ASEAN SECTORAL MUTUAL RECOGNITION
ARRANGEMENT FOR GOOD MANUFACTURING
PRACTICE (GMP) INSPECTION OF MANUFACTURERS
OF MEDICINAL PRODUCTS

The Governments of Brunei Darussalam, the Kingdom of
Cambodia, the Republic of Indonesia, the Lao Péople's
Democratic Republic, Malaysia, the Union of Myanmar, the
Republic of the Philippines, the Republic of Singapore, the
Kingdom of Thailand and the Socialist Republic of Viet Nam,
Member States of the Association of Southeast ' Asian

N§ €39

Nations (hereinafter collectively referred to as “Member :

States” or singularly as “Member State”),

MINDFUL that in the year 1992, the ASEAN Hsads of
Government declared that an ASEAN' Free Trade Area
(AFTA) shall be established in the region and-that in 1995,
they. agreed to accelerate its implementation to the year
2003;

NOTING the Agreement on the Common Effective
Preferential Tariff (CEPT) Scheme for the AFTA signed on
28 January 1992 and its amending Protocols of 1995 and
2003, which provide for cooperation. to supplement ‘and
complement the liberalisation of trade including, among
others, the harmonisation of - standards, reciprocal
recognition of test reports and certification of products;

MINDFUL that the Declaration of ASEAN Concord | (Bali
Concord 1l) adopted by the ASEAN Heads of Government
during the 9" ASEAN Summit in Bali Indonesia on 7
October 2003, commits ASEAN to deepen and broaden its
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internal- economic iritegration and linkages, with the
participation of the private sector, so as to realise an ASEAN:
Economic Community;

MINDFUL that the establishment of the ASEAN Economic
Community has been accelerated from 2020 to 2015 which
will create ASEAN as a single market and production base:

REITERATING their commitments to the Agreement on
Technical Barriers to Trade of the World Trade Organizaticn,

which encourages Contracting Parties to enter into

negotiations for the conclusion of agreements for the mutual

recognition of results of each other's conformity assessment

and mandates, among other matters, the elimination of

unnecessary obstacles to trade including those relating to

technical regulations;

RECALLING the ASEAN Framework Agreement on Mutual :
Recognition Arrangements signed on 16 December 1998 to
facilitate the elimination of technical barriers to trade and to
enhance trade in ASEAN;

RECALLING the ASEAN Framework Agreement for the
Integration of Priority Sectors and the ASEAN Sectoral
Integration Protocol for Healthcare signed on 29 November
2004 in Vientiane, Lao PDR; and

DESIRING to establish a Sectoral Mutual - Recognition
Arrangement for Good Manufacturing Practice (hereinafter
referred to as "GMP")- Inspection of Manufacturers of-
Medicinal Products (hereinafter referred to as “Sectoral
MRA"), to facilitate the movement of medicinal products in
ASEAN, .

HAVE AGREED as follows:



Sectoral MRA,;

~ Article 1
Definitions

General terms concerning conformity assessment used in
this Sectoral MRA shall have the meaning given in the
glossary contained in the Pharmaceutical Inspection
Convention and Pharmaceutical Inspection Co-operation
Scheme (hereinafter collectively referred to as ‘PIC/S")
Guide to GMP for Medicinal Products, the ASEAN Glossary
of Terms as adopted by the ASEAN Consultative Committee
on Standards and Quality - Pharmaceutical Product Working

- Group and in the ASEAN Framework Agreement on Mutual

Recognition Arrangements, as may be amended from time
to time, with the exception of the following terms which shall
contain the definitions provided herein:.

-“Accept’ means the use of -GMP certifications and/or X

inspection reports as a basis for regulatory actions such as -
the granting of approvals or licenses, and post-market
assessments of conformity;

“C'ertiﬁcatio'n”. méans a procedure .by which a Party gives
written or other formal assurance that a process or service
conforms to specified requirements: -

“Contact Poinf' means a.person. position or body with and
through whom Parties shall exchange information and
communicate in accordance with requirements of this

“Designating Body” means a National Drug Regulatory
Authority designated by a Party to this Sectoral MRA, with

the responsibility among others for designating a GMP

Inspection Service for that Party;

“Equivalent GMP Code” means -any GMP standard
recognised by the Joint Sectoral Committee (hereinafter



referred to as “JSC") to be equivalent to the PIC/S Guide to
GMP for Medicinal Products; ,
“Good Manufacturing Practice” or “GMP” means that part
. of quality assurance which ensures that medicinal products
are consistently produced and controlled in accordance with
quality standards appropriate for their intended use and as
required by the applicable marketing authorisations or
product specifications;

“Inspection Service” in relation to a Party, means the
conformity assessment body of the National Drug Regulatory
Authority of that Party as referred to in Article 7 which has
the responsibility of inspecting manufacturers of medicinal
products for the purpos= of assessing if the manufacturer
conforms to the GMP standards of this Sectoral MRA, and to
issue - inspection reports and/or GMP cértificates in this
regard;

“Listed Inspection Service’ means an Inspection Service '
which has been accepted by the JSC pursuant to paragraph
2 of Article 7;.

“Mandatory Requirements” means the technical
requirements, legislative and regulatory provisions, as well
as administrative arrangements imposed by a Party in
relation to medicinal products, and which pertain to the GMP
inspection or the certification of manufacturers of medicinal
- products, in respect of which compliance is mandatory;

‘“Manufacture” means all operations starting from the
purchase of materials and products through to production,
quality control, release, storage, and shipment (from storage
related to the manufacturing site) of finished products, and
the related controls. Manufacture includes re-packaging and
re-labelling operations; '

‘Medicinal Product' means pharmaceutical products in
finished dosage forms, and includes both prescription and
non-prescription medicinal products for human use, but
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excludes biopharmaceuticals, radiopharmaceuticals,
traditional medicines and investigational medicinal products;
“National Drug Regulatory Authority” (hereinafter referred

-to as “NDRA"), in relation to each Party, means the

regulatory authority or entity of that Party which exercises a

legal right to control the import, manufacture, export,

distribution, transfer, use and the sale of medicinal products

within that Party's jurisdiction and which may take regulatory

action to ensure that the -products marketed within its-
jurisdiction comply with regulatory requirements;

“Panel of Experts” means a group of people with expertise

- in GMP who are appointed by the JSC. The Panel of Experts

comprises of the representatives from the NDRA of Member
States whose Inspection Service has been listed in

- accordance with the criteria in Article 10;

“Parties” means Member States that are participatirig in this
Sectoral MRA; SR

“Party” means a Member State that is participating in this
Sectoral MRA; .

“Quality System” means an appropriate infrastructure,
encompassing the organisational -structure, procedures,
processes and resources necessary to ensure adequate
confidence that a product (or service) will satisfy given
requirements for quality (reference: World Health
Organisation Technical Report Series 902 Annex 8).

Article2
Objectives

This Sectoral MRA sets out the arrangements under which
each Party shall accept:



(@) the GMP certificates for manufacturers of
medicinal products, where the GMP Certificates
are issued by a Listed Inspection Service; and

(b) the GMP inspection reports which verify
conformity of a manufacturer of medicinal
products with the mandatory requirements, where
such inspection reports are issued by the Listed
Inspection Service.

Article 3
Genqral Provisions

1. Each Party shall, upon the request of another Party,
provide the requesting Party with a copy of the GMP
“certificate and/or GMP inspection report in respect of a
facility manufacturing medicinal products in its territory, °
provided that the request is only made in respect of a
manufacturing facility whose products are exported to the
territory of the requesting Party. Information furnished to a
requesting Party under this paragraph shall be restricted to
information relating to GMP Inspection that is routinely
collected by the other Party, and shall include the
information specified under paragraph 2 of Article 8.

2. A Party shall accept the GMP certificates and/or GMP
inspection reports issued by the Listed Inspection Service of
another Party in accordance with the provisions of this
Sectoral MRA referred to in Article 2..
3.  The technical requirements that the Parties shall apply
to the Listed Inspection Service in the inspection and
certification of manufacturers of medicinal products to GMP
-are specified in Article 10 of this Sectoral MRA.

4. . All documents issued for the purpose of information
exchange, verification, provision of evidence and other
activities arising from the obligations of this Sectoral MRA



shall be accompanied by an.English transtation certified by
the NDRA if they are not written in English.

