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Article 1

(1) Each Member State shall undertake all necessary
measures to ensure that only medical devices which
conform to the provisions of this ASEAN Agreement on
Medical Device Directive (hereinafter referred to as
“Agreement”) and its Annexes may be placed on the
markets of that Member State.

(2) Subject to the provisions of this Agreement each
Member State shall require that the person responsible
for placing the medical device in that Member State or
the authorized representative shall register the medical
device with the Regulatory Authority of that Member
State.

(3) Subject to the provisions of this Agreement, each
Member State shall require that the person responsible
for placing the medical device in that Member State or
the authorised representative shall be licensed by the
Regulatory Authority of that Member State before

placing the medical device in that Member State.
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Article 2
(1) This Agreement shall apply to medical devices

and their accessories. For the purposes of this
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Agreement, accessories shall be treated as medical
devices in their own right. Both medical devices and
accessories shall hereinafter be referred to as devices.
For the purpose of this Agreement, unless the context
otherwise requires, the terms:

(a) “medical device” shall mean any instrument,
apparatus, implement, machine, appliance, implant, in
vitro reagent and calibrator, software, material or other
similar or related article:

(i) intended by the product owner to be
used, alone or in combination, for human beings for
one or more of the specific purpose(s) of:

(A) diagnosis, prevention, monitoring,
treatment or alleviation of disease;

(B) diagnosis, monitoring, treatment,
alleviation of or compensation for an injury;

(@) investigation, replacement,
modification, or support of the anatomy or of a
physiological process;

(D) supporting or sustaining life;

(E) control of conception;

(F) disinfection of medical devices; and
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(G) providing information for medical or
diagnostic purposes by means of in vitro examination
of specimens derived from the human body;

(i) which does not achieve its primary
intended action in or on the human body by
pharmacological, immunological or metabolic means,
but which may be assisted in its intended function by
such means.

(b) “accessory” means an article that is intended
specifically by its product owner to be used together
with a particular medical device to enable or assist that
device to be used in accordance with its intended
purpose.

(c) “adverse event” means either a malfunction
or a deterioration in the characteristics or performance
of a supplied medical device or use error, which either
has caused or could have caused or contributed to
death, or injury to health of patients or other persons.

(d) “authorised representative” means any
person in a Member State who, explicitly designated by
the product owner, acts and may be addressed by
authorities and bodies in a Member State instead of the

product owner with regard to the latter’s obligations
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under this Agreement, and relevant laws and
regulations of the Member State.

(e) “authorised distributor”, in relation to the
placing on the market of a medical device, means any
person who has been authorised by the product owner
or authorised representative to distribute the medical
device in that Member State.

(f) “custom-made medical device” means any
device specifically made in accordance with a duly
qualified medical practitioner's written prescription
which gives, under his responsibility, specific design
characteristics and is intended for the sole use of a
particular patient. For the purposes of this definition, a
duly qualified medical practitioner is defined as a
person who is duly qualified by the relevant laws and
regulations of the Member State where the custom-
made medical device is used.

For purposes of clarity, mass produced devices
which need to be adapted to meet the specific
requirements of the medical practitioner or any other
professional user shall not be considered to be custom-

made medical devices.
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(g) “device intended for clinical investigation”
means any device intended for use by a duly qualified
medical  practitioner when conducting clinical
investigations as referred to in Annex 8 (Clinical
Investigation), in an adequate human clinical
environment. For the purposes of conducting of clinical
investigation, a duly qualified medical practitioner is
defined as a person who is duly qualified by the
relevant laws and regulations of the Member State
where the clinical investigation is carried out, and by
virtue of his professional qualifications, is authorised to
carry out such investigation.

(h) “Field Safety Corrective Action (FSCA)”
means any action taken by a product owner to reduce
a risk of death or serious deterioration in the state of
health associated with the use of a medical device. This
may include:

(i) the return of a medical device to the
product owner or its representative;
(i) device modification which may include:
(a) retrofit in accordance with the product

owner's modification or design change;
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(b) permanent or temporary changes to
the labelling or instructions for use;,

(c) software upgrades including those
carried out by remote access;

(d)  modification to  the

management of patients to address a risk of serious

clinical

injury or death related specifically to the characteristics
of the device.

