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1. INTRODUCTION
1.1 Agrément and Agrément conformity Certification

Agrément, whichever member delivers it, is a favourable technical assessment of the
fitness for purpose of material, equipment or processes, such assessments taking
account of the safety, purpose and durability of the construction in which they are to
be used" (UEAtc Statutes).

For Agrément to maintain its full value, it is necessary that the product covered by an
Agrément has a sufficiently constant quality to ensure that its behaviour in practice is
not affected by qualitative variations due to the manufacturing process.

Such required constant quality necessarily implies sufficiently consistent production
control.

Agrément is not necessarily related to an Agrément Conformity certification.
However, where it is the case, this quality control shall be subject to surveillance by a
body that is independent of the manufacturer and that will testify to the validity and
effectiveness of this quality control. The surveillance arrangements are set out in a
certificate of conformity which relates to an Agrément’ 2

1.2 Scope

The purpose of this rule is to define the procedure of product conformity certification
in support of Agrément for construction products as it is applied by one member
Institute of the UEAtc in order to ensure acceptance by other member Institutes
(Confirmation of product certification in support of Agrément) through agreements of
mutual recognition between the two institutes when possible.

So it constitutes a complement with the rules of confirmation of Agrément (R04) for
the part "constancy of quality "

Product conformity certification relating to Agrément is a product certification as laid
down in standard EN 45011. It is separate from the Agrément itself which is based on
expert appraisal.

! This document may: Ce documentpeur—

e Be separate from the Agrément itself, in which case it is called "Agrément Conformity certification".
e Be included |n the Aqrement itself, in WhICh case the document |s called Aqrement with product
certlflcatlon m men m N men

2, This certificate of conformity as provided for by this R.03 Rule, implies the fact that the manufacturing
process has been examined as required by the procedures fixed by Agrément or by Agrément directives with
regard to the production quality control and surveillance of production quality control, and that the examined
products have satlsfled the crlterla flxed by Aqrement or Aqrement dlrectlves
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It is also separate from "certification of quality assurance systems" of manufacturers
which is generally defined as a procedure by which a body, independent of the
manufacturer, gives a general assurance of the validity of the manufacturer's
management and quality assurance system, in accordance with one of the ISO 9000
series of standards : a clear distinction must be made between this procedure and
"Agrément conformity certification” for a given product which implies not only that the
production quality control system has been assessed and validated, but also
conformity of this product with the technical specifications of the Agrément.

1.3 Different levels of reciprocal recognition

The members of UEAtc agree as far as possible to apply in each case mutual recognition
founded on the principle of equivalence and within the limits of the legal context, while
preserving necessary equity between the firms of the country of destination and those of the
other member states of UEAtc.

The way of applying the reciprocity is firstly left to the appreciation of the institutes directly
concerned ; for the certification of conformity to Agrément, whenever it is integral part of the
confirmation of Agrément, the levels hereafter can be distinguished :

1. Recognition of certification itself with, if necessary, complements to the different
operations of certification, to define between the two institutes concerned by the
instruction of the confirmation, the certificate of the country of origin is recognized in the
country of destination:

e maybe on the basis of mutual agreement of recognition between Institutes members
of UEAtc,

e maybe on the basis of accreditation for the certification considered which is taken
into account.

2. Partial recognition of various operations of certification (tests, inspections): these services
carried out within the framework of certification in the country of origin are recognized in
the country of destination with, if necessary, complements to be defined as above
between the two Institutes, in this case :

e the conformity of the methods or their equivalence on the technical level is
established within the framework of the confirmation between the institutes
concerned,

¢ the conformity of the methods or their equivalence concerning aspects different of
those above mentionned above within the framework of the confirmation is
established by the certification body of destination,
while implementing like previously :

e maybe an agreement of reciprocal recognition between members of UEAtc,

e maybe taking into account of accreditation existing on the concerned operations.

2. AGREMENT CONFORMITY CERTIFICATION
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Agrément conformity with product certification is subject to the rules set out below
which relate to the provisions for Agrément and Agrément Directives.

The production quality control and the surveillance must together be sufficient to
ensure constant quality with reasonable probability and effectiveness; by setting up
the control scheme account is taken of the manufacturer's own quality control
system.

2.1  Production quality control

The manufacturer must have the right equipment, organisation and staff to ensure an
adequate and constant quality of his products.

2.1.1. The manufacturer must exercise regular control of the quality of certified
products in all the plants involved in Agrément conformity certification. To this end,
he must set up and apply the provisions of Annex 1.

