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~ EXPLANATORY MEMORANDUM

GENERAL INTRODUCTION

'In its Communication "A Common Policy on Safe Seas" of 24 February 1993' the

Commission has widely described the situation in the maritime sector all over the
world and it has demonstrated that the level of safety at sea is still too low. In
particular the Commission has highlighted the need for a prompt Commumty action
aiming at eradicating substandard ships and operators from Community waters. On
numerous occasions the European Parliament and the Council of the Union have
expressed their concern about shipping casualties, in particular loss.of human lives at
sea, as well as pollution of -the seas and coastlines of the Member State.

The risk of casualtles at sea and polIutlon of the marine environment can be.
undoubtedly influenced by the safety level in the performance of the equipment carried
on board. Safe and reliable equ1pment can be very often the element ‘which prevents
a tragedy at sea. .
Detailed testing standards and accurate testing methods determine the level of safety
of the equipment. Testing standards for certain types of marine equipment have been
developed within the Internatlonal Conventions and by the Internatlonal standardlsatlon _
bodies.

However, discretionary margin of interpretation of the international standards left to
certification authorities or testing organisations has lead to different levels of national
standards implementing the international ones, leading in turn to differing levels of --
safety for products which have obtained the approval of the national administrations.
These crucial differences of safety levels are further accentuated by different levels of
qualifications and experlence of the certxﬁcatxon authormes from one Member State
- to the other.

It is therefore necessary to ensure that in the Commuinity the national implementation
measures converge and that they are effectively applied in a consistent manner in all .
Member States.. The need for such a Community action for harmonisation of -
international technical requirements and testing of shipborne equipment, as well as of
" conformity assessment procedures designed to improve safety at sea, safeguard human
life-and protect the environment, has been stated in the above mentioned Commission
Communication and endorsed by the Council in its Resolution of 8 June 1993.
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This Directive has been deSIgned to solve these and other problems in the field of

marine equlpment

The first essential element of this Directive is the choice of the equipment for which
convergent measures are urgently required. The Commission believes that it is the
equipment for which the International Conventions require the approval of the national
administration as well as mandatory carriage on board. Such equipment has been
divided into two categories: equipment with detailed testing standards already existing
at international level (Annex A.l1 to the Directive) and equipment for which such

. standards do not exist yet (Annex A.2). Representatives of the Industry and of the

competent national administrations of Member States have conﬁrmed the righteousness
of this approach.

~ For the first category of equipment (lfsted in Annek A.1) it is necessary to ensure that

the equipment complies with the requirements of the relevant International -
Conventions, Resolutions and Circulars .of the International Maritime Organisation
(IMO) as well as the relevant international testing standards set out by the international
standardisation bodies. Compliance must be proven by conformity assessment
procedures, as laid down in Council Decision 93/465/EEC of 22 July 1993 (O.J. n" L

220 of 30.8.1993).

For the second category {equipment listed in Annex A.2) it is necessary to establish
detailed testing standards as soon as possible with a view to eliminating a situation
where each Member State establishes its own standards, which very often are
insufficient to ensure that the level of safety performances of the equipment type-
approved with such standards is high enough.

Since shipping is an international industry and the market for marine equlpment is a
global one, testing standards must be laid down at international level in order to avoid
that regional standards might create economic disadvantages for European shipowners
and manufacturers. For these reasons this Directive establishes that IMO shall be
requested to establish testing standards where they have not yet been laid down at
international level.

The second fundamental issue tackled by this Directive concerns the bodies appointed
by the national administrations to carry out the conformity assessment procedures:
Their quality is very different within the Community, thus leading to various levels
of safety performances of the equipment for which these bodies have carried out the
conformity assessment procedures. It is therefore not surprising that Member States
administrations are reluctant to accept without further control equipment approved
under the responsibility of another Member State.

~ This Directive provides therefore that the notified bodies have to fulfil common

quality criteria to be designated to work for the national administrations.

- Equipment complying with the r‘equiremehts of the International Conventions and with

the conformity assessment procedures must be granted the right to be placed on board
vessels without supplementary tests or evaluations. By virtue of this right such-
equipment will enjoy the free circulation in all Member States.
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- The additional positive side effect of these éafety provisions is therefore the granting

of access to a larger market for these products with the twofold benefit of scale
economies and reduced administrative and procedural costs related to their approval.

‘Such equipment should be easrly identifiable to facilitate further its circulation. The

most effective way to do so is to affix a distinguishing Mark to it. Member State shall
recognise all equipment bearing such a Mark, since it is a guarantee of compliance of

~ the equipment with the requirements of this Directive, ‘thatis a guarantee of high level

of safety .of the equ1pment

CAs regards economic-advantages related to thlS Drrectlve today’ s situation for type- ,
-approval of marine equipment is such that manufacturers have.to. submit their’

equipment for type approval to the national administration of all Member States where

_ they intend to sell their products. It means that already today the manufacturers have

to bear the expenses related to conformity assessment. Once the Directive will enter
into force, they will not be obliged to require the type-approval to all Member States:
type-approval of one Member State will be- enough to sell the equrpment all over in

the Commumty

The consequent Savings will reflect in the price of the eouipment which should be..

- lower. In a study carried out for the Commission, it has been estlmated that the cost

reduction in the construction of a shrp should vary between 0. 22% and 1.3 %.

In order to draft thrs Directive the Commrssron consulted representatlves of the.
maritime Industry (shipowners, shipbuilders, manufacturers of marine equipment,
classification societies, etc.) and they all welcomed this Directive as a positive tool to

_enhance safety at sea and speed up the procedures for type-approval of the equlpment
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NEED FOR A COUNCIL DIRECTIVE
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a) What are the objectives of the envisaged action in relation to the obligations
of the Community? , -

The Treaty foresees the establishment of a common transport policy and among the
measures envisaged to implcment such policy there are measures to improve transport
safety.

As part of the above, the main objective of the action envisaged is to harmomsc in the
Cox:nmumty the implementation of the international testing standards already existing

- for marine equipment, through a uniform application of the relevant International

Conventions, the relevant Resolutions and Circulars and the Intemational Maritime
Organisation and the relevant international testing standards set out by the international

~ standardisation bodies.

The Commission Communication "A Common Policy on Safe Seas" of 24 February
1993, anmounced the proposal for a Community Directive harmommng ‘'safety
requirements for marine eqmpment.

The Council of the Union, in its Resolution of 8 June 1993, urged the Commission to

harmonise the implementation of IMO standards and approval procedures for marine
equipment. '

b) Is it envisaged acuon solely the responablhty of the Community or a
responsibﬂ.ny shared with the Member States?

R”JS a responsibility shared between the Community and the Member States.

¢)  What is the Community dimension of the problem?

All Member States are concerned as flag States. They are also all concerned since the
Directive establishes the principle of mutual recognition of the equipment and, in tum,
the principle of free circulation of these goods within the Community.

d) What is the most efficient solution, as between Comumunity resources of the

Community and the Member State resources?

An action at Community level is the only possible way to enhance safety at sea by
harmonising the implementation of the international testing standards already existing -

 for marine equipment, to establish new international testing standards where they do

not exist yet, while reducing the distortion of competition between ship operators, and
those barriers to trade which at present represent an obstacle to the free circulation of
marine equipment in the Community.
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' By no means acﬁohs carried out by Member States sepérﬁtely might reach these

objectives. On the contrary, the action carried out at Commumity level ensures that the
safety performances of manne equipment will be raised and harmonised throughout
the Community. The consequence of this fact will be that Member States will be able
to accept the eqmpment type-apptoved by another Member State without carrying out

. further control, since they know they can ‘trust all the eqmpment beannc the

dastmgmshmg Mark as m,h quality eqmpment

e) What is the concrete added value of the acuon envisaged by the Commumty
‘ and what would be the cost of inaction? =

The concrete added value of this Directive 1s the enhancement of safety at seéa and
prevention of maritime pollution by raising the safety level of marine equipment.
A consequent positive effect of the principle of the mutual recognition of the
equipment established in the Directive will be the elimination of the unnecessary costs

‘and administrative procedures related to the approval of the equipment.
" Any action aiming at enhancing safety at sea can undoubtedly contribute to reduce the

risk of casualties at sea and marine pollution; recent accidents have demonstrated that
safe and reliable equipment can very often be the element which prevents a tragedy
at sea. These elements demonstrate that the cost of i macuon can be very, h1¢J1

) In what ways can the Community take abﬁbn‘?

Acuon at mtematlonal level is msufﬁczent in the absence of efﬁcxent enforcement
possibilities.

Internal Community Ieglslanon ensures that the measure will effecuvely be bmd.mo
due to the existence of Commmuty [aw enforcement procedures.

g)  Is uniform legislation necessary or does a Directive setting the general :
objecuv&s and leaving the execution to the Member States sufﬁce7

The choxce ofa Commumty d1recuve as'the legal instrument is the most appropnate

This Dxrecnve lays down a legal ﬁamework to enhance safety_ perfon:napce of marine
equipment through 2 uniform and compulsory application of international testing
standards for the equipment, but it leaves to each Member State the responsibility of
choosing the means of enforcement and the implementation of the Directive. o




* SPECIAL CONSIDERATIONS

Article 1

. ThlS artrcle deﬁnes the purpose of the Directive: to enhance safety at sea and preventlon of
marrne pollutron through the 1mprovement of the safety performances of marine equrpment

Testmg standards and testings methods can highly _mﬂuence the performances of marme
equipment. In-spite of the existence of detailed testing standards "already laid down in the

International Conventions or developed by the international standardisation bodies, there are
~ differences - in ‘the interpretation and - implementation of such standards by the national
certification authorities as well as differences in the levels of quahﬁcatron and experience of .
such authorities. This, of course, lead to differing levels of safety for products which have

+ - been type-approved by the national authorities.

The purpose of this Directive is to harmonise the implementation of the international testing
standards in the Community, through an uniform application of the relevant International
Conventions, the relevant Resolutions and Circulars of the International Mantlme Organisation
(IMO) and the relevant International testing - standards set “out by the 1nternatronal
: standardlsatron bodres

The provisions of the Directive apply to equipment for which the International Conventions

require the approval of the national administrations as well as mandatory carriage on board o

Such equipment is listed in Annex A to the Directive, which is divided into:

- Annex A.l, which contains equipment with detailed testlng standard already ex1st1ng, in
International Instruments, and :
- Annex A.2, which contains equipment without detailed. testmg standards already ex1st1ng in
~ International Instruments, but for which the Internatlonal Conventions require the approval
" of the national administrations. Article 7 of the Directive contains provisions to establish -
detailed testing standards at 1ntemat10nal level for this equlpment :

~ The- prov1510n Wthh 1ays down the principle that Member States have to recognlse ‘the
_ equipment which complres with the requirements of the International Instruments will. lead
to the positive consequence ‘of free circulation of the equipment within the Community.

" Further, all the unnecessary costs and administrative-procedure the manufacturers have to bear
in order to have their equipment approved will consequently be eliminated.

Article 2

This article contains definitions of the key words of the Directive.
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Article 3

Paragraph 1 specifies that the prov1510ns of the Directive apply to equipment placed on board
a New EU Ship, independently of the place where the ship is situated at the time of the
construction, and to equipment placed on board an Existing EU Ship when the equipment is
replaced or when the equipment is placed on board for the first time. The Directive applies
also if the ship is situated outside the Community when the equipment is placed on board.

