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1. ASEAN

Association of Southeast Asian Nations ( “ASEAN” )




Association of Southeast Asian Nations ( “ASEAN” )
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http://www.mofa.go.jp/mofaj/area/asean/
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- ASEANES « ZE=RIEHBIR (APSC)
- ASEAN#REHEHA (AEC)

- ASEAN# = « @K (ACC)

http://www.meti.go.ib/policy/trade_policy/east_asia/activity/asean.html
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http://www.meti.go.ip/policy/trade_policy/east_asia/activity/asean.html

7

2. AMDD (F327 )
ASEAN Medical Device Directive (AMDD)
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- f—ERsERT (CSDT) DIERA

B ACCSQ

ASEAN Consultative Committee for Standard

Quality
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Medical Device Product WG
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AMDDDRERL (R3)  (Ver. 14)

ARTICLE 1 | GENERAL PROVISIONS

ARTICLE 2 | DEFINITIONS AND SCOPE

ESSENTIAL PRINCIPLES OF SAFETY AND
PERFORMANCE OF MEDICAL DEVICE

ARTICLE 4 | CLASSIFICATION OF MEDICAL DEVICES

CONFORMITY ASSESSMENT OF MEDICAL
DEVICES

REGISTRATION AND PLACEMENT ON THE
MARKET

LICENSING OF PERSONS RESPONSIBLE FOR
ARTICLE 7 | PLACING MEDICAL DEVICES ON THE
MARKETS OF MEMBER STATES

ARTICLE 3

ARTICLE 5

ARTICLE 6

€]

AMDD®DRERL (Ver. 14)

TECHNICAL DOCUMENTS FOR MEDICAL
DEVICES

ARTICLE 8

REFERENCE TO STANDARDS AND RELEVANT

ARTICLE © | bocUMENTS

ARTICLE 10| LABELLING

ARTICLE 11| MEDICAL DEVICE CLAIMS

ARTICLE 12| POST-MARKETING ALERT SYSTEM (PMAS)

ARTICLE 13| CLINICAL INVESTIGATION

ARTICLE 14| INSTITUTIONAL ARRANGEMENTS
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AMDD®DRERL (Ver. 14)

ARTICLE 15| SAFEGUARD CLAUSES

ARTICLE 16| CONFIDENTIALITY

ARTICLE 17| SPECIAL CASES

ARTICLE 18| IMPLEMENTATION

ARTICLE 19| DISPUTE SETTLEMENT

ARTICLE 20| FINAL PROVISIONS

AMDDDERL (MIEZ) (Vver. 14)

ANNEX 1 Essgntia] Prihciples of Safety and Performance of
Medical Devices

Risk Classification Rules for Medical Devices other
ANNEX 2 than VD Medical Devices

ANNEX 3 Risk Classification Rules for VD Medical Devices

ANNEX 4 ASEAN Common Submission Dossier Template

Post Marketing Alert System (PMAS)

ANNEX 5 R .
eguirements
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AMDD®DRERL (Ver. 14)

Components Elements of a Product Owner’s or
ANNEX 6 Physical Manufacturer’'s
Declaration of Conformity (DOC)

ANNEX 7 Labelling Reaquirements

ANNEX 8 Clinical Investigation

Article 1 General Provisions (—i%)
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Article 8 Technical Documents (FifilisZE)

NBEIE. MTFOHBRIMNEDBARKIUERETD !
- CSDT/Common Submission Dossier
Templates (ANNEX4) (H@EepsEikDy)

- PMAS/Post Marketing Alerts System
(ANNEX5) (MEREBZEIHRI AT L)

- DoC/Declaration of Conformity

(ANNEX6) (@%E%%)




OCSDT (ffi—EREEHkTV)

1 S
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SIITEDFT+«THYN'J— (Executive Summary)
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OCSDT (ffi—EREEHkT\)

4 CSDT#RK
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421 EEHEBSOFPRIUER
422 HRBEH
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425 2R
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OCSDT (ffi—EREEHkTV)

4 CSDTHERK

4 3 BEMESEMRO/N ) T =y 3 VRO E
4 3.1 BIRRIREHER
4311 VD D1 )5
4312 SFNDERYE
4 3.2 ERERBISEIL (Clinical Evidence)
4321 =&

OCSDT (ffi—EREEHkT\)

4 CSDT#RK
44 SRV
441 BRIV BESNILOT YT
4.4.2 B®IFsREE (BRIkEREEE)
45 ') 2D
451 UZDDHHER
4.6 HeXBIEH
461 &igTHe
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STED (RY&ER) vs. CSDT

STED (AZX) CSDT (ASEAN)

ITEYT4THRY—
Bz
HISEDES

1 GE#RE FRBEMNBSEUSNYDTIETR
ER{FERH YR b
THRATEREE S D KR
RE/ANEICETHIEELFER

2 EAREEGHE EAREH/EEMEICET SR
EREROHH
421 EREROFABLIUHEHR
422 EFABM

3 HERICBATHIER 4.2.3 {5 RBIE $hRE
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4.3.1 ATEREREAER

e ST 4.3.1.1 VI PHREE

4 HREMRIIRUR SRR OME 4312 BENDEHME
4.3.2 BRERHYEEHL
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O®PMAS (Post-Marketing Alert System)

