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Chapter I

General provisions

Article 1

Subject matter

The 0b|ectlve of th1s Regulatlon l—ays—dewn—m-}es—aﬂd—pfeeeda-res—fer—ﬂqe pacewsmef

ne—th ; h ; h - is to improve the
functlonlng of the internal market bv strengthenlng the market surveillance of
products covered by legislative acts of the Union, with a view H-alseprovidesa
frameworkfor—themarket surveillance—of sueh-produets to ensure that these_only

compliant products_that fulfil requirements providing a high level of protection of
public interests such as health and safety in general, health and safety in the
workplace, the protection of consumers, protection of the environment and public
security, are made available on the Union market.

It also lays down rules and procedures for the economic operator responsible
for compliance of products. It establishes a framework for cooperation with
economic operators in relation to such products.

This Regulation also provides a framework for controls on such products entering the
Union market.

Article 2
Scope

This Regulation applies to all products that are subject to the Union harmonisation
legislation set out in the Annex I to this Regulation (‘Union harmonisation
legislation’).

Articles 3(11), (12). (12a.), 4 and 4a shall apply to the Union harmonisation
legislation set out in the Annex II.

Articles 26, 27. 28 and 30 (Chapter VII - Products entering the Union market)
shall apply to all products covered by Union legislation in so far as other Union
legislation does not contain specific provisions relating to the organisation of
controls on products entering the Union market.

Each of the provisions of this Regulation shall apply in so far as there are no specific
provisions with the same objective in the Union harmonisation legislation, which
regulate in a more specific manner particular aspects of market surveillance and
enforcement.

The application of this Regulation shall not prevent market surveillance authorities
from taking more specific measures as provided for in Directive 2001/95/EC.

This Regulation is without prejudice to Articles 12, 13, 14 and 15 of Directive
2000/31/EC.
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Article 3

Definitions

For the purposes of this Regulation, the following definitions shall apply:

()]

(1)

(2)

€)

(4)

()

(6)

(7)

(8)

)

(10)

‘product’ means a substance, preparation or good produced through a
manufacturing process other than food, feed, living plants and animals,
products of human origin and products of plants and animals relating directly
to their future reproduction;

‘making available on the market’ means any supply of a product for distribution,
consumption or use on the Union market in the course of a commercial activity,
whether in return for payment or free of charge;

‘placing on the market’ means the first making available of a product on the Union
market;

‘market surveillance’ means the activities carried out and measures taken by market
surveillance authorities to ensure that products comply with the requirements under
set out in the applicable Union harmonisation legislation and de—net-endanger
health;safety-or-any-otheraspeet ensure protection of the public interest proteetion

covered by that legislation;

‘market surveillance authority’ means an authority designated by a Member State
under Article 11 as & responsible for carrying out market surveillance austhority in
the territory of that Member State;

‘applicant authority’ means the market surveillance authority that makes a request for
mutual assistance;

‘requested authority’ means the market surveillance authority that receives a request
for mutual assistance;

‘non-compliance’ means any failure to comply with any of the requirements under

the Union harmonisation legislation applicable—to—the—produet—in—question or the

requirements of this Regulation;

‘manufacturer’ means;

(a) any natural or legal person who manufactures a product or has a product
designed or manufactured, and markets that product under his name or
trademark or, where provided for in the applicable Union harmoinsation
legislation, uses it for his own purposes, or

(b) any natural or legal person who modifies a product already placed on the
market in such a way that compliance with the applicable Union
harmonisation legislation may be affected, and places it on the market, or

(¢) any other natural or legal person who places a product on the market
under his name or trade mark;

‘importer’ means any natural or legal person established within the Union who
places a product from a third country on the Union market;

‘distributor’ means any natural or legal person in the supply chain, other than the
manufacturer or the importer, who makes a product available on the market;

EN



EN

(11)

(12)

(12a)

'authorised representative' means any natural or legal person established within the
Union who has received a written mandate from a manufacturer to act on his behalf
in relation to specified tasks with regards to the manufacturer’s obligations under the
relevant Union harmonisation legislation;

‘economic operator’ means the manufacturer, the authorised representative, the
importer or the distributor, and including:

p&ekages—aﬂd—slﬂps—pfedﬂets—te—er—wﬁhm—th%eﬂ—mafket sub]ect t

obligations in relation to the manufacture of products, making them

available on the market or putting them into service in accordance with
the relevant Union harmonisation legislation;

‘online intermediation services’ means services which meet all of the following

(13)

requirements:

(a)

thev constitute information society services within the meaning of Article

(b)

1(1)(b) of Directive (EU) No 2015/1535 of the European Parliament and of
the Council;

they allow economic operators to offer goods or services to end users, with

(c)

a view to facilitating the initiating of direct transactions between those
economic operators and end users, irrespective of where those transactions
are ultimately concluded;

they are provided to economic operators on the basis of contractual

relationships between, on the one hand, the provider of those services and.
on the other hand, both those economic operators and the end user to
which those economic operators offer goods or services;

‘corrective action’” means any action taken by an economic operator to bring any

non-compliance to an end;—ineludingaction—to—restrietthe—making available—of
products—on-the-market-orto-destroy-aproduet-on—the-market where requested by

market surveillance authorities or on his own initiative;
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(14)

(14a)

‘temporary measure’ means any temperary measure taken by a market surveillance
authority aimed at suspending or temporary restricting the making available of
products on the market pending a final assessment on non-compliance, without
prejudging any subsequent decisions;

‘voluntary measure’ means any measure carried out by an economic operator to

(14b)

end the non-compliance of a product, without prior intervention of a market
surveillance authority:

‘risk’ means the combination of the probability of an occurrence of a hazard

(14¢)

causing harm and the degree of severity of that harm:

‘product presenting a risk’ means a product having the potential to affect

(15)

(16)

(17)

(18)

(19)

(20)

21)

(22)

adversely health and safety of persons in general, health and safety in the
workplace, protection of consumers, the environment, public security and other
public _interests, protected by the applicable Union harmonisation legislation.
This to a degree which goes bevond that considered reasonable and acceptable
in_relation to its intended purpose or under the normal or reasonably
foreseeable conditions of use of the product concerned, including the duration of
use and, where applicable, its putting into service, installation and maintenance
requirements;

‘product presenting a serious risk’ means any-serious a product presenting a risk,
for which the combination of the probability of occurrence of a hazard causing
harm and the degree of severity of the harm is considered serious. This based on
a_risk assessment, including a—sertous—risk cases where the effects are not
immediate,_and thus requiring rapid intervention by the market surveillance
authorities;

‘end-user’ means any natural or legal person, residing or established in the Union, te

” . ﬁ E E ] ! . ] E].

i i i tvites whose personal or legal interests may be
affected by the goods in question;

‘recall’ means any measure aimed at achieving the return of a product that has
already been made available to the end-user;

‘withdrawal’ means any measure aimed at preventing a product in the supply chain
from being made available on the market;

‘customs authorities” means customs authorities as defined in Article 5(1) of
Regulation (EU) No 952/2013,;

‘release for free circulation’ means the procedure laid down in Article 201 of
Regulation (EU) No 952/2013;

‘products entering the Union market’ means products from third countries intended
to be placed on the Union market or intended for private use or consumption within
the customs territory of the Union and placed under the customs procedure ‘release
for free circulation’;

‘authorised economic operator’ means an economic operator enjoying the status
granted pursuant to Article 38(1) of Regulation (EU) No 952/2013.