Paragraph 2. Equipment already placed on board on the date of adoption of the Directive does
not need to be replaced, even if it does not comply with the provision of the Directive. Should
such equipment be replaced for other reasons, paragraph 1 will apply.

Paragraph 3. In case of equipment falling within the scope of this directive and also within
the scope of other Council Directives, in particular Council Directive 89/336/EEC on the
approximation of the laws of the Member States relating to electromagnetic compatibility,
such equipment shall be subject only to the provisions of this directive.

Article- 4

This article reaffirms the principle that Member States when actmg as Flag States, are
primarily responsible for the safety performances of their fleets. Each Member State, or the
organisations acting on its behalf, must ensure compliance of the equipment with the
requirements of the Directive when 1ssu1ng or renewing the Safety Certificates for a ship
flying 1ts ‘flag.

Artlcle 5

Paragraph 1. The primary objective of this Dlrectlve that i1s enhancing: the level of safety
performances of equipment throughout the Community, is achieved by establishing that after
the date referred to in Article 21, paragraph 1, concerning the entry into force of the national
legislations implementing the Directive, only equipment proven to comply with the
requirements of the relevant International Instruments can be placed on board an EU ship.

Paragraph 2. This paragraph states that the comphance of the equipment with the requirements
of the International Conventions and of the relevant Resolutions of the International Maritime
Organisation can only be proven on the basis of the Testing Standards and the Conformity
Assessment Procedures referred to in Annex A.l to the Directive.

Paragraph 3. In order to allow manufactures to sell the equipment they have manufactured
before the date of entry into force of the national legislation implementing the Directive, an
“interim period of two years after this date is granted for placing on the market and on board
such equipment, provided that it is manufactured in conformity with procedures for type
approval already in force in the territory of that Member State before the date of adoption of
the Directive. '
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Article 6

Member States shall not 1mpede to equ1pment llsted n Annex A.l which comphes w1th the
provisions of the Directive to be placed on their national markets or on board an EU ship.
-Member States shall accept such equlpment also for the purpose of the i 1ssue or- renewal of

the Safety Certlﬁcates o : , . j DR

Artrcle 7

' Paragraph 1 lays down a procedure to estabhsh detailed testing standards for equlpment hsted '
in Annex- A.2. Since shipping has an international character, establishing reg1onal standards
might create-economic disadvantages for European shipowners and manufactures as well as.

" barriers to trade. For this reason the Community intends, forthwith at the date of adoption of -
- the Directive, to submit a request to the Internatlonal Maritime Organization (IMO) to

. establrsh detailed testing standards for the equrpment listed in Annex A. 2

,A Paragraph 2: The submissions of the requests to IMO will be made by the Comm1$sron on-
behalf of the Commumty : o

Paragraph 3 Member States are requested to take all necessary steps to ensure that IMO

, undertakes the development of the standard expedltrously ' S e
'Paragraph 4. The development of such testmg standards shall be per1od1cally momtored by
-the Comm1ssron - : :

Paragraph 5 refers to the Committee procedure to transfer the equipment for which new

testing standards have been developed by IMO from Annex A.2 to Annex’A.1 when such

- _testing standards shall enter into force. When such equxpment is transferred into Annex A 1,
the provrs1ons of artlcle 5, w1ll apply to it. : ¢

Article 8

_Paragraph 1 regulates a situation where a New. Ship, 1rrespect1ve of its flag, is not reglstered
in a Member State and is to be transferred to the register of a Member State.” -
In this case the receiving Flag Member State is requested to carry out a survey on board that
ship to certlfy that the actual condition of the equipment corresponds with its Safety
Certificates and either conforms to the provisions of the Directive and bears the distinguishing
Mark or is equivalent to the equipment type-approved in accordance withthe Directive. If the
equipment proves to be equivalent, to the satisfaction of the recelvmg Member State it is not
necessary to replace it. : :
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Article 9

Paragraph 1 states that the competent national administration of a Member State shall give

notification to the Commission and to the other Member States of the bodies entrusted to

“carry out the conformity assessment procedures, together with the indication of the specific

tasks which these bodies have been appointed to carry out and their identification number.
These organisations have to submit adequate information to the Member State in order to

prove their compliance with the criteria set out in Annex C to the Directive.

Paragraph 2. When a Member State cohsiders that a Notified Body no longer fulfils the
criteria of Annex C, it must withdraw its designation and inform the Comm1ssxon and the
other Member States of 1ts demsxon

Article 10 ’

‘Paragraph 1 specifies that compliance of equipment listed in Annex A.1 with the requirements
of the International Instruments referred to in the same Annex, shall be proven by conformlty
“assessment procedure, according to the following possible combmatlons

module B + module C;

-module B + module D;

module B + module E;

module B + module F or

module H. - -

In Annex A.l it is specified. for each type of equipment, among which modules the
- manufacture or his authorised representative within the Community can choose.

Paragraph 2. A declaration of conformity to typé must be issued in written'form,; such a
declaration shall contain all the information specified in Annex B for each module.

A Paragraph 3. The EC unit verification (module G) is allowed only for equipment produced
in small quantities or for unique equipment.

Article 11

Paragraph 1. The manufacturer or his authorised representative established within the
Community will affix the Mark to equipment manufactured in compliance with the relevant

International Instruments and conformity -assessment procedures.

‘Paragraph 2, 3, 4, 5 and 6 establish the rules for affixing the M-arki

Article 12
Paragraph 1. As concerns equipment which is not yet placed on board, Member States may
take all necessary steps to ensure that sample checks are carried out in order to venfy that

such equipment is in conformity with the Directive.
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The expenses related to the sample checks cannot be charged to the manufacturers; they must
be paid by" the Member States 2

Paragraph 2. Thls paragraph refers to, equipment complymg w1th the requirements of the ‘
- Directive and placed on board an EU Ship. Such equipment can be subject to evaluation by.

the flag Administration only if provisions for operational on board performance tests are
- established by the International Instruments. Such evaluation cannot duplicate the confornnty
, assessment procedure already carried out. ' :

Article 13
This article has been designed as a safeguard clause.

'Paragraph 1. This paragraph deals with the case of equipment Which although correctl\y

installed, maintained and used for its intended purpose, may be dangerous for the health - 3

and/or safety of the crew, the passengers, other persons, or for the marine environment.
Should this case occur, the Member State which ascertains this situation may -take all the
‘ appropriate interim measures to withdraw such equipment from the market or prohibit or
‘restrict its being placed on the market, or on board a ship. This Member State must inform -
- the Commission and the other Member States of the measures it has taken and of the reasons
for th1s decrsron

Paragraph 2 describes the procedure ‘which must be followed in this case: the Comrmssron

shall enter into consultation with the parties concerned; if the Commrss1on finds that the . -

- measures are justified, it shall so inform all Member States; a Committee procedure is
foreseen if the measures taken’ by the Member State are due to shortcomings in the standards;
if the Commission finds that the measures are unjustified, it shall so inform the Member State
which took the 1n1t1at1ve and the manufacturer or his author1sed representanve w1th1n the”
Community. '

Paragraph 3 If non—compllance concerns equ1pment wh1ch bears the Mark lt is, the
responsibility of the Member State ‘which has authority over whomsoever afﬁxed the Mark

to take all the appropr1ate measures and consequently mform the Commrssmn and the other
Member States o

. Paragraph 4 contams the prov1s1on that the Comm1ss1on is responsible for’ keepmg Member
States mformed of the progress and outcome of the procedure. : -

Article 14

Paragraph 1. Should completely new equipmerit be put on the market, European shipowners
must be allowed:to profit of the technical innovations; for this reason this paragraph states that .
such equipment may be placed on board an EU ship even if it does not comply with the A
-conformity assessment procedures, provided that it proves to be, to the satisfaction of the Flag
State Administration, at least as effective as equipment bearing the distinguishing Mark.




Paragraph 2. The trials procedures, carried out by the Flag State Administration to ascertain
that the Equipment referred to in paragraph 1 is at least as effective as equipment which does
comply with the conformity assessment procedures, shall in no way discriminate between
equipment manufactured in different Member States.

Paragraph 3. Such equipment shall be given by the Member State a Certificate containing the
permission of the Member State to be placed on board and eventual restrictions or provisions
relating to its use. '

Paragraph 4. A report of all trials, assessments and conformity assessment pfocedures of this
equipment shall be sent to the Commission and to the other Member States.

Paragraph 5. ‘Since for this new equipment detailed testing standards to comply with do not
exist, the Commission will request IMO to establish them. For so doing this equ1pment must
be added to Annex A.2 to the directive through a Committee procedure.

Article 15

This article ensures that equipment can be tested and consequently carried on board an EU
ship even if it does not comply with the conformity assessment procedures. Such equipment,
which must be accompanied by a certificate issued by the Member State, cannot replace the
EC type-examined equipment which has to remain on board.

Article 16 -

Paragraph .1 describes a situation where a piece of equipment must be replaced in a port

outside the Community where it is exceptionally not possible to find a piece of EC type-

examined -equipment. In this case other equipment can be put on board; as a first choice, it
is necessary to buy equipment approved by a recognised organisation equivalent to a Notified

Body where an agreement for mutual recognition of such organisations has been concluded

between the Community and the third country concerned. If it is impossible to find it,

equipment approved by a non-mutually recognised organisation may be placed on board.

Paragraph 2. Details concerning the equlpment must be 1mmed1ately transmitted to the ﬂag :
State administration.

Paragraph 3 states the obligat'ion for the flag State administration to ensure as soon as possible
“that such equipment complies with the relevant requirements of the International Instruments.

Article 17

This article establishes a Committee of experts which assists the Commission in accordance
with the procedure laid down in article 20.
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The committee is the one set up by article 12 of Directive 93/75/EC concerning ‘minimum
requirements for vessels bound for or leavmg Commumty ports and carrymg dangerous or
polluting goeods. :

Article 18

The article provides that this Directive may be amended by the Commxssmn in order to adapt
it to possible evolutions of the relevant International Instruments and in order to update Annex
A when new equipment is introduced.or when equipment is. transferred from Annex A.2.to
Annex A:.l and from Annex A.l to Annex A.2. In both. cases, the procedure laid down in
' ,artlcle 20 w111 apply - :
Article 19

This article -describes the procedure which must be applied when the Directive establishes a .

- Committee procedure. It is the type procedure I of artlcle 2 of the Council Dec1sron
87/373/EEC of 13 July 19842 ‘ o A

~Article 20

The principle of mutual assistance of Member States for the effectlve 1mplementat10n and the -
enforcement of this D1rect1ve is estabhshed in this article. :

© Article 21 o B _ : S . T

This article upholds the measures with which each Member State has to comply in order to
enforce the Directive.. '

A-rticle 22

No comments.

. Article 23

No comments.