2.1.2. The manufacturer must keep records of all complaints brought to his attention
concerning conformity of a product and the appropriate measures he has taken.
2.2 Roles and prerogatives of the bodies involved in Agrément with product

certification

2.2.1 The organisation of Agrément conformity certification includes the following
bodies and functions:

e Agrément Institute :
g Issues Agrément
L
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< extérieursTesting

These functions are carried out by a single body or delegated totally or partly by the
certification body to inspection and testing bodies. The allocation of functions given
below is purely an example.
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Links between the various bodies involved have to be defined case by case, for
instance by reference to a national rule or to bilateral contracts.
2.2.2. Agrément Institute

Concerning the constancy of product quality, the Agrément Institute :

e Assesses the product based on type-testing and initial inspection carried out by
one or several bodies recognised by the Agrément Institute itself on the basis of
its own criteria.

e |Issues the Agrément.

e Decides:
e whether or not a certification diagram is to be drawn up,
e whether or not existing certification attached to the Agrément is to be applied.

e makes sure that the certification body satisfies with his own criteria.

e Informs the appointed certification body of the issuing or updating of an Agrément
related to to certification for conformity.

2.2.3. Certification body

The certification body:

e Draws up the certification reference documents based on the Agrément, in
agreement with the Agrément Institute.

e Appoints the inspection body based on the EN 45011 requirements and the
testing body based on the EN 45001 * requirements, as agreed with the Agrément
Institute.

e Examines the certification request on the basis of this set of reference documents.
e Assesses the information provided by the inspection body in the factory and the
test results supplied by the external testing laboratory entrusted with the tests.

e Informs the manufacturer of its decision to grant or not grant the Agrément with
product certification resulting from the above.

e In the case of default, applies sanctions affecting the certification. Sanctions
related to Agrément can only be taken by the Agrément Institute.

e Informs the Agrément Institute of the issuing or withdrawal of certification, as well
as of the above sanctions.

The certification body may call on the assistance of an Advisory Committee.

2.2.4. In the event of Agrément confirmation, the Confirming Agrément
Institute:

e Transposes the initial Agrément. To do this, it takes into account together with the
initial Agrément Institute and in respect to items 2.2.7. and 2.3., the initial tests

® - looking forward to its revision in 1SO 17025.
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and inspections undertaken by the initial Agrément Institute, and supplements
them, if needed, depending on the specific features or regulations specific to its
own country.

e |ssues the Agrément confirmation.

e If this Agrément belongs to a family for which it requires certification and

- If certification is also required for the initial Agrément, the confirming body
recognises this certification provided it meets to relevant national specific
criteria,

- If certification is not required for the initial Agrément, the confirming body
designates together with the initial Agrément Insitute a certification body
on the basis of relevant national specific criteria (cf.3.1.4.d).

e Recognises the inspections and tests carried out during the initial Agrément
issuing or during certification possibly attached to it, as far as the conditions
defined in items 2.2.7. and 2.3. are fulfilled.

The recognition as a certification body, a testing laboratory or an inspection body is
given at the time of the confirmation of Agrément following the criteria of chapter 3,
completed by the indications of Annex 2..

2.2.5.The inspection body
The inspection body has the task of:

- Verifying production quality control conformity, its effective and constant
application and its capacity to deliver compliant products;

- Taking samples with a view to performing external laboratory tests, if the technical
specification included in Agrément so requires.

The inspection can be used for:

e Initial issuing of Certification Agrément Conformity ;
e Follow-up with a view to Certification renewal ;
e Special checks following recorded irregularities or sanctions.

2.2.6. External testing laboratory

The external testing laboratory carries out tests at the request of the certification or
inspection body on samples taken for this purpose.

2.2.7. Conditions applying to bodies involved in certification linked to
Agrément

e The certification bodies undertake to carry out their tasks based on the

requirements of standard EN 45011 "General requirements concerning product

certification bodies".

* General principles defined in EN 45011 which shall be respected concern assurance quality system to applied
to certification activity.
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e The inspection bodies appointed by the certification body shall carry out their task
based on the specifications in standard ISO 10011, Part 1, "Guidelines for quality
system audits: audit" and ISO 10011, Part 2, "Qualification criteria for quality

system auditors">.

e The testing laboratories appointed by the certification body shall carry out their
task based on the requirements in standard EN 45001, "General criteria applied

to testing laboratory operation"®.

2.3 Conditions for granting and renewing Agrément Conformity Certification

The general documents for Agrément established by UEAtc for a given product give the list
of controls and checks to be carried out and their recommended minimal frequency.
If such general documents are not available, the required consistancy of control is
decided within the context of the Agrément or associated -certification and/or
Agrément Confirmation about complementary requirements.

The specifications for a given product are established in the Agrément by referring to
relevant UEAtc general documents, when available.

If a product covered by an Agrément consists of components bearing a certificate of
conformity to standards, the Agrément Conformity Certification will state this fact in
the conditions defined by Agrément on this matter.

2.3.1. Acceptance

It is the responsibility of the body in charge of acceptance to make sure that the
current production is in conformity with the Agrément specifications and that there is
an adequate manufacturer's quality control as set out in 2.1. It will check in particular
that:

e All the requirements of Section 2.1 are fulfilled to ensure sufficient and constant
quality of the production and products covered by an Agrément;

e The results of the manufacturer's quality control in the manufacturer's records are
satisfactory and in conformity with the specifications of the Agrément;

e The results of external tests included in the quality control schedule are in
conformity with the specifications of the Agrément and correspond to the results
of the production quality control.