Article 4 .
Scope and Coverage

The scope of this Sectoral MRA applies to the GMP
inspection and certification of manufacturers of medicinal
products as defined in Article 1.

Article 5
Designating Body

1.. Parties shall ensure that their Designating' Bodies have
the authority and competence in their respective territories to
carry out the obligations required of them under this Sectoral
MRA. -

2. Designating Bodies shall regularly “monitor their
respective Inspection Services to ensure that the latter are
capable and remain capable of properly assessing
manufacturers- of medicinal products in their respective
territories whether they conform to the applicable standards.

3.  Designating Bodies shall, where necessary, consult
with their counterparts in the other Parties, to ensure the
maintenance of confidence in the GMP inspection system.
This consultation may include joint participation in audits or -

~ inspections involving their respective Inspection Services,

where appropriate.

Article 6
Joint Sectoral Committee

1. A JSC shall be established upon signing of this Sectoral
MRA, which shall be responsible for the effective functioning



. of this Sectoral MRA. The JSC shall comprise the Heads of

the NDRA of each Party or his or her official designate. For
the purpose of membership of the JSC, a Member State
shall, upon becoming a Party to this Sectoral MRA, notify the
ASEAN Secretariat of the name of the Head of NDRA or his
official designate.

2. The JSC shall be resbonsible for:

(a)

(b)

(c)

(d)

©

3. The JSC shall

(2)

(b)

listing, verification and termination of Inspection
Services in accordance with this Sectoral MRA;

providing a, forum for discussion of issues that
may arise concerning the implementation of this
Sectoral MRA,;

the formation of the Panel of Experts and the
appointment of independent experts. An
independent expert shail not be a member of the
Panel of Experts, and shall only be engaged

when necessary, o

reviewing and proposing amendments to the
scope and coverage of this Sectoral MRA; and

considering any other matters and taking

appropriate technical decisions relating to the
implementation of this Sectoral MRA.

<

endeavour to meet at least once a year or, as
and when required, to discharge its duties;

determine its own rulés of procedures: and
make its decision by ° consensus. Any

disagreement amongst the JSC shall be settled
in accordance with Article 17.



4. A member of the JSC shall abstain from voting on any
matter which concerns the Designating Body or Inspection
Service of his or her Party.
Article 7
Listing of Inspection Service

1. Each Designating Body shall propose an Inspection
Service, which shall -be responsible for inspecting
manufacturers of medicinal products for the purpose of
assessing if the manufacturer conforms to the GMP
standards of this Sectoral MRA, and to issue inspection
reports and/or GMP certificates in this regard for the
purposes of this Sectoral MRA.

2.  Each Designhating Body shall submit written details of
the conformity assessment body which it proposes to
designate as its Inspection Service for the purposes of this
Sectoral MRA to the JSC through the ASEAN Secretariat for
the decision of the JSC, in accordance with the relevant
procedures in Article 10 and the following procedures:

(a) Within ninety (90) calendar days following receipt
.of a Designating Body's submission, the JSC
shall inform the ASEAN Secretariat whether they
agree or oppose to the designation of the

~ conformity assessment body in question as the
Inspection Service of that Party. If there is no
response within ninety (90) calendar days, the
submission of the designation of the conformity
assessment body by a Party shall be taken as
having no objection by the JSC, and that
conformity assessment body shall be added to
the list of accepted lnspectlon Servnces under
this Sectoral MRA,;

(b) Upon the reasonable .request of one or more
Parties for the verification of the technical
competence or compliance of a proposed
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(c)

Inspection Service, the JSC may decide that the
Inspection Service concerned be more fully
verified in accordance with Article 10 of this
Sectoral MRA before deciding for the acceptance

of the proposed Inspection Service. Such a

request for verification by a Party shall be
submitted to the JSC through the ASEAN
Secretariat for determination of equivalence in
accordance with Articles @ and 10; and

A member of the JSC who fails to vote on the

approval of a conformity assessment body
proposed by a Designating Body within the time
specified in sub-paragraph (a) shall not be
regarded as having objected to the acceptance
of that body as an Inspection Service of that
Party. '

3. The ASEAN Secretariat shall establish and maintain
the list of accepted Inspection Services under this Sectoral

MRA.

Article 8
Mutual Recognition Obligations

1. At the request of one NDRA to another NDRA, as the
case may be, the Listed Inspection Service of the other

- NDRA shall assess and, where appropriate, certify that the
manufacturer of a medicinal product in its Listed lnspectlon

Service territory:

(a)

(b)

is licensed or authorised 'to manufacture that
medicinal product or is licensed to carry out a
manufacturing operation in question:;

‘has been regulariy inspected for compliance with

GMP standards by its Listed Inspection Service;
and
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(c) complies with the PIC/S Guide to GMP for
Medicinal Products or equivalent GMP code.

2. Certificates and/or inspection reports issued by an
Inspection Service shall identify the site(s) of manufacture
and/or contract testing laboratories (if any), the dosage
forms manufactured at the facility, and whether the
manufacturer complies with GMP. If there is any suspension
or withdrawal of the GMP certificate, a Party is obliged to
notify the Parties which the manufacturer has exported its
medicinal products to.

3. Certificates shall be issued expeditiously, and the time
taken shall not exceed sixty (60) calendar days from the date
of receiving the request. In exceptional cases, such as when
a new inspection has to be carried out, this period may be
extended to ninety (90)calendar days from the date of
receiving the request. T

4. In addition, upon receiving a reasonable request from
a Party, the relevant Inspection Service shall forward a copy
of the latest inspection report of the manufacturing site or
contract testing laboratory, in the case where analytical
operations are contracted out. The format of the narrative
GMP inspection report should be similar in format to the
PIC/S GMP Inspection Report. The requesting Party shall
treat these inspection reports and the associated GMP
Certificates in accordance with its confidentiality obligations
under Article 15 of this Sectoral MRA. :

5. If the manufacturing operations of a medicinal product
in question have not been inspected recently, a Party may
request for -a specific and detailed inspection to be
conducted. The Inspection Service shall in such cases
ensure that inspection reports are forwarded to the
requesting Party in no later than sixty (60) calendar days
from the date of receiving the request. Should a new
inspection be carried out, this period may be extended to

11
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ninety (90) calendar days from the date of réceiving the
request.

6. A manufacturing facility shall not be regarded as
having been inspected recently if that inspection was
conducted by the concerned Listed Inspection Service more
than two (2) years before the date of a request for a specific
and detailed inspection by a Party, or if that inspection did
not cover the relevant dosage form(s).

7. A list of contact points shall be forwarded to the
ASEAN Secretariat. The ASEAN Secretariat shall establish
and maintain the list of contact points for each of the Parties
participating in this Sectoral MRA.

Article 9 .
Verification of Technical Competency and Compliance of
the Inspection Service

1.  The Parties shall ensure that the Inspection Services
proposed or designated by their Designating Bodies shall be
available for verification, by the JSC, of their technical
competency and compliance with applicable requirements of
their respective Inspection Services.

2.  Written justification shall be submitted to the ASEAN
Secretariat for any request for verification of technical
competency or compliance of the Inspection Service, which

_ shall promptly forward it to the JSQ for a decision-

r—

3. Where the JSC decides that the verification of
technical competency and compliance is required, it shall be
carried out in a timely manner based on the procedures and
criteria set forth in Article 10 of this Sectoral MRA.

4, The fesults of a verification exercisé shall be discussed

by the JSC, with a view to resolving the disagreement (if
any) amongst the Parties as soon as possible.
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Article 10
Technical Competence of Listed Inspection Service

1. Each Party shall.ensure that its Listed Inspection
Service maintains a Quality System in compliance with the
current PIC/S Quality System Requirements for -
Pharmaceutical Inspectorates. :

2. Each Party shall ensure that its Listed Inspection
Service operates a PIC/S GMP inspection system, as
demonstrated by PIC/S membership or adherence to any
other equivalent standard as the JSC may determine based
on the recommendations of the Panel of Experts. .

