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Products used in connection to services

Compromise Amendment 1 S&D, EPP, ALDE, GREENS, ECR, EFD
Rapporteur
Compromise amendment accepts AM 116 (FOX)

Proposal for a regulation
 Article 2 – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) to which consumers are exposed in the 
context of a service provided to them.

(c) which are provided to a consumer in 
the course of a service, whether or not the 
product is used by the consumer himself.

Or. en
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Child-appealing products

Compromise Amendment 2a S&D, EPP, ALDE, GREENS, EFD
Rapporteur
Covers AM 47 (Rapporteur), 165 (Løkkegaard), 166 (Karas), 167 (Echeverría), JURI 7

Proposal for a regulation
 Article 6 - paragraph 1 - subparagraph 1

Text proposed by the Commission Amendment

(e) the appearance of the product and in 
particular where a product, although not 
foodstuff, resembles foodstuff and is likely 
to be confused with foodstuff due to its 
form, odour, colour, appearance, 
packaging, labelling, volume, size or other 
characteristics.

(e) the appearance of the product in 
particular where a product; 

- although not foodstuff, resembles 
foodstuff and is likely to be confused with 
foodstuff due to its form, odour, colour, 
appearance, packaging, labelling, volume, 
size or other characteristics.

- although not designed or not intended 
for use by children resembles an object 
commonly recognised as appealing to or 
intended for use by children, because of 
its design, packaging and characteristics. 

Or. en
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Child-appealing products

Compromise Amendment 2b S&D, EPP, ALDE, GREENS, ECR, EFD
Rapporteur
Covers AM 18 (Rapporteur), 88 (Løkkegaard), 90 (FOX)

Proposal for a regulation
 Recital 13 a (new)

Text proposed by the Commission Amendment

(13a) This Regulation should take into 
account 'child-appealing' products, whose 
design and characteristics in any way 
resemble a toy or an object appealing to 
or intended for use by children, Child-
appealing products should furthermore be 
assessed for their levels of risk and 
appropriate action taken to mitigate that 
risk;

Or. en
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Penalties

Compromise Amendment 3 S&D, EPP
Rapporteur

Proposal for a regulation
Article 18 - paragraph 2

Text proposed by the Commission Amendment

2. The penalties referred to in paragraph 1 
shall have regard to the size of the 
undertakings and in particular to the 
situation of small and medium-sized 
enterprises. The penalties may be increased 
if the relevant economic operator has 
previously committed a similar 
infringement and may include criminal 
sanctions for serious infringements.

To be aligned with MSR articles on 
penalties

Or. en

CPSR - Penalties - rapp. Schaldemose proposal for alignment

CA : Penalties recital 30

Text proposed by the Commission Compromise amendment
(30) Member States should lay down rules on 
penalties applicable to infringements of this 
Regulation and ensure that they are 
implemented. Those penalties must be 
effective, proportionate and dissuasive.

(30) Member States should lay down rules on 
penalties applicable to infringements of this 
Regulation and ensure that they are 
implemented. Those penalties must be 
effective, proportionate and dissuasive and 
depend on the seriousness, duration and 
intentional or recurring character of the 
infringement, as well as the size of the 
undertakings, in terms of the number of 
persons employed by and annual turnover of 
the economic operators concerned, with a 
particular regard to small and medium-sized 
enterprises. Intentional infringements shall 
include administrative penalties that are 
harmonised Union-wide. Member States 
should be encouraged to allocate the revenues 
collected from such penalties to market 
surveillance activities.
(30a) In order to enhance the deterrent effect 
of the penalties, the Commission should make 
them public. In addition, economic operators 
who are repeatedly found to have intentionally 



AM\123123EN.doc 7/30 PE123.123v01-00

EN

breached this Regulation should be placed on 
a public, Union-wide blacklist.

CA : Penalties Article 18 

Covers AM 71 (Rapporteur), 344 (Cofferati, Tarabella), 345 (Weidenholzer, Leichtfried), 346 
(Thun ao.), 347 (Karas), 348 (Karas), 349 (Bielan), 350 (Baldassarre), 351 (Rapporteur), 
INTA 30

Text proposed by the Commission Compromise amendment
1. The Member States shall lay down the rules 
on penalties applicable to infringements of 
the provisions of this Regulation and shall 
take all measures necessary to ensure that 
they are implemented. The penalties 
provided for must be effective, 
proportionate and dissuasive. Member 
States shall notify those provisions to the 
Commission by [insert date - 3 months prior 
to the date of application of this 
Regulation] and shall notify it without delay 
of any subsequent amendment affecting
them.

