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[ENGLISH TEXT - TEXTE ANGLAIS]

AGREEMENT ON MUTUAL RECOGNITION IN RELATION TO CONFORM-
ITY ASSESSMENT, CERTIFICATES AND MARKINGS BETWEEN AUS-
TRALIA AND THE REPUBLIC OF ICELAND, THE PRINCIPALITY OF
LIECHTENSTEIN AND THE KINGDOM OF NORWAY

The Government of Australia, on the one hand, and the Republic of Iceland, the Prin-
cipality of Liechtenstein, and the Kingdom of Norway, hereafter referred to as the EFTA
EEA States, on the other hand ("the Parties"),

Considering the traditional links of friendship that exist between them,

Considering their shared commitment to promoting the enhancement of product qual-
ity, with a view to ensuring the health, safety and environment of their citizens,

Desiring to conclude an agreement providing for the mutual recognition of the respec-
tive conformity assessment procedures required for market access to the territory of the
Parties,

Taking into account the improved conditions of trade between the Parties which the
mutual recognition of test reports and certificates of conformity will bring about,

Aware of the positive contribution that mutual recognition can have in encouraging
greater international harmonisation of standards and regulations,

Noting the close relationship between Australia and New Zealand as confirmed in the
Australian and New Zealand Closer Economic Relations Trade Agreement and the Trans-
Tasman Mutual Recognition Arrangement as well as the growing level of integration of the
Australian and New Zealand conformity assessment infrastructures through the Agreement
concerning the establishment of the Council of the Joint Accreditation System of Australia
and New Zealand (JAS-ANZ),

Noting the close relationship between Iceland, Liechtenstein and Norway and the Eu-
ropean Community through the Agreement on the European Economic Area, which makes
it appropriate to conclude this parallel mutual recognition agreement between Australia and
these countries equivalent to the Mutual Recognition Agreement in relation to conformity
assessment, certificates and markings between Australia and the European Community,

Bearing in mind their status as Contracting Parties to the Agreement establishing the
World Trade Organization, and conscious in particular of their obligations under the World
Trade Organization Agreement on Technical Barriers to Trade,

Have agreed as follows:

Article 1. Definitions

1. For the purpose of this Agreement, the EFTA EEA States of the Republic of Ice-
land, the Principality of Liechtenstein, and the Kingdom of Norway, shall be referred to and
act as one Party to this Agreement.
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2. General terms used in this Agreement and its Annexes shall have the meaning given
in the definitions contained in ISO/IEC Guide 2 (1991) "General terms and their definitions
concerning standardisation and related activities" and in EN 45020 (1993 edition) unless
the context otherwise requires. In addition, the following terms and definitions shall apply
for the purpose of this Agreement:

"Conformity assessment" means systematic examination to determine the extent to
which a product, process or service fulfils specified requirements;

"Conformity Assessment Body" means a body whose activities and expertise include
performance of all or any stage of the conformity assessment process;

"Designation" means the authorisation by a Designating Authority of a Conformity
Assessment Body to perform conformity assessment activities; "designated" has a corre-
sponding meaning;

"Designating Authority" means a body with the legal power to designate, suspend or
withdraw designation of Conformity Assessment Bodies under its jurisdiction.

3. The terms "Conformity Assessment Body" and "Designating Authority" apply mu-
tatis mutandis to other bodies and authorities with corresponding functions referred to in
some Sectoral Annexes.

Article 2. General obligations

1. The Government of Australia shall accept attestations of conformity including test
reports, certificates, authorisations and marks of conformity as required by legislation and
regulations identified in the Sectoral Annexes issued by designated Conformity Assess-
ment Bodies in the EFTA EEA States in accordance with this Agreement.

2. The EFTA EEA States shall accept attestations of conformity including test reports,
certificates, authorisations and marks of conformity as required by legislation and regula-
tions identified in the Sectoral Annexes, issued by designated Conformity Assessment
Bodies in Australia in accordance with this Agreement.

3. This Agreement shall not entail mutual acceptance of the standards or technical reg-
ulations of the Parties or mutual recognition of the equivalence of such standards or tech-
nical regulations.

Article 3. Sectoral coverage

1. This Agreement concerns the conformity assessment procedures to satisfy manda-
tory requirements covered by the Sectoral Annexes.

2. Each Sectoral Annex shall, in general, contain the following information:

(a) a statement of its scope and coverage;

(b) the legislative, regulatory, and administrative requirements pertaining to the con-
formity assessment procedures (Section I);

(c) a list of the designated Conformity Assessment Bodies (Section II);

(d) the Designating Authorities (Section III);
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(e) a set of procedures for the designation of Conformity Assessment Bodies (Section
IV); and

(f) additional provisions as required (Section V).

Article 4. Origin

1. This Agreement shall apply to products originating in the Parties to the Agreement
according to the non-preferential rules of origin.

2. In case of conflicting rules, the non-preferential rules of the Party on whose territory
the goods are marketed are determinative.

3. To the extent that the same products are also covered in a Sectoral Annex to the
Agreement on Mutual Recognition in relation to conformity assessment between the EFTA
EEA States and New Zealand, the present Agreement shall also apply to products of New
Zealand origin.

4. To the extent that the same products are also covered in a Sectoral Annex to the
Agreement on Mutual Recognition in relation to conformity assessment between Australia
and the European Community, the present Agreement shall also apply to products originat-
ing in the European Community.

Article 5. Conformity Assessment Bodies

In accordance with the terms of Annex 1 and the Sectoral Annexes, each Party recog-
nises that the Conformity Assessment Bodies designated by the other Party fulfil the con-
ditions of eligibility to assess conformity in relation to their requirements as specified in the
Sectoral Annexes. In designating such bodies, the Parties shall specify the scope of the
conformity assessment activities for which they have been designated.

Article 6. Designating Authorities

1. The Parties shall ensure that the Designating Authorities responsible for designating
the Conformity Assessment Bodies specified in the Sectoral Annexes shall have the neces-
sary power and competence to designate, suspend, remove suspension and withdraw the
designation of such bodies.

2. In making such designations and withdrawals, Designating Authorities shall, unless
specified otherwise in the Sectoral Annexes, observe the procedures for designation set out
in Article 12 and Annex 1 of this Agreement.

3. In case of suspension of a designation or removal of such a suspension, the Desig-
nating Authority of the Party concerned shall immediately inform the other Party and the
Joint Committee. Conformity assessment carried out by a suspended Conformity Assess-
ment Body before its suspension shall remain valid unless otherwise determined by its Des-
ignating Authority.
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Article 7. Verification of designation procedures

1. The Parties shall exchange information concerning the procedures used to ensure
that the designated Conformity Assessment Bodies under their responsibility and specified
in the Sectoral Annexes comply with the legislative, regulatory and administrative require-
ments outlined in the Sectoral Annexes and the competence requirements specified in An-
nex 1.

2. The Parties shall compare methods used to verify that the designated Conformity
Assessment Bodies comply with the legislative, regulatory and administrative require-
ments outlined in the Sectoral Annexes and the competence requirements specified in An-
nex 1.

Existing systems for the accreditation of Conformity Assessment Bodies in the two
Parties may be used for such comparison procedures.

3. Such comparison shall be carried out in accordance with the procedures to be deter-
mined by the Joint Committee established under Article 12 of this Agreement.

Article 8. Verification of compliance of Conformity Assessment Bodies

1. Each Party shall ensure that Conformity Assessment Bodies designated by a Desig-
nating Authority will be available for verification of their technical competence and com-
pliance with other relevant requirements.

2. Each Party has the right to contest the technical competence and compliance of Con-
formity Assessment Bodies under the jurisdiction of the other Party. This right will be ex-
ercised under exceptional circumstances only.

3. Such contestation has to be justified in an objective and argued manner and in writ-
ing to the other Party and the Chair of the Joint Committee.

4. Where the Joint Committee decides that verification of technical competence or
compliance is required, it will be carried out in a timely manner jointly by the Parties with
the participation of the relevant Designating Authorities.

5. The result of this verification will be discussed in the Joint Committee with a view
to resolving the issue as soon as possible.

6. Except when decided otherwise by the Joint Committee, the contested Conformity
Assessment Body, where it is included in Section II of a Sectoral Annex, will be suspended
by the competent Designating Authority from the time disagreement has been established
in the Joint Committee until agreement has been reached in the Joint Committee on the sta-
tus of that Body.

Article 9. Exchange of information

1. The Parties shall exchange information concerning the implementation of the legis-
lative, regulatory and administrative provisions identified in the Sectoral Annexes.

2. Consistent with their obligations under the World Trade Organization Agreement on
Technical Barriers to Trade, each Party shall inform the other Party of the changes it intends
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to make to the legislative, regulatory and administrative provisions relating to the subject
matter of this Agreement and shall, except where considerations of safety, health and envi-
ronmental protection warrant more urgent action, notify the other Party of the new provi-
sions at least 60 days before their entry into force.

Article 10. Uniformity of conformity assessment procedures

In the interests of promoting a uniform application of the conformity assessment pro-
cedures provided for in the laws and regulations of the Parties, the designated Conformity
Assessment Bodies shall take part, as appropriate, in co-ordination and comparison exer-
cises conducted by each of the Parties in the relevant areas covered by the Sectoral Annexes
to this Agreement.

Article 11. Agreements with other countries

The Parties agree that mutual recognition agreements concluded by either Party with a
country which is not a party to this Agreement shall in no way entail an obligation upon the
other Party to accept test reports, certificates, authorisations and marks of conformity is-
sued by Conformity Assessment Bodies in that third country, save where there is an express
agreement between the Parties.

Article 12. Joint Committee

I. A Joint Committee made up of representatives of the two Parties shall be estab-
lished. It is responsible for the effective functioning of the Agreement.

2. The Joint Committee shall determine its own rules of procedure. It shall take its
decisions and adopt its recommendations by consensus. It can decide to delegate specific
tasks to sub- committees.

3. The Joint Committee will meet at least once a year unless it decides otherwise. If
required for the effective functioning of this Agreement, and at the request of either Party,
an additional meeting or meetings will be held.

4. The Joint Committee may consider any matter related to the functioning of this
Agreement.

In particular, it shall be responsible for:

(a) amending the Sectoral Annexes to give effect to the decision by a Designating Au-
thority to designate a particular Conformity Assessment Body;

(b) amending the Sectoral Annexes to give effect to the decision by a Designating Au-
thority to withdraw designation of a particular Conformity Assessment Body;

(c) exchanging information concerning the procedures used by either Party to ensure
that the Conformity Assessment Bodies specified in the Sectoral Annexes maintain the nec-
essary level of competence;
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(d) in accordance with the provisions of Article 8, appointing a joint team or teams of
experts to verify the technical competence of a Conformity Assessment Body and its com-
pliance with other relevant requirements;

(e) exchanging information and notifying the Parties of modifications of legislative,
regulatory and administrative provisions referred to in the Sectoral Annexes including
those which require modification of the Sectoral Annexes;

(f) resolving any questions relating to the application of this Agreement and its Sec-
toral Annexes; and

(g) facilitating the extension of this Agreement to further sectors.

5. Any amendments to Sectoral Annexes made in accordance with the provisions of
this Article will be notified promptly in writing by the Chair of the Joint Committee to each
Party.