A report is issued after checking.

> Looking forward to its revision in 1SO 19011.
® Looking forward to its revision in 1SO 17025.
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2.3.2. Surveillance

It is the inspection body’s responsibility, according to a quality control schedule and a
frequency predetermined by the certification body that may not be less than once a
year, to ensure that:

e the production quality control is carried out correctly and at the required
frequency;

e the results of the production quality control are credible;

e the results of the production quality control are conform to the specifications of the
Agrément;

e marking is done correctly.

a) Checking the production quality control procedure

Checking that the provisions of Sections 2.1 and 2.3.1 are effective.
A report is issued after checking.

b) Compliance of the production quality control results

Checks are carried out according to the predetermined schedule by:

e An examination of the production control records;
e Carrying out "check tests" or "cross checking":

- maybe under supervision of the inspection body using the producer's testing
laboratory,

- maybe by an external laboratory based on samples taken by the inspection
body.

The manufacturer must fully co-operate with the inspection body. More particularly,
the manufacturer gives the representatives of the inspection body accessto all
premises where the products are manufactured or controlled. Suitable apparatus and
qualified staff shall be made available to them by the manufacturer.

The samples required for carrying out the check tests are taken from the producer’s
current production and shall be representative of the production’

To avoid any risk of dispute, a sampling sheet is drawn up on the spot and
countersigned. The samples taken are marked indelibly by the inspector.

The checks and tests are the subject of a report sent to the certification body or to the
mandated technical body, including in particular the correlation with the self-
inspection results.

2.3.3. Special tests and checks

" In some cases, the samples to be tested may also be taken from a wholesaler’s stock or from a site
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When the certification body or its mandated technical body deem it necessary (e.qg.
after an interruption in, or modification of the production or for the renewal of
Agrément), and especially when the results of controls and checks make it
necessary, additional controls or checks may be carried out.

2.3.4. Evaluation of actions

Each inspection is the subject of an evaluation as quickly as possible. In principle, at
a frequency to be determined, it is advisable to carry out a general evaluation. The
evaluation is carried out by the certification body or by its mandated technical body.

The evaluation may require together with Agrément Institute, according to their
content, action from the manufacturer, further investigations and/or additional tests
depending on the results obtained, and may lead to sanctions being applied.

2.3.5. Connection with Agrément

a) The Agrément Institute is kept informed by the certification body of the results of
controls and checks, and of conditions of suspension, withdrawal or annulation of
certificate.

b) Whenever the Agrément Institute deems it necessary, it may carry out
investigations itself in order to decide whether the Agrément should be maintained. It
notifies the certification body accordingly.

c) When the results of the controls, checks and investigations so require, a
procedure for suspension or withdrawal of the Agrément may be initiated. In such
case, Agrément Institute informs Certification body.

2.4 Marking

The decision to grant an Agrément with product certification sets out the conditions
and procedures applicable to the "certification marking" of products and/or their
packing.

This Certification marking shall be clear, without similarity to any other marking.

The affixing of the mark implies a commitment on the manufacturer’'s part to make
sure that the marked product conforms to the technical criteria specificied by the
Agrément (see Note 2 on page 3).
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2.5 Quality Control Contract

2.5.1. A contract® is established between the certification body and the manufacturer.
It will in particular include the following points:

- The factories where the certified products covered by the contract are produced,;

- The reference of the products that are covered by the certification (for example
the Agrément number);

- The bodies involved in Certification (mandated technical body, inspection body,
testing laboratory);

- The form, extent and normal frequency of the production quality control, the
control carried out by the inspection body as well as the procedure to be followed
in the event of any changes;

- The period of time during which manufacturers are asked to keep records of their
production quality control;

- Establishing the rights of representatives of the inspection body to visit at any time
and unannounced manufacturing plants, intermediate warehouses or if necessary
sites supplied by the manufacturer, in order to carry out inspections to ascertain
conformity;

- The procedures to be followed if inspections or check tests reveal any non-
compliance, or in the case of claims, and also the possibility of appeal;

- The period of validity and conditions for termination;

- The procedures for reporting between certification body and its mandated
technical body on the one hand and the manufacturer on the other;

- The financial charges;

- The representatives of the bodies involved in the control being placed under an
obligation to keep confidentiality.

2.5.2. There is also a contract between the certification body and the inspection body
and the testing laboratory if they are separate organisations, which defines the tasks
they have to execute and the conditions for carrying them out correctly.

This contract may be in the form of a general subcontracting of the tasks involved in
each case, supplemented case by case with an instruction precising particular tasks
for a given product.