[EP

g OJ N° L 197/33 of 17.7.1987. Council Dccxslon 87/373/EEC of 13 July 1987 laymg down the procedures for the exerc1sc of
implementing powers.conferred on the Commlsswn .
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' PROPOSAL FOR A COUNCIL DIRECTIVE ON MARINE EQUIPMENT

“THE 'COUNCIL OF THE EUROPEAN- UNION, - 3

‘Having regard to the Treaty establlshmg the European Commumty, and in part1cular Artlcle
84 (2) thereof, :

Havmg regard to the proposal froni the Commission’,
‘In cooperation with the European Parliament?,

Having regard to the opinion of the Economic and Social _Committees,

oA

.Whereas in “the framework of the common transport policy it is, necessary in the sector of
maritime transport to lay down further measures to ensure transport safety,

Whereas the Community is serlously concerned about shipping casualnes, in particular loss
of human lives at sea, as well as pollution of the seas and coastlines of the Member States;

Whereas high safety levels in the performances of the’ equipmeént carried on board can

undoubtedly contribute to reduce the risk of casualties at sea and pollution of the sea; Whereas .
testing standards and testing methods can hlghly influence the future performances of the'

equipment;

‘Whereas the International Convent1ons require flag States to ensure the respect of safety'
requirements of the equipment carried on board and to issue the relevant.certificates; Whereas
to this effect testing- standards- for certain types of marine equipment have been developed
within the relevant International Conventlons and by the Internatlonal standardisation bodles :

‘ Whereas 1in spite of the existence of 1nternat10nal testing standards there are dlfferent levels

of national standards implementing the international ones leaving discretionary margins to

: certification author1t1es as-well as different levels of qualrﬁcanons and exper1ence of such
authorities; .

Whereas it is necessary to lay down common rules to eliminate the lack of harmonisation in
implementing the international standards, leading both to differing levels of safety for products
.which the competent national authorities have certified to be in compliance with the relevant
~ international safety standards and to strong reluctance of 'several Member States to :accept”
- without further control for carriage on .b.o_ard‘s_lnps flying their flag equipment approved by




another Member State; Whereas these common rules will have the effect of eliminating
unnecessary costs and administrative procedures related to the approval of the equipment and
of . improving thereby the operating conditions -and competitive position of Community
shipping; as well as of eliminating technical barriers to trade;

Whereas free movement of certain products which could also be used as equipment on board -
ships flying the flag of a Member State is already ensured in whole or in part by the
provisions of various directives including Council Directive 89/336/EEC on the approximation
of the laws of the Member States relating to electromagnetic compatibility®; whereas these
provisions.'do not, however, concern also the certification thereof by Member States in
accordance with the relevant International Conventions and in consequence equipment to be
placed on board to comply therewith must be dealt with exclusively in new common rules;

Whereas the Commission in its Communication of 24 February, 1993 on a Common Policy
on. Safe Seas underlines the need to ensure that the margin of interpretation of the
international standards left to administrations or testing organisations converges and that rules
and standards for marine equipment are effectively applied in a consistent manner in all
Member States; Whereas the Council of the Union, in its Resolution of 8 June 1993, urged
the - Commission to harmonise the implementation of IMO standards and the approval
procedures for marine equlpment

Whereas it is indicated in the above mentioned Communication that directives should be
adopted addressing in the first place shipborne equipment for which the .International
Convention for the Safety of Life at Sea (SOLAS) and the International Convention for the
Prevention - of - Pollution from Ships (MARPOL) require the approval by national
administrations in accordance to safety standards set out in the International Conventions or
Resolutions; Whereas representatives of the Industry and of competent national administrations
of Member. States consider appropriate to address equipment for which the International
Conventions require the approval of the national administration as well as mandatory carriage .
on. board :

Whereas action at Community level is the only possible way to find a solution to the above
mentioned problems, since Member States acting independently or through the International
_organisations are not able to establish the same level of safety performance of the equipment
because of the discretionary margins always left to the Administrations by the International
Instruments; Whereas mutual recognition of certificates issued in different Member States is
generally impossible because of the existance of the discretion element;

Whereas the adoption of a Council Directive is the appropriate procedure for laying down a
legal framework to enhance safety performances of the equipment through a uniform and
compulsory application of the international testing standards for the equipment, while leaving -
to the Member States the means of enforcement and the implementation of the Directive;

Whereas it is necessary to eliminate all the discretionary elements left to the National
Administrations by setting out clearly in Annex A which tests may alone be used among those

8 OJ L 139/19 of 23.5.89.



referred to.in the International Instruments;

“Whereas national administrations or organisations acting on their behalf in assessing the safety
performances of the equipment carried on board. ships. flying their flag and in issuing or -
renewing the relevant safety certificates must ensure compliance wrth the prov131ons of thrs
Dlrectrve
Whereas Member-Statés have to- desrgnate notified bodies entitled to perform the conformity-
assessment procedures and they also have to ensure that such bodies are efficient and
profess1onally capable to carry out the tasks they have been appomted to carry out;
Whereas comphance wrth the international testing standards shall be proven by conformity-.
assessment procedures’ as laid down in the Councrl Decision 93/465/EEC of 22 July 19937

~Whereas equipment referred to in this drrectrve should as a general rule, bear ‘a mark to
indicate its compliance with the requlrements of the directive and to be placed. on: board and
' 1nto service in accordance with its mtended purpose

Whereas it is necessary to grant an interim period, after the entry into force of the natlonalA
legislations 1mplementmg the directive, during which equipment manufactured before that date
can be placed on board even if does not bear the mark in order to allow the manufacturers
to sell the equrpment they have in'stock; -

Whereas there. are pieces of equipment for which the International Conventions require the -
approval of the administration and the mandatory carriage on board but for which detailed
international testing standards do not exist.(equipment listed in Annex A.2 to the directive);
Whereas, since shipping has an international character and -adoption .of regional standards
would create an economic disadvantage for European shipowners and manufacturers, it is
necessary to lay down testing standards at international lével; Whereas the Interriational
Maritime Organisation (IMO) is co’nsidered the most appropriate body to lay down testing
standards, in order ‘to ensure that they are applicable all over the world and not only
regionally; Whereas when the international testing standards enter 1nto force, measures should
be foresees to.take account thereof for the purposes of thls Directive; R

: Whereas Member States shall allow equipment bearing the mark,to freely move on their -
“territory, to be placed on the market, to be placed on board and to be used in accordance with |
their -intended purpose; without further evaluation or technical requirements;. -

Whereas equipment placed on board a ship not registered in a Member State does not
necessarily comply with the international testing. standards; Whereas, if such'a ship is -
transferred to the-register of -a Member State, its equipment has to be proven, to the
satisfaction of that Member State admmrstratlon equrvalent to the equrpment type- approved
in accordance with the directive; : »

70J, N L 220 of 30.8.1993




Whereas, ‘in order to verify conformity of the equipment with the directive, sample checks
may be carried out by the Member States at their expense when the equipment has not yet
been placed on board; Whereas if the equipment has already been placed on board, evaluation
of such equipment shall be permitted only when the International Conventions require
operational on board performance tests for safety and/or pollution purposes;

- Whereas it is appropriate that the Member States may take provisional measures to limit or
prohibit the placing on board and the use of equipment in cases where it presents a particular
risk to the safety of the créw, the passengers, other persons or to the marine environment,
provided that the measures are subject to a Community control procedure;

Whereas completely new equipment can be put on the market; Whereas european shipowners
must be allowed to take advantage of the technical innovation in order not to create an
economic disadvantage in comparison with non-European shipowners, prov1ded that such new
equipment gives the same guarantees of safety as the equipment covered by the Directive;
Whereas detailed testing standards for such equipment must be established at international
level while nevertheless leaving the possibility of testing or evaluating equipment on board
of Community ships to be consistent with the corresponding international requirements;

Whereas it may happen that a piece of equipment must be replaced in a port outside the
Community where it is exceptionally not possible to find a piece of EC type-examined
equipment; Whereas such a ship must be put in a position to continue its navigation;

Whereas it is necessary for a Committee composed of the representatives of the Member
States to assist the Commission; Whereas the Committee set up in article 12 of Council
Directive 93/75/EC can assume this function; Whereas there must be a procedure to amend
the directive in order to take due account of progress in international fora and to update the
Annex to the directive; Whereas the adequate procedure according to which the Committee
will act is procedure I of article 2 of Council Decision 87/373/EEC;

HAS ADOPTED THIS DIRECTIVE:



~

" PROPOSAL FOR A COUNCIL DIRECTIVE ON_MARINE EQUIPMENT

Article 1.

The purpose of this Directive is to enhance safety at sea and prevention of marine pollution
through the uniform application of the relevant International Instruments relating to equipment -
listed in Annex A to be placed on board Ships for whichi Safety Certificates are issued by
~ Member States pursuant to International Conventlons and to ensure the free movement of such
equipment within the Communlty

- Article 2

For the purposes of this Dlrectlve the followmg deﬁmtlons shall apply:

"Conformity

_ Assessment . . - ‘ :
~ Procedures™: .. means those procedures set out in artlcle 10 and Annex B of thls
: ' D1rect1ve ' '
"Equipment": 'means equlpment hsted in Annexes A. 1 and A.2 Wthh must be placed
‘ ~on board a Shlp for 'use in order to comply with the International -
Instruments or is voluntarily placed on board for use, and. for which the
approval of the flag State administration is requlred accordmg to the
Intematlonal Instruments.
"International ‘ A : - :
Conventions": ) means the 1974 International Convention for the Safety of Life at Sea,
: ~ the - 1966 International Convention. on Load Lmes the 1973 -
International Convention for the Prevention of Pollution from Ships-and
the 1972-Convention on the International Regulations for Preventing
Collisions at sea, together with their Protocols and amendments thereto
in force at the date of adoptlon of thlS D1rect1ve S ’
“'International \ : .
Instruments”: . means the relevant International Conventions and the relevant Resol-

utions and Circulars of the International Maritime Organization (IMO),
..as well as the relevant international Testing Standards. g




||~Markll: :
"Notified Body":
"Placed on
board":.

"Safety -
-Certificates":

||Ship'| :

- "EU Ship":

- "New ship™:

means the symbol referred to in article 11 and set out in Annex D.

' means an organisation designated by the competent national admin- -

istration of a Member State in conformity with article 9.
means equipment installed or placed on board a Ship.

means those Certificates issued by or on behalf of Member States in
accordance with the International Conventions.

means any seagoing vessel covered by the International Conventions,
as appropriate.

means a Ship for which safety certificates are issued by Mem-
ber States pursuant to International Conventions.

means a Ship, the. keel of which is laid or which is at a similar
stage of construction on or after the date of adoption of this
Directive. For the purpose of this definition, a similar stage of
construction means the stage at which:

i) construction identifiable with a specific ship begins and

ii) assembly of that ship has commenced comprising at least 50
tonnes or one per cent of the estimated mass of all structural
material, whichever is less. )

- "Existing ship": means a Ship which is not a New ship.

"Testing |
standards™:

"Type-approval":

means the standards set out by the International Maritime Organisation
(IMO), the International Organisation for Standardisation (ISO), the
European Telecommunication Standards - Institute (ETSI) and the

" International Electro-Technical Commission (IEC), in force at the date

of adoption of this Directive, and established in accordance with the
relevant International Conventions and with the relevant Resolutions
and Circulars of the International Maritime Organization to define the
methods of test and tests results, only in the form referred to in Annex
A ' )

means the procedures of evaluation of Equipment produced, in
accordance with the appropriate Testing Standards, and the issue of the

appropriate certificate.



