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I. ERERETHEEECEIIEBRNRTENE., ASEANB XA VRO T DEF

R OB EITOWT, WHO FEDE & T, EREIRSGIEFE S 3 (GHTF : the
Global Harmonization Task Force) 'WHFAYZ 2 BEVEAVEABIZ NMhE o 72, 2
ZHUTEEV, BARENIZEWTHEFEEOEBICIEFELEA L, BEESRO T Y
— b L HRIERE TR 5 FHEE OFFTHIEZ 28 Uiz, GHTF 13 2012 SICTEB 258 T L,
WE TONRENZ [EEME IS EF Y B2 (IMDRF : International Medical Devices Regulatory
Forum) *IZ8| 2N TEY . T R_TOY V—RIR 7+ —F D7 = 7H A F THIEFHET
HD,

ZA S OB X (T ASEAN IZFW T B [AIER T, ASEAN FEEIL WHO OFFE D b & | EETEHER X
AT ASEAN O B HHEAE> TS, E72. USAID (7 A U A REEERRIRT) 2130
bk#é%ﬂl%l%%%ﬂi%bA%MMWIT@E%%“%ﬁﬁﬁé&ﬁ@%m:n
JTORL—=2 T E->TEHEY, BT 2013 4 8 H 21-22 HIZ/N> =27 T ASEAN
Medical devices Regulatory harmonization training program : Asian wide—training yop

1T Tz, ASEAN DRSS D FMEIZ A4 2 5 mtkiT, RS TRSn T,

ZD—JT, BRI TIZRB D EREIOEERIIGFEY T, TOEBRMITOHFR
B DOERCITNEZHEA TRV, ZOTE TS PR EIC R0 | I EBE T
TEEDRNE, BECREBRET (REE) HORDOOENDIHDIZHED . W) ORER
ThH D,

1 WHO : Medical Devices> Global harmonization task force (GHTF)
http://www. who. int/medical_devices/collaborations/force/en/

2 WHO : Medical devices regulations
http://www. who. int/medical devices/safety/en/

3 IMDRF : International Medical Device Regulators Forum
http://www. imdrf. org/
* Improving ASEAN Healthcare Through Medical Device Regulation Harmonization

http://www. asean. org/news/asean—secretariat—news/item/improving-asean—healthcare-through-medical-device-re

gulation—harmonization
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II. EREROETHEE

BRI TR W TERMEE T, R EE KEAS No. 021152 TEIM & [RAIERIC, RIEEI
FoTEHINDIRZHEHLEINTWD,
T, BHFE (Control Agent) IZBIFHHKE L F(LIZHOWTIE, FB2RICUUTDOEED

FLElsi s, Zo MEHEE| L, BICREEEBEEEZRE TS, FOoTFEEZ E0R)T
DEFT D0 DR AFIIHR STV,

RAEEA REAS  No. 2011 5 2 4%

B, RS O LRE R DR BRH 17 3515 2 18] & FHAE

B. Bkl & HHS

A, ERES KOS OF A L, ERLEHOESER (Management of
Pharmaceuticals) & . #lgE. #H A, TREHKSOa~v— vy L~—FT 4 7,
fE3E, Db L7 Y | EEM, A3, (LhE 7 SI2BEE T 5T X To%EE
BLO, ZoOEFKLEHDOIES (Management of Pharmaceuticals) 7233EfE v
L%, TROBGIZBWTHER I E=2 ) VI T 58ELH D,
<HA >
TS M OV 5058 Ot e - R F K OMBbEdn O tH A O FZ2EFT

P2 RICELROL S, AEBIOE=ZY 7] OxtREns THYE @A, T
RIEHED O~ AL¥ES 72 EICBEET 5T XTOER] I220 TR, BADIEFED L H I
KR UT2IE R 0O T, RIEEREBOIEREZRIEHRBT 2L ERH D,

> Roles and Responsibilities of Control Agent for Pharmaceutics, Food, Medical equipment, and Cosmetics and
Private Medical, Paramedical and Medical Aid Services. (No.0211 RBS, ORBS/ Ministry of Health; 30, March, 2011
unofficial translation by JICA)

http://www. moh. gov. kh/files/Legal%20Document/Prakas/Prakas%20on%20Roles%20and%20Responsibilities%200f%20Co
ntrol%20Agent%20for%20Pharmaceuticals, %20Food, %20Medical%20Equipment%202011%20Eng. pdf
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II1. EpEEE AL EH B

T RV T I EFRERR AT HEICIE, REE - EERSARSIERR D OFF RIS
BIRGENS DN, TIUCEET 2 HE IRV, WEEEICmATEMSH 28 L, #F
A3 & D INOWMERPEELIE L 72 5, BATHE IOV TTIRD IV. TR T D,