(iii) device exchange;

(iv) device destruction;

(v) advice given by product owner regarding
the use of the device.

(i) “intended purpose” means the use for which
the medical device is intended according to the
specifications of its product owner as stated on any or
all of the following:

(i) the label of the medical device;

(i) the instructions for use of the medical
device;

(iii) the promotional materials in relation to
the medical device.

() “in vitro diagnostic (IVD) medical device”

means any reagent, reagent product, calibrator, control
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material, kit, instrument, apparatus, equipment or
system, whether used alone or in combination with any
other reagent, reagent product, calibrator, control
material, kit, instrument, apparatus, equipment or
system, that is intended by its product owner to be
used in vitro for the examination of any specimen,
including any blood or tissue donation, derived from
the human body, solely or principally for the purpose
of providing information:

(i) concerning a physiological or pathological
state or a congenital abnormality;

(i) to determine the safety and compatibility
of any blood or tissue donation with a potential
recipient thereof; or

(i) to monitor therapeutic measures; and
includes a specimen receptacle.

(k) “manufacture”, in relation to a medical
device, means to make, fabricate, produce or process
the medical device and includes:

(i) any process carried out in the course of so
making, fabricating, producing or processing the medical

device; and/or
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(i) the packaging and labelling of the medical
device before it is supplied.

() “person” means a natural person or a legal
entity including a corporation, a partnership or
association duly established pursuant to the prevailing
laws and regulations of Member States.

(m) “physical manufacturer”, in relation to a
medical device, means any person who performs the
activity of manufacture.

(n) “placing on the market” means the making
available in return for payment or free of charge of a
medical device other than a device intended for clinical
investigation, with a view to distribution and/or use on
the market of a Member State.

(0) “product owner”, in relation to a medical
device, means any person who:

() supplies the medical device under his
own name, or under any trade mark, design, trade
name or other name or mark owned or controlled by
him; and

(i s

manufacturing,

responsible  for  designing,

assembling, processing, labelling,

packaging, refurbishing or modifying the medical device,
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or for assigning to it a purpose, whether those tasks are
performed by him or on his behalf.

(p) “putting into service” means the stage at
which a medical device has been made available to the
final user as being ready for use on the market of a
Member State for its intended purpose.

(@) “refurbished medical device” means a
medical device of which the whole or any part thereof
has been substantially rebuilt, whether or not using
parts from one or more used medical devices of that
same kind, so as to create a medical device that can be
used for the purpose originally intended by the product
owner of the original medical device, and which may
have had the following work carried out on it:

(i) stripping into component parts or sub-
assemblies;

(i) checking their suitability for reuse;

(i) replacement of components/sub-
assemblies not suitable for reuse;

(iv) assembly of the reclaimed and/or
replacement components/sub-assemblies;

(V) testing of the assembled device against

either original or revised release criteria; or
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(vi) identifying an assembled medical
device as a refurbished medical device.

() “register” means to obtain marketing
approval for a medical device from the Regulatory
Authority of a Member State in order to place the
medical device on the market of that Member State.

(s) "Regulatory Authority” means the regulatory
authority or entity of that Member State which
exercises a legal right to control the import,
manufacture, export, distribution, transfer, use and sale
of medical devices within that Member State’s
jurisdiction and which may take regulatory action to
ensure that the products marketed within its jurisdiction
comply with regulatory requirements.

(t)  “sponsor” means an individual or
organisation taking responsibility and liability for the
initiation or implementation of a clinical investigation.

(2) This Agreement shall not apply to the following:

(@) human blood, plasma or blood cells of
human origin or to medical devices which incorporate
at the time of placing on the markets of Member States
such human blood, plasma or blood cells of human

origin, except if:
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(i) it is incorporated in an IVD medical device,
or

(i) it is incorporated in a medical device as a
human blood derivative with an action ancillary to that
of the medical device.

