ANNEX
PE-CONS No/YY - 2012/0358 (COD)

DIRECTIVE 2014/.../EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of...
on marine equipment and repealingCouncil Directive 96/98/EC

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURREAN UNION,

Having regard to the Treaty on the Functioninghef European Union, and in particular
Article 100(2) thereof,

Having regard to the proposal from the European @msion,

After transmission of the draft legislative actle national parliaments,
Having regard to the opinion of the European Ecdnamd Social Committée
After consultingthe Committee of the Regidns

Acting in accordance with the ordinary legislatjr@cedurg,

0J C161, 6.6.2013p. 93.
Position of the European Parliament of ... (not yetiplished in the Official Journal) and
decision of the Council of ....




Whereas:

1)

(@)

3)

The global dimension of shipping calls for theion to apply and support the international
regulatory framework for maritime safety. The imi@ional maritime safety conventions
require flag States to ensure that the equipmentedaon board ships complies with
certain safety requirements as regards designfrootisn and performance, and to issue
the relevant certificates. To that egtailed performance and testing standards faaioer
types of marine equipment have been developedéintlrnational Maritime

Organization (IMO) and by the international and d&pgan standardization bodies.

The international instruments leave a signiftaaargin of discretion to the flag
administrations. In the absence of harmonisattus,leads to varying levels of safety for
products which the competent national authoritegehcertified as complying with the
said conventions and standards; as a result, tbethrfunctioning of thénternal market
is affected as it becomes difficult for the MemBgaites to accept equipment certified in
another Member State to be placed on board shipsyftheir flags without

further verification.

Harmonisation by the Union resolves these @mmisl Council Directive 96/98/EGhus
laid down common rules to eliminate differencegh@implementation of international
standards by means of a clearly identified seeqtirements and uniform

certification procedures.

Council Directive 96/98/EC of 20 December 1996 oanne equipment
(OJ L 46,17.2.1997, p. 25




4) There ar variousother instruments of Union law which lay down requirenseand
conditions, inter alia in order to ensure the fremvement of goods within theternal
marketor for environmental purposes, for certain prodwdhich are similar in nature to
equipment used on board shlo:*.)ut which do not meet the international standards
which may substantially differ from the internagiglation of the Union and are in
constant evolutionThoseproducts cannot therefore be certified by the Men8iates in
accordance with the relevant international maritsafety conventions. Equipment to be
placed onboard EU ships in accordance with intesnat safety standards should therefore
be regulated exclusively by this Directive, whittosld in any event be considered the lex
specialis; furthermore, a specific marking showdebtablished to indicate trlat
equipment bearing that mark complies with the nemuents laid down in the relevant

international conventions and instrumewtsich have entered into force

(5) As well as setting out detailed performance aedting standards for marine equipment,
the international instruments sometimes allow fore@asures that deviate from the
prescriptive requirements but which, under certatonditions, are suitable to satisfy the
intent of those requirements. The International Ceention for the Safety of Life at Sea
(SOLAS), 1974, allows for alternative designs amdaamgements which could be applied

by individual Member States acting under their owasponsibility.




(6)

(7)

(8)

Experience in the implementation of Directi&3B/EC has shown that it is necessary to
take additional measures in order to enhance thiementation and enforcement
mechanisms ahat Directive and simplify the regulatory environmevttile guaranteeing
that IMO requirements are applied and implememeal harmonised way across

the Union.

Requirements should therefore be establishech&rine equipment to meet the safety
standards laid down in the applicable internatianstruments, including the relevant
testing standards, in order to ensure that equipmeich complies witlthose
requirements can circulate unimpeded withinitiernal marketand be placed on board

ships flying the flag of any Member State.

In order to allow for fair competition in the eivelopment of marine equipment, every
effort should be made to promote the use of opendards in order to make them
available freely or at a nominal charge, and permilsle to all to copy, distribute and use

for no fee or at a nominal fee.




9)

(10)

(11)

Decision No 768/200BC of the European Parliament and of the Codnails down
common principles and reference provisions intertdeapply across sectoral legislation in
order to provide a coherent basis for revisionegasts of that legislatiofihat Decision
constitutes a general framework of a horizontalreator future legislation harmonising
the conditions for the marketing of products amdfarence text for existing legislation.
That general framework provides appropriate solutianthé problems identified in the
implementation of Directive 96/98/EC. It is themefmecessary to incorporate the
definitions and reference provisions of Decision ™&/2008EC into this Directive by
making the adaptations which are required by tleeifip features of the marine

equipment sector.

In order to provide market surveillance authties with additional, specific means to
facilitate their task, an electronic tag could sul@ment or replace the wheel mark in

due time.

The responsibilities of the economic operatsteould be laid down in a way which is
proportionate and non-discriminatory for those ecomic operators who are established
within the Union, taking into account the fact thad significant proportion of the marine
equipment falling under the scope of this Directimeay never be imported and

distributed in the territory of the Member States.

Decision No 768/2008/EC of the European Parliamemtd of the Council of 9 July 2008
on a common framework for the marketing of productnd repealing Council
Decision 93/465/EEC@J L 218, 13.8.2008, p. B2




(12) Given that marine equipment is placed on boatdps at the time of their construction
or repair all over the world, market surveillanceebomes patrticularly difficult and
cannot be effectively supported by border contrdiberefore, the respective obligations
of Member States and of economic operators withie tnion should be clearly
specified. Member States should ensure that onlgnpiant equipment is installed on
board ships flying their flags and that this obligian is fulfilled through issuance,
endorsement or renewal of the certificates of susltips by the flag State administration
under the international conventions, as well as tugh national market surveillance
arrangements in place in accordance with the Uniararket surveillance framework
laid down in Chapter Ill of Regulation (EC) No 762008 of the European Parliament
and of the Councfl. Member States should be supported in carrying thdse
obligations by the information systems made avalitaby the Commission for the
assessment, notification and monitoring of bodiegtlaorised to carry out conformity
assessment tasks, the sharing of information inat&bn to approved marine equipment,

applications withdrawn or refused, and non-complie@ of equipment.

> Regulation (EC) No 765/2008 of the European Parliamt and of the Council of 9 July
2008 setting out the requirements for accreditatiand market surveillance relating to the
marketing of products (OJ L 218, 13.8.2008, p. 30).
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(13)

In the first instance, the affixing of the wiet mark to the marine equipment by the
manufacturer or, where relevant, the importer shaube the guarantee pursuant to their
obligations under this Directive that the equipmeistcompliant and may be placed on
the market with a view to being placed on boardBd ship. Thereafter, certain
provisions are necessary for the safe continuatiemd applicability of the wheel mark
after it has been affixed and for the effective dimrge of the task of national market
surveillance authorities. The manufacturer or, wherelevant, the importer or the
distributer, is obliged to provide the competentlaorities with full and truthful
information in relation to the equipment it has wieémarked to ensure that marine
equipment remains safe. The manufacturer is obligedcooperate with market
surveillance authorities including as regard standts against which it has
manufactured and certified equipment, it shall alexercise due diligence in relation to
marine equipment it places on the market. In thisgard, a manufacturer located
outside the Union should appoint an authorised resentative in order to ensure

cooperation with competent national authorities.




(14)

(15)

(16)

(17)

Compliance with international testing standacduld best be demonstrated by means of
conformity-assessment procedures such as thosddaid in Decision No 768/2008C.
However, only those conformity-assessment procedutech meet the requirements of

the international instruments should be made availtd manufacturers.

In order to ensure a fair and efficient pragedvhen examining suspected
non-compliance, the Member States should be engedr® take all measures conducive
to an exhaustive and objective evaluation of thkstiif the Commission is satisfied that
this condition has been met, it should not be @ditp repeathat evaluation when
reviewing the restrictive measures adopted by teenbker States as regards

non-compliant equipment.

When performing its investigative duties witbgard to notified bodies, the Commission
should keep Member States informed and cooperatid wiem as far as possible, taking

due account of the Commission's independent role.

When the surveillance authorities of a Memb®tate consider that marine equipment
covered by this Directive is liable to present skrto maritime safety, to health or to the
environment, they should carry out evaluations @sts in relation to the equipment
concerned. In cases where a risk is detected, trenNder State should call upon the
economic operator concerned to take the appropriaberective action, or even to

withdraw or recall the equipment concerned.




(18) The use of marine equipment not bearing/\theelmarkl may be allowed in exceptional
circumstances, especially when it is not possitefship to obtain equipment bearing the
wheel mark in a port or installation outside thadsnor when equipment bearing the

wheel markis not availablein the market.

(29) It is necessary to ensure thataltt@inment of theobjectives of this Directives not
impaired bythe absence of international standards or seriousaknesses or anomalies
in existing standards, including testing standardsy specific items ofnarine equipment
falling within the scope of this Directive. It is also necessargentify the specific items
of marine equipment which could benefit from eleotric tagging Moreover, it is
necessary to keep up-to-datla aon-essentiatlementof this Directive, namely the
| references tf} standardss referred tdn Annex Ill, when new standards become
available The power to adopt acts in accordance with A#tR90 of the Treaty on the
Functioning of the European Union should therefmralelegated to the Commission in
respect of the adoptionnder certain conditions an@n an interim basis, of harmonised
technical specifications and testing standardsimdder to amend the sa'd references.
It is of particular importance that the Commissoamnry out appropriate consultations
during its preparatory work, including at expentelb' The Commission, when preparing
and drawingl up delegated acts, should ensure a simultanémedytand appropriate

transmission of relevant documents to the Eurofzatiament ando the Council.




(20) In order to meet the objectives of this Direstthe international instruments should be
uniformly implemented in thinternal market It is therefore necessary, for each item of
marine equipment for which the approval of the fgte is required by the international
conventions, to identify in a clear and timely wihg design, construction and performance
requirements as well as the associated testingatds laid down in the international
instruments for that equipment, and to adopt comaniteria and proceduremcluding
timeframes for the implementation of those requirements daddards by notified
bodies, Member State authorities §néconomic operatorincluding any operator
responsible for placing equipment on board an EUighlt is alsonecessary to ensure
thatthe attainment of the objectives of this Directiigenot impaired by shortcomings in
the applicable technical specifications and testisggndards or in cases where the IMO
has failed to produce appropriate standards for nre equipment falling under the

scope of this Directive.

(21) The international instruments, with the excépn of testing standards, should
automatically apply in their up-to-date version. lorder to mitigate the risk that the
introduction of new testing standards into Uniondeslation causes disproportionate
difficulties for the Union fleet and for economicperators, from the standpoint of clarity
and legal certainty, the entry into force of suclew testing standards should not be

automatic but, rather, should be explicitly indicad by the Commission.
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(22)

(23)

(24)

(25)

In order to ensure uniform conditions for tmplementation of this Directive,
implementing powers should be conferred on the Cmsion. Those powers should be
exercised in accordance with Regulation (EU) No/2821 of the European Parliament

and of the Counc] °.

In order to facilitate a harmonised, rapid argimple implementation of this Directive,
implementing acts adopted pursuant to this Direetishould take the form of

Commission regulations.

In line with established practice, the comneitt referred to in this Directive can play a
useful role in examining matters concerning the dpgation of this Directive raised
either by its chair or by a representative of a Meer State in accordance with its rules

of procedure.