EN



EN

1a.

Chapter 11

Compliance infermation

Article 4
Person Economic operator responsible for compliance information

A product listed in Annex I may be made available on the market only if the

following—eonditions—are—met there is an economic operator established in the

Union who is responsible for compliance with the applicable legisiation in
respect to this product.

For the purpose of paragraph 1. the economic operator responsible for

compliance means any of the following:

(a) the manufacturer #s established in the Union-er—there—is—atleast-one—ofthe
collowing in sl " ] haet:

H(aa) an importer, when the manufacturer is not established in the Union;

GH(ab) anataral-erlegal persen an authorised representative, when no other

economic operator is estabhshed m the Umon—wd&e—has—ha*tmg—a—wmeﬂ

Without prejudice to any obligations and responsibilities of economic operators
under the applicable Union harmonisation legislation, the persoen economic
operator responsible for compliance #fermation shall perform the following tasks
as a minimum:

(a) if the Union harmonisation legislation applicable to the product provides for an
EU declaration of conformity and technical documentation, verifying that EU
declaration of conformity and technical documentation have been drawn
up and keeping the declaration of conformity and technical documentation at
the disposal of market surveillance authorities for the period required by that
legislation;

(b) further to a reasoned request from a market surveillance authority, providing
that authority with all the information and documentation necessary to
demonstrate the conformity of the product in an official Union language
determined by the Member State concerned;
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3a.

(c) cooperating with the market surveillance authorities;—at-their—request—on—-ony

action—taken—to and taking immediate action to remedy any case of non-
compliance with the requirements set out in_Union harmonisation
legislation applicable to the product in question, eliminate or, if that is not
possible, mitigate the risks posed by the that product at their own initiative or
when required to do so by the market surveillance authorities.

The name, registered trade name or registered trade mark and the contact

3b.

details, including the postal address, of the economic operator responsible for
compliance with respect to the product shall be indicated on the product or,
where that is not possible because of the size or physical characteristics of the
product, on its packaging, the parcel or an accompanying document.

Economic operators offering a product for sale online shall indicate with their

=

offer for sale the name, registered trade name or registered trade mark and the
contacts details of the economic operator responsible for compliance with
respect to the product. With this regard, online marketplaces shall facilitate the
display of abovementioned information for the products sold through them.

This Article shall not apply in relation to a product that is subject to Regulation (EC)
No 1223/2009, Regulation (EU) 2017/745, Regulation 2017/746 or Regulation
2017/1369.

Article 4a

Authorised representative

For the purposes of article 4(1a)(ab), the manufacturer shall mandate an
authorised representative to perform those tasks listed in article 4(3),
notwithstanding tasks mandated under the relevant Union harmonisation

legislation.
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The mandate shall be valid only when accepted in writing by the authorised
representative and shall be signed by both parties.

The authorised representative shall perform the tasks specified in the mandate.
He shall provide a copy of the mandate to the market surveillance authorities
upon request, in an Union language as determined by the authority.

Authorised representatives shall have the appropriate means available to be
able to fulfil their tasks.

Chapter 111

Assistance to and cooperation with economic operators

Article 6

Information to economic operators

[*

|
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The Commission shall be responsible for making available relevant information

on Union harmonisation legislation to economic operators free of charge. For this
purpose, the Commission shall establish a centralised system in the framework of
the single digital gateway. This system shall enable the economic operator to
determine the harmonization legislation applicable to his product, and its

requirements.

In_addition, Member States shall have procedures in place for providing
economic operators at their request with advice and guidance in respect to the
national transposition of Union harmonisation legislation and its applicable to a
product. This information shall be provided generally within 15 working days
and free of charge.

Consulting on the technical standards, the appropriate design of a specific
product, or pre-market approvals shall not be tasks of Member States under this
article.
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Article 8
Memeoranda-ofunderstanding-with-stakeholders Joint awareness raising and

information campaigns

+——Market surveillance authorities may, in compliance with national legislation.-enter

into-memeoranda-of understanding agree with businesses other relevant authorities,

or organisations representing bustnesses economic operators or end-users for on the

carrying out;-erfinaneing;—of joint activities aimed at identifying non-complance-or

promoting compliance, raising awareness and providing advice and guidance in

relation to the Union harmonisation legislation in-speeificgeographical-areas—or

with respect to speetfie categories of products, in particular the ones that are often
found to be presenting a serious risk, including the products sold online.
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Chapter IV

Organisation, activities and generalprineiples obligations of
market surveillance authorities
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Article 11

Designation of market surveillance authorities and the single liaison offices

Each Member State shall designate one or more market surveillance authorities in its
territory. It shall inform the Commission;—threugh—theNetwork—established—under
Artiele3+ and the other Member States of the market surveillance authorities
designated by it and the areas of competence of each of those authorities, using the
information and communication system referred to in Article 34.

Each Member State shall designate one of its market surveillance authorities or any
other competent authority as a single liaison office.

The single liaison office ef-aMember-State shall be responsible for ceerdinating-the
enforcement—and—market surveillance—aetivities representing the coordinated
position of the market surveillance authorities and the market—surveillance

authorities designated by-that Member-State under Article 26(1).

Member States shall ensure that their market surveillance authorities and single
liaison office have the necessary resources, including sufficient budgetary and other
resources, expertise, procedures and other arrangements for the proper performance
of their duties.

Where there is more than one market surveillance authority in their territory,
Member States shall ensure that the respective duties of those authorities are clearly
defined and that appropriate communication and coordination mechanisms are
established to enable those authorities to collaborate closely se-that-they—ean and
discharge their duties effectively.

Article 12

Activities of market surveillance authorities and use of findings

Market surveillance authorities shall conduct their activities in order to ensure the
following:

a) the effective surveillance of the market within their territory with respect to any
products that are subject to the Union harmonisation legislation set out in the
Annex [;

b) the taking by them of appropriate and proportionate temperary measures and
the taking by economic operators of appropriate and proportionate corrective
action in relation to compliance with that legislation and this Regulation.

10
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Market surveillance authorities shall exercise their powers and carry out their duties
independently, impartially and without bias.

Market surveillance authorities shall perform appropriate checks on the
characteristics of products on an adequate scale, by means of documentary checks
and, where appropriate, physical and laboratory controls en-the-basisof based on a
representative—an_adequate sample in_accordance with the national market
surveillance strategy referred to in Article 13.