3. RECIPROCAL RECOGNITION

3.1. General remarks

In order to facilitate the confirmation of Agréments, including associated compliance
certificates of conformity, it is necessary to set up the conditions of a mutual (or reciprocal)
recognition of the components of such a certification :

8 The contract may also be established, on the basis of an established certification rule, by an agreement with the
manufacturer to accept this ruleCe-contratpeut-égalemen e-constitué-surla-base-d'unreglement-de
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a) internal check procedures of quality control of the manufacturer and the third party check
procedures of quality within the framework of Certification,

b) results obtained during these checks (conformity with the requirements of Agrément),

c) methods of the external tests of checking (cross-checking with the results of the internal
checks by the manufacturer)

d) procedures of certification themselves (within the limits of the legal regulations).

These conditions will be better recognized by the involved Institutes if the operating
procedures will respect the principles allowed from now on in Europe, as defined by the
series of the standards EN 45 000.

The recognition of the bodies involved in the operations of certification and , if the need
arrises, of Agrément conformity certifications, are the subject of same reciprocal
engagements of confidence and collaboration, dialogue and possible adaptation as between
the members of UEAtc and their mandated bodies.

The definition in detail of the technical procedures used for the tests and checks concerns on
the other hand the co-operation between Institutes, which is essential within the framework of
the instruction of the confirmation of Agrément itself.

The contents of chapter 3 supplemented hereafter by the Appendix Il, which specifies the
application of this Rule, was written in this spirit.

In the event of disagreement within the framework of the instruction of the confirmation,

which would prevent the success of this mutual recognition, there are in UEAtc ° the

possibilities of appeal hereafter :

e discussion between the heads of the two Institutes,

e submission to the Commission of Confirmation on the initiative of one of the two
Institutes,

e intervention on the level of the Coordinating committee of UEAtc.

3.2. Base of recognition

The institutes members of UEAtc recognize like valid between them the inspections and/or
tests carried out in the framework of certification '° and certifications themselves while being
ensured of equivalence, so far as the applicable legal provisions allow it.

For that the requesting Institute must bring the proof of the conformity of the bodies involved
in certification to the requirements of article 2.2.

Existing jurisprudence in the matter of confirmation of Agrément is also applicable to the
recognition of the operations of certification and, if necessary, of certifications of conformity
to Agrément.

The adequacy with the national rules and standards can rise from the adaptations and
complements to Agrément at the time of its confirmation. It can also aim to a consistency of

° It is pointed out that, in the event of failure, intervention of the national authorities resposible for the
application of the European Rules, even of the European Commission , is possible.

19In accordance with art. 12L of EN 45011, the Certification Body cannot delegate its powers in matter of
decision of certification.
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control equivalent to that in use in the country of destination. In such a case the maximum of
the process of the original control is taken into account.

3.3 Operating and co-operation procedures

b) The members of the UEAtc and the Certification bodies involved in Agrément
conformity certification give each other mutual assistance to optimise the equivalence
and reproducibility in carrying out, supervising and assessing quality control.

Initial Agrément and Confirming Institutes will keep each other informed about any changes
in specifications and/or provisions relating to certification in their respective countries.

b) If the Institute member of UEAtc for the country of destination, which has proceeded
with a confirmation of Agrément of the product, prescribes Certification of conformity
with Agrément, while the Institute of country of origin which has approved the product
don’t prescribe it, the Confirming Institute of the initial Agrément institute or its
Certification Body can nevertheless commit himself to ensure or to make under its
reponsabilty, for the Confirming Institute, the services required by this one on the
framework of its certification of conformity to Agrément.

When it is not the case, the other UEAtc members having confirmed the same Agrément act
in concert between them on the setting up of only one certification.

3.4  Application of the principle of equivalence

When the principle of equivalence is concerned, the concretization of this equivalence forms
part of the decision of confirmation of Agrément.
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RO3 - ANNEX 1

REQUIREMENTS FOR FACTORY PRODUCTION CONTROL

1. GENERAL COMMENTS

1.1.

1.2

1.3

RO3

The manufacturer is responsible for organizing the effective implementation of
the factory production control system. Tasks and responsibilities in the
production control organisation should be documented and this documentation
should be kept up-to-date. In each factory the manufacturer may delegate the
action to a person having the necessary authority to :

a) identify procedures to demonstrate conformity of the product at
appropriate stages ;

b) identify and record any instance of non-conformity ;
c) identify procedures to correct instances of non conformity.

The manufacturer should draw up and keep up-to-date documents defining the
factory production control which he applies. The manufacturer's
documentation and procedures should be appropriate to the product and
manufacturing process. All FPC systems should achieve an appropriate level
of confidence in the conformity of the product. This involves :

a) the preparation of documented procedures and instructions relating to
factory production control operations, in accordance with the requirements
of the reference technical specification (see paragraph 3.1.3.) ;

b) the effective implementation of these procedures and instructions ;
c) the recording of these operations and their results ;

d) the use of these results to correct any deviations, repair the effects of such
deviations, treat any resulting instances of non-conformity and, if
necessary, revise the FPC to rectify the cause of nhon-conformity.

Production control operations include some or all of the following operations :
a) The specification and verification of raw materials and constituents ;

b) The controls and tests to be carried out during manufacture according to a
frequency laid down ;
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NB

c) The verifications and tests to be carried out on finished products according
to a frequency which may be laid down in the technical specifications and
adapted to the product and its conditions of manufacture.

