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Suppliment tal-Gazzetta tal-Gvern ta’ Malta, Nru. 17,762, 29 ta’ April, 2005
Tagsima B

L.N. 127 of 2005
PRODUCT SAFETY ACT
(ACT NO. V OF 2001)

The Confor mity Assessment of
Marine Equipment Regulations, 2005

IN exercise of the powers conferred by articles 38 to 40 of the
Product Safety Act, 2001, the Minister for Competitiveness and
Communications, acting on the advice of the Malta Standards Authority,
has made the following regulations:-

1. (1) The title of these regulations is the Conformffition.
Assessment of Marine Equipment Regulations, 2005

2. These regulations transpose the Conformity Assessment scope
Procedures of Council directive 96/98/EC on Marine Equipment as
amended by Commission Directives 98/85/EZD01/53/EE, 2002/
75/EC and Directive 2002/84/EC of the European Parliament and of
the Council of 8 November 2002

Provided that the Method for Designating Conformijty ... ...
Assessment Bodies Regulations, 2003, as applied to these regulations,
set out the conditions for the recognition of competence and the
subsequent approval of notified bodies:

Provided also that the Directorate within the meaning of the
regulations mentioned in the paragraph above of this regulation is the
competent national administration referred to in the definition of Notified
Body in regulation 4 of these regulations.

3. (1) These regulations shall apply to equipment placedeical scope
the market with the intent of use on board a Community Ship.

(2) Notwithstanding the fact that the equipment referred to
in sub-regulation 3(1) of these regulations may fall within the scope of
regulations other than these regulations for the purpose of free
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2002, which transpose Council Directive 89/336/EEC of the 3rd May
1989 on the approximation of the laws of the Member States relating to
electromagnetic compatibility and Personal Protective Equipment
Regulations, 2002, which transpose Council Directive 89/686/EEC of
the 21st December 1989 on the approximation of the laws of the Member
States relating to personal protective equipment, that equipment shall
be subject only to the Conformity Assessment of Marine Equipment
Regulations, 2004, to the exclusion of all others for those purposes.

4. For the purposes of these regulations the following definitions
shall apply:

“authorised representative” means any person (or
organisation) established in the community or Malta who has been
appointed by the manufacturer to act on his behalf in carrying out
certain tasks required by these regulations;

“the Community” means the European Community;

“Community Ship” has the same meaning as in the Merchant
Shipping (Marine Equipment) Regulations, 2004;

“Conformity Assessment Procedures” shall mean the
procedures set out in regulation 7 hereto,

“the Directive” shall mean Council Directive 96/98/EC on
Marine Equipment as amended by the directives mentioned in
regulation 2 of these regulations;

“Directorate” means the Consumer and Industrial Goods
Directorate of the Malta Standards Authority, as established by
virtue of L.N. 213 of 2000 — Malta Standards Authority
(Establishment of Directorates) Order, 2000 — published in the
Government Gazette No. 17,002 of"ZDctober, 2000;

“equipment” shall mean items listed in Schedules la and Ib
hereto, which must be placed on board a ship for use in order to
comply with International Instruments or are voluntarily placed
on board for use, and for which the approval of the flag state
administration is required according to international instruments;

“International Instruments” shall have a meaning as
understood in the Merchant Shipping (Marine Equipment)
Regulations, 2004;

“Malta Maritime Authority” means the Authority established
by section 3 of the Malta Maritime Authority Act;
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“Mark” shall mean the symbol referred to in regulation 8 of
these regulations and set out in Schedule IV, hereto;

“Manufacturer” means the person, who is primarily
responsible for designing and manufacturing the relevant
equipment so that it complies with the requirements of these
regulations;

“Member State” means a member state of the European
Union;

“Notified Body” shall mean a body designated by the
competent national administration of a Member state in accordance
with these regulations;

“Placing on board” shall have a meaning as understood in the
Merchant Shipping (Marine Equipment) regulations, 2004;