1. The Member States shall lay down the 
rules establishing appropriate penalties 
applicable to infringements of the provisions 
of this Regulation and shall take all 
measures necessary to ensure that they are 
implemented. Member States shall notify 
those provisions to the Commission by ... * 
and shall notify it without delay of any 
subsequent amendment affecting
them.

2. The penalties referred to in paragraph 1 
shall have regard to the size of the 
undertakings and in particular to the situation 
of small and medium-sized enterprises. The 
penalties may be increased if the relevant 
economic operator has previously committed a 
similar infringement and may include criminal 
sanctions for serious infringements.

2. The penalties provided for must be effective, 
proportionate and dissuasive. The penalties
shall have regard to the seriousness, the 
duration and, where applicable, the 
intentional character of the infringement. In 
addition, the penalties shall have regard to 
whether the relevant economic operator has 
previously committed a similar infringement.

2a. Administrative penalties applicable to 
infringements shall at least offset the 
economic advantage sought through the 
infringement, but shall not exceed 10 % of the 
annual turnover or an estimate thereof. The 
penalties imposed may be higher than 10 % of 
the annual turnover or an estimate thereof, 
where it is necessary to offset the economic 
advantage sought through the infringement. 
The penalties may include criminal sanctions 
for serious infringements.
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2b. The Member States shall inform the 
Commission of the type and the size of the 
actual penalties imposed under this 
Regulation, identify the actual infringements 
of this Regulation, and indicate the identity of 
economic operators for which penalties have 
been imposed. The Commission shall make 
that information available to the public 
electronically and, where appropriate, by 
other means, without undue delay.
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‘EU Safety Tested’ marking

Compromise Amendment 4 S&D, EPP, EFD
Rapporteur
Covers AM 52 (Rapporteur), 182 (Cofferati, Tarabella), 183 (van de Camp)

Proposal for a regulation
 Article 6 a (new)

Text proposed by the Commission Amendment

‘EU Safety Tested’ marking

1. The ‘EU Safety Tested’ marking
is a voluntary additional scheme for the 
economic operators and shall be affixed 
only by the manufacturer or his 
authorised representative. 

2. The ‘EU Safety Tested’ marking
shall be affixed only to consumer 
products covered by this Regulation, and 
shall not be affixed to any other product. 
The ‘EU Safety Tested’ marking
shall be affixed after testing on 
representative samples of the products put 
up for sale pick randomly under the 
control of a judicial officer, an authority 
or any other accredited third party body 
designated by each Member State and 
notified to the Commission.

3. By affixing or having affixed the ‘EU 
Safety Tested’ marking
, the manufacturer indicates that the 
product has been tested and found 
compliant with the safety requirement in 
this Regulation by an accredited and 
notified third party body which is 
responsible for awarding the marking and 
certifying and supervising  the compliance 
of the specific product with the safety 
requirements set by this Regulation. 

4. Products tested by third parties through 
national product safety requirements in 
the Member States shall de facto be 
rewarded the ‘EU Safety Tested’ marking.
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5. Member States shall ensure the correct 
implementation of the regime governing 
the ‘EU Safety Tested’ marking
and take appropriate action in the event of 
improper use of the marking. Third party 
bodies conducting sample tests shall be 
liable for the results of these test, for 
awarding of the marking and for 
certifying and supervising the compliance 
of the specific product with the safety 
requirements set by this Regulation. 
Member States shall also provide for 
penalties for infringements, which may 
include criminal sanctions for serious 
infringements. Those penalties shall be 
proportionate to the seriousness of the 
offence and constitute an effective 
deterrent against improper use.

6. The affixing to a product of markings, 
signs or inscriptions which are likely to 
mislead third parties regarding the 
meaning or form of the ‘EU Safety 
Tested’ marking shall be prohibited. Any 
other marking may be affixed to the 
product provided that the visibility, 
legibility and meaning of the ‘EU Safety 
Tested’ marking is not thereby impaired.

7. The Commission shall through an 
implementing act on a yearly basis 
approve the national product safety 
schemes as laid down in Paragraph 4 of 
this Article.

Or. en

New recital on misconception of CE marking S&D, EPP, ALDE, GREENS
Recital 14 a (new)

Text proposed by the Commission Compromise amendment
The CE marking is a declaration by the 
manufacturer that the product complies 
with EU law. However, studies have 
shown that there consumer believe that 
the CE marking proves safety of the 
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product. Thus, the ‘EU Safety Tested’ 
marking is introduced as a voluntary 
scheme to be used by economic 
operators willing and capable to ensure 
compliance with safety through the 
award of a safety marking by an 
accredited third party body.

