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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=812&showFR=1
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https://www.fda.gov/medical-devices
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/medical-devices/postmarket-requirements-devices/quality-system-qs-regulationmedical-device-good-manufacturing-practices
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
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https://www.fda.gov/medical-devices/how-study-and-market-your-device/device-registration-and-listing
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/guidance-documents-medical-devices-and-radiation-emitting-products
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
https://www.fda.gov/medical-devices/medical-device-safety
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EEER: RN EEEESARAI (MDR: Medical Device Regulation 2017/745)
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745
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https://ec.europa.eu/health/sites/health/files/md sector/docs/md contact points of national authorities.pdf
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=R ISO 13485 SBIEEE L OB B R LDERS ISO 13485 ISO 13485 ISO 13485 DEIE SR
HEZR) 1 ISO 9001 |#28) : 1SO 9001
EiFE N N SEEREEA, X(FT1 N
: N MAE MAE i MAE DB g
Sl ) herses | Gmporten | amporten) | GRS amporten  (MERISEEE B
FREA _Eﬁ\%ﬁ%% Representative) (*}fﬁég)ﬂ)k’i% (%f%g)i)\%% Representative or (5%@4%2)&7&%@ ﬁb@b‘ﬂ(i‘f&w@b\
CEERIEBALER) Distributor)
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ASEANRUhEIICH | BHLHIHE—E
ASEANG6HE R EDEFHAFMRBIDOLEB(3/3)

& EEE(C

HIIEER

B AMDDADEE(LICIDH@HRFFIRIN(CSDT)DERACL BHFE RO ELNKSN SR, ERMEEEDISADFAFECLOT, TOFARIED
NRIEEFCIDERDT—AN'GD2(H : RIFEZ(CEHET aFasL)

B BEIATLAOEKRICDOVNT, NL— T, RRITDH IS5 AADEEHLZRCPRNISO9001 THORHEEERIEE,
Flz. HETIFISO134850:2:FZEDRDDICRIEZES TR CORGEERIEEL R D,

B BB EROPFEELFBEDEN (WEBEUHBOIFRANRDSND) THIENRDSNS,

DHINTA IS ZREE UEGUILES. 1V RRIT . JAIED  ANFAGBRAFR]). A1 TR T I SN A B ERDEA F Sz
ISI2RENDDIH. TAANE1-5—-E3BE0EEIDIEZAEICIT 2 END D,

e, AV RRI 7O, BRARICERFEE (O YT 2tt) DRECEMIMIERICADENGDD I, MHERFDE_LRIRITIG. 1> RS TE
ATUIN—FEPTA ANE1- - L ORI EN N ELR S,

B LF0EBEMEEELZ THD. BEENSEHRE CORRM GIEHEEIAICH I 3B EMEARZZ B URIFNERSR,

#l : FEEIOFOFZEEZO—REEL T, BFERICFIITRERZERMUBETREERCRESEIREZIRRT 5. (TIHEEZIVT7URVNERIE

B (AFB) NEQTEEERBVS, BRIV ETHD. TIREREVVT I EEREROSIAVBIINFEITIND. FitiEEOERBIACT

FHEIZHABR(F1IEIRD, 1FEUAERD, (BIZFHRCEALTEIOFBTEMIFOBFEENFISN, G5 2FERNEIEMEAINMETFEE

OFE T A RBATH BT, 1EFELIADEIZE (AT 2EfmT 2ONEELLV)

DSAIKZRHRROIBE. FE 60EXH. BEFENOEE RRI1F. OERSICHIZBEER (25A~)  BIREIRITI COEHUIEHAR
(1~258) ZREIZERR18~195BEEZRIACKEN DD,

Ffz. FEERTICIIIRMERERFT T ORI ERE B LR D128, FREERIDRERIEZ S VL. AR TE2FE ORI ZETE T 20N —f%HI THD, 20214

(CECRA(CLBRFLAIREL T D ATV ANFITEN 8. SMEBDRREIDHERFIZ TGS 3 EbRIBEL BT,

SUAMR-IVHSAZ1EIBOERHRIRCEIER . FIRMSHEIAZRITI . BHEERIRITEINI D BERAOFRCERZ THD. 1> RRSY

(JHERHFIRICEIZEIBDF > A E—EIDH EIEHFOIRVI BB ADTREZ LIF22E T3y TOE RO PIEETHD.

B ASEAN6AEICOVTI(E, HFEEFRDIAENREE (SAVPEURERAE FEICLDIRMEEIGNNE) THI). FHEEZ 1IEICKRS T B
EE R REF(CAN BB ERZRI RN (CEDDIFENTIEE THD. Fe. FEEMEINRVDETRZ F(CHUSLU THE TR R] FEtt
ZILT2ENTED, oo AN LAZBREEMARYI NIV B EREZREL TERMMARLIZO TS,

B ETE20224F 6 B1HEUME, £ TOYSRIIERFUDI(HERERHR 7 ) E RN 5RHE L85, ASEANICBWTE. S2HR-ILN20226F 05
FEED) \AURIHERR (BEIIRAT> b BRIV A A TRIER BRAIL > X)LDUDINEA SN, MOASEANINEEIEREA T B THSI.

B A(YRRIT A4, AT LATRBESEZROFEMNTERVD . EEREAZZEZDHECE. BEFRBEBNIVELRD,
XA | ERBEROEENIEANZZEE I dFHiczisd
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ASEANKRUAE, REICHITHREIIGH—ES
ASEANGHEEAE., hEICHIFE' 0 5 AEEKIEDFRF

| ASEAN (S H—Ib. JU—37, AV KZIT, JAUEY, AMFA, 54) BLURE, hE
JOUS LAEEMKER . BEOEBEMIRE ERICREEIEEMIRE U TRBIEN TV,
o BU. RNFLADHETFZEEELTLVRN(20235F1AIRTT)
J0JSLERE
3 l N e s e
EE DL 05 NEBHESICH S TR, EARER) 525 EASEANEE IR CEBL TL5.
RUVEEREIRTIEEEICERD., BEOEBEIREFRICHE - FAENMDETHD.
This will include software which is intended for medical purposes such as investigating, detecting, diagnosing,
monitoring, treating or managing of any medical condition, disease, anatomy or physiological process. Forms of
Software as below:
Software embedded in Medical Device, Standalone software, Standalone mobile applications, Web-based
Software.
J0JSLER

Ly (EE5R) . \
27T~ (C(F, HEDBEFIIREE, RE, RIS IEESNLRTOTZORAE. /&E. 2. o4 ABEFREISEREDE
BENCE=ANE VINIITASEN 3.

VINIIPORR | EEMER(SRDAFNYINITT ., RF>R7O>YIRNITY . A5 RPOVENAIVYINITT . D1IR-AYI NIV

XS HMR—ILDRegulatory Guidelines for Software Medical Devices - A Life Cycle Approachd&h, FEE>EAERH L&
EloRHZSERDL,

1. MOEFEZSROEE. FEEFEZSZEYINITY | BRIV INII7Z2EDRTAERBRICLDIRTE
2. ZAF2R702YIRIL7 VI NII7EAEOERBRICIDRTE

DL N 75 K70 YT NI TP BB R T, 2<DRIY KPOYYT NITTEHSABEECESETAN. BEFENT S,

(ASEANEF 25185 (AMDD) DJL—)LO(i). JL—IL10(i)&D

XEBETRHZOTOTILEFREKEIR ISR 2 HEORBTEREINTSD. FETRISR2FLE3(CHEEEINTVS,
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ASEANKU'GE. PEICHIT5MHEIRH—E

ASEANGHEEAE, hEICHITBT OS5 AEEKIFDIRE
L]