(b) transplants or tissues or cells of human origin
nor to products incorporating or derived from tissues or
cells of human origin, except if it is incorporated in an
IVD medical device; or

(c) transplants or tissues or cells of animal origin,
unless:

(i) it is incorporated in an IVD medical device,
or

(i it is a medical device manufactured
utilizing animal tissue which is rendered non-viable or
non-viable products derived from animal tissues or
cells. “Non-viable” means in relation to a biological
entity, an entity that is incapable of growth,

development and reproduction.
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Article 3 v Hounii m

Medical devices shall meet the essential principles wn3esilounnddondulunundnnig
set out in Annex 1 (Essential Principles of Safety and ﬁwﬁmﬁiquﬂumﬂmmﬂﬁ o deiunldiu
Performance of Medical Devices), as may be applicable, \3esiownng Imaﬁwﬁaﬁqqmgmmaﬁ&y’ﬂa
taking account of the intended purpose of the medical Veundesiiounnd

device concerned.
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Article 4

(1) Medical devices shall be classified into the
following four classes, in accordance with risk
classification rules set out in Annex 2 (Risk Classification
Rules for Medical Devices other than IVD Devices) and
Annex 3 (Risk Classification Rules for VD Devices):

Class Risk Level

A Low risk

B Low-moderate risk

C Moderate-high risk

D High risk

(2) In the event that a medical device may be
assigned into two or more classes of medical devices,
the Regulatory Authority of the Member State shall
assien the medical device into such of those classes as
represents the highest health risk posed to an end-user
of the medical device.

(3) In the event that a medical device is designed to
be used in combination with another medical device,
each of the medical devices shall be classified
separately.

(4) In the event the medical device has two or more

intended purposes, the medical device shall, subject to
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paragraph 3 of this Article, be assigned into a class of
medical devices having regard to the most critical
intended purpose of the medical device.

(5) In the event of a dispute between a Member
State and any person in the classification of a medical
device, the Regulatory Authority of that Member State
shall decide on the proper classification of the medical
device concerned, whose decision shall be final.

(6) Member State that reclassifies or differs in its
application of the classification rules set out in Annex 2
(Risk Classification Rules for Medical Devices other than
IVD Devices) and Annex 3 (Risk Classification Rules for
IVD Devices) shall notify, with the reasons thereof, to
the ASEAN Medical Device Committee (hereinafter
referred to as “AMDC”) to be established pursuant to

Article 14 of this Agreement, of such measures taken.
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Article 5

(1) A medical device, which is required to be
assessed by a Member State and intended to be placed
on the market of that Member State, shall be assessed
by the Regulatory Authority of that Member State, or
any appointed bodies recognised by that Member

Hounil &

(@) t30adounnddeslifuninge
Uszifiulnomheauifisunafifuguares
Syaundn vidomhenildsunisursidlagdi
IAsunseensuINITAUITN waANTal wax
msiimuaennaes wazilulumudeivun




ASEAN Agreement on Medical Device Directive

(ANNANAIDLTIWINABUNT YA ALASDINDUNNS)

WusN5a ., Y suazLden
o . o ‘lmmn;]mnﬂ LNNHWNY . o 2 da RUIBLIAE
(Vauazaszanney) (anszanfyvasnguune/dlamndesuily) !
State, as the case may be, for conformity and ﬁisqiﬂuuwﬂ'mzﬁaLﬂ%‘@ﬁﬁ@LLWWﬂaﬁUﬁ
compliance with at least the requirements laid down in ‘i’mﬁﬁﬂawmaLLazﬂ{]‘ESLﬁEJUguﬁLﬁEJ’J‘i’JJEN
this Agreement unless the medical device has been %a&%’gam%ﬂmEJst?Taiiﬂam‘zlaﬂ Found o
exempted from the requirement for registration under (o) %’gam%ﬂﬂ”’wmsﬁaﬁmiﬁﬁiwuﬁ
paragraph 2 of Article 6. winzavlunisasialsuduadesdiownme
(2) Member States shall put in place an appropriate muﬁizﬁlﬂmiimwﬂ
system for the conformity assessment of medical
devices as referred to paragraph 1 of this Article.
Article 6 v Hounil o

(1) A medical device, which is required to be
assessed by a Member State and has been assessed by
the Regulatory Authority of that Member State or any
appointed bodies recognised by that Member State to
be in conformity and in compliance with the
requirements laid down in this Agreement may be
placed on the market of that Member State.