New recital on the scope of the CE/‘EU Safety Tested’ marking

S&D, EPP, ALDE, GREENS

Recital 14 b (new)

Text proposed by the Commission Compromise amendment
The ‘EU Safety Tested’ marking, used 
as a voluntary marking by the economic 
operator, shall cover both harmonised 
and non-harmonised. Harmonised 
products can bear both CE and ‘EU 
Safety Tested’ marking and thus 
ensuring conformity with harmonisation 
legislation and compliance with safety 
requirements. Non-harmonised 
standardised products bearing the ‘EU 
Safety Tested’ marking ensures 
compliance with safety requirements 
and through this consumers will be able 
to distinguish between the current 
simple CE marking and the ‘EU Safety 
Tested’ marking in which the latter is 
the only marking indicating products 
tested of their safety.
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Precautionary principle

Compromise Amendment 5a S&D, EPP, ALDE, GREENS, EFD
Rapporteur

Proposal for a regulation
 Article 1 - paragraph 3 a (new)

Text proposed by the Commission Amendment

3. The provisions of this Regulation are 
based on the precautionary principle.

Or. en

CA 5b S&D, EPP, ALDE, GREENS, ECR, EFD
Recital 13 a (new)

Text proposed by the Commission Amendment

(13a) The precautionary principle, as laid 
down in Article 191(2) TFEU, and 
outlined inter alia in the Commission 
Communication on the precautionary 
principle of 2 February 2000, is a 
fundamental principle for the safety of 
products and for the safety of consumers 
and should be taken into due account 
when laying down the criteria for
assessing the safety of a product.
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The regulation as a safety net

Compromise Amendment 6a S&D, EPP, ALDE, ECR, EFD
Rapporteur
Covers AM 37 (Rapporteur), 125 (Rühle), 127 (Echeverría)

Proposal for a regulation
 Article 2 - paragraph 4

Text proposed by the Commission Amendment

4. Chapters II to IV of this Regulation shall 
not apply to products subject to 
requirements designed to protect human 
health and safety laid down in Union 
harmonisation legislation or pursuant to it.

COM text

Or. en
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The regulation as a safety net

Compromise Amendment 6b S&D, EPP, ALDE, GREENS, EFD
Rapporteur

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Despite the development of sector-
specific Union harmonisation legislation 
that addresses safety aspects of specific 
products or categories of products, it is 
practically impossible to adopt Union 
legislation for all consumer products that 
exist or may be developed. There is 
therefore still a need for a legislative 
framework of a horizontal nature to fill 
gaps and ensure consumer protection not 
otherwise ensured, in particular with a 
view to achieving a high level of protection 
of safety and health of consumers, as 
required by Article 114 and Article 169 of 
the TFEU.

COM text

Or. en
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Reasonable foreseeable conditions, vulnerable consumers

Compromise Amendment 7a S&D, EPP, ALDE, GREENS, ECR, EFD
Rapporteur
Covers AM 114 (Baldassarre), 115 (Creutzmann) 

Proposal for a regulation
Article 2 - paragraph 1 - point b

Text proposed by the Commission Amendment

(b) which are likely, under reasonably 
foreseeable conditions, to be used by 
consumers even if not directly intended for 
them;

(b) which are likely, under reasonably 
foreseeable conditions, to be used by 
consumers even if, when placed on the 
market, they were not directly intended for 
them; products are not likely to be used by 
consumers if they are intended for the 
exclusive use by professionals and 
explicitly labelled and presented as such;

Or. en
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Reasonable foreseeable conditions, vulnerable consumers

Compromise Amendment 7b S&D, EPP, ALDE, GREENS, ECR, EFD
Rapporteur
Covers AM 46 (Rapporteur), 161 (Creutzmann), 162 (Rühle), 163 (Stihler), JURI 6

Proposal for a regulation
 Article 6 - paragraph 1 - subparagraph 1 - point d

Text proposed by the Commission Amendment

(d) the categories of consumers at risk 
when using the product, in particular 
vulnerable consumers;

(d) the characteristics of consumers at risk 
when using the product under reasonably 
foreseeable conditions, in particular
specific needs of vulnerable consumers;

Or. en
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Obligations for economic operators

Compromise Amendment 8a S&D, EPP, GREENS, ECR
Rapporteur
Covers AM 53 (Rapporteur), 205 (Tarabella, Cofferati), 206 (Obermayr), 207 (Salvini), 208 
(van de Camp), 209 (Echeverría), 210 (Juvin, Berra, Baldassarre), 212 (Rühle), 213 
(Weidenholzer), 214 (Echeverría), 231 (Le Grip), 242 (Vergnaud)

Proposal for a regulation
Article 8 - Manufacturers

Text proposed by the Commission Amendment

Paragraph 1

1. When placing their products on the 
market, manufacturers shall ensure that 
they have been designed and manufactured 
in accordance with the general safety 
requirement laid down in Article 4.