6. The following procedure shall apply in relation to the inclusion in or withdrawal
from a Sectoral Annex of a Conformity Assessment Body:

(a) a Party proposing an amendment to a Sectoral Annex to give effect to a decision by
a Designating Authority to designate or withdraw designation of a Conformity Assessment
Body shall forward its proposal to the other Party in writing, adding supporting documen-
tation to the request;

(b) a copy of the proposal and documentation shall be sent to the Chair of the Joirt
Committee;

(c) in the event that the other Party consents to the proposal or upon the expiry of 60
days without an objection having been lodged, the inclusion in or withdrawal from the Sec-
toral Annex of the Conformity Assessment Body shall take effect; and

(d) in the event that, under the provisions of Article 8, the other Party contests the tech-
nical competence or compliance of a Conformity Assessment Body within the afore-men-
tioned 60 day period, the Joint Committee may decide to cairy out a verification of the
Body concerned, in accordance with the provisions of that Article.

7. In the event that a designated Conformity Assessment Body is withdrawn from a
Sectoral Annex, conformity assessment carried out by that Conformity Assessment Body
before the date of effect of its withdrawal shall remain valid unless otherwise determined
by the Joint Committee. In the case of the inclusion of a new Conformity Assessment
Body, conformity assessment carried out by such a Conformity Assessment Body shall be
valid from the date the Parties agree to its inclusion in the Sectoral Annex.

8. Where a Party introduces new or additional conformity assessment procedures af-
fecting a sector covered by a Sectoral Annex, the Joint Committee will, unless the Parties
agree otherwise, bring such procedures within the mutual recognition implementing ar-
rangements established by this Agreement.

Article 13. Territorial application

This Agreement shall apply, on the one hand, to the territories of the Republic of Ice-
land, the Principality of Liechtenstein, and the Kingdom of Norway, and on the other hand,
to the territory of Australia.
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Article 14. Entry into force and duration

1. This Agreement shall enter into force on the first day of the second month following
the date on which the Parties have exchanged Notes confirming the completion of their re-
spective procedures for the entry into force of this Agreement.

2. Either Party may terminate this Agreement by giving the other Party six months no-
tice in writing.

Article 15. Final provisions

1. Annex I to this Agreement forms an integral part of it.

2. Any amendment to this Agreement shall be done by mutual agreement.

3. The Parties shall conclude Sectoral Annexes, to which the provisions of Article 2
apply, which will provide the implementing arrangements for this Agreement.

4. Amendments to the Sectoral Annexes will be determined by the Parties through the
Joint Committee.

5. This Agreement is drawn up in four originals in the English language.

Done at Brussels on the twenty-ninth day of April in the year one thousand nine hun-
dred and ninety-nine.

For Australia:

DONALD KENYON

For the Republic of Iceland:

GUNNAR SNORRI GUNNARSSON

For the Principality of Liechtenstein:

VON LIECHTENSTEIN

For the Kingdom of Norway:

EINAR M BULL
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ANNEX 1

PROCEDURES FOR THE DESIGNATION AND MONITORING OF CONFORMITY
ASSESSMENT BODIES

A. General requirements and conditions

1. Designating Authorities shall only designate legally identifiable entities as Confor-
mity Assessment Bodies.

2. Designating Authorities shall only designate Conformity Assessment Bodies able to
demonstrate that they understand, have experience relevant to, and are competent to apply
the conformity assessment requirements and procedures of the legislative, regulatory and
administrative provisions of the other Party for which they are designated.

3. Demonstration of technical competence shall be based on:

-- technological knowledge of the relevant products, processes or services;

-- understanding of the technical standards and the general risk protection require-
ments for which designation is sought;

-- the experience relevant to the applicable legislative, regulatory and administrative
provisions;

-- the physical capability to perform the relevant conformity assessment activity;

-- an adequate management of the conformity assessment activities concerned; and

-- any other circumstance necessary to give assurance that the conformity assessment
activity will be adequately performed on a continuous basis.

4. The technical competence criteria shall be based on internationally accepted docu-
ments supplemented by specific interpretative documents developed as appropriate from
time to time.

5. The Parties shall encourage harmonisation of designation and conformity assess-
ment procedures through co-operation between Designating Authorities and Conformity
Assessment Bodies by means of co-ordination meetings, participation in mutual recogni-
tion arrangements, and working group meetings. Where accreditation bodies participate in
the designation process they should be encouraged to participate in mutual recognition ar-
rangements.

B. System to determine Conformity Assessment Bodies' competence

6. The Designating Authorities may apply the following processes to determine the
technical competence of Conformity Assessment Bodies. If necessary, a Party will indicate
to the Designating Authority the possible ways to demonstrate competence.

(a) Accreditation

Accreditation shall constitute a presumption of technical competence in relation to the
requirements of the other Party when:

(i) the accreditation process is conducted in conformance with the relevant interna-
tional documentation (EN 45000 series or ISO/IEC guides); and either
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(ii) the accreditation body participates in mutual recognition arrangements where they
are subject to peer evaluation which involves evaluation by individuals with recognised ex-
pertise in the field of the work being evaluated, of the competence of accreditation bodies
and Conformity Assessment Bodies accredited by them; or

(iii) the accreditation body, operating under the authority of a Designating Authority,
takes part, in accordance with procedures to be agreed, in comparison programmes and ex-
changes of technical experience in order to ensure the continued confidence in the technical
competence of the accreditation bodies and Conformity Assessment Bodies. Such pro-
grammes may include joint assessments, special cooperation programmes or peer evalua-
tion.

When a Conformity Assessment Body is only accredited to evaluate a product, process
or service for compliance with particular technical specifications, designation shall be lim-
ited to those technical specifications.

When a Conformity Assessment Body seeks designation to evaluate a particular prod-
uct, process or service for compliance with essential requirements, the accreditation pro-
cess shall incorporate elements which will permit assessments of the capability
(technological knowledge and understanding of the generally stated risk protection require-
ments of the product, process or service or their use) of the Conformity Assessment Body
to evaluate compliance with those essential requirements.

(b) Other means

When appropriate accreditation is not available or when special circumstances apply,
the Designating Authorities shall require the Conformity Assessment Bodies to demon-
strate their competence through other means such as:

-- participation in regional/international mutual recognition arrangements or certifica-
tion systems;

-- regular peer evaluations;

-- proficiency testing; and

-- comparisons between Conformity Assessment Bodies.

C. Evaluation of the designation system

7. Once the designation systems to evaluate the competence of Conformity Assess-
ment Bodies have been defined by each Party, the other Party may, in consultation with the
Designating Authorities, check that the systems give sufficient assurance that the designa-
tion of the Conformity Assessment Bodies satisfies its requirements.

D. Formal designation

8. Designating Authorities shall consult the Conformity Assessment Bodies within
their jurisdiction in order to determine their willingness to be designated under the terms of
this Agreement. Such consultation should include those Conformity Assessment Bodies
who do not operate under the respective legislative, regulatory, and administrative require-
ments of their own Party, but which may, nevertheless, be interested and capable of work-
ing to the legislative, regulatory, and administrative requirements of the other Party.

9. Designating Authorities shall inform their Party's representatives on the Joint Com-
mittee, established under this Agreement, of the Conformity Assessment Bodies to be in-
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cluded in or withdrawn from Section II of the Sectoral Annexes. Designation, suspension
or withdrawal of designation of Conformity Assessment Bodies shall take place in accor-
dance with the provisions of this Agreement and the rules of procedure of the Joint Com-
mittee.

10. When advising their Party's representative on the Joint Committee established un-
der this Agreement, of the Conformity Assessment Bodies to be included in the Sectoral
Annexes, the Designating Authority shall provide the following details in respect of each
Conformity Assessment Body:

(a) the name;

(b) the postal address;

(c) the facsimile (fax) number;

(d) the range of products, processes, standards or services it is authorised to assess;

(e) the conformity assessment procedures it is authorised to carry out; and

(f) the designation procedure used to determine competence.

E. Monitoring

11. Designating Authorities shall maintain, or cause to maintain, ongoing surveillance
over designated Conformity Assessment Bodies by means of regular audit or assessment.
The frequency and nature of such activities shall be consistent with international best prac-
tices or as agreed by the Joint Committee.

12. Designating Authorities shall require designated Conformity Assessment Bodies
to participate in proficiency testing or other appropriate comparison exercises where such
exercises are technically possible within reasonable cost.

13. Designating Authorities shall consult as necessary with their counterparts, to en-
sure the maintenance of confidence in conformity assessment processes and procedures.
This consultation may include joint participation in audits related to conformity assessment
activities or other assessments of designated Conformity Assessment Bodies, where such
participation is appropriate and technically possible within reasonable cost.

14. Designating Authorities shall consult, as necessary, with the relevant regulatory
authorities of the other Party to ensure that all regulatory requirements are identified and
are satisfactorily addressed.
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SECTORAL ANNEX ON MEDICINAL PRODUCTS GMP INSPECTION AND BATCH
CERTIFICATION

SCOPE AND COVERAGE

1. The provisions of this Sectoral Annex cover all medicinal products which are indus-
trially manufactured in Australia and the EFTA EEA States, and to which Good Manufac-
turing Practice (GMP) requirements apply.

For medicinal products covered by this Sectoral Annex, each Party shall recognise the
conclusions of inspections of manufacturers carried out by the relevant inspection services
of the other Party and the relevant manufacturing authorisations granted by the competent
authorities of the other Party.

In addition, the manufacturer's certification of the conformity of each batch to its spec-
ifications shall be recognised by the other Party without re-control at import.

"Medicinal products" means all products regulated by the pharmaceutical legislation
in the EFTA EEA States and Australia as listed in the Appendix to this Annex. The defi-
nition of medicinal products includes all human and veterinary products, such as chemical
and biological pharmaceuticals, immunologicals, radiopharmaceuticals, stable medicinal
products derived from human blood or human plasma, pre-mixes for the preparation of vet-
erinary medicated feedingstuffs, and, where appropriate, vitamins, minerals, herbal reme-
dies and homeopathic medicinal products.

"GMP" is that part of quality assurance which ensures that products are consistently
produced and controlled during manufacture to the quality standards appropriate to their in-
tended use and as required by the marketing authorisation granted by the importing Party.
For the purpose of this Sectoral Annex it includes the system whereby the manufacturer re-
ceives the specification of the product and/or process from the marketing authorisation
holder or applicant and ensures that the medicinal product is made in compliance with this
specification (equivalent to Qualified Person certification in the EFTA EEA States).

2. With respect to medicinal products covered by the legislation of one Party but not
the other, the manufacturing company can request, for the purpose of this Agreement, an
inspection be made by the locally competent inspection service. This provision shall apply
inter alia to the manufacture of active pharmaceutical ingredients and intermediate products
and products intended for use in clinical trials, as well as agreed pre-marketing inspections.
Operational arrangements are detailed under Section III, item 3b.

Certification of manufacturers

3. At the request of an exporter, importer or the competent authority of the other Party,
the Authorities responsible for granting manufacturing authorisations and for supervision
of the manufacture of medicinal products shall certify that the manufacturer:

-- is appropriately authorised to manufacture the relevant medicinal product or to carry
out the relevant specified manufacturing operation,

-- is regularly inspected by the Authorities, and
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-- complies with the national GMP requirements recognised as equivalent by the two
parties, and which are listed in Appendix 1 to this Sectoral Annex. In case different GMP
requirements would be used as a reference (in line with the provisions in Section 3, 3b), this
is to be mentioned in the certificate.

The certificates shall also identify the site(s) of manufacture (and contract testing lab-
oratories, if any). The format of certificate is attached as Appendix 2; it may be modified
by the Joint Committee, as established in Article 12 of the Agreement.

Certificates shall be issued expeditiously, and the time taken should not exceed 30 cal-
endar days.

In exceptional cases, such as when a new inspection has to be carried out, this period
may be extended to 60 days.