“placing on the market” meartise initial action of making a
product available for the first time on the Community or Maltese
market, with a view to its distribution or placing on board;

“radiocommunications equipment” shall mean equipment
required by Chapter IV of the 1974 SOLAS Convention, in its up-
to-date version, and survival craft two-way VHF radiotelephone
apparatus required by regulation 111/6.2.1 of the same convention;

“Registrar-General” shall have the same meaning aspiss
assigned to it by Article 2 of the Merchant Shipping Act;

“Responsible person” in relation to equipment means:

0] the manufacturer thereof, or

(i) the manufacturer’s authorised representative or;

(i)  where the manufacturer is not established in the
Community or Malta and he has not appointed an authorised
representative, the person who places the equipment on the
Community or Maltese market; L.N. 155 of 2004

“Ship” has the same meaning as in the Merchant Shipping
(Marine Equipment) Regulations, 2004;

“testing standards” shall mean the standards set by
—the International Maritime Organization (IMO),
—the International Organization for Standardization
(1SO),
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—the International Electrotechnical Commission (IEC),

—the European Committee for Standardization (CEN),

—the European Committee for Electrotechnical
Standardization (Cenelec) and

—the European Telecommunication Standards Institute
(ETSI) in their up to-date version, and established in
accordance with the relevant international conventions and
with the relevant IMO resolutions and circulars to define
testing methods and test results, but only in the form referred
to in Schedules la and Ib hereto;

“type-approval” shall mean the procedures for evaluating
equipment produced in accordance with the appropriate testing
standards and the issue of the appropriate certificate.

5. No equipment referred to in Schedules la hereto, which bears
the mark or for other reasons complies with these regulations, shall be
prohibited from being placed on the market.

6. (1) The Commission and the other Member States shall be
notified of the bodies that have been designated to carry out the
procedures in regulation 7 of these regulations together with the specific
tasks, which those notified bodies have been designated to carry out,
and the identification numbers assigned to them beforehand by the
Commission:

Provided that these bodies shall be subject to the Method for
Designating Conformity Assessment Bodies Regulations, 2003 and they
shall also fulfil the criteria set out in Schedule Il hereto.

(2) The period of validity of a decision of designating a
Conformity Assessment Body within the meaning of sub-regulation (1)
hereto shall not exceed two years.

(3) A body, which has been designated in accordance with
the requirements of these regulations, shall have its designation
withdrawn if it ceases to comply with the criteria set out in Schedule Ill
hereto.

(4) The Commission and the other Member States shall be
informed accordingly.

7. (1) The conformity assessment procedures, details of which
are listed in Schedule Il hereto, shall be:
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(i) ECtype-examination (module B) and, before equipment
is placed on the market and according to the choice made by the
manufacturer or his authorized representative established within
the Community from the possibilities indicated in schedule la
hereto, all equipment shall be subject to:

(a) the EC declaration of conformity to type (module
C);

(b) the EC declaration of conformity to type
(production-quality assurance)(module D);

(c) the EC declaration of conformity to type (product-
quality assurance)(module E);

(d) the EC declaration of conformity to type (product
verification) (module F);or

(i) EC full-quality assurance (module H).

(2) The declaration of conformity to type shall be in written
form and shall give the information specified in Schedule Il hereto.

(3) Where sets of equipment are produced individually or
in small quantities and not in series or in mass, the conformity assessment
procedure may be the EC unit verification (module G).

8. (1) Equipment referred to in Schedule la, hereto, whighark.
complies with the relevant international instruments and is manufactured
in accordance with the conformity-assessment procedures shall have
the mark affixed to it by the manufacturer or his authorized representative
established within the Community.

(2) The mark shall be followed by the identification number
of the notified body, which has performed the conformity-assessment
procedure, if that body is involved in the production-control phase, and
by the last two digits of the number of the year in which the mark is
affixed. The identification number of the notified body shall be affixed
under its responsibility either by the body itself or by the manufacturer
or his authorized representative established within the Community.