Depending on the specific case, it may be necessary to carry out i) the
operations referred to under (b) and (c), ii) only the operations under (b) or iii)
only those under (c).

The operations under (b) centre as much on the intermediate states of the
product as on manufacturing machines and their adjustment, and equipment
etc. These controls and test and their frequency are chosen based on product
type and composition, the manufacturing process and its complexity, the
sensitivity of product features to variations in manufacturing parameters etc.

With regard to operations under (c), where there is no control of finished
products at the time that they are placed on the market, the manufacturer must
ensure that packaging, and reasonable conditions of handling and storage, do
not damage products and that the product remains in conformity with the
technical specification.

The appropriate calibrations must be carried out on defined measuring and test
instruments.

2. VERIFICATIONS AND TESTS

2.1

2.2.

RO3

General comments

The manufacturer must have or have available the installations, equipment
and personnel which enable him to carry out the necessary verifications and
tests. He may, as may his agent, meet this requirement by concluding a sub-
contracting agreement with one or more organisations or persons having the
necessary skills and equipment.

The manufacturer must calibrate or verify and maintain the control, measuring
or test equipment in good operating condition, whether or not it belongs to him,
with a view to demonstrating conformity of the product with its technical
specification. The equipment must be used in conformity with the specification
or the test reference system to which the specification refers.

Monitoring of conformity

If necessary, monitoring is carried out of the conformity of intermediate states
of the product and at the main stages of its production.

This monitoring of conformity focuses where necessary on the product
throughout the process of manufacture, so that only products having passed
the scheduled intermediate controls and tests are dispatched.
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Tests

Tests should be in accordance with the test plan and be carried out in
accordance with the methods indicated in the technical agreement.

These methods should generally be direct methods.

It is however possible, in the case of certain characteristics, that the
prescribed specification gives the possibility of using indirect test methods if a
definite correlation or relationship can be established and if possible verified
between specified characteristic X — the characteristic to be verified — and
another characteristic Y which is easier or safer to measure than characteristic
X. Indirect test methods may be retained when available and appropriate.

Test Records

The manufacturer should establish and maintain records which provide
evidence that the product has been tested. These records should show clearly
whether the product has satisfied the defined acceptance criteria. Where the
product fails to satisfy the acceptance measures, the provisions for non-
conforming products should apply.

2.4 Treatment of products which do not conform

2.5

If control or test results show that the product does not meet the requirements,
for example if the statistical variation of test results exceeds the limits allowed
by the technical specification, the necessary corrective action must
immediately be taken. Products or batches not conforming must be isolated
and properly identified. Once the fault has been corrected, the test or
verification in question must be repeated.

If products have been delivered before the results are available, a procedure
and record should be maintained for notifying customers.

Recording of verifications and test (manufacturer's register)

The results of factory production controls must be properly recorded in the
manufacturer's register. The product description, date of manufacture, test
method adopted, test results and acceptance criteria must be entered in the
register under the signature of the person responsible for control who carried
out the verification.

With regard to any control result not meeting the requirements of the technical
specification, the corrective measures taken to rectify the situation (e.g. a
further test carried out, modification of manufacturing process, throwing away
or putting right of product) must be indicated in the register.

3 TRACEABILITY

RO3

It is the manufacturer's, or his agent's, responsibility to keep full records of
individual products or product batches, including their related manufacturing
details and characteristics, and to keep records of to whom these products or
batches were first sold. Individual products or batches of products and the related
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manufacturing details must be completely identifiable and retraceable. In certain
cases, for example for bulk products, a rigorous traceability is not possible. The
expression of the requirement in the relevant technical specifications should be
realistically adapted keeping in view a traceability as complete as possible.
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UEAtc
RO3 - APPENDIX 2:

PRACTICAL PROCEDURE FOR OBTAINING RECIPROCAL RECOGNITION

A2 - 1. GENERAL
A2 - 1.1. Obtaining the recognition

To obtain the recognition by the confirming Institute, the requesting Institute can bring
the proof of the conformity of the bodies involved in certification to the requirements
of article 2.2. by one of the means hereatfter :

- Either :
It produces the certificates of accreditation delivered by a member of EA

Or it produces the decision of notification of the requesting institute within the
framework of the DPC, if the criteria of notification are also based on the general
principles of the standards EN 45001 and 45011.

Or:

It agrees to carry out, in connection with the confirming Institute, a jointed
examination to draw up that the methods of its operating in close field of activity
respect the essential general principles defined in art. 2.2, if necessary after
adaptation definited jointly.