In deciding what checks to perform and on what scale, market surveillance
authorities shall follow a risk based approach takeing into account; in particular;

established-prineiples—of risk-assessment the possible hazards associated with the

product and its number on the market, and complaints_and other information.

Where economic operators present test reports or certificates attesting conformity of
their products with Union harmonisation legislation issued by an accredited
conformity assessment body, market surveillance authorities shall take due account
of such reports or certificates.

The evidence referred—to—in—paragraph— that is used by a market surveillance

authority in one Member State may be used as part of investigations to verify product
compliance carried out by market surveillance authorities in another Member State
without any further formal requirements.

11

EN



EN

Market surveillance authorities shall actively participate in administrative
coordination groups according to Article 32(6) to ensure communication and
coordination with their counterparts in other Member States.

Market surveillance authorities shall establish adeguate procedures in
connection with products subject to the Union harmonisation legislation set out
in Annex I as follows:

(a) procedures for following up of complaints or reports on issues relating to
risks or non-compliances:

(b) procedures for verifying that corrective action to be taken by economic
operators has been taken.

Products deemed to be non-compliant on the basis of a decision of a market
surveillance authority in one Member State, shall be presumed to be non-compliant
by market surveillance authorities in another Member State, unless eeenemie
operator-can—provide evidence to the contrary is provided or a Member State has
raised objections in accordance with the applicable Union safeguard procedure.

Article 13
National market surveillance strategies

Each Member State shall draw up an overarching national market surveillance
strategy, as a minimum, every 3 5 years, at first after 3 vears after coming into
force of this regulation. The strategy shall promote a consistent, comprehensive and
integrated approach to market surveillance and enforcement of Union harmonisation
legislation within the territory of the Member State. When drawing up the strategy
and-shall-inelude all sectors and stages of the product supply chain, including imports
and digital supply chains shall be considered.

The national market surveillance strategy shall include, as a minimum, the following
elements:

(a) an assessment of the occurrence of non-compliant products, in particular taking
into account the risk-based controls referred to in Articles 12(6) and 26(3), and,
where applicable, market trends that may affect non-compliance rates in the
categories of product;

(b) the areas identified as a priority for the enforcement of Union harmonisation
legislation;

(c) the enforcement actions planned in order to reduce the occurrence of non-
compliance in those areas identified as a priority, including, where relevant, the
minimum control levels envisaged for categories of product which have
significant levels of non-compliance

12
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Member States shall communicate their national market surveillance strategy through
the system referred to under Article 34.

Chapter V

Market surveillance powers and measures

Article 14
Powers and duties of market surveillance authorities

Member States shall confer on their market surveillance authorities the powers of
market surveillance, investigation and enforcement necessary for the application of
this Regulation and for the application of the Union harmonisation legislation set out
in the Annex I te—this Regulation and shall provide them with the necessary
resources in that regard.

Market surveillance authorities shall exercise their powers set out in this Article
in accordance with the principle of proportionality, to the extent that relates to
the subject matter, and the purpose of the their actions and the nature and the
overall actual or potential harm of the instance of non-compliance. Powers shall
be exercised efficiently and effectively and in_accordance with Union and
national law, including the principles of the Charter of Fundamental Rights of
the European Union, applicable procedural safeguards and the Union rules on
data protection, in particular Regulation (EU) 2016/679 of the European
Parliament and of the Council.

When conferring powers under paragraph 1,—ineluding—a—pewer—required—by
paragraph3; Member States may provide for the power to be exercisable in one of

the following ways as appropriate:

(a) directly by the market surveillance authorities under their own authority;

(b) where appropriate, upon by recourse to other public authorities, in
accordance with the division of powers and the institutional and
administrative organisation of the Member State in question;

(c) by application to courts competent to grant the necessary decision to approve
the exercise of that power, including, where appropriate, by appeal, in the
application to grant the necessary decision is not successful.

The powers conferred on market surveillance authorities under paragraph 1 shall
include the following powers as a minimum:

13
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powers to carry out on-site inspections, including entering premises,
physical controls, and acquire product samples:

powers to require economic operators to provide any information on
physical, marketing and economic aspects in _any form or format and
irrespective of its storage medium or the place where it is stored, and to
take or obtain copies of this information;

powers to take appropriate measures for mitigating risks or when
compliance cannot be established, including powers to prohibit or restrict
the making available on the market or to order withdrawal or recall;

powers, where there are no other effective means available to prevent a
serious risk, to require information society service providers to restrict
access to content referring to the related product:

powers to recover costs according to Art. 14a.

Market surveillance authorities may use any information, document er—a—eertifted

trae-copy-of-a—deecument, finding, statement, or any intelligence as evidence for the
purpose of their investigations, irrespective of the format in which and medium on

which they are stored.

15
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Article 14a
Finaneing-andrRecovery of costs by market surveillance authorities

%hel-r—tasks may authorise thelr market surveillance authorities to charge the
relevant economic operator administrative fees in cases of non-compliant

products M&ﬂeet—s&weﬂ%&ﬂe%&mheﬂ&es—ﬁw—ehﬁg%eeeﬁeﬁ%epeﬁefs

fespeet—te—theS%mStaﬂees—ef—lwﬂ—eemphaﬂe% in order to enable the authorltlcs to

recover totality of the the costs of their activities with respect to these instances of
non-compliance.

Those costs may include the costs of carrying out testing for the purposes of risk
assessment, the costs of taking measures in accordance with Article 30(1) and (2)
and the costs of their activities relating to products that are found to be non-
compliant and subject to corrective action prior to their release for free circulation.

Article 15

Market surveillance measures

EN

Where market surveillance authorities find that a product is non-compliant

and/or presents a risk, they shall without delay request the relevant economic
operator to take necessary corrective action to address, as applicable, the non-
compliance and/or the risk within a period they specify.

For the purpose of paragraph 1a, market surveillance authorities shall request
appropriate and proportionate corrective action to be taken, which may include
inter alia:

(a) Dbringing the product into compliance and/or ensuring that the product no
longer presents a risk;

(b) preventing the product from being placed on the market:

(¢) withdrawing or recalling immediately the product and alerting the public
to the risk presented;

(d) destroving the product or otherwise rendering it inoperable;

16
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(e)  affixing to the product suitable, clearly worded, easily comprehensible
warnings of the risks it may present, in the language or languages
determined by the Member State in which the product is made available
on the market;

(f) setting prior conditions for making the product concerned available on the
market;

(g) alerting the persons at risk immediately and in an appropriate form,
including by publication of special warnings in the language or languages
determined by the Member State in which the product is made available
on the market.

Corrective actions referred to in points (e), (f) and (g) may only be taken in
cases where a product is liable to present a risk only in certain conditions or
only to certain persons and where such risk is not addressed by requirements of
Union harmonisation legislation.

Where products are withdrawn, recalled, prohibited or restricted, market
surveillance authorities shall ensure that the Commission and the other
Member States are informed accordingly through the system referred to in
Article 34. This information also fulfils notification requirements of legislation
listed in Annex I.