When matters relating to this Directive, oth#iran its implementation or infringements,
are being examined, i.e. in a Commission expertywpthe European Parliament should
in line with existing practice receive full informi#gon and documentation and, where

appropriate, an invitation to attend such meetings.

Regulation (EU) No 182/2011 of the European Parliamt and of the Council

of 16 February 2011 laying down the rules and geakprinciples concerning mechanisms
for control by Member States of the Commission’sesise of implementing power©Q L
55, 28.2.2011, p. 33
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(26)

(27)

(28)

(29)

The Commission is assisted by the Europeatritihar Safety Agency, in accordance with
Regulation (ECNo 1406/2002 of the European Parliament and of tBeuncil’, in the
effective implementation of relevant binding legats of the Union and in the

performance of the tasks therein entrusted to drar@ission

The competent authorities and all economic oggers should make all possible efforts to
facilitate written communication in accordance witimternational practice, with a view

to finding common means of communication.

Since the objectives of this Directive, namelgnhance safety at sea and the prevention
of marine pollution through the uniform applicatiohthe relevant international
instruments relating to equipment to be placedaardh ships, and to ensure the free
movement of such equipment within the Union, carm@sufficiently achieved by the
Member Statebut canrather, by reason of the scale of the action, be betieilesed at
Union level, the Union may adopt measures, in a@aece with the principle of
subsidiarity as set out in Article 5 of the Treaty European Union In accordance with
the principle of proportionality, as set out intthaticle, this Directive does not go beyond

what is necessary in order to achi¢ivese objectives.

The measures to be adopted represent a magpiification of the provisions of
Directive 96/98/EC and therefore, in the interedtslarity, that Directive should be

repealed and replaced thys Directive

HAVE ADOPTED THIS DIRECTIVE:

Regulation (EC) No 1406/2002 of the European Pariant and of the Council of 27 June
2002 establishing a European Maritime Safety Ager{®d L 208, 5.8.2002, p. 1).
Regulation as last amended by Regulation (EU) Nd®&D13 (OJ L 39, 9.2.2013, p. 30).
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Chapter 1

General provisions

Article 1
Objective

The purpose of this Directive is to enhance sadéea and to prevent marine pollution through the
uniform application of the relevant internationastruments relating to marine equipment to be
placed on board EU ships, and to ensure the fremment of such equipment within the Union.

Article 2

Definitions
For the purposes of this Directive, the followirgfiditions apply:

(1) "marine equipment" means equipment falling uride scope of this Directive in

accordance with Article;3

(2) "EU ship" means a shifying the flag of a Member State and fallingnder thescope of

the international conventiorf;

13



3)

(4)

"international conventions" means flodowing conventions, together with thgirotocols
andcodesof mandatory application, adopted under the aespié the International
Maritime Organization (IMQ)which have entered into force anghich lay down specific

requirements for the approval by the flag Statequfipment to be placed on board sllips

- the 1972 Convention on the International Regutatifor Preventing Collisions at

Sea (Colreg),

- the 1973 International Convention for the Prexenof Pollution from Ships

(Marpol),
- the 1974 International Convention for the Satdtlife at Sea (Solas);
"testing standards" means the testing standardsarine equipment set by
- the International Maritime Organization (IMO),

- the International Organization for StandardizafiisO),

14



()

(6)

- the International Electrotechnical Commissiong)JE

- the European Committee for Standardization (CEN),

- the European Committee for Electrotechnical Sattidation (Cenelec)

- the International Telecommunication Union (ITU)

—  the EuropeaielecommunicationsStandards Institute (ETSI)

- the Commission, in accordance wAttticle 8 and Article 27(6) othis Directive,

- theregulatory authoritiesrecognised in the mutual recognition agreementghich

the Union is a party

"international instruments" means the intewra conventions, together with the
resolutions and circulars of thilO giving effect to those conventioirstheir up-to-date

version and the testing standards;

"wheel mark" means the symbol referred to iticke 9 and set out in Annex | or, as
appropriate, the electronic tag referred to in detill;

15



(7)

(8)

(9)

(10)

(11)

(12)

"notified body" means an organisation desigthdigthe competent national administration

of a Member State in accordance with Article 17;

"making available on the market" means any Buppmarine equipment on the Union
market in the course of a commercial activity, vileetin return for payment or free
of charge;

"placing on the market" means the first malangilable of marine equipment on the

Union market;

"manufacturer” means any natural or legalg@esmgho manufactures marine equipment or
has marine equipment designed or manufacturedmankiets that equipment under his

name or trademark;

"authorised representative” means any naturiggal person established within the Union
who has received a written mandate from a manufacta act on his behalf in relation to
specified tasks;

"importer" means any natural or legal persstatdished within the Union who places

marine equipment from a third country on thheion market;
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(13)

(14)

(15)

(16)

(17)

(18)

(19)

"distributor" means any natural or legal pergsothe supply chain, other than the

manufacturer or the importer, who makes marinem@yant available on the market;

"economic operators" means the manufactuneratithorised representative, the importer

and the distributor;

"accreditation" means accreditation as defingebint 10 ofArticle 2] of
Regulation (EC) No 765/200;

"national accreditation body" means natior&kreditation body as defined jpoint 11 of
Article 2] of Regulation (EC) No 765/2008;

‘conformity assessmelﬂ’ means the procesarried out by the notified bodies, in
accordance with Article 15demonstrating whether marine equipment compliels thi¢

requirements laid down in this Directiffe

"conformity assessment body" means a bodypldbrms conformity assessment
activities including calibration, testing, certditton and inspection;

“recall" means any measure aimed at achighiegeturn of marine equipment that has
already been placed on board EU shlippurchased with the intention of being placed

on board EU ships
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(20)

(21)

(22)

"withdrawal” means any measure aimed at priavgmarine equipment in the supply

chain from being made available on the market;

"EU declaration of conformity” means a statatrissued by the manufacturer in

accordance with Article 16;
"product” means an item of marine equipment.

Article 3

Scope

This Directive shall apply to equipmeptaced orto be placed on board an EU ship and for
which the approval of the flag State administrai®required by the international
instrumentsregardless of whether the ship is located in theion at the time when it is

fitted with the equipment

Notwithstanding the fact that the marine equiptmeferred to in paragraph 1 may also fall
within the scope of instruments of Union law otttean this Directive, that marine

equipment shall, for the purpose set out in Articlée subject only to this Directive.
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Article 4

Requirements for marine equipment

Marine equipment that is placed on board an lp en or after the date referred to in the
second subparagraph of Article 39(1) shall meetigségn, construction and performance
requirements of the international instruments gdiegole at the time the said equipment

is placed on board.

Compliance of marine equipment with the requista referred to in paragraph 1 shall be
demonstrated solely in accordance with the testiagdards and by means of the
conformity-assessment procedures referred to iiclarl5.

The international instruments shall apply, witlib prejudice to the conformity checking
procedure set out in Article 5 of Regulation (EC)N2099/2002 of the European
Parliament and of the Coundil

The requirements and standards referred toragpaphs 1 and 2 shall be implemented in a

uniform manner, in accordance with Article 35§2)

Regulation (EC) No 2099/2002 of the European Parfiant and of the Council of 5
November 2002 establishing a Committee on Safe Sewakthe Prevention of Pollution
from Ships (COSS), OJ L 324, 29.11.2002, p.1.
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Article 5
Application

1. WhenMember States issue, endorserenewthe certificates of the ships flying their flag
as required bythe international conventionthey shall ensure that the marine equipment

on board those ships complies with the requiremeiniisis Directive.

2. Member States shall take the necessary measueaesure that marine equipment on board
ships flying their flag complies with the requirem®in the international instruments
which are applicable to equipment already placetiaard.Implementing powers shall be
conferred upon the Commission to ensure the unifoapplication of those measurem

accordance with Article 35(3).

Article 6

Functioning of the internal market

Member States shall not prohibit the placing onrttagket or the placing on board an EU ship of
marine equipment which complies with this Directiwer refuse to issue the certificates relating

thereto to the ships flying their flag, or to rentihe said certificates.
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Article 7
Transfer of a ship to thitag of a Member State

1. In the case of mon-EU ship Whin‘I is to be transferred to tlikeg of a Member State,
that ship shallduring transfer, be subject to inspection by the recgiWember State to
verify that the actual condition of its marine geuient corresponds to its safety
certificates and either complies with this Direetand bears the wheel mark or is
equivalent, to the satisfaction of that Member &saadministration, to marine equipment

certified in accordance with this Directias of ..~

2. In cases where the date of installation on boarfdmarine equipment cannot be
established, Member States may determine satisfgatequirements of equivalence,

taking into account relevant international instrunrgs.

3. Unless the equipment either bears the wheel orattke administration considers it to be

equivalent, it shall be replaced.

4. Marine equipment which is considered equivapemsuant to this Article shall bssued
with a certificate by the Member State which shallllairaes be carried with the
equipmentThat certificateshall give the flag Member Stasepermission for the
equipment to beetainedon board the ship anchposeany restrictions oiay down any
provisions relating to the use of the equipment.

D 0J: Please insert date: 24 months after the datentry into force of this Directive.
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Article 8

Standards for marine equipment

Without prejudice to Directive 98/34/EC of therBpean Parliament and the Couhails
amended by Regulation (EU) No 1025/2012 of the Euean Parliament and of the

Council*®

, the Union shall pursue the development by the &M@ by standardisation
bodiesof appropriate international standards, includietpiled technical specifications
and testing standards, for marine equipment wheseuinstallation on board ships is
deemed necessary to enhance maritime safety amuebention of marine pollution. The

Commission shall monit@uch development on a regular basis.

In the absence ah internationaktandardfor a specific item of marine equipmeint,
exceptional circumstances where duly justified by appropriate analysis and in order
to remove a serious and unacceptable threat to i@ safety, to health or to the
environment and taking into account any ongoing woat IMO level,the Commission
shall be empowered to adopt, by means of delegatisdn accordance with Article 37,
harmonised technical specifications and testingdsteds for that specific item of

marine equipmerf .

10

Directive 98/34/EC of the European Parliament atlie Council of 22 June 1998 laying
down a procedure for the provision of informatiom ithe field of technical standards and
regulations ©J L 204, 21.7.1998, p. B7

Regulation (EU) No 1025/2012 of the European Parinent and of the Council

of 25 October 2012 on European standardisation, ardimg Council

Directives 89/686/EEC and 93/15/EEC and Directi@&9/EC, 94/25/EC, 95/16/EC,
97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2008##23and 2009/105/EC of the
European Parliament and of the Council and repeafjrCouncil Decision 87/95/EEC and
Decision No 1673/2006/EC of the European Parliamemtd of the Council

(OJ L 316, 14.11.2012, p. 12).
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It is of particular importance that the Commissiazarry out consultations with experts,

including Member States' experts, during the prepéion of such delegated acts.

