is in conformity 
with all applicable Community legislation 
which requires the CE marking.

Amendment 5
Article 9

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

1. Importers shall be obliged to place only 
compliant products on the market.

2. Before placing a product on the market 
importers shall verify that the appropriate 
conformity assessment procedure has been 
carried out by the manufacturer. They shall 
verify that the manufacturer has drawn up 
the technical documentation, that the product 
bears the required conformity marking(s), is 
accompanied by the required documents and 

2. Before placing a product on the market 
importers shall verify that the appropriate 
conformity assessment procedure has been 
carried out by the manufacturer. They shall 
verify that the manufacturer has drawn up 
the technical documentation, that the product 
bears the required conformity marking(s), is 
accompanied by the required user 
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that the manufacturer has respected the 
requirements set out in Article [7(5) and 
(6)].

documentation and that the manufacturer 
has respected the requirements set out in 
Article [7(5) and (6)]. 

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 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].

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, where the size or nature of 
the product does not allow it, on its 
packaging or in a document accompanying 
the product.

3a. Importers shall, in all cases where 
appropriate for protection of the health and 
safety of consumers and where 
commensurate with the characteristics of 
the products which they supply, carry out 
sample testing of marketed products, 
investigating and, if necessary, keeping a 
register of complaints, and shall keep 
distributors informed of such monitoring.

4. Importers shall ensure that, while a 
product is under their responsibility, storage 
or transport conditions do not jeopardise its 
compliance with the requirements set out in 
… [reference to the relevant part of the 
legislation].

4. Importers shall ensure that, while a 
product is under their responsibility, storage 
or transport conditions do not jeopardise its 
compliance with the requirements set out in 
… [reference to the relevant part of the 
legislation].

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 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.

6. Importers shall, for a period of … [to be 6. Importers shall:
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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.

(a) issue a statement declaring that they 
have verified that the appropriate 
conformity assessment procedures have 
been carried out by the manufacturer or his 
authorised representative and that they 
accept legal responsibility for the products 
which they import;
(b) keep and maintain the EC declaration of 
conformity prepared by the manufacturer 
or his authorised representative;
(c) keep and maintain a copy of the 
technical documentation prepared by the 
manufacturer or his authorised 
representative, either at their own premises 
or at the premises of a third party;
(d) keep the information described in points 
(a), (b) and (c) for a period of ten years 
after the last product unit has been 
manufactured … [or such other period as 
may be specified] at the disposal of the 
market surveillance authorities.

7. Importers shall, on request from the 
competent national authorities, provide them 
with all the information and documentation 
necessary to demonstrate the conformity of 
the product. They shall cooperate with those 
authorities, at the request of the latter, on 
any action to avoid the risks posed by 
products which they have placed on the 
market.

7. Importers shall, on request from the 
competent national authorities, provide them 
with all the information and documentation 
necessary to demonstrate the conformity of 
the product. They shall cooperate with those 
authorities, at the request of the latter, on 
any action to avoid the risks posed by 
products which they have placed on the 
market.

Justification

In order to ensure a level playing field between EU manufacturers and importers of products 
coming from third countries, it is crucial to provide for equal obligations among the 
economic operators placing products on the Community market. An equal level of obligations 
will ensure the same level of responsibility in case of non-compliant products. 

The text of the proposed Article 9(1) is based on Article 3(1) of the General Product Safety 
Directive (GPSD), which states that “Producers shall be obliged to place only safe products 
on the market”.
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We propose to add a new sub-section 3 to the European Commission’s original text in order 
to align it with Article 5 of the General Product Safety Directive. 

In Article 9(6) importers are required to sign an accompanying document to the Declaration 
of Conformity so as to take responsibility for the products they place on the market, and to 
keep the technical documentation. If the manufacturer is outside the EU and he does not have 
an authorised representative within the EU, it is difficult for the authorities to have access to 
the technical file.

Amendment 6
Article 16, paragraph 2

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 signifies that the 
manufacturer or his authorised 
representative has determined that the 
product is in conformity with the 
requirements of the applicable Community 
legislation. Member States shall refrain from 
introducing into their national regulations or 
shall withdraw any reference to a conformity 
marking, within the meaning of the CE 
marking as defined in Article 6(11a), in 
connection with conformity with the 
provisions contained in the legislation on CE 
marking.

Economic operators shall not be prevented 
from affixing other marks voluntarily and 
in addition to the CE marking, providing 
that there is no possibility of confusion.

Amendment 7
Article 16, paragraph 3

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 and 
form of the CE marking 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.

Justification

The CE marking is only a visual indication  by the manufacturer or his representative that his 
product is in conformity. It can only be such since the EU does not itself, at present, have the 
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resources to carry out the required level of market surveillance to ensure that each and every 
product complies.  As a result, the CE marking has to be distinguished from voluntary private 
marks, whose use is monitored and enforced by those  independent testing and certifying 
bodies who own them.

As this provision is worded in the Commission's proposal, it would mean that the conformity  
markings of well-known European testing and certification bodies (BSI, CEBEC, SEMKO, 
KEMA, TÜV, VDE etc.) could no longer be affixed to products, which would be to the 
detriment of consumers.

It would also result in a transfer of business and jobs to non-member countries, since the 
markings of international test houses (e.g. UL in the USA or CCC in China) could not be 
prohibited in Europe. They already have a de facto monopoly in North America.

No safety risk would be associated with allowing private markings to be affixed in addition to 
the CE marking.

Amendment 8
Annex I, Module A, paragraph 5 a (new)

 Importer
The importer shall:
(a) issue a statement declaring that he has 
verified that the appropriate conformity 
assessment procedures have been carried 
out by the manufacturer or his authorised 
representatives and that he accepts legal 
responsibility for the products which he 
imports;
(b) keep and maintain the EC declaration 
of conformity prepared by the 
manufacturer or his authorised 
representative;
(c) keep and maintain a copy of the 
technical documentation prepared by the 
manufacturer or his authorised 
representative, either at his own premises 
or at the premises of a third party;
(d) keep the information described in points 
(a), (b) and (c) for a period of ten years 
after the last product unit has been 
manufactured … [or such other period as 
may be specified] at the disposal of the 
market surveillance authorities.
This amendment should apply also to the 
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following modules:
Module A1 – paragraph 6a new
Module A2 – paragraph 6a new
Module C – paragraph 4a new
Module C1 – paragraph 5a new
Module C2 – paragraph 5a new
Module D – paragraph 8a new
Module D1 – paragraph 10a new
Module E – paragraph 8a new
Module E1 – paragraph 10a new
Module F – paragraph 8a new
Module F1 – paragraph 9a new
Module G – paragraph 6a new
Module H – paragraph 8a new
Module H1 – paragraph 8a new

Justification

This suggested amendment is in line with the one proposed to Article 9 on importers’ 
obligations.
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