HEEE

£E. EEEEEIERZNTOIILAEBHIIOSIREA L. IEC 62304 (J1IS T2304(AHE): Medical device software - Software life
cycle processes (JIS T 2304 EFE#ERVINIITY — VINIIT AT TOL)ADBEESHENEENH0ERD, IEC623044(FVYTRIT
TPOIATHAIINEREEE, 1S0134858LU1S014971DEIREEIAH URINRIAT N, BBNRSAI N AT A VINIITZIOSZT7IY
DA EDR(CEINZEEADEEERIRIETHD.

e, FFRIESE. VINII7 07y T — NEICL R EERAEDEERENEE Thd. VINIITVOEEN LGN, B EZSZIBNEONMNEE
FREAEDOHIMICREZ 52 5. IZIEU. BEROMLEAICEO T X1F—RBN\JEIEEOEERBEOMRERD DI REMEN DD, FIEIESERIFARFTN
I/Z‘ET%%O

B YL—3I70AYRRIT(FVINIIPICREET RTEE AN EEUTIEC62304NIREEZEXIBH I INENDD, MNZ T SHR=IL. IL—3T. 1>
RRI7TERYINIT7ORETO—Fv— MOIREHDNREE RS,

B SUAMR=)L XL—37 AV RRITOINETIEI—F—AOEURERBIZ DRI/ EDSRIAN RSN D, BH. BEIF(CERBAUIEIARDOIRE S A
(CD-ROMY1T -49>0—-RE) (CEADSTROEGMZ 1—H—([CIREURFNERS R,

JMESTIIEGR 2B FIRA TR IIHE. [ 1-H—DIKEN GG & (CISHROEGER 2 1RE T3 | EVOSEHNENNEL RS,

LTIV INIT 7 ORREEENUT -3 DERICESNEHINS.

BETIEKEFDAOYVINIITXEDHAI Y AESIBU TV, BINEHROIRENRDHSN TS,

FECHFZT0Y 5L EE#ES(FGB/T 25000.51-20160FE K% I BN HD. PEENOERFTIC CGREREZERI 20BN HD, (R

IEEEOBHRERIREZE TORELAIEE

XEEREPEZE ORI MBI THD. YINIIP OISR ERBENECLDERENIXNENRRIIZEEHD.
XA ATRIOTS AEFEROEREIR S IRISRF SN TORVHERERIARE(2023F1 A7),

AR T3R5
BERXE

-Essential Principles for safety and performance of medical devices EEHIINT M. HREICT I IEARNEREIE
-Labelling requirements S/RU>JER

-Software versioning and traceability YVJNJI70R ({->3>) B, N—BEUF¢

-Software verification and validation YJRNJITAREE. 2 HMESR

-Clinical evidence B&ER EOBIETIET >R

-Risk management URIYXZIAT K

-Supporting documents for cybersecurity B4/\—tF1U71(CXFT2XE

BRERICEERHERITIASEAN, B, FEEEICRERZEERV, RELSNE LELOXEFEARRETHERY (REHRBICREIDINEE
ERETHINOFRIGE) . BU. SNVIRME IO ERESHD.
BETEmBEIATAICI TS (QSDFFR]) HRIEMELLRDIN, MOETHISO134850:RIEZHFBEXELL TERTES.
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ASEANKRUGE, PEICHITHMEIREHE —E

ASEAN6HEIL &S, FEICHEI 5T 095 LAER IR
] ASEAN (S H—Jb. JU—S 7, AV KRS P, TAUEY, AR A, §4) BLUEE, FE
SUNR-ITEEREHEREBROIRRN TS, G, ettt BREHT0J5AERKEROI I AN FHABEREN TJEETH S,

<MRFRFHFE>
1. Singapore Medical Device Register (SMDR)A7J1X
https://eservice.hsa.gov.sg/medics/md/mdEnqguiry.do?action=getAllDevices
Advanced
2. Advanced Search%/'Jv) Search
3. BRRURVWIL—ILRAF-D0—-RZE A,
| Starts With |

3. "Search Mode"%z"Contains"AZ®E.  , contains
3. [EHE FEBD"Security Check”(CFRIRENTESEFZ AT "Search"z)Uy)

A UORELR 5 ABISNTOBIEER | 7/ RGBT, MESHIE, J52948 OBif-)) . BRES. BRE. I5YRA—F—. SR L II0EE
(> HR—IVHSAZHIR)

Search Criteria

Device Proprietary/Brand Name Contains "software"

Search Results

<KRFRSEHI>
“Device Proprietary/Brand Name”
N'software”E A WU BRICRREN DB HFH
HYITRITTDYA

Bst770EHHD, 2023F1H19HRT)

Agfa Healthcare IMPAX Cardiovascular Review Station Software [Agfa Healthcare N.V.], Agfa Healthcare...
Agfa NX Software [Agfa N.V.], Agfa HealthCare NX Software is intended for image acquisition, identif...
Anatomage InVivoDental Imaging Software [Anatomage, Inc.], InVivoDental is a software application us...

Astraia software for women's health - obstetric and gynaecological database application [Astraia ...]

Atlaim ATAL Flat Panel Digital Detector and Z-View Acquisition Software [ATLAIM Corporation], The AT...
aycan OsiriX PRO software [Aycan Digitalsysteme GmbH], The medical device aycan OsiriXPro is a softw...
Biosense Webster NOGA® XP Cardiac Navigation System with Qwikmap™ Software and Injection Cardi...
Brainlab TraumaCad Software [Brainlab Ltd.], The TraumaCad program is indicated for assisting health...
Bronchus Technologies LungPoint Software System [Bronchus Technologies], The LungPoint System is int...
10. Canon Vitrea Advanced Visualisation Software [Canon Medical Informatics, Inc.], Canon Vitrea Advance...
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https://eservice.hsa.gov.sg/medics/md/mdEnquiry.do?action=getAllDevices

1> R%*>7(Indonesia) /EEEE, /HIE
B AR CxI T DRG] (1/2)

m EEHEZRORL - ARFE(C(E. EREIRTEZEEFT0] (IDAK) o, EEMEERBRMS1t> X (Izin Edar) RENHELRD.
1> RS 7 DEREIRCX T S BIEIE

[EZRLEs . (A9 2N ERIE SR RIE ARs B 0@ o] (CR I 3 RIEXEMENO. 62/2017 165LU
BB DTEICRI I 2R EEAREFRTENO. 1191/MENKES/PER/VIIL/20101(C&D., EEMEINEZRINTLS

FRBIPRE & #4224 (Ministry of Health)

HER A OIEN R Z A - BRFTI BIeoh(C(T, MAB (I —AHmOBACKERMAS IR (API)  B—F%EES (NIB) PEEEERES (NIK)
: TR ERERBEESTE (IDAK) & ERESRMBRES1tIX (Izin Edar) ZESIRENDD

BEOPTEI DN OFREEBICERRIHREEZI1TD. FREEIEY>T www.0ss.00.id

EREERMEU T OLEBD -
T e ool ERIFAIEEUSUISEA THAIL °» PI9—H—ERCHIET B DERIEREEY 3. HAVFMORT
5FB] (IDAK) BRIV RONGE s i aa—y R LRIEL TV
20010 mioae TE S I e P * ERMEERMBTIA (Cara Distribusi Alat Kesehatan yang
b3 ECAESZV\EEETHLN, SEEOEATRIK2ERID Baik : CDAKB) Z8FL TSI
EEIPNEEELTVASE * ¥itTE/EE (Penanggung Jawab Teknis)

(EDIRS R RO RN ZEL. CDAKBN —Z I E T2 RIFIHE)
E— IDAK(IBIPAK)SFaIEUSHIC, BA - IS BRORESERETS. PEEUTOVTNHORENTS
Sy ,é'E-L o SEIMLE T LD ARIEEICISRENT. HAVIELETRENS  © BAREA YRR PENTHEBTIT- BRI dOELESTE
E=mI1EvA DEEREETS. IDAKEELTL\BBE ERELT3BE
(Izin Edar)  QEESRNE IO 2 o ey T
352ZA, B, C, DO4DFaZ2EAL TS
J52ZA: 1,500,000/LE7. 5ABKUC: 3,000,000)LE7., 45ZD: 5,000,000/LE7