(2) A medical device to be placed on the market of
a Member State shall be registered with the Regulatory
Authority of that Member State. The Regulatory
Authority of the Member State may exempt certain
medical devices from the requirement for registration

where appropriate.
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(3) Member States shall put in place an appropriate
system for the registration of medical devices with the
Regulatory Authority of that Member State.

(4) Custom-made medical devices shall not be
subjected to product registration requirements.

(5) Notwithstanding paragraphs 1 and 2 of this
Article, the Regulatory Authorities of a Member State
may, pursuant to a duly justified request or on its own
initiative, authorise the use within the territory of that
Member State, of medical devices which have not
undergone registration with the Regulatory Authority
and where such use is in the interest or protection of

public health.
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Article 7

Each Member State shall require a person who is
responsible for placing medical devices on the market
to be licensed by the Regulatory Authority of that
Member State before the medical devices are placed
on the market of that Member State. Member States
shall put in place an appropriate system for the
licensing of persons responsible for placing medical

devices on their markets.
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Article 8 v Hounit <
Member States shall undertake appropriate %’gam%ﬂﬂ”’quawéfmﬁﬂLﬁummmiﬁ
measures to adopt and implement the following wingaulun13iu wagUfufnuenasnig
common technical documents: 3%1ﬂWimmﬁ'ﬁsqﬁmwﬁaé%@iawﬁ Fadu
(a) Annex 4 - ASEAN Common Submission Dossier merInvesunteRiAsesieunndatiull
Template (CSDT); (a) winuuenasdmsunstuliiaty
(b) Annex 5 - Post Marketing Alerts System (PMAS) nyifoundnduglueidou (ASEAN
Requirements; and Common Submission Dossier Template -
(c) Annex 6 - Harmonised set of elements for a CSDT) S1EaUSIARILAANUINT &
Product Owner’s or Physical Manufacturer’s Declaration (b) FermuaAeafiuszuuiiiousends
of Conformity (DoC). HARAMNI199a70 (Post Marketing Alerts
System (PMAS) Requirements) ® 1 ¥
MANLINT &
(o) s1en19RITed1usuLonasiudu
Audenadesiudedinua Fedarialag
WY IHARSUNNTBENEALTIN18ATN
( Harmonized set of elements for a
Product Owner’s or Physical
Manufacturer’s Declaration of Conformity
- DoC) T]ﬁlagl,gﬁlmﬁ']llﬂ']ﬂNU'mﬁl )
Article 9 v Hounil
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(1) Medical devices which conform to either the
relevant technical standards recognised by the AMDC
or other technical standards accepted by the
Regulatory Authority of a Member State for the medical
device to be placed in the market of that Member State
shall be deemed to comply with the applicable
essential principles referred to in Article 3.

(2) The AMDC may revise by consensus, the list of
recognised technical standards referred to in paragraph
1 of this Article.
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Article 10

(1) A medical device shall be labelled in accordance
with the requirements of the Member State prior to
placing on the market in that Member State.

(2) Member States may set the labelling
requirements for a medical device in accordance with
Annex 7 (Labelling Requirements) or as deemed