B, THOERBENEGTO2MNEOHLH5MME LT, #MIZIILL T LB THD
D3RRI T HE A T A &R S vz (7 Technical Guideline for the acceptance
of second-hand medical equipment” 1 [ERMEER DRI BISF~DOHEIHITA KT A
SRbEE), °

a) WAL DOBRBEFRTDNRE > TEBY | ZOERESRLE S BDFEFER S S
b) #EL TH 6T, Az O 2ME

o) EABHAEFEMH M ENMTE L T D

d) BRI TIZBNTAY T T ANHETH D

e) BUEND 6 2 FE L TV

FHA RTA 2 Tld, PlvEREERZ 550 - %49 20 (donor) &3 1FHLY I
(recipient) 23T, BT MNERELR DFEECHEINIEE, A T U AFEIZBVWTAEE
L. BEVRALYTITAT U RAESFHIENRRDODLNTND, £z, FOLE, F1#
DALTF U RAZONTHBENELE S > THREICN -5 & &b, FH:OHERHEH
TIAMIOWTHEEZ L > THIGT D L IROENL TN,

TR < FRBRIC K A BEERADEAITONT, i EREIRIC OV T L S
WTWRWR, BIRERTIEF A OBE SRS, it LTORFEIZFTINTND,
O EREEHC OV TR, A L7 EREeRE I R T ENTIRET 20 Tldked, H
Br, EFHECRE T D L VWO BRI ME TH D120, U CEREEO T A & A &k
OF L OIENVATH D,

® Technical Guideline for the acceptance of second-hand medical equipment (Ministry of Health, Dec, 2011)
http://inndec. com/medem/docs/secondhand_eng. pdf
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i) AT A & ADFS
%A?%ﬁyxi MHRFERBIERFRNOOLETHY . HERFBIRITIISNTED
. SFPEERER LORSRER (3T U MEER) ITRW T, FEEE A Ml &
ﬁTé LT, CEHBNICHN S SN TV DO THEEMKLETH 5,

AT A & ZIPEEE TRS TR, H 2 WITERBHAOLEIZIE, MAT A A%
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%%<ﬁx&%héo
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ii)  RIEE~OFFRTHEE

EIRBEER OB A HT2 0 | RS - EIELBSEHELR D OF IR LERIGEN D 5
2, FRICETD2HEITEE > TR, WRZERITIMATEME 2R L, FF 28 %3
ThDHPORERPEELI L 725,

HEE DR Y A2 NSRBI PIEZR XA S TR LT, £E 2 LRI & 72
DI, REE~OaLZ 7 NIIHENLETH D, Fiz, HFEOXLTER L LHErSh
T, ERARHIHIE L 0 REE OFFB A EHAE RO LN — A b AZIT b5 O THER
Sz,

RIEFICIRET2EEH G, EXRS 7 +—~ >y MIABHENTE LT, DETHLEREHA
AEOREND ODEGIZAN, FEARRICIT ASEAN JEYEICHE - TEBEAER T UL, HEEARIE
HIZMBET 5 L 2 D, ASEAN FEYEIZHEVRH L7005 | (RIEE D HRER SN 58 MEEN
bR, FERTIG E 72D, 2k, T OEFRESREZMAT 56, I RY T TOZIA
WIRBERER MR CTH LG NI BETERDOHLTA I DT+ —~ v b akARs
LTI,

iii)  PRE ~OREH S

il OLBYIEBERIREL ~OFF T HFEOEARE A R T D8, BEHEE b LN IF
HTHERT 5, BEHRFENLEL DU, (REE ICFFATHEE & IR OB A T 5,
IR B EECHFEE B IRR O V EICREE T S,

FREEEE A, WAERERICLELRFRH I TO LB TH S,

A URA A

Ny X T Y AR

B/L

DAEPEESERGE (PASERERAT)

Bl B ekat (BUBSHRRRIT)

VAT GERAE (B #e R 817)

AT At 2 (FEEHEFIT)

FrrIBs B RIGE) MR OMATEIRE (PREE FE1T)
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SR

S

PR om0

THER Vb= T YA b DR TRATRE
http://www. jetro. go. jp/world/asia/kh/trade_05/
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V. BABEER DB X

F R T IE ASEAN FEUER I Z I - T, HIEN TOHIE ZREEEEE LT\ 5,
BENZ LB R EROMEL LTH U ARYT & LTI FOHEENRIN TN DY, 7L
TOEHEZRFECHEFTLILEND D,

GMP/TSO certification GMP/ISO DN FUHDEERHE

SAEBERT D 72D O D E R}

Company & master plan file . .
(B#R PMF plant master file & FEIZILD)

SOP BOE TROEEH (Standard Operation Procedure)