(3) The form of the mark to be used shall be as set out in
Schedule IV, hereto.

(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



B 1994

L.N. 155 of 2004.

Removal from the
market.

L.N. 213 of 2000.

L.N. 155 of 2004

useful life of the equipment. However, where that is not possible or not
warranted on account of the nature of the piece of equipment, it shall be
affixed to the packaging of the product, to a label or to a leaflet.

(5) No marks or inscriptions, which are likely to mislead
third parties with regard to the meaning or the graphics of the mark
referred to in these regulations, shall be affixed.

(6) The mark shall be affixed at the end of the production
phase.

(7) Equipment shall be accompanied by literature required
for its correct and safe use. The languages shall include English.

9. Notwithstanding regulation 5 of these regulations, measures
may be taken as necessary to ensure that sample checks are carried out
on equipment bearing the mark which is on the market and which has
not yet been placed on board, in order to ensure that it complies with
these regulations. The expense for carrying out sample checks, which
are not provided for in the modules for conformity assessment in
Schedule I, shall be born as provided for in the Merchant Shipping
(Marine Equipment) Regulations, 2004.

10. (1) Where itis ascertained by inspection or communication
from the Registrar-General or otherwise that, notwithstanding the fact
that it bears the mark, a piece of equipment referred to in Schedule la
hereto, when correctly installed, maintained and used for its intended
purpose, may compromise the health and, or safety of the crew, the
passengers or, where applicable, other persons, or adversely affect the
marine environment, the Director of Consumer Affairs shall, following
consultation with the Registrar-General, take appropriate interim
measures to withdraw that piece of equipment from the market or
prohibit or restrict its being placed on the market.

(2) The Director of Consumer Affairs shall immediately
inform the Directorate of any such measure, indicating the reason for
its decision and, in particular, whether non-conformity is due to:

(i) failure to comply with the Merchant Shipping (Marine
Equipment) Regulations , 2004;

(ii) incorrect application of the testing standards referred to
in the Merchant Shipping (Marine Equipment ) Regulations , 2004,

(iif) shortcomings in the testing standards themselves.
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(3) Where a non-conformity product referred to in these
regulations bears the mark, the Director of Consumer Affairs shall take
the appropriate measures against whom so ever has affixed the marking
and shall so inform the Directorate thereof.

(4) Any decision taken pursuant to these regulations which
restricts the placing on the market and putting into service of products
shall state the exact grounds on which it is based. Such a decision shall
be notified as soon as possible to the party concerned, who shall at the
same time be informed of the legal remedies available to him under the
laws in force in Malta and of the time limits to which such remedies are
subject.

(5) The Directorate shall immediately inform the Registrar-
General, the other Member States and the Commission of any measures
taken in pursuance to sub-regulations (1), (2), (3) and (4) hereto.
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LIST OF SCHEDULES

Based on
Schedule Annex to the Contents
Directive
Equipment for which detailed testing standards already exist in
la Al international instruments.
Equipment for which no detailed testing standards exist in
b A2 international instruments.
] B Modules for Conformity Assessment
Appendix to Schedule il
Minimum Criteria to be taken into account by Member States for
il C the designation of bodies.

v D Mark of Conformity
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Schedule 11

Modules for Conformity Assessment
EC TYPE-EXAMINATION (MODULE B)

1. A notified body must ascertain and attest that a specimen, representative of the
production envisaged, complies with the provisions of the international instruments
that apply to it.

2. The application for the EC type-examination must be lodged by the manufacturer
or his authorized representative established within the Community with a notified
body of his choice.

The application must include:

— the name and address of the manufacturer and, if the application is lodged by the
authorized representative, his name and address as well,

— a written declaration that the same application has not been lodged simultaneously
with any other notified body,

— the technical documentation as described in point 3.

The applicant must place at the disposal of the notified body a specimen,
representative of the production envisaged and hereinafter called 'type' (1). The
notified body may request further specimens if needed for the test programme.