Paragraph 2

2. Manufacturers shall ensure that 
procedures are in place for series 
production to remain in conformity with 
the general safety requirement laid down in 
Article 4.

Paragraph 3

3. Proportionate to the possible risks of a 
product, manufacturers shall, to protect the 
health and safety of consumers, carry out 
sample testing of products made available 
on the market, investigate complaints and 
keep a register of complaints, non-
conforming products and product recalls, 
and shall keep distributors informed of any 
such monitoring.

Paragraph 1

1. When placing their products on the 
market, manufacturers shall ensure that 
they have been designed and manufactured 
in accordance with the general safety 
requirement laid down in Article 4.

Paragraph 2

2. Manufacturers shall ensure that 
procedures are in place for series 
production to remain in conformity with 
the general safety requirement laid down in 
Article 4.

Paragraph  3

3. Proportionate to the possible risks of a 
product, manufacturers shall, to protect the 
health and safety of consumers, carry out
sample testing of randomly picked 
products made available on the market
chosen under the control of a judicial 
officer or any qualified person designated 
by each Member State, investigate 
complaints and keep a register of 
complaints, non-conforming products and 
product recalls, and shall keep distributors 
informed of any such monitoring. This 
information shall be made available to the 
surveillance authorities on request.

3a. When the products made available on 
the market have been subject to a decision 
by the Commission on the basis of article 
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Paragraph 4 

Proportionate to the possible risks of a 
product, manufacturers shall draw up a 
technical documentation. The technical 
documentation shall contain, as 
appropriate:

(a) a general description of the product
and its essential properties relevant 
for assessing the product's safety;

(b) an analysis of the possible risks 
related to the product and the 
solutions adopted to eliminate or 
mitigate such risks, including the 
outcome of any tests conducted by 
the manufacturer or by another party 
on his behalf;

(c) where applicable, a list of the 
European standards referred to in 
point (b) of Article 5 or health and 
safety requirements laid down in the 
law of the Member State where the 
product is made available on the 
market referred to in point (c) of 
Article 5, or other aspects referred to 
in Article 6(2), applied to meet the 
general safety requirement laid down 
in Article 4.

Where any of the European standards, 
health and safety requirements or other 
aspects referred to in point (c) of the first 
subparagraph have been only partly 
applied, the parts which have been applied
shall be identified.

12 of [Regulation on market surveillance 
of products], manufacturers, or when 
appropriate importers, shall, to protect the 
health and safety of consumers, and 
proportionate to the possible risks of a 
product, carry out at least once a year 
representative sample testing of products 
made available on the market chosen 
under the control of a judicial officer or 
any qualified person designated by each 
Member State.

Paragraph 4 

Proportionate to the possible risks of a 
product, manufacturers shall draw up a 
technical documentation. The technical 
documentation shall contain:

a) a general description of the product
and its essential properties relevant 
for assessing the product's safety;

b) an analysis of the possible risks 
related to the product and the 
solutions adopted to eliminate or 
mitigate such risks, including the 
outcome of any tests conducted by 
the manufacturer or by another 
party on his behalf;

c) where applicable, a list of the 
European standards referred to in 
point (b) of Article 5 or health and 
safety requirements laid down in 
the law of the Member State where 
the product is made available on the 
market referred to in point (c) of 
Article 5, or other aspects referred 
to in Article 6(2), applied to meet 
the general safety requirement laid 
down in Article 4.

Where any of the European standards, 
health and safety requirements or other 
aspects referred to in point (c) of the first 
subparagraph have been only partly 
applied, the parts which have been applied
shall be identified.
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Paragraph 5

5. Manufacturers shall keep, for a period of 
ten years after the product has been placed 
on the market, the technical documentation 
and make it available to the market 
surveillance authorities, upon request.

Paragraph 6

6. Manufacturers shall ensure that their 
products bear a type, batch or serial 
number or other element allowing the 
identification of the product which is easily 
visible and legible for consumers, or, 
where the size or nature of the product 
does not allow it, that the required 
information is provided on the packaging 
or in a document accompanying the 
product.

Paragraph 5

5. Manufacturers shall keep, for a period of 
ten years after the product has been placed 
on the market, the technical documentation
in paper or electronic form at the disposal 
of the market surveillance authorities and 
provide it to those authorities, upon 
reasoned request.