Article 3 S Cn

1. This Dlrecti\re shall apply to Equipment for use on hoard'

a) a New EU Shlp whether or not the Sh1p is 51tuated at the tlme of constructlon wrthln
‘the European Community; - o

b) -an Existing EU ship which previously” did not carry on board such Equlpment or

~ where Equipment whlch was already carried on board the ship is replaced, whether or
not the ship is situated w1th1.n the European Community at the time when the Equ1p-
ment is placed on board. ‘ :

2. Thrs Directive does not apply to Equrpment whlch on the date of adoptlon of thls -
" Directive has already been placed on board a ship.

3. Notwrthstandlng the fact that the Equlpment referred to in paragraph 1 is able to fall.
within the scope of Council Directives, other than the present directive, for the purpose of free

circulation, and in particular Council Directive 89/336/EEC, the Equipment so referred to shall
~ be subject only to the provmons of the present directive, to the exclusion of all others for that

purpose.
Article 4

‘Each Member State or the" organisations acting on its hehalf when issuing or reneWing the
relevant Safety Certificates, shall ensure that the Equipment on board the Ships. ﬂyrng its flag
complres with the requ1rements of this D1rect1ve :

Article 5 -

1. Equipment listed in Annex A.l, placed on board an EU Ship on or after the date
‘referred to in. Article 21, paragraph 1, concerning the entry into force of the national leg1sla—
" tions implementing this Dlrectlve shall meet the appllcable requlrements of the International
- Instruments referred to in the said Annex. : : "

2. Compl1ance of Equipment with the applrcable requu'ements of the Internatlonal
Conventions and of the relevant Resolutions and circulars of the Internatronal Maritime

) Organisation shall be proven exclusively in accordance with the relevant Testing Standards s

" and the Conformrty Assessment Procedures referred to in Annex A. 1

3. Equlpment listed in Annex A.1 manufactured before the date of entry into force of *
the national legislations implementing this Directive may also be placed on the market and
on board an Ship. the certificates of which are issued by a Member State in accordance with
" the International Conventions, for a period of two years from the date of entry into force of
the national legislations 1mp1ement1ng this Directive, if manufactured in conformity with pro-
cedures for type-approval already in force in the terrltory of that Member State before the date
"of adoptlon of thls Directive. ~ :
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_ Article 6

Member States shall not refuse the placing on the market, the placing on board an EU Ship,
nor refuse the issue or renewal of the Safety Certificates relating thereto, of Equipment
referred to in Annex A.1 which complies with the provisions of this Directive.

Article 7

1., The European Community shall forthwith at the date of adoption of this Directive
submit a request to the International Maritime Organisation to establish detailed testmg
standards for Equipment listed in Annex A. 2

2. Such request shall be made by the Commission on behalf of the Community.

3. Member States shall deploy all necessary. efforts to ensure that the 1nternational
Maritime Organisation undertakes the development of these standards expeditiously.

4. The Commission will momtor and rev1ew the development of the testing standards on
a regular basis.

5. When the testing standards referred to in paragraph 1 shall enter into force for a
specific item of Equipment, such Equipment may be transferred from Annex A.2 to Annex
A.1 in accordance with the procedure laid down in article 19 and therefore the provisions of
article 5 will apply as from that date.

Article 8

In the case of a New ship which, irrespective of its flag, is not registered in a Member State
and is to be transferred to the register of a Member State, on transfer, such a ship shall be
subject to inspection by the receiving flag Member State to verify that the actual condition -
~ of its Equipment corresponds with its Safety Certificates and either conforms to the provisions
~ of this Directive and bears the Mark or is equivalent, to the satisfaction of that Member State
Administration, to the Equipment type-approved in accordance with this Directive. Unless the
Equipment ¢ither bears the Mark or that Administration deems that Equipment to be equival-
ent, such Equipment shall be replaced.



- Article 9
L. Member States shall notrfy the Commrssron and the other Member States of the bodres '
‘which they have appointed to carry out the procedures referred to in Article 10 together with
the specific tasks which these bodies have been appointed to carry out and the identification
numbers assigned to them beforehand by the ‘Commission. The organisations shall submit to
the Member State which intends to notrfy them complete information concerning, and
evrdence of, comphance with the criteria set out in Annex C.

2. A Member State which has designated a Notiﬁed Body must withdraw its designation_
if it finds that the body no longer meets the criteria listed in Annex.C. It shall immedlately
_inform the Commrssmn and the other Member States accordlngly

Article 10

1 The ConfOrrnity Assessment Procedure, the details of which are listed in Annex B shall

i) .EC type- _examination (module B) and, prior to the equipment being placed on the .

market and according to the choice made by the manufacturer or his authorised repre- - |

sentative within the Communlty among those 1nd1cated in Annex A.l, all equipment
shall be’ subject to either: -

a. the EC declaration of conformity to type (module 0), or :

b. the EC” declaration of conformity to . type (production quality assurance)

- (module D),or
¢c.  the EC declaration of conformrty to type (product quality. assurance) (module
E), or
’ d. ‘the EC declaration of conformrty to .type (product veriﬁcation) (module F)
- or : ; .

i1) - EC full quahty assurance. (module H)

2.. The declaration of conformrty to type shall. be in written form and shall contam the
_mformation specified in Annex B. ~ ‘

,. 3. For Equipment- produced in small. quantlties or for unrque Equrpment the conformlty
assessment procedure may be the EC unit veriﬁcatlon (module G) ‘ :




-

Article 11

1. .Equipment referred to in Annex A.l manufactured in compliance with the relevant
International Instruments and the Conformity Assessment Procedures must have the Mark
affixed to it by the manufacturer or his authorised representatlve establlshed within the
Commumty

2. The Mark shall be followed by the identification number of the Notified Body which
has performed the Conformity Assessment Procedure, if th¢ said body is involved in the
production control phase, as well as by the last two figures of the year that the Mark is
affixed. The identification number of the Notified Body must be affixed under its respon-
sibility either by the body itself or by the manufacturer or his agent established within the
Community. ’ :

3. The form of the Mark to be used is set out in Annex D.

4...  The Mark shall be affixed to the Equipment or to its data plate so as to be visible,
legible and indelible throughout the anticipated useful life of the Equlpment However, where
this is not p0551ble or not warranted on account of the nature of the piece of Equlpment it
must be. affixed to the packaging of the product, to a label or to a leaflet.

5. C1ti is prohlblted to affix marks or inscriptions which are likely to mislead third parties
with regard to the meaning or the graphics of the Mark referred to in this Directive.

6. '« The Mark must be affixed at the end of the production phase.
Article 12
1. . . Notwithstanding the provisions of Article 6, Member States may take the necessary

measures to ensure that sample checks are carried out on Equipment bearing the Mark which
is on their markets and which is not yet placed on board, so as to verify its conformity with
this Directive. The sample checks will be carried out at the expense of the Member State.

2. Notwithstanding the provisions of Article 6, after installation on board an EU Ship
evaluation, by the flag administration -of that Ship, of Equipment which complies with the
requirements of this Directive shall be permitted when operational on board performance tests
are required by the International Instruments for safety and/or pollution prevention purposes
" and provided that these do not duphcate the Conformity Assessment Procedures already
carried out. :
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Article 13

1.- - 'Where a Member State ascertains by inspection or otherwise that a piece of Euipment -
referred to in Annex A.1, and nothwistanding the fact that it bears the Mark, when correctly
installed, maintained and used for its intended purpose, may compromise the health and/or -
safety of the crew, the passengers or, where apphcable other persons, or affect the. marine -
environment it shall take all appropriate interim measures to withdraw that piece of Equipment
from the market or prohibit or restrict its being placed on the market or on board a Ship. The
Member State shall immediately inform the other Member States and the Commission of this-
measure and indicate the reasons for its decrsmn and m partlcular whether non- comphance;.‘ :
with this Directive is due to: . : R
a) failure to respect the prov1s10ns of articles 5, paragraphs 1 and 2

b) . incorrect application of the Testing Standards referred to in artrcle 5 paragraph 1 and'
_ .2 . : '

c) shortcomings in the.Testing Standards themselves.'

2. The Commission shall enter 1nto consultatlon with the parties concerned as Soon as-

possible. Where, after such consultation, the Commission finds that: - :
- the measures are justified, it shall immediately so inform the Member State Wthh took"

the initiative and the other Member States; where the decision referred to in ‘paragraph

1 is attributed to shortcommgs in the Testing Standards, the Commission shall, after
consulting the parties concerned, bring the matter before.the Committee referred to in
article 17 within two months if the Member State which has taken the decision intends-
- to maintain it and shall initiate the procedure referred to in article 19;
- the measures are unjustified, it shall immediately so inform the Member State which
took the, initiative and the manufacturer or his authorlsed representatlve estabhshed in
the Commumty

3. Where a non-complying piece.of Equ1pment bears the Mark the approprrate measures
shall be taken by the Member State which has authority over whomsoever affixed the Mark; '
that Member State shall 1nform the Commission and the other Member States thereof

4. The Commission shall ensure that the Member States are kept 1nformed of the progress :
and outcome of thrs procedure : . . ; :
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Article 14

1. Notwithstanding the provisions of article 5, in eXceptional circumstances of technical
innovation the flag State administration may permit Equipment which does not comply with
the Conformity Assessment Procedures to be placed on board an EU Ship if it is established -
by trial or otherwise to the satisfaction of the flag State administration that such Equipment
is at least as effective as Equipment which does comply with the Conformity Assessment
- Procedures. _
2. Such trials procedures shall in no way discriminate between Equipment produced in
the flag State and Equlpment produced in other Member States. '

3. Equipment Wthh comes within this article shall be given a certificate by the Member
State which at all times has to be carried together with the Equipment and which contains the
permission of the flag Member State for the Equipment to be placed on board the Ship and

any restrictions or provisions relating to the use of the Equipment. '

4. In the event that a Member State permits the placing on board an EU Ship of
- Equipment. within this article, that Member State shall communicate forthwith to the
Commission and the other Member States the particulars thereof together with the reports of
~all trials, assessrnents and Conformity Assessment Procedures. : '

5. Equlpment referred to in paragraph 1 shall be added to Annex A.2 to this Directive
in accordance with the procedure laid down in artlcle 19

Article 15

Notwithstanding the provisions of article 5, for reasons of testing or evaluating Equipment and
only when the following conditions are complied with a flag State administration may permit
Equipment which does not comply with the Conformity Assessment Procedures or does not
come within article 14 to be placed on board an EU Ship:

a) the Equipment will be given a certificate by the Member State which at all times must
be carried together with the Equipment and which contains the permission of the
Member State for the Equipment to be placed on board the EU Ship and any
restrictions or provisions relating to the use of the Equipment;

b) ~ the Equipment must not be relied upon in place of EC type-examined Equipment and

shall not replace the EC type-examined Equipment. The EC type- exammed Equlpment
must remain on board the EU Ship.
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Article 16

1. Where the Equlpment needs to be replaced ina port outside the, Commumty and in
exceptional circumstances duly to be justified to the Flag State administration where it is. not’
practicable in terms of reasonable time, delay and cost to place on board Equipment which -
"is EC type-examined, other Equxpment may be placed on board in accordance w1th the pro-
cedure below : :

a) The Equ1pment shall be accompamed by documentatlon issued by a recogmsed

organisation equivalent to a Notified Body, where an agreement between the
~Community and the third country concerned has been concluded for utual recogm- .

tion of such organisations. - '

b) Should it prove imposs‘ibIe to comply with the p’rovisi\o'ns under 1a), Equipment = -
approved by a non-mutually recognised orgamsanon may be placed on board, subject
to the provisions of paragraphs 2 and 3. ‘

2. The flag State admxmstratlon shall be informed at once of the nature and characterlstlcs :
of such other Equ1pment - S

3. The flag State admrmstranon must ensure, at the earllest opportunity, that the Equrp-
ment referred to in paragraph 1, along with its testlng documentation, comphes with the
- relevant, requlrements of the Internatlonal Instruments. :

Article 17

. The Commission shalI be assisted by the Commrttee set up by article 12 of Dlrectrve |
93/75/EC in. accordance ‘with the procedure laid down in article 1.