* J3AAIF15E%H. 75ABKRUCIF30E%H. 75ADIF4SEXHTTE T
° BEGE 1 EDdH, 2[EAEOFEEFI0EEBETT T

TUBEF o] S IROBMEAR I RIR2ENSRR5E
GDPODER A, Permenkes No. 26/2018 Good Distribution Practices of Medical DevicelcLDFRFEINTULD,

i {mesER-yiE M Healthcare and Social Security Agency(CEDli&D_ERNSRDSN Tz ERHEZIN' DD (Fll : XHR. 1FHIESIRE)
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1> R%#>7(Indonesia) /EREEE,/$IE
B AR (CXTIBE (2/2)

= EEMESSTIERRILYR (zin Edar) BUSORDICE. RIBEADRBNBHELRD.
= SERFE COBEHRIL2018E DRI IE TAIBIIBMEEI,
ERMEERES YA (Izin Edar) BUSTOER Emmssi@RSRS £ A(1zin Edar) BSCAEREE

REAIASSA>
T EHER o RERENFITULEBMERSIAOIC— ERRSRE

FMEF—AlCLPER ° EIDAKEFEIMIE—

HEMH o BT SEBMIE OB BN RAIEESBHRT A NE1—
HSZA 158, 45ZB/C 308 SRR =127t = sl e 13527 1=
g;XD 458 A8/ A—EULTOFEEIROIE— (BIETFITEE DA > RRS 7 KEEETDEEEH

X1EEOEE TEREITHDIEAEHD & 1 HE)

(Reh&oiiz&nd) o EEMEIICOVTOSE IJ€I74TYYU—  T4AOVTS 3>, BRERE.

ﬁﬁé;ﬁ:ﬁjf@féﬂﬂﬁ EIF -9 DREHS SRIVCETRENZHA. e

j I I : Bt 1= N |=PaNy —_— W = = N 00— 4N TR > . - Dﬁh—'\ —_
552D: 15B LRI TRE HABRAYCIR L TERVEE o FHASRLRETRCAIIZRGBEE B2, A, REI2ATA
DEIFa%EUIBAEADIE — BB AT LADRIIE

© IRFISNI B SUGETNCEIU L RTS8 BAESE
o TAFTERPEDLN— b BIERARGERIRE S
. . * JIZYNRE / TANDFER MIZRIREEDIZ S, DTEROT —5%F
MRS i ke A * AYTPEMBBEOUAN
© YRI5
®ROE ° {RBARYY
] © SRUMJ . HI0Y (HEBHHEES) | EURBBAE (/> KRS 738, B &
SEEINO RORAK SN NI -0

BSOS o BID-RLZOENR OVNESOER

(RMENBOIIZEDH)

FHEF—AhlcLD
2EHOEE

2EIHOEEHARM
J3ZA/B/C/D 10HEA

. . _ E v T,
c BREASCEEN OIS, ZERHENTS, Y14, WMB, TR, WREES Lo e _ |
(NPWP) OZEEDIFS. fEsFr]ESORELRGFAIATEZREE CE5h enston X ZOEN BN SOMARDIBE . HOEREENBISEE TRHUCTEL T3
Ha. MBI ESOEEZHIFFIATEELRD, LRI 2B, HRICLI TN RECREIZEM. REDRENMNETHD.

* BE AKX TEIRICHIBDV)ZyHMREBNEFORAOEA G, LRFHREGAIE.
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1> R%*>7(Indonesia) /EEEHE,/HIE
s DEEMRR (O SR

B RIEKEEINO.62/2017. 3482 TlE. KEDIFRIFERRC, PHOEEMKES 2 A, B, BLMEAIRLEITERLE
FELTWS,

R ER AR DA

2011128298 IIERKXERAIN0.118/2018, N0.76/2019K% 1

N0.37/20207 &5 EAMDMARMICONT] 4 AR
No.62/2017
ERDEFRBETHERASINDIIYIARR, 7ILITHR. N—58R. NOXEREERUIESENZEND REOR R AR RBKPEDOERKSRZ

A ENTHER. BLPRBESEDILET
S0

FREmOEANRHEINTHD. INSZEA T DELL URbeefafitiaatt 250,
#WABRLT
© SBHIC, BREERESHEIMARRNSOMAFGEOIS IMEHIHREZ RIS EN 0D

CAYVRRITIRFHEST (BAPETEN) LDHEBRZEVET D EHHRBTISNTLS 1 O —

X FIRERE2020F(CERENMTON, BERBEINZLH, SBETRNBETHD E y 4 -

. o ey i ‘ o "'.".',__. u e

X0F/OTIVIEED HBEPEDOA TIFIRIFO BRI AZRHIN 202046308 TALF ! - T
L ol L 1

B T ERDOTVS ."I._..I__-
z 5
FEXEMAINO0.62/2017 RS ;_-__ =

RTER VIS T12322 T HB3VNEINZ1T7IFv I I S0P EHEREEREE T, @A
AT BIPFBETER,

PLEXROEACREATIREDOU> S

Regulation Trade Minister No. 118/2018 "Regarding Import Regulations for Used Capital Goods”

PLEXROEAICRATHRE-SE L OUYD

First amendment Regulation Trade Minister No. 76/2019 of Regulation Trade Minister No. 118/2018 "Regarding Import Regulations for Used Capital Goods”
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http://jdih.kemendag.go.id/peraturan/detail/1748/2
http://jdih.kemendag.go.id/peraturan/detail/1883/2

1> R%#>7(Indonesia) /EREEE,/$IE
REFREFEIBROHA CEBITSE

W Special Access Scheme(SAS)ZFIATRE TRERDEBRIEERZA > RRSTANBIATDENTED,
Ffz. SASLS T I EEKZRSFn] 2BUS 9 2B M T > RRS VIRMEHERFT CHB UV TERER N RSN DR E TR E LR D
SERY D T IEANERHSNTVBH, TAAR—HFTINDIU>S, AV R—-LA 7T+ D, HIVEREZORR(CREENS.

1. fR{EE#RAI No. 51/2014 “Importation of Medical Devices through Special Access Scheme”
S0t EIE IR 2, REEEFIAI No. 7/2020 “Amendment to Ministry of Health Regulation No 51/2014 Concerning
Importation of Medical Devices Through Special Access Scheme”

1. Donation

BRIOARERT0 S APIATRRHR. GRRPKEEZzBNELET

SASODIEMA

2. Non-Donation

Donation S OBETHD., ERT. BAFRERIOIS A, HFRERE. BE. - JPERSZENETZE0

RS (Rnein REE. FABN. EBRUCAR. BlEAEF0ERIBR). ZEIR. 1>R1A AWB/B/L.

IV, ZFERDHEIDERR. ®Hahsy0J ., EARFTEEMOEEE. GMP/IS013485:8:E(1T15). [REE TOERE
PLARSTRIEERRS

SASHIEETR®H5NS
KRR|OBEN - FHRE

&H : 1,000,000/LE7
EREEHAR : ¥95E%H
SASEZNEARE | SASFEITNS34H

mZ{EEFRA] No 51/2014mY>7%
Ministry of Health Regulation No 51/2014 “Importation of Medical Devices through Special Access Scheme”

mREEMRE] No.7/20200U>%4
Ministry of Health Regulation No 7/2020 “Amendment to Ministry of Health Regulation No 51/204 Concerning Importation of

Medical Devices Through Special Access Scheme”

(PR J7WF950- v - BT TR ST
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https://bprs.kemkes.go.id/v1/uploads/pdffiles/peraturan/41%20PMK%20No.%2051%20ttg%20Pemasukan%20Alat%20Kesehatan%20Melalui%20Jalur%20Khusus_.pdf
https://peraturan.bpk.go.id/Home/Details/143145/permenkes-no-7-tahun-2020

1> R%*>7(Indonesia) /EEEE, /HIE
EEgRSIRICEATHISEULY

B (FEAEN SRR TEEOH THDN Ah> N —LR— NBIET 2R 2 2N TEREBERBIRIFECHILD. BT .