Paragraph 6

6. Manufacturers shall ensure that their 
products bear a type, batch or serial 
number or other element allowing the 
identification of the product which is easily 
visible and legible for consumers, or, 
where the size or nature of the product 
does not allow it, that the required 
information is provided on the packaging 
or in a document accompanying the 
product,

Where the information allowing the 
identification of product is not provided 
directly on the product, manufacturers 
shall indicate in a sufficiently visible 
manner that the medium containing this 
information must be retained.

6a. Manufacturers of products that are 
subject of a decision by the Commission 
under Article 12 of the Regulation on the 
market surveillance of products 
[XREFX], shall draw up a list of product 
models, accompanied by a photograph, 
and make it available to the public and 
other economic operators by any 
appropriate means, in particular for 
products

The manufacturer shall provide the 
market surveillance authorities, upon 
request, as well as any economic operator 
to whom he distributes his products, with 
evidence supporting the existence of 
different essential characteristics between 
its models within the meaning of the 
definition given in Article 3(2) of this 
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Paragraph 7

7. Manufacturers shall indicate their name, 
registered trade name or registered trade 
mark and the address at which they can be 
contacted on the product or, where that is 
not possible, on its packaging or in a 
document accompanying the product. The 
address must indicate a single point at 
which the manufacturer can be contacted.

Paragraph 8 

8. Manufacturers shall ensure that their 
product is accompanied by instructions and 
safety information in a language which can 
be easily understood by consumers, as 
determined by the Member State in which 
the product is made available, except 
where the product can be used safely and 
as intended by the manufacturer without 
such instructions and safety information.

Member States shall inform the 
Commission about any provisions adopted 
by them determining the required 
language(s).

Paragraph 9

9. Manufacturers who consider or have 
reason to believe that a product which they 
have placed on the market is not safe or is 
otherwise not in conformity with this 
Regulation shall immediately take the 
corrective action necessary to bring that 
product into conformity, to withdraw it or 
recall it, if appropriate. Furthermore, where 
the product is not safe, manufacturers shall 
immediately inform the market 
surveillance authorities of the Member 
States in which they made the product 

Regulation.

Paragraph 7

7. Manufacturers shall indicate their name, 
registered trade name or registered trade 
mark and the address at which they can be 
contacted on the product or, where that is 
not possible, on its packaging, in a 
document accompanying the product. The 
address must indicate a single point at 
which the manufacturer can be contacted.

Paragraph 8 

8. Manufacturers shall ensure that their 
product is accompanied by instructions and 
safety information addressed to the 
consumer in a clear and comprehensible 
manner in a language which can be easily 
understood by consumers, as determined 
by the Member State in which the product 
is made available, except where the 
product can be used safely and as intended 
by the manufacturer without such 
instructions and safety information.

Member States shall inform the 
Commission about any provisions adopted 
by them determining the required 
language(s).

Paragraph 9

9. Manufacturers shall ensure that they 
have procedures in place for taking 
corrective action, withdrawing or 
recalling their products. Manufacturers 
who consider or have reason to believe that 
a product which they have placed on the 
market is not safe or is otherwise not in 
conformity with this Regulation shall 
immediately take the corrective action 
necessary to bring that product into 
conformity, to withdraw it or recall it, as 
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available to that effect, giving details, in 
particular, of the risk to health and safety 
and of any corrective action taken.

appropriate, and warns consumers who 
are at risk caused by the non-conformity 
of the product. Furthermore, where the 
product is not safe, manufacturers shall 
immediately inform the market 
surveillance authorities of the Member 
States in which they made the product 
available to that effect, giving details, in 
particular, of the risk to health and safety 
and of any corrective action taken and of 
the results of such corrective action.

Or. en

8a bis S&D, EPP, ALDE, GREENS, ECR, EFD

Recital 16 a (new)

Text proposed by the Commission Compromise amendment
In order to facilitate communication 
between economic operators, market 
surveillance authorities and consumers, 
Member States should encourage 
economic operators to include a website 
address in addition to the postal address.
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Obligations for economic operators

Compromise Amendment 8b S&D, EPP, ALDE, GREENS, ECR
Rapporteur
Covers AM 59 (Rapporteur), 256 (Tarabella, Cofferati), 257 (Creutzmann), 258 (Obermayr), 
259 (Salvini), 261 (Baldassarre), 265 (Tarabella, Cofferati), 266 (Salvini), 267 (van de 
Camp), 268 (Le Grip), 269 (Creutzmann), 270 (Tarabella, Cofferati), 271 (Weidenholzer), 
272 (Obermayr), 273 (Borissov), 274 (Juvin, Berra, Baldassarre), 275 (Creutzmann), 277 
(Baldassarre), INTA 23-28

Proposal for a regulation
Article 10 - importers

Text proposed by the Commission Amendment

Paragraph 1

1. Before placing a product on the market 
importers shall ensure that the product is 
compliant with the general safety 
requirement laid down in Article 4 and that 
the manufacturer has complied with the 
requirements set out in Article 8(4), (6) and 
(7).