3. The technical documentation must make it possible to assess the product's
compliance with the requirements of the relevant international instruments. It must, as
far as is relevant for such assessment, cover the design, the building standard,
manufacture, installation and functioning of the product in accordance with the
description of technical documentation set down in the Appendix to this Schedule.

4. The notified body must:

4.1. examine the technical documentation and verify that the type has been
manufactured in accordance with the technical documentation;

4.2. perform the appropriate examinations and necessary tests or have them
performed to check whether the requirements of the relevant international instruments
have actually been met;

4.3. agree with the applicant the location where the examinations and necessary tests
will be carried out.

5. Where the type meets the provisions of the relevant international instruments, the
notified body must issue an EC type-examination certificate to the applicant. The

(") A type may cover several versions of the product provided that the differences
between the versions do not affect the level of safety or the other requirements
concerning the performance of the product.
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certificate must give the name and address of the manufacturer, details of the
equipment, the conclusions of the examination, the conditions of its validity and the
necessary data for identification of the approved type.

A list of the relevant parts of the technical documentation must be annexed to the
certificate and a copy kept by the notified body.

If a manufacturer is refused a type-certification, the notified body must give detailed
reasons for that refusal.

Where a manufacturer reapplies for type-approval for equipment for which a type-
certificate has been refused, his submission to the notified body must include all
relevant documentation, including the original test reports, the detailed reasons for the
previous refusal and details of all modifications made to the equipment.

6. The applicant must inform the notified body that holds the technical docu-
mentation concerning the EC type-examination certificate of all
modifications to the approved product, which must receive additional approval
where such changes may affect compliance with the requirements or the prescribed
conditions for use of the product. Such additional approval must be given in the
form of an addition to the original EC type-examination certificate.

7. Each notified body must, on request, provide flag Member State administrations
and the other notified bodies with the relevant information concerning the EC
type-examination certificates and additions issued and withdrawn.

8.  The other notified bodies may receive copies of the EC type-examination
certificates and/or their additions. The Annexes to the certificates must be kept at the
disposal of the other notified bodies.

9. The manufacturer or his authorized representative established within the
Community must keep with the technical documentation copies of EC type-
examination certificates and their additions for at least 10 years after the last product
has been manufactured.

CONFORMITY TO TYPE (MODULE C)

1. A manufacturer or his authorized representative established within the
Community must ensure and declare that the products concerned conform to 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 authorized
representative established within the Community must affix the mark to each product
and draw up a written declaration of conformity.

2. The manufacturer must take all measures necessary to ensure that the
manufacturing process ensures that the manufactured products conform to type as
described in the EC type-examination certificate and comply with the requirements of
the international instruments that apply to them.

3. The manufacturer or his authorized representative established within the
Community must keep a copy of the declaration of conformity for at least 10 years
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after the last product has been manufactured.

PRODUCTION-QUALITY ASSURANCE (MODULE D)

1. A manufacturer who satisfies the obligations of point 2 must ensure and declare
that the products concerned conform to type as described in the EC type-examination
certificate. The manufacturer or his authorized representative established within the
Community must 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.

2. The manufacturer must operate an approved quality system for production, final-
product inspection and testing as specified in point 3 and must be subject to
surveillance as specified in point 4.

3. Quality system

3.1. The manufacturer must lodge an application for assessment of his quality system
with a notified body of his choice for the products concerned.

The application must include:

— all relevant information for the product category envisaged,

— the documentation concerning the quality system,

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

3.2. The quality system must ensure that the products conform to type as described in
the EC type-examination certificate.

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. The quality-system documentation must permit a
consistent interpretation of the quality programmes, plan, manuals and records.

It must, in particular, include an adequate description of:

— the quality objectives and the organizational structure, responsibilities and powers
of the management with regard to product quality,

— the manufacturing, quality-control and quality-assurance techniques, processes
and systematic actions that will be used,

— 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 inspection reports and test data, calibration data,
qualification reports of the personnel concerned, etc.,

— the means of monitoring the achievement of the required product quality and the
effective operation of the quality system.
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3.3. The notified body must assess the quality system to determine whether it satisfies
the requirements laid down in point 3.2. It must presume compliance with those
requirements in respect of quality systems that implement the relevant harmonized
standard.