MURODORICXT T DIRTE -

* Importation and/or distribution
records (EaiA « BRFTsCH%)

« Complaint records (B155C8%)

« Adverse event (AE) reporting criteria
and reporting format (FRESHS)

* Field Safety Corrective Action (FSCA)
reporting format (MIBLZE2ENE)

ASEAN QMS=ISO 13485+PMAS
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O®DoC (BEEE=E)

(XETFVTIV]
Product Owner &%n, {EFf:
We hereby declare that the below mentioned devices
have been classified according to the classification rules
and conform to the Essential Principles for Safety and
Performance as laid out in the [.E/ UIEV\ER].
Authorized Representative JAERIEBA :
Manufacturing Site 25&P: < EEMESSRGE TS
Medical Device(s): < ¥&G@&. EFILES
Risk Classification 22 X0%&: () Class B, rule XX Quality
Management System Certificate: < FREHERS, REBS. F
78. BB
Standards Applied BAiFE:
This declaration of conformity is valid from <Day Month
Year>
Authorized Sighatory:
Position/Name BE&/881 Date B1Y 23

3. A
DY Y AR=I

*RHI BN
HPA (Health Products Act 2007)
FREEEfT !
HSA (Health Sciences Authority)

http://www.hsa.gov.sg/publish/hsaportal/en/home htmltpage=tab1
24
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3. ERAA
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(E73%51=0

« I BGHTFOREHTAISIZRHNG  (EEHES
EF. UDORADEESH)

* DSZADHE JVRDIDEWNWISXA DS D35
AD ETH4EE

« BEEENICIICSDTANER. DoCEME

* MEDICS Z:& UIcWebgB5E (SIS AW
2)
/AN
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3. RRB
QVL—Y7

*REIBH !
* MDA (Medical Device Act 2012) (Act 737)

* MDR (Medical Device Regulations 2012)
(MDR2012)

* MDAA (Medical Device Authority Act 2012)
(Act 738)

PAEEET | MDA (Medical Device Authority)

http://www.mdb.gov.my/mdb/index.ohp
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3. R
@Yl —YP (DDE)

EAETED)

« IBGHTFDOEEHCRI S IZRBINS  (EEHLES
T&Ex. JORADEE)

« IS ADEIE. URDDIEWNWDI S A H'S D5
AD ¥T4D

« BBEEERICIFICSDTHEA. DoCtIME

« MeDCaSt EHINBWebeR3E (HaiE N
B) &
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4. ZOHEDHBIE
OPE

MRS | BRI EEIERN. it
PIEEET : CFDA (China FDA)

(E734%51:0
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- DEEFE (BA5E) F:o 48R B M. cCCER
«c DSAD%E: 1 ~11%8 HES i R R el =

- IRHERERFT TR\ (2013%4A)

/AN

http://eng.sfda.gov.cn/WS0O3/CLO755/
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4. ZOMOHIE
CHBE

RHBH - EEEESA. b
PTEEET - MFDS (Ministry of Food and Drug Safety)

(E734%51:0

- IRMEANE IR

« DR 1 1~4F5R
- IRMEIERPT C OB TEHER
« KGMP
/AN

ERIEF A m .
BAABREE
el 23

htto://www.mfds.go kr/eng/index.do
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4. ZOHDHIZ
ey

RBIBI  FEA, BEAMITS. b
FREEET : TFDA (Taiwan FDA)

(F7345E0
- IRARIBAE IR
s DDA NFE 1 ~11#8
« QSDEREE
" LOA &EsOPs (BB E - (L EE
/ANat DIRHANBE

http://www.fda.gov.tw/EN/law.aspx
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Q EBSERIE (EC, 1SO) &(3-

A —TEEKREOGREBZE O ICRGIED ChiE

I AZzB881C, EHRNICEHEE « flESN

[CHRE (BREIE « 5A58T7EE)

TTR. RRHIBEITORERIIERH
AGAVANAN

Q. I, RIS \DOBGHFIBANINE ?

a4

A. EAZHENDBG IR DR,
HOPTE/SDRIZ2HMERE LT
BARESDZRBE)

¥

ERRRICERINSN CLDIES = IEC/ISO

(FNSISERE) NDBES AN INE
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Q. JISNDBSMHEREZIT TIEAR+DID?

\

A. BAENNDEBE CTIIEREELN (73
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L UBHDS--

MIFLE. JIS = IEC/ISOCIE
UL YAN

Q. HIRZERBHEENDSBIIME ?

AR C R ENES |
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6. RVIMAL K~
DEAMIEDER (R RIFIRHIEER)

@FSC (Free Sales Certificate)

I-b EURL) : OMETA GBS ERMERMHRAS)

@ISO 13485 Certificate (GREFE)

@Notarization ()

~SBFIR~
@=ZE') 7D (asof 201403.15)

ASEAN HP : htto://www.aseansec.org

AHWP HP @ htto!//www.ahwp.info

IMDRF HP : htto://www.imdrf.org

ISO HP : http://www.iso.org/iso/home

IEC HP : htto!//www.iec.ch

OMETA HP : http.//www.ometa.or.jp
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CERBVDHE DS CSVE UL,

BILEHEE | adfinfo@feel.ocn.ne.ip
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