Paragraph 2

2. Where an importer considers or has 
reason to believe that a product is not in 
conformity with this Regulation, he shall 
not place the product on the market until it 
has been brought into conformity. 
Furthermore, where the product is not safe, 
the importer shall inform the manufacturer 
and the market surveillance authorities of 
the Member State in which he is 
established to that effect.

Paragraph 3

3. Importers shall indicate their name, 
registered trade name or registered trade 
mark and the address at which they can be 
contacted on the product or, where that is 
not possible, on its packaging or in a 

Paragraph 1

1. Before placing a product on the market 
importers shall ensure that the product is 
compliant with the general safety 
requirement laid down in Article 4 and that 
the manufacturer has complied with the 
requirements set out in Article 8(4), (6) and 
(7).

Paragraph 2

2. Where an importer considers or has 
reason to believe that a product is not in 
conformity with this Regulation, he shall 
not place the product on the market until it 
has been brought into conformity. 
Furthermore, where the product is not safe, 
the importer shall inform the manufacturer 
and the market surveillance authorities of 
the Member State in which he is 
established to that effect.

Paragraph 3

3. Importers shall indicate their name, 
registered trade name or registered trade 
mark and the address at which they can be 
contacted on the product or, where that is 
not possible, on its packaging or in a 
document accompanying the product. They 
shall not obscure any compulsory 
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document accompanying the product. They 
shall ensure that any additional label does 
not obscure any information on the label 
provided by the manufacturer.

Paragraph 4

4. Importers shall ensure that the product is 
accompanied by instructions and safety 
information in a language which can be 
easily understood by consumers, as 
determined by the Member State in which 
the product is made available, except 
where the product can be used safely and 
as intended by the manufacturer without 
such instructions and safety information. 
Member States shall inform the 
Commission about any provisions adopted 
by them determining the required 
language(s).

Paragraph 5

5. Importers shall ensure that, while a 
product is under their responsibility, 
storage or transport conditions do not 
jeopardise its compliance with the general 
safety requirement laid down in Article 4 
and its conformity with Article 8(6).

Paragraph 6

6. Proportionate to the possible risks 
presented by a product, importers shall, to 
protect the health and safety of persons, 
carry out sample testing of marketed 
products, investigate complaints, and keep 
a register of complaints, of non-
conforming products and of product 
recalls, and shall keep the manufacturer 
and distributors informed of such 
monitoring.

Paragraph 7

7. Importers who consider or have reason 
to believe that a product which they have 

information or safety-related information 
provided by the manufacturer.

Paragraph 4

4. Importers shall ensure that the product is 
accompanied by instructions and safety 
information in a language which can be 
easily understood by consumers, as 
determined by the Member State in which 
the product is made available, except 
where the product can be used safely and 
as intended by the manufacturer without 
such instructions and safety information. 
Member States shall inform the 
Commission about any provisions adopted 
by them determining the required 
language(s).

Paragraph 5

5. Importers shall ensure that, while a 
product is under their responsibility, 
storage or transport conditions do not 
jeopardise its compliance with the general 
safety requirement laid down in Article 4 
and its conformity with Article 8(6).

Paragraph 6

6. Proportionate to the possible risks 
presented by a product, importers shall, to 
protect the health and safety of persons,
carry out sample testing of randomly 
picked marketed products, investigate 
complaints, and keep a register of 
complaints, of non-conforming products 
and of product recalls, and shall keep the 
manufacturer and distributors informed of 
such monitoring.

Paragraph 7

7. Importers who consider or have reason 
to believe that a product which they have 
placed on the market is not safe or is 
otherwise not in conformity with this 
Regulation shall immediately take the 
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placed on the market is not safe or is 
otherwise not in conformity with this 
Regulation shall immediately take the 
corrective action necessary to bring that 
product into conformity, to withdraw it or 
recall it, if appropriate. Furthermore, where 
the product is not safe, importers shall 
immediately inform the market 
surveillance authorities of the Member 
States in which they made the product 
available to that effect, giving details, in 
particular, of the risk to health and safety 
and of any corrective action taken.