3. Indeciding whether an Inspection Service adheres to a |
standard equivalent to the PIC/S GMP inspection system for -
the purposes of acceptance under paragraph 2 of Article 7
or otherwise, the JSC shall consider, among others, the ™
following criteria:

(a) whether the Inspection Service has adopted or

- adheres to the PIC/S Guide to GMP for Medicinal

Products and relevant Annexes or equivalent

- GMP code, including the format for inspection
reports;

(b) whether the Inspection Service has adopted or
- adheres to the PIC/S Quality System
Requirements for Pharmaceutical Inspectorates,
“and the competency of the mspectors in thls
regard;

(c) whether there is an adequate legal framework for

the inspection and licensing of manufacturers of
Medicinal Products.

13
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4. For the purposes of paragraph 3, the Panel of Experts
shall make recommendations to the JSC, which shall then
deliberate on the confirmation of, or objection to, the
inclusion of the Inspection Service into the list of accepted
Inspection Services for this Sectoral MRA, or the technical
competence of the Inspection Service in question, as the

_case may be.

Article 11
Implementation

1. This Sectoral MRA is intended to be a multilateral
arrangement in which all Member States are required to
participate. However, taking into consideration paragraph 3
of Article 1 of the Framework Agreement on Enhancing
ASEAN Economic Cooperation signed on 28 January 1992
in Singapore and paragraph 7 of Article 3 of the ASEAN
Framework Agreement on Mutual Recognition Arrangements °
signed on 16 December 1998 in Ha Noi, Viet Nam, a
Member State which is not ready-to fully implement this
Sectoral MRA may withhold from proposing a body to be
designated as its Inspection Service for listing pursuant to
paragraph 2 of Article 7. ‘

2.  Notwithstanding paragraph 1, a Party whose
Inspection Service has not been listed in this Sectoral MRA
shall accept the GMP certificates and/or the inspection
reports in respect of a facility manufacturing medicinal
products .in the territory of those Parties which have their.
Inspection Services listed undér this Sectoral MRA.

3.  If a Party decides not to accept the inspection report of
a Listed Inspection Service, it shall provide the necessary
clarification of its reasons to the Party whose Inspection
Service had furnished the inspection report. Any dispute
arising from the non-acceptance of an inspection report by a
Listed Inspection Service shall be brought by the aggrieved

14



Party to the JSC for deliberation, whose decision shall bind
‘the Parties to the dispute. |

4. Parties shall enjoy full and equal benefits and
responsibilities as set out in the provisions of this Sectoral
MRA at the date that the. JSC accepts the body which it
proposes for designation as its Listed Inspection Service
under this Sectoral MRA.

Article 12
Termination of the Listed Inspection Service

1. Any Party, through its Designating Body, may withdraw
its Inspection Service from the list of accepted Inspection
Services by notifying the JSC through the ASEAN
Secretariat with relevant written justifications. All other
Parties have a right not to accept the GMP Cerificates
andfor inspection reports  of the withdrawn Inspection
Service. The effective date of withdrawal shall be six (6)
months from receipt of the notification.

2. In the event of a complaint by an NDRA with relevant
written justifications, regarding the technical competence of
a Listed Inspection Service, the JSC shall proceed with the
review of the complaint. The JSC may refer the matter to the
Panel of Experts to conduct an assessment of that particular
Listed Inspection Service if deemed necessary, specifying a’
timeframe to conclude the assessment. Based on the
outcome of the assessment of the Panel of Experts, the JSC
shall decide on the course of action to be taken against the
Listed Inspection Service, including  withdrawal or
termination of the Inspection Service.

3. The JSC shall consider an application by a Party,
through its Designating Body, to reinstate an Inspection

‘Service whose participation has been ‘withdrawn or

terminated.
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Article 13
Preservation of a National Drug Regulatory Authority

1. Nothing in this Sectoral MRA shall be construed to limit
the authority of a Party to determine, through its legislative,
regulatory and administrative measures, the level of-
protection it considers appropriate for safety and for
protection of the health of persons in its territory.

2. Nothing in this Sectoral MRA shall be construed to limit
the authority of an NDRA to take all appropriate and
immediate measures whenever it ascertains that a medicinal
product may:

(@) compromise the health or safety of persdns in its f :
territory;

(b) not meet the™ legiSiative, regulatory or
administrative provisions within the scope of this
Sectoral MRA; or _ :

(c) otherwise fail to satisfy a requirement within the
scope of this Sectoral MRA.

Article 14
Corpiidence Building

1. Parties shall, through their contact points, strengthen
and enhance existing cooperation through information
exchange on regulatory requirements,  conformity
assessment procedures and regimes, and through
confidence building measures such as: '

(a) - alignment of standards to, or acceptance of, the
current PIC/S Guide to GMP for Medicinal

16



Products and the relevant Annexes or an
equivalent GMP code, including the format for
inspection reports;

(b) requiring an Inspection Service to establish a
PIC/S Quality System, which shall include
ensuring the competency of the inspectors;

(c) establishment of an appropriate legal framework
for the conduct: of inspections and the issue of -
GMP certificates and/or inspection reports to
manufacturers;

(d) improving of infrastructure in inspection and
certification 1o meet relevant international
requirements for medicinal products; and

(e) actively participating in relevant arrangements
undertaken by pertinent regional and
international bodies, including collaboration in the °
assessment of manufacturing facilities located in
non-ASEAN Member States.

2. A Party whose Inspection Service is not listed in this
Sectoral MRA may submit a GMP Inspection Report to
another Party, if it chooses to do so, for consideration by the
other Party. The other Party may choose whether to accept
or not to accept the report.

: _ Articie 15
- ’ Confidentiality -
1. Parties shall maintain, to the extent permitted under
their national laws and regulations the -confidentiality of
information exchanged under this Sectoral MRA.

2. . Parties shall take all reasonable and necessary

precautions to protect information exchanged under this
Sectoral MRA from unauthorised disclosure.
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3. An importing Party shall not require the designated
Inspection Service of an exporting Party to disclose a
manufacturer's proprietary information, except to the extent
necessary to demonstrate conformity with the importing
Party’s mandatory requirements.

4.  Parties agree that the provisions of this Article shall
continue to be binding between the Parties notwithstanding -
the withdrawal or termination of a Listed Inspection Service
in accordance to Article 12. '

Article 16
Rights and Obligations under Existing International
' Agreements or Conventions

This Sectoral MRA or any actions taken thereto shall not. ;
affect the rights and obligations of any Party under any °
existing international agreements or conventions to which it
is also a signatory or a party.

Article 17
Dispute Settlement

The ASEAN Protocol on Enhanced Dispute Settlement
Mechanism done at Vientiane, Lao PDR on 29 November
2004, shall apply to dispute concerning the mterpretatlon
implementation, and/or application ef any of the provus:on
under this Sectoral MRA.

* Article 18
Deferral of Implementation

1. Any Member State that wishes to defer the discharge

of its obligation as outlined in paragraph 2 of Article 11, shall
notify the Secretary-General of ASEAN in writing of its

18
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intention within three (3) months from the date of signature
and the Secretary-General of ASEAN shall thereafter notify
the rest of the Member States. The deferral shall be effective
upon notification to the other Member States.

2. Pursuant to paragraph 1 of this Article, the Mehwber
State concerned shall notify the Secretary-General of
ASEAN in writing when it is ready to implement this Sectoral

MRA, provided that such date shall not be later than 1

January 2011. The Secretary-General of ASEAN  shall

thereafter notify the rest of the Member States.

3. Member States except those which have deferred the
discharge of its obligation, shall accept and recognise the
GMP certificates and/or ingpection reports of a Listed
Inspection Service. ~

Article 19
Final Provisions

P

. 1. The provisions of this Sectoral MRA may only be

reviewed or amended by mutual written agreement of all the

Member States.

2.  Member States shall undertake appropriate measures
to fulfill the agreed obligations arising from this Sectoral
MRA. '

3. Member. States -shall make no reservations WithT

2

respect to any of the provisions of this Sectoral MRA.

4.  This Sectoral MRA shall enter intb force on the date of
its signature. T '

5. This Sectoral MRA shall be deposited with the

Secretary-General of ASEAN, who shall promptly furnish

each Member State a certified copy thereof.
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IN WITNESS WHEREOF the undersigned, being duly
authorised by their respective Governments, have signed
this ASEAN Sectoral Mutual Recognition Arrangement for
Good Manufacturing Practice (GMP) Inspection of
Manufacturers of Medicinal Products.