Batch certification

4. Each batch exported shall be accompanied by a batch certificate prepared by the
manufacturer (self-certification) after a full qualitative analysis, a quantitative analysis of
all the active constituents and all the other tests or checks necessary to ensure the quality of
the product in accordance with the requirements of the marketing authorisation. This cer-
tificate shall attest that the batch meets its specifications and shall be kept by the importer
of the batch. It will be made available upon request of the competent authority.

When issuing a certificate, the manufacturer shall take account of the provisions of the
current WHO certification scheme on the quality of pharmaceutical products moving in in-
ternational commerce. The certificate shall detail the agreed specifications of the product,
the reference of the analytical methods and the analytical results. It shall contain a state-
ment that the batch processing and packaging records were reviewed and found in confor-
mity with GMP. The batch certificate shall be signed by the person responsible for
releasing the batch for sale or supply, i.e. in the EFTA EEA States the "qualified person"
referred to in Article 21 of Directive 75/319/EEC of 20 May 1975 (EEA Agreement, Annex
II, Chapter XIII, point 3) on the approximation of provisions laid down by law, regulation
or administrative action relating to proprietary medicinal products. In Australia, the re-
sponsible persons are for manufacturing quality control as specified in the Therapeutic
Goods Regulation 19(b) under the Therapeutic Goods Act 1989.
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SECTION I'

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION II'

OFFICIAL INSPECTION SERVICES

SECTION III'

OPERATIONAL PROVISIONS

SECTION IV'

TRANSITIONAL ARRANGEMENTS FOR VETERINARY MEDICINAL PRODUCTS

APPENDIX 1'

LIST OF APPLICABLE LEGISLATIVE, REGULATORY AND ADMINISTRATIVE
PROVISIONS

APPENDIX 2'

CERTIFICATE OF PHARMACEUTICAL MANUFACTURER IN THE FRAME-
WORK OF THE AGREEMENT ON MUTUAL RECOGNITION IN RELATION TO
CONFORMITY ASSESSMENT, CERTIFICATES AND MARKINGS BETWEEN AUS-
TRALIA AND THE EFTA EEA STATES, SECTORAL ANNEX ON MEDICINAL
PRODUCTS GMP INSPECTION AND BATCH CERTIFICATION

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give
effect to Article 102 of the Charter of the United Nations, as amended.
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SECTORAL ANNEX ON MEDICAL DEVICES

SCOPE AND COVERAGE

The provisions of this Sectoral Annex shall apply to the following products:

Products for export to the EFTA EEA States

All medical devices subject to third party
confomity assessment procedues, bcth prodct
related and quality system related, provided for in
Council Directive 9038.EEC of 20 June 1990 on
the approximation of the lams of the bnter
Sttes relating to active inplantable medical
devices (EEA Agreen-W, Amex 1I, Chater X,
point 7) and Council Directive 9/42EEC of 14
June 1993 (EEA Agreement, Annex II, Chapter
X point 27a as inserted by Decision No 7/94)

concering medical devices,

but excluding the following products:

- radioactive mterials to the extent these
may be considere medical dvices, and

- medical devices incorporating tissues of
aninl origin.

bwever, medical devices

(a) incorporating refined derivatives ofaniral
deived waxes, heparin and gelatine which
cenfomito phamcpriaJ standaids aid
sintered hydroxyaptite, or

(b) incorporating tissues of aniTl
origin and where the device is intended to
come into contact with intact slin only,

will Hbe included within the scope of this Sectoral
Annex

Products for expert toAustralia

All medical devices subject, under the Australian
Therapeutic Goods Act 1989 and Iherapeutic
Coods Regulations, to third party onfcmity
assessment procedures, both product related and
quality system related, apply,

bit excluding the following products:

- radioactive materials to the extent these
may be considerd nedical devices.

- medical devices incorporaing tissues of
animl origin.

fowever, medical devices

(a) incorpomting refined derivatives of
aninl derived waxes, heparin and gelatine
which confrmto pimucqneial standard
and sintered hydroxyapatite, or

(b) incorporating tissues ofanirml
origin ad where the device is intended to
come into contact with intact sin only,

will be includd within the sope of this Sectoral
Amex
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SECTION I

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION II'

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III'

AUTHORITIES RESPONSIBLE FOR DESIGNATING THE CONFORMITY ASSESS-
MENT BODIES LISTED IN SECTION II

SECTION IV1

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION V'

ADDITIONAL PROVISIONS

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give

effect to Article 102 of the Charter of the United Nations, as amended.

510
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SECTORAL ANNEX ON TELECOMMUNICATIONS TERMINAL EQUIPMENT

SCOPE AND COVERAGE

The provisions of this Sectoral Annex shall apply to the following:

Products for export to the EFTA EEA
States

Anyproduct filling under the scope of
Council Directive 98/13/EC of 12
February 1998 relating to
telecommunications terminal equipment
and satellite earth station equipment,
including the mutual recognition of their
conformity (to enter into force subject to
incorporation into the EEA Agreement).

In general terms, that Council Directive
covers:

(a) terminal equipment intended to
be connected to the public
telecommunications networks. The
terminal equiprmnt may be connected
directly or indirectly to the termination
of the public teleconminications
network and

(b) satellite earth station
equipment, which is capable of being
used either for transmission only, or for
transmission and reception, or for
reception only, of radio
communications signals by means of
satellites or other space-based systems.
Purpose-built satellite earth station
equipment used as part of the public
telecommunications network is
excluded.

This list of product groups may be
extended to include other EFTA EEA
conmon technical regulations in this
sector as they become available.

Products for export to Australia

Any product defined as customer
equipment in the Telecommnunications
Act 1997.

In general this is equipment whose
parameters are defined in the Australian
Conynunications Authority Technical
Standards as determined under the above
Act These requirements are set out in
the Telecommunications Labelling
(Customer Equipment and Customer
Cabling) Notice No 2 of 1997.
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SECTION 1P

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION II I

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III'

AUTHORITIES RESPONSIBLE FOR DESIGNATING CONFORMITY ASSESSMENT
BODIES LISTED IN SECTION II

SECTION IV'

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION V!

ADDITIONAL PROVISIONS

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give

effect to Article 102 of the Charter of the United Nations, as amended.
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SECTORAL ANNEX ON LOW VOLTAGE EQUIPMENT SCOPE AND COVERAGE

The provisions of this Sectoral Annex shall apply to the following types of low voltage
equipment:

All products falling within the scope of Council Directive 73/23/EEC of 19 February
1973 (EEA Agreement, Annex II, Chapter X, point 1) on the harmonisation of the laws of
the Member States relating to electrical equipment designed for use within certain voltage
limits.

Electrical products which are within the scope of Australian State and Territory legis-
lation for the safety of low voltage electrical equipment.

SECTION I'

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION I1l

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III'

AUTHORITIES RESPONSIBLE FOR DESIGNATING CONFORMITY ASSESSMENT
BODIES LISTED IN SECTION II

SECTION IV 1

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION V1

ADDITIONAL PROVISIONS

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give

effect to Article 102 of the Charter of the United Nations, as amended.
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SECTORAL ANNEX ON ELECTROMAGNETIC COMPATIBILITY

SCOPE AND COVERAGE

The provisions of this Sectoral Annex shall apply to the following:

- Electromagnetic compatibility of equipment as defined in Council Directive 89/
336/EEC of 3 May 1989 (EEA Agreement, Annex II, Chapter X, point 6) on the approxi-
mation of the laws of the Member States relating to electromagnetic compatibility, but ex-
cluding radiocommunications equipment which is not connected to the public switched
telecommunication networks, and

- Electromagnetic compatibility of equipment regulated under the Australian Radio-
communications Act 1992.

SECTION I

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION II'

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III'

AUTHORITIES RESPONSIBLE FOR DESIGNATING CONFORMITY ASSESSMENT
BODIES LISTED IN SECTION II

SECTION IV'

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION VI

ADDITIONAL PROVISIONS

I. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give

effect to Article 102 of the Charter of the United Nations, as amended.
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SECTORAL ANNEX ON MACHINERY

SCOPE AND COVERAGE

The provisions of this Sectoral Annex shall apply to the products listed in Annex IV to
Council Directive 89/392/EEC of 14 June 1989 (EEA Agreement, Annex II, Chapter XX-
IV, point 1) on the approximation of the laws of the Member States relating to machinery
and to tower cranes and mobile cranes.

SECTION I'

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION II'

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III

AUTHORITIES RESPONSIBLE FOR DESIGNATING CONFORMITY ASSESSMENT
BODIES LISTED IN SECTION II

SECTION IV'

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION V1

ADDITIONAL PROVISIONS

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give
effect to Article 102 of the Charter of the United Nations, as amended.
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SECTORAL ANNEX ON PRESSURE EQUIPMENT

SCOPE AND COVERAGE

The provisions of this Sectoral Annex shall apply to the following products:

Products for export to the EFTA EEA States Products for export to Australia

Products for export to the EFTA EEA
States Products for export to Australia Prod-
ucts in the scope of Council Directive 87/404/
EEC of 25 June 1987 (EEA Agreement, An-
nex II, Chapter VIII, point 6) on the harmon-
isation of the laws of the Member States
relating to simple pressure vessels.

Products in the scope of Council Di-
rective 87/404/EEC of 25 June 1987
(EEA Agreement, Annex II, Chapter VI-
II, point 6) on the harmonisation of the
laws of the Member States relating to
simple pressure vessels and which are
subject to the Australian legislative and
regulatory requirements listed in Section
I of this Sectoral Annex.
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SECTION I'

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE REQUIREMENTS

SECTION 1l'

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III'

AUTHORITIES RESPONSIBLE FOR DESIGNATING CONFORMITY ASSESSMENT
BODIES LISTED IN SECTION II

SECTION IV'

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION Vl

ADDITIONAL PROVISIONS

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give
effect to Article 102 of the Charter of the United Nations, as amended.
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SECTORAL ANNEX ON AUTOMOTIVE PRODUCTS

SCOPE AND COVERAGE

In accordance with the terms of this Annex, Australia shall recognise and accept results
of testing, conformity of production and approval procedures according to Regulations
adopted in the context of the UN/ECE 1958 Agreement (UN/ECE Regulations), deemed to
be equivalent to EC Directives, carried out in the EFTA EEA States, where these Regula-
tions are substantially equivalent to Australian regulatory provisions.

In accordance with the terms of this Annex, the EFTA EEA States shall accept results
of testing and conformity of production procedures carried out in Australia in accordance
with the Council Directives for which there is an UN/ECE Regulation, which is fully or par-
tially/conditionally applied by Australia and is recognised as substantially equivalent in
Annex IV, Part 2 of Council Directive 70/156/EEC of 6 February 1970 (EEA Agreement,
Annex II, Chapter I, point 1) on the approximation of the laws of the Member States relat-
ing to the type-approval of motor vehicles and their trailers, as last amended.

In accordance with the terms of this Annex, Parties shall recognise and accept results
of testing and conformity of production procedures carried out by the other Party to that
Party's requirements in areas where substantial equivalence between regulatory provisions
of both Parties is established.

The provision of this Sectoral Annex shall apply to automotive products and vehicle
components as specified in the following Regulations from the Economic Commission for
Europe: 1, 3-8, 11, 12, 13 for N and 0 category vehicles, 14, 16-21, 23-25, 30, 37, 38, 43,
46, 48, 49, 51 and 83, in their latest applicable version as well as to EC Directives/ADRs
on speed limiting devices, defrosting and demisting systems and windscreen wiper/washer
systems, as last amended.