Paragraph 8

8. Importers shall keep, for a period of ten 
years after the product has been placed on 
the market, the technical documentation 
and make it available to the market 
surveillance authorities, upon request.

corrective action necessary to bring that 
product into conformity, to withdraw it or 
recall it, as appropriate. Furthermore, 
where the product is not safe, importers 
shall immediately inform the market 
surveillance authorities of the Member 
States in which they made the product 
available to that effect, giving details, in 
particular, of the risk to health and safety 
and of any corrective action taken, and of 
the results of such corrective action.

Paragraph 8

8. Importers shall keep, for a period of ten 
years after the product has been placed on 
the market, the technical documentation in 
paper or electronic form, at the disposal 
of the market surveillance authorities and 
provide it to those authorities, upon 
reasoned request.

Or. en

Obligations for economic operators

Compromise Amendment 8c S&D, EPP, GREENS, ECR, EFD
Rapporteur
Covers AM 280 (Creutzmann), 281 (Comi), 282 (Comi), 283 (Schwab, Collin-Langen, 
Verheyen), 284 (Salvini), 285 (Juvin, Berra), 286 (Baldassarre), 294 (Comi), 295 
(Weidenholzer), 296 (Stihler), 297 (Obermayr), 298 (Juvin, Berra, Baldassarre)

Proposal for a regulation
 Article 11 - distributors

Text proposed by the Commission Amendment

Paragraph 1

1. When making a product available on the 
market, a distributor shall act with due care 
in relation to the requirements of this 
Regulation.

Paragraph 2

2. Before making a product available on 
the market distributors shall verify that the 

Paragraph 1

1, When making a product available on the 
market, a distributor shall act with due care 
in relation to the requirements of this 
Regulation.

Paragraph 2

2. Before making a product available on 
the market distributors shall verify that the 
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manufacturer and the importer have 
complied with the requirements set out in 
Article 8(6), (7) and (8) and Article 10(3) 
and (4), as applicable.

Paragraph 3

3. Where a distributor considers or has a 
reason to believe that a product is not in 
conformity with this Regulation, he shall 
not make the product available on the 
market until it has been brought into 
conformity. Furthermore, where the 
product is not safe, the distributor shall 
inform the manufacturer or the importer, as 
applicable, to that effect as well as the 
market surveillance authority of the 
Member State in which the distributor is 
established.

Paragraph 4

4. Distributors shall ensure that, while a 
product is under their responsibility, 
storage or transport conditions do not 
jeopardise its compliance with the general 
safety requirement laid down in Article 4 
and its conformity with Article 8(6), (7) 
and (8) and Article 10(3) and (4), as 
applicable.

Paragraph 5

5. Distributors who consider or have reason 
to believe that a product which they have 
made available on the market is not safe or 
is not in conformity with Article 8(6), (7) 
and (8) and Article 10(3) and (4), as 

product bears the required information, 
set out in Article 8(6), (7) and (8) and 
Article 10(3) and (4), as applicable.
Distributors shall not obscure compulsory 
information or safety-related information 
provided by the manufacturer or the 
importer.

Paragraph 3

3. Where a distributor considers or has a 
reason to believe that a product is not in 
conformity with this Regulation, he shall 
not make the product available on the 
market until it has been brought into 
conformity. Furthermore, where the 
product is not safe, the distributor shall 
inform the manufacturer or the importer, as 
applicable, to that effect as well as the 
market surveillance authority of the 
Member State in which the distributor is 
established.

Paragraph 4

4. Distributors shall ensure that, while a 
product is under their responsibility, 
storage or transport conditions do not 
jeopardise its compliance with the general 
safety requirement laid down in Article 4 
and its conformity with Article 8(6), (7) 
and (8) and Article 10(3) and (4), as 
applicable.

4a. Depending on the risks that a product 
is likely to pose, distributors may, in order 
to protect the health and safety of 
consumers, test products made available 
on the market, taking random samples.

Paragraph 5

5. Distributors who consider or have reason 
to believe that a product which they have 
made available on the market is not safe or 
is not in conformity with Article 8(6), (7) 
and (8) and Article 10(3) and (4), as 
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applicable, shall make sure that the 
corrective action necessary to bring that 
product into conformity is taken, to 
withdraw it or recall it, if appropriate. 
Furthermore, where the product is not safe, 
distributors shall immediately inform the 
manufacturer or importer, as applicable as 
well as market surveillance authorities of 
the Member States in which they made the 
product available to that effect, giving 
details, in particular, of the risk to health 
and safety and of any corrective action 
taken.

applicable, shall immediately make sure 
that the corrective action necessary to bring 
that product into conformity is taken, to 
withdraw it or recall it, if appropriate. 
Furthermore, where the product is not safe, 
distributors shall immediately inform the 
manufacturer or importer, as applicable as 
well as market surveillance authorities of 
the Member States in which they made the 
product available to that effect, giving 
details, in particular, of the risk to health 
and safety and of any corrective action 
taken and of the results of such corrective 
action.