Thosetechnicalspecifications antkestingstandards shall apply on an interim bl&imtil

such time as the IMO has adoptedtandard for that specific item of marine equipnte

In exceptional circumstances where duly justtdi®y an appropriate analysis and if it is
necessary to remove an identified unacceptable #ihite maritime safety, to health or to
the environment due to a serious weakness or angmialan existing standard for a
specific item of marine equipment indicated by t@emmission pursuant to Article 35(2)
or (3) and taking into account any ongoing work B0 level, the Commission shall be
empowered to adopt, by means of delegated actsdor@ance with Article 37,
harmonised technical specifications and testingrstiards for that specific item of
marine equipment, to the extent necessary to remidyserious weakness or

anomaly only

It is of particular importance that the Commissiararry out consultations with experts,

including Member States' experts, during the prepéion of such delegated acts.
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Those technical specifications and testing standaghall apply on an interim basis until such

time as the IMO has reviewed the standard appli@tn that specific item of marine equipment.

4. The technical specifications and standards admptn accordance with paragraphs 2

and 3 shall be made accessible free of charge l®y@ommission.

Chapter 2

The wheel mark

Article 9

The wheel mark

1. Marine equipment whose compliance with the negméents laid down in this Directive has

been demonstrated in accordance with the relevarfommity-assessment procedures shall

have the wheel mark affixed to it.
2. The wheel mark shall not be affixed to any oftreduct.

3. The form of the wheel mark to be used shalldsed out in Annex I.
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Use of the wheel mark shall be subject to theega principles set out in paragraphs 1
and 3 to 6 of Article 30 of Regulation (EC) No 78308, where any reference to the CE

marking shall be construed as a reference to thezlnrhark.

Article 10
Rules and conditions for affixing the wheel mark

The wheel mark shall be affixed visibly, legilaligd indelibly to the product or to its data
plateand, where relevant, embedded in its softwaMhere that is not possible or not
warranted on account of the nature of the produshall be affixed to the packaging and

to the accompanying documents.
The wheel mark shall be affixed at the end efgloduction phase.

The wheel mark shall be followed by the idea&ifion number of the notified body, where
that body is involved in the production control paaand by the year in which the mark

is affixed.

The identification number of the notified bodhall be affixed by the body itself or, under

its instructions, by the manufacturer or his auteat representative.
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Article 11

Electronic tag

In order to facilitate market surveillance and prent the counterfeiting of specific items
of marine equipment referred to in paragraph 3, mafacturers may usen appropriate
and reliable form of electronic tagstead of, or in addition to, the wheel mark sucha

case, Articles 9 and 10 shall apply, as appropriatéatismutandis.

The Commission shall carry out a cost-benefitadysis concerning the use of the

electronic tag as a supplement or a replacementhef wheel mark

The Commissiomay adopt delegated acts, in accordance with Arti¢lerBorder to
identify the specific items of marine equipment gfhcan benefit from electronic tagging
It is of particular importance that the Commissiararry out consultations with experts,

including Member States' experts, during the prepéion of such delegated acts.

Implementing powers shall be conferred upon t@emmission in ordeto lay down
appropriate technical criteria as regards the degigrformance, affixing and use of
electronic tagsn the form of Commission Regulations and in acclance with the

examination procedure referred to in Article 38(2)
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5.

For the equipment identified in accordance wigaragraph 3, the wheel mark may,
within three years after the date of adoption oftlappropriate technical criteria referred

to in paragraph 4, be supplemented by an appromiand reliable form of
electronic tag.

For the equipment identified in accordance wigaragraph 3, the wheel mark may be
replaced, five years after the date of adoptiortloé appropriate technical criteria

referred to in paragraph 4, by an appropriate andliable form of electronic tag.

Chapter 3

Obligations of economic operators

Article 12

Obligations of manufacturers

By affixing the wheel mark, manufacturers slhale on responsibility for guaranteeing
that the marine equipment to which the mark iscaffihas been designed and
manufactured in accordance with tkeehnical specifications and standards implemented
in accordance withArticle 35(2) and shalbssumethe obligations laid down in
paragraphs 2 to 9 of this Article.
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Manufacturers shall draw up the required tecdrdocumentation and have the applicable

conformity assessment procedures carried out.

Where compliance of marine equipment with thaliapble requirements has been
demonstrated by the conformity assessment procechareufacturers shall draw up an EU
declaration of conformity in accordance with Arid6 and affix thevheel markin

accordance wittrticles 9 and 10.

Manufacturers shall keep the technical docuntiemt@and the EU declaration of
conformity referred to in Article 16 fot least 10 years after the wheel mark has been
affixed and in no case less than the expetifedf the marine equipmerbncerned

Manufacturers shall ensure that proceduresgoiace for series production to remain in
conformity. Changes in marine equipment desigrharacteristics and changes in the
requirements in the international instruments &sred to in Article 4, on the basis of
which conformity of marine equipment is declarsiall bg] taken into account. When
necessary in accordance with Annexninufacturersshall have a new conformity

assessment carried out.
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Manufacturers shall ensure that their produets b type, batch or serial number or other
element allowing their identification, or, wherethize or nature of the product does not
allow it, that the required information is provided the packaging or in a document

accompanying the produot both, as appropriate

Manufacturers shall indicate their name, regestérade name or registered trade raack
the address at which they can be contacted onrtiteigt or, where that is not possible, on
its packaging or in a document accompanying thdymrtor both, as appropriateThe

address must indicate a single point at which thaufacturer can be contacted.

Manufacturers shall ensure that the produatésmpanied by instructions and all
necessary information for safe installation on bdaard safe use of the product, including
limitations of use, if anythat can be easily understood by tlejsers, together with any

other documentation required by the internationsiruments or testing standards.
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10.

Manufacturers who consider or have reason te\eethat a produdb which they have
affixed the wheel marks not in conformity with the applicabtiesign, construction and
performancerequirementsnd the testing standards implemented in accordamdth

Article 35(2) and (3) shall immediately take the necessary correctivasuees to bring

that product into conformity, to withdraw it or edtit, if appropriate. In addition, where
the product presents a risk, manufacturers shatladiately inform the competent national
authorities of the Member States, giving detarigarticular, of the non-compliance and of

any corrective measures taken.

Manufacturers shall, further to a reasonedesgiiom a competefjt authority, promptly
provide it with all the information and documentatinecessary to demonstrate the
conformity of the product, in a language which bareasily understood ty is

acceptable tahat authority, and grant to that authority acdedbeir premises for market
surveillance purposes in accordance with ArticlefiRegulation (EC) No 765/20Gd
provide samples or access to samples in accordavitte Article 25(4) of this Directive.
They shall cooperate with that authority, at itguest, on any action taken to eliminate the

risks posed by products which they have placedemrtarket.
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Article 13

Authorised representatives

A manufacturer who is not located in the teryitof at least oneMember State shall, by a
written mandate, appoint an authorised represeettr the Union and shall indicate in
the mandate the name of the authorised represen@atnd the address at which he can

be contacted

The obligations laid down in Article 12(1) argktdrawing up of technical documentation

shall not form part of the authorised represengé&timandate.

An authorised representative shall perform éis&g specified in the mandate received
from the manufacturer. The mandate shall allowatldorised representative to do at least

the following:

(&) keep the EU declaration of conformity and #ehhical documentation at the
disposal of national surveillance authoritiesdbteast 10 years after the wheel
mark has been affixeénd in no case less than the expetitedf the marine

equipmentoncerned
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(b) further to a reasoned request from a compltentthority, provide that authority
with all the information and documentation necegsardemonstrate the conformity

of a product;

(c) cooperate with the compettln*authorities, at their request, on any action taken

eliminate the risks posed by products coveretlisynandate.

Article 14

Other economic operators

Importers shall indicate their name, registérade name or registered trade mark and the
address at which they can be contacted on the produwhere that is not possible, on its

packaging or in a document accompanying the proaolulcbth, as appropriate

Importers and distributors shall, further teasoned request from a compelent

authority, provide it with all the information amldcumentation necessary to demonstrate
the conformity of a product in a language which bareasily understood oy is

acceptable tdhat authority. They shall cooperate with thahauty, at its request, on any
action taken to eliminate the risks posed by prtghatich they have placed on

the market.
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An importer or distributor shall be consideresh@nufacturer for the purposes of this
Directive ancl shall be subject to the obligations of the manuwii@r under Article 12,
where he places marine equipment on the market board an EU ship under his name
or trademark or modifies marine equipment alreddgqd on the market in such a way

that compliance with the applicable requirementy beaffected.

For a period of at least 10 years after the whemark has been affixed and in no case
less than the expected life of the marine equipmeancerned, economic operators shall,

on request, identify the following to the marketrseillance authorities:
(&) any economic operator who has supplied themhvétproduct;

(b) any economic operator to whom they have supphbeproduct.
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Chapter 4

Conformity assessment and notification of confoyragsessment bodies

Article 15

Conformity assessment procedures
The conformity assessment procedures shall betasut in Annex |l.

Member States shall ensure that the manufaabuit@s authorized representativasthe
conformity assessmenarried out, through a notified bodyfor a specific item of marine
equipment, by using one of the options providedigans of implementing acts adopted
by the Commission in accordance with the examingtimcedure referred to in

Article 38(2), from among one of the following pestures:

(&) where the EC type-examination (module B) ibe¢aised, before being placed on the

market, all marine equipment shall be subject to:
— production-quality assurance (module By);
— product-quality assurance (module E); or

— product verification (module F);
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(b) where sets of marine equipment are producegitally or in small quantities and
not in series or in mass, the conformity- assesspr@cedure may be the EC unit

verification (module G).

The Commission shalby means of the information system made availafolethat
purpose keep an up-to-date list of approved marine equigraed applications withdrawn

or refused and shall make it available to intekpties.

Article 16

EU declaration of conformity

The EU declaration of conformity shall statet e fulfilment of the requirements laid

down in accordance with Article 4 has been dematestr

The EU declaration of conformity shall followetimodel structure set out in Annex 1l to
Decision No 768/2008/EC. It shall contain the elataespecified in the relevant modules

set out in Annex Il to this Directive and shallkept up to date

By drawing up the EU declaration of conformitye manufacturer shall assume the

responsibility and undertake the obligations reféno in Article 12(1).
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When marine equipment is placed on board antig) a copy of the EU declaration of
conformity covering the equipment concerned shalbiovided to the ship, and shall be
kept on board until the said equipment is removenhfthe ship. It shall be translatied
the manufacturerinto the language or languages required by theMember State,

including at least a language commonly used in tmaritime transport sectar

A copy of the EU declaration of conformity shadl provided to the notified body or to the

bodieswhich carried out the relevant conformity-assessmertquores.

Article 17

Notification of conformity assessment bodies

Member States shally means of the information system made availdiyethe
Commission for that purposeayotify the Commission and the other Member Stafes

bodies authorised to carry cIJtconformity assessment tasks under this Directive.

Notified bodies shall comply with the requirerteelaid down in Annex |ll.
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Article 18
Notifying authorities

Member States shall designate a notifying aitthtitat shall be responsible for setting up
and carrying out the necessary procedures fordbesament and notification of
conformity assessment bodies and the monitoringtfied bodies, including compliance
with ]| Article 20.

Notified bodies shall be monitored at least g¥eo years. The Commission may choose

to participate as an observer in the monitoring@se.