The auditing team must have at least one member with experience of assessment in
the product technology concerned. The assessment procedure must include a visit to
the manufacturer's premises.

The manufacturer must be notified of the decision. The notification must include the
conclusions of the examination and the reasoned assessment decision.

3.4. The manufacturer must undertake to fulfil the obligations arising out of the
quality system as approved and to uphold it so that it remains adequate and efficient.
The manufacturer or his authorized representative established within the Community
must keep the notified body that has approved the quality system informed of any
intended updating of that quality system.

The notified body must assess the modifications proposed and decide whether the
modified quality system will still satisfy the requirements laid down in point 3.2 or
whether a reassessment is required.

The manufacturer must be notified of its decision. The notification must include the
conclusions of the examination and the reasoned assessment decision.

4. Surveillance under the responsibility of the notified body

4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the
obligations arising out of the approved quality system.

4.2. The manufacturer must allow the notified body access for inspection purposes to
the locations of manufacture, inspection and testing and storage and must provide it
with all necessary information, in particular:

— the quality-system documentation,
— the quality records, such as inspection reports and test data, calibration data,
qualification reports of the personnel concerned, etc.

4.3. The notified body must periodically carry out audits to make sure that the
manufacturer maintains and applies the quality system and must provide the
manufacturer with audit reports.

4.4. In addition, the notified body may pay unannounced visits to the manufacturer.
During such visits the notified body may carry out tests or cause tests to be carried out
to check that the quality system is functioning correctly, if necessary. The notified
body must provide the manufacturer with a visit report and, if a test has taken place,
with a test report.
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5. The manufacturer must, for at least 10 years after the last product has been
manufactured, keep at the disposal of the national authorities:

— the documentation referred to in the second indent of the second paragraph of
point 3.1,

— the updating referred to in the second paragraph of point 3.4,

— the decision and reports from the notified body referred to in the final paragraph
of point 3.4, point 4.3 and point 4.4.

6. Each notified body must, on request, provide flag Member State administrations
and the other notified bodies with the relevant information concerning the
quality-system approvals issued and withdrawn.

PRODUCT-QUALITY ASSURANCE (MODULE E)

1. A manufacturer who satisfies the obligations of point 2 ensures and declares
that the products concerned conform to type as described in the EC type-examination
certificate. The manufacturer or his authorized representative established within the
Community must 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.

2. The manufacturer must operate an approved quality system for final inspection
and testing as specified in point 3 and must be subject to surveillance as specified in
point 4.

3. Quality system

3.1. The manufacturer must lodge an application for assessment of his quality system
for the products concerned with a notified body of his choice.
The application must include:

— all relevant information for the product category envisaged,

— documentation concerning the quality system,

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

3.2. Under the quality system, each product must be examined and appropriate tests
must be carried out in order to ensure its compliance 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. That quality-system
documentation must ensure common understanding of the quality programmes, plans,
manuals and records.
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It must, in particular, include an adequate description of:

— the quality objectives and the organizational 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 of monitoring the effective operation of the quality system,

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

3.3 The notified body must assess the quality system to determine whether it satisfies
the requirements laid down in point 3.2. It must presume compliance with the
requirements in respect of quality systems that implement the relevant harmonized
standard.

The auditing team must have at least one member with experience as an assessor in
the product technology concerned. The assessment procedure must include an
assessment visit to the manufacturer's premises.

The manufacturer must be notified of the decision. The notification must include the
conclusions of the examination and the reasoned assessment decision.

3.4. The manufacturer must undertake to fulfill the obligations arising out of the
quality system as approved and to maintain it in an appropriate and efficient manner.
The manufacturer or his authorized representative established within the Community
must keep the notified body that has approved the quality system informed of any
intended updating of that quality system.