appropriate by the Member States.
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(3) Member States may set the requirement for
having the label of a medical device in their national
languages.
Article 11 v Hounil oo
(1) Medical device claims shall be subject to (@) %’iﬁlﬂ%ﬂﬂ”’duawéfmﬁﬂLﬁummmi
regulatory control of Member States. ﬁmLﬂMﬁ@Iﬁﬁﬂﬂiﬂ"ﬂ’]miﬂa'né'waiiwqm
(2) As a general rule, claimed benefits of a medical m%‘laa:ﬁaLLWMéLﬁuiﬂmmﬁssqiuammLaz
device shall be justified by substantial evidence and/or lonanstiudsriumseyiianmneauid
by the medical device composition /formulation 81U UAUA Tagiialu n1sna1387
/component or preparation itself in accordance with assw&mmaamamﬁmsﬁﬁmag’maﬁlﬁms
the requirements as set out in Annex 1 (Essential muqu@LLa‘lJaﬁgam%ﬂﬁwma
Principles for Safety and Performance of Medical (0) Tagndnnisialy ATTNAUUDY
Devices). w3nsdlounmdiing1adne Fesld¥unsdudy
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Article 12 v foundl o

(1) Member States shall take the necessary steps to
ensure that any information brought to their

knowledge, in accordance with the provisions of this
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Agreement, regarding the incidents involving a medical
device as mentioned below is recorded and evaluated
when appropriate:

(@) any malfunction or deterioration in the
characteristics or performance of a medical device, as
well as any inadequacy in the labelling or the
instructions for use which might lead to or might have
led to the death of a patient or user or to a serious
deterioration in his state of health;

(b) any technical or medical reason in relation
to the characteristics or performance of a medical
device for the reasons referred to in subparagraph (a),
leading to product recall of medical devices of the
same type by the product owner, authorized
representative, authorised distributor or person
responsible for placing medical device into the market.

(2) After carrying out an assessment, if possible
together with the product owner, a Member State shall
inform the other Member States of the incidents
referred to in paragraph 1 of this Article for which
relevant measures have been taken or are

contemplated.
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(3) Each Member State shall require that any
person, who is responsible for the manufacture or
placing the medical devices on the market of that
Member State, to:

(a) keep all relevant records pertaining to the
traceability of the medical device, for such period and
format as the Regulatory Authority in the Member State
may stipulate;

(b) produce such records for inspection when
required by the Regulatory Authority in the Member
State;

(c) inform the Regulatory Authority, within the
stated prescribed time and format of the Regulatory
Authority in the Member State, where he becomes
aware of any adverse event that has arisen or can arise
from the use of the medical device placed on the
market in the Member State; and

(d) inform the Regulatory Authority, within the
stated prescribed time and format of the Regulatory
Authority in the Member State, when he perform or
intends to perform FSCA on a medical device placed

on the market in the Member State.
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Article 13 v Uounil om

Member States shall put in place an appropriate
system for the conduct of clinical investigation of
medical devices, taking into account the Helsinki
Declaration adopted by the 18" World Medical
Assembly in Helsinki, Finland, in 1964, and any
subsequent amendments or revisions to this
Declaration by the World Medical Association. It is
acknowledged that all measures relating to the
protection of human subjects are required to be carried
out in accordance with the spirit of the Helsinki
Declaration. This includes every step in the clinical
investigation from first consideration of the need and
justification of the study to publication of the results,
which may include the following requirements:

(1) In the case of medical devices intended for
clinical investigation, the Regulatory Authority of the
Member State may require the product owner, or his
authorized representative, or the sponsor of the clinical

investigation
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in a Member State, as the case may be, to follow the
procedure referred to in Annex 8 (Clinical Investigation)
and register with the Regulatory Authority of that
Member State in which the investigations are to be
conducted.

(2) The Regulatory Authority of the Member State
may require that the clinical investigations be
conducted in accordance with the provisions of Annex
8 (Clinical Investigation).

(3) The Regulatory Authority of that Member State
may require the product owner or his authorised
representative, or the sponsor of the clinical
investigation in a Member State, as the case may be, to
submit or make available on request, as deemed
appropriate, the report referred to in Annex 8 (Clinical
Investigation).