Article 18<

"The Dlrectlve may be amended in accordance with the procedure. laid down in artrcle 19, in

~ order to :

.- apply . for the purposes of thlS Dlrcctlve subsequent amendments of Intematlonal .

' ~ -Instruments; _

- update Annex A, both by mtroducmg new equlpment and by transfemng Equlpment
from Annex-A.l to Annex A.2 and vice-versa.
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Article 19
Where reference is.made to this article, the following procedure shall apply :

(a) the representative of the Commission shall submit to the Committee referred
to in article 17 a draft of the measures to be taken;
(b) - the Committee shall deliver its opinion within a time limit which the chairman
. may lay down according to the urgency of the matter; ~
- (©) the opinion shall be recorded in the minutes; in addition each Member State
’ shall have the right to have its position recorded in the minutes;
(d)  the Commission shall take the utmost account of the opinion delivered by the
Committee. It shall inform the Committee of the manner in which its opinion
has been taken into account. :

—

Article 20

The Member States shall offer each other mutual assistance with a view to the effective
implementation and enforcement of this Directive.

Article 21

1. Member States shall adopt and publish the laws, regulations and administrative provi-
sions necessary to comply with this Directive not later than 30 June 1998.

Member States shall apply these provisions from 1 January 1999.

When Member States adopt the provisions referred to in the first subparagraph, these shall
contain a reference to this Directive or shall be accompanied by such reference on the
occasion of their official publication.” The procedure for such reference shall be adopted by
Member States.

2. The Member States shall immediately communicate to the Commission the text of the
provisions of national law which they adopt in the field governed by this Directive. The
Commission shall inform the other Member States thereof.

Article 22

This Directive shall enter into force on the day of its pubhcatlon in the Ofﬁmal Journal of the
European Communities.
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- Article 23

This Directive is addressed to the Member States. A

" Done at [ ]
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ANNEX A

'ANNEX A.1: Equipment with detailed testing standards already existing in International Instruments®

1. Life saving appliances

Reg. SOLAS 74 Applicable .
Item N° Item designation as amended where - | Reg. SOLAS 74 International testing Modules for conformity assessment
"type approval” _as amended standards® ‘
is required B+C B+D B+E B+F G H
Lifebuoys ) . Reg. 1lI/4 Reg. 11 /7.1,31 | IMO Res. A 689 (17) X X X X |
Lifebuoys self-igniting lights Reg. 111/4 .Reg. I1I/7.1,31.2 | IMO Res. A 689 (17) X vX X
3 Lifebuoys self-activating smoke signals Reg. I11/4 Reg. 111/7.1,31.3 | IMO Res. A 689‘ an. X X X
4 Lifejackets Reg. I11/4 Reg. 11/ 7.2,32 IMO Res. A 689 (17) X X X
5 Lifejackets lights Reg. 11174 Reg. 111/7.2,32.3 | IMO Res. A 689 (17) X X X X
6 Immersion suits Reg. 111/4 Reg. 11 / 7.3,33 | IMO Res. A 689 (17) X X | x
7 Immersion suits - life jacke’ts Reg. 111/4 Reg. 111 /7,32,33 | IMO Res. A 689 (17). X X X
8 Thermal protective aids ch. 111/4 Reg. 11 / 34 IMO Res. A 689 (17) - X X X
9. Rocket Parachute flares (pyrotechnics) Reg. III/4 Reg._'III /35 IMO Res. A 689 (17) X X
10 Hand flares (pyrotechnics) Reg. 111/4 Reg. 111 / 36 IMO Res. A 689 an X X
i1 - Buoyant. smoke signals (pyrotecilnics) Reg."III/4 Reg. 111 / 37 IMO Res. A 689 (17) X X
12 Line throwing appliances (pyrotechnics) Reg. III/4 Reg. III'/ 49 IMO Res. A 689 (17) X Xl
13 Inflatables liferafts Reg. 111/4 Reg. 111/ 38,39 | IMO Res. A 689 (17) X X

® Where module H appears in column six, module H plus Design Assessment Certificate is to be intended

® Where IMO+Resolutions are cited, these standards are those contained in relevant parts of the annexes to the Resolutions and exclude the provisions of the Resolutions themselves.
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Item N°

| Reg. SOLAS 74

Applicable

International testing

- Item de_s_ignation as amended where Reg. SOLAS 74 Modules for conformity assessment
' o "type approval” as amended standards -
is required ' ~ B+C B+D B+E " B+F G
14 - | Rigid liferafts Reg. 111/4 Reg. 111 / 38,40 | IMO Res. A 689 (17) X
15 ‘Float free arrangements for liferafts; ‘Reg. 1I/4 | Reg. I/ 38.6.3 | IMO Res. A 689 (17). X x | ' x
hydrostatic release units ‘ o - S - '

16 Lifeboats Reg. 1ll/4- Reg. II/41 to 46 | IMO Res. A 689 (17) X | X | x
17" | Rigid rescue boats Reg: /4 | Reg. Il /47.1&2 | IMO Res. A 689 (17) X X | x
18 Inﬂated rescue boats -  Reg. /4 Reg. 11 /47 | IMO Res. A 689 (17) X X | X
19 - Launchmg appliances usmg fall and a Reg. 111/4 Reg. III /48.1&2 | IMO Res.-A 689 (17) _ X X X | x| x-

‘ winch (davits) s . , R | : .

20 " Float free launching appliances -Rég. 1l/4 A Reg. I /48.1&3 IMO Res. A 689 (17) X X X

21 Free fall launching appliances’ Reg. /4 | Reg.I/48.1,354 | IMO Res. A 689 (17) x |
22 Launchig and embarkation- appliances - Reg. /4 -~ | -Reg. NI/ 48 | IMO Res. A 689 (17) "X X
s o o o o '1,23456&7 0. o o
23 Liferaft launching ‘appliances - Reg. /4 | Reg. II /48.1&6. | IMO Res. A 689 (17) - x|l ox | x | x|x:
24 Embarkation ladders' Reg. I/4 - | Reg. II/48.7. | IMO Res. A 689 (17) X X | .x

25 | Retro-reflective materials Reg. /4 | Reg. M /3027 | IMORes A658(16) | X | x | x| X

26 Two- -way VHF radlotelephone Re_g.. 1/4 “Reg. 1 /6.2.1 | IMO Res. A 694 (17) X | -x X X 1 x

: ,apparatus N I - | IMO Res. A 762 (18) / '

' EC 945, draft IEC
1097-12 -
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: Reg. SOLAS 74 Applicable A :
Item N’ Item designation as amended where Reg. SOLAS 74 | “International testing Modules for conformity assessment
- "type approval” as amended standards ' :
is required B+C B+D B+E B+F G H
27 Radar transponder SART Reg. 111/4 Reg. llI1/6.2.2 | IMO Res. A 530 (13) X X X X X
- - : : - | IMO Res. A 697 (17)
IMO Res. A 694 (17)
IEC- 945 & 1097-1
CCIR 628
28 Radar reflector Reg. 1174 Reg. III / IMO Res. A 384 (X) X X X X X X
' 38.5.1.14 ISO 8729
Reg. III /41.8.30
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2 Marine pol.lutiOAn prevention

. Reg. MARPOL Applicable : . - , .
tem N° Item designation 73/78 as amended | Reg. MARPOL | International testing - Modules for conformity assessment
- where "type . 73/78 as : standards : o B :
approval” is amended B+C B+D B+E B+F G H -
required . _ :
29 Oil filtering equipment (for an oil Reg. 16 (7) Reg. 16 (4) & | . IMO Res. A 393 X X | x | X
_content of the effluent not exceeding 15 B MEPC 60 (33) - |~ :

p.p.m.). : '

30 Oil/water interface detectors Reg. 15 3) ® ’R‘eg.\ 15 (3) (b) MEPC 5 (XIII) X X X X
' "~ "Annex I , _ o
31 Oil content meters Reg. 16 (5) Reg. 16 (2) IMO Res. A393 | X X X X
. ’ o ~ MEPC 60 (33) ’
32 Process units intended fbr attachment to - Reg. 16 (5) . Reg. 16 (5) IMO Res. A 444 (XI) X X X X .
| existing oilywater separating equipment |- ‘ T ' . ,

(for an oil content of the effluent-not |

exceeding 15 p.p.m.) ' _
33 Oil discharge monitoring and control | Reg. 15(3) Annex1 | 'Reg.15(3) | IMORes. A586(14) | X | X | X X

system for an oil tanker : Annex I S
34 | Sewage treatment plants Reg. 8(b) Annex IV Reg. 8 (b) MEPC 2 (VI) X X X X X | X
' C s Amnex IV - | - _

19




3. Fire protection

‘ Reg. SOLAS 74 Applicable ‘

Item N’ Item designation as amended where | Reg. SOLAS 74 International testing Modules for conformity assessment
"type approval” as amended standards ' o
is required _ » B+C B+D B+E B+F. G H

35 Not readily igniting materials for "~ Reg. 11-2/34.8 Reg. 11-2/34.8 IMO Res. A 214 (VII) X X ‘ :

primary deck covering Reg. 11-2/49.3 : IMO Res. A 687 (17)
S IMO MSC/Circ.549 o
36 Portable fire extinguishers Reg. 11-2/6.1 Reg. 11-2/6 EN 3 X X X
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4. Navigation equipment

Item N*

Item designation’

Reg. SOLAS 74
as amended where
"type approval”

is required

Applicable
Reg. SOLAS 74
as amended '

International testing
standards

wiodules for conformity assessment _

B+C .B+D B+E

B+F

37

Magnetic compass

Reg. V/12(1).

Reg. V/ 12 (b) -
. © | IMO Res. A 694 (17)

N

IMO Res. A 382 (X)

- [EC"945
1SO 449, 2269,
10316

X X X

.' X v:

38

Gyro compass

Reg. V /12 (1)

Reg. V/12(d) .

IMO Res. A 694 (17)

IMO Res. A 424 (XI)
IEC 945
1S0 8728

39

Radar equipment

Reg. V/12(r) .~

Reg. V/ 12 (g)

Reg. V712 (h)

IMO Res. A 477(XII)

IMO Res. A 694 (17)

IEC 936 & 945

40

ARPA

' R;:g. V1712 (1)

Reg. V /12 ()

IMO Res. A 422 (XI) |
IMO Res: A 694 (17) |

IEC 945 & 872

41

Echosounding equipmém

Reg. V /12 (1)

"Reg. V /12 (k)

IMO Res. A 224(VII)

IMO Res. A 694 (17)
180.9875
IEC 945

42

Speed and distance measuring -

equipment

. Reg. V /12 () .