The notified body must evaluate the modifications proposed and decide whether the
modified quality system will still satisfy the requirements laid down in point 3.2 or
whether a reassessment is required.

The manufacturer must be notified of its decisions. The notification must include the
conclusions of the examination and the reasoned assessment decision.

4. Surveillance under the responsibility of the notified body

4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the
obligations arising out of the approved quality system.

4.2. The manufacturer must allow the notified body access for inspection purposes to
the locations of inspection, testing and storage and must provide it with all necessary
information, in particular:

— the quality-system documentation,

— the technical documentation,

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

4.3. The notified body must periodically carry out audits to make sure that the
manufacturer maintains and applies the quality system and must provide the
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manufacturer with audit reports.

4.4. In addition, the notified body may pay unannounced visits to the manufacturer.
During such visits the notified body may carry out tests or cause tests to be carried out
to check that the quality system is functioning correctly, if necessary. The notified
body must provide the manufacturer with a visit report and, if a test has been carried
out, with a test report.

5. The manufacturer must, for at least 10 years after the last product has been
manufactured, keep at the disposal of the national authorities:

— the documentation referred to in the third indent of the second paragraph of point
3.1,

— the updating referred to in the second paragraph of point 3.4,

— the decision and reports from the notified body referred to in the final paragraph
of point 3.4, point 4.3 and point 4.4.

6. Each notified body must on request provide flag Member State administrations
and the other notified bodies with the relevant information concerning the quality-
system approvals issued and withdrawn.

PRODUCT VERIFICATION (MODULE F)

1. A manufacturer or his authorized representative established within the
Community must check and attest that the products subject to point 3 conform to the
type as described in the EC type-examination certificate.

2. The manufacturer must take all measures necessary to ensure that the
manufacturing process ensures that the products conform to type as described in
the EC type-examination certificate. He must affix the mark to each product and must
draw up a declaration of conformity.

3. The notified body must carry out the appropriate examinations and tests in order
to check that the product complies with the requirements of the international
instruments either by examination and testing of every product as specified in point 4
or by examination and testing of products on a statistical basis, as specified in point 5,
at the choice of the manufacturer.

3a. The manufacturer or his authorized representative established within the
Community must keep a copy of the declaration of conformity for at least 10 years
after the last product has been manufactured.

4. Verification by examination and testing of every product
4.1. All products must be individually examined and appropriate tests must be carried

out in order to verify their conformity to type as described in the EC type-examination
certificate.
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4.2. The notified body must affix its identification symbol or cause it to be affixed to
each approved product and draw up a written certificate of conformity relating to the
tests carried out.

4.3. The manufacturer or his authorized representative established within the
Community must ensure that he is able to supply the notified body's certificate of
conformity on request to the flag Member State administration.

5. Statistical verification

5.1. The manufacturer must present his products in the form of homogeneous lots and
must take all measures necessary to ensure that the manufacturing process ensures the
homogeneity of each lot produced.

5.2. All products must be available for verification in the form of homogeneous lots.
A random sample must be drawn from each lot. Products in a sample must be
individually examined and appropriate tests must be carried out to ensure that they
comply with the requirements of the international instruments which apply to them
and to determine whether the lot is to be accepted or rejected.

5.3. In the case of accepted lots, the notified body must affix its identification symbol
or cause it to be affixed to each product and must 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 which are found not to comply.

If a lot is rejected, the notified body or the competent authority must take appropriate
measures to prevent that lot's being put on the market. In the event of frequent
rejection of lots the notified body may suspend statistical verification.

The manufacturer may, under the responsibility of the notified body, affix the latter's
identification symbol during the manufacturing process.

5.4. The manufacturer or his authorized representative established within the
Community must ensure that he is able to supply the notified body's certificates of
conformity on request to the flag Member State administration.