(4) Where a clinical investigation is refused or halted
by a Member State, that Member State may
communicate its decision and the grounds thereof to
all Member States and the AMDC. Where a Member
State has called for a significant modification or
temporary interruption of a clinical investigation, that

Member State may inform all Member States and the

o

v insaduayu n153deneadtinlusy
aundn uduinsdl vimssdeu joanse
Plunauuani « waztunsidouniouds
MemsaziBeaadosdounnd deviinganuid
$1unamfuguaresiganndn fiinsiide
M9AATN uaIusnTal

(o) niruiifisrnaifuguaressy
aundneramnualinisideaddndeaduly
mudeimuslunianuani

() mhreuiifisrnaifuguaressy
aufntuenatnueliidwessdnfos vie
AUNUTULNAUEIWNY viseR in1satiuayunis
Wenepdtnlusgaundn wausnsal Al
n38u viedameauliiindeuilesing
Yose mudfinanddlunanuani < i
VR RE

@ lunsdifisgaundnlaufiasvidessiu

o a

N153997N19A8EN STAUITNUUDIAIUIINT

<

a

v a

dindnla wionmgua sosgaudniauauay
AznTIINSIATeTounmSenTyu lunsdli
fsaudnla finsiFunfeslivfudasunie
sefunsiseneaddnidunisdanii §3

AUBNUUDIIRIITTANITANINUA WAy




ASEAN Agreement on Medical Device Directive

(ANNANAIDLTIWINABUNT YA ALASDINDUNNS)

o =
Wusnsal
(Yauazansannny)

v

LauAnguaneg

wiinguane

suazLden
o w & dy
(anszanfyvasnguune/dlamndesuily)

NN

AMDC concerned about its actions and the grounds for
the actions taken.

(5) The Regulatory Authority of a Member State may
require the product owner or his authorized
representative, or the sponsor of the clinical
investigation in a Member State, as the case may be, to
notify of the end of the clinical investigation, with
justification(s) in case of temporary suspension or of
early termination. In the case of early termination of
the clinical investigation on safety grounds, this
notification may be communicated to the Regulatory
Authority of all Member States where the clinical

investigation is carried out.
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Article 14

(1) The AMDC shall be established with the overall
responsibility of coordinating, reviewing and monitoring
the implementation of this Agreement and shall
comprise representatives from the Regulatory Authority
of each Member State.

(2) The ASEAN Consultative Committee for
Standards and Quality (ACCSQ) and the ASEAN
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Secretariat shall provide support in coordinating and
monitoring the implementation of this Agreement

(3) The AMDC may establish an ASEAN Medical
Device Technical Committee (AMDTC) to assist the

AMDC in reviewing the technical and safety issues.
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Article 15

(1) Member States acknowledge that a medical
device placed on the market of Member States shall
not compromise the health or safety of patients, users
or, where applicable, other persons, when applied

under normal or reasonably foreseeable conditions of
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use, taking account, in particular, of the medical

device’s  presentation, packaging, its labelling,
instructions for its use and where appropriate, disposal,
warning statements as well as any other indication or
information provided by the product owner or his
authorized representative or by any other person
responsible for placing the medical device on the
market.

(2) Where a Regulatory Authority ascertains that a
medical device placed on the market of a Member
State, when correctly installed, maintained and used
for its intended purpose, may compromise the health
or safety of patients, users or, where applicable, other
persons, it shall take all appropriate interim measures
to withdraw such medical device from the market or
prohibit or restrict their being placed on the market or
put into service. That Member State shall immediately
inform the other Member States of any such measures,
indicating the reasons for its decision and, in particular,
whether this is due to:

(@) the medical device failing to meet the

essential principles set out in Annex 1 (Essential
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Principles for Safety and Performance of Medical Tumsdnauls uaz Inslanzegnads feaszy
Devices); frei1nisfiiasosdounnddananly
(b) incorrect application of the technical denndssmuundyginiodiounmdatuil
standards referred to in Article 9, in so far as it is claimed LﬁuNaLﬁmmmm
that the technical standards have been applied; or (a) Anuduuaslunisaiunsli
(c) shortcomings in the technical standards Wulumundnnissndudidivuaniy
themselves. MANLINT ©
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Article 16 v Hounii oo

