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EZERA: RM 3,000
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ASEANRUhEIICH | BHLHIHE—E
ASEANG6HEE R EDEFHAFIRBIDLEB(3/3)

HEERGRIC

BIIERR

B AMDDADZEGLICLDHBERFERT(CSDT) DIRAICL S A ADMRNRKSN D, ERMAZDIFTADRAGE CLOT, TOMAIEP
SNERSNBESFICLDERDT - ANDB(H : BFEZCRHEY S6EaRIL)

B RESZFAOBERIONT, J5RADERHIFIS00001 TORARET LR TN 5.
1z, RETIRISO13485DREEBOADNCBIE LB CORFEE IR RS,

B OARPEOGS. EFEEGREIROPFELL (BHBEICREA(GELUEB ORI NKRDAN D) AR URIINERSR,
HNF1 IS eREBANUEGRULISE . AV RRIT . TAUES RN AEBASFEIORE). 91 TEIZHIFTA TSN EA B ERDERATF
eI DIVEN DD, TAANIE1-F—E3EDEEI D EZIRHEICT 2HEN DD,

Fle AV RRET D BEERCRIBA(IDYIT1 T2 OREICERMMIIENICAZREN G Dt BIBIFDIE_ERIRXIG, 1> RRITE
RFTUNU—FECOTAZANE 1 -5 - EOINERTRARREN B LD,

B KUR- MBI EBOEERRIEE R THD, BFENSEIRE COHMIERSIEICH I 2ESEMEBEZZRURITNERSR,
REORE. 75A1#HRE T IEER 602X, BERFEAOEE RRI1F. MEATICHIIBER(25A~). BIREIRITETOE
HAEHAR (1~245 B )2 BE I 2 REKR 18~ 195 ARREZ RIADRENHD.

Flz. BERICHEARROVELR D, HFROBRPEZE0L. RIETH2EOIEZEE T 20N I THD.

%202 1F(CHCARAICLZHFLOIREE T DA 1T ANFE TSN I8, FMEBD BRI DR BRI 2 & FE SR 53RN h'o e,

SUAMR—IVHSAZ 1 BIE OEHHEIACEER. FIRsHBIREZFITI 2. EHEERIRITEINI D ERAOFRERZTH S,

1Y RRE P IJIEWFIR(CEE T 2F v RE—EIDFH. BEHREREVNHFEEROTHREZ LITSIET3IrARE TOEREDIEETHD.

B ASEAN6AEICOVTIE, HFFEFRDFAENREE (SN EIRERAE (FECLDIRMEE ISH W E ) TH3Tzs, BFEEZ 1 RIS T #BHE
B EREEZ REF(CAN FREEERZ I RN (SEDHZENTIRE THD. Fo. EEHBINRVIHEFE FTICEUSL THCETRFTHED DMt
[L3ENTES. Feo ANFLAZBREEARY IR I 7EERIKI L TCERNIWALRO TV,

B hETF20224F 6 H1BLUREE. £TOISAIHEERFUDI(HEZEERHR F) SN bl L85, ASEANICBVTE, S2HR—ILA20224605
FFED) (AR (EEIIMAT > b BBRZAMIA A LR, BRIL>X)LODUDINMEASNTHED, tOASEANIIERESIEREA TS THBI,

B A(YRRIT, 51, RFLATREBESEROFEMNTERVD . EEREAZZEZDHECE. BEFRBEBNIVELRD,
X AGR | EIRBEROEENEANEZEE I FHsziEd
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ASEANKRUAE, REICHITHREIIGH—ES
ASEANGHEEAE., hEICHIFE' 09 5 AEEKIEDFF

ASEAN (¥ YHR=I. IL=2F AV RRST, TAVEY AN AL 91) BLTAB. hE

T055 MRS B RS IR B Ras L TR AN TS,
o (BL. RN AOHBEEBENLL TORLN(20244 1 BIFE)
J0JSLEE
IR ORI 045 L ERER T B EE . EAEDI5 A 4B ASEAN I E F3EECEELILTLS.
FRLB R AR S CRAD . S B SSE FHEICEES BB Con D,

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:
1) Software embedded in Medical Device, 2) Standalone software, 3) Standalone mobile applications, 4) Web-
based Software.