A2 - 1.2. Recognition of the operations of certification

a) When there is no recognition of the certification body of origin, the bodies for tests
and for control work in direct subcontracting of the certification body of
destination.

b) The whole of these contracts and operations form part of the process of
confirmation of agréments.
These operations will be the subject of suitable provisions in the technical reports
and the guides for agrément of UEAtc, when they exist.
The search for optimal solutions in particular cases can be the subject of work of
the Commission of confirmation of UEAtc.

c) If whole or part of the certification of conformity is done compared to external
procedures with agrément (mainly within the framework of standardization or the
national rules), the same provisions are valid in so far as the legal provisions
allow it. Then, their effective range in each case will be specified at the time of the
confirmation of agrément.
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A2-13 Recognition of certifications

Such a recognition is in principle acquired by art. 30 of the Treaty of the European
Union.

The modes of recognition must be specified under the conditions of confirmation of
Agrément. If necessary, they will be the subject of contracts or recognitions between
certification bodies and/or Agrément institutes of the concerned countries. The
content of such contracts and the partners can change according to the legal national
and European conditions (according to the mandatory or voluntary statute of the
concerned procedure).

These contracts must provide that the decision of granting, suspension or withdrawal
of certification belongs to the certification body owner of the mark and cannot be
delegated to another organization.

Any concretization between members of the UEAtc, or within the framework of the
confirmations of Agrément for which they are responsible, will form part of the reports
submitted at the Confirmation Commission when they are individual cases, and at the
Coordinating Committee when they are general or jurisprudential cases.

Any member of UEAtc will be able to adhere to agreements developed between two
other members, by observing all the applicable conditions that the agreement
corresponding contains.

A2 -2 DIFFERENT TYPES OF RCOGNITION AND CORRESPONDING
CONTRACTS

In general, recognition of certification operations and, according to the case, of
Agrément conformity certifications between members of the UEAtc is embodied in a
direct contract between the institutes. This contract may be in the form of a general
agreement of recognition for a given family of products, taking into account the
relevant legal provisions.

If so, the Agrément Institute undertakes to supplement, if necessary, the quality
control arrangements it has with the Agrément holder.

If necessary, contracts may be drawn up involving the holder of an Agrément.
a) Contract between Agrément Institutes (or mandated technical bodies)
Generally, recognition of the certification operations and, according to the case, of

Agrément conformity certifications in another country implies a general agreement or
a contract between the respective Agrément Institutes.

RO3 19/21 March 2001



This agreement or contract sets out:

- All the items in Sections 2.1, 2.3 and 2.4, as well as any adaptations and
additions that may be made in the course of confirmation;

- When certification tasks is delegated to third parties partially or totally,
commitment by the third parties in question to comply with the contract and the
rules of the UEA(c;

- The reporting procedures between the initial Agrément Insitute and the
Confirming Institute, in particular in the event of any default, amendment,
suspension or withdrawal, renewal and additional controls as a result of the
surveillance or for any other reason.

b) Contract between Institutes involving the holder of the Certificate

Such contracts may be necessary, for instance, for the assumption of legal liability by
the manufacturer in the country of destination in connection with products bearing
Agrément Conformity Certification or for recognition of controls and checks by the
relevant administrative authorities in the country of destination.

These contracts are generally established between the manufacturer and the
confirming Institute™ and include the recognition of controls, checks and
assessments made by the initial Agrément Institute.

c) Contract between the Agrément holder and the manufacturer

The contract between the holder of the Agrément and the manufacturer/producer
shall state that the latter remains the certification body’s interlocutor as to all the
checks carried out as part of the conformity procedure.

A2 — 3 OTHER PROVISIONS

b) In agreement with the Agrément Institute, the Confirming Institute may about the
certification tasks carry out, or ask an independent body to carry out, check tests
conforming to those specified for confirmation, but only because of differences in the
regulations in the country of Certification and the country of Confirmation.

In cases of deficiency or lack of conformity affecting essential qualities, the
confirmation may be cancelled or suspended pending action by the certification body
(see art. 2.2.3.).

c) Marking
The decision to grant an Agrément with product Certification sets out the conditions

and procedures for the "Certification Marking" of the products or their packaging in
the country of destination.

11 Or its mandated technical body.
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Certification marking shall be clear, without similarity to any other marking.

Marking is done by reference to the section on “Marking” in Chapter "Quality Control"
of the relevant UEAtc Directive, when available.

The affixing of the mark implies a commitment on the manufacturer’s part to make
sure that the marked products conform to the technical specifications of the
Agrément confirmation (see R03 note 2 on page 3).

W-U-WU-W-W-W-®
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RO3 - ANNEX 1

REQUIREMENTS FOR FACTORY PRODUCTION CONTROL

1. GENERAL COMMENTS

1.1

1.2

1.3

The manufacturer is responsible for organizing the effective implementation of
the factory production control system. Tasks and responsibilities in the
production control organisation should be documented and this documentation
should be kept up-to-date. In each factory the manufacturer may delegate the
action to a person having the necessary authority to :

a) identify procedures to demonstrate conformity of the product at
appropriate stages ;

b) identify and record any instance of non-conformity ;
c) identify procedures to correct instances of non conformity.