Without prejudice to the existing national laws and
regulations, Member States shall require that all the
parties involved in the application of this Agreement are
bound to observe confidentiality with regard to all
confidential information obtained in carrying out their
tasks. This confidentiality obligation does not however

affect or prevent:
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(a) the disclosure of any information by any Member (b) miﬁJ@Lmﬂﬁagaﬁﬁ]ummﬁﬂlm 9
State to another Member State pursuant to any ImEJW’%’UEJ‘I%EQM‘\]’]ﬂ‘lgﬂﬂamﬁ%'v‘i’f@y‘a;
provision in this Agreement; (c) m':?L?Jmma%a;gal,ﬁai’mqﬂizaaﬁiu

(b) the disclosure of any confidential information N1INNSUSMITUIBNSUIAUTIIUD A UATD
with the permission of the person from whom the SiTamﬂaaﬁiamﬁﬂmilﬂmmsﬁagdm g]si,ﬁﬁjv‘ﬁl
information was obtained:; U3neiildsunisingdreannuuagaiuifu

(c) the disclosure of information for the purposes of @LLﬁﬁWUW%%@Q%ﬁﬁNW%ﬂLﬁaiﬁﬁmuzﬁﬂu
the administration or enforcement of the requirements ﬁmméwﬂ‘uaﬂqﬂﬂiﬂjmﬂmmwwéﬁL?\IEJ’J%JEN
of this Agreement including the disclosure of any fudoyalazn1THeLNsALABUNIeYaYa
information to any adviser engaged by the Regulatory dusuusyloviansisuy
Authority of a Member State to advise on any aspect of (d) N15LUALK UﬁagaLﬁai’quizmvﬂu
the medical device to which the information relates n1sliarugrevaslun1sduaiIunse
and the dissemination of warnings or information for anduadte 9 aneldnguuisvealseina
the public interest; au1TN ey

(d) the disclosure of information for the purposes of (e) Torinuala « vasmanzouNUayes
assisting in any investigation or prosecution of any n G]ﬂgumEJsuaﬂUismmm%mﬁaiﬁ%aaﬂa
offence under the national law of a Member State; and

(e) any requirement by any court or the provisions
of any national law of a Member State to provide
information.

Article 17 v Houndl oo

(1) A Member State may refuse to register or prohibit

the marketing of a medical device in its market or
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subject it to special conditions or different controls, as
it deems appropriate, although the medical device
complies with the requirements of the Agreement, for
reasons specific to religious or cultural sensitivity.

(2) A Member State may refuse or prohibit a
refurbished medical device to be placed on its market
or put into service, as it deems appropriate, even if such
medical device complies with the requirements of the
Agreement.

(3) Nothing in this Agreement shall be construed to
limit the authority of a Member State to determine,
through its legislative, regulatory and administrative
measures, the level of protection it considers
appropriate for safety; for protection of human, animal,
or plant life or health; for the environment and for
consumers.

(4) Nothing in this Agreement shall be construed to
limit the authority of a Member State to take all
appropriate and immediate measures whenever it
ascertains that a medical device may:

(a) compromise the public health or safety in its

territory;
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(b) not meet the legislative, regulatory, or (b) WBulumungunededidunie
administrative provisions within the scope of this unUggAnIun1suTnisn1elureuunves
Agreement; or muAnaLs; 3o
(c) otherwise fail to comply with a requirement (o) liag duliaiunsay BRGERE
within the scope of this Agreement. Formuamelureuwnvesnumnadi
(5) A Member State that places a restriction or ban (®) %’gam%ﬂﬁﬁmum% 19 wIRIL
on specific medical devices shall notify the other Tigunsalmenisunmdfiamziangasasde
Member States with the reasons thereof, together with widaudnaudunsuigmemanadana
a copy to the AMDC of such measures taken sastedsdnunliunnmenssunsiaieile
wwsendeuieituinnsnisdngt
Article 18 v Hounil oz

(1) Member States shall undertake appropriate
measures to implement this Agreement.

(2) Member States shall undertake appropriate
measures to ensure that the technical infrastructures
necessary are in place to implement this Agreement.