EETErtias . (RSTE2lN AR =t
a5 REASRBEORMIt>
AICBHT SR

EE AR mBEETR(CRAT
Byl

et Ty G E SR s
BAR

&R GDPLZDXEEFIIE
(BT BHAH>R

EEEtas . (AITE2I A Rt
a5, REMZREOHACEY
BH1RITY)

EEREtias . AITE2IT A R

a5, FEMRBE O AT
FBH1RTY)
ERERRIRTOTSLICEES
SHH

RRERERTDI S LOEAY—
EXERICRI T 3R

Regulation of the Minister of Health of the Republic of Indonesia Number 62 of 2017 on

Product License Of Medical Devices, In Vitro Diagnostic Medical Devices and Household

Health Products

Reqgulation of Minister of Health No.1191/MENKES/PER/VIII/2010

Standards of Business Activities and Products on the Implementation of Health Risk-

Based Business Licenses

Brochure Licensing Service Certificate for Production and Distribution of Medical Devices

Socialization of Licensing Policy Through OSS RBA
https://peraturan.go.id/common/dokumen/bn/2018/bn887-2018.pdf

Guidelines for Technical Guidance of Medical Device Licensing

Guidelines Export And Import Provisions Medical Device, Diagnostics In Vitro and Health
Supplies Household

Reqgulation of the Minister of Health of the Republic of Indonesia Number 28 of 2014
concerning Guidelines for Implementing the National Health Insurance Program

Reqgulation of the Minister of Health of the Republic of Indonesia Number 59 of 2014
concerning Standard Health Service Rates in the Implementation of the Health Insurance

Program

(PR J7WF950- v - BT TR ST
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http://regalkes.kemkes.go.id/informasi_alkes/Regulasi%20Lisensi%20Produk.pdf
http://regalkes.kemkes.go.id/informasi_alkes/PERMENKES%20No%201191%20Tahun%202010%20Tentang%20Penyalur%20Alat%20Kesehatan.pdf
https://sertifikasialkes.kemkes.go.id/index.php/home/fileDownload/BERITA_FILE.pdf/117
https://peraturan.go.id/common/dokumen/bn/2018/bn887-2018.pdf
http://regalkes.kemkes.go.id/informasi_alkes/Indonesia%20Guideline%20for%20Evaluation%20of%20Medical%20Device%20and%20IVD%202020.pdf
http://regalkes.kemkes.go.id/informasi_alkes/Pedoman%20Ekspor%20Impor.pdf
https://peraturan.bpk.go.id/Home/Details/117565/permenkes-no-28-tahun-2014
https://peraturan.bpk.go.id/Home/Details/153870/permenkes-no-59-tahun-2014

S HR=) (Singapore) /EERE, /HIE
B AR CxI T DRG] (1/2)

B UHR=INADEBEREIIOEHEIA - IRFE(CE. FEREIZET (HSA: Health Sciences Authority ) DEF IR ELR S,

p4
SO HMR— IO EBEIR T T HRGIEE
{2285 (Health Products Act 2007) RUMERBEZS (EEERER ) A F (Health Products (Medical Devices)2010) (C&D. EEtzs
ey
FRBIFRE XA 2RI (Health Sciences Authority) XEUF. T2/&1 https://www.hsa.gov.sa/medical-devices
EREes 2 BE B - BRFE I BT, BRFeEE 1tz A (Dealer’s License)ZEUS I 2B NHD, LI T O 3 FEENHD
e 1)EAE T/ A(Importer’s License)- - - EEHEEI O AT AL I 35F8]
L LR Bl D s s (100 7 (Wholesaler's License)- - -EROES (8iESD) (19550
3)ELEEE S/ X(Manufacturer’s License) - - - EEEHEZROELEPLUIER, HIBAIE I 2RIOE RTINS SEEN I 55 0]
=54 ERELIHBAEBMEEROERPAEZITV. BIREIEFRIFI2E5T2E2EZLD HNEOENSEEE LSV AR-IVEANICESRE (Registrant) %
Registrant IBEL. COEFRENMNEORIEZESE (CRODEBAEBERZURINERSL,
D35ZA, B, C, DD 4 7348 (V5 AADEEKZR IS RN RREINTHD., IRthERFEZEENMEDICS "Medical Device Information
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DR 2, [REEEAFRA] No. 7/2020 “Amendment to Ministry of Health Regulation No 51/2014 Concerning
Importation of Medical Devices Through Special Access Scheme”
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GN-32: Guidance for Importation of Unreqgistered Medical Devices for Exhibition in Singapore
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https://www.hsa.gov.sg/docs/default-source/hprg-mdb/guidance-documents-for-medical-devices/gn-35-r4-guidance-on-special-access-routes-(2023-jan)-pub.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/guidance-documents-for-medical-devices/gn-32-r5-guidance-for-importation-of-unregistered-md-for-exhibition-(2022-sep)-pub.pdf
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https://sso.agc.gov.sg/Act/HPA2007
https://sso.agc.gov.sg/SL/HPA2007-S436-2010
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/gn-15-r8-_guidance-on-medical-device-product-registration-(2022-jan)-pub.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/gudiance-documents-for-medical-devices/medical-devices-product-classification-guide.pdf
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/gn-17-r1-1-guidance-on-preparation-of-a-product-registration-submission-for-general-medical-devices-using-the-asean-csdt-(aug21-pub).pdf
https://www.hsa.gov.sg/docs/default-source/medical-devices/gn-12-1-r2-1-guidance-on-grouping-of-medical-devices-for-product-registration---general-grouping-criteria(17nov-pub).pdf
https://www.hsa.gov.sg/docs/default-source/hprg-mdb/gn-02-r4-4-guidance-on-licensing-of-manufacturers-importers-and-wholesalers-of-md-(aug21-pub).pdf
https://www.hsa.gov.sg/medical-devices/fees
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m “Rules, Methods and Conditions for Manufacturing or Importing Medical Devices which are exempt under
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& - AN BIEEL 12D,

RSB0 “Rules, Methods and Conditions for Manufacturing or Importing Medical Devices which are exempt under
section 27 (5), (6) and (7) of the Medical Device Act B.E. 2551”
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m Rules, Methods and Conditions for Manufacturing or Importing Medical Devices which are exempt under section 27 (5),
(6) and (7) of the Medical Device Act B.E. 2551 ®OU>%

“Rules, Methods and Conditions for Manufacturing or Importing Medical Devices which are exempt under section 27 (5), (6)
and (7) of the Medical Device Act B.E. 2551"
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https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/LawandRegulation/%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%97%E0%B8%B5%E0%B9%88%E0%B9%84%E0%B8%94%E0%B9%89%E0%B8%A3%E0%B8%B1%E0%B8%9A%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%A2%E0%B8%81%E0%B9%80%E0%B8%A7%E0%B9%89%E0%B8%99%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%A1%E0%B8%B2%E0%B8%95%E0%B8%A3%E0%B8%B2%2027%20(5)%20(6)%20%E0%B9%81%E0%B8%A5%E0%B8%B0%20(7)%20%E0%B8%9E.%E0%B8%A8.%202563.PDF
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Risk based classification of medical devices

New medical device registration quidance under the Ministerial Regulations for
licensed medical device