The scope and coverage of this Sectoral Annex will be adapted according to changes
in the position on substantial equivalence between UN/ECE Regulations and the regulatory
provisions in force in Australia and the EFTA EEA States.
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SECTION I'

REGULATORY REQUIREMENTS

SECTION Il

DESIGNATED CONFORMITY ASSESSMENT BODIES

SECTION III'

AUTHORITIES RESPONSIBLE FOR DESIGNATING CONFORMITY OF ASSESS-
MENT BODIES

SECTION IV'

PROCEDURES FOR DESIGNATING CONFORMITY ASSESSMENT BODIES

SECTION V'

ADDITIONAL PROVISIONS

1. Not published herein in accordance with article 12 (2) of the General Assembly regulations to give

effect to Article 102 of the Charter of the United Nations, as amended.
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FINAL ACT

The plenipotentiary of Australia of the one part, and the plenipotentiaries of the Re-
public of Iceland, the Principality of Liechtenstein, and the Kingdom of Norway, hereinaf-
ter referred to as the "EFTA EEA States", of the other part, meeting for the signature of the
Agreement on Mutual Recognition in relation to Conformity Assessment between the Aus-
tralia and the EFTA EEA States, hereinafter referred to as the "Agreement", have adopted
the following texts:

The Agreement including its Annex and the following Sectoral Annexes relating to:

1. Medicinal Products GMP Inspection and Batch Certification

2. Medical Devices

3. Telecommunications Terminal Equipment

4. Low Voltage Equipment

5. Electromagnetic Compatibility

6. Machinery

7. Pressure Equipment

8. Automotive Products

The plenipotentiaries of the EFTA EEA States and the plenipotentiary of Australia
have adopted the texts of the Joint Declarations listed below and annexes to this Final Act:

-- Joint Declaration relating to future work on implementing arrangements for this
Agreement,

-- Joint Declaration on mutual recognition in the voluntary sphere,

-- Joint Declaration relating to further developing harmonisation of technical regula-
tions and conformity assessment procedures,

-- Joint Declaration relating to the review of Article 4 of the Agreement,

-- Declaration by the Principality of Liechtenstein relating to Article 4: Origin
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Done at Brussels on the twenty-ninth of April in the year one thousand nine hundred
and Ninety-nine.

For Australia:

DONALD KENYON

for the Republic of Iceland:

GUNNAR SNORRI GUNNARSSON

for the Principality of Liechtenstein:

VON LIECHTENSTEIN

for the Kingdom of Norway:

EINAR M BULL
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JOINT DECLARATION RELATING TO FUTURE WORK ON IMPLEMENTING AR-
RANGEMENTS FOR THIS AGREEMENT

1. Pressure Equipment

The Parties will extend the scope of the Sectoral Annex on Pressure Equipment and
start negotiations to that effect once the new Directive under preparation on this subject has
been included into the EEA Agreement and into the Mutual Recognition Agreement be-
tween Australia and the European Community.

2. Aircraft certification and continued airworthiness

The Parties confirm their intention to continue negotiations in order to complete the
Sectoral Annex in respect of aircraft certification and continued airworthiness, with the
view to its establishment as an implementing arrangement for this Agreement no later than
two years following its entry into force and to the extent such provisions are included in the
Mutual Recognition Agreement between Australia and the European Community.

3. Inclusion of other Sectoral Annexes

To build on this Agreement, Australia and the EFTA EEA States will commence ne-
gotiations on the further extension of the sectoral coverage of the Agreement two years
from the date that the Agreement enters into force and to the extent such extensions are to
be included into the Mutual Recognition Agreement between Australia and the European
Community.

JOINT DECLARATION ON MUTUAL RECOGNITION IN THE VOLUNTARY
SPHERE

The Parties will encourage their non-governmental bodies to co-operate with the view
to establishing mutual recognition arrangements in the voluntary sphere.

JOINT DECLARATION RELATING TO FURTHER DEVELOPING HARMONISA-
TION OF TECHNICAL REGULATIONS AND CONFORMITY ASSESSMENT PRO-

CEDURES

The Parties will give consideration to increasing the degree of harmonisation or equiv-
alence of their respective technical regulations and conformity assessment procedures,
where appropriate and where consistent with good regulatory practice. The Parties ac-
knowledge that one objective could be the establishment where feasible of a single submis-
sion and evaluation procedure, applicable in both Parties, for the products covered by the
Agreement.

JOINT DECLARATION RELATING TO THE REVIEW OF ARTICLE 4

The Parties will consider a broadening of the provisions of Article 4 to include other
countries once the Parties have concluded equivalent Agreements on Mutual Recognition
in relation to conformity assessment in the same sectors with those other countries.
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DECLARATION BY THE PRINCIPALITY OF LIECHTENSTEIN RELATING TO AR-
TICLE 4: ORIGIN

Liechtenstein herewith declares that due to its customs union with Switzerland it will
continue to use "Swiss origin" and will, for the time being, not use "Liechtenstein origin".
Liechtenstein reserves, however, its right to introduce "Liechtenstein origin" for the pur-
pose of this Agreement after having notified the contracting parties.
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[TRANSLATION - TRADUCTION]

ACCORD RELATIF A LA RECONNAISSANCE MUTUELLE EN MATIERE
D'EVALUATION DE CONFORMITE, DE CERTFICATS ET DE MAR-
QUAGES ENTRE L'AUSTRALIE ET LA RIPUBLIQUE D'ISLANDE, LA
PRINCIPAUTt DU LIECHTENSTEIN ET LE ROYAUME DE NORVEGE

Le Gouvernement de l'Australie, d'une part, et la R~publique d'Islande, la Principaut6
du Liechtenstein, et le Royaume de Norv~ge, ci-apr~s d6nomm6s les ttats AELE EEE,
d'autre part

"les Parties",

Consid6rant les liens traditionnels d'amiti6 existant entre eux,

Consid&rant qu'ils se sont tous engag6s i promouvoir l'am6lioration de la qualit6 des
produits afin de pr6server la sant6, la s6curit6 et l'environnement de leurs ressortissants,

D6sireux de conclure un accord de reconnaissance mutuelle de leurs proc6dures res-
pectives d'6valuation de la conformit6 exig6es pour l'acc~s au march6 des Parties,

Prenant acte de l'am6lioration des conditions du commerce entre les Parties qu'en-
trainera la reconnaissance mutuelle des rapports d'essais et des certificats de conformit6,

Conscients de l'incidence positive que la reconnaissance mutuelle peut avoir en favo-
risant une meilleure harmonisation internationale des normes et r6glementations,

Prenant acte des relations 6troites entre l'Australie et la Nouvelle-Z61ande mises en 6vi-
dence par le "Australian and New Zealand Closer Economic Relations Trade Agreement et
le "Trans-Tasman Mutual Recognition Arrangement", de m~me que de l'int6gration plus
pouss6e des infrastructures d'6valuation de la conformit6 en Australie et en Nouvelle-
Z61ande grace A l"Agreement concerning the establishment of the Council of the Joint Ac-
creditation System of Australia and New Zealand (JAS-ANZ)",

Prenant acte des relations 6troites entre l'Islande, le Liechtenstein et la Norv~ge et ]a
Communaut6 europ6enne, institu6es par l'accord sur l'Espace 6conomique europ6en, qui
font qu'il est opportun d'envisager la conclusion du pr6sent accord parallkle de reconnais-
sance mutuelle entre l'Australie et ces pays, 6quivalent A l'Accord sur la reconnaissance mu-
tuelle en mati~re d'6valuation de la conformit6, de certificats et de marquages entre la
Communaut6 europ6enne et l'Australie,

Conscients de leur qualit6 de Parties contractantes A l'Accord instituant l'Organisation
mondiale du commerce et en particulier des obligations qui leur incombent en vertu de
l'Accord sur les obstacles techniques au commerce de lOrganisation mondiale du com-
merce,

Sont convenus de ce qui suit:
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Article premier. Dfinitions

1. Aux fins du pr6sent Accord, les Etats AELE EEE de la R6publique d'Islande, de la
Principaut6 de Liechtenstein et du Royaune de Norv~ge constituent et agissent comme une
Partie unique audit Accord.

2. Les termes g6n6raux utilis6s dans le pr6sent Accord et dans ses annexes ont la meme
acception que dans les d6finitions du guide 2 SOICEI (1991) "Termes g6n6raux et leurs
d6finitions concernant la normalisation et les activit6s connexes" et de EN 45020 (6dition
de 1993), sauf si le contexte exige une acception diff6rente. En outre, les termes et d6fini-
tions suivants s'appliquent aux fins du pr6sent Accord:

l"'6valuation de la conformit6" est l'examen syst6matique visant A d6terminer dans
quelle mesure un produit, un processus ou un service satisfait i des exigences sp6cifiques;

"'organisme d'6valuation de la conformit6" est l'organisme dont les activit6s et 'exper-
tise incluent la r6alisation de tout ou partie de la proc6dure d'6valuation de la conformit6;

la "d6signation" est rautorisation accord6e par l'autorit6 responsable de la d6signation
un organisme d'6valuation de la conformit6 de r6aliser des activit6s d'6valuation de la con-

formit6; le terme "d~sign6" a une signification correspondante;

l"'autorit6 responsable de la d6signation" est l'autorit6 habilit6e i d6signer les organis-
mes d'6valuation de la conformit6 relevant de sa juridiction ou i suspendre ou retirer leur
d6signation.

3. Les expressions "organisme d'6valuation de la conformit6" et "autorit6 responsable
de la d6signation" s'appliquent mutatis mutandis aux organismes et autorit6s exergant des
fonctions correspondantes mentionn~es dans certaines annexes sectorielles.

Article 2. Obligations g~n&ales

1. Le Gouvemement australien accepte les attestations de confornit6, y compris les
rapports d'essais, les certificats, les autorisations et les marquages de conformit6 exig6s par
les dispositions 16gislatives et r6glementaires mentionn6es dans les annexes sectorielles qui
sont d6livr6es par les organismes d6sign6s d'6valuation de la conformit6 dans les ttats
AELE EEE, conform6ment au pr6sent Accord.

2. Les ttats AELE EEE acceptent les attestations de conformit6, y compris les rapports
d'essais, les certificats, les autorisations et les marquages de conformit6 exig6s par les dis-
positions 16gislatives et r6glementaires mentionn6es dans les annexes sectorielles qui sont
d61ivr6es par les organismes d6sign6s d'6valuation de la confonnit6 en Australie, conform&
ment au pr6sent Accord.

3. Le pr6sent Accord n'entraine pas l'acceptation r6ciproque des normes ou r~gles tech-
niques des Parties ou la reconnaissance mutuelle de l'quivalence de ces normes ou r~gles
techniques.
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Article 3. Couverture sectorielle

1. Le present Accord conceme les procedures d'6valuation de la conformit6 visant i
satisfaire aux exigences imperatives indiqudes dans les annexes sectorielles.

2. D'une mani~re gdndrale, les annexes sectorielles comportent les informations sui-
vantes:

a) une ddclaration concemant leur portde et leur couverture;

b) les exigences 1gislatives, rdglementaires et administratives concemant les proc-
dures d'6valuation de la conformit6 (chapitre I);

c) une liste des organismes ddsignds d'6valuation de la conformit6 (chapitre II);

d) les autoritds responsables de la designation (chapitre III);

e) 1'ensemble des procedures de designation des organismes d'6valuation de la confor-
mit6 (chapitre IV);

f) des dispositions complmentaires, le cas 6chdant (chapitre V).

Article 4. Origine

1. Le present Accord s'applique aux produits originaires des Parties i l'Accord, con-
formdment aux r~gles d'origine non prdfdrentielles.

2. En cas de conflit de r~gles, les r~gles non prdfdrentielles de la Partie, sur le territoire
de laquelle les marchandises sont commercialisdes, sont ddterminantes.