_Reg. V /.12 (1)

IMO Res. A 478(XID) |
IMO Res. A 694 (17)

" IEC 945 & 1023

43

Rate of turn indicator -

Reg. V/ 12 (1)

Reg. V/12 (n)

“IMO Res. A 526 (13)

IMO Res. A 694 (17)
IEC 945
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Reg. SOLAS 74 Applicable . )
Item N* Item designation as amended where | Reg. SOLAS 74 | .International testing Modules for conformity assessment
: "type approval" as amended ' standards ﬁ
is required . ‘ B+C B+D B+E B+F G H
44 2182 kHz homing equipment Reg. V/ 12 () Reg. V /12 (g) | IMO Res, A 694 (17) X X X X
. IEC 945 - )
45 Direction_ﬁnder Reg. V/ 12 (1) Reg. V /12 (p) | IMO Res. A 665 (16) | - X X X X . X
' IMO Res. A 694 (17)
IEC 945 -
46 Omega equipment Reg. V/12(r) | Reg. V/12(p) | IMORes. A479XI) [ X | X | x x | x
: : | IMO Res. A 694 (17)
IEC 945 & 1010 o
47 Loran-C eqilipment Reg. V/ 12 (1) - Reg. V/ 12 (p) | IMO Res. A 694 (17) X X X X X
IEC 945 & 1075 :
48 Decca navigator equipment Reg. V /12 () Reg. V/ 12 (p) | IMO Res. A 694 (1‘7)' X X X X X
" IEC 945 & 1135
49 GPS equipment Reg. V/ 12 (1) ‘Reg. V/ 12 (p) | IMO Res. A 694 (17) X X X X X
: : . IEC945 '
“draft IEC 1108-1"
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5. Radio—Communi“(‘:ation equipment -

-

L : : | Reg. SOLAS 74 Applicable - _

'Item N° Item designation . -| as amended where . | Reg. SOLAS 74 International testing
‘ R . "type ‘approval" as amended . standards

is required ‘ -

Modules for conformity assessment

B+C B+D B+E B+F

50 | VHF radio installation -~ | Reg.1V/14 Reg. IV/7.1.1 [ IMORes. A609(15) | X | x| X. | x|
‘ : : » ~ | IMO Res. A 694°(17) : C
IEC 945 & 1097-8

51 - | vHEDSC e Reg. IV / 14 Reg. IV/7.1.2 | IMORes. A694 (17) | X X | X X X
' . E : ' : IEC945& 10973 | - | - : .
CCIR 493,541,689

52 . | SART radar transponder - ' Reg. IV/14 | Reg.IV/7.1.3 | IMORes. A 530-(13) -X X X X X

: B o : - "IMORes. A697 (17) | - | ° : -

IMO Res. A 694 (17)
~ IEC 945 & 1097-1

53 NAVTEX S Reg. IV/14 | Reg. IV/7.14 | IMORes. A525(13) | X | X x| x| X
' S B ST : IMO Res. A 694 (17) | - .

. _ A — " IEC 945 & 1097-6
o - o : _CCIR 540 & 625

54 EGC equipment - v - Reg. IV/14 Reg. IV/7.1.5 | IMO Res. A 664 (16) | . X- X X - X X
- T T : R IMO Res. A 694 (17) | B ST
. IEC 945
draft IEC 1097-6 -

55 " | HF marine safety information (MSI) " Reg.IV/14 | Reg.IV/7.1.5 | IMORes. A700 (17) | . X X 1 X X X.
“equipment : S o C S I .| IMO Res. A 694 (17) ' ' : 1 -
S , o . . o | 1EC.945 & 1097-11
(HF NBDP receiver) : ' - ' _ . CCIR 491, 492,
Ty h o A - B : " 625, 688
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%

-

Ttem N*

Item designation

Reg. SOLAS 74
as amended where
"type approval”

is required

i
5

Applicable

Reg. SOLAS 74

as amended

International testing
standards

Modules for conformity assessment

B+C B+D B+E B+F "G

56

406 MHz EPIRB

‘Reg. IV / 14

3
S
A

Reg. IV /17.1.6

IMO Res. A 662 (16)
IMO Res. A 763 (18)
IMO Res. A 696 (17)
IMO Res. A 694 (17)
IEC 945 & 1097-2

X

X X X | x

57

L-Band EPIRB

Reg. IV / 14

4

| Reg. IV /7.16 -

IMO Res. A 661 (16)
IMO Res. A 694 (17)
IEC 945
draft IEC 1097-5
CCIR 632 - SDM

58

2182 kHz watch receiver

Reg. IV /14

*Reg. IV /7.2

IMO Res. A 383 (X)
IMO Res. A 694 (17)
IEC 945
IEC 1097 - 15

59

Two-tone alarm signal generator

)

Reg. IV / 14

. Reg. IV /13,

IMO Res. A 421 (XI)

IMO Res. A 694 (17)

IEC 945
IEC 1097 - 16

60

| VHF EPIRB

Reg. IV / 14

© Reg. IV/83

IMO Res. A 612 (15)

IMO Res. A 694 (17)
IEC 945
IEC 1097 - 13
CCIR 632

el
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-| Reg. SOLAS 74. . Applicable

‘ItemN° | - ' - Item designation - as amended where | Reg. SOLAS 74 International testing _Moduleg fgr conformity assessment-

R ' ’ : "type approval” as amended - ~ standards |- .- . -
o is required : - B+C B+D B+E B+F G H

61 . | MF radio installation . Reg.- IV / 14 Reg. IV/9.1.1 | IMORes. A610(15) | X | x | x [ x |

‘ . . _ i | : Reg. IV /10.1.2 | IMO Res. A 694 (17) t

| . . .. ' 1IEC 945 & 1097-10 )

62 | MF Radiotelephone Reg. IV/14 | Reg. IV/9.1i1 [IMORes. A613(15) | x | x | x | x | x°

| Reg. IV /10:1.2 | IMO Res. A 694 (17)
o T IEC 945 = 1097-9
- CCIR 493, 541

63 - "INMARSAT - A SES T Reg. IV/14 .~ | Reg. IV//10.1.1 | IMORes. A570 (14) | X | "X ‘x. tx 1l x
: S o ‘ ' o : IMO Res. A 698 (17 - 1T - '
IMO Res. A 694 (17)

IEC 945 '
- INMARSAT System
" Definition Manual -
(SDM)

64 'INMARSAT-CSES -~ | Reg.IV/14 " | Reg. IV/10:1.1 | IMORes. A570(14) | X | X | x| X X
' : ' S R IMO Res. A 663 (16). |- ; ' CL
IMO Res. A 694 (17) : o :
IEC 945 : - S i
INMARSAT SDM | ‘ o ‘
draft IEC 1097-4

65 . | MF/HF radio installation . | Reg.IV/14 | Reg.IV/102.1.{ IMORes. A613015) | X | X [ x | x | x
- - S _ _ e IMO Res. A 694 (17) '
_1EC 945 & 1097-10

66 ‘Radiotelephone — . " "Reg. IV/ 14 Reg. IV /10.2.1 | IMO-Res. A694 (17) | - X - X X X | x

MR TS AU P S

Lt S e

. IEC 945 & 10979 _|




ANNEX A.2: Equipment without detailed testing standards already existing in International Instruments

1. Life saving appliances

Item N~

Item designation

Reg. SOLAS 74 as amended where
"type approval” is required

International testing. standards

Evacuation, slide launching and embarkation

Reg. 111/48.5

2. Fire protection

Item N* Item designation Reg. SOLAS 74 as amended where International testing standards
. "type approval” is required
2 Materials other than steel for pipes penetrating "A" Reg. I1-2/18.2.1 - For plastic pipes: IMO Res. A 753 '(18)
or "B"class division
3 ‘Materials other than steel for pipes covering oil or Reg. 11-2/18.2.2
fuel-oil .
4 Non portable and transportable extinguishers - Reg.vII -"2 /6.1
' Reg. 11-2/7.13,7.2.3 &7.3.1
5 Fireman’s breathing apparatus Reg. 11-2/17 1.2
6 Sprinkler systems (limited to sprinkler heads and to Reg. I1-2/12.3, 36.1.2 & 36.2 ISO 6182~
the method of automatic sprinkling and signalling) - Reg.41-2 para 5 & 52.2
7 Noizles for fixed pressure water-spraying fire- Reg. I1-2/10.1
extinguishing systems for machinery spaces
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Reg. SOLAS 74 as.amended where

18 .

| "C" class divisions

. Reg II-2/334
Reg. I1-2/3.4.3"
Reg. I[-2/3.5

Itei}j N° Item designation - " International testing staridards
’ : "type approval” is required :
8 Nozzles for fixed pressure water-spraying fire- Reg. 11 12/37.1.3 . IMO Res. A 123 (V)
’ extinguishing systems for special category spaces o _ :

9 Cold weather starting of generator sets (starting Reg. IlI'-'l /44.2 B
devices) . ’ . ’

10 Fire hoses Reg. I1-2/4.7.1

i Dual-purpose nozzles - . ‘ Rég. 1-2/4.8.4
' ST Reg. I1-2./41:-2 para 1.5

12 Electric safety. lamp Reg. II-2/17.1.1.4

13 | Smoke detectors 4 I‘{eg.l 1-2/13.32 :

4. 'V_Heat detectors " Reg. II - 2/ '13-.3‘._3 _

15 Primary3dec'k>covering toxic and éxploéive hazards Reg. 11-2/34.8. IMO Res. A 687 (17)

. St Reg. I1-2/49.3 o : T

16 - | "A" and “B" class bulkheads and decks, firc " Reg. M-2/3.35 © - IMO Res. A 754 (18)
integrity Reg. I1-2/3.44 ,

17 L ' Devices to. prevent the passage of ﬂame into the Reg. I1-27/59.1.5 IMO MSC ./Circ‘ 373 /Rev. 1-
cargo tanks in oil tankers Reg. I1-2/59.1.94 & 59.2 IMO MSC /Circ. 450 /Rev, 1
Non-combustible materials- used in "A", "B" -and Reg. 11-2/3.1. |

IMO Res. A 472 (XID)
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'ANNEX B: modules for conformity assessment '

EC TYPE EXAMINATION (module B)

A Notified Body ascertains and -attests that a specimen, representative of the
prodUctlon envrsaged meets the provisions of the International Instruments that apply

to it.

The application for the EC type-examination shall be lodged by the manufacturer or
his authorised representative established within the Community with a Notlﬁed Body
“of his choice. ’

'The' application shall include :

= the name and address of the manufacturer and if the app]rcatlon is lodged by the

authorised representative, his name and address in addltlon

- a written declaration that the same application has not been lodged with any other

" Notified Body;

--the technical documentation, as described in point 3.