Member States may decide that the assessmenm@mtbring referred to in paragraph 1

are tobe carried out by a national accreditation body.

Where the notifying authority delegates or othise entrusts the assessment, notification
or monitoring referred to in paragraph 1 to a badiych is not a governmental entity, that
body shall be a legal entity and shall comply msatatutandis with the requirements laid
down in Annex V. In addition it shall have arrangmts to cover liabilities arising out of

its activities.

The notifying authority shall take full respdmty for the tasks performed by the body
referred to in paragraph 4.
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The notifying authority shall comply with theguerements laid down in Annex V.

Article 19

Information obligation on notifying authorities

Member States shall inform the Commission oif fpecedures for the assessment and
notification of conformity assessment bodies ararttonitoring of such bodies, and of any

changes thereto.

The Commission shalby means of the information system made availdiolethat

purpose,make that information publicly available.

Article 20

Subsidiaries of and subcontracting by notified bedi

Where a notified body subcontracts specificdagiinected with conformity assessment
or has recourse to a subsidiary, it shall enswakttte subcontractor or the subsidiary meets
the requirements set out in Annex Ill and shalbinf the notifying authority accordingly.

Notified bodies shall take full responsibilityrfthe tasks performed by subcontractors or

subsidiaries wherever these are established.
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Activities may be subcontracted or carried gualsubsidiary only with the agreement of

the client.

Notified bodies shall keep at the disposal efribtifying authority the relevant documents
concerning the assessment of the qualificatiorie@subcontractor or the subsidiary and
the work carried out by them under this Directive.

Article 21

Changes to notifications

Where a notifying authority has ascertainedas een informed that a notified body no
longer meets the requirements laid down in Annkxadr that it is failing to fulfil its
obligations, the notifying authority shall restristispend or withdraw notification as
appropriate, depending on the seriousness of theddo meet those requirements or fulfil
those obligations. It shalby means of the information system made availaiyethe
Commission for that purposemmediately inform the Commission and the othenider

States accordingly.
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In the event of restriction, suspension or wistaehl of notification, or where the notified
body has ceased its activity, the notifying MemBtate shall take appropriate steps to
ensure that the files of that body are either gsed by another notified body or kept
available for the responsible notifying and maketveillance authorities at their request.

Article 22

Challenge of the competence of notified bodies

The Commission shall investigate all cases wheteubts, based on the information
available to it or brought to its attention, thenmgetence of a notified body or the
continued fulfilment by a notified body of the reguments and responsibilities to which it

is subject.

The notifying Member State shall provide the @assion, on request, with all
information relating to the basis for the notifioat or the maintenance of the competence

of the body concerned.

The Commission shall ensure that all sensitifemation obtained in the course of its

investigations is treated confidentially.
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Where the Commission ascertains that a notifey does not meet or no longer meets
the requirements for its notification, it shalithout delayinform the notifying Member
State accordingly and request it to take the nacgs®rrective measuregthout delay

including de-notification if necessary.

Article 23

Operational obligations of notified bodies

Notified bodies shall carry out conformity assaentsor have them carried ouin

accordance with the procedures provided for inchet5.

Where a notified body finds that tbbkligationslaid down in| Article 12 have not been
met by a manufacturer, it shall require that mactufi@r to take appropriate corrective

measuresvithout delayand shall not issue a conformity certificate.

Where, in the course of the monitoring of confity following the issue of a certificate, a
notified body finds that a product no longer coragliit shall require the manufacturer to
take appropriate corrective measungthout delayand shall suspend or withdraw the
certificate if necessary. Where corrective measaresot taken or do not have the
required effect, the notified body shall restrazispend or withdrathe certificate

as appropriate.
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1.

Article 24

Information obligation on notified bodies

Notified bodies shall inform the notifying authg of the following:

(@)
(b)
()

(d)

any refusal, restriction, suspension or withddeof a certificate;
any circumstances affecting the scope of amdlitions for notification;

any request for information which they haveereed from market surveillance

authorities regarding conformity assessment acsyit

on request, conformity assessment activitieBopaed within the scope of their
notification and any other activity performed, uding cross-border activities and

subcontracting.

Notified bodies shall provide the Commission #mMember States, on request, with

relevant information on issues relating to negagind positive conformity assessment

results. Notified bodies shall provide the othetifled bodies carrying out conformity

assessment activities covering the same produthisinformation concerning negative

and, on request, positive conformity assessmeunttses
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Chapter 5

Union market surveillance, control of products ggafard provisions

Article 25

EU market surveillance framework

As regards marine equipment, the Member Sthias ndertake market surveillance in
accordance with the EU market surveillance framé&aid down in Chapter Il of
Regulation (EC) No 765/2008, subjec'tqaaragraphs 2 and 3 of this Article.

National market surveillance infrastructures prajrammes shall take into account the
specific features of the marine equipment seatoiuding the various procedures carried
out as part of the conformity assessmeand in particular the responsibilities placed

the flag State administration by the internatiac@iventions.

Market surveillance may include documentary kbexs well as checks of marine
equipment which bears the wheel mark whether oiti@ts been placed on board ships.
Checks of marine equipment already placed on bsfzad be limited to such examination

as can be carried out while the equipment concemgredins fully functional on boarll.
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Where the market surveillance authorities ofeniMer Stateas defined in
Regulation (EC) No 765/2008ntend to carry out sample che(|<sthey may when
reasonable and practicableequest the manufacturer to make the necessapiasam

availableor to give on-the-spot access to the samples antheufacturer's own cost

Article 26

Procedure for dealing with marine equipment prasgra risk at national level

Where the market surveillance authorities of bleenber Statf| have sufficient reason to
believe that marine equipment covered by this Diveqresents a risk to maritime safety
to healthor tol the environment, they shall carry out an evalumitorelation to the
marine equipment concerned covering all the requergs laid down in this Directive. The
relevant economic operators shall cooperate assapewith the market

surveillance authorities.

Where, in the course of that evaluation, the masketeillance authorities find that the
marine equipment does not comply with the requirgskaid down in this Directive, they
shall without delay require the relevant econonmierator to take all appropriate corrective
actions to bring the marine equipment into coméawith those requirements, to
withdraw the marine equipment from the marketcorecall it withinsuchreasonable

period, commensurate with the nature of the riskhay may prescribe.
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The market surveillance authorities shall inforra talevant notified body accordingly.

Article 21 of Regulation (EC) No 765/2008 shall bpio the measures referred to in the

second subparagraph of this paragraph.

Where the market surveillance authorities carsidat non-compliance is not restricted to
their national territory or to ships flying thelad), they shall inform the Commission and
the other Member Statelsy means of the information system made availaijethe
Commission for market surveillance purposes,the results of the evaluati@arried out
under paragraph land of the actions which they have required tlmmemic operator

to take.

The economic operator shall ensure that all@pyate corrective action is taken in respect
of all the products concerned that it has maddaai on the market throughout the

Union or, as necessary, placed or delivered tddsed on board EU ships.

Where the relevant economic operator does ketdadequate corrective action within the
periodprescribed by the market surveillance authoritigsaccordance withthe second
subparagraph of paragraph 1, or otherwise failadet its obligations under this Directive,
the market surveillance authorities shall takepfropriate provisional measures to
prohibit or restrict the marine equipment being madailable on their national market or
placed on board the ships flying their flag, tohditaw the product from that market or to

recall it.
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The market surveillance authoritieshall inform the Commission and the other Member

States, without delay, of those measures.

The informatioron the measures taken by the market surveillancéhauities referred to
in paragraph 4 shall include all available detargarticular the data necessary for the
identification of the nol compliant marine equipment, the origin of the dthe
nature of the no| compliance alleged and the risk involved, the reatund duration of
the national measures taken and the argumentspuerfd by thel economic operator
concerned In particular, the market surveillance authositéall indicate whether the non
| compliance is due to either:

(@) failure of the marine equipment to comply vittle applicable design, construction

and performance requirements as laid down pursoahitticle 4;

(b) non-compliance with the testing standards reteto in Article 4 during the

conformity-assessment procedure;

(c) shortcomings in the said testing standards.
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Member States other than the Member Statetinigidhe procedure shall without delay
inform the Commission and the other Member Statesp measures adopted and of any
additional information at their disposal relatirgthe non-compliance of the marine
equipment concerned, and, in the event of disageaewith the notified national measure,

of their objections.

Where, within four months of receipt of the imf@tionon the measures taken by the
market surveillance authoritieseferred to in paragraph 4, no objection has baised by
a Member State or by the Commission in respectpybaisional measure taken by a
Member State, that measure shall be deemed jastifie

Member States shall ensure that appropriateaist measurel in respect of the marine
equipment concerned, such as withdrawal of theymtollom their marketare taken

without delay.
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Article 27

EU safeguard procedure

Where, on completion of the procedure set oétrtitle 26(3) and (4), objections are
raised against a measure taken by a Member Statdieve the Commission considers that
a national measure may be contrary to Union leisiathe Commission shall without
delay enter into consultation with the Member $tated the relevant economic operator or
operators and shall evaluate the national meaSur¢he basis of the results of that

evaluation, the Commission shall decide whethen#i®mnal measure is justified or not.

For the purpose of paragraph 1, where the Cosnomss satisfied that the procedure
followed in the adoption of the national measuragpropriate for an exhaustive and
objective evaluation of the risk and complies with provisions laid down in Article 21 of
Regulation (EC) No 765/2008, it may limit itselfégamining the appropriateness and
proportionality of the national measure in relatiorthe said risk.

The Commission shall address its decision tMalinber States and shall immediately

communicate it to them and the relevant economéaipr or operators.

If the national measure is considered justifaddiMember States shall take the measures
necessary to ensure that the non-compliant magupment is withdrawn from their

market, and, where necessary, recalled. They siiatim the Commission accordingly.
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5.

If the national measure is considered unjustifiee Member State concerned shall

withdraw the measure.

Where tth non-compliance of the marine equipment is attributeshortcomings in the
testing standards referred to in Article 4, the @ussion mayin order to fulfil the
objective of this Directivegonfirm, modify or revoke national safeguardneasure by
means of implementing acts in accordance withettaaminationprocedure referred to in
Article 38(2).

The Commission shall furthermore be empowered ap&dby means of delegated acts in
accordance with the procedure referred to in A#t&T, interim harmonised requirements
and testing standards for that specific item ofineaequipmentThe criteria laid down in
Article 8(3) shall apply accordingly. These requinents and testing standards shall be

made accessible free of charge by the Commission

Where the testing standard concerned is a Earotandard, the Commission shall
inform the relevant European standardisation badyodies and shall bring the matter
before the Committee set up by Article 5 of Direetb8/34/ECThat Committee shall
consult the relevant European standardisation bodiypdies and deliver its opinion
without delay.
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Article 28

Compliant products which present a risk to maritgaéety to healthor tol the environment

Where, having performed an evaluation underchert26(1), a Member State finds that
although marine equipment is in compliance witls irective, it presents a risk to
maritime safety to healthor to the environment, it shall require Iweconomic operator
concernedto take all appropriate measures to ensure teantrine equipment concerned,
when placed on the market, no longer presentgiiatto withdraw the marine equipment
from the market or to recall it withisuchreasonable period, commensurate with the

nature of the risk, as it may prescribe.