3. Dans la mesure ofi les produits visds au paragraphe 1 sont aussi couverts par une an-
nexe sectorielle de l'Accord sur la reconnaissance mutuelle en mati~re d'6valuation de la
conformit6 entre les Etats AELE EEE et la Nouvelle-ZMlande, le present Accord s'applique
aussi aux produits d'origine ndo-zMlandaise.

4. Dans la mesure ofi les produits visds au paragraphe I sont aussi couverts par une an-
nexe sectorielle de l'Accord sur la reconnaissance mutuelle en mati~re d'6valuation de la
conformit6 entre l'Australie et la Communaut6 europdenne, le present Accord s'applique
aussi aux produits originaires de la Communaut6 europdenne.

Article 5. Organismes de la conformit6

Conformdment aux termes de l'Annexe I et des annexes sectorielles, chaque Partie re-
connait que les organismes de la conformit6 ddsignds par l'autre Partie remplissent les con-
ditions d'Oligibilit6 pour 6valuer la conformit6, compte tenu de leurs exigences enoncees
dans les annexes sectorielles. Lors de la designation de ces organismes, les Parties prdcisent
1'tendue des activitds d'6valuation de la conformit6 pour lesquelles ils ont &6 ddsignds.

Article 6. Autoritis responsables de la ddsignation

1. Les Parties font en sorte que les autoritds responsables de la designation des orga-
nismes de la conformit6 ddsignds dans les annexes sectorielles disposent des pouvoirs et
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comptences n~cessaires pour designer ou suspendre ces organismes, lever leur suspension
ou retirer leur designation.

2. En proc~dant 4 ces designations et retraits, les autorit~s responsables de la d~signa-
tion, sauf dispositions contraires dans les annexes sectorielles, observent les procedures de
designation d~crites i rarticle 12 et i 'Annexe au present Accord.

3. En cas de suspension d'une designation ou de levee d'une telle suspension, l'autorit6
responsable de la designation de la Partie concerne informe imm~diatement 'autre Partie
et le Comit6 mixte. L'6valuation de conformit: r~alis~e avant sa suspension par un organ-
isme d'6valuation de la conformit6 suspendu reste valide, sauf d6cision contraire de l'au-
torit6 responsable de sa designation.

Article 7. Vrification des procdures de d~signation

1. Les Parties 6changent des informations concernant les procedures utilis~es pour s'as-
surer que les organismes d'6valuation de la conformit6 d~sign~s sous leur responsabilit6 et
indiqu~s dans les annexes sectorielles satisfont aux exigences lgislatives, r~glementaires
et administratives pr~cis~es dans les annexes sectorielles et aux exigences de competence
spcifi~es dans l'Annexe 1.

2. Les Parties comparent les m~thodes utilis~es pour verifier que les organismes d'6va-
luation de la conformit6 d~sign~s satisfont aux exigences lgislatives, r~glementaires et ad-
ministratives d~crites dans les annexes sectorielles et aux exigences de competence
prcis~es dans l'Annexe 1. Les syst~mes existants d'accr~ditation des organismes d'6valua-
tion de la conformit6 dans les deux Parties peuvent tre utilis~s pour ces comparaisons.

3. Une telle comparaison est effectue conform~ment aux procedures que le Comit6
mixte institu6 en vertu de Particle 12 du present Accord d~terminera.

Article 8. Virification de l'ad~quation des organismes de la conformit6

1. Chaque Partie s'assure que les organismes d'!valuation de la conformit6 d~sign~s par
une autorit6 responsable de la designation se pretent i la verification de leurs comptences
techniques et de leur ad~quation aux autres prescriptions pertinentes.

2. Chaque Partie a le droit de contester la competence technique et l'ad~quation des or-
ganismes

de la conformit6 relevant de la juridiction de l'autre Partie. Ce droit n'est exerc6 que
dans des circonstances exceptionnelles.

3. Cette contestation doit 8tre justifi~e de mani~re objective et argument6e par lettre
adress6e i l'autre Partie et au pr6sident du Comit6 mixte.

4. Lorsque le Comit6 mixte d6cide qu'il importe de v6rifier la comptence technique
ou l'ad6quation, cette v6rification est effectu6e en temps opportun conjointement par les
Parties avec ]a participation des autorit6s concern6es responsables de la designation.

5. Les conclusions de la v6rification font l'objet d'une discussion au sein du Comit6
mixte afro d'apporter une solution au probl~me d~s que possible.
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6. Sauf d6cision contraire du Comit6 mixte, l'organisme contest6 de la conformit6,
lorsqu'il est repris dans le chapitre II d'une annexe sectorielle, est suspendu par l'autorit6
responsable de sa d6signation d~s l'instant oii un d6saccord est constat6 au Comit6 mixte et
jusqu'au moment ofi un accord est r6alis6 au sein de ce Comit6 mixte sur le statut de cet
organisme.

Article 9. Echange d'informations

1. Les Parties 6changent des informations concernant l'application des dispositions
16gislatives, r6glementaires et administratives mentionn6es dans les annexes sectorielles.

2. Conform6ment aux obligations qui leur incombent, en vertu de l'Accord de l'Orga-
nisation mondiale du commerce sur les obstacles techniques au commerce, chaque Partie
informe l'autre Partie des modifications qu'elle a l'intention d'apporter aux dispositions 16-
gislatives, r6glementaires et administratives concernant les mati~res faisant l'objet du pr6-
sent Accord et, sauf lorsque les consid6rations de s6curit6, de sant6 et de protection de
l'environnement justifient une action plus urgente, elle informe l'autre Partie des nouvelles
dispositions au moins 60 jours avant leur entr6e en vigueur.

Article 10. Uniformit des procddures d'valuation de la conformitg

Dans l'int6ret d'une application uniforme des proc6dures d'6valuation de la conformit6
pr6vues par les lois et r~glements des Parties, les organismes d6sign6s d'6valuation de la
conformit6 participent, en tant que de besoin, A des exercices de coordination et de corn-
paraison effectu6s sous la conduite de chacune des Parties dans les domaines couverts par
les annexes sectorielles au pr6sent Accord.

Article 11. Accords avec d'autres pays

Les Parties conviennent que les accords de reconnaissance mutuelle conclus par une
Partie avec un pays non partie au pr6sent Accord ne font en aucune manire obligation A
l'autre Partie d'accepter les rapports d'essais, les certificats, les autorisations et les marques
de conformit6 d6livr6s par les organismes d'6valuation de la conformit6 de ce pays tiers,
sauf si les Parties ont manifest6 express6ment leur accord.

Article 12. ComitM mixte

1. Un Comit6 mixte compos6 de repr6sentants des deux Parties est institu6. Ce Comit6
est responsable du bon fonctionnement du pr6sent Accord.

2. Le Comit6 mixte arr~te son propre r~glement int6rieur. I1 adopte ses d6cisions et ses
recommandations par consensus. Il peut d6cider de d616guer certaines taches sp6cifiques A
des sous-comit~s.

3. Le Comit6 mixte se r6unit au moins une fois par an, sauf d6cision contraire. Si le
bon fonctionnement de l'Accord l'exige ou i la demande de l'une ou l'autre Partie, une ou
plusieurs
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reunions suppltmentaires sont organis~es.

4. Le Comit6 mixte peut examiner toutes questions lites au fonctionnement du prtsent
Accord. II est notamment charg6 de :

a) modifier les annexes sectorielles afin de donner effet i la decision d'une autorit6
responsable de la designation d~signant un organisme particulier d'6valuation de la
conformit6;

b) modifier les annexes sectorielles afin de donner effet i la decision d'une autorit6 re-
sponsable de la designation de retirer la designation d'un organisme particulier d'6valuation
de la conformit6;

c) 6changer les informations concernant les procedures utilistes par chaque Partie dans
le but de s'assurer que les organismes d'6valuation de la conformit6 6num&r6s dans les an-
nexes sectorielles pr~servent le niveau de competence requis;

d) designer, conformtment aux dispositions de l'article 8, une ou plusieurs 6quipes
mixtes d'experts afim de verifier la compktence technique d'un organisme d'6valuation de la
conformit6 et sa concordance avec les autres prescriptions pertinentes;

e) 6changer des informations et porter A la connaissance des Parties les modifications
apport~es aux dispositions lgislatives, r~glementaires et administratives 6num~rtes dans
les annexes sectorielles, y compris celles qui requitrent une modification desdites annexes;

f) r~soudre toute question relative i 'application du present Accord et de ses annexes
sectorielles; et

g) faciliter 'extension du present Accord i d'autre secteurs.

5. Toute modification apport~e aux annexes sectorielles, conform6ment aux disposi-
tions du present article, est port~e rapidement par 6crit A la connaissance de chaque Partie
par le President du Comit6 mixte.

6. Pour l'inclusion d'un organisme d'6valuation de la conformit6 dans une annexe sec-
torielle ou son retrait, la procedure suivante s'applique:

a) une partie proposant de modifier une annexe sectorielle, pour donner effet i une d6-
cision d'une autorit6 responsable de la dasignation dasignant un organisme d'6valuation de
la conformit6 ou retirant la designation d'un tel organisme, pr~sente sa proposition par 6crit
i l'autre Partie en y joignant les documents i l'appui de sa demande;

b) une copie de la proposition et des documents annexes est adress~e au President du
Comit6 mixte,

c) si l'autre Partie accepte la proposition ou si aucune objection n'a k6 formulke A l'ex-
piration d'un dtlai de 60jours, l'inclusion de l'organisme d'6valuation de la conformit6 dans
l'annexe sectorielle ou son retrait prend effet;

d) si, en application des dispositions de l'article 8, l'autre Partie conteste la compktence
technique ou l'adaquation d'un organisme d'6valuation de la conformit6 dans le dMlai sus-
vis6 de 60 jours, le Comit6 mixte peut decider de proc~der i une verification de l'organisme
concem6, conformment aux dispositions dudit article.

7. Si un organisme dtsign6 d'6valuation de la conformit6 est retir6 d'une annexe secto-
rielle, l'6valuation de la conformit: r~alis~e par cet organisme avant la date d'effet de ce re-
trait reste valable, sauf dacision contraire du Comit6 mixte. En cas d'inclusion d'un nouvel
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organisme d'&valuation de la conformit6, l'Nvaluation de la conformit6 r6alis6e par cet or-
ganisme est valable i compter de la date i laquelle les Parties conviennent de l'inclure dans
l'annexe sectorielle.

8. Si une Partie adopte des proc6dures nouvelles ou suppl6mentaires d'6valuation de la
conformit6 pour un secteur couvert par une annexe sectorielle, le Comit6 mixte, sauf d6ci-
sion contraire des Parties, intgre ces proc6dures aux m6canismes d'application de la recon-
naissance mutuelle institu6s par le pr6sent Accord.

Article 13. Application territoriale

Le pr6sent Accord s'applique, d'une part, aux territoires de la R6publique d'Islande, de
la Principaute du Liechtenstein et du Royaume de Norv~ge et, d'autre part, au territoire de
I'Australie.

Article 14. Entrge en vigueur et durge

1. Le pr6sent Accord entre en vigueur le premier jour du second mois suivant la date i
laquelle les Parties se sont notifi6 r'ach~vement de leurs proc6dures respectives pour 'en-
tr6e en vigueur du pr6sent Accord.

2. Chaque Partie peut r6silier le pr6sent Accord en adressant par 6crit un prdavis de six
mois i l'autre Partie.

Article 15. Dispositions finales

1. L'Annexe au pr6sent Accord en fait partie int6grante.

2. Toute modification apport6e au pr6sent Accord requiert l'accord r6ciproque des
Parties.

3. Les Parties concluent des annexes sectorielles auxquelles s'appliquent les disposi-
tions de rarticle 2 et qui contiennent les dispositions d'application du pr6sent Accord.