(3) Member States shall ensure that the texts of
such provisions of national laws, which they adopt in
the field
communicated to the other Member States with a copy
to the ASEAN Secretariat, that shall promptly notify the
AMDC.

governed by this Agreement, are
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(4) Member States shall ensure that post marketing BRI ‘TjﬁLf]ur}:\]I/LL?:]Jdﬂmxﬂiiiiﬂ’l‘iLﬂ%‘lENfIEJ
surveillance is in place and shall have full authority to unndongeulaeiug
enforce the law on medical devices found to be not @ %ﬁﬁuﬂ%ﬂﬁgﬁﬁaﬂEJé’fadﬁﬁsLﬁﬁuiﬁllﬁ’j”I
complying with this Agreement. lafinsanfdunisiinse Tandn Suainievnas
Megdmie wavssalduadiulunisdadu
TénguuiefuiaTesiounndinuinlal
denndefuundginiesiounndatiul
Article 19 v Foundl ox
(1) The provisions of all or any part of this (o) Undrysiivasdonnasiauaviodau
Agreement may be revised, modified or amended, by wilsdnulavasmuanasaduiionalgsunns
written agreement of all Member States. uilausuussdoudlufindulnedonnaniu
(2) Notwithstanding paragraph 1 of this Article, the mednvaishusvewsymedudniun
Annexes of this Agreement may be revised, modified or (o) agalsfinnanssausn vesdeunilde
amended subject to the endorsement of AMDC. Vnnasatuiionaldfumsudly wWasuulas
(3) Any revision, modification or amendment shall ‘vﬁa’d%f‘uLLf’fLﬁmLamimaﬁuagﬁumﬁmawm
not prejudice the rights and obligations arising from or AurnIsUNSAsosdeunmdendoy
based on this Agreement prior and up to the date of () N8l LWABUWUAY naUSund
such revision, modification or amendment. In 9 azlansznunednduazWusnsdlouin
ndennasiinounaraudsfuiiinisuily
Wasuwlas ieuSuufifiani
Article 20 v Faundi wo

The ASEAN Protocol on Enhanced Dispute

Settlement Mechanism signed on 29 November 2004 in
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Vientiane, Lao PDR and amendments thereto, shall Tudesdumialy. anuaznsudludiufuay
apply to the settlement of disputes concerning the T defuiunissefutefinimasaiunis
interpretation or implementation of this Agreement. ammﬁamﬂsﬁamﬂmﬁ

Article 21 v Hounil ve

Member States shall make no reservation with ‘IJisLmﬂam%ﬂf\]slaiff?ﬁaﬂmuﬁvnﬂ%
respect to any of the provisions of this Agreement Uﬂummmadaﬁuﬁ

Article 22 v Founil i

(1) This Agreement shall be subject to ratification (0) Fonnasiazdadlgsunslidnendu
and/or acceptance by Member States in accordance waz / ¥39N15UeusUANUTEINAGNITARIY
with their internal domestic requirements. AMUABINITNNElUUTEYA

(2) This Agreement shall enter into force on 1 (o) Somnasiezsuldtiduiiond o
January 2015 and shall be in force only among the UNIIAN N.A. b&é&w LLazﬂzﬁNaLaWWﬂu%Jg
Member States that have ratified and/or accepted it. andnlalidneitunay / MioyoNsuLan

(3) The Secretary-General of ASEAN shall promptly Wity
notify all Member States of the notifications or deposit (o) LAVITNITDNTIUILUIIUTELNA
of each instrument of ratification and/or acceptance audnlimsulaeiuiiiieatunisudusion
referred to in paragraph 1 of this Article. NIONITHINITIUVOILAALLONEITNT LA

dmentiuuay / vienissensunuiingiiun
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Article 23 v Haunil om

The Annexes to this Agreement constitute an

integral part of this Agreement.
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Article 24
This Agreement shall be deposited with the
Secretary- General of ASEAN, who shall promptly

furnish each Member State a certified copy thereof.

v

Foundi o«

Fomnastavilurnlsfuiaviinisves
andaudasiinisuoudunzaaslsying
gunndunTuTesduugnees