The economic operator shall ensure that coueetttion is taken in respect of all the
products concerned that he has made availablecomainket throughout the Union or

placed on board EU ships.

The Member State shall immediately inform then@ussion and the other Member States.
That information shall include all available detaih particular the data necessary for the
identification of the marine equipment concernéeé, arigin and the supply chain of the
marine equipment, the nature of the risk involved the nature and duration of the

national measures taken.

50



4.

The Commission shall without delay enter intasidtation with the Member States and
the relevant economic operator or operators ankl @reuate the national measures taken.
On the basis of the results of that evaluationGbhemission shall decide whether the
measure is justified or not, and where necessaopgse appropriate measures; for this
purpose, Article 27(2) shall apply mutatis mutandis

The Commission shall address its decision tMalinber States and shall immediately

communicate it to them and the relevant economéaipr or operators.

Article 29

Formal non-compliance

Without prejudice to Article 26, where a MemS&¢ate makes one of the following
findings, it shall require the relevant economiegtor to put an end to the

non-compliance concerned:
(@) the wheel mark has been affixed in violatiordicle 9 orl Article 10;
(b) the wheel mark has not been affixed;

(c) the EU declaration of conformity has not beesadh up;
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(d) the EU declaration of conformity has not beesah up correctly;
(e) technical documentation is either not availaisleot complete
() the EU declaration of conformity has not beeerst to the ship.

Where the non-compliance referred to in pardgdapersists, the Member State concerned
shall take all appropriate measures to restrigirohibit the marine equipment being made

available on the market or ensure that it is redadir withdrawn from the market.

Article 30
Exemptions based on technical innovation

In exceptional circumstances of technical intiova the flag State administration may
permit marine equipment which does not comply \tlia conformity assessment
procedures to be placed on board an EU shipsfastablished by trial or otherwise to the
satisfaction of the flag State administration #ath equipmenneets the objectives of

this Directive

The trial procedures shall in no way discrimenlaétween marine equipment produced in

the flag Member State and marine equipment produrcether States.
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Marine equipment covered by this Article shalldiven a certificate by the flag Member
State which shall at all times be carried withéla@ipment and which gives the flag
Member State's permission for the equipment toldaeed on board the ship and imposes

any restrictions or lays down any provisions relgtio the use of the equipment.

Where a Member State allows marine equipmengrealby this Article to be placed on
board an EU ship, that Member State shall forthwitmmunicate the particulars thereof
together with the reports of all relevant trialss@ssments and conformity-assessment

procedures to the Commission and the other Memiage<S

Within 12 months of receipt of the communication referredthtparagraph 4, the
Commission, if it considers that the conditionslldown in paragraph 1 are not met, may
require the Member State concerned to withdrawp#renission granted within a specified
deadline. For this purpose, the Commission shalbgeneans of implementing acts.
Those implementing acts shall be adopted in acooslwith theexaminationprocedure
referred to in Article 3&).

Where a ship with marine equipment on board Wwiscovered by paragraph 1 is
transferred to another Member State, the receil@aggMember State may undertake the
necessary measures, which may include tests antigatademonstrations, to ensure that
the equipment is at least as effective as equipmbith does comply with the conformity-

assessment proced ures.
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Article 31

Exemptions for testing or evaluation

A flag State administration may permit marine equémt which does not comply with the
conformity-assessment procedures or is not covayestticle 30 to be placed on board an EU ship

for reasons of testing or evaluation, if the foliogzcumulative conditions are complied with:

(@) the marine equipment shall be given a certiity the flag Member State which shall at
all times be carried with the equipment, statesthid Member State's permission for the
equipment to be placed on board the EU ship, impfisecessary restrictions and lay
down any other appropriate provisions as regarelsisie of the equipment concerned,

(b) the permission shall be limitedttoe period considered by the flag State as being

necessary to complete the testing, which shouldgbehort as possibje

(c) the marine equipment shall not be relied oplate of equipment which meets the
requirements of this Directive and shall not replaach equipment, which shall remain on

board the EU ship in working order and ready fomiediate use.
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Article 32

Exemptions in exceptional circumstances

In exceptional circumstances, which shall be glustified to the flag State administration,
when marine equipment needs to be replaced intaoptside the Union where it is not
practicable in terms of reasonable time, delayast to place on board equipment which
bears the wheel mark, other marine equipment magjdued on board subject to

paragraphs 2 top.

The marine equipment placed on board shall berapanied by documentation issued by
a Member State of the IMO which is a party to #evant conventions, certifying

compliance with the relevant IMO requirements.

The flag State administration shall be inforraédnce of the nature and characteristics of

such other marine equipment.

The flag State administration shall, at theiestrlopportunity, ensure that the marine
equipment referred to in paragraph 1, along wihdsting documentation, complies with

the relevant requirements of the internationakrumaents and of this Directive.

Where it has been demonstrated that specifimmauipment bearing the wheel mak
not availableon the market, the flag Member State may authatiser marine equipment

to be placed on board subjectloparagraphs 6 to|3.
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The authorised marine equipment shall complynash as possible, with the requirements

and testing standards referred to in Article 4.

The marine equipment placed on board shall berapanied by an interim certificate of
approval issued by the flag Member State or bylerdtiember State, stating
the following:

(@) the equipment bearing the wheel mark whichctréfied equipment is due

to replace;

(b) the exact circumstances under which the ceasté of approval has been issued, and
in particular the unavailability in the market @jugpment bearing the wheel mark;

(c) the exact design, construction and performaegairements against which the

equipment has been approved by the certifying MerStete;
(d) the testing standards applied, if any, in #lewvant approval procedures.

The Member State issuing an interim certificdtapproval shall inform the Commission
forthwith. If the Commission considers that the ditions of paragraphs 6 and 7 have not
been met, it may require that Member State to re\tbk said certificate or take other
appropriate measures by means of implementing &lotse implementing acts shall be
adopted in accordance with teeaminationprocedure referred to in Article 38(
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Chapter 6

Final provisions

Article 33

Exchange of experience

The Commission shall provide for the organisatioh@xchanges of experience between the
Member States' national authorities responsible footification policy, especially as regards

market surveillance.

Article 34

Coordination of notified bodies

1. The Commission shall ensure that appropriate mioation and cooperation between
notified bodies are put in place and properly optad in the form of a sectoral group of

notified bodies.

2. Member States shall ensure that the bodies medifoy them participate in the work of

the sectoral group, directly or by means of desitgthrepresentatives.
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Article 35

Implementing measures

The Member States shdily means of the information system made availaiyethe
Commission for that purposeotify to the Commission the name and contactildet&
the authorities in charge of the implementatiothag Directive. The Commission shall

draw up, periodically update and make public adf¢hoseauthorities.

For each item of marine equipment for whichdpproval of the flag State administration
is required by the international conventions, tleen@hission shalindicate by means of
implementing acts the respective design, constn@nd performance requirements and
the testing standards provided for in the inteorati instrumentsWhen adopting those
acts, the Commission shall explicitly indicate tbdates from which those requirements
and testing standards are to apply, including thates for placing on the market and
placing on board, in accordance with the internatial instruments, and taking into
consideration timeframes for ship-building. The Camission may also specify the

common criteria and detailed procedures fthreir application

The Commission shall, by means of implementitg,andicate the respective design,
construction and performance requirements newlyigeal for in the international
instruments and which apply to equipmahlieadyplaced on boarll in order to ensure

that equipment placed on bodr&U ships complies with the internatiomastruments
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4.

The Commission shall set up and maintain aloiasa containing at least the following

information:

(@) the list and essential details of the confoyrodrtificates issued under this Directive
provided by the notified bodies

(b) the list and essential details of the declaratiof conformity issued under this
Directive, provided by the manufacturers

(c) an up-to-date list of the applicable internagéibinstrumentsand of therequirements
and testing standarlsapplicable by virtue of Article 4(4);

(d) the list and full text of the criteria and pedlures referred to in paragraph

(e) the requirements and conditions for electréagging referred to in Article 11
when applicable

(H any other useful information with a view to iigating correct implementation of

this Directive by the Member States, the notifiedies and the economic operators.

That database shall be made accessible to the MemdnteisSk shall also be made

availablel to the public for information purposes only.

The implementing acts referred to in this Adishall be adopted the form of

Commission Regulations iaccordance with the examination procedure refdoéa
Article 38(2).
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Article 36

Amendments

This Directive may be amended by the Commissiormbgins of delegated acts, in ordel to
update the referencesfjostandards, as referred to in Annex When new standards

become available.
Those delegated acts shall be adopted in accoraetitéhe procedure laid down in Article 37.

Article 37

Exercise of the delegation

1. The power to adopt delegated acts is confemetti@ Commission subject to the

conditions laid down in this Article.

2. Thel powerto adopt delegated acteferred to in Articles 8, 11, 27 and 36 shall be
conferred on the Commission faperiod offive years from ..[7 The Commission shall
draw up a report in respect of the delegation ofwer not later than nine months before
the end of the five-year period. The delegationpafwer shall be tacitly extended for
periods of an identical duration, unless the Eurcge Parliament or the Council opposes

such extension not later than three months befohe tend of each period.

D 0J: Please insert date: the date of entry intoderof this Directive.
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3. The delegation of power referred to in ArticBedl1, 27 and 36 may be revoked at any
time by the European Parliament or by the CouAcdecisionto revokeshall put an end
to the delegation of the power specified in thatiglen. It shall take effect the day
following the publication of the decision in thefiofal Journal of the European Union or
at a later date specified therein. It shall no¢etfthe validity of any delegated acts already

in force.

4. As soon as it adopts a delegated act, the Casionishall notify it simultaneously to the

European Parliament and to the Council.

5. A delegated act adopted pursuant to Articlekl827 and 36 shall enter into force only if
no objection has been expressed either by the Earoparliament or the Council within a
period oftwo months of notification of that act to the Europ®arliament and the Council
or if, before the expiry of that period, the Eurapdarliament and the Council have both
informed the Commission that they will not objelthat period shall be extended two

months at the initiative of the European Parlianwerdf the Council.
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Article 38

Committee

1. The Commission shall be assisted by the ComenitteSafe Seas and the Prevention of
Pollution from Ships (COSS) established by Regoira(EC) No 2099/200'!. That
committee shall be a committee within the meaningegulation (EU) No 182/2011.

2. Where reference is made to this paragraph, larfiiof Regulation (EU) No 182/2011 shall
apply.Where the committee delivers no opinion, the Corssin shall not adopt the
draft implementing act and the third subparagraplh Article 5(4) of Regulation (EU)
No 182/2011 shall apply.

Article 39

Transposition

1. Member States shall adopt and publish,.bat the latest, the laws, regulations and
administrative provisions necessary to comply ik Directive. They shall forthwith

communicate to the Commission the text of thoseipians.

They shall apply those provisions fram”

Y 0J: Please insert date: 24 months after the datentry into force of this Directive.
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When Member States adopt those provisions, thdy&hraain a reference to this
Directive or be accompanied by such a referendb®mccasion of their official

publication. Member States shall determine how satdrence is to be made.