New medical device registration guidance under the Ministerial Regulations for
notified medical device

New medical device registration quidance under the Ministerial Regulations for
listing medical device

New reqgulation under the Ministerial Regulations for Permission and Issuance
of sales license

High risk medical device (Class 4) must be proceeded to be Licensed
Registration

Medical device group or medical device that manufacturer and importer must
proceed with Notified Registration (No.2), 2020

Medical device group or medical device that manufacturer and importer must
proceed with Listing Registration, 2020
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https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/LawandRegulation/%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%88%E0%B8%B1%E0%B8%94%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9%80%E0%B8%AA%E0%B8%B5%E0%B9%88%E0%B8%A2%E0%B8%87%20%E0%B8%9E.%E0%B8%A8.%202562.PDF
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/Lawfda/%E0%B8%81%E0%B8%B3%E0%B8%AB%E0%B8%99%E0%B8%94%E0%B9%81%E0%B8%9A%E0%B8%9A%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%81%E0%B8%8E%E0%B8%81%E0%B8%A3%E0%B8%B0%E0%B8%97%E0%B8%A3%E0%B8%A7%E0%B8%87%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%E0%B9%81%E0%B8%A5%E0%B8%B0%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%AD%E0%B8%AD%E0%B8%81%E0%B9%83%E0%B8%9A%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%E0%B8%9C%E0%B8%A5%E0%B8%B4%E0%B8%95%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B8%99%E0%B8%B3%E0%B9%80%E0%B8%82%E0%B9%89%E0%B8%B2%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%20%E0%B8%9E.%E0%B8%A8.%202564.PDF
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/Lawfda/%E0%B8%81%E0%B8%B3%E0%B8%AB%E0%B8%99%E0%B8%94%E0%B9%81%E0%B8%9A%E0%B8%9A%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%81%E0%B8%8E%E0%B8%81%E0%B8%A3%E0%B8%B0%E0%B8%97%E0%B8%A3%E0%B8%A7%E0%B8%87%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B9%81%E0%B8%88%E0%B9%89%E0%B8%87%E0%B8%A3%E0%B8%B2%E0%B8%A2%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%A5%E0%B8%B0%E0%B9%80%E0%B8%AD%E0%B8%B5%E0%B8%A2%E0%B8%94%E0%B9%81%E0%B8%A5%E0%B8%B0%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%AD%E0%B8%AD%E0%B8%81%E0%B9%83%E0%B8%9A%E0%B8%A3%E0%B8%B1%E0%B8%9A%E0%B9%81%E0%B8%88%E0%B9%89%E0%B8%87%E0%B8%A3%E0%B8%B2%E0%B8%A2%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%A5%E0%B8%B0%E0%B9%80%E0%B8%AD%E0%B8%B5%E0%B8%A2%E0%B8%94%E0%B8%9C%E0%B8%A5%E0%B8%B4%E0%B8%95%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B8%99%E0%B8%B3%E0%B9%80%E0%B8%82%E0%B9%89%E0%B8%B2%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%20%E0%B8%9E.%E0%B8%A8.%202564.PDF
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/Lawfda/%E0%B8%81%E0%B8%B3%E0%B8%AB%E0%B8%99%E0%B8%94%E0%B9%81%E0%B8%9A%E0%B8%9A%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%81%E0%B8%8E%E0%B8%81%E0%B8%A3%E0%B8%B0%E0%B8%97%E0%B8%A3%E0%B8%A7%E0%B8%87%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%88%E0%B8%94%E0%B9%81%E0%B8%88%E0%B9%89%E0%B8%87%E0%B9%81%E0%B8%A5%E0%B8%B0%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%AD%E0%B8%AD%E0%B8%81%E0%B9%83%E0%B8%9A%E0%B8%A3%E0%B8%B1%E0%B8%9A%E0%B8%88%E0%B8%94%E0%B9%81%E0%B8%88%E0%B9%89%E0%B8%87%E0%B8%9C%E0%B8%A5%E0%B8%B4%E0%B8%95%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B8%99%E0%B8%B3%E0%B9%80%E0%B8%82%E0%B9%89%E0%B8%B2%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%20%E0%B8%9E.%E0%B8%A8.%202564.pdf
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/L2Announcement/%E0%B8%81%E0%B8%B3%E0%B8%AB%E0%B8%99%E0%B8%94%E0%B9%81%E0%B8%9A%E0%B8%9A%E0%B8%95%E0%B8%B2%E0%B8%A1%E0%B8%81%E0%B8%8E%E0%B8%81%E0%B8%A3%E0%B8%B0%E0%B8%97%E0%B8%A3%E0%B8%A7%E0%B8%87%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%82%E0%B8%AD%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%E0%B9%81%E0%B8%A5%E0%B8%B0%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%AD%E0%B8%AD%E0%B8%81%E0%B9%83%E0%B8%9A%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%E0%B8%82%E0%B8%B2%E0%B8%A2%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C.pdf
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/LawandRegulation/%E0%B8%81%E0%B8%A5%E0%B8%B8%E0%B9%88%E0%B8%A1%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%97%E0%B8%B5%E0%B9%88%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%9C%E0%B8%A5%E0%B8%B4%E0%B8%95%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%99%E0%B8%B3%E0%B9%80%E0%B8%82%E0%B9%89%E0%B8%B2%E0%B8%95%E0%B9%89%E0%B8%AD%E0%B8%87%E0%B9%84%E0%B8%94%E0%B9%89%E0%B8%A3%E0%B8%B1%E0%B8%9A%E0%B8%AD%E0%B8%99%E0%B8%B8%E0%B8%8D%E0%B8%B2%E0%B8%95%20%E0%B8%9E.%E0%B8%A8.2563.PDF
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/LawandRegulation/%E0%B8%81%E0%B8%A5%E0%B8%B8%E0%B9%88%E0%B8%A1%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%97%E0%B8%B5%E0%B9%88%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%9C%E0%B8%A5%E0%B8%B4%E0%B8%95%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%99%E0%B8%B3%E0%B9%80%E0%B8%82%E0%B9%89%E0%B8%B2%E0%B8%95%E0%B9%89%E0%B8%AD%E0%B8%87%E0%B9%81%E0%B8%88%E0%B9%89%E0%B8%87%E0%B8%A3%E0%B8%B2%E0%B8%A2%E0%B8%81%E0%B8%B2%E0%B8%A3%E0%B8%A5%E0%B8%B0%E0%B9%80%E0%B8%AD%E0%B8%B5%E0%B8%A2%E0%B8%94%20(%E0%B8%89%E0%B8%9A%E0%B8%B1%E0%B8%9A%E0%B8%97%E0%B8%B5%E0%B9%88%20%E0%B9%92)%20%E0%B8%9E.%E0%B8%A8.%202563.PDF
https://www.fda.moph.go.th/sites/Medical/PublishingImages/SitePages/LawandRegulation/%E0%B8%81%E0%B8%A5%E0%B8%B8%E0%B9%88%E0%B8%A1%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B9%80%E0%B8%84%E0%B8%A3%E0%B8%B7%E0%B9%88%E0%B8%AD%E0%B8%87%E0%B8%A1%E0%B8%B7%E0%B8%AD%E0%B9%81%E0%B8%9E%E0%B8%97%E0%B8%A2%E0%B9%8C%E0%B8%97%E0%B8%B5%E0%B9%88%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%9C%E0%B8%A5%E0%B8%B4%E0%B8%95%E0%B8%AB%E0%B8%A3%E0%B8%B7%E0%B8%AD%E0%B8%9C%E0%B8%B9%E0%B9%89%E0%B8%99%E0%B8%B3%E0%B9%80%E0%B8%82%E0%B9%89%E0%B8%B2%E0%B8%95%E0%B9%89%E0%B8%AD%E0%B8%87%E0%B8%88%E0%B8%94%E0%B9%81%E0%B8%88%E0%B9%89%E0%B8%87%20%E0%B8%9E.%E0%B8%A8.2563(29%20%E0%B8%98.%E0%B8%84.%202563).PDF
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B I ESDEEWHKRCREAIZMREIENBR  EEm-bEmE I BLUVIBREREMEZE (Food and Drug Administration
Act of 2009) JICTEHSNTHD. FDANEFEL TLVB,