DONE at Pattaya, Thailand, this Tenth Day of April in the
Year Two Thousand and Nine, in a single copy in the English
Language. :

For Brunei Darussalam:

| “LIM JOCK SENG
Second Minister of Foreign Affairs and Trade

For the Kingdom §f Cambodia: - :

A

GHAM PRASIDH
Senior Minister and Minister of Commerce

For the Republic of Indonesia:

.
o=
—
—

MARI ELKA PANGESTU
Minister of Trade
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For the Lao People’s Democratic Republic:

N

T

, NAM VIYAKETH
Minister of Industry and Commerce

For Malaysia:

/é%.:
¢

: ‘
+

MUSTAPA MOHAMED
Minister of International Trade and Industry

For the UW
/&:J:OE THA

Minister for National Planning and Economic Development

For the Republic Qf the Philippines:

k-

PETER B. FAVILA
Secretary of Trade and Industry

-’
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For the Republic of Singapore:

luistig s cuns
LIM HNG KIANG
Minister for Trade and Industry

~ For the Kingdom of Thailand:
V4 —
PORNTIVA NAKASAI
Minister of Commerce

For the Socialist Republic of Viet Nam:

—

i VU HUY HOANG

Minister of Industry and Trade

i
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Ban dich ti€ng Viét

THOA THUAN CONG NHAI:I LAN NHAU TRONG THANH TRA GMP poOI VoI
CAC CO SO SAN XUAT DUGC PHAM TRONG KHU VUC ASEAN

Chinh phi cdc nuéc Brunei Darussalam, Vuong quéc Cam-pu-chia, CH Indonesia,
CHDCND Lao, Malaysia, LB Myanmar, CH Philippines, CH Singapore, Vuong quéc
Théi Lan va CHXHCN Vié¢t Nam, thanh vién cha Hiép hoi cic quéc gia Pong Nam A
(sau day goi chung I1a "Céc quéc gia thanh vién”, hodc “Qudc gia thanh vién"),

LUU Y riing nam 1992, céc vi nguyén thii cia cic quéc gia ASEAN di tuyén bd sé thiét
1ap mét Khu vuc Mau dich tir do ASEAN (AFTA) trong khu vic va nam 1995, ho da nhat
tri thyc hién sém hon, nam 2003;

GHI NHO Tho4 thuan vé Biéu thu€ wu dii chung (Common Effective Preferential Tariff
(CEPT) Scheme) d6i v6i AFTA ky ngay 28 thédng 1 nam 1992 vi Céc Hiép dinh sita déi
nam 1995 va 2003 dugc cung cdp dé phuc vu viéc ph6i hop trong b8 sung va hoan thién
tién trinh ty do ho4 thuong mai, bao gém cé viéc hod hgp céc tiéu chuén, cong nh4n lin
nhau trong cdc bio c4o kiém nghiém va chitng nhan san phdm;

LUU Y ring trong Tuyén b6 theo Thod thusn ASEAN II (Thda thuan Bali II)
(Declaration of ASEAN Concord II (Bali Concord II) ) dugc nguyén thii chinh phii c4c
nuéc ASEAN phé chudn tai Cu6c hop thugng dinh ASEAN l4n 9 t8 chic tai Bali,
Indonesia vao ngay 7 thing 10 nam 2003, da cam két ASEAN s& phat trién cdc mdi lién
hé va hoa hop kinh t€ trong ndi bo khu vuc di vao chiéu rong va chiéu sau véi su tham gia
cuia khu vyc tu nhan huéng t6i muc tiéu Cong déng kinh t€ ASEAN;

LUU Y ring viéc xay dung Cong déng kinh t& ASEAN da duoc ddy ti 2020 xuéng 2015,
khi d6 ASEAN s& dugc xay dung trd thanh mot thi trudng va khu vuc san xudt duy nhét
trong khu wc;

NHAC LAI nhimg cam két trong Thoéa thuan vé Hing rio ky thuat thuong mai
(Agreement on Technical Barriers to Trade (TBT)) cia T8 chitc Thuong mai th€ gidi,
trong d6 khuyén khich Céc bén két udc (Contracting Parties) ddm phan dé di dén nhat tri
vé thoa thusn cong nhén l4n nhau d6i véi cic két qua dénh gis mitc do tuan thd va nhiém
vu clia nhau, d6i v6i viéc loai bd cdc tr& ngai khong cén thi€t trong thwong mai, bao gém
nhiing tro ngai lién quan t§i cic quy dinh k¥ thuat;

NHG LAI Hiép dinh khung ASEAN vé Cong nhén lin nhau (ASEAN Framework
Agreement on Mutual Recognition Arrangements) k¥ vao ngay 16 thing 12 nim 1998
nhim tao diéu kién dé loai bd céc rao can k§ thuat trong thuong mai va ddy manh thuong
mai trong khu vieec ASEAN;

NHG LAI Hi¢p dinh khung ASEAN vé Théng nhat cic Linh vyc wu tién (ASEAN
Framework Agreement for the Integration of Priority Sectors) vd Nghi dinh Théng nhét
theo Iinh vuc trong CSSK ciia ASEAN (ASEAN Sectoral Integration Protocol for
Healthcare) ky vao ngay 29 thdng 11 nam 2004 tai Viéng-chan, CHDCND Lao; va

MONG MUON xay dung Thoa thuan Cong nhan 1in nhau gilta céc linh vuc trong thanh
tra Thyc hanh t6t sin xudt tai cic co sd san xudt duge phdm (Sectoral Mutual Recognition
Arrangement for Good Manufacturing Practice Inspection of Manufacturers of Medicinal
Products) (sau day goi la “Théa thuan cong nh4n l4n nhau gitta cdc linh vuc” - Sectoral
MRA), nham tao diéu kién cho viéc luu théng cic san phdm trong khu vuc ASEAN,
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PA THOA THUAN NHU SAU:
PILU 1

PINH NGHIA

Céc thuat ngit chung lién quan t6i ddnh gia muc d6 tudn tha sit dung trong Thoa thuan
nay c6 nghia glong nhu trong bang chii giai thuat ngu thudc Huéng dan Thuc hanh t6t san
xudt dugc phdm trong Cong udc vé thanh tra dugc va Chuong trinh hgp tdc thanh tra dugc
(Pharmaceutical Inspecnon Convention and Pharmaceutical Inspectlon Co-operation
Scheme) (sau day goi tat 13 “PIC/S”), Bang Chd gidi thuit ngit cia ASEAN di duoc
Nhém Coéng tac dugc phém thuéc Ban Tu van ASEAN vé Tiéu chudn va Chét lucmg
(ACCSQ-PPWG) phé chudn va trong Hiép dinh khung clta ASEAN vé Céc thoa thuin
Cong nhan 1in nhau (ASEAN Framework Agreement on Mutual Recognition
Arrangements) (MRAS), va di timg dugc sita ddi, ngoai trir cdc thuat ngit sau duge dinh
nghia nhur sau:

“Chdp nhdn” 1a sit dung c4c gidy chiing nhan GMP va/hoic céc bdo cdo thanh tra 1am co
s& cho cdc hoat dong quan 1y nhu cdp gidy phép va danh gid hau mai vé mitc do tuan thi;

“Chitng nhdn” 12 mét quy trinh ma theo d6 m¢t Bén ban hinh vin ban hodc hinh thitc
dam bio chinh thifc khéc cong nhan mét quy trinh hodc mot dich vu tuan thit ding nhimg
quy dinh cu thé;

“Ddu méi lién hé” 1a mot ngucfl moét dia diém hay mét co quan ma véi né hoic qua dé
Céc beén s& trao déi th6ng tin va lién lac theo quy dinh trong Thoa thuan nay;

“Co quan ity quyén” 13 mot Co quan Quén 1y duge quéc gia (CQQLDQG) duge mét Bén
Qy quyén tham gia Thoa thuan ndy véi trdch nhiém chi dinh mét Co quan Thanh tra GMP
cho bén d¢;

“Quy ché GMP tuong duong” 13 bt ky tieu chuidn GMP nao dugc ij ban lién nganh vé
GMP d6i v6i duge phdm (sau day goi tat 1a “JSC GMP PP”) céng nhan 13 twong duong
v&i Huéng déin GMP déi véi dugc phdm cua PIC/S;

“Thuc hanh tot san xudt” hay “GMP” 12 mot phdn cia khau dam bdo chat luo'ng gidp
didm bio dugc phdm dugc sin xudt va kiém sodt théng nhat theo céc tieu chudn chat
luomg phu h0p v6i cich sit dung du kién va theo quy dinh trong cic gidy phép luu hanh
san phim va cdc tiéu chudn chat 1u'o‘ng san phadm hién hanh;

“Co quan thanh tra”, lién quan t6i mot Bén, 12 mot co quan tién hanh dénh gid mitc 46
tuan thi quy dinh thugc CQQLDQG ciia Bén d6 nhu duge dé cap tai Diéu 7. Co quan nay
c6 trach nhiém thanh tra cdc co s& san xudt dugc phdm dé dénh gia xem céc co s& d6 cb
theo diing cdc tiéu chudn GMP trong Théa thuan nay khéng, va ban hanh bio cdo thanh
tra va/hoac cap gidy ching nhin GMP;

“Co quan thanh tra trong danh muc (Listed Inspection Service)”, 1a mét Co quan thanh
tra dugc Uy ban JSC GMP PP chép nhan theo Diéu 7.