2. Member States shall communicate to the Comnmdbie text of the main provisions of
national law which they adopt in the field covelsdthis Directive.

Article 40
Repeal
1. | Directive 96/98/EC is repealed with effect front’
2. The requirements and testing standards for magipment applicable on“pursuant to

the provisions of national law adopted by the Menftates in order to comply with
Directive 96/98/EC shall continue to apply untiétbntry into force of the implementing
acts referred to in Article 35(2).

3. References to the repealed Directive shall Instcoed as references to this Directive.

Y 0J: Date of application of this Directive.
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Article 41

Entry into force

This Directive shall enter into force on the twettiiday following that of its publication in the

Official Journal of the European Union.

Article 42

Addressees
This Directive is addressed to the Member States.

Done at Brussels,

For the European Parliament For the Council
The President The President
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ANNEX |
WHEEL MARK

The mark of conformity must take the following farm

f"

HitiH _' il
| | |

Ao

VA

—_—

If the wheel mark is reduced or enlarged the priopas given in the graduated drawing must

be respected.

The various components of the wheel mark must Babstantially the same vertical dimension,

which may not be less than 5 mm.

That minimum dimension may be waived for small desi
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2.

ANNEX I
CONFORMITY ASSESSMENT PROCEDURES
MODULE B: EC TYPE-EXAMINATION

EC typeexamination is the part of a conformity assessmsstedure in which a notified
body examines the technical design of marine egeigrand verifies and attests that the

technical design of the marine equipment meetseﬂwantrequirementl .
EC typeexamination may be carried out in either of théofeing manners:

- examination of a specimen, representative optbduction envisaged, of the

complete product (production type);

- assessment of the adequacy of the technicalrdesitpe marine equipment through
examination of the technical documentation and ectpyy evidence referred to in
point 3, plus examination of specimens, represeetat the production envisaged,
of one or more critical parts of the product (conation of production type and

design type);
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The manufacturer shall lodge an applicatiorEGrtype-examination with a single

notified body of his choice.

The application shall include:

the name and address of the manufacturer atieh dpplication is lodged by the

authorised representative, his name and addresgslias

a written declaration that the same applicatias ot been lodged with any other

notified body;

the technical documentation. The technical docuat®n shall make it possible to
assess the conformity of the marine equipment thighapplicable requirements of
the international instruments as referred to inckat4, and shall include an adequate
analysis and assessment of the risk(s). The tealhthacumentation shall specify the
applicable requirements and cover, as far as retdoathe assessment, the design,
manufacture and operation of the marine equipnigré.technical documentation

shall contain, wherever applicable, at least thieviong elements:

— aageneral description of the marine equipment,
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- conceptual design and manufacturing drawingssahdmes of components,

sub-assemblies, circuits, etc.,

(@) descriptions and explanations necessary fourlderstanding of those

drawings and schemes and the operation of the magnipment,

(b) alist of the requirements and testing stanglargich are applicable to
the marine equipment concerned in accordance highirective,
together with a description of the solutions addgitemeet the said

requirements,
(c) results of design calculations made, examinatizarried out, etc., and
(d) test reports;

the specimens representative of the productioisaged. The notified body may

request further specimens if needed for carryirtgloeitest programme;

the supporting evidence for the adequacy oféhbrtical design solution. This
supporting evidence shall mention any documentshidnze been used. The
supporting evidence shall include, where neces#agyresults of tests carried out by
the appropriate laboratory of the manufacturehyoanother testing laboratory on
his behalf and under his responsibility.

68



4.

The notified body shall:

For the marine equipment:

4.1.

examine the technical documentation and stipgogvidence to assess the adequacy of

the technical design of the marine equipment;

For the specimen(s):

4.2.

4.3.

4.4.

verify that the specimen(s) have been manufedtin conformity with the technical
documentation, and identify the elements which Haeen designed in accordance with the
applicable provisions of the relevaetjuirements and testingtandardl , as well as the
elements which have been designed without applyiegelevant provisions of those

standards;

carry out appropriate examinations and testhave them carried ouin accordance with

this Directive;

agree with the manufacturer on a location wiiee examinations and tests will be

carried out.

The notified body shall draw up an evaluatigoore that records the activities undertaken
in accordance with point 4 and their outcomes. Wlittprejudice to its obligations vis-a
vis the notifying authorities, the notified bodyadiirelease the content of that report, in full

or in part, only with the agreement of the manufeat
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Where the type meets the requirements of thafgpmternational instruments that apply
to the marine equipment concerned, the notifiedytsbdll issue an EC typexamination
certificate to the manufacturer. The certificatalsbontain the name and address of the
manufacturer, the conclusions of the examinatio& conditions (if any) for its validity

and the necessary data for identification of thereyed type. The certificate may have one

or more annexes attached.

The certificate and its annexes shall containedéiwvant information to allow the
conformity of manufactured products with the exasdilype to be evaluated and to allow

for in-service control.

Where the type does not satisfy the applicableiremnents of the international
instruments, the notified body shall refuse toésan EC typexamination certificate and

shall inform the applicant accordingly, giving digd reasons for its refusal.

If the approved typp no longercomplieswith the applicable requirementienotified
bodyshall determine whethé&urther testing or a new conformity assessment pedare

is necessary
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The manufacturer shall inform the notified bodytthalds the technical documentation
relating to the EC typexamination certificate of all modifications to thpproved type
that may affect the conformity of the marine equgmitrwith the requirements of the
relevantinternational instruments or the conditions foridi#y of the certificate. Such
modifications shall require additional approvathie form of an addition to the original

EC typeexamination certificate.

Each notified body shall inform its notifyingtharities concerning the

EC typeexamination certificates and/or any additions tteevehich it has issued or
withdrawn, and shall, periodically or upon requesake available to its notifying
authorities the list of certificates and/or anyifidds thereto refused, suspended or

otherwise restricted.

Each notified body shall inform the other notifieodies concerning the
EC typeexamination certificates and/or any additions tteevehich it has refused,
withdrawn, suspended or otherwise restricted, apdn request, concerning the

certificates and/or additions thereto which it Isssied.
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10.

The Commission, the Member States and the othéreabbodies may, on request, obtain
a copy of the EC typexamination certificates and/or additions ther€&n.request, the
Commission and the Member States may obtain a abfhe technical documentation and
the results of the examinations carried out bynibtgfied body. The notified body shall
keep a copy of the EC tygmxamination certificate, its annexes and additiassyell as
the technical file including the documentation sitbted by the manufacturer, until the

expiry of the validity of the certificate.

The manufacturer shall keep a copy of the E@-gamination certificate, its annexes and
additions together with the technical documentasibthe disposal of the national
authorities forat least 10years after thevheel mark has been affixed on thast product

| manufacturedind in no case less than the expected life of tharine

equipment concerned

The manufacturer's authorised representativelocge the application referred to in
point 3 and fulfil the obligations set out in pant and 9, provided that they are specified

in the mandate.
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3.1.

M oODULE D: CONFORMITY TO TYPE BASED ON QUALITY ASSURANCE OF THE

PRODUCTIONPROCESS

Conformity to type based on quality assurandad@foroduction process is the part of a
conformity assessment procedure whereby the mawéadulfils the obligations laid
down in points 2 and 5, and ensures and declarbsa@ole responsibility that the marine
equipment concerned is in conformity with the tgescribed in the EC typexamination

certificate andsatisfiesthe requirements of the international instrumémas apply tat.

Manufacturing

The manufacturer shall operate an approved quatgtem for production, final product
inspection and testing of the products concernegpasified in point 3, and shall be

subject to surveillance as specified in point 4.
Quality system

The manufacturer shall lodge an applicatioragsessment of his quality system with the

notified body of his choice, for the marine equimineoncerned.
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3.2.

The application shall include:

the name and address of the manufacturer atiok dpplication is lodged by the

authorised representative, his name and addresgslias

a written declaration that the same applicatias ot been lodged with any other

notified body,
all relevant information for the marine equipmeategory envisaged,
the documentation concerning the quality system,

the technical documentation of the approved tyma copy of the

EC typeexamination certificate.

The quality system shall ensure that the prtsdare in conformity with the type described

in the EC typeexamination certificate and comply with the reqoiemnts of the

international instruments that apply to them.
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3.3.

All the elements, requirements and provisions astbply the manufacturer shall be
documented in a systematic and orderly mannererddim of written policies, procedures
and instructions. The quality system documentatiwall permit a consistent interpretation

of the quality programmes, plans, manuals and dscor
It shall, in particular, contain an adequate dgsicm of:

- the quality objectives and the organisationalcitire, responsibilities and powers of

the management with regard to product quality,

- the corresponding manufacturing, quality conairdl quality assurance techniques,
processes and systematic actions that will be used,

- the examinations and tests that will be carrigthbefore, during and after

manufacture, and the frequency with which they balcarried out,

—  the quality records, such as inspection reportstest data, calibration data,
gualification reports on the personnel concerned,aand

- the means of monitoring the achievement of tiyeired product quality and the

effective operation of the quality system.

The notified body shall assess the qualityesydo determine whether it satisfies the
requirements referred to in point 3.2.
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3.4.

3.5.

In addition to experience in quality managementesys, the auditing team shall have at
least one member with experience of evaluatiohérélevant marine equipment field and
marine equipment technology concerned, and knowledghe applicable requirements of
the international instruments. The audit shalludel an assessment visit to the
manufacturer's premises. The auditing team shabwethe technical documentation
referred to in point 3.1, fifth indent, to verifiyge manufacturer's ability to identify the
relevant requirements of the international instrate@nd to carry out the necessary

examinations with a view to ensuring compliancéhefproduct with those requirements.

The decision shall be notified to the manufactufée notification shall contain the

conclusions of the audit and the reasoned assessi@eRion.

The manufacturer shall undertake to fulfil thigations arising out of the quality system

as approved and to maintain it so that it remaitexjaate and efficient.

The manufacturer shall keep the notified bibdy has approved the quality system

informed of any intended change to the qualityeyst

The notified body shall evaluate any proposed chamyd decide whether the modified
guality system will continue to satisfy the requients referred to in point 3.2 or whether

a re-assessment is necessary.

It shall notify the manufacturer of its decisiormernatification shall contain the

conclusions of the examination and the reasonezbasgent decision.
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4.1.

4.2.

4.3.

4.4.

Surveillance under the responsibility of theifred body

The purpose of surveillance is to make suamettie manufacturer duly fulfils the

obligations arising out of the approved qualityteys.

The manufacturer shall, for assessment puspafiew the notified body access to the
manufacture, inspection, testing and storage aitdsshall provide it with all necessary

information, in particular:
- the quality system documentation;

—  the quality records, such as inspection reportstest data, calibration data,

gualification reports on the personnel concerned, e

The notified body shall carry out periodic ésitb make sure that the manufacturer
maintains and applies the quality system and giailide the manufacturer with an audit

report.

In addition, the notified body may pay unexpduvisits to the manufacturexxcept
where, under national law, and for defence or seityurreasons, certain restrictions apply
to such visits During such visits the notified body may, if nesary, carry out product
tests, or have them carried out, in order to vehgt the quality system is functioning
correctly. The notified body shall provide the mewturer with a visit report and, if tests

have been carried out, with a test report.
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5.1.