Or. en

Exemptions from certain obligations of economic operators

Compromise Amendment 9 S&D, EPP, ALDE, GREENS, ECR?, EFD
Rapporteur
Covers AM 63 (Rapporteur), 309 (Cofferati, Tarabella), 310 (Baldassarre), 313 
(Creutzmann), 314 (Fox), 320 (Creutzmann), 321 (Comi), JURI 14 
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Proposal for a regulation
Article 13

Text proposed by the Commission Amendment

Paragraph 1

1. Obligation to inform the market 
surveillance authorities in accordance with 
Article 8(9), Article 10(2) and (7) and 
Article 11(3) and (5) shall not apply where 
the following conditions are fulfilled:

(a) only a limited number of well-identified 
products are not safe; 

(b) the manufacturer, importer or 
distributor can demonstrate that the risk 
has been fully controlled and cannot any 
more endanger the health and safety of 
persons;

(c) the cause of the risk of the product is 
such that knowledge of it does not 
represent useful information for the 
authorities or the public.

Paragraph 2

2. The Commission may by means of 
implementing acts determine the situations 
which meet the conditions of paragraph 1. 
Those implementing acts shall be adopted 
in accordance with the examination 
procedure referred to in Article 19(3). 

Paragraph 3

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 20 determining the products, 
categories or groups of products for which, 
due to their low level of risk, the 
information referred to in Article 8(7) and 
Article 10(3) does not need to be indicated 
on the product itself.

Paragraph 1

1. Obligation to inform the market 
surveillance authorities in accordance with 
Article 8(9), Article 10(2) and (7) and 
Article 11(3) and (5) shall not apply where 
the following conditions are fulfilled:

(a) only a limited number of well-identified 
products are not safe; 

(b) the manufacturer, importer or 
distributor can demonstrate that the risk 
has been effectively controlled so as to 
prevent any danger to the health and safety 
of persons;

(c)
deleted

Paragraph 2

2. The Commission may by means of 
implementing acts determine the situations 
which meet the conditions of paragraph 1. 
Those implementing acts shall be adopted 
in accordance with the examination 
procedure referred to in Article 19(3). 

Paragraph 3

deleted
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Exemptions from certain obligations of economic operators

Compromise Amendment 10 ALDE, ECR
ALDE, ECR

Proposal for a regulation
 Article 7

Text proposed by the Commission Amendment

Paragraph 1

1. Manufacturers and importers shall 
ensure that products bear an indication of 
the country of origin of the product or, 
where the size or nature of the product 
does not allow it, that indication is to be 
provided on the packaging or in a 
document accompanying the product.

Paragraph 2

2. For the purpose of determination of the 
country of origin within the meaning of 
paragraph 1, non-preferential origin rules 
set out in Articles 23 to 25 of Council 
Regulation (EEC) No 2913/92 establishing 
a Community Customs Code  shall apply.

Paragraph 3

3. Where the country of origin determined 
in accordance with paragraph 2 is a 
Member State of the Union, manufacturers 
and importers may refer to the Union or to 
a particular Member State.

Paragraph 1

1. Manufacturers and importers may 
provide shall ensure that products bear an 
indication of the country of origin of the 
product or, where the size or nature of the 
product does not allow it, that indication is 
to be provided on the packaging or in a 
document accompanying the product.

Paragraph 2

2. For the purpose of determination of the 
country of origin within the meaning of 
paragraph 1, products the design or the 
production of which involve more than 
one country or territory shall be deemed 
to originate in the country or territory 
where they underwent their main, 
substantial, economically-justified 
processing or working. non-preferential 
origin rules set out in Articles 23 to 25 of 
Council Regulation (EEC) No 2913/92 
establishing a Community Customs Code  
shall apply.

Paragraph 3

3. Where the country of origin determined 
in accordance with paragraph 2 is a 
Member State of the Union, manufacturers 
and importers may refer to the Union or to 
a particular Member State.

Paragraph 3 a (new)

3a. The Commission shall be empowered 
to adopt delegated acts, in accordance 
with Article 290 of Treaty on the 
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Functioning of the European Union,
laying down the rules under which 
products, whose indication of origin may 
be indicated as referred to in paragraph 1, 
are considered to have undergone their 
main, substantial, economically-justified 
processing or working in a country or 
territory.