“Nhitng quy dinh bdt budc” 13 nhimg yéu cdu ky thuat, cic diéu khoan luat va quy ché
ciing nhu cic thi tuc hanh chinh do mot Bén dp dung lién quan téi dugc phdm va lién
quan tdi thanh tra GMP hodc ching nhan cdc co s& san xuat duge phdm ma sy tuén th
cédc yéu cdu ndy 1a bét budc;

“Sdn xudt” 1a toan bo cdc hoat dong bat ddu tir khau mua nguyén liéu va san phdm téi
khéu san xuat, kiém nghiém ch4t lugng, xudt hang, bdo quan va vin chuyén (tir khau bao
quan try di lién quan t6i khu vyc san xuét) thinh phdm va céc hoat dong quan 1y lién
quan. San xudt bao gém c4 khau déng géi lai va d4n nhan lai;
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“Dugc phdm” 13 cdc sin phdm dugc dudi dang bao ch€ thanh phdm va bao gém ci céc
san phdm theo don va khong theo don ding cho ngudi, trir sinh dugc phdm, duoc phdm
phéng xa, thudc y hoc ¢d truyén va cdc duge phdm dang nghién cifu;

“Co quan qudn ly duoc qudc gia” (sau day goi tat 1a “CQQLDQG”), lién quan téi timg
Bén, la co quan hoidc don vi quan Iy clia Bén d6 ¢6 chitc ning thuc thi quyén hgp phdp
trong viéc quén 1y nhap khdu, sin xu4t, xudt khdu, phan phéi, chuyén giao, sit dung va
bin dugc phdm trong pham vi quyén han phdp 1y clia Bén d6 va c6 thé thuc hién hoat
dong quén 1§ nhdm dam béo cac sin phim dugc dua ra lvu hanh trén thi trudng trong
pham vi quyén han ctia Bén d6 tuén thi chat ché theo cdc quy dinh vé quén 1y;

“Ban chuyén gia” la mot nhém nhimg ngudi cé chuyén mon vé GMP do ny ban JSC
GMP PP chi dinh. Ban chuyén gia gém dai diéen CQQLDQG ciia cdc Nudc thinh vién ma
Co quan thanh tra clia nuéc d6 di dugc dwa vio danh sich theo cdc tieu chi dé cap tai
Diéu 10;

“Cdc bén” 1a cic Qudc gia thanh vién tham gia thoa thuén nay.

“Bén” 1a mot Quéc gia thanh vién tham gia Théa thuin nay;

“H¢ thong chdt lugng” 1a co s& ha tdng phi hgp, bao gém co cdu té chic, c4c quy trinh,
cdc thi tuc va cdc ngudn luc cdn thiét dé ddm bio di do tin ciy ring mot sin phim (hay
dich vu) s& thoa man cic quy dinh dat ra vé chat lugng (Tham khdo: Bo Bdo cdo k§ thuat
ctia T8 chic Y t€ the gi6i (WHO TRS) 902 Phu luc 8).

PIEU 2

MUC TIEU
Thoa thuan nay dua ra nhiing diéu khodn ma méi Bén s& phai chép nhan:

a) Cic gidy ching nhan GMP cho cic co s& san xudt dugc phdm noi ma céc
Gidly chitng nhan GMP do mét Co quan thanh tra trong danh muc cip; va

b) Céc bdo cdo thanh tra GMP trong dé xdc thyc viéc tuan thi cic quy dinh
bét budc clia mot co s& sén xuét duge phdm, noi ma cic bdo cdo thanh tra
do mét Co quan thanh tra trong danh muc ban hanh.

PIRU 3

CAC PIEU KHOAN CHUNG

1. M&i Bén s, theo yéu cdu ctia mot Bén khic, cung cdp cho bén yéu cdu mot ban
sao cla gidy chiing nhan GMP vi/hodc bdo cdo thanh tra GMP lién quan t6i mot
co s& san xudt duge phdm trong ving lanh thé lién quan, véi diéu kién yéu cdu
dua ra phai lién quan téi mot co s& sn xuét ma sin phdm cia co s& d6 dugc xust
sang ving lanh thé ciia Bén yéu cdu. Nhing théng tin cung cép cho Bén yéu cdu
theo doan nay chi giéi han & nhiing thong tin lién quan t6i Thanh tra GMP do Bén
kia thu thap dinh ky va s&€ bao gém théng tin dugc cu thé hod trong doan 2 clia
Diéu 8.

2. Mot Bén s€ chdp nhén cic Gidy chimg nhin GMP va/hoic cic bdo cdo thanh tra
GMP do Co quan thanh tra trong danh muc ctia Bén kia cép theo céc diéu khoan
dugc dé cap tai Diéu 2trong Thoa thuén nay.
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3. Céc quy dinh ky thuat ma Céic Bén s& ép dung ddi véi Co quan thanh tra trong
viéc thanh tra va chiing nhan cic co s& san xuat dat GMP dugc cu thé hod trong
Diéu 10 cta Théa thugn nay.

4. Toan bd céc tai liéu duge ban hanh nham muc dich trao déi thong tin, xdc nhin
thong tin, cung cap bing ching vi cdc hoat dong khéc xuat phat tir cdc nghia vu
theo Théa thuan nay s& dugc dich ra ti€ng Anh cé xdc nhan ciia CQQLDQG néu
nhu tai liéu géc khéng duge viet bang ti€ng Anh.

PILU 4

QUY MO VA PHAM VI AP DUNG

Thoa thuan nay dugc dp dung d6i v6i cong tdc thanh tra GMP va chimg nhan cic co s¢
san xuat dugc phdm theo dinh nghia tai Diéu 1.

PIEU 5
CO QUAN UY QUYEN
1. C4c bén phai ddm bédo rang Céc co quan iy quyén ¢6 thim quyén va nang luc tai
cic vung lanh thé tuong tng dé thuc hién cdc nghia vu theo yéu cdu trong Théa
thuan nay.
2. Céc co quan uy quyén phai thu’cmg Xuyén glam st cic Co quan thanh tra thudc

pham vi clia minh dé dim bio cic co quan nay c6 kha ning va vin con kha nang
dé danh g1a ding mifc d6 tuan thi céc tiéu chudn hién hanh ctia cdc co s& san xust
dugc phdm thudc pham vi linh thé chia minh.

3. Céic co quan Uy quyén phai, khi cdn, xin y kién cha cdc d6i tic ciia minh thugc
Bén kia nhim dam bao duy tri d6 tin cay cia h¢ th6ng Thanh tra GMP. Viéc xin ¥
kién nay c6 thé bao gém su tham gia lién nganh trong céc hoat déng kiém tra
hodc thanh tra cé sur tham gia ctia Co quan thanh tra twong tng, néu phtt hop.

PILU 6
UY BAN THANH TRA LIEN NGANH

1. Uy ban JSC s& dugc thanh lap khi Thoa thuan nay dugc ky két, theo dé Uy ban

ndy s€ chiu trdch nhiém thuc hién hi¢u qua Théa thuan nay Uy ban JSC s& bao
gém céc linh dao clia CQQLDQG ctia mdi ben hodc ngudi duge iy quyén chinh
thitc. D& tr& thanh thanh vién clia Uy ban JSC GMP PP, méi nudc thanh vién, khi
tr& thanh mot Bén trong Théa thuan ndy, cin phai théng bdo cho Ban Thu ky
(BTK) ASEAN tén cha ngudi ding ddu CQQLDQG hoic ngudi duge iy quyén
chinh thitc.