T1UE> DERHERRIC T IAFIE

Em-EEm-{bhmmE (RA 3720: Food, Drug and Cosmetic Act (1963))
ARILE BEmMEFERBE (RA 9711: Food and Drug Administration Act of 2009)
{RfEA1TEES (Department of Health (DOH) Administrative Order 2018-0002)(C &V EFEEIZOEFREIEMERAIN TS

HBIPRE & Center for Device Regulation, Radiation Health and Research (FDA(IREAEREREIER)D T EPER)

R8I Seigas HHEIROINTOERKR L, tOE TIRFSFRIOBEICHINIDST FDANOE RN NE
BU. 1>ErOZHE (IVD)BIMEER m%ZEERS

Bes2 bk J{UES TEEIAZEEDIRFE 17> X (License to Operate: LTO)Z#F DEIA X ENINEDEBEEZIA— - DEMEIFRZIT.
; LTOZFDAOWebY A M5ERFELFFRI ZEUSL . BIADBRITHRRNRDHENS.

DA [EE#ESEEISECMDN(Certificate of Medical Device Notification)

2J52B, C, D: FDA Circular 2020-001-A %HEG—> EEHIFSEREECMDR (Certificate of Medical Device Registration)
EROIEMN J52B, C, D: FDA Circular 2020-001-A JFEZHRGE**—> EEEESIBANSIECMDN (Certificate of Medical Device Notification)
**(B0L, 2023FE3831HFTICCMDR%ZEREEI B¢

XFEOBR (AT, BRARHER. Bor. EAER. B —> EEiaR) 251> 4 sE CMDL(Certificate of Medical Device Listing)

HERONH Class A(Low Risk), B (Low to Moderate Risk), C(Moderate to High Risk), D(High Risk)® 4 ©%8%#FAL TS
ERFHH Class B, C, D CMDR: 7,575J4UE>/Y. Class A CMDN K UClass B, C, D CMDN: 3,0307/UE>RY

EEMAME CMDN(3#945H. CMDR(E#I9~ 1258

B*hHAR Class A CMDN $4&U Class B, C, D CMDR: 52, Class B, C, D CMDN: 2 £
GDPODER ::: {08

MSIcRI Y 3305 NIRGEDIHZE I AT ERRIRICSVTEANEROSNIEEZERDUA MIGD, B 1 RS DOMAsZ BUFHARHIL TS,
= RERROHBEIIRB (M8 2R E T IENTESN . EOMRIIAIRFGRCH I BMABN S AETREE T DLFFRHSNTOR,
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m ASEANNNEREOFF eI N SEERABOREMEN RiADHD.

® (FDA Advisory No. 2021-30848&U'FFDA CIRCULAR No. 2022-00840)

ERESRF IS OCAFIMER)

ER AR T R (C B ERER

J352B, C, D

FDA Circular 2021-001
B2, 27 rd

CMDNERGE
FHEF—-AlCLDER

EEPME #9458

s

V=mmr w408

%2023 3831 BETICRBIBE
X CMDNEFR]DE%&N35 A #l
FTICCMDR%ZEES
CMDREHEE
FHIF—AICLDEE
EEHR
¥9~12~8

=60
° ERABICEENDOLIHE. BEEEIRE IS,

3 B

CMDNER;E CMDRE;E
FMEF—-AlCLIER il F—AlCLDER

#9~12~8

* FHEIR ISO13485:R:EE . J1VES AN OB R (FF 7] - 525k - KGR RE)

° BiIRIIEFEERONT-BE

o HEERMIE. Rtk

o EXREHOFIVIVAN

o EMPBOUZN, BLUDHEEAE (COA) /EEFMEZFELZELT—5>—b

(MSDS)

o FMETAREE. FHMREROYN)—

° E’x“%ﬂﬁ%ﬁ TR TN EE

o FRIREHIREE . HRASNISCE

° HRT&EEEHE(Informatlon for Use: IFU)BLUIANIL

o YRIRXZAT NDIRES

° BEJ0-Fr— b REEEZEO

° BMHIBINESE

X _EERIERNBBIRCTHD., VAP HECIOTHRE IS LEEERS.
XERFEEMAERBIZIIANSNS.
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J1UE>(Philippines) /E&ER)E /HIE
thih D EFEaR (O SR E

B HAREAOREPER TSN TV RS ERKLE. BEEORFRUCEE AIEETHIN PHEERKISFORHICEIS

BHFORFXLIRFTEINTVBIS. SFENVETHD.
B FDAPEREZEDIRSEZEE(CIERFE S/ (License to Operate: LTO)Z3F D% TS,

J1UEVICERH T BIRDFS

JAIES TR EHERMERRCBITIME RV, BAEEG

HARER ORI ER T FERED EREISIRES (22 (LTO) ZBELATNERBAL,
fEAENnTLE ) 3RERLIC WA RER TS ER M P S BRI R TOEBE
o S Hls 22 A L6 Bureau of Customs (BoC)DsF=JN'CDRRHR ({R{E&
R EE AR ] HE OFEHAR) OHFEORICHE

MRS AR (Ot I DARTI (FFTRRSNTOLRLN, RO ZZHHE(C(IEBENNE
( )

o EEMIROVWTHETmEES LI HEFHROXF(FHR<. HSI—RDN0.9018H1590228 LU
9027. 9033(C%EEN 3,

o [EEHEERO—AYEN A BRI (E3%. Fe. BIEREBE (VAT) ¢ULT12%H5REN 5. BHILEIE
Bureau of Customs(BoC)HRE 9 2 mDiE (X UsRiEN 3.

o MNP ETHIMNHINDST, EEEESRIEZEREEZEE FOFryFA—ILARFIIRBERDBI
. BRERCSIF2FHiEEL T Z2REEZEERTIRICRIALRVEZE S HIEUEXIEH
EE7EEMIRIRGEIM X (LTO)EEB(ICEE#EEREFB] (CMDN/CMDR)EENE T @R DIR
(LRI 2w EN DD

. J
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® 17AR2020-001, FDA Circular 2020-001: Initial Implementation of Administrative Order No. 2018-0002
MIII. POLICIES AND GUIDELINES, c. &b, EEE#3EUZ5¢>J5E : CMDL(Certificate of Medical Device Listing)#*
RKDHB5NB.