If a national measure is considered justified, the competent market surveillance
authorities in the other Member States shall take the corrective actions
necessary in respect to the non-compliant product, and shall enter the related
information in the system referred to in Article 34.

Market surveillance authorities shall take—appropriate—measures;—without—delay;—te

alert or have alerted, within an adequate timeframe, end-users within their
territories to hazards that they have identified relating to any product so as to reduce
the risk of injury or other damage.

Fhe—authorittes Economic operators shall cooperate with ecenemice—eperators
market surveillance authorities regarding actions which could prevent or reduce

risks that are caused by products made available by those operators.

Article 16

Use of information, professional and commercial secrecy

Market surveillance authorities shall observe the principle of confidentiality where necessary
in order to protect professional and commercial secrets or to preserve personal data pursuant
to national legislation, subject to the requirement that information be made public to the
fullest extent pessible necessary in order to protect the interests of end-users in the Union.

17
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Article 17
Restrietive-measures Judicial protection and due process

Any measure, decision or order taken or made by market surveillance authorities
pursuant to U1’1101’1 harmonisation leglslatlon or this Regulatlon te—pmh*b%er—fes%ﬂet

pmd&etsa&th&mafket—shaﬂ—b&pmpemena{%aﬂd accordlng to Artlcle 15 shall state

the exact grounds on which it is based.

Any such measures, decisions or order shall be communicated without delay to the
relevant economic operator, who shall at the same time be informed of the remedies
available to him under the law of the Member State concerned and of the time limits
to which those remedies are subject.

Before a measure, decision or order referred to in paragraph 1 is taken or made, the
economic operator concerned shall be given the opportunity to be heard within an
appropriate period of not less than 10 working days, unless it is not possible to give
him that opportunity because of the urgency of the measure, decision or order, based
on health or safety requirements or other grounds relating to the public interests
covered by the relevant Union harmonisation legislation.

If the measure, decision or order is taken or made without the economic operator
being given the opportunity to be heard, he shall be given that opportunity as soon as
possible thereafter and the measure, decision or order shall be reviewed promptly by
the authority.

The market surveillance authority shall promptly withdraw or amend any measure,

decision or order referred—to—in—paragrapht where the economic operator can

demonstrate that he has taken effective corrective action.

Article 18
Products presenting a serious risk

Market surveillance authorities shall take measures to recall or withdraw products
which present a serious risk or to prohibit the making available of them on the
market. They shall inform the Commission of such measures without delay, in
accordance with Article 19.

Where a product presents a serious risk, market surveillance authorities shall
request the relevant economic operator to take appropriate corrective actions.

When the relevant economic operator fails to do so, market surveillance
authorities shall take the necessary measures to ensure that such products are
recalled, withdrawn, or that their being made available on the market is
prohibited. Market surveillance authorities shall inform the Commission of
such measures without delay, in accordance with Article 19.

The decision whether or not a product presents a serious risk shall be based on an
appropriate risk assessment which takes account of the nature of the hazard and the
likelihood of its occurrence. The feasibility of obtaining higher levels of safety or the
availability of other products presenting a lesser degree of risk shall not constitute
grounds for considering that a product presents a serious risk.

18
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Article 19
Exchange-of-information— Union Rapid Alert System (RAPEX)

Where a market surveillance authority takes or intends to take a measure in
accordance with Article 18 and considers that the reasons which prompted the
measure or the effects of the measure go beyond the territory of its Member State, it
shall immediately notify the Commission of that measure, in accordance with
paragraph 4 of this Article. It shall also inform the Commission without delay of the
modification or withdrawal of any such measure.

If a product presenting a serious risk has been made available on the market, market
surveillance authorities shall notify the Commission of any voluntary measures taken
and communicated by an economic operator.

The information provided in accordance with paragraphs 1 and 2 shall include all
available details, in particular the data necessary for the identification of the product,
the origin and the supply chain of the product, the related risk, the nature and the
duration of the national measure taken and any voluntary measures taken by
economic operators.

For the purposes of paragraphs 1, 2 and 3, the market surveillance and information
exchange system provided for in Article 12 of Directive 2001/95/EC shall be used.
Paragraphs 2, 3 and 4 of Article 12 of that Directive shall apply mutatis mutandis.

Article 20
EnientTesting facilitiesy support

19
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Objective of the testing facility support is ensuring sufficient laboratory
capacity, as well as reliability and consistency of testing, for the purposes of
market surveillance within the Union.

When the Commission determines on its own initiative or on request of the
Network, that testing capacity for specific harmonisation legislation or product
categories is missing, it shall set up a programme for the establishment of new
testing facilities or to encourage existing facilities to increase their scope or
capacity. All testing facilities under this programme shall be accredited in
accordance with the requirements of Chapter II of Regulation (EC) No
765/2008.

The Commission shall adopt implementing acts speeifyring—the—procedures—for
designating Union-testingfaeilities on testing facility support programmes. Those

implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 63.

20
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Chapter VI

Cooperation-and-procedurefor Cross-border mutual assistance

Article 22a

Mutual Assistance

There shall be efficient cooperation and exchange of information among the

market surveillance authorities of the Member States, and between market
surveillance authorities and the Commission and the relevant Union agencies.

When an authority has undertaken all appropriate efforts to obtain information

itself, and nevertheless cannot conclude its investigations, it may put forward a
motivated request to the authority of another Member State where access to this
information can be enforced.

The applicant authority remains responsible for the case it has initiated.

Information or documentation referred to in paragraph 1 shall be processed via

the system referred to Article 34.

In well justified cases, a requested authority mav refuse to comply with a

request for information under paragraph 1. when own duties would be
substantially impaired, or when the applicant authority does not agree that the
information is subject to the rules on confidentiality and on professional and
commercial secrecy as laid down in Article 16.
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Procedure for mutual assistance requests

2a. The applicant authority shall carry out itself all investigations reasonable

possible before launching a request for assistance.
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The requested authority shall without delay, and in any event within 4 weeks
unless otherwise agreed, give assistance on _an adequate scale by supplving
information or documentation, by carrying out appropriate investigations or
any other appropriate measures, and by participating in investigations initiated
by the applicant authority.

Requests for mutual assistance vnderArtiele 22023 and all communication linked
to them shall be made using electronic standard forms by means of the system
referred to in Article 34.

Generally, communication shall take place directly between the involved
authorities. Differing procedures can be foreseen in national legislation.

The languages to be used for requests for mutual assistance wnderArticle 220+ 23
and for all communication linked to them shall be agreed upon by the competent
authorities concerned.

Where no agreement about the languages te—be can be reached between the
competent authorities concerned, the requests for mutual assistance wrderAttiele 22
or—23 shall be sent in the official language of the Member State of the applicant
authority and the replies to such requests in the official language of the Member
State of the requested authority. In that instance, the applicant authority and the
requested authority shall arrange for the translation of the requests, replies or other
documents that it receives from the other.