2. Uy ban JSC s& chiu tréch nhiém d6i véi viéc:
a) lap danh sdch, ddnh gid va chdm dit hoat déng ca cic Co quan thanh tra
theo Thoa thuan nay;
b)  Xay dung dién dan dé thao luan vé cac van dé c6 thé nay sinh trong quéd
trinh thyc hién Théa thuan nay;



Ban dich tiéng Viét

) thanh 14p Ban Chuyén gia va chi dinh céc chuyen gia d6c lap Mot chuyén
gia dgc 1ap khong phai 1a thanh vién clia Ban Chuyén gia va chi tham gia
thuc hién nhiém vy khi cin;

d) ra sodt va dé xuat sira ddi pham vi va quy mo ciia Théa thusn nay; va

e) xem xét bat ky van dé ndo khéc va dua ra cdc quyét dinh chuyén moén phil
hop lién quan téi viéc thyc hién Thoa thuan nay.
Uy ban JSC GMP PP s&:

a) C6 gang hop it nhdt méi nam mot 14n hodc khi dugc yéu cdu dé thuc hién
nhiém vu clia minh;

b)  Quyét dinh quy tic, thi tuc ctia riéng minh; va

c) Pua ra quyét dinh sau khi c6 su déng thuan. Bat cit tranh chdp nio ciing s&
dugc giai quyé't theo Diéu 17.

Mot thanh vién cia Uy ban JSC GMP PP phai tranh biéu quyét déi véi bat ky van
dé nao lién quan téi Co quan iy quyén hay Co quan thanh tra cta Bén dé.

PIEU 7

LAP DANH SACH CO QUAN THANH TRA

Méi Co quan uy quyén cén dé xuat mét Co quan thanh tra chiu trach nhiém thanh
tra cc co sd sin xuat dugc phim phuc vu viéc ddnh gid mic d6 tuan thit céc tieu
chudn GMP clia nha san xu4t theo Thoa thuin niy va ban hanh céc bdo cdo thanh
tra va/hoic cdp Gidy ching nhan GMP lién quan phuc vu muc dich clia Thoa
thuén nay.

Méi Co quan iy quyén phéi ndp hé so chi tiét lién quan t6i co quan d4nh gid mitc
d6 tuan thil ma co quan Gy quyén d6 dé xudt chi dinh lam Co quan thanh tra tham
gia ij ban JSC GMP PP cén cit vao Thda thuan nay théng qua BTK ASEAN dé di

dén quyét dinh vé ij ban JSC GMP PP theo cic trinh ty lién quan tai Diéu 10 va

cac quy trinh sau:

a) Trong vong chin muoi (90) ngay ké tir khi nhan dwgc cong van tir Co quan
ity quyén, Uy ban JSC GMP PP phi théng béo cho BTK ASEAN vé ¥
kién chap nhan hay phan d6i ciia minh d6i véi viéc chi dinh co quan dénh
gla mifc do tuén thu 1am Co quan thanh tra clia Bén dé. Néu trong vong 90
ngay khong c6 h6i 4m thi h6 so chi dinh co quan d4nh gid mic do tuan tht
do mét Bén ndp s€ dugc Uy ban JSC GMP PP coi nhu khéng ¢6 ¥ kién
phan d6i va co quan ddnh gid mitc do tuan thi d6 s& dugc dua vao danh
sdch Céc co quan thanh tra dugc chdp nhédn theo Thoa thuan nay;

b)  Theo d€ nghi clia m¢t hoac nhiéu Ben vé viéc danh gid nang lyc chuyén
moén hodc mic do tudn thii cia mét Co quan thanh tra, Uy ban JSC GMP
PP c6 thé quyét dinh ring Co quan thanh tra lién quan s& dugc dénh gid
ddy dd hon theo Diéu 10 ciia Thoa thudn nay truéc khi quyct dinh chdp
nhan Co quan thanh tra dugc dé xust. Dé nghi ddnh gié clia mot Bén phai
duge nop cho Uy ban JSC GMP PP thong qua BTK ASEAN dé€ quyét dinh
theo Diéu 9 va 10; va

c) Trong pham vi thdi gian dd quy dinh tai doan (a) ma mot thanh vién cia
Uy ban JSC khéng dua ra ¥ ki€n phé chudn d6i v6i mét co quan danh gid
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do Co quan lty quyén dé xuét thi s& khong dugc coi 1a ¢6 ¥ kién khong
chép thuén dé co quan ny trd thinh Co quan thanh tra cia Bén dé.

Trong Thoa thuan nay, mét Co quan thanh tra trong danh muc 13 Co quan thanh
tra da dugc fIy ban JSC chép thuin theo quy dinh tai diéu nay.

BTK ASEAN sg& x4y dung va duy tri danh sdch cdc Co quan thanh tra duge chédp
thuén theo Thoa thuin nay.

PILU 8

CAC NGHIA VU CONG NHAN LAN NHAU

Theo dé nghi clia mot CQQLDQG déi v6i mét CQQLDQG khic, trong trudng
hop nay, Co quan thanh tra trong danh muc ciia CQQLDQG kia phai dénh gia va
néu thich hgp thi xdc nhan ring co s& san xuét dugc phdm thudc Ianh thd cla co
quan thanh tra trong danh muc:

a) dugc cap phép hodc iy quyén san xuit dugc phdm dé hoac dugc cip phép
thuc hién mot hoat ddng san xudt néu trén;

b) duge Co quan thanh tra ctia minh thudng xuyén ki€m tra mic do tuin thi
céc tiu chudn GMP; hoic

c) tuan thit Huéng din GMP d6i v6i duge phdm ciia PIC/S hodc quy dinh
tuong duong vé GMP.

Cic gidy chitng nhan va/hoiic cdc bdo cdo thanh tra do Co quan thanh tra cép s&
x4c dinh (cdc) co s& san xuat va/hodc cdc phong kiém nghiém hop déng (néu cé),
cdc dang bao ché€ dugc san xudt tai co s& vA mitc do tuan tha tiéu chuin GMP cha
co s& san xudt. Néu gidy ching nhan GMP bi dinh chi hodc thu héi thi mot Bén c6
nghia vu phéi thong bdo cho Cdc Bén ma co s sin xuét d6 xudt dugc phdm sang.

Cic gidy ching nhan phai dugc cap nhanh chéng va thdi gian dé cép cic gidy
ching nhan nay khéng vugt qué sdu muoi (60) ngay ké tir ngdy nhan dugc don dé
nghi. Trong cac trudng hop ngoai 1€, nhu khi cdn phai tién hanh mot dot thanh tra
mdi chéng han, thi thdi gian nay khéng dugc kéo dai qud chin muoi (90) ngay ké
tir ngay nhan dugc don dé nghi.

Ngoai ra, khi nhan dugc don dé nghi hop ly tir mot Bén, Co quan thanh tra thich
hop phai chuyén mét ban sao bdo cdo thanh tra méi nhat d6i v6i mot co s& san
xudt hodc phong ki€ém nghiém hgp déng, trong trudng hop céc thao tic phan tich
duogc ky hop dong. Hinh thic cha bdo cdo thanh tra GMP phai tuong tu nhu hinh
thitc clia Bdo cdo thanh tra GMP cha PIC/S. Bén dé nghi phai x{r 1y cdc bdo cdo
thanh tra nay va cdc Gidy ching nhan GMP tuong dng theo cdc nghia vu bao mit
tai Diéu 15 ciia Théa thuén nay.

Néu céc hoat dong san xuét dugc phdm néu trén gin day chuwa dugc thanh tra thi
mot Bén c6 thé dé nghi ti€n hanh mot dot thanh tra cu thé va chi tiét. Co quan
thanh tra, trong cédc trudng hop nhu vy, s& phai ddm bio ring céc bdo cdo thanh
tra dugc chuyén dén tay Bén dé nghi trong vong cham nh4t 13 sdu muoi (60) ngay
ké tr ngay nhan dugc don dé nghi. Néu phai tién hanh mot dot thanh tra mdi thi
giai doan nay khéng dugc vuot qua chin muoi (90) ngay ké tir ngay nhan duge don
dé nghi.