The applicant shall place at the disposal of the Notified Body a spec1men
representative of the production envisaged and hereinafter called "type"'®. The

‘Notified Body may request further specimens if needed for carrying out the test
. programme. ‘ ' '

The technical documentation shall enable the conformity of the product with the
requirements of the relevant International Instruments to be assessed. It shall, as far

‘as relevant for such assessment, cover the de51gn manufacture and functioning of the
- product. :

The Notified Body shall:

4.1 examine the technical documentation and verify the type has been
manufactured in conformity with the technical documentation;

4.2  perform or have performed the appropriate examinations ‘and necessary tests
to check whether the requirements of the relevant International Instruments

A type may cover séveral versions of the product provided that the differences between the versions do not affect the level of

safety and the other requirements concerning the performance of the product.
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‘have actually been apphed S S S Sl
4.3 - agree with the applicant the locatlon where the examinations and necessary
tests shall be carried out. =~ = o :

Where the type meets the provisions of the relevantn International Instruments, the
. Notified Body shall issue an- EC type- -examination certificate to the applicant. The
certificate shall contain the name and address of the manufacturer, conclusions of the
examination, conditions for its validity and the necessary data for ldentlﬁcatlon of the ‘
approved type.

A list of the relevant parts of the techmcal documentation shall be annexed to ‘the
certificate- and a copy kept by the Notlﬁed Body.

If the manufacturer is denred a type certification, the Not1f1ed Body shall prov1de :
detailed reasons for such denial.

The apphcant shall 1nform the Notrﬁed Body that holds the techmcal documentatron '
concerning the EC type- -examination certificate of all modifications to the approved
product which must receive additional approval where such changes may affect the
conformity with the requlrements or the prescribed conditions for use of the product.
This additional approval is given in the form of an addition to the orlglnal EC type-".

o examlnatlon certificate.

Each Notified Body shall - commumcate to the other Notified. Bodres -the .relevant
information concemlng the EC type -examination certificates and additions 1ssued and
' wrthdrawn -

The other Notified Bodies may receive copies of the EC type-examination certificates
and/or their additions. The annexes to ‘the certlﬁcates shall be kept at the disposal of
the other Notified Bodles '_ Lo - ~ :

The manufacturer or- his authorlsed representatlve shall keep wrth the ; technlcal
documentation copies of EC type-examination -certificates and their additions for a-
perlod endmg at least ten years after the last product has been manufactured
‘Where nelther the .manufacturer nor hlS authonsed representatlve is establrshed within
the Community, the obligation to keep the technical documentation available shall be
. the responsibility of the person who places the product on the Community market.

- 29




CONFORMITY TO TYPE (module C)

The manufacturer or his authorised representative established within the Community
ensures and declares that the products concerned are in conformity with the type as
described in the EC. type-examination certificate and satisfy the requirements of the
‘International Instruments that apply to them. The manufacturer or his authorised
representative established within the Community shall affix the Mark to each product

and draw up a written declaratlon of conformity. '

Thé manufacturer shall take all measures necessary to ensure that the manufacturing

" process assures compliance of the manufactured products with the type as described
in the EC type-examination certificate and with the requlrements of the International
Instruments that apply to them.

The manufacturer or his authorised representative shall keep a copy of the declaration
of conformity for a period ending at least ten years after the last product has been
manufactured. :

Where neither the manufacturer nor his authorised representative is established within.

the Community, the obligation to keep the technical documentation available shall be
the responsibility of the person who places-the product on the Community market.
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PRODUCT QUALITY ASSURANCE (module D)

;o
A

A

. The manufacturer who satisfies the obligations of point 2 ensures and declares that the

products concerned are in conformity with the type as described in the EC type-
examination certificate. The manufacturer or his authorised representative established -

within the Community must affix the Mark to each product and draw up a written . r’

declaration of conformity. The Mark must be accompanied by the identification -

- symbol of the Not1ﬁed Body respon51ble for EC momtormg as specrﬁed in. pomt 4.

The manufacturer shall operate an approved quahty system 'for product1on ﬁnal

- product inspection and. testing as specrﬁed in paragraph 3 and shall be. subject to

monitoring as spemﬁed in po1nt 4.

3.1

3.2

Qual ity system

The manufacturer shall lod.ge an application for .assessrnent of his ,quality“

system with a Notified Body of his choice, for the products concerned.

The application shall include :
- all relevant inforrnation for the- product category .e‘nv’isa’ged;. e
- the documentation concerning the quality system;

- the techmcal documentatlon of the approved type and a copy of the EC type-
exammatmn cert1ﬁcate ‘

' ‘The quallty system shall ensure compliance of the products with the type as
descr1bed in the EC type- -examination certificate.

' -All the elements requ1rements and provisions adopted by the manufacturer

shall be docurhented in a systernatic.and orderly manner in the form of written

- policies; procedures and instructions. The quality system documentatlon must
. permit a consistent 1nterpretatron of the qualrty programmes plan manuals and .

records.
It shall contain in particular an adequate description of

- the quahty ob]ectwes and the orgamsanonal structure, responsrbllmes and
powers of the management with regard to product quahty, ‘

" - the manufacturmg, quality control and quality assurance techmques processes
and systematrc actions that will be used
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3.3

- the examinations and tests that will be carried out before, during and after
manufacture, and the. frequency with which they will be carried out;

- the quality records, such as inspéction reports and-test data, calibration data,

qualification reports of the personnel concerned, ete.;

- the means to monitor the achievement of the required product quality and the
effective operation of the quality system.

The Notified' Body shall asséss-the quality system to determine whether it
satisfies the requirements referred to in point 3.2. It'shall presume conformity
with these requirements in respect of quality systems that implement the

. _relevant harmomsed standard:’

34

The auditing team shall have at.least one member with experience of
evaluation in the product technology concerned. The:evaluation procedure shall
include an inspection visit to the manufacturer’s premises.

The decision shall be notified to the manufacturer. The notification shall
contain the concluswns of the examingtion and the reasoned assessment

decision. '

The manufacturer shall undertake to fulfil the obligations arising out of the

* quality- system as- approved ‘and to uphold- it so that it remains adequate and

efﬁcxent

. The manufacturer or hlS authorised representative shall keep the Notified Bo\dy
that has approved the quality system informed of any ‘intended updating of the
quality system

The Notlﬁed Body shall evaluate the modifications proposed and decide
whether the amended.quality system will still satisfy the requirements referred
to in paragraph 3.2 or. whether a re-assessment is required. .
It shall notify.its decisions to the manufacturer. The notification shall contain
the conclusions of the examination and the reasoned assessment decision.

Surveillance under the responsibilib/ of the Notiﬁed Body

4.1

42

-The purpose of surveillance is to make sure that the manufacturer duly fulfils

the obligations arising out of the approved quality system.
The manufacturer shall allow the Notified Body entrance for inspection
purposes to the locations of manufacture, inspection and testing, and storage

and shall provide it with all necessary information in-particular:

- the quality system documentation,
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4.3

4.4

| - the quality records such-as 1nspect10n reports and test data, calibration data

qualification reports of the personnel concerned, etc

" The Notified’ Body shall perrodrcally carry out audrts to make sure that the
" manufacturer maintains and applies the quality" system and ‘shall provrde an

audit report to the manufacturer

Addltujnally the Notlﬁed Body may pay unexpected visits to the manufacturer. -
During such visits the Notified Body may carry out, or cause to be carried out,
tests to verrfy that the quality system is functioning correctly, if necessary. The
Notified Body shall provide the manufacturer with a visit report and, if a test
has taken place, with a test report. =~ - - \

‘The manufacturer shall, for a period endingat least ten years after the last product has"”

been manufactured keep at the dlsposal of the natronal authorltles

.

- the documentatrort referred to in the second 1ndent of point 3.1;

o .the updating referred'to in the second paragraph of point 3.4;

- the dec1sron and reports from the Notlﬁed Body which are referred to in the ﬁnal
: paragraph of pomt 3. 4 point 4.3 and ‘point 4. 4

. '. Each Notified Body shall give the othcr Notified Bodies the relevant 1nformatlon

concernmg the quality systemi approvals issued and withdrawn. -
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PRODUCT QUALITY ASSURANCE (Module EY

The manufacturer who satisfies the obligations of point 2 ensures and declares that the
products concerned are in conformity with the type as described in the EC type-
examination certificate. The manufacturer or his authorised representative established
within the Community shall affix the Mark to each product and draw up a written
declaration of conformity. The Mark must be accompanied by the identification
symbol of the Notiﬁed ‘Body responsible for surveillance as speciﬁed in point 4.

: The manufacturer shall operate an approved quality system for ﬁnal inspection and
testmg as specified in paragraph 3 and rﬂust be subject to the surveillance as specified

in pomt 4.

Quality system

3.1

3.2

The manufacturer shall lodge an application fof a_ssessfnent of his quality
system for the products concerned, with.a Notified Body of his choice.

Il
The application shall include:
- all relevant information for the product category envisaged,
- the quality system’s documentation,

- the technical documentation of the approved type and a copy of the EC type-
examination certificate.

Under the quality system, each product shall be examined and appropriate tests
shall be carried out in order to ensure its conformity with the relevant
requirements of the International Instruments. All the elements, requirements
and provisions adopted by the manufacturer must be documented in a
systematic and orderly manner in the form of written policies, procedures and
instructions. This quality system documentation must ensure a common

“understanding of the quality programmes, plans, manuals and records.

It must contain in particular and adequate description of:

- the quality objectives and the organisational structure, responsibilities and
powers of the management with regard to product quality, “

- the examinations and tests that will be carried out after manufacture,

- the means to monitor the effective operation of the quality system,

- quality records, such as inspection reports and test data, calibration data,
qualification reports of the personnel concerned, etc. '
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3.3

3.4

: The Notiﬁed_. Body shall assess the quality system to determine ‘whether it

satisfies the requirements referred to in point 3.2. It presumes conformity with
these requirements in respect of quallty systems that implement the relevant

: harmomsed standard
The auditing team shall have-at least one member with experienced as an
assessor in-the product technology- ‘concerned. The assessment procedure shall
. include an assessment visit to the manufacturer s premlses

The decision shall be: notiﬁed to the' manufacturer "The notiﬁcation shall
contain- ‘the, conclus1ons of the examination and the reasoned assessment

B -decrslon

The manufacturer shall undertake to discharge the obligations arising from the
quality system as approved and to maintain it in an appropriate and efﬁment
manner. :

The manufacturer or his authorised representative shall keep the Notified Body
that has approved the quality system: 1nformed of any intended updatrng of the

, quahty system

The -Notified Body shall evaluate the modifications p'roposed and decide
whether the modified quality system will still satisfy the requirements referred

 toIn paragraph 3.2 or whether a re- assessment is’ requrred

REEE S -
i

It shall notrfy 1ts demsmns to the manufacturer The notrﬁcatlon shall contain

~the conclusions of the examination and the reasoned assessment decision.

Survezllance under the responszbzltty of the Notzf ed Body

4.1

42

4.3

The purpose of survelllance is to make sure that the manufacturer duly fulﬁls
the' obligations -arising out of the approved quality system.

~The manufacturer shall allow the Notified Body entrance for inspection

purposes to. the. locations of inspection, testing and storage and ‘'shall provrde
it with all necessary information in partlcular

- the quahty system document'atron,

- the technical:documentation,

. - the quality . records such as 1nspect10n reports and test data, callbratron data,
N quahﬁcatlon reports of the personnel concerned efc. :

The’ Notrﬁed Body shall perrodrcally carry out audlts to make sure that the

- manufacturer maintains and apphes the quallty system and shall provrde an -

audlt report- to. the manufacturer
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4.4  Additionally the Notified Body may pay unexpected visits to the manufacturer.
At the time of such visits the Notified Body may carry out tests or have them
carried out to check the proper functioning of the quality system where -
necessary; it shall provide the manufacturer with a visit report and, if a test has
been carried ‘out, w1th a test report.