5.2.

Conformity marking and declaration of conformity

The manufacturer shall affix the wheel maaierred toin Article 9, and, under the
responsibility of the notified body referred togaint 3.1, the latter's identification number
to each individual product that is in conformitytlvthe type described in the

EC typeexamination certificate and satisfies the applieabfuirements of the

international instruments.

The manufacturer shall draw up a written detian of conformity for each product model
and keep it at the disposal of the national autiesriorat least 10years after thevheel
mark has been affixed on thiast product] manufacture@nd in no case less than the
expected life of the marine equipment concerndthe declaration of conformity shall

identify the marine equipment model for which ish@en drawn up.

A copy of the declaration of conformity shall bedeavailable to the relevant authorities

upon request.
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The manufacturer shddeep at the disposal of the competent authorities | at leastl0
years after thevheel mark has been affixed on thast producmanufactured and in no

case less than the expected life of the marine equent concerned

—  the documentation referred to in point 3.1,

- the change referred to in point 3.5, as approved,

- the decisions and reports of the notified bodgrred to in points 3.5, 4.3 and 4.4.

Each notified body shall inform its notifyingtharities of quality system approvals issued
or withdrawn, and shall, periodically or upon resfienake available to its notifying
authorities the list of quality system approvalsised, suspended or otherwise restricted.

Each notified body shall inform the other notifieddies of quality system approvals
which it has refused, suspended, withdrawn or etiserrestricted, and, upon request, of

guality system approvals which it has issued.
Authorised representative

The manufacturer's obligations set out in points 3.5, 5 and 6 may be fulfilled by his
authorised representative, on his behalf and umdeaesponsibility, provided that they are

specified in the mandate.

79



3.1.

M ODULE E: CONFORMITY TO TYPE BASED ON PRODUCT QUALITY ASSURANCE

Conformity to type based on product quality sasce is that part of a conformity
assessment procedure whereby the manufacturds fié obligations laid down in
points 2 and 5, and ensures and declares on leisesponsibility that the marine
equipment concerned is in conformity with the tgescribed in the EC typexamination

certificate andatisfiesthe requirements of the international instrumémas apply tat.
Manufacturing

The manufacturer shall operate an approved quatgtem for final product inspection and
testing of the products concerned as specifiedint3 and shall be subject to surveillance

as specified in point 4.
Quality system

The manufacturer shall lodge an applicatioragsessment of his quality system with the

notified body of his choice, for the marine equiprineoncerned.
The application shall include:

- the name and address of the manufacturer atieh dpplication is lodged by the
authorised representative, his name and addresgslias
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3.2.

- a written declaration that the same applicatias ot been lodged with any other
notified body,

- all relevant information for the marine equipmeategory envisaged,
- the documentation concerning the quality systam,

—  the technical documentation of the approved gp#a copy of the

EC typeexamination certificate.

The gquality system shall ensure compliandb@fproducts with the type described in the
EC typeexamination certificate and with the applicableuiegments of the

international instruments.

All the elements, requirements and provisions aslbply the manufacturer shall be
documented in a systematic and orderly mannererddim of written policies, procedures
and instructions. The quality system documentatiall permit a consistent interpretation
of the quality programmes, plans, manuals and dscor

It shall, in particular, contain an adequate desicm of:

- the quality objectives and the organisationalcitire, responsibilities and powers of

the management with regard to product quality;
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3.3.

3.4.

— the examinations and tests that will be carrigdafter manufacture;

- the quality records, such as inspection repartistast data, calibration data,

gualification reports on the personnel concernad; e
—  the means of monitoring the effective operatibthe quality system.

The notified body shall assess the qualityesydo determine whether it satisfies the

requirements referred to in point 3.2.

In addition to experience in quality managementesys, the auditing team shall have at
least one member with experience of evaluatiohéwrélevant marine equipment field and
marine equipment technology concerned, and knowledghe applicable requirements of
the international instruments. The audit shalludel an assessment visit to the
manufacturer's premises. The auditing team shakwethe technical documentation
referred to in point 3.1, fifth indent, in orderverify the manufacturer's ability to identify
the relevant requirements of the internationalrimeents and to carry out the necessary

examinations with a view to ensuring compliancéhef product with those requirements.

The decision shall be notified to the manufactufée notification shall contain the

conclusions of the audit and the reasoned assessi@anion.

The manufacturer shall undertake to fulfil thigations arising out of the quality system

as approved and to maintain it so that it remaitexjaate and efficient.
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3.5.

4.1.

4.2.

The manufacturer shall keep the notified bibdy has approved the quality system
informed of any intended change to the qualityeyst

The notified body shall evaluate any proposed chammyd decide whether the modified
guality system will continue to satisfy the requients referred to in point 3.2 or whether

a re-assessment is necessary.

It shall notify the manufacturer of its decisiormernatification shall contain the

conclusions of the examination and the reasonezbasgent decision.
Surveillance under the responsibility of theifred body

The purpose of surveillance is to make sumettie manufacturer duly fulfils the

obligations arising out of the approved qualityteys.

The manufacturer shall, for assessment puspa#iew the notified body access to the
manufacture, inspection, testing and storage aitdsshall provide it with all necessary

information, in particular:
- the quality system documentation;

- the quality records, such as inspection repartistast data, calibration data,

gualification reports on the personnel concerned, e
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4.3.

4.4.

5.1.

5.2.

The notified body shall carry out periodic ésitb make sure that the manufacturer
maintains and applies the quality system and giallide the manufacturer with an

audit report.

In addition, the notified body may pay unexpduvisits to the manufacturexxcept

where, under national law, and for defence or seityrreasons, certain restrictions apply
to such visits During such visits the notified body may, if nesary, carry out product
tests, or have them carried out, in order to vetift the quality system is functioning
correctly. The notified body shall provide the mewturer with a visit report and, if tests
have been carried out, with a test report.

Conformity marking and declaration of conformity

The manufacturer shall affix tihidheel mark referred ton Article 9, and, under the
responsibility of the notified body referred togaint 3.1, the latter's identification number
to each individual product that is in conformitytkvthe type described in the

EC typeexamination certificate and satisfies the applieabfuirements of the

international instruments.

The manufacturer shall draw up a written datian of conformity for each product model
and keep it at the disposal of the national autiesriorat least 10years after thevheel
mark has been affixed on thiast product] manufacturednd in no case less than the
expected life of the marine equipment concerndthe declaration of conformity shall

identify the marine equipment model for which ish@een drawn up.
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A copy of the declaration of conformity shall bedeavailable to the relevant authorities

upon request.

The manufacturer shddeep at the disposal of the competent authorities | at
least10 years after thevheel mark has been affixed on thest productnanufactured
and in no case less than the expected life of tharime equipment concerned

- the documentation referred to in point 3.1,
- the change referred to in point 3.5, as approved;
- the decisions and reports of the notified bodgrred to in points 3.5, 4.3 and 4.4.

Each notified body shall inform its notifyingtharities of quality system approvals issued
or withdrawn, and shall, periodically or upon resfienake available to its notifying

authorities the list of quality system approvalsised, suspended or otherwise restricted.

Each notified body shall inform the other notifieddies of quality system approvals
which it has refused, suspended or withdrawn, apdn request, of quality system

approvals which it has issued.
Authorised representative

The manufacturer's obligations set out in points 3.5, 5 and 6 may be fulfilled by his
authorised representative, on his behalf and umdeesponsibility, provided that they are

specified in the mandate.
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IV. MODULE F: CONFORMITY TO TYPE BASED ON PRODUCT VERIFICATION

1. Conformity to type based on product verificatisthe part of a conformity assessment
procedure whereby the manufacturer fulfils thegadiions laid down in points 2, 5.1
and 6, and ensures and declares on his sole restipnthat the products concerned,
which have been subject to the provisions of p8jrare in conformity with the type
described in the EC typexamination certificate and satisfy the requirera@ftthe

international instruments that apply to them.
2. Manufacturing

The manufacturer shall take all measures necessdahat the manufacturing process and
its monitoring ensure conformity of the manufactupeoducts with the approved type
described in the EC typexamination certificate and with the requiremeritthe

international instruments that apply to them.
3. Verification

A notified body chosen by the manufacturer shaitycaut appropriate examinations and
tests in order to check the conformity of the prdwvith the approved type described in
the EC typeexamination certificate and with the appropriatgureements of the

international instruments.
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4.1

4.2.

The examinations and tests to check the conforafitize products with the appropriate
requirements shall be carried out, at the choidb@imanufacturer either by examination
and testing of every product as specified in pdiot by examination and testing of the

products on a statistical basis as specified intdmi
Verification of conformity by examination andtmg of every product

All products shall be individually examined agdted in accordance with this Directive, in
order to verify conformity with the approved typesdribed in the EC typexamination
certificate and with the appropriate requirementhe international instruments.

The notified body shall issue a certificateofhformity in respect of the examinations and
tests carried out, and shall affix its identificetinumber to each approved product or have

it affixed under its responsibility.

The manufacturer shall keep the certificates of@wnity available for inspection by the
national authorities foat least 10years after thevheel mark has been affixed on thast
productl manufacturednd in no case less than the expected life of tharine

equipment concerned
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5.1.

5.2.

5.3.

Statistical verification of conformity

The manufacturer shall take all measures sacgso that the manufacturing process and
its monitoring ensure the homogeneity of each totipced, and shall present his products

for verification in the form of homogeneous lots.

A random sample shall be taken from eachAlbproducts in a sample shall be
individually examined and tested in accordance Witk Directive, in order to ensure their
conformity with the applicable requirements of thiernational instruments and to

determine whether the lot is accepted or rejected.

If a lot is accepted, all products of thedball be considered approved, except for those

products from the sample that have been foundmsatisfy the tests.

The notified body shall issue a certificate of arnfity in respect to the examinations and
tests carried out, and shall affix its identificatinumber to each approved product or have

it affixed under its responsibility.

The manufacturer shall keep the certificates of@wnity at the disposal of the national
authorities forat least 10years after thevheel mark has been affixed on thast product
| manufacturedind in no case less than the expected life of tharine

equipment concerned
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5.4. If a lot is rejected, the notified body or twmpetent authority shall take appropriate
measures to prevent that lot being placed on thr&ahdn the event of the frequent
rejection of lots the notified body may suspenddtatistical verification and take

appropriate measures.
6. Conformity marking and declaration of conformity

6.1. The manufacturer shall affix the required comfity marking set out in Article 9, and,
under the responsibility of the notified body reéel to in point 3, the latter's identification
number to each individual product that is in confity with the approved type described
in the EC typeexamination certificate and satisfies the applieabbuirements of the

international instruments.

6.2. The manufacturer shall draw up a written detian of conformity for each product model
and keep it at the disposal of the national autiestiforat least 10years after thevheel
mark has been affixed on thiast product] manufacture@nd in no case less than the
expected life of the marine equipment concerndthe declaration of conformity shall

identify the marine equipment model for which ish@en drawn up.
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A copy of the declaration of conformity shall bedeavailable to the relevant authorities
upon request.