Mot co s& san xudt s& khong duge coi 1a dd duge thanh tra gan day néu dot thanh
tra d6 da dugc co quan thanh tra lién quan trong danh muc tién hanh hon 2 nam vé
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tru6e ké tir khi mot Bén c6 don dé nghi tién hanh thanh tra cu thé va chi tiét, hoac
né€u dot thanh tra d6 khong ti€n hanh véi (cdc) dang bao ché thich hop.

Mot danh sich cac ddu méi phai duoc chuyén téi BTK ASEAN. BTK ASEAN s&
x4y dung va duy tri danh sich cic ddu m6i lién hé cho timg Bén tham gia Thoa
thuan nay.

PIEU 9

PANH GIA NANG LUC CHUYEN MON VA MUC PO TUAN THU CUA CO
QUAN THANH TRA

Céc Bén phéi dam bao ring Céc Co quan thanh tra duge Céc co quan Uy quyén dé
nghi hoic chi dinh phai ¢6 mat dé Uy ban JSC tién hanh d4nh gid nang luc chuyén
mén va mic do tuan thl cic quy dinh hién hanh ctia Cic Co quan thanh tra lién
quan.

Vin ban gidi trinh 1y do phdi dugc ndp cho BTK ASEAN dai véi bét ky dé nghi
nao yéu ciu dénh gid nang luc chuyén moén hodc mifc do tuan thi cia Co quan
thanh tra va sau d6 van ban dé phai nhanh chéng dugc chuyén cho Uy ban JSC dé
c6 quyét dinh.

Khi Uy ban JSC quyét dinh cin danh gid nang luc chuyén mén va mitc do tuan
thii thi viéc ddnh gid d6 phai dugc thuc hién kip thdi theo c4c thil tuc va tiéu chudn
dé c4p tai Diéu 10 cla Théa thuan nay.

Cic két qua dénh gig phai dugc Uy ban JSC théo luan, véi quan diém giai quyét
bat déng (néu c6) gitta cdc Bén cang sém cing t6t.

PIEU 10

NANG LUC CHUYEN MON CUA CO QUAN THANH TRA

Mbi Bén phai dam béo ring Co quan thanh tra trong danh muc clia minh phai duy
tri mot He théng chét lugng theo céc quy dinh hién hanh vé Hé théng chat luong
d6i vé6i thanh tra duge cua PIC/S.

M&i Bén phai dam bao ring Co quan thanh tra trong danh muc clia minh dang vén
hanh hé thong thanh tra GMP theo PIC/S, thé hién bing viéc la thanh vién PIC/S
hoic theo bat ky tiéu chudn tuong tng ndo khic nhu Uy ban JSC GMP PP ¢6 thé
xdc dinh dya trén cdc khuyén cdo cia Ban Chuyeén gia.

Béng viéc x4c dinh mifc d6 tuan thi mét tieu chudn twong dwong véi hé théng
thanh tra GMP ctia PIC/S ctia mét Co quan thanh tra ndo dé dé phuc vu muc dich
chdp nhan hodc khoéng chip nhén theo Diéu 7(2) hoic néu khéng thi ny ban JSC
GMP PP phidi xem xét céc khia canh sau:

a) Li¢u Co quan thanh tra cé thong qua/chap nhan hoic tuan thu Huéng dan
GMP dé6i véi Dugc phdm ciia PIC/S va cdc phu luc thich hgp hoidc quy
dinh GMP tuong iing, bao gém ca hinh thitc cdc bdo cdo thanh tra, hay
khéng;

b) Liéu Co quan thanh tra c6 théng qua/chdp nhdn hodc tuan thi Cic quy
dinh d6i véi hé théng chét lugng thanh tra dugc phdm ctia PIC/S, v nang
luc cia cdc thanh tra vién trong linh vuc nay hay khéng;
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c) Liéu c6 di hanh lang phdp 1§ phuc vu cong tdc thanh tra va viéc cdp phép
cho cdc co s& san xudt duge phdm khong.

4. Véi muyc dich dé€ cap tai doan (3), Ban Chuyén gia phai kién nghi lén ﬂy ban JSC,
va Uy ban nay sau d6 phai can nhic khing dinh hay phan déi viéc dua Co quan
thanh tra vao danh sich cdc Co quan thanh tra dugc chdp nhin theo Théa thuin
nay hoéc nang luc chuyén moén ciia Co quan thanh tra con dang dugc xem xét.

PILU 11

THUC HIEN

1. Thoa thuan nay s& trd thanh mot thoa thuén da quéc gia, theo dé tét ca cac Qudc
gia thanh vién déu dugc yéu ciu tham gia. Tuy nhién, khi xem xét doan 3 thudc
Diéu 1 trong Hiép dinh khung vé Tang cudng hgp tic kinh t€ ASEAN ky ngdy 28
thdng 1 nam 1992 tai Singapore va doan 7 thudc Diéu 3 trong Hiép dinh khung
ASEAN vé Céc thoa thuan cong nhén 1an nhau ky ngay 16 thiang 12 nam 1998 tai
Ha N¢i, Viét Nam, n€u mét Qudc gia thanh vién chua sin sang thyc hién ddy di
Thoa thuén ndy thi cé thé tir chéi viéc dé xuit mot co quan dugc chi dinh 1am Co
quan thanh tra clia Bén d6 dé dua vao ddnh sich theo doan 2 tai Diéu 7.

2. Khéng ké doan 1 thi mot Bén ma Co quan thanh tra chua duge dua vao danh séch
cta Théa thuan nay phai chdp nhin gidy ching nhan GMP va/hoic céc bdo céo
thanh tra lién quan t6i mét co s& san xudt duge phdm thudce viing lanh thé cha cic
Bén d6 noi c6 cdac Co quan thanh tra dugc dua vio danh sich theo Thda thudn nay.

3. Néu mot Bén quyét dinh khéng chap nhin bdo cdo thanh tra ciia mét Co quan
thanh tra trong danh muc thi Bén d6 phai dua ra 1y do giai thich r6 rang cho Bén
ma Co quan thanh tra cua ho di cung cdp bio cdo thanh tra d6. Bt ky tranh chap
nao xuat phat tir su khong chap nhian mdt bo cdo thanh tra chia mot Co quan thanh

tra trong danh muc s& phai dugc dua 1én Uy ban JSC dé xem xét vi quyét dinh cha
ny ban JSC s€ rang budc cdc Bén dang tranh cai.

4, C4c Ben phai dugc hudng cic lgi ich va chiu trach nhiém ddy di va cong bang
theo cic diéu khoan trong Théa thuan nay vio ngay ma Uy ban JSC chép nhan co
quan dugc chi dinh lam Co quan thanh tra trong danh muc theo Thoa thuén nay.

PIEU12
CHAM DUT HOAT PONG CUA MOT CO QUAN THANH TRA TRONG DANH
MUC
L. Bit ky Bén nao, thong qua Co quan Uy quyén ciia minh, ¢é thé nit Co quan thanh

tra clia minh ra khoéi danh sdch cdc Co quan thanh tra duge chdp nhan bang cich
thong bao cho Uy ban JSC thong qua BTK ASEAN véi gii trinh 1y do hop 1y. Tat
cé cdc Bén tham gia déu c6 quyén khong chip nhan Gidy ching nhan GMP va bdo
céo thanh tra cia Co quan thanh tra da dugc riit ra khoi danh sich. Trong vong sdu
(6) thang ké tir khi nhan dugc théng bdo thi viéc nit khoéi danh sdch sé ¢6 hiéu luc.
2. Trong trudng hgp CQQLDQG c6 thic mic bing vin ban, lién quan t6i nang luc
chuyén mén ciia mot Co quan thanh tra trong danh muc, Uy ban JSC phai giai
quyét va xem xét lai ¥ ki€n thic méc d6. Uy ban JSC c6 thé dé cap van dé véi Ban
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Chuyén gia dé tién hanh déanh gid Co quan thanh tra cu thé d6 néu cin thiét, x4c
dinh cu thé khung thdi gian dé két luan ddnh gid. Dua trén két qud danh gid cia
Ban Chuyén gia, Uy ban JSC s& quyet dinh cich giai quyét lién quan dén Co quan
thanh tra trong danh muc, ké ci viéc chim dt hoat dong clia Co quan thanh tra
do.