1. 1TER$2020-001, “FDA Circular 2020-001: Initial Implementation of Administrative Order No. 2018-
0002"

2. 1THER$52018-0002, “Guidelines Governing the Issuance of an Authorization for a Medical Device based
on the ASEAN Harmonized Technical Requirements"

A3 (Research). BgFR:ER(Clinical Trial). B =(Exhibit). {& A{#F (Personal Use). &kt (Donation)

RO A5

QLR 2 b IS L TR SO RO R E S OB ESE ST BEADBA ML LIS A Compassionate

Special Permit (CSP)ERzEN' 3.
REEE. NifeNkLY-(FEOBMNZRL. IRFEEMTRVCEZBASE ., EEMISDUZAN =, J50R REEELSE). &
HECBVWTRITINERBREIRCEIZXEDIE —. MafEElss. RARREROIZS(CEERTONI- I GIERZERDFKRE

R TROSNHN
ROBEHN - FHSF

&M : 5107/UE>RY/CMDL

HARE @ $IREDS10E X BAIE

S )WEITUAR, ARA A HIN BB EICEENENICCMDLEMEBER B e EFRNNE
m{TKEr2020-0010U>%

“FDA Circular 2020-001: Initial Implementation of Administrative Order No. 2018-0002"

B iTH&$2018-0002MYU>% (Annex GEH8)
“Guidelines Governing the Issuance of an Authorization for a Medical Device based on the ASEAN Harmonized Technical
Requirements”

m Compassionate Special Permit (CSP)EREEOWMEER. BREDU>Y
‘“CENTER FOR DRUG REGULATION AND RESEARCH COMPASSIONATE SPECIAL PERMIT (CSP) APPLICATION”
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https://www.fda.gov.ph/wp-content/uploads/2020/01/FDA-CIRCULAR-NO.2020-001.pdf
https://dmas.doh.gov.ph:8083/Rest/GetFile?id=605689
https://www.fda.gov.ph/wp-content/uploads/2021/05/Compassionate-Special-Permit-CSP-Application.pdf
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B R CRETCHRIDTUN TESIERLRH 2/ I D.

B, EXEm. (CHmORHS,

https://lawphil.net/statutes/repacts/ral963/ra 3720 1963.html - :~:text=Republic Act

AR5E. FRi(C ZeM. i

'.:.&m i Eﬁ?/égéli No.,3720&text=AN ACT TO ENSURE THE,ENFORCE THE LAWS PERTAINING THERETO. Fnglen

mEBZERIDEE

J4)E>FDADFRHICBIET S

Fv/)\>7¢ GRERFR. O, : - ic-act-no- i

tse ) RERREEEN https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711/ English

EUIEER

7E7>MDDICEDEEME: Administrative Order No. 2018-002-Medical-Device-Registration-Requirement- update .
English

BROBREIZTESS  15Apr20.pdf 2

TE$2018-002(C34 53 _ ) ) i i :

RN HA RS https://www.fda.gov.ph/wp-content/uploads/2020/01/FDA-CIRCULAR-NO.2020-001.pdf English

1TE$52020-001(Cx19%

MBIXTRED D EREAEBF DR https://www.fda.gov.ph/wp-content/uploads/2021/01/FDA-Circular-No.2021-001-A.pdf = English

Tt RUEH

gﬁ’iﬁﬁﬁjmwﬁ@ https://www.fda.gov.ph/wp-content/uploads/2021/01/FDA-Circular-No.2021-002.pdf English

77O EZE I ER

HEER(CX I DUREEI(CRI T https://www.fda.gov.ph/wp-content/uploads/2021/11/FDA-Advisory-No.2021-3084.pdf English

2IEA

LTOZEOEESFIOADE https://www.fda.gov.ph/wp-content/uploads/2020/05/Administrative-Order-No.2020- Enalish

RIS 31T EES 0017.pdf .

g%ﬁﬁﬁ%ﬁ%@ﬁﬁa(zﬁaa‘éiﬁ https://www.fda.gov.ph/wp-content/uploads/2021/04/FDA-Circular-No.-2017-013.pdf English

ASEANICHUTEGRAHER |\ 1o,/ /www.fda.gov. ph/wp-content/uploads/2022/09/FDA-Circular-No.2022-008.pdf English

HERDEFFHESOMBEIE

(PR J7WF950- v - BT TR ST
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https://lawphil.net/statutes/repacts/ra1963/ra_3720_1963.html#:~:text=Republic%20Act%20No.,3720&text=AN%20ACT%20TO%20ENSURE%20THE,ENFORCE%20THE%20LAWS%20PERTAINING%20THERETO.
https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711/
https://www.fda.gov.ph/wp-content/uploads/2020/01/FDA-CIRCULAR-NO.2020-001.pdf
https://www.fda.gov.ph/wp-content/uploads/2021/01/FDA-Circular-No.2021-001-A.pdf
https://www.fda.gov.ph/wp-content/uploads/2021/01/FDA-Circular-No.2021-002.pdf
https://www.fda.gov.ph/wp-content/uploads/2021/11/FDA-Advisory-No.2021-3084.pdf
https://www.fda.gov.ph/wp-content/uploads/2020/05/Administrative-Order-No.2020-0017.pdf
https://www.fda.gov.ph/wp-content/uploads/2021/04/FDA-Circular-No.-2017-013.pdf
https://www.fda.gov.ph/wp-content/uploads/2022/09/FDA-Circular-No.2022-008.pdf
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m 202383H3Hd&DDecree 98/2021/ND-CPO—EB%ZeHIE I B2 E=IE AR BIDecree 07/2023/ND-CPABRGH K
$HBNB, X ARLIR— NTIIHETERICHERE TELRNBTERIRU TV A, SERITINIHARIA( D EOHEENINE,

N LD EFRARICTT SR HIHETE

ARLE Decree 98/2021/ND-CPXUDecree 07/2023/ND-CP
% 2023FE3A3HMITOEEM ISR RFIDecree 07/2023/ND-CPh'Decree 98/2021/ND-CP O—EB%tqIE.

MBIFRE & {Rf#4 (Ministry of Health)
BER ST OEE EEHIR TR - BR5E 9 BIz6(C(&. Circulation Number (75 XA~DOEEKSR). HLUDeclaration of Eligibility to Trade Medical

Devices (952ZB, C, DOEE#EI )N ELRS,
_ ® http://dmec.moh.gov.vn OFIECHEVMREANREZITI.
il TUERBECONE
S A (PIEOBRICRD)  ABOURN (IIKEE 1 2 EORSORMEETEE | TI=7Us), EE-RY LS RS0Y
; fiI) .
Devices
(CEV RN SXzT0MICEI2EHR (BE. MXFOFR (EmEHRE)  RERMS)  ERXRRFZSVERMSGOMIBA. TEZERIE
[EERDI AT AN BH 2L TVWBEZEAT X E
® Circulation Number(EEHZRDFF I ES )2 BUS I 2 EEHER DI IANEB(ICESDHSNIECTHEZITI.
® Circulation Number ORFE I TOVNINNERS,
Circulation EEHEROA—FT— (BS0OZRITHIHICEIEE) | EEEESROA—FT-—1SEEZ2Z AN LAERAOEA . SNEOEEEISA—
Number -0
RN ISEAFRIEEEZIE
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https://www.mda.gov.my/industry/medical-device-registration/general-medical-device.html#classA
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https://www.mda.gov.my/announcement/897-online-training-by-the-authority-good-distribution-practice-for-medical-devices-gdpmd.html
https://portal.mda.gov.my/industry/establishment-licence/how-to-apply-for-establishment-licence.html
https://portal.mda.gov.my/documents/guidance-documents/1852-31-conformity-assessment-for-medical-device-1/file.html
https://portal.mda.gov.my/documents/guidance-documents/1858-8-csdt-1/file.html
https://portal.mda.gov.my/industry/conformity-assessment-body-cab/status.html
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https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/fgwj/gzwj/gzwjylqx/20211104141907123.html
http://english.nmpa.gov.cn/2022-09/30/c_817421.htm
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[Medical Device Act (Chapter 1, Article 3)] (JIEBHEIEZDEZE(CDOVT,

[Regulations Governing the Classification of Medical Devices| (FEBE#EIDI A FEICDONT,

[Regulations Governing Issuance of Medical Device License, Listing and Annual Declaration | (IEZE#EDEIROR
#(CDWLT. [Medical Device Quality Management System Regulations | (FEIEZE (I RMEBEIRICOVWTHREL TS