If the notified body agrees and under its resfimlity, the manufacturer may affix the

notified body's identification number to the prottuduring the manufacturing process.
Authorised representative

The manufacturer's obligations may be fulfilledHiy authorised representative, on his
behalf and under his responsibility, provided thaty are specified in the mandate. An
authorised representative may not fulfil the maotufier's obligations set out in points 2
and 5.1.
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V.

MODULE G: CONFORMITY BASED ON UNIT VERIFICATION

Conformity based on unit verification is the faymity assessment procedure whereby the
manufacturer fulfils the obligations laid down iaipts 2, 3 and 5, and ensures and
declares on his sole responsibility that the prodoocerned, which has been subject to
the provisions of point 4, is in conformity withetllequirements of the international

instruments that apply to it.
Technical documentation

The manufacturer shall establish the technical oh@iation and make it available to the
notified body referred to in point 4. The documéptashall make it possible to assess the
product's conformity with the relevant requiremeatsd shall include an adequate analysis
and assessment of the risk(s). The technical doctatien shall specify the applicable
requirements and cover, as far as relevant foaslsessment, the design, manufacture and
operation of the product. The technical documenaghall, wherever applicable, contain

at least the following elements:

- a general description of the product,
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- conceptual design and manufacturing drawingssahdmes of components, sub-

assemblies, circuits, etc.,

- descriptions and explanations necessary forrhkengtanding of those drawings and

schemes and the operation of the product,

— alist of the requirements and testing standatdsh are applicable to the marine
equipment concerned in accordance with this Divectiogether with a description

of the solutions adopted to meet the said requingsne
- results of design calculations made, examinatansed out; and
—  testreports.

The manufacturer shall keep the technical docuntientat the disposal of the relevant
national authorities foat least 10years after thevheel mark has been affixed on thast
product] manufacture@nd in no case less than the expected life of tharine

equipment concerned
Manufacturing

The manufacturer shall take all measures necessahat the manufacturing process and
its monitoring ensure conformity of the manufactupeoduct with the applicable

requirements of the international instruments.
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5.1.

Verification

A notified body chosen by the manufacturer shaitycaut appropriate examinations and
tests in accordance with this Directive, in ordecheck the conformity of the product with

the applicable requirements of the internationsiruments.

The notified body shall issue a certificate of @yniity in respect of the examinations and
tests carried out and shall affix its identificatioumber to the approved product, or have it

affixed under its responsibility.

The manufacturer shall keep the certificates of@wnity at the disposal of the national
authorities forat least 10years after thevheel mark has been affixed on thast product
| manufacturedind in no case less than the expected life of tharine

equipment concerned
Conformity marking and declaration of conformity

The manufacturer shall affix tindneel mark referred ton Article 9 and, under the
responsibility of the notified body referred togaint 4, the latter's identification number

to each product that satisfies the applicable requents of the international instruments.
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5.2.

The manufacturer shall draw up a written detian of conformity and keep it at the
disposal of the national authorities #irleast 10years after thevheel mark has been
affixed on thelast productl manufactureénd in no case less than the expected life of
the marine equipment concernedhe declaration of conformity shall identify theoduct
for which it has been drawn up.

A copy of the declaration of conformity shall bedeavailable to the relevant authorities

upon request.
Authorised representative

The manufacturer's obligations set out in poinds@ 5 may be fulfilled by his authorised
representative, on his behalf and under his resipititys provided that they are specified

in the mandate.
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ANNEX 111

REQUIREMENTS TO BE MET BYCONFORMITY ASSESSMENT BODIES
IN ORDER TO BECOMENOTIFIED BODIES

For the purposes of notification, a conformgg@ssment body shall meet the requirements

laid down in points 2 to 11.

A conformity assessment body shall be estaldisimeler national law and have

legal personality.

A conformity assessment body shall be a thindydaody independent of the organisation

or the marine equipment it assesses.

A body belonging to a business association aiegsional federation representing
undertakings involved in the design, manufacturprgyision, assembly, use or
maintenance of marine equipment which it assessag, on condition that its
independence and the absence of any conflict efest are demonstrated, be considered

such a body.

A conformity assessment body, its top level ngenaent and the personnel responsible for
carrying out the conformity assessment tasks siolbe the designer, manufacturer,
supplier, installer, purchaser, owner, user or taaier of the marine equipment which
they assess, nor the authorised representativeyasfahose parties. This shall not
preclude the use of assessed products that aresaegdor the operations of the

conformity assessment body or the use of such ptedar personal purposes.
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A conformity assessment body, its top level ngan@ent and the personnel responsible for
carrying out the conformity assessment tasks sioalbe directly involved in the design,
manufacture or construction, the marketing, inatah, use or maintenance of that marine
equipment, or represent the parties engaged i thatsvities. They shall not engage in
any activity that may conflict with their indepemde of judgement or integrity in relation
to conformity assessment activities for which theg notified. This shall in particular

apply to consultancy services.

Conformity assessment bodies shall ensurelikraddtivities of their subsidiaries or
subcontractors do not affect the confidentialityjeativity or impartiality of their

conformity assessment activities.

Conformity assessment bodies and their persatvadii carry out the conformity
assessment activities with the highest degreeaségsional integrity and the requisite
technical competence in the specific field andIdbalfree from all pressures and
inducements, particularly financial, which mightlirence their judgement or the results of
their conformity assessment activities, especedlyegards persons or groups of persons

with an interest in the results of those activities

A conformity assessment body shall be capabtaoiing out all the conformity
assessment tasks assigned to it under this Dieeatid in relation to which it has been
notified, whether those tasks are carried out bycttnformity assessment body itself or on

its behalf and under its responsibility.
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10. At all times and for each conformity assessmentedure and each kincategoryor sub-

category of marine equipment in relation to whichas been notified, a conformity

assessment body shall have at its disposal thesmge

(@) personnel with technical knowledge and suffitend appropriate experience to

perform the conformity assessment tasks;

(b) descriptions of procedures in accordance whicthvconformity assessment is
carried out, ensuring the transparency and théyabfl reproduction of those
procedures. It shall have appropriate policies@odedures in place that distinguish

between tasks it carries out as a notified bodyahdr activities;

(c) procedures for the performance of activitiesolvhake due account of the size of an
undertaking, the sector in which it operates, titscsure, the degree of complexity of

the marine equipment technology in question andrtass or serial nature of the

production process.

11. A conformity assessment body shall have thensmaacessary to perform the technical and
administrative tasks connected with the conforraggessment activities in an appropriate

manner and shall have access to all necessaryregnipr facilities.
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12.

13.

14.

The personnel responsible for carrying out aonity assessment activities shall have the

following:

(@) sound technical and vocational training covgeah the conformity assessment

activities in relation to which the conformity assment body has been notified,;

(b) satisfactory knowledge of the requirementshefassessments they carry out and

adequate authority to carry out those assessments;

(c) appropriate knowledge and understanlincg the applicableequirements and
testingstandards and of the relevant provisions of EWnloasation legislation and

of its implementing regulations;

(d) the ability to draw up certificates, recordsl aaports demonstrating that assessments

have been carried out.

The impartiality of the conformity assessmesdibs, their top level management and of
the assessment personnel shall be guaranteed.

The remuneration of the top level managemethiaasessment personnel of a conformity
assessment body shall not depend on the numbsese$sments carried out or on the

results of those assessments.
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15.

16.

17.

18.

19.

Conformity assessment bodies shall take obifitiainsurance unless liability is assumed
by the State in accordance with national law, erMember State itself is directly

responsible for the conformity assessment.

The personnel of a conformity assessment blodly sbserve professional secrecy with
regard to all information obtained in carrying thwtir tasks under this Directive or any
provision of national law giving effect to it, exutdn relation to the competent authorities
of the MembefStatesin which its activities are carried out. Proprigtaghts shall

be protected.

Conformity assessment bodies shall participater ensure that their assessment
personnel are informed of, the relevant standatidisactivities and the activities of the
notified body coordination group established urtties Directiveand apply as general
guidance the administrative decisions and docunm@otfuced as a result of the work of

that group.

Conformity assessment bodies shall meet théreegents of standard
EN| ISOIEC 17065:2012.

Conformity assessment bodies shall ensuredbting laboratories used for
conformity-assessment purposes meet the requirgroéstandard
ENJ ISO/IEC 17025:2005.

99



1.1

1.2.

1.3.

ANNEX IV
NOTIFICATION PROCEDURE
Application for notification

A conformity assessment body shall submit@plieation for notification to the notifying
authority of the Member State in which it is esistid.

That application shall be accompanied by arijgson of the conformity assessment
activities, the conformity assessment module orutesdand the marine equipment for
which that body claims to be competent, as wellyaan accreditation certificate, where
one exists, issued by a national accreditation ladehsting that the conformity assessment

body fulfils the requirements laid down in Annekll.

Where the conformity assessment body conceraeaot provide an accreditation
certificate, it shall provide the notifying authigrivith all the documentary evidence
necessary for the verification, recognition andutagmonitoring of its compliance with

the requirements laid down in Annex Il .
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2.1.

2.2.

2.3.

2.4.

2.5.

Notification procedure

Notifying authorities may notify only confortpiassessment bodies which have satisfied

the requirements laid down in Annex Il .

They shall notify the Commission and the otflember States using the electronic

notification tool developed and managed by the Casion.

The notification shall include full details thie conformity assessment activities, the
conformity assessment module or modules and magogment concerned and the

relevant attestation of competence.

Where a notification is not based on an adtzeoh certificate as referred to in section 1,
the notifying authority shall provide the Commiss&nd the other Member States with
documentary evidence which attests to the confgrassessment body's competence and
the arrangements in place to ensure that that tvdtlige monitored regularly and will

continue to satisfy the requirements laid down Mméx III| .

The body concerned may perform the activiifes notified body only where no
objections are raised by the Commission or therddteanber States within two weeks of a
notification where an accreditation certificateigeed or within two months of a

notification where accreditation is not used.
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2.6.

2.7.

3.1.

3.2.

3.3.

3.4.

Only such a body shall be considered a ndthliedy for the purposes of this Directive.

The Commission and the other Member Statdklshaotified of any subsequent relevant

changes to the notification.
Identification numbers and lists of notified sl
The Commission shall assign an identificatiamber to a notified body.

It shall assign a single such number even evtier notified body is recognised as notified

under several EU acts.

The Commission shall make publicly available list of the bodies notified under this
Directive, including the identification numbers tlmave been allocated to them and the

activities for which they have been notified.

The Commission shall ensure that that likefst up to date.
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ANNEX V
REQUIREMENTS TO BE MET BY NOTIFYING AUTHORITIES

A notifying authority shall be established it way that no conflict of interest with

conformity assessment bodies occurs.

A notifying authority shall be organised and r@ped so as to safeguard the objectivity and

impartiality of its activities.

A notifying authority shall be organised in suctvay that each decision relating to
notification of a conformity assessment body istaky competent persons different from

those who carried out the assessment.

A notifying authority shall not offer or providey activities that conformity assessment

bodies perform or consultancy services on a comialarccompetitive basis.
A notifying authority shall safeguard the coetfidiality of the information it obtains.

A notifying authority shall have a sufficientmber of competent personnel at its disposal

for the proper performance of its tasks.
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