4. Les modification apport6es aux annexes sectorielles sont arrt6es par les Parties, par
l'interm6diaire du Comit6 mixte.

5. Le pr6sent Accord est 6tabli en quatre originaux en langue anglaise.
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Fait A Bruxelles le 29 avril mille neuf cent quatre-vingt-dix-neuf.

Pour r'Australie:

DONALD KENYON

Pour la R6publique d'Islande:

GUNNAR SNORRI GUNNARSSON

Pour la Principaut6 du Liechtenstein:

VON LIECHTENSTEIN

Pour le Royaume de Norv~ge:

EINAR M. BULL
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ANNEXE I

PROCtDURES DE DtSIGNATION ET DE CONTRE LE DES ORGANISMES
D'EVALUATION DE LA CONFORMITt

A. Conditions et exigences g~n~rales

1. Les autorit~s comp~tentes ne d~signent que des entit~s juridiquement identifiables
en qualit6 d'organismes d'6valuation de la conformit6.

2. Les autorit~s comptentes ne d~signent que des organismes d'6valuation de la
conformit6 en mesure d'apporter la preuve qu'ils comprennent les exigences et procedures
d'6valuation de la conformit6 contenues dans les dispositions 1gislatives, r~glementaires et
administratives de l'autre Partie, pour laquelle elles sont d~sign~es, qu'ils ont une
experience de ces exigences et procedures et qu'ils sont comptents pour les appliquer.

3. La preuve de la competence technique se fonde sur:

- la connaissance technique des produits, processus ou services pertinents,

- la comprehension des normes techniques et des exigences g~n~rales de protection
contre les risques pour lesquelles la designation est requise,

- 'exp~rience correspondant aux dispositions 1gislatives, r~glementaires et adminis-
tratives applicables;

- la capacit6 physique d'exercer l'activit6 pertinente d'6valuation de la conformit6;

- une gestion adequate des activit~s d'6valuation de ]a conformit6 concem~es;

- toute autre circonstance indispensable pour garantir que l'activit6 d'6valuation de la
conformit6 sera continfiment ex~cut~e d'une manire appropri~e.

4. Les crit~res de competence technique se fondent sur des documents de valeur inter-
nationale completes par des documents sp~cifiques d'interpr~tation 6tablis lorsque le besoin
s'en fait sentir.

5. Les Parties encouragent l'harmonisation des procedures de designation et d'6valua-
tion de la conformit6 grace i la cooperation entre les autorit~s responsables des d~signa-
tions et les organismes d'6valuation de la conformit6 et ce, au moyen de runions de
coordination, de la participation aux m~canismes de reconnaissance mutuelle et de
reunions de groupes de travail. Lorsque les organismes d'accr~ditation participent au pro-
cessus de designation, ils doivent 8tre encourages A participer aux mcanismes de recon-
naissance mutuelle.

B. Syst~me de determination de la competence des organismes d'6valuation de la con-
formit6

6. Les autorit~s responsables des disignations peuvent appliquer les procedures
suivantes en vue de determiner la competence technique des organismes d'6valuation de la
conformit6. Le cas 6ch~ant, une partie indiquera i l'autorit6 responsable des designations
les moyens d'apporter la preuve de la competence.

a) Accreditation
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L'accr6ditation constitue une pr6somption de comptence technique au regard des
exigences de l'autre Partie lorsque:

i) la proc6dure d'accr6ditation se d6roule conform6ment aux documents intemationaux
en la mati~re (EN 45 000) ou guides ISO/CEI) et que:

ii) soit l'organisme d'accr6ditation participe a des m6canismes de reconnaissance mu-
tuelle soumis A une 6valuation par des pairs, ce qui implique une 6valuation de la com-
p6tence des organismes d'accr6ditation et des organismes d'6valuation de la conformit6
accr6dit6s par ces demiers par des personnes ayant une expertise reconnue dans le domaine
d'6valuation concem6;

iii) soit les organismes d'accr6ditation, qui exercent leur activit6 sous la tutelle de
l'autorit6 responsable des d6signations, participent, selon des proc6dures A convenir, i des
programmes de comparaison et A des 6changes d'exp6riences techniques afm que les orga-
nismes d'accr6ditation et les organismes d'6valuation de la conformit6 puissent continuer i
jouir de la confiance qui leur est accord6e. Ces programmes peuvent se pr6senter sous la
forme d'6valuations communes, de programmes sp6ciaux de coop6ration ou d'6valuation
par des pairs.

Lorsqu'un organisme d'6valuation de la conformit6 n'est accr6dit6 que pour 6valuer un
produit, un proc6d6 ou un service par rapport A des sp6cifications techniques particuli~res,
la proc6dure d'6valuation est limit6e A ces sp6cifications techniques.

Lorsqu'un organisme d'6valuation de la conformit6 souhaite obtenir une d6signation
afin d'6valuer la conformit6 aux exigences essentielles d'un produit, d'un proc6d6 ou d'un
service particulier, la proc6dure d'accr6ditation incorpore des 616ments permettant d'6va-
luer la capacit6 de l'organisme d'6valuation de la conformit6 i garantir la conformit6 avec
ces exigences essentielles (connaissance technique et compr6hension des exigences g6n6-
rales de protection contre les risques du produit, du proc6d6 ou du service ou de'leur utili-
sation).

b) Autres moyens

Lorsqu'il nest pas possible de recourir A raccr6ditation ou en pr6sence de circonstances
sp6ciales, les autorit6s responsables des d6signations exigent des organismes d'6valuation
de la conformit6 qu'ils apportent la preuve de leur comptence par d'autres moyens dont:

- la participation A des m6canismes de reconnaissance mutuelle ou i des syst~mes de
certification r6gionaux/intemationaux;

- les 6valuations r6guli~res par des pairs;

- les essais d'aptitude;

- les comparaisons entre organismes d'6valuation de la conformit6.

C. Evaluation du syst~me de d6signation

7. Lorsque chaque Partie a arrt6 son syst~me d'6valuation de la comptence des or-
ganismes d'6valuation de la conformit6, rautre Partie peut, en consultation avec les au-
torit6s responsables des d6signations, v6rifier si le syst~me comporte des garanties
suffisantes que la d6signation des organismes d'6valuation de la conformit6 satisfait i ses
propres exigences,

D. D6signation formelle
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8. Les autorit~s responsables des designations consultent les organismes d'6valuation
de la conformit6 situ~s dans leur juridiction afin d'6tablir s'ils souhaitent 8tre d~sign~s dans
les conditions du present Accord. Cette consultation doit Etre 6tendue aux organismes
d'6valuation de la conformit6 qui ne sont pas soumis aux exigences administratives r~gle-
mentaires ou lgislatives de leur propre Partie, mais qui pourraient 8tre d~sireux de tra-
vailler conform~ment aux exigences 1gislatives, r~glementaires et administratives de
rautre Partie et seraient capables de le faire.

9. Les autorit~s responsables des designations informent les repr~sentants de leur par-
tie, au sein du Comit6 mixte institu6 en vertu du present Accord, des organismes d'6valua-
tion de la conformit6 A inclure dans le chapitre H des annexes sectorielles ou i en retirer.
La designation, la suspension ou le retrait de la designation des organismes d'6valuation de
la conformit6 s'oprent conformment aux dispositions du present Accord et au r~glement
du Comit6 mixte.

10. Lorsqu'elle informe le repr~sentant de sa partie au Comit6 mixte, institu6 en vertu
du present Accord, des organismes d'valuation de la conformit6 i inclure dans les annexes
sectorielles, l'autorit6 responsable des designations fournit pour chacun de ces organismes
les renseignements suivants

a) le n6m;

b) l'adresse postale;

c) le num~ro de fax;

d) la gamme des produits, proc~d~s, normes ou services qu'il est autoris6 i 6valuer,

e) les procedures d'6valuation de la conformit6 qu'il est autoris6 i appliquer;

f) la procedure de designation utilis~e, pour determiner sa competence.

E. Contr6le

11. Les autorit~s responsables des designations exercent ou font exercer un contr6le
constant sur les organismes d'valuation de la conformit6 au moyen d'6valuations ou d'au-
dits r~guliers. La frquence et la nature de ces activit~s sont conformes aux bonnes pra-
tiques internationales ou d~termin~es par le Comit: mixte.

/ 12. Les autorit~s responsables des designations exigent des organismes d'6valuation de
la conformit6 qu'ils participent i des essais d'aptitude ou A d'autres exercices appropri~s de
comparaison lorsque de tels exercices peuvent 8tre r~alis~s techniquement A un cofit raison-
nable.

13. Les autorit~s responsables des designations consultent, en tant que de besoin, leurs
homologues afin de preserver la confiance dans les procedures d'6valuation de la confor-
mit6. Cette consultation peut inclure la participation commune i des audits portant sur des
6valuations de la conformit6 ou autres des organismes d'6valuation de la conformit6, lors-
que cette participation est appropri~e et techniquement possible A un cofit raisonnable.

14. Les autoritts responsables des designations consultent, en tant que de besoin, les
autoritts rtglementaires compktentes de r'autre Partie afm de s'assurer que toutes les pres-
criptions rtglementaires sont identifites et convenablement respecttes.
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ANNEXE SECTORIELLE RELATIVE A L'INSPECTION BPF DES MIDICAMENTS
ET A LA CERTIFICATION DES LOTS

PORTEE ET COUVERTURE

1. Les dispositions de la prrsente annexe sectorielle couvrent tous les mrdicaments
fabriqurs industriellement en Australie et dans les tats AELE EEE et auxquels s'appli-
quent les exigences des bonnes pratiques de fabrication (BPF).

En ce qui concerne les mrdicaments couverts par la prrsente annexe sectorielle,
chaque Partie reconnait les conclusions des inspections des fabricants effectues par les ser-
vices d'inspection comprtents de 'autre Partie et les autorisations de fabrication drlivrres
par les autoritrs comptentes de l'autre Partie.

En outre, la certification, par le fabricant, de la conformit de chaque lot i ses sprcifi-
cations est reconnue par 'autre Partie qui s'abstient d'effectuer i nouveau un contr6le A rim-
portation.

Par "m~dicaments", on entend tous les produits r~glementts par la legislation pharma-
ceutique dans les ttats AELE EEE et en Australie, mentionn~s dans l'appendice de la
pr~sente annexe. La dafinition des m6dicaments inclut tous les produits i usage humain et
v~trinaire, notamment les produits pharmaceutiques, immunologiques et radiopharmaceu-
tiques chimiques et biologiques, les mdicaments dtriv~s du sang et du plasma humain, les
pr~m~langes pour la fabrication d'aliments m~dicamenteux pour animaux et, le cas 6ch~ant,
les vitamines, les minraux, les herbes m~dicinales et les m~dicaments hom~opathiques.

Les "BPF" sont l'6lment de 'assurance de la qualit6 qui garantit que les m~dicaments
sont fabriqu~s et contr6ls de faqon coh~rente, selon les normes de qualit6 adapt~es A leur
emploi et les prescriptions de l'autorisation de mise sur le march6 dalivr~e par la Partie qui
les importe. Aux fins de la pr~sente annexe sectorielle, cela inclut le syst~me selon lequel
le fabricant reqoit la specification du produit et (ou du processus du titulaire ou du deman-
deur de l'autorisation de raise sur le march6 et garantit que le m~dicament est fabriqu6 con-
form~ment i cette specification (6quivalent de la certification par la personne qualifi~e dans
les ttats AELE EEE).