(

The system referred to in Article 34 shall provide structured information on
mutual assistance cases to the single liaison offices involved. Single liaison
offices shall follow these cases and give any support necessary to facilitate
assistance.
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Chapter VII

Products entering the Union market

Article 26
Controls on products entering the Union market

Member States shall designate customs authorities, one or more market surveillance
authorities or any other authority in their territory as the authorities in charge of the
control on products entering the Union market.

Each Member State shall inform the Commission and the other Member States of the
authorities designated under the first subparagraph and of their areas of competence
through the system referred to in Article 34.

The authorities designated under paragraph 1 shall have the necessary powers and
resources for the proper performance of their tasks as referred to in that paragraph.

Products subject to Union harmonisation legislation that are to be placed under the
customs procedure °‘release for free circulation’ shall be subject to controls

performed by the authorities designated under paragraph 1-—Fheyshall-perform-these
| he_basis_of_risk_analvsis_i 1 » clos 46_and 47 of
Regulation- (B Ne-952/22013 and the rules of market surveillance according to

this regulation and the relevant hamonized EU legislation.

Risk-related—iInformation shall may, if appropriate in _accordance with national

legislation, be exchanged between:

(a) the authorities designated under paragraph 1 in accordance with Article 47(2)
of Regulation (EU) No 952/2013;

(b) customs authorities in accordance with Article 46(5) of Regulation (EU) No
952/2013.

Where, in relation to products subject to Union harmonisation legislation that are
either in temporary storage or placed under a customs procedure other than release
for free circulation, customs authorities at the first point of entry have reason to
believe that those products present a risk, they shall transmit all relevant information
to the competent customs office of destination.

Market surveillance authorities shall provide authorities designated under paragraph
1 with information on categories of product or the identity of economic operators
where a higher risk of non-compliance has been identified.

By 31 March each year, Member States shall submit to the Commission statistical
data covering controls performed by the authorities designated under paragraph 1
with respect to products subject to Union harmonisation legislation during the
previous calendar year, including data covering:

(a) the number of interventions in the field of controls on such products, including
product safety and compliance;
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(b) the number of cases communicated to the market surveillance authorities;
(c) the results of controls on such products;
(d) the characteristics of any product found to be non-compliant.

The Commission shall draw up a report each year by 30 June, containing the
information submitted by the Member States for the previous calendar year. The
report shall be published in the system referred to in Article 34.

Where the Commission becomes aware of a serious risk posed +#-aMember-State by
products subject to Union harmonisation legislation that are imported from a third
country, it shall recemmend—te inform the Member States conecerned-that+i-takes

appropriate-marketsurvetlanee measures.
The Commission shall specify further by means of implementing acts the details of
the data to be submitted by Member States under paragraph 7. Those implementing

acts shall be adopted in accordance with the examination procedure referred to in
Article 63.

Article 27
Suspension of release for free circulation

Authorities designated under Article 26(1) shall suspend the release of a product for
free circulation, if; in the course of eentrols checks referred-to-inr pursuant to Article
26, paragraph 3, it is established that:

(a) the product is not accompanied by the documentation required by the Union
harmonisation legislation applicable to it;

(b) the product is not marked or labelled in accordance with that Union
harmonisation legislation;

(¢) the product bears a CE marking or other marking required by that Union
harmonisation legislation which has been affixed in a false or misleading
manner;

(d) the identity and contact details of a-perserr an economic operator responsible
for compliance infermation with respect to the product is not indicated or
identifiable in accordance with Article 4(3b);

(e) for any other reason, there is cause to believe that the product will not comply
with the requirements set out in the Union harmonisation legislation applicable

to it whenitis-placed-onthe-market or that it wil poses a serious risk.

Authorities designated under Article 26(1) shall immediately notify the market
surveillance authorities of any suspension of release referred to in paragraph 1 by
means of the system referret to in Article 34.

Where the market surveillance authorities have reason to believe that a product wil
does not comply with the Union harmonisation legislation applicable to it or wiH
poses a serious risk, they shall require the authorities designated under Article 26(1)
to suspend the process for its release for free circulation.
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Article 28
Release of products

Where the release of a product for free circulation of a product has been suspended in
accordance with Article 27, that product shall be released for free circulation where all the
other requirements and formalities relating to such a release have been fulfilled and if any of
the following conditions is satisfied:

() within five working days of the suspension, the authorities designated under Article
26(1) have not been requested by the market surveillance authorities to maintain the
suspension;

(b) the authorities designated under Article 26(1) have been informed by the market
surveillance authorities that there is cause to believe that the product, when it is
placed on the market, wil complyies with the Union harmonisation legislation
applicable to it.

A product released for free circulation in accordance with point (a) shall not be deemed to be
in compliance with Union harmonisation legislation merely by reason of having been released
for free circulation.
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Article 30
Refusal to release

Where the market surveillance authorities conclude that a product presents a serious
risk, they shall take measures to prohibit the placing of the product on the market and
shall require the authorities designated under Article 26(1) not to release it for free
circulation. They shall also require these authorities to include the following notice
on the commercial invoice accompanying the product and on any other relevant
accompanying document, including in the customs data-processing system:

‘Dangerous product — release for free circulation not authorised — Regulation
[Reference to this Regulation to be added]’;

Market surveillance authorities shall immediately enter that information into the
system referred to in Article 34.

Where market surveillance authorities conclude that a product may not be placed on
the market as it does not comply with the Union harmonisation legislation applicable
to it, they shall take measures to prohibit the placing of the product on the market and
shall require the authorities designated under Article 26(1) not to release it for free
circulation. They shall also require these authorities to include the following notice
on the commercial invoice accompanying the product and on any other relevant
accompanying document, including in the customs data-processing system:

‘Product not in conformity — release for free circulation not authorised — Regulation
[Reference to this Regulation to be added].’

Market surveillance authorities shall immediately enter that information into the
system referred to in Article 34.

Where the product referred to in paragraph 1 or 2 is subsequently declared for a
customs procedure other than release for free circulation and provided that the
market surveillance authorities do not object, the notices required by paragraph 1 or
2 shall also be included, under the same conditions as required by that paragraph, on
the documents used in connection with that procedure.

Authorities designated under Article 26(1) may destroy or otherwise render
inoperable a product which presents a risk to the health and safety of end-users
where it is deemed, by the authority in question, necessary and proportionate to do
so. The cost of such action shall be borne by the person declaring the product for free
circulation.

Articles 197, 198 and 199 of Regulation (EU) No 952/2013 shall apply accordingly.
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Chapter VIII

Coordinated enforcement and international cooperation

Article 31
Union Product Compliance Network
An Union Product Compliance Network (‘the Network”) is hereby established.

The Commission shall support cooperation between public authorities and in
particular market surveillance authorities via the Network and participate in
the meetings of the Network, its sub-groups and the ADCOs.

To perform the tasks set out in Article 32a, the Network shall be assisted by the
Commission by means of an executive secretariat that provides technical and
logistic support to the Network, to its sub-groups, and the ADCOs.