QMS documentations QMS E AR D FERA

GMP/IS0 DFEBHIZ DWW TCiX, HARTHRITT 25A13. ERHERRIE IR ¢ 27 v] O 5 SCREHH
FHEASTHMLEND D, £, QS BEAMERAE OEAE E PMDA (38 5 R A S )
WCHFE L, RSGERZBUST 20301 H 5,

o

¥ 9 DOHA HZ A (Guidance on Preparation of a Product Registration Submission for

General Medical Devices using the ASEAN Common Submission Dossier Template). |ZEC

WS TWDHEEHE (k) 13, BToLtkh,

4.0 Elements of the Common Submission 4.0 —fRAHGEEHT > 7 L— MDA
Dossier Template

4.1 Relevant Essential Principles and Method | 4. 1 w872 O 7= b DMIEEH & J71E
Used to Demonstrate Conformity 4.1.1 WIEFERAOEZDOMEIEE 20T
4.1.1 Essential Principles and Evidence BT A

of Conformity

4.2 Device Description 4.2 PR ORI
4.2.1 Device description & features 4, 2.1 FEZSTLEA M ORI
4. 2.2 Intended use 4.2.2 RO HH

SASEAN Consultative Committee for Standards & Quality Medical Device Product Working Group Common Submission
Dossier Template http://www.asean. org/images/archive/SnC/ASEAN%20MDPWG%20CSDT_Final 21%200ct%202010. pdf
ASEAN FE[ENC R AR A T T D BB GGE T RS THA 2 ML L TEDTZ DO TH D,

9 Medical Device Guidance : Guidance on Preparation of a Product Registration Submission for General Medical

Devices using the ASEAN Common Submission Dossier Template.

http://www. asean. org/images/archive/SnC/Guidance%20to%20ASEAN%20CSDT_Final_ 21%200ct%202010. pdf

1 Tnfodent International 1/2012

http://www. infodent. com/arcdoc/obj/markets_132. pdf

Information required to demonstrate conformity to Essential Requirements of Safety and Performance (ERSP) among

Asian Economies / : Harmonization of Medical Devices Regulation in the ASEAN Region
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http://www.asean.org/images/archive/SnC/ASEAN%20MDPWG%20CSDT_Final_21%20Oct%202010.pdf
http://www.asean.org/images/archive/SnC/Guidance%20to%20ASEAN%20CSDT_Final_21%20Oct%202010.pdf
http://www.infodent.com/arcdoc/obj/markets_132.pdf

.3 Indications

.4 Instructions of use

.5 Contraindications

6 Warnings

7 Precautions

.8 Potential adverse effects
9 Alternative therapy

.10 Materials

.11 Other Relevant Specifications

a2
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.12 Other Descriptive Information
4.3 Summary of Design Verification and
Validation Documents
4.3.1 Pre-clinical Studies
4.3.1.1 Software Verification and
Validation Studies (if
applicable)
4.3.1.2 Devices Containing Biological
Material
4.3.2 Clinical Evidence
4.3.2.1 Use of Existing Bibliography
4.4 Device Labelling
4. 4.1 Samples of Labels on the Device and
its Packaging
4.4.2 Instructions for Use
4.5 Risk Analysis
4.5.1 Results of Risk Analysis
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4.3.1.2 ElskIEE 2 LT 58
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4. 3. 2 BRIRFT R

4.3.2.1 BEfEFOZE R

4.4 EFEHEERORTIB LT L
4.4, 1 BEERICHE T2 F_A KUy & —
oY T
4. 4.2 FEHHFED T~ v
4.5 U R 50T
4.5.1 U AT 3HrofE R

[EFRHERR DAL FMT . [EERIE A4 FR GMDN (Global Medical Device Nomenclature) '%

BHEIZT D, EFEIE ASEAN OREUETZDS . I AR T OFF A HGENRIL R Z

LTV EWnz %,

AAL Y | EEGLLEREGR OB ATTRICEEL TWD I RY T TR,

(ZVEHL

RFET

HAREA =T 3R> TORVORILRTH Y . Tk, TRETICEIES 515G S

P SARIS & B FFRR TRIMERI N & Jnddk - @

TeHEbELNLTND,

' GMDN : Global Medical Device Nomenclature
https://www. gmdnagency. org/
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VI. BRET

’Péﬁ%%\ Ministry of Commerce

Russian Federation Blvd, Toeuk Thla Village, Sangkat Toeuk Thla, Khan Sen Sok, Phnom Penh,
Kingdom of Cambodia

Tel : +(855) 23 724 685

E-mail : ftd_relex@yahoo. com

URL : http://www. moc. gov. kh/

@R Ministry of Health

# 151-153 Avenue Kampuchea Krom, Phnom Penh, Kingdom of Cambodia
Tel : +(855) 23 427 566 Fax : +(855) 23 428 221

URL : http://www. moh. gov. kh/
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