2. S'agissant de m~dicaments couverts par la legislation d'une Partie, mais non par celle
de l'autre Partie, le fabricant peut demander, aux fins du present Accord, qu'une inspection
soit effectu~e par le service d'inspection localement competent, Cette disposition s'applique
entre autres i la fabrication de principes actifs A usage pharmaceutique, de produits inter-
m~diaires et de produits destines A des essais cliniques, ainsi qu'aux inspections agr6es
pr~alables i la mise sur le march6. Les dispositions ophationnelles &ce sujet figurent au
chapitre III, point 3 b).

Certification des producteurs

3. A la demande d'un exportateur, d'un importateur ou de l'autorit6 comptente de l'au-
tre Partie, les autorit~s responsables de la dalivrance des autorisations de fabrication et du
contr6le de la production des m~dicaments certifient que le fabricant:
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- est dfiment autoris6 A fabriquer le m6dicament en question ou A effectuer l'op6ration
de fabrication sp6cifi6e en question;

- est r6gulirement inspect6 par les autorit~s,

- satisfait aux exigences nationales BPF reconnues 6quivalentes par les deux Parties et
6num6r6es dans l'appendice 1 de la pr6sente annexe sectorielle. En cas de r6f6rence i des
exigences BPF diff6rentes (conform6ment aux dispositions du chapitre III, point 3 b), cela
doit 6tre mentionn6 dans le certificat.

Les certificats doivent aussi identifier le ou les lieux de fabrication (et, le cas 6ch6ant,
les laboratoires d'essais sous contrat). Le module de certificat est annex6 i l'appendice 2; il
peut tre modifi6 par le Comit6 mixte vis6 A 'article 12 de l'Accord.

Les certificats sont 6tablis rapidement dans un d6lai qui ne doit pas exc6der 30 jours
civils. Exceptionnellement, notamment lorsqu'une nouvelle inspection doit etre effectu6e,
ce d6lai peut Etre port6 i 60 jours.

Certification des lots

4. Chaque lot export6 doit etre accompagn6 d'un certificat de lot 6tabli par le fabricant
(autocertification) apr~s une analyse qualitative complete, une analyse quantitative de tous
les principes actifs et apr~s avoir effectu6 tous les essais ou contr6les n6cessaires pour ga-
rantir la qualit6 du produit, conform6ment aux exigences de l'autorisation de mise sur le
march6. Le certificat doit attester que le lot satisfait aux sp6cifications et doit ftre conserv6
par l'importateur du lot. II est pr6sent& A la demande de l'autorit6 comptente.

Lors de rHtablissement d'un certificat, le fabricant doit tenir compte des dispositions
du syst~me actuel de certification de I'OMS concernant la qualit6 des produits pharmaceu-
tiques faisant l'objet d'6changes intemationaux- Le certificat doit d6tailler les sp6cifications
convenues du produit, indiquer les m6thodes et les r6sultats d'analyse. II doit comporter
une d6claration selon laquelle les documents relatifs au traitement et au conditionnement
du lot ont 6t6 examin6s et jug6s conformes aux BPF. Le certificat de lot doit etre sign6 par
la personne ayant qualit6 pour autoriser la vente ou la livraison du lot, c'est-i-dire dans les
Etats AELE EEE, la "personne qualifi6e" vis6e A l'article 21 de la Directive 75/319/CEE du
20 mai 1975 (Accord EEE, Annexe II, chapitre XIII, point 3), concemant le rapprochement
des dispositions 16gislatives, r6glementaires et administratives relatives aux sp6cialit6s
pharmaceutiques. En Australie, les personnes qualifi6es pour proc6der aux contr6les de la
qualit6 sont pr6cis6es dans la "Therapeutic Goods Act 1989", A l'article 19 point b) des
Therapeutic Goods Regulation.
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CHAPITRE I. EXIGENCES LtGISLATIVES, RtGLEMENTAIRES ET
ADMINISTRATIVES'

CHAPITRE II. SERVICES OFFICIELS D'INSPECTION'

CHAPITRE III. DISPOSITIONS OPERATIONNELLES l

CHAPITRE IV. DISPOSITIONS TRANSITOIRES POUR LES MtDICAMENTSA
L'USAGE VtTERINAIRE'

APPENDICE I'

LISTE DES DISPOSITIONS L1tGISLATIVES, RLtGLEMENTAIRES ET
ADMINISTRATIVES APPLICABLES

APPENDICE 2'

CERTIFICAT DESTINE AUX FABRICANTS DE MtDICAMENTS DANS LE CADRE DE L'ACCORD

SUR LA RECONNAISSANCE MUTUELLE EN MATI.RE D'EVALUATION DE LA CONFORMITE, DE

CERTIFICATS ET DE MARQUAGES ENTRE L'AUSTRALIE ET LES ETATS DE EFTA EEE,
ANNEXE SECTORIELLE CONCERNANT L'INSPECTION BPF DES MtDICAMENTS ET LA

CERTIFICATION DES LOTS

1. Non publi6 ici conform~ment au paragraphe 2 de 'article 12 du riglement de I'Assemblde
g6n6rale destin6 A mettre en application l'Article 102 de ]a Charte des Nations Unies, tel
qu'amend6.
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ANNEXE SECTORIELLE RELATIVE AUX DISPOSITIFS MIDICAUX

PORTtE ET COUVERTURE

Les dispositions de la prsente annexe sectorielle s'appliquent aux produits suivants:

Produits destinds & i'exportation vets
les Etats AELE EEE
Tous les dispositifs m6dicaux soumis i des
proc~dures dAaluation de ]a conformitt dune
partie tierce, portant A ]a fois sur le produit et le
systbme de qualit6, prvus par la directive
90/385/CEE du Conseil du 20 juin 1990
concemant le rapprochement des l~islations
des ttats membres relatives aux dispositifs
m6dicaux implantables actifs (Accord EEE,
Annexe 11, chapitre X, point 7) et la directive
93/42/CEE du Conseil du 14 juin 1993 (Accord
EEE, Annexe II, chapit IX, point 27a),

comme insrd par ]a D~ision n' 7/94),
concernant les dispositif m~dicaux,

mais A rexclusion des produits suivants:
-matries radioactives, dans la mesure o4 riles
peuvent fte considdrdes comme des dispositifs
mdcaux, et
- dispositifs mdicaux incorporant des tissus
d'origine animale. Toutefois, les dispositifs
mdicaux
a) incorporant des d&riv~s rafffms de cites
animales, de iparine et de la gdlatine
conformes aux normes de la pharmacie et de
I'hydroxyapatite frittc, ou
b) incorporant des tissus d'origine animale,
Iorsque le dispositif est conqu pour entrer en
contact uniquement avec de la peau intacte,
sont inclus dans le champ d'application de la
prdsente annexe sectorielle.

Produits destinds A 'exportation
vers l'Australie
Tous les dispositifs m~iicaux soumis, en vertu
de la Australian Therapeutic Goods Act 1989 t
des Therapeutic Goods Regulations, & des
proc~dures d'Waluation de la conformitd fune
partie tierce, portant A la fois sur le produit et le
syst me de qualith,

mais A l'exclusion des produits suivants:
- mati~res radioactives, dans la mesure oi riles
peuvent etre considrdes comme des dispositifs
mddicaux, et

-dispositifs m~dicaux incorporant des tissus
d'origine animale. Toutefois, les dispositifs
m6dicaux
a) incorporant des ddivks raffins de cites
animales, de I'hdparine et de la gdlatine
conformes aux normes de la pharmacie et de
l'ydroxyapatite frittde, ou
b) incorporant des tissus d'origine animale,
lorsque le dispositif est convu pour entrer en
contact uniquement avec de in peau intacte,
sont inclus dans le champ d'application de la
prdsente annexe sectorielle.
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CHAPITRE I. EXIGENCES LtGISLATIVES, R-tGLEMENTAIRES ET
ADMINISTRATIVES 1

CHAPITRE II. ORGANISMES DtSIGNtS D'tVALUATION DE LA CONFORMITt'

CHAPITRE III. AUTORITtS RESPONSABLES DE LA DtSIGNATION DES
ORGANISMES D'I VALUATION DE LA CONFORMITt INDIQUtS AU

CHAPITRE II'

CHAPITRE IV. PROCtDURES DE DESIGNATION DES ORGANISMES
D'EVALUATION DE LA CONFORMITt'

CHAPITRE V. DISPOSITIONS COMPLtMENTAIRES'

I. Non publid ici conform~ment au paragraphe 2 de 'article 12 du riglement de l'Assembl6e
g6n6rale destin6 A mettre en application l'Article 102 de la Charte des Nations Unies, tel
qu'amend6.
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ANNEXE SECTORIELLE RELATIVE AUX EQUIPEMENTS TERMINAUX DE
TELECOMMUNICATIONS

PORTtE ET COUVERTURE
Les dispositions de la prdsente annexe sectorielle s'appliquent aux

Produits destines t l'exportation vers les ltats
AELE EEE
Tous les produits relevant de la directive
98/13/CE du Conseil du 12 fdvrier 1998
concernant les dquipements terminaux de
t6lcommunications et les 6quipements de
stations terrestres de communications par

satellite, mcluant la reconnaissance muteue ae
leur conformit (devant entrer en vigueur sous
rserve de leur inclusion dans l'Accord EEE).

IYune mani~re g~nrale, cette directive du
Conseil couvre :
a) les 6quipements terminaux destines A tre
connectas aux rOseaux publics de
tAIMcommunications. Les dquipements
terminaux peuvent etre connect~s directement
ou indirectement A la terminaison d'un r~seau
public de tl clommunications;

b) les 6quipements de stations terrestres de
communication par satellite pouvant etre
utilis~s uniquement pour ia transmission ou
pour la transmission et la r6eception ou
uniquement pour ia rception de signaux de
radiocommunications au moyen de satellites ou
dautres syst~mes spatiaux. Sont toutefois
exclus les 6&uipements de stations terrestres de
communications par satellite destines A 8tre
utilis~s en tant que partie du r6seau public de
t6Mlcommunications.

La liste des groupes de produits peut etre
6tendue afin dinclure dautres r~glementations
techniques communes des Etats AELE EEE
dans ce secteur, au fur et i mesure de leur
adoption.

Produits destines A Iexportation vers l'Australie

Tous produits d6finis comme dquipement
d'usager dans la Telecommunications Act 1997.