Article 32

Composition and operation of the UnionProduect-Complianee Network
The Network shall be composed of aUnien—Produet-Comphance Beard(EUPC

Beard representatives from the single liaison offices according to Article 11,
assisted by national experts, the chairs of administrative coordination groups of
market surveillance authorities, and a—seeretartat representatives from the

Commission.

|
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Administrative cooperation groups of market surveillance authorities (ADCOs),
set up by the Member States for the implementation of the different parts of
Union harmonisation legislation are composed of representatives of the national
market surveillance authorities.

The Network shall meet at regular intervals and, where necessary, at the duly
motivated request of the Commission or a Member State.

The Network shall use its best endeavours to reach consensus. Decisions are
legally non-binding recommendations.

The Network may invite experts and other third parties to attend meetings or
provide written contributions.
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The Network may establish standing or temporary sub-groups.

The Network shall establish its rules of procedure.

Article 32a
Tasks of the Network

The Network shall be concerned with general matters of market surveillance

and focus on horizontal issues. It shall intensify the cooperation between the

Single Liaison Offices and the Commission.

The Network shall have the following tasks:

(a) to prepare, adopt and monitor the implementation of the work
programme of the Network:

(b) to prepare and validate system approvals for the execution by a third
country of product export controls to ensure that these products comply
with applicable Union harmonized legislative provisions:

(¢c) to define and approve processing of collected data as referred to Article
34

(d) to take up any other issues in activities under the purview of the Network:

(e) to facilitate evaluations of products including risk assessment, test
methods and results, recent scientific developments and other aspects
relevant to control activities:

(f) to provide coordination of ADCOs and their activities;

(g¢) to provide input to the Commission for testing facility support according
to Article 20;

(h) to organise cross-sector joint market surveillance and testing projects and
define their priorities:

(i) to exchange expertise and best practices, in particular regarding the
implementation of market surveillance strategies:

(j)  to facilitate the organisation of training programmes and exchanges of
national officials:

(k) to facilitate the organisation of information campaigns and joint visit
programmes;

()  to discuss questions arising from cross-border mutual assistance;

(m) to contribute to the development of guidance to ensure the effective and
uniform implementation of this Regulation;

(n) to propose the financing of activities foreseen in Article 36;

(o) to contribute to uniform administrative practices with regard to market
surveillance in the Member States:

(p) to provide advice and assist the Commission with issues related to the

further development of RAPEX and ICSMS:
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(r) to promote the cooperation and exchange of expertise and best practices
between market surveillance authorities and authorities in charge of
controls at the external borders.

Article 32b

Tasks of administrative coordination groups

Administrative coordination groups shall be concerned with specific matters of
market surveillance and focus on sector specific issues.

ADCO meetings are closed meetings frequently dealing with confidential issues.
However, ADCOs may organize open sessions to exchange views inviting on a
case-by-case basis stake holders such as organisations representing the interests
at Union level of industry, small and medium-sized enterprises, consumers,
laboratories, standardisation and conformity assessment bodies.

Fhe-aAdministrative coordination groups (ADCOs) shall have the following tasks:

(a) to coordinate the enfereement uniform application of Union harmonisation

legislation within their area of competence;

(aa) to promote informal contacts and develop mutual confidence between

national market surveillance authorities:

(e) to establish and coordinate common actions such as cross-border (joint) market
surveillance activities;

(f) to develop common practices and methodologies for effective market
surveillance;

(g) to inform each other of national market surveillance methods and activities and
to develop and promote best practices;

(h) to identify issues of shared interest relating to market surveillance and suggest
common approaches to be adopted.

Article 33
Coordinated-enforcementtasks Tasks of the Commission

The Commission shall have the following tasks:
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(ma) to assist the Network in preparing and monitoring its work programme:

(mb) to determine the need for additional testing capacity and to provide

tavlored solutions;

(mc) to apply the instruments of international cooperation referred to in Article

35(1) and (2);

(md) to provide support for the establishment of separate or joint ADCOs for

the instruments of Union harmonisation legislation listed in Annex I to this
Regulation;

(me) to provide comprehensive logistic support via the executive secretariate to

the Network and the ADCOs;
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(mf)

to develop and maintain the system referred to in Article 34, including the

interface with the EU Single Window referred to in paragraph 8 of that
Article, and provide information to the general public by means of that

system;

(mg) to_assist the Network to perform preliminary or ancillary work in

connection with the implementation of market surveillance activities
linked to the application of Union harmonisation legislation such as
studies, programmes, evaluations, guidelines, comparative _analyses,
mutual joint visits, research work, the development and maintenance of
databases, training activities, laboratory work, proficiency testing, inter-
laboratory tests and conformity assessment work, and to prepare and
assist in the implementation of Union market surveillance campaigns and
similar activities;

(mh) supplementing the provision of Article 32a paragraph (i), to organise

(mi)

common _training programmes and facilitate exchanges of personnel
between market surveillance authorities and, where appropriate, with the
market surveillance authorities of third countries or with international
organisations;

to carry out activities under programmes of technical assistance,

(mi)

cooperation with third countries and the promotion and enhancement of
Union market surveillance policies and systems among interested parties
at Union and international levels:

to facilitate technical or scientific expertise for the purpose of
implementing market surveillance administrative cooperation;

(mk) to examine, at the request of the Network or on its own initiative, any

question covering the application of this Regulation and issue guidelines.
recommendations and best practices in order to encourage consistent
application of this Regulation.
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Article 34

Information and communication system

The Commission shall further develop and maintain an information and
communication system for the collection and storage of information, in a structured
form, on issues relating to the enforcement of Union harmonisation legislation. The
Commission, market surveillance authorities, single liaison offices, and authorities
designated in accordance with Article 26(1) shall have access to that system.

Single liaison offices shall enter the following information in the system:

(2)

(b)

(©)

the identity of the market surveillance authorities in their Member State and
areas of competence of those authorities pursuant to Article 11(1);

the identity of the authorities designated by their Member States as authorities
in charge of controls on products at the external borders of the Union:;

the national market surveillance strategy drawn up by their Member State
under Article 13 and the results from the review and assessment of the
market surveillance strategy drawn up by their Member State.

Market surveillance authorities shall enter the following:

in relation to products made available on the market in their territory, without
prejudice to Article 12 of Directive 2001/95/EC and Article 19 of this
Regulation, and where applicable, in relation to products entering the
Union market for which the process for the release for free circulation has
been suspended in accordance with Article 27, in their territory, the

fellowing information concerning:
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(viia) restrictive measures taken by that market surveillance authority:

(viib)reports of testing carried out by them:

(viic) corrective action taken bv economic operators concerned and the
follow up by those economic operators:

(viid)any objection raised by a Member State in accordance with the
applicable safeguard procedure in the Union harmonisation
legislation applicable to the product and any subsequent follow-up:

(viii) failures by a—person—responsible—for—comphance—information an

authorised representative to comply with Article 4(3);

(ix) failures by manufacturers to comply with Article 4(3a).
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Where market surveillance authorities consider it useful, they mayv enter any

additional information related to the checks they perform and results of testing
carried out by or at their request.