The manufacturer should draw up and keep up-to-date documents defining the
factory production control which he applies. The manufacturer's
documentation and procedures should be appropriate to the product and
manufacturing process. All FPC systems should achieve an appropriate level
of confidence in the conformity of the product. This involves :

a) the preparation of documented procedures and instructions relating to
factory production control operations, in accordance with the requirements
of the reference technical specification (see paragraph 3.1.3.) ;

b) the effective implementation of these procedures and instructions ;
c) the recording of these operations and their results ;

d) the use of these results to correct any deviations, repair the effects of such
deviations, treat any resulting instances of non-conformity and, if
necessary, revise the FPC to rectify the cause of non-conformity.

Production control operations include some or all of the following operations :
a) The specification and verification of raw materials and constituents ;

b) The controls and tests to be carried out during manufacture according to a
frequency laid down ;
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c) The verifications and tests to be carried out on finished products according
to a frequency which may be laid down in the technical specifications and
adapted to the product and its conditions of manufacture.

Depending on the specific case, it may be necessary to carry out i) the
operations referred to under (b) and (c), ii) only the operations under (b) or iii)
only those under (c).

The operations under (b) centre as much on the intermediate states of the
product as on manufacturing machines and their adjustment, and equipment
etc. These controls and test and their frequency are chosen based on product
type and composition, the manufacturing process and its complexity, the
sensitivity of product features to variations in manufacturing parameters etc.

With regard to operations under (c), where there is no control of finished
products at the time that they are placed on the market, the manufacturer must
ensure that packaging, and reasonable conditions of handling and storage, do
not damage products and that the product remains in conformity with the
technical specification.

The appropriate calibrations must be carried out on defined measuring and test
instruments.

2. VERIFICATIONS AND TESTS

2.1.

2.2.

General comments

The manufacturer must have or have available the installations, equipment
and personnel which enable him to carry out the necessary verifications and
tests. He may, as may his agent, meet this requirement by concluding a sub-
contracting agreement with one or more organisations or persons having the
necessary skills and equipment.

The manufacturer must calibrate or verify and maintain the control, measuring
or test equipment in good operating condition, whether or not it belongs to him,
with a view to demonstrating conformity of the product with its technical
specification. The equipment must be used in conformity with the specification
or the test reference system to which the specification refers.

Monitoring of conformity

If necessary, monitoring is carried out of the conformity of intermediate states
of the product and at the main stages of its production.

This monitoring of conformity focuses where necessary on the product
throughout the process of manufacture, so that only products having passed
the scheduled intermediate controls and tests are dispatched.
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Tests should be in accordance with the test plan and be carried out in
accordance with the methods indicated in the technical agreement.

Tests

These methods should generally be direct methods.

It is however possible, in the case of certain characteristics, that the
prescribed specification gives the possibility of using indirect test methods if a
definite correlation or relationship can be established and if possible verified
between specified characteristic X — the characteristic to be verified — and
another characteristic Y which is easier or safer to measure than characteristic
X. Indirect test methods may be retained when available and appropriate.

Test Records

The manufacturer should establish and maintain records which provide
evidence that the product has been tested. These records should show clearly
whether the product has satisfied the defined acceptance criteria. Where the
product fails to satisfy the acceptance measures, the provisions for non-
conforming products should apply.

2.4 Treatment of products which do not conform

2.5

If control or test results show that the product does not meet the requirements,
for example if the statistical variation of test results exceeds the limits allowed
by the technical specification, the necessary corrective action must
immediately be taken. Products or batches not conforming must be isolated
and properly identified. Once the fault has been corrected, the test or
verification in question must be repeated.

If products have been delivered before the results are available, a procedure
and record should be maintained for notifying customers.

Recording of verifications and test (manufacturer's register)

The results of factory production controls must be properly recorded in the
manufacturer's register. The product description, date of manufacture, test
method adopted, test results and acceptance criteria must be entered in the
register under the signature of the person responsible for control who carried
out the verification.

With regard to any control result not meeting the requirements of the technical
specification, the corrective measures taken to rectify the situation (e.g. a
further test carried out, modification of manufacturing process, throwing away
or putting right of product) must be indicated in the register.

3 TRACEABILITY

It is the manufacturer's, or his agent's, responsibility to keep full records of
individual products or product batches, including their related manufacturing
details and characteristics, and to keep records of to whom these products or
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batches were first sold. Individual products or batches of products and the related
manufacturing details must be completely identifiable and retraceable. In certain
cases, for example for bulk products, a rigorous traceability is not possible. The
expression of the requirement in the relevant technical specifications should be
realistically adapted keeping in view a traceability as complete as possible.
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RO3 - APPENDIX 2:

PRACTICAL PROCEDURE FOR OBTAINING RECIPROCAL RECOGNITION

A2 - 1. GENERAL

A2 - 1.1. Obtaining the recognition

To obtain the recognition by the confirming Institute, the requesting Institute can bring
the proof of the conformity of the bodies involved in certification to the requirements of
article 2.2. by one of the means hereafter :

- Either :

It produces the certificates of accreditation delivered by a member of EA

Or it produces the decision of notification of the requesting institute within the
framework of the DPC, if the criteria of notification are also based on the general
principles of the standards EN 45001 and 45011.