Uy ban JSC phai xem xét dé ngh1 clia mot Bén, thong qua Co quan Gy quyén cla
Bén dé6, phuc h6i hoat dong ciia mot Co quan thanh tra da bi nit khéi danh sich
hodc dimg tham gia vao Thoa thuan nay.

PIEU 13

DUY TRI CO QUAN QUAN LY DUGC QUOC GIA

S€ khong c6 chi ti€t nao trong Thoa thuan nay duge phan tich nhim han ch€ quyén
quyét dinh ctia mét Bén, thﬁng qua céc bién phdp phép 1y, quan 1y va hanh chinh
ciia minh, muc do bao vé ma Bén d6 coi la hdp 1y dé ddm bio an toan va bio vé
siic khoe ciia ngudi dan trong viing 1anh thé clta minh.

S€ khéng c6 chi ti€t nao trong Thoa thuin nay dugc phén tich nhiam han ché quyen
thuc hién cac blén phép phi hop va tic thi cia CQQLDQG khi co quan nay khéing
dinh chic chin ring mé6t duge phdm cé thé:

a) anh hudng khéng tot t6i sic khde hodc su an toan cho ngudi dan trong
viing lanh thé clia minh;

b) khong dip ing cic quy dinh clia phép luit, cic quy dinh vé quan 1y hoic
hanh chinh trong pham vi clia théa thuan nay; hay

c) khéng ddp ting yéu cdu trong pham vi Thoa thuén nay.

PIEU 14

XAY DUNG LONG TIN

Cic Bén phal thoéng qua ddu méi cha minh, cung c6 va tang cuorng quan hé hop
tdc von c6 thong qua viéc trao déi th(“)ng tin vé céc quy dinh quan 1y, céc quy trinh
va co ch€ ddnh gid mic d6 tuan thi va thong qua cdc giai phdp x4y dung ldng tin
nhu:

a) dat cdc tiéu chudn, hoiic sy chdp nhin cia Huéng din GMP déi véi duge
pham cua PIC/S va céc phu luc tuong tng hay mot bd quy ché GMP tuong
tng, ké ca hinh thic cdc bdo cdo thanh tra;

b) Yéu cau mot Co quan thanh tra xay du’ng mot He th6ng chat lugng PIC/S,
bao gém ca viéc ddm bao nang lyc cia cdc thanh tra vién;

c) Xay dyng mét khung phdp 1y phii hgp d€ phuc vu viéc ti€n hanh céc dot
thanh tra va cip gidy chiing nhan GMP va/hoic bdo cdo thanh tra cho co s&
san xuit;

d) Cai thién co s& ha tang thanh tra va chimg nhén dé dat c4c yéu ciu qudc t&
déi véi duge phdm; va

e) tich cuc tham gla cic hoat déng phu ho‘p lién quan do cic co quan hitu
quan khu vyc va qudc € thyc hién, ké ca viéc hop tdc trong d4nh gid cac
co & san xust déng trén dia ban cdc Nudc thanh vien khéng thudc khu vuc
ASEAN.
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2. Mot Bén ma Co quan thanh tra cha Bén dé khong cé trong danh sich theo Théa
thuan nay c6 thé nop Béo céo thanh tra GMP cho Bén kia d€ Bén kia xem xét. Bén
kia c6 thé chdp nhan hodc khong chép nhan bdo céo dé.

PILU 15

BAO MAT

1. Trong pham vi dugc phep theo cac quy dinh phdp luat quéc gia hién hanh, Cic
Bén phai giit bi mat d6i véi théng tin duge trao di theo Théa thuan nay.

2. Theo Thoa thuan nay, Céc Bén phai ti€n hanh c4c bién phép thich hop va cin thiét
dé bao vé nhimg thong tin duoc trao déi dé trénh bi tiét 1.

3. Bén nhap khdu khong dugc yéu cdu Co quan thanh tra dugc chi dinh cia Bén xuét
khdu tiét 1o thong tin thuoc doc quyén sd hitu chia mot co s& san xuét nio dé6 trir
khi & mic do cén thiét dé chu’ng minh sy tuan thi v6i cdc quy dinh bét buéc cla
Bén nhap khiu.

4. Céc Bén nhat trf riing cdc khodn thudc Diéu nay s& uép tuc 1a méi rang budc giita
céc Bén bit ké Céc co quan thanh tra trong danh muc ¢6 bi rit khoi danh sdch hay
chdm dift hoat dong theo Diéu 12 hay khong.

PIEU 16
QUYEN VA NGHIA VU THEO CAC HIEP UGC HOAC CONG UGC QUOC TF
HIEN HANH

Thoéa thugn nay hay bat ky hoat dong nio khéng duge gay anh huo‘ng dén quycn va nghia
vu ciia bat ky Bén nao theo bat ky hiép udc hay céng udc qudc t&€ ndo ma Bén d6 da ky
két hay la thanh vién.

PILU 17

GIAI QUYET TRANH CHAP

1. Nghi dinh thu ASEAN vé Ciing c6 co ché giai quyét tranh chdp trong pham vi
ASEAN ky tai Vleng-chan CHDCND Lao vao 29 thiang 11 nam 2004 s& dugc ap
dung dé€ gidi quyét cdc tranh chdp lién quan téi viéc bién giai, thuc hién va/hoac ap
dung bat ky diéu khodn nao trong Théa thuin niy

PILU 18

HOAN THUC HIEN NGHIA VU

1. Bat ky nuéc thanh vién ASEAN nao muén hodn thyc hién nghia vu theo doan 2,
Diéu 11, thi phai théng bdo bing van ban cho Téng thu ky ASEAN vé du dinh nay
trong vong ba (3) thdng ké tir ngay ky va Tdng thu ky ASEAN, theo ds, s& théng
bdo cho cic Quéc gia thanh vién khdc dugc biét. Viéc hoan thuc hién nghia vu
nay s€ ¢6 hiéu luc khi thong bdo duge giti dén cdc Quéc gia thanh vién khic.

2. Céan cif vao doan 1 ctia Diéu ndy, cdc nudc thanh vien ASEAN lién quan c6 trach
nhiém théng bdo cho Téng thu ky ASEAN bﬁng van ban khi cidc nudc nay sin
sang thuc hién Thoa thuan, véi diéu kién thdi diém bit ddu thuc hién khéng duoc
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muon hon ngdy 1 théng 1 nam 2011. Theo d6, Téng thu k§ ASEAN s& thong bo
cho cdc nudc thanh vien ASEAN khdc duoc biét.

3. Céc Qudc gia thanh vién, trir nhitng nudc di xin hodn thuc hién nghia vu, ¢6 trich
nhiém chdp nhan va céng nhan cic gidy ching nhin GMP va/hoic céc bio cdo
thanh tra clta mét co quan thanh tra bat ky c6 tén trong danh sach.

PIEU 19
CAC PIEU KHOAN CUOI CUNG
1. Céc diéu khoan trong Thoa thuan ny chi c6 thé dugc ra sodt hoic sira déi khi c6

su nhét tri bing viin ban cta tdt cd cdc Qudc gia thanh vien.

2. Céc Qudc gia thanh vién phai thyc hién céc bién phép thich hgp dé hoan thanh cic
nghia vy di thong nhét trong Thoa thuén nay.

3. Céc Quéc gia thanh vién khong dugc quyén bdo luu bt ky diéu khodn nio trong
Thoa thuin nay.

4.  Thoa thuan nay s& c6 hiéu luc k€ tir ngay ky.

5. Théa thuan nay s& dugc giao cho Téng thu ky ASEAN, va Téng thu ky ASEAN sé&
sém cung cap cho mdi Nudc thanh vién mét ban sao ¢ xdc nhan.

TRUGC SU CHUNG KIEN nhing ngudi ky tén duéi day, duoc sy tiy quyén cia céc
Chinh phi lién quan, da ky vao ban Thoa thuan Céng nhan 14n nhau trong thanh tra GMP
déi véi céc co s san xudt duge phdm clia ASEAN.

LAM tai Pattaya, Thai Lan, ngdy Mudi thang Tu ndm Hai Ngan Khong Tram Linh Chin
thanh mgt ban duy nhat bing ti€ng Anh.
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