The Commission, in the context of the EU Single Window environment for
customs, shall develop an electronic interface to enable the transmission of such
data. This interface shall be in place [four years] from the date of adoption of
the implementing acts.

Article 35
International cooperation

The Commission may exchange confidential market surveillance related information
with regulatory authorities of third countries or international organisations where it
has concluded confidentiality arrangements based on reciprocity with those
authorities or organisations. All requirements of data protection and
confidentiality have to be considered.

The Commission may set up a framework for cooperation and exchange of selected
information contained in the information exchange system provided for in Article 12
of Directive 2001/95/EC, with applicant countries, third countries or international
organisations. The cooperation or exchange of information may relate, inter alia, to
the following:

(a) risk assessment methods used and the results of product-testing;
(b) coordinated product recalls or other similar actions;
(c) the measures taken by market surveillance authorities under Article 15.

The Commission may approve a specific system of product-related pre-export
control carried out by a third country on products immediately prior to their export
into the Union in order to verify that those products satisfy the requirements of the
Union harmonisation legislation applicable to them. The approval may be granted in
respect of one or more products, in respect of one or more categories of product or in
respect of products or categories of product manufactured by certain manufacturers.

Where such an approval has been granted, the number and frequency of import
controls for those products or categories of product entering the Union market,
referred to in paragraph 3, may be reduced.
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10.

Customs authorities may however carry out controls of those products or categories
of product entering the Union market, in order to ensure that the pre-export controls
carried out by the third country are effective to determine compliance with Union
harmonisation legislation.

Approval may only be granted to a third country under paragraph 3 following an
audit within the Union demonstrating that the following conditions are satisfied:

(a) products exported to the Union from that third country satisfy the requirements
set out in Union harmonisation legislation;

(b) the controls carried out in that third country are sufficiently effective and
efficient to replace or reduce the documentary and physical controls laid down
in such legislation.

The approval referred to in paragraph 3 shall specify the competent authority of the
third country under whose responsibility the pre-export controls are to be performed
and that competent authority shall be the counterpart for all contacts with the Union.

The competent authority, referred to in paragraph 6, shall ensure the official
verification of the products prior to their entry into the Union.

Where controls on products entering the Union market referred to in paragraph 3
reveal significant non-compliance, the market surveillance authorities shall notify
immediately the Commission through the system referred to in Article 34 and
increase the number of controls on such products.

The Commission shall withdraw an approval granted under paragraph 3 where it is
revealed that the products entering the Union market do not comply with Union
harmonisation legislation in a significant number of instances.

The Commission shall adopt implementing acts for the implementation of the system
of product-related pre-export controls, referred to in paragraph 3, for specifying a
model for the certificates of compliance or verification to be used. Those
implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 63.

Chapter IX

Financial provisions

Article 36
Financing activities

The Union shall finance performance of the tasks of the Network referred to in
Article 31.

The Union may finance the following activities in relation to the application of this
Regulation:

&) the functioning of the Produet C Poi corred to-in Article 6:
(b) the provision of Hnten-testing facilitiesy support referred to in Article 20;

(c) the development of instruments of international cooperation referred to in
Article 35;
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(d) the drawing up and updating of contributions to guidelines on market
surveillance;

(e) the making available to the Commission of technical or scientific expertise for
the purpose of assisting the Commission in its implementation of market
surveillance administrative cooperation;

(f) the implementation of national market surveillance strategies referred to in
Article 13 and Member States' and Union market surveillance campaigns;

(g) activities carried out under programmes providing technical assistance,
cooperation with third countries and the promotion and enhancement of Union
market surveillance policies and systems amongst interested parties at Union
and international levels.

The financing of the electronic interface referred to in Article 34(8) shall be shared
between the Union and the Member States. The Union shall be responsible for
financing the central module and link to the Network. Member States shall be
responsible for financing the adaptation of their national systems.

The Union's financial assistance to the activities under this Regulation shall be
implemented in accordance with Regulation (EU, Euratom) No 966/2012 of the
European Parliament and of the Council', either directly, or by delegating budget
implementation tasks to the entities listed in Article 58(1)(c) of that Regulation.

The appropriations allocated to activities referred to in this Regulation shall be
determined each year by the budgetary authority within the limits of the financial
framework in force.

The appropriations determined by the budgetary authority for the financing of market
surveillance activities may also cover expenses relating to preparatory work,
monitoring, control, audit and evaluation activities which are required for the
management of the activities set out in this Regulation and for the achievement of
their objectives. These expenses shall include the costs of conducting studies,
arranging meetings of experts, information and communication actions, including
corporate communication of the political priorities of the Union insofar as far as they
are related to the general objectives of market surveillance activities, expenses linked
to information technology networks focusing on information processing and
exchange together with all other related technical and administrative assistance
expenses incurred by the Commission.

Article 37
Protection of the Union's financial interests of the Union

The Commission shall take appropriate measures to ensure that, when actions
financed under this Regulation are implemented, the financial interests of the Union
are protected by the application of preventive measures against fraud, corruption and
any other illegal activities, by effective controls and, if irregularities are detected, by
the recovery of the amounts wrongly paid and, where appropriate, by effective,
proportionate and dissuasive administrative and financial penalties.

Regulation (EU, Euratom) No 966/2012 of the European Parliament and of the Council of 25 October 2012 on the financial rules
applicable to the general budget of the Union and repealing Council Regulation (EC, Euratom) No 1605/2002 (OJ L 298,
26.10.2012, p. 1).
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The Commission or its representatives and the Court of Auditors shall have the
power of audit, on the basis of documents and of on-the-spot inspections, over all
grant beneficiaries, contractors and subcontractors who have received Union funds
under this Regulation.

The European Anti-fraud Office (OLAF) may carry out investigations, including on-
the-spot controls and inspections, in accordance with the procedures laid down in
Regulation (EU, Euratom) No 883/2013 of the European Parliament and of the
Council> and Council Regulation (Euratom, EC) No 2185/96° with a view to
establishing whether there has been fraud, corruption or any other illegal activity
affecting the financial interests of the Union in connection with a grant agreement or
grant decision or a contract funded under this Regulation.

Without prejudice to paragraphs 1, 2 and 3, cooperation agreements with third
countries and with international organisations, contracts, grant agreements and grant
decisions resulting from the implementation of this Regulation shall contain
provisions expressly empowering the Commission, the Court of Auditors and OLAF
to conduct such audits and investigations, in accordance with their respective
competences.

Chapter X

Final provisions

Article 39
Amendments to Directive 2004/42/EC
Articles 6 and 7 of Directive 2004/42/EC are deleted.

Article 40
Amendments to Directive 2009/48/EC

Directive 2009/48/EC is amended as follows:

(1)
2)
€)

Article 40 is deleted;
In Article 42, paragraph 1 is deleted;
Article 44 is deleted.

