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ARTICLE 1. DEFINITIONS v FauNi o. AT

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 inspection reports as a basis

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

"Certification" means a procedure by which
a Party gives written or other formal assurance
that a process or service conforms to specified
requirements;

“Contact Point” means a person, position
or body with and through whom Parties shall
exchange information and communicate in
accordance with requirements of this Sectoral
MRA;

"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
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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 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;

"Listed Inspection Service" means an

Inspection Service which has been accepted by
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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 excludes
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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 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
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participating in this Sectoral MRA;
"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 Annex8).
ARTICLE 2. OBJECTIVES v Founil o Snquszaed
This Sectoral MRA sets out the anuanasil a1etuieruuadennasdeluil
arrangements under which each Party shall FausarnAdoseeusu namfe
accept: (1) nisdaFusos GMP dmTugndn
(a) the GMP certificates for manufacturers of WA Sugien Seeanlaenulsunsiauseidiv
medicinal products, where the GMP Certificates ﬁﬁ]mwzlﬂsuﬁ
are issued by a Listed Inspection Service; and @) $71899UNAN1THIIEBU GMP %ﬁﬂs’jﬁ]ﬂ
(b) the GMP inspection reports which verify gudun1snTiaeukaNITUTOHANNEA A i
conformity of a manufacturer of medicinal prudor ivuaiidanindefu fioonlae
products with the mandatory requirements, whensussdiufivanzdouly
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where such inspection reports are issued by nsglaananbideaninguuiy 1e9aIn
the Listed Inspection Service. Jumsimuainguszasdvesnnuanas lngds
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ARTICLE 3. GENERAL PROVISIONS v Faunil e Ganmuanaly

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
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and/or GMP inspection reports issued by the ngidould
Listed Inspection Service of another Party in . NMAFBNTOMNUAIIVATAGIUTU GMP
accordance with the provisions of this Sectoral prudisnualiludeounii oo 103 UANAE
MRA referred to in Article 2. luusrendldlunisnsiraeuuaznisiusodnan

3. The technical requirements that the AR uTevemenTaUssiufiaana el
Parties shall apply to the Listed Inspection <. Laﬂmiﬂgwmﬁaaﬂmiﬂaﬁi’mqﬂismﬁ
Service in the inspection and certification of &Lummamﬂ?{swﬁay’a N1IATIVEOU NITIALA T
manufacturers of medicinal products to GMP are NYIUNANFIULALNINTTY 3 9 fiindu
specified in Article 10 of this Sectoral MRA. 9IS AILAILANALT MIntena1TTY

4. All documents issued for the purpose of Lildituduniwdnge azdedfulanie
information exchange, verification, provision of E"fﬂﬂqwmﬁ%'Uﬂ”li%'UiaﬂIﬂfJ NDRA 7178
evidence and other activities arising from the nsgldenandliudeswinguuie Wesain
obligations of this Sectoral MRA shall be anunsaadunslumeudmsla
accompanied by an English translation certified
by the NDRA if they are not written in English.
ARTICLE 4. SCOPE AND COVERAGE v Hounil & veuwALAzAUATIUARY

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

in Article 1.
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ARTICLE 5. DESIGNATING BODY v FauNi & NuIwUNIASULAINS

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.
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ARTICLE 6. JOINT SECTORAL COMMITTEE v Foundl © AnznIsUNTIANIIRIBANT NSl
1. A JSC shall be established upon signing 5188191 (JSO)

of this Sectoral MRA, which shall be responsible o. Wolddnsaswnulupiunnas azdeil
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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 responsible for:

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

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

(c) the formation of the Panel of Experts
and the appointment of independent experts. An
independent expert shall not be a member of
the Panel of Experts, and shall only be engaged
when necessary;

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

(e) considering any other matters and
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taking appropriate technical decisions relating to an. JSC. A99
the implementation of this Sectoral MRA. (10) weneuUszyniuogutosdar o ade
3. The JSC shall: M%amummrﬁ"]LﬂuLﬁamiﬂﬁﬂ’amwﬁ’]ﬁ%dmu

(a) endeavour to meet at least once a @) Amuaunumnidifilunisaniunig
year or, as and when required, to discharge its VYDIAUTATIUNITY
duties; @) Msunualunisdmaula uaznsalfi JsC

(b) determine its own rules of procedures; fdedaudnsoladiiuiesdnsdudsenisia
and Tiiiunsiiaenadesiudount o

() make its decision by consensus. Any <. DIRAMYYDY JSC fasinaanidasluuseifu
disagreement amongst the JSC shall be settled in 1o q MiAeadosiumhsnuilldSuusete niomiae
accordance with Article 17. AU TEUTDIUTTIARY

4. A member of the JSC shall abstain from nsdidananlddeudnguane iesananuse

voting on any matter which concerns the aufunslunisuinsie
Designating Body or Inspection Service of his or
her Party.
ARTICLE 7. LISTING OF INSPECTION SERVICE v ‘;JIG‘UWﬁ o Msaanzilsuniiensiraussiliy

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
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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 Designating 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 guestion as the Inspection Service of that
Party. If there is no response within ninety (90)

calendar days, the submission of the designation
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NAN1IMSI9 GMP Lag / W3enitsdosuses GMP
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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
Inspection Services 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
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 9 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
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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 Inspection
Service territory:

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

(b) has been regularly inspected for

compliance with GMP standards by its Listed
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Inspection Service; and
(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.
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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
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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
ninety (90) calendar days from the date of
receiving the request.