UNIT VERIFICATION (MODULE G)

1. The manufacturer must ensure and declare that the product concerned, which has
been issued with the certificate referred to in point 2, complies with the requirements
of the international instruments that apply to it. The manufacturer or his

authorized representative established within the Community must affix the mark
to the product and draw up a declaration of conformity.

2. The notified body must examine the individual product and carry out appropriate
tests to ensure that it complies with the relevant requirements of the international
instruments.

The notified body must affix its identification number or cause it to be affixed to the
approved product and must draw up a certificate of conformity concerning the tests
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carried out.

3. The aim of the technical documentation is to enable compliance with the
requirements of the international instruments to be assessed and the design,
manufacture and operation of the product to be understood.

FULL-QUALITY ASSURANCE (MODULE H)

1. A manufacturer who satisfies the obligations of paragraph 2 must ensure and
declare that the products concerned comply with the requirements of the international
instruments that apply to them. The manufacturer or his authorized representative
established within the Community must 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.

2. The manufacturer must operate an approved quality system for design,
manufacture, final-product inspection and testing as specified in point 3 and must be
subject to surveillance as specified in point 4.

3. Quality system

3.1. The manufacturer must lodge an application for assessment of his quality system
with a notified body.

The application must include:

— all relevant information for the product category envisaged and
— documentation concerning the quality system.

3.2. The quality system must ensure that the products comply 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. The quality-system documentation must ensure common
understanding of the quality policies and procedures such as quality programmes,
plans, manuals and records.

It must, in particular, include an adequate description of:

— the quality objectives and the organizational structure, responsibilities and powers
of the management with regard to product quality,

— the technical design specifications, including standards, that will be applied and
the assurance that the essential requirements of the international instruments that
apply to the products will be met,

— the design-control and design-verification techniques, processes and systematic
actions that will be used in the design of the products pertaining to the product
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category covered,

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

— 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 inspection reports and test data, calibration data,
qualification reports of the personnel concerned, etc.,

— the means of monitoring the achievement of the required design and product
quality and the effective operation of the quality system.

3.3. The notified body must assess the quality system to determine whether it satisfies
the requirements laid down in point 3.2. It must presume compliance with the
requirements in respect of quality systems that implement the relevant harmonized
standard.

The auditing team must have at least one member with experience as an assessor in
the product technology concerned. The assessment procedure must include an
assessment visit to the manufacturer's premises.

The manufacturer must be notified of the decision. The notification must include the
conclusions of the examination and the reasoned assessment decision.

3.4. The manufacturer must undertake to fulfil the obligations arising from the quality
system as approved and to uphold it so that it remains adequate and efficient.

The manufacturer or his authorized representative established within the Community
must keep the notified body that has approved the quality system informed of any
intended updating of that quality system.

The notified body must evaluate the modifications proposed and decide whether the
modified quality system will still satisfy the requirements laid down in point 3.2 or
whether a reassessment is required.

The manufacturer must be notified of its decisions. The notification must include the
conclusions of the examination and the reasoned assessment decision.

4. EC surveillance under the responsibility of the notified body

4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the
obligations arising out of the approved quality system.

4.2. The manufacturer must allow the notified body access for inspection purposes to
the locations of design, manufacture, inspection and testing and storage and must
provide it with all necessary information, in particular:

— the quality-system documentation,

— the quality records as provided for in the design part of the quality system, such as
the results of analyses, calculations, tests, etc.,

— the quality records as provided for in the manufacturing part of the quality system,
such as inspection reports and test data, calibration data, qualification reports of the
personnel concerned, etc.
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4.3. The notified body must periodically carry out audits to make sure that the
manufacturer maintains and applies the quality system and must provide the
manufacturer with audit reports.

4.4, In addition the notified body may pay unannounced visits to the manufacturer.
During such visits, the notified body may carry out tests or cause tests to be carried
out to check that the quality system is functioning correctly, if necessary. The notified
body must provide the manufacturer with a visit report and, if a test has been carried
out, with a test report.