EN

Regulation (EU, Euratom) No 883/2013 of the European Parliament and of the Council of 11 September 2013 concerning
investigations conducted by the European Anti-Fraud Office (OLAF) and repealing Regulation (EC) No 1073/1999 of the
European Parliament and of the Council and Council Regulation (Euratom) No 1074/1999 (OJ L 248, 18.9.2013, p. 1).

0J L292,14.11.1996, p.2.
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Article 41
Amendments to Directive 2010/35/EU
Directive 2010/35/EU is amended as follows:
(1) Article 16 is deleted;
(2) In Article 30, paragraph 1 is deleted.

Article 42
Amendments to Regulation (EU) No 305/2011
In Article 56 of Regulation (EU) No 305/2011, paragraph 1 is deleted.

Article 43
Amendments to Regulation (EU) No 528/2012

In Article 65 of Regulation (EU) No 528/212 of the European Parliament and of the Council,
the second sentence of paragraph 1 is replaced by the following:

‘Regulation (EU) 2018//XX Please insert number of this Regulation] of the European
Parliament and of the Council* shall apply accordingly.’

* Regulation (EU) 2018/[XX Please insert number of this Regulation] of the European
Parliament and of the Council of [Please insert date and full title of this Regulation
and the OJ reference in brackets].

Article 44
Amendments to Directive 2013/29/EU
Directive 2013/29/EU is amended as follows:
(1) In Article 38, paragraph 2 is deleted;
(2) In Article 39(1), the fourth subparagraph is deleted.

Article 45
Amendments to Directive 2013/53/EU
Directive 2013/53/EU is amended as follows:
(1) Article 43 is deleted;
(2) In Article 44(1), the fifth subparagraph is deleted.

Article 46
Amendments to Directive 2014/28/EU
Directive 2014/28/EU is amended as follows:
(1) In Article 41, the first paragraph is deleted;
(2) In Article 42(1), the fourth subparagraph is deleted.
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Article 47
Amendments to Directive 2014/29/EU
Directive 2014/29/EU is amended as follows:
(1) Article 34 is deleted;
(2) In Article 35(1), the fourth subparagraph is deleted.

Article 48
Amendments to Directive 2014/30/EU
Directive 2014/30/EU is amended as follows:
(1) Article 37 is deleted;
(2) In Article 38(1), the fourth subparagraph is deleted.

Article 49
Amendments to Directive 2014/31/EU
Directive 2014/31/EU is amended as follows:
(1) Article 36 is deleted;
(2) In Article 37(1), the fourth subparagraph is deleted.

Article 50
Amendments to Directive 2014/32/EU
Directive 2014/32/EU is amended as follows:
(1) Article 41 is deleted;
(2) In Article 42(1), the fourth subparagraph is deleted.

Article 51
Amendments to Directive 2014/33/EU
Directive 2014/33/EU is amended as follows:
(1) Article 37 is deleted;
(2) In Article 38(1), the fifth subparagraph is deleted.

Article 52
Amendments to Directive 2014/34/EU
Directive 2014/34/EU is amended as follows:
(1) Article 34 is deleted;
(2) In Article 35(1), the fourth subparagraph is deleted.
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Article 53
Amendments to Directive 2014/35/EU
Directive 2014/35/EU is amended as follows:
(1) Article 18 is deleted;
(2) In Article 19(1), the third subparagraph is deleted.

Article 54
Amendments to Directive 2014/53/EU
Directive 2014/53/EU is amended as follows:
(1)  Article 39 is deleted;
(2) In Article 40(1), the fourth subparagraph is deleted.

Article 55
Amendments to Directive 2014/68/EU
Directive 2014/68/EU is amended as follows:
(1) Article 39 is deleted;
(2) In Article 40(1), the third subparagraph is deleted.

Article 56
Amendments to Directive 2014/90/EU
Directive 2014/90/EU is amended as follows:
(1) In Article 12, paragraph 10 is deleted;
(2) In Article 25, paragraph 1 is replaced by the following:

'As regards marine equipment, the Member States shall undertake market surveillance
in accordance with the EU market surveillance framework laid down in Regulation
[number of the new Enforcement Regulation], subject to paragraph 2 and 3 of this

Article.'
(3) In Article 25, paragraph 4 is deleted;
4) In Article 26(1), the fourth subparagraph is deleted.

Article 57

Amendments to Regulation (EU) 2016/424

Regulation (EU) 2016/424 is amended as follows:
(1) Article 39 is deleted;
(2) In Article 40(1), the fourth subparagraph is deleted.
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Article 58
Amendments to Regulation (EU) 2016/425
Regulation (EU) 2016/425 is amended as follows:
(1) Article 37 is deleted;
(2) In Article 38(1), the fourth subparagraph is deleted.

Article 59
Amendments to Regulation (EU) 2016/4206
Regulation (EU) 2016/426 is amended as follows:
(1)  Article 36 is deleted;
(2) In Article 37(1), the fourth subparagraph is deleted.

Chapter XI

Penalties, evaluation, committee procedure and entry into force
and application

Article 61

Penalties

[u——

The Member States shall, according to national legislation, lay down the rules on
penalties applicable to infringements of the provisions of this Regulation that impose

obhgatlons on economlc operators and te—mﬁamgemeﬂts—e{;pfewﬁeﬂs—eﬁaﬁ%&ﬂeﬁ

pe&alrt}es—aﬂd shall take all measures necessary to ensure that they are 1mplemented

The penalties provided for shall be effective, proportionate and dissuasive.

The Member States shall notify those provisions to Commission; by [31 March

2020]; and shall notify the-Cemmission-of-thoserules—and-of those-measures—and
shallnetify it without delay of any subsequent amendment affecting them.

—
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Article 62

Evaluation

By [31 December 20246] and every five years thereafter, the Commission shall shall carry out
an evaluation of this Regulation against the objectives it pursues and present a report on the
main findings to the European Parliament, to the Council and to the European Economic and
Social Committee.

The report shall assess whether this Regulation achieved its objectives, in particular with
regard to reducing the number of non-compliant products on the Union market, ensuring
effective and efficient enforcement of Union harmonisation legislation within the Union,
improving cooperation between competent authorities and strengthening the controls on
products entering the Union market, whilst taking into account the impact on business and in
particular on small and medium-sized enterprises. In addition, the evaluation should also
assess the effectiveness of the market surveillance activities that receive Union financing in
the light of the requirements of Union policies and legislation.

Article 63
Committee procedure

l. The Commission shall be assisted by a committee. That committee shall be a
committee within the meaning of Regulation (EU) No 182/2011.

2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No
182/2011 shall apply.

Article 63a

Repeal
1. Articles 15 to 29 of Regulation EG (No) 765/2008 are repealed.
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2. References to the repealed articles shall be construed as references to the
respective articles of this Regulation and shall be read in accordance with the
correlation table in Annex III.

Article 64
Entry into force and application

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

It shall apply from [/ January 20262].

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the European Parliament For the Council
The President The President
44

EN