6. A manufacturing facility shall not be
regarded as having been inspected recently if
that inspection was conducted by the concemed
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.
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Srunamihiilumswamnnguune vdninael uay
ngsuidouiiaenadesiuaina uasUfiRnusmiu
nIoatuayunisujuReuvesnuiseudu
fiivatomdodlFfunounuie Mandasau
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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
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promptly forward it to the JSC for a decision. Anaaimniaunadataznisujuaniudeninua
3. Where the JSC decides that the aana1r Mianflunisdenanalaeladndn
verification of technical competency and MNTURULATUTITIng Ui Ul ludouni eo
compliance is required, it shall be carried out in Y9ANANaIRTUL
a timely manner based on the procedures and <. JSC azfpsniUsigieniTonuingaiy
criteria set forth in Article 10 of this Sectoral HASNSVBINITNIUABUAINGTY FIUYULDANDNIT
MRA. indgyninnudauds (@1d) seninennd lnwisa
4. The results of a verification exercise shall ﬁﬁjmwhﬁ% ulula
be discussed by the JSC, with a view to resolving nsdlasnanbidesingruie Weoswnaiunse
the disagreement (if any) amongst the Parties as adunsiuneuimsia
soon as possible.
ARTICLE 10. TECHNICAL COMPETENCE OF v 4aUN9l @o ANBAINNINNATAVDINUIBATID

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

Uszidiufiaanedeu

o. WAava1AdeuinliTuladnien9
Uszifiuvosnuiiazneioulity dszuvamnind
@0nARBINU PIC/S Quality System Requirements
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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. In deciding 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 inspectors in this

94 PIC/S vidoidulumunnnsgudu q Mifsuiin
§9 JsCorad muatuniudeolauonus
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regard; < AnzETUN1IResiivalaualurse JSC T
(c) whether there is an adequate legal AesiasaunlninsesinasBudurisAnAuAITHUIN
framework for the inspection and licensing of Fonirensialszidiuaslulydsiedeniionsia
manufacturers of Medicinal Products. Uszilduilasuniseeusiuniuainuanasd wie
4. For the purposes of paragraph 3, the NATUIANENINN N ATAYDINUBATIUTZLTY
Panel of Experts shall make recommendations to wuddwimdulule fed anudnguszasa
the JSC, which shall then deliberate on the YBIVOUNT @0 I1T5AAIN WHAIANUANALTH
confirmation of, or objection to, the inclusion of nsfinsnanlisesinguuiy 1eswinauise
the Inspection Service into the list of accepted aiunslunsusmsle
Inspection Services for this Sectoral MRA, or the
technical competence of the Inspection Service
in guestion, as the case may be.
ARTICLE 11. IMPLEMENTATION v Taunil oo NMTUNIUUUR

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
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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 under 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
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had furnished the inspection report. Any dispute pgawinsuiu Nl aunnualiluundeyald
arising from the non-acceptance of an inspection A9 9 LieAuanastl duasusiun JSC lageusu
report by a Listed Inspection Service shall be neuTanAtu 9 lausdeiiounsnalniiu
brought by the aggrieved Party to the JSC for nhgnaussiivvesnungldaanuanas
deliberation, whose decision shall bind the nsadananlidfeswinguuiy 1eoeain
Parties to the dispute. Junsimuauuamisdjofdmsunid Tnsaniy
4. Parties shall enjoy full and equal benefits TunsalinrAladsinsouazdinunnasily
ey ers . .. a v .:4' , N Y9 v g \
and responsibilities as set out in the provisions of Ugwﬂum‘uﬁua‘lﬁﬁmu’s‘c’Jmum%LmeTmUuwmt‘J
this Sectoral MRA at the date that the JSC asraUsziliufiaaneifouldoginfuguuuy
accepts the body which it proposes for waztdunisandunislunsdiddelsudsla o Hndu
designation as its Listed Inspection Service under 1NN1TIERNSUTIHNUNANITATIEOU FInT el
this Sectoral MRA. Aanamausaniiunsluneuimsile
ARTICLE 12. TERMINATION OF THE LISTED v founil o n15AUgANITTUNNEATIAYTTEY

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

faanzidou
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have a right not to accept the GMP Certificates
and/or 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

v
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an Inspection Service whose participation has Susvuaaw
been withdrawn or terminated. nsadenanlufesuinguune Wewinaiunse
aiunslunsusmsle

ARTICLE 13. PRESERVATION OF A NATIONAL v FaUNT o N15892USNYIVDY NDRA

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:

(a) compromise the health or safety of

persons in its territory;
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(b) not meet the legislative, regulatory or 99ANUANARTUI
administrative provisions within the scope of this nsdldenanlidesuinguuie esaindu
Sectoral MRA; or n19a97ul3iT991u19993 NDRA 4090 1A
(c) otherwise fail to satisfy a requirement Tun 15?31:11 AsedgUnINULazAdI1NUaendde
within the scope of this Sectoral MRA. manﬂiwwumma’uL%@ﬂgumauazsﬁ'aﬁmum
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ReaU U
ARTICLE 14. CONFIDENCE BUILDING v Founil o N158319AUYDNY

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 Products and the relevant Annexes

or an equivalent GMP code, including the format
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(19) NIFINWUINIVDIUINTFIUAN N30
N1580U3U PIC/S Guide to GMP for Medicinal
Products atfugngn uienanuaniliieatomie
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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 to 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
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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.
ARTICLE 15. CONFIDENTIALITY v Hounil a& N15¥nWIANNEY

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.

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
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Article shall continue to be binding between the
Parties notwithstanding the withdrawal or
termination of a Listed Inspection Service in

accordance to Article 12.
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ARTICLE 16. RIGHTS AND OBLIGATIONS UNDER
EXISTING INTERNATIONAL AGREEMENTS OR
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CONVENTIONS AuAnasavud nienisandunisle 9
This Sectoral MRA or any actions taken AAeafumunnasatuil desldnsznunsuidiou
thereto shall not affect the rights and obligations Rodnsuaziusnsdla q vesni1Afifle g
of any Party under any existing international mummmﬂaqﬁaaqé’m@ﬁzmwssmﬂ%amﬁlé’
agreements or conventions to which it is also a ﬁmimmﬂ,m%aL%’WLfJumﬁa‘chLéﬁ
signatory or a party. nsdifananlidosnngmuneg \losnanse
aiunslunsuimsle
ARTICLE 17. DISPUTE SETTLEMENT v Houndl aw N3sziudofinm
The ASEAN Protocol on Enhanced Dispute lunsdfinrdldaiuisadinszuaunis
Settlement Mechanism done at Vientiane, Lao mmﬁﬁmumiﬁu%’auwﬁ e ’J‘iiﬂwﬁﬂ 1U16§J’Lﬁa
PDR on 29 November 2004, shall apply to Wrlugmisinfgensusiuduld lidinalnnissedu
dispute concerning the interpretation, Fofinmvosendou Faldasmnm u ngudesdund
implementation, and/or application of any of the el na beew WYY gnalgiudoiniy
provision under this Sectoral MRA. sgninanAiieadunisiaaig nsufuRaay
wazmsthdounlaesnuanasiiluussendld
nsdfsnamlidosdngring Wesnawnse
aiunslunsuimsle
ARTICLE 18. DEFERRAL OF IMPLEMENTATION v Haunil oz MiBaseznatvasnslUUfoR Aruanaaiuiinald

1. Any Member State that wishes to defer
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the discharge of its obligation as outlined in g sufoRnusiusnsdluduriresiouni oo | wa. beco
paragraph 2 of Article 11, shall notify the 255A809 AATUIzFewdn YTz aIA T
Secretary-General of ASEAN in writing of its WuanednwaldnwsluduaviSnisendeunielu
intention within three (3) months from the date o Wew Wunntuflasy wagliianinisendeu
of signature and the Secretary-General of ASEAN wisludanAsu q Taelnnsnszosnaguiniull
shall thereafter notify the rest of the Member navsrudlolatinsudsludanAduud
States. The deferral shall be effective upon . Wlofinsaninssaniwesiound ox i
notification to the other Member States. MATAEdezdewdstnunssezavenisi

2. Pursuant to paragraph 1 of this Article, mmmnaqﬁiﬂﬂﬁﬁa Fatmunsvevianuiniy
the Member State concerned shall notify the aefoslidiniiuil o unsiaL na. beee Tnouds
Secretary- General of ASEAN in writing when it is WWfuarsnisendeuduatednwaldnes wazlu
ready to implement this Sectoral MRA, provided wrisnsendeundslugindsy o
that such date shall not be later than 1 January on. MAITADILONSUNIINEDSUTEY GMP Way /
2011. The Secretary-General of ASEAN shall NIDIWIUNANITATINADUVDINUIIATIAUTZITU
thereafter notify the rest of the Member States. flaansifeuls Buudndduarldudinnuuszased

3. Member States except those which have YoBnszezIaveINITUuRmuTusnsdil)
deferred the discharge of its obligation, shall nsdfsnamludodnguring Wesnawnse
accept and recognise the GMP certificates and/or antunslunisusnsie
inspection reports of a Listed Inspection Service.
ARTICLE 19. FINAL PROVISIONS v Hounil e UnTayalAgating
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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 with respect to any of the provisions
of this Sectoral MRA.

4. This Sectoral MRA shall enter into force
on the date of its signature.

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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