5. The manufacturer must, for at least 10 years after the last product has been
manufactured, keep at the disposal of the national authorities:

— the documentation referred to in the second indent of the second paragraph of
point 3.1,

— the updating referred to in the second paragraph of point 3.4,

— the decision and reports from the notified body referred to in the final paragraph
of point 3.4, point 4.3 and point 4.4.

6. Each notified body must, on request, provide flag Member State administrations
and the other notified bodies with the relevant information concerning the
quality-system approvals issued and withdrawn.

7. Design examination

7.1. The manufacturer must lodge an application for examination of the design with a
single notified body.

7.2 The application must make it possible to understand the design, manufacture and
operation of the product and to assess compliance with the requirements of
international instruments.

It must include:

— the technical design specifications, including standards, that have been applied
and

— the necessary supporting evidence for their adequacy, in particular where the
standards specified in Article 5 have not been applied in full. Such supporting
evidence must include the results of tests carried out by an appropriate laboratory of
the manufacturer's or on his behalf.

7.3. The notified body must examine the application and where the design complies
with those provisions of the international instruments that apply it must issue an EC
design-examination certificate to the applicant. The certificate must include the
conclusions of the examination, the conditions of its validity, the data necessary for
identification of the approved design and, if relevant, a description of the product's
functioning.

7.4. The applicant must keep the notified body that has issued the EC design-
examination certificate informed of any modification to the approved design.
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Modifications to the approved design must receive additional approval from the
notified body that issued the EC design-examination certificate where such changes
may affect compliance with the relevant requirements of the international instruments
or the prescribed conditions for use of the product. Such additional approval must be
given in the form of an addition to the original EC design-examination certificate.

7.5. The notified bodies must, on request, provide flag Member State administrations
and the other notified bodies with the relevant information concerning:

— the EC design-examination certificates and additions issued and

— the EC design-approvals and additional approvals withdrawn.
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Appendix to Schedule I1

Technical documentation to be supplied by the manufacturer to the notified
Body

The provisions set down in this Appendix apply to all modules of Schedule II.

The technical documentation referred to in Schedule II must comprise all relevant
data and means used by the manufacturer to ensure that equipment complies with the
essential requirements relating to it.

The technical documentation must make it possible to understand the design,
manufacture and operation of the product, and must make it possible to assess
compliance with the requirements of the relevant international instruments.

The documentation must, so far as they are relevant to assessment, include:

— a general description of the type,

— conceptual-design, build standard and manufacturing drawings and schemes of
components, sub-assemblies, circuits, etc.,

— descriptions and explanations necessary for the understanding of those drawings
and schemes, including the operation of the product,

— the results of design calculations made, impartial examinations carried out, etc.,

— impartial test reports,

— manuals for installation, use and maintenance.

Where appropriate, the design documentation must contain the following:

— attestations relating to the equipment incorporated in the appliance,

— attestations and certificates relating to the methods of manufacture and/or
inspection and/or monitoring of the appliance,

— any other document that makes it possible for the notified body to improve its
assessment.
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Schedule 11T

Minimum criteria to be taken into account by Member Sates for the designation
of bodies

Notified bodies must fulfill the requirements of the relevant EN 45000 series.

A notified body must be independent and must not be controlled by manufacturers or
by suppliers.

A notified body must be established within the territory of the Community.

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.

A notified body must be in a position to provide maritime expertise.

A notified body is entitled to perform conformity-assessment procedures for any
economic operator established within or outwith the Community.

A notified body may perform conformity-assessment procedures in any Member State
or State outwith the Community using either its home-based means or the personnel
of its branch office abroad.

If a subsidiary of a notified body performs conformity-assessment procedures, all
documents relating to the conformity-assessment procedures must be issued by and in
the name of the notified body and not in the name of the subsidiary.

A subsidiary of a notified body which is established in another Member State may,
however, issue documents relating to conformity-assessment procedures if it is
notified by that Member State.
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Schedule IV

Mark of Conformity

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

That minimum dimension may be waived for small devices.
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