FEENEPEMEY)EIEE (TFDA: Taiwan Food and Drug Administration)
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FAANIE1—4—: EE#ERF 0] 547> A (Medical Device Permit License), [EEIEER{DEESFT] 54 17> A (Medical Device Firm Permit License)
EEFMED&REZ®E: Good Manufacturing Practice (GMP). SMEIQEIEZE : Quality System Documentation (QSD)
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2) ERBESSFISItEUA
Medical Device Permit
License
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B, Regulations of Medical Device Good Distribution PracticelC&DiRTESN TS, {BUTFDANETE I 345D EBEHEERCPRTE
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+ [EEHEREIEEL Medical Device Act

+ EEHIROEIRICEAI2A] Regulations Governing the Classification of Medical Device

+ EEHERSIXCBII 2RI Regulation Governing Issuance of Medical Device License, Listing
and Annual Declaration

o EEAROEIERIEE#E(CRII B4R Medical Device Quality Management System Regulations
+ EEHEROEIERIBARE(CRIISHE Regulations of Medical Device Good Distribution Practice

({HPT)  https://www.tma.tw/meeting/meeting_info02.asp?/3597.html
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1. EEHEEIEE  “Medical Devices Act”

2. BEDEBEMKIRCBEIZRIE. @A DIL—JL “Approved manufacturing and import methods for specific medical

BE AR device projects”

3. REFEEHZRORE, M ABFEMHCEEISMH “Regulations on Application for Approved Manufacturing
and Import Methods of Specific Medical Device Projects”
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Approved manufacturing and import methods for specific medical device projects
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Regulations on Application for Approved Manufacturing and Import Methods of Specific Medical Device Projects
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https://law.moj.gov.tw/LawClass/LawAll.aspx?pcode=L0030119
https://www.fda.gov.tw/tc/siteListContent.aspx?sid=11636&id=36397
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Medical Device Act

Enforcement Rules of Medical Devices Act

Reqgulations Governing the Classification of Medical Devices

Requlations Governing Issuance of Medical Device License, Listing and Annual Declaration

Medical Device Quality Management System Requlations

Regulations of Medical Device Good Distribution Practice

Charging standards of Administrative Fees for Medical Devices

https://www.fda.gov.tw/TC/siteContent.aspx?sid=11626
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https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030106
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030121
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030120
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030128
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030116
https://law.moj.gov.tw/ENG/LawClass/LawAll.aspx?pcode=L0030115
https://law.moj.gov.tw/LawClass/LawAll.aspx?pcode=L0030123
https://www.fda.gov.tw/TC/siteContent.aspx?sid=11626

O3> 7(Russia)./ EEEHE,/HIE
B El (1/2)

B EEEEROFEL. 4ERFEERIIBNTHD. URIMEVEDNSClass I — 1T a = II b — III EB5TL\3,
B EEEEIROICHBVTIE. EREHROE. BEREEZOSTETITOULEN DD, BROT7YIIL—RRE, BENEUIBEICE
BEFHRIZITOLENDD BH. BoIFHs0ER . D19 NCHRTES,

u FEOBET. O 7ERICARRE., FE BRCGRENMFIET DEHIREN2L. SRR FORVIEEHD. o EERULSET
PEEMBRDT RN BMNECEEENECHEEPZOUVRAINIRR D1y b L EISEHIENIGESFORERICGERBIN TRV

Do  (FMIE hitp://base.garant.ru/70291692/ M35.a, 35.bSR)

EREER R LB ER FRE

4 I 25— e *EH
HxEs u EEIRE ﬁﬁfi(“ — B = ClassI  #US$ 700 (RUB 45,000 )
i ERSHCHRHE = Class 11 a #)US$1,000 (RUB 65,000)
s = ® Class 11 b #)US$1,330 (RUB 85,000)
(-FX ] ® Class III  #JUS$1,800 (RUB 115,000)
¢ O PR TORBRIBH) 3~1845
TIFRL, ISO170250RER mERE  #US$110 (RUB 7,000)
FORBATEREL TS,
dams B sacmwo SR HARA- B LM BER
=g N e SHEFOES By cerenEnusTs.
I & BREE" PR . MRS
213 = B : 300US$i2RE
2B EEE
ERERAE 5 HERTONIILEHERIRES
B O3 7:E0NI0) (RROMREZETE0) 6 SNUMJ, REBEHSK
V =B - - -
e 03 PEEOBREHIEE 7 SNETOHBAE
BRESE 8 [S013485M:P5EE

X2020FFRDIEIRTT
(PR TN S0IC AT IR R

52


http://base.garant.ru/70291692/

O3 7(Russia) /EEREE,/HIE
BT (2/2)

m EFEAARGH (CBI T 2 REPSROBEREIMF 2L T RY,

X2020FFRDIEIRTT

EEMER(CRIT 2R H] (&, [EEEEROERICDOVTIEWSIERMERINTVSA, 1]
KTEZHOXECHNINTHED, JBHT. PREFHELUZMSBAFOIEHECLD
THISHERD,

EERESOFRH (CRET 2 — AR REREIA(L Resolution of the Government of
the Russian Federation of December 27, 2012 N 1416 “On Approval of

the Rules for State Registration of Medical Devices” Z&Hg8,
(&88U>% http://base.garant.ru/70291692/)

2013ENST [EEMKZIOERETFARR OV T INEI TSNz, ﬁﬁ‘ﬁﬂ-ﬁ%@
—EZHE BRI, UehD T, 201 2FE LDEFICHRITINEEREEREIYINE
WMHENH BN, BARLANINUTEEVIAEN TULRUVZD, ﬁiﬁfd)ijﬁﬁb‘—ﬁb'&wb\

BB ZATACEATZARDERFRVNEESNTWVS, L. BB REHROTOt
ACBVT, mEEHEIIAEZROASNBEHHD, ISOREI PR E DR ZBEMI(C
}Etﬂ?étiﬁu%b‘Lﬁ(«.Béo

BEEE (LAIOGOST R) (R&HSNDFABIKISOFRMELLALILTHD, OS> 7 TlE
ISOMUSNEDFFERAAETNZENS),

B ESESZE (28> http://docs.cntd.ru/document/1200139386)

m EFEHEIRDOINIL SR, HHEENBIBIRICAVSRES

(288Y>% http://docs.cntd.ru/document/1200110953)

BT (&, ERASROMANBZHEL THD. EREISFORAI(CEVTEOSTOERN
EENMBBENDIERICHD,

(HFR) J7IVF950-S0> - BN T TR ST

53



057 (Russia) /E&REHE,/HIE
B A DEFRR(CXT T SR

B EBEEZR DI, BIREFCHU TEROFHRENVETHD . COFHRSFMAZERSROINLTWAE (EFEKSS
TULICERD) MTIRBENDSD.

ERHHEE DA

= -
BEiEE ri . -!_
= {IHMiEB20% > SeBioriFmbi* s
FES(FEAZIERICEROSNIEAZTIMTD
EREHIROHACHERSHE
1 IR-SPARAR m |
2  )\vEJuxbh ﬂl'
3 HORCHIBEERHE n
P — o AIHNEER O RR T SRE R D E RS
AL I - RELRBERR. XiR/BE K aEsR. BTV NmRE
5 EAHLRIIAE £88U>% http://pravo.gov.ru/proxy/ips/?docbody=&nd=102379576
*D) MBEAOREEREMLDE - @t . ﬁ?]ﬂﬁﬂlﬁﬁ‘ﬂb“;‘)‘?ﬁﬁ(1_0%)%%%@5@9?1%%%%
% _ggg@éé‘g : ol ﬁf%@ﬁ)‘ﬁﬁﬁ?—‘ Bl . BEERA-U. FMAIAFLE. 2%

SH8>4 http://pravo.gov.ru/proxy/ips/?docbody=8&nd=102124252

X 2020 FADIBFHRTT
(HBFF) 970795 -SvI8 - BTk &1t. JETRO

54


http://pravo.gov.ru/proxy/ips/?docbody=&nd=102379576
http://pravo.gov.ru/proxy/ips/?docbody=&nd=102124252