The manufacturer shall, for a period ending at least ten years after the last product has
been manufactured, keep at the disposal of the national authorities :

- the documentat’ion referred to in the third indent of point 3.1
- the updatmg referred to in the second paragraph of pomt 3 4;

- the decision and reports from the Notified Body Whlch are referred to 1n the final
paragraph of point 3.4, point 4.3 and pomt 4.4. »

Each Notified Body shall forwatd to the other thrﬁed Bodies the relevant information
- concerning the quality system approvals issued and withdrawn.
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PRODUCT VERIFICATION (module F)

. .y v ° L ’ :
. : . !

A manufacturer or_his authorised representative,established within the Community - ’

checks and attests that the products subject to the provisions of point 3 are in

conformity with the type as described in the EC-type examination certificate.
The manufacturer must take all measures necessary in order that the ‘manufacturing

examination certificate. He shall afﬁx the Mark to each product and shall draw up a

‘ declaratlon of confomuty

The Notified Body must carry out the approprrate examinations and tests in order to’

check the conformity of.the product with the requirements of the Internatlonal
Instruments either by, examination and testing of every product as specified in point
4 or by examination and testing of productsion a statistical basis, as specrﬁed in point

5, at the choice of the manufacturer,

Themanufacturer or his authoris‘ed representative must keep a copy' of the declaration

of conformity for a period endlng at least ten years after the last product has been’

manufactured

Veriﬁcation by eicam_‘ination and testing of every product

4.1 - All products must be individually examined and appropriate tests shall be
carried out in order to verify their conformity with the type as descrlbed in the
EC- -type exammatlon certificate. '

42 The Notiﬁed Body must. afﬁx or cause to be afﬁxed its identification symbol

to each approved product and draw up. a written certlﬁcate of ‘conformity
relating to the tests.carried out. :

to supply the Notified Body’s certificate of conformity on request.

_ Statistical veriﬁcaiion

5.1 The manufacturer must present his products in the form of homogeneous lots

and shall take all measures necessary in order that the manufacturmg process
- ensures the homogenerty of each lot produced.

37

. process ensures conformity of the: products with the type as described in the EC type- - |

4.3 The manufacturer or his authorised representative must ensure that he is able
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5.2 .All products must be available for verification in the form of homogeneous
lots. A random sample shall be drawn from each lot. Products in a sample shall
be individually examined and appropriate tests, shall be carried out to ensure
their conformity with the requirements of the International Instruments which
apply to them and to determine whether the lot is accepted or rejected. -

53 In the case of accepted lots, the Notified Body must affix, or cause to be
affixed, its identification symbol to each product-and shall draw up a written
certificate of conformity relating to the tests carried out. All products in the lot
may be put on the market except those products from the sample whlch were
found not to be in conformity.-

If a lot is rejected, the thiﬁed Body or the competent authority must take
appropriate measures to prevent the putting on the market of that lot. In the
event of frequent rejection of lots the Notified Body may suspend the statlstlcal
verification.

The manufacturer may, under the responsibility of the Notified Body, affix the
latter’s identification symbol during the manufacturmg process.

5.5| The manufacturer or his authorised representative must ensure that he is able to supply
the Notified Body’s certificates of conformity on request. -
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UNIT VERIFICATION (module G)

This module describes the procedure whereby the manufacturer eénsures and declares -

that the product concerned, which has been issued with the certificate referred to in
point 2, conforms to the réquirements of the International Instruments that apply to it.
The manufacturer or his authorised representative established within the Community
must affix the Mark to the product and draw up a declaration of conformity.

" The Notified Body must examine the individual product and carry out the appropriate.

tests, to ensure its conform1ty with the relevant requrrements of the Internat10na1
“Instruments. ° - '
"~ The Notified Body must afﬁx or cause to be affixed, its identification number on the
approved product and shall draw up a certlﬁcate of conform1ty concerning the tests
carrled ‘out.

: The aim of the technical documentation is to.enable conformity with the requirements :

of the International Instruments to be assessed and the design, manufacture and-
operation of the product to be understood

39




FULL QUALITY ASSURANCE (Module H)

The manufacturer who satisfies the obligations of paragraph 2 ensures and declares
that the products concerned satisfy the requirements of the International Instruments
that apply to them. The manufacturer or his authorised representative established
within the Community shall. affix the Mark to each product and draw up a written
declaration of conformity. The Mark must be accompanied by the identification
symbol of the Notified Body responsible for surveillance as specified in point 4.

The manufacturer shall operate an approved quality system for design, manufacture
and final product inspection and testing as specified in point 3 and must be subject to

' the surveillance as specified in point 4.

Quality system

3.1

3.2

The manufacturer shall lodge an applrcatlon for assessment “of his quality
system with a Notified Body. .

. The:vapplication‘lshallr‘include-: R

- all relevant information for the product category envisaged,
- the quality system’s documentétion,

The quality system shall ensure compliance of the products with the,
requirements of the International Instruments that apply to them

All the elements, requirements and provisions adopted- by the manufacturer

‘must be documented in a systematic and orderly manner in the form of written

policies, procedures and instructions. This quality system-documentation must
ensure a common understanding of the quality policies and procedures such as
quality programmes, plans, manuals and records.

It must contain in particular and adéquate description of:

- the ciuaiity objectives and the organisational structure, responsibilities and
powers of the management with regard. to product quality,

- the technical design specifications, including standélrds, that will be. applied
and the assurance that the essential requirements of the International

~ Instruments that apply to the products will be met,
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- the design control and design verification techniques, processes and |

systematic actions that will be used when desrgmng the products pertammg to.
the product category. covered

- the correspondmg manufacturmg, quality control and quality - assurance

vtechmques processes and systematic actions that will be used,

-

- the' examinations and tests that w111 be carried out before, during and after
. -manufacture and the‘ frequency with which‘ they will be carrie'd out,

- quality records, such as mspection reports and test data, cahbration data :
quahﬁcation reports of the personnel concerned, etc. :

", - the means ‘to monitor the achievement of the requlred desrgn and product :

quality and the effectlve operation of the quality system

The Notified Body shall assess the quality system to determine whether it
satisfies the requirements referred to in point 3.2. It shall presume compliance

. with the requirements in respect of quality systems that unplement the relevant

~

harmomsed standard

The auditmg team shall -have at least one miember with experienced as an

assessor in the product technology concerned. The evaluation procedure shall

: 1nclude an assessment visit to the manufacturer’ s premises.

The decision shall” be notified to’ the ma’nufacturer The notification shall

“contain the conclusrons of the examination and the reasoned assessment

decision.

" Theé manufacturer shall undertake to fulfil the obhgatrons arismg from the

quality system as approved and to uphold it so that it remams adequate and
efficient. -

“The manufacturer or his authorised representative shall keep the Notified Body

that has approved the qualrty system informed of - any mtended updatmg of the

quality system

‘The Notified Body shall evaluate the modifications proposed and decide

whether the aménded quality system will still satisfy the requlrements referred

- to in paragraph 3.2 or ‘whether a re-assessment, is required. -

It shall notify its decisions to the manufacturer. The notiﬁcation' shall contain -
the conclusions of the examination and the reasoned assessment decision.
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4.

EC surveillance under the responsibility of the Notified Body :

4.1

4.2

4.3

4.4

The purpose of surveillance is to make sure that the manufacturer duly fulﬁls

‘the obligations arising out of the approved quality system.

The manufacturer shall allow the Notified Body entrance for inspection
purposes to the locations of design, manufacture, inspection and testing, and
storage and shall provide it with all necessary information in particular:

- the quality system documentation,

- the quality records as foreseen by the design part of the quality system, such

as results of analyses, calculations; tests, etc.,

- the quality records as foreseen by the manufacturing part of the quality

system, such as inspection reports and test data, callbratlon data, qualification -

reports of the personnel concerned, etc.
The Notified Body shall periodically carry out audits to make sure that the
manufacturer maintains and applies the quality system and shall provide an

audit report to the manufacturer.

Additionally the Notified Body rhay pay unexpected visits to the manufacturer.

At the time of such visits, the Notified Body may carry out tests or have them

carried out to check the proper functioning of the quality system where
necessary; it shall provide the manufacturer thh a visit report and, if a test has
been carried out, with a test report. :

The manufacturer shall, for a period ending at least ten years after the last product has
been manufactured, keep at the disposal of the national authorities :

- - the documentatlon referred to in the second indent of the second subparagraph of

point 3.1;

- the updating referred to in the second paragraph of point 3.4;

- the del:ision and reports from the Notified Body which are referred to in the final

subparagraph of point 3.4, point 4.3 and point 4.4.

Each Notified Body shall forward to the other Notified Bodies the relevant informatiori
concerning the quality system approvals issued and withdrawn. :
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" Technical Documentation supplied by the Manufacturer to the Notiﬁed Body

‘The technical documentation referred to in Annex B must ‘comprise all relevant data- or means

used by the manufacturer to ensure that equipment complies with the essential requlrements
relatmg to them.

The technical documentation shall enable understanding of the -design, manufacture and
operation of the prodict, and shall enable assessment of conformity with the requlrements of -
the relevant International Instruments :

- The documentation shall contain so far as is relevant for 'assessment:

~ -'a general description of the type;

- - conceptual de51gn and manufacturmg drawmgs and schemes of components sub-
assemblies circuits, etc.;

- descriptions and explanatlons necessary for the understandlng of the said drawmgs.
. and schemes, including the operatlon of the product;

- results of design calculations made, examinations carried out, etc.;
- test reports;

- manuals for installation, use and maintenance.

Where"appropriate, the design documentation must contain the following elements:
- attestations relating to the equipment'incorporat'ed in the ‘appli‘ance' :

- attestations and certificates relating to the methods of manufacture and/or 1nspect1on _
and/or monitoring of the appliance;

- any other document maklng it poss1b1e for the Notified Body to. improve its
assessment '
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- ANNEX C: Minimum criteria to be taken into account by
Member States for the notification of bodies

- L ‘Notified Bodies must fulfil the requirements of the EN 45000 series.

2.. Where type approvals are issued by a Notified Body on behalf of a Member State, the
Member State must ensure that the qualifications, technical experience and staffing of
the Notified Body are such as will enable it to issue type approvals which comply with
the requirements of this Directive and to guarantee a high level of safety.

3. The Notified Body must be in a position to provide maritime expertise.

" A Notified Body is entitled to perform the Conformity Assessment Procedures for any

economic operator established within or outside the Community.

A Notified Body may perform the Conformity Assessment Procedures in'émy Member State
- or State outside the EC using either their home based means or using the personnel of their
branch office abroad.

In the event that a subsidiary of the Notified Body performs the Conformity Assessment
Procedures, all documents relating to the Conformity Assessment Procedures shall be issued
by and in the name of the Notified Body and not in the name of the subsidiary.

However, a subsidiary of a Notified Body which is established in another Member State may
issue documents relating to the Conformity Assessment Procedures if it is notified by that
Member State. ‘
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ANNEX D:  Mark of conformity

The conformity Mark shall take the following form:
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If the Mark is reduced or enlarged the proportions given in the above graduated drawing must
be respected.

The various components of the Mark have substantially the same vertical dimension, which
may not be less than 5 mm.

This minimum dimension may be waived for small-scale devices.
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