En g6adral, il s'agit d'quipements dont les
paramnitres sont dMfinis par les normes
tecnmques aes autonies austranennes
comp6tentes en mati~re de communications,
arrft~es en vertu de la loi prcit~e. Ces
exigences sont fix&s darn la
Telecommunications Labelling (Customer
Equipment and Customer Cabling) Notice no 2
de 1997.
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qu'amend6.
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ANNEXE SECTORIELLE RELATIVE AU MATERIEL DE BASSE TENSION

PORTItE ET COUVERTURE

Les dispositions de la pr6sente annexe sectorielle s'appliquent aux types suivants de
mat6riel de basse tension :

- tous les produits relevant du champ d'application de la directive 73/23/CEE du Con-
seil, du 19 f~vrier 1973 (Accord EEE, Annexe II, chapitre X, point 1), concernant le rap-
prochement des l6gislations des Etats membres, relatives au materiel 6lectrique destin6 A
8tre employ6 dans certaines limites de tension;

- materiel 6lectrique relevant du champ d'application de la legislation australienne con-
cemant la s~curit6 du materiel 6lectrique de basse tension.
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CHAPITRE IV. PROCtDURES DE DtSIGNATION DES ORGANISMES D'tVALUA-
TION DE LA CONFORMITI l

CHAPITRE V. DISPOSITIONS COMPLtMENTAIRES 1

1. Non publi6 ici conform~ment au paragraphe 2 de 'article 12 du riglement de I'Assemble
g~n6ale destin6 A mettre en application I'Article 102 de ]a Charte des Nations Unies, tel
qu'amend&
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ANNEXE SECTORIELLE RELATIVE A LA COMPATIBILITt
ELECTROMAGNETIQUE

PORTtE ET COUVERTURE

Les dispositions de la pr~sente annexe sectorielle s'appliquent 4:
- la compatibilit6 6lectromagn~tique des mat~riels, telle que d~fmie par la directive 89/

336/CEE du Conseil du 3 mai 1989 (Accord EEE, Annexe II, chapitre X, point 6), concer-
nant le rapprochement des legislations des Etats membres, relatives i la compatibilit6 6lec-
tromagn~tique, mais i l'exclusion des 6quipements de radiocommunication qui ne sont pas
raccord~s aux r~seaux publics de t~l~communications et

- la compatibilit6 6lectromagn~tique du materiel r6glement6 par la Australian Radio-
communications Act 1992.
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ANNEXE SECTORIELLE RELATIVE AUX MACHINES

PORTtE ET COUVERTURE

Les dispositions de la pr6sente annexe sectorielle s'appliquent aux produits 6num6r6s
i l'annexe IV de la directive 89/392/CEE du Conseil du 14 juin 1989 (Accord EEE, Annexe
II, chapitre XXIV, point 1), concemant le rapprochement des l6gislations des Etats mem-
bres, relatives aux machines, ainsi qu'aux grues i tour et aux grues mobiles.

CHAPITRE I. EXIGENCES LtGISLATIVES, RItGLEMENTAIRES ET
ADMINISTRATIVES'

CHAPITRE II. ORGANISMES DtSIGNtS D'tVALUATION DE LA CONFORMITt'

CHAPITRE III. AUTORITtS RESPONSABLES DE LA DtSIGNATION DES
ORGANISMES D'tVALUATION DE LA CONFORMITt INDIQUItS AU

CHAPITRE 1I1

CHAPITRE IV. PROCItDURES DE DtSIGNATION DES ORGANISMES
D'IVALUATION DE LA CONFORMITt'

CHAPITRE V. DISPOSITIONS COMPLtMENTAIRES 1

1. Non publi6 ici conform~ment au paragraphe 2 de l'article 12 du r~glement de l'Assemblie
g~n(rale destin6 A mettre en application l'Article 102 de la Charte des Nations Unies, tel
qu'amend6



Volume 2116, 1-36830

ANNEXE SECTORIELLE RELATIVE AUX MATbELS A PRESSION

PORTEE ET COUVERTURE
Les dispositions de la prtsente annexe sectorielle s'appliquent aux produits suivants:

Produits destins i 'exportation vers les ttats Produits destin6s i l'exportation vers I'Australie
AELE EEE
Produits relevant du champ d'application de la Produits relevant du champ d'application de la
directive 87/404/CEE du Conseil du 25 juin directive 87/404/CEE du Conseil du 25 juin
1987 (Accord EEE, Annexe I, chapitre VKi, 1987 (Accord EEE, Annexe II, chapitre VII,
point 6), concernant lharnonisation des point 6), concemant iannonisation des
lgislations des ltats membres, relatives aux 16gislations des Etats membres, relatives aux
r6cipients 6 pression simples r6cipients i pression simples Ct soumis aux

exigences lgislatives et r~glementaires
australiennes indiquoes dans le chapitre I de la
plrsente annexe sectorielle
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ANNEXE SECTORIELLE RELATIVE AU MATERIEL AUTOMOTEUR

PORTtE ET COUVERTURE

Conform6ment i la pr6sente annexe, l'Australie reconnait et accepte les r6sultats des
proc6dures d'essais, de conformit6 et d'homologation effectu6es conform6ment aux r~gle-
ments adopt6s dans le contexte de l'Accord CEE/ONU de 1958 (R~glement CEE/ONU),
r6put6 6quivalent aux directives CE, r6alis6es dans les ttats AELE EEE, lorsque ces r~gle-
ments sont substantiellement 6quivalents aux r6glementations australiennes.

Conform6ment i la pr6sente annexe, les Etats AELE EEE acceptent les r6sultats des
proc6dures d'essais et de conformit6 r6alis6es en Australie conform6ment aux directives du
Conseil pour lesquelles il existe un r~glement CMONU appliqu6 int6gralement ou
partiellement ou sous conditions par 'Australie et r6put6 substantiellement 6quivalent i
l'Annexe IV, Partie 2 de la directive 70/156/CEE du Conseil du 6 f6vrier 1970 (Accord
EEE, Annexe II, chapitre I, point 1), concemant le rapprochement des 16gislations des ttats
membres relatives i la r6ception des v6hicules A moteur et de leurs remorques, telle que
modifiee.

Conform6ment A la pr6sente annexe, les Parties recormaissent et acceptent les r6sultats
des proc6dures d'essais et de conformit& engag6es par l'autre Partie, conform6ment aux ex-
igences de cette m~me Partie, dans des domaines ofi il est 6tabli que les dispositions r6gle-
mentaires des deux Parties sont substantiellement 6quivalentes.

Les dispositions de la pr6sente annexe sectorielle s'appliquent aux v~hicules A moteur
et composants de v6hicules i moteur indiqu6s dans les riglements suivants de la Commis-
sion 6conomique pour l'Europe : 1, 3 -8, 11, 12, 13 pour les v6hicules des cat6gories N et
0, 14, 16-21, 23-25, 30, 37, 38, 43, 46, 48, 49, 51 et 83, dans leur demire version appli-
cable, ainsi que dans les directives CE/ADR relatives aux systimes de limitation de la vit-
esse, de d6givrage et de d6sembuage et aux systimes d'essuie-glaces et de lave-glaces,
telles que modifi6es en dernier lieu.

La port6e et la couverture de la pr6sente annexe sectorielle seront adopt6es en fonction
des changements concernant rHquivalence substantielle entre les r6glements CEE/ONU et
les dispositions r6glementaires en vigueur en Australie et dans les ttats AELE EEE.
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ACTE FINAL

Le pl6nipotentiaire de l'Australie, d'une part, et les pl6nipotentiaires de la R6publique
d'Islande, de la Principaut6 de Liechtenstein et du Royaume de Norv~ge, ci-apr~s d6nom-
m6s les "ttats AELE EEE" de rautre, r6unis pour signer l'Accord relatif A la reconnaissance
mutuelle en mati~re d'6valuation de conformit6, de certificats et de marquages entre 'Aus-
tralie et les Etats AELE EEE, ci-apr~s d6nomm6 "l'Accord", ont adopt6 les textes suivants:

L'Accord ainsi que son Annexe et les Annexes sectorielles suivantes concernant

1. l'inspection BPF des m6dicaments et la certification des lots

2. les dispositifs m6dicaux

3. les 6quipements terminaux de t~l~communications

4. le materiel de basse tension

5. la compatibilit6 6lectromagn6tique

6. les machines

7. les mat6riels i pression

8. le mat6riel automoteur.

Les pl6nipotentiaires des ttats AELE EEE et le pl6nipotentiaire de l'Australie ont
adopt6 le texte des D6clarations communes, 6num6r6es ci-apr~s, ainsi que les Annexes au
pr6sent Acte final:

- D6claration commune relative aux activit6s futures concemant ]a mise en oeuvre du
pr6sent Accord;

- D6claration commune relative i la reconnaissance mutuelle dans le secteur b6n6vole;

-- D6claration commune relative i la poursuite de rharmonisation des r~glements tech-
niques et des proc6dures d'6valuation de conformit6;

- D6claration commune relative A l'examen de rArticle 4 de l'Accord;

- D6claration de la Principaut6 du Liechtenstein, relative A rArticle 4: Origine

Fait A Bruxelles le 29 avril mille neuf cent quatre-vingt-dix-neuf.

Pour 'Australie:

DONALD KENYON

Pour la R6publique d'Islande:

GUNNAR SNORRI GUNNARSSON

Pour la Principaut6 du Liechtenstein:

VON LIECHTENSTEIN

Pour le Royaume de Norv~ge:

EINAR M. BULL
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DtCLARATION COMMUNE RELATIVE AUX ACTIVITtS FUTURES
CONCERNANT LA MISE EN OEUVRE DU PRESENT ACCORD

1. Matdriels A pression

Les Parties 6largiront la portde de I'Annexe sectorielle relative aux matdriels A pression
et entameront des ndgociations A cet effet d~s que la nouvelle Ddclaration en preparation
sur le sujet aura W incluse dans rAccord EEE et dans r'Accord sur la reconnaissance mu-
tuelle entre l'Australie et la Communaut6 europdenne.

2. Homologation et certificat de navigabilit6 des adronefs

Les Parties confirment leur intention de poursuivre les ndgociations afro de terminer
I'Annexe sectorielle sur ce sujet en vue d'en faire un arrangement d'exdcution au present
Accord au plus tard deux ans apr~s son entree en vigueur et dans la mesure ofi les disposi-
tions pertinentes sont incluses dans I'Accord sur la reconnaissance mutuelle entre l'Aus-
tralie et la Communaut6 europdenne.

3. Inclusion d'autres annexes sectorielles

Pour parfaire le present Accord, l'Australie et les ttats AELE EEE ouvriront des
negociations sur l'6largissement de la couverture sectorielle de 'Accord deux ans apr~s la
date A laquelle ledit Accord entre en vigueur et dans la mesure oil les extensions sont
incluses dans 'Accord sur la reconnaissance mutuelle entre 'Australie et la Communaut6
europdenne.

DtCLARATION COMMUNE RELATIVE A LA RECONNAISSANCE MUTUELLE
DANS LE SECTEUR BtNt VOLE

Les Parties encourageront leurs ONG A coopdrer en vue de conclure des arrangements
sur la reconnaissance mutuelle dans le secteur bdndvole.

DECLARATION COMMUNE RELATIVE A LA POURSUITE DE L'HARMONISA-
TION DES REGLEMENTS TECHNIQUES ET DES PROCItDURES D'tVALUATION

DE CONFORMITt

Les Parties examineront l'opportunit6 d'intensifier rharmonisation ou '6quivalence de
leurs r~glements techniques respectifs et de leirs procedures d'6valuation de conformit6, le
cas 6chdant. Les Parties conviennent qu'un objectifpourrait 8tre l'6aboration, lorsque c'est
possible, d'une procdure unique de soumission et d'6valuation applicable aux deux Parties,
pour les produits couverts par 'Accord.

DECLARATION COMMUNE RELATIVE A L'EXAMEN DE LARTICLE 4

Les Parties examineront la possibilit6 d'6largir les dispositions de r'Article 4, de fagon
A inclure d'autres pays, une fois qu'elles auront conclu des accords 6quivalents de recon-
naissance mutuelle sur les 6valuations de conformit6 dans les m~mes secteurs avec ces au-
tres pays.
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DtCLARATION DE LA PRINCIPAUTt DE LIECHTENSTEIN RELATIVE A
L'ARTICLE 4: ORIGINE

Le Liechtenstein d~clare qu'en raison de son union douanire avec la Suisse, il conti-
nuera d'employer la mention "origine suisse" et, pour le moment, d'utilisera pas les mots
"origine Liechtenstein ". Toutefois, le Liechtenstein se reserve le droit d'introduire "origine
Liechtenstein", aux fins du present Accord, apr~s avoir notifi6 sa decision aux Parties con-
tractantes.