Or:

It agrees to carry out, in connection with the confirming Institute, a jointed
examination to draw up that the methods of its operating in close field of activity
respect the essential general principles defined in art. 2.2, if necessary after
adaptation definited jointly.

A2 - 1.2. Recognition of the operations of certification

a)

b)

When there is no recognition of the certification body of origin, the bodies for tests
and for control work in direct subcontracting of the certification body of destination.

The whole of these contracts and operations form part of the process of confirmation
of agréments.

These operations will be the subject of suitable provisions in the technical reports
and the guides for agrément of UEAtc, when they exist.

The search for optimal solutions in particular cases can be the subject of work of the
Commission of confirmation of UEAtc.

If whole or part of the certification of conformity is done compared to external
procedures with agrément (mainly within the framework of standardization or the
national rules), the same provisions are valid in so far as the legal provisions allow it.
Then, their effective range in each case will be specified at the time of the
confirmation of agrément.
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A2-13 Recognition of certifications

Such a recognition is in principle acquired by art. 30 of the Treaty of the European
Union.

The modes of recognition must be specified under the conditions of confirmation of
Agrément. If necessary, they will be the subject of contracts or recognitions between
certification bodies and/or Agrément institutes of the concerned countries. The content
of such contracts and the partners can change according to the legal national and
European conditions (according to the mandatory or voluntary statute of the concerned
procedure).

These contracts must provide that the decision of granting, suspension or withdrawal of
certification belongs to the certification body owner of the mark and cannot be delegated
to another organization.

Any concretization between members of the UEAtc, or within the framework of the
confirmations of Agrément for which they are responsible, will form part of the reports
submitted at the Confirmation Commission when they are individual cases, and at the
Coordinating Committee when they are general or jurisprudential cases.

Any member of UEAtc will be able to adhere to agreements developed between two
other members, by observing all the applicable conditions that the agreement
corresponding contains.

A2 — 2 DIFFERENT TYPES OF RCOGNITION AND CORRESPONDING CONTRACTS
In general, recognition of certification operations and, according to the case, of
Agrément conformity certifications between members of the UEAtc is embodied in a
direct contract between the institutes. This contract may be in the form of a general
agreement of recognition for a given family of products, taking into account the relevant

legal provisions.

If so, the Agrément Institute undertakes to supplement, if necessary, the quality control
arrangements it has with the Agrément holder.

If necessary, contracts may be drawn up involving the holder of an Agrément.

a) Contract between Agrément Institutes (or mandated technical bodies)

Generally, recognition of the certification operations and, according to the case, of
Agrément conformity certifications in another country implies a general agreement or a

contract between the respective Agrément Institutes.

This agreement or contract sets out:

- All the items in Sections 2.1, 2.3 and 2.4, as well as any adaptations and
additions that may be made in the course of confirmation;
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- When certification tasks is delegated to third parties partially or totally,
commitment by the third parties in question to comply with the contract and the
rules of the UEA(c;

- The reporting procedures between the initial Agrément Insitute and the
Confirming Institute, in particular in the event of any default, amendment,
suspension or withdrawal, renewal and additional controls as a result of the
surveillance or for any other reason.

b) Contract between Institutes involving the holder of the Certificate

Such contracts may be necessary, for instance, for the assumption of legal liability by
the manufacturer in the country of destination in connection with products bearing
Agrément Conformity Certification or for recognition of controls and checks by the
relevant administrative authorities in the country of destination.

These contracts are generally established between the manufacturer and the confirming
Institute® and include the recognition of controls, checks and assessments made by the
initial Agrément Institute.

c) Contract between the Agrément holder and the manufacturer

The contract between the holder of the Agrément and the manufacturer/producer shall
state that the latter remains the certification body’s interlocutor as to all the checks
carried out as part of the conformity procedure.

A2 — 3 OTHER PROVISIONS

b) In agreement with the Agrément Institute, the Confirming Institute may about the
certification tasks carry out, or ask an independent body to carry out, check tests
conforming to those specified for confirmation, but only because of differences in the
regulations in the country of Certification and the country of Confirmation.

In cases of deficiency or lack of conformity affecting essential qualities, the confirmation
may be cancelled or suspended pending action by the certification body (see art.
2.2.3.).

c) Marking

The decision to grant an Agrément with product Certification sets out the conditions and
procedures for the "Certification Marking" of the products or their packaging in the
country of destination.

Certification marking shall be clear, without similarity to any other marking.

Marking is done by reference to the section on “Marking” in Chapter "Quality Control" of
the relevant UEAtc Directive, when available.

! Or its mandated technical body.

RO3 — Appendix 2 3/4 March 2000



The affixing of the mark implies a commitment on the manufacturer’'s part to make sure
that the marked products conform to the technical specifications of the Agrément
confirmation (see RO3 note 2 on page 3).
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