J0J5LER )

oy (EEER)

22020 B) TN (3. HSDBEFMINGE, KB, I FENBEEIEREFZNRTOTAORARE. &, 2. T2 BBEFLEEEERREDE
EENCERENTE ‘J?I\'DITD‘ ihéo
VIRII7ORA: 1) EBEEERABHIAFNIZYINIIY, 2)ZA>R7OYIRNITT . 3) A2 RPOVENAIVYIRNITT . 4)I1TR—-R
VIho1y

%> > HmR—JLMRegulatory Guidelines for Software Medical Devices - A Life Cycle Approach(Revision 3 March
2024)&0, EEPERSHEEZEORTZSROIE,

1. MOEFESROEE. FIEHEEZS5Z2YINITIT | EREEEYI N1 72 ENRIERBRICEIDRE

2. A9 R7O2YIRNITT @ VI NI 7EARDERBRICLDIRTE
IS5A73H
XAHYR7O> VI NIIT (FREBNERIER THD. Z<DRY> R7O>YINITIT(3I5ABERIFCEDFEEN, BEFREN TS,
(ASEANI:E"#"A%%E}E (AMDD) ®JL—JLO(i). JL—=IL10(i)&D
X BB TRZA0OTOTILEREEEREI5Z 2 HEORE TEHRINTHN, FETIIISR2ELE3(CHEEEINTUVS.
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ASEANKRUAE, REICHITHREIIGH—ES
ASEANGHEEAE., hEICHIFE' 09 5 AEEKIEDFF

£E., EREEIERINTOIILEFEEZOEHRER T IEC 62304:2006 A1:2015(JIS T2304:2017(C4H%): Medical device

software — Software life cycle processes (JIS T 2304 EEHEERVINITIT — YINIIT 54 THA I TOCR)ADBESHENEEHFULE

B3, IEC62304L(FVINITITDIATHAIINCERZESE, 1SO0134858LUS01497 1DEZRZHIDIAH UZRIIATAT N, BENRIAI IR
C=R S TN YINIIT ISP DHEDRICLEN TR UNADBEESZ R I RS THhd.

Fe. FFRIEEE. VIRNIIT 07y T 7— NEILLBEERBOBENEE THd. VINIITOEENZ 2. B EZEIZNEONMNEE

FREAESOHICREZ 5 X3, 12U, BIEROEAICEO T, X1 TR\ JEIEEEEERFEDMRERD DI EEEN DD, FIEIEERRF RGN

WHETHD.

ASEANADEREE(CH VW TEERFHMIIZR 51 I B PR(ICIIIMDRFOERAR A ZEHESE LT BENEFLL,

u %l0)$ BCHBVTIF YINIITICRHET 2EBRANELUTIEC623040REE (X (FAFOERFIRZBILINE ) 2iRH T2 ENDD.
BETREFDAOYINIIPXXEDH A2 A2 SHRL TSIz, BINBEIROREARDSN TS,
u EPI(:.&BD‘%TEI’? 7AEJ§#§%§E(1GB/T 25000.51-20160FERZmc I ENHD . REEAOHERPTCTGRERZRME I DR ENDD. (G
#ED FEOBHHERIREZE CTORHIAIHE
S0 B VIRV EHAO—EBEL TREOE N BEIERZIDIRG ST, BN IBIRRECRE I 2ERSBIRLBIIIVENDD.
(1)
XEEREEPZEOFHE MBI THD, VINIITDISADFEPERBNEFCLNERSNIXEFRDD.
XA ATRIOTS AEFEROERMEER S IR SN TORVHERBERIARE(2024F 1 AIRTE). BU. [LEZTIHBAICIERERE IR
ESMVETHIR. TENRELRS,

-Essential Principles for safety and performance of medical devices EEHIRNT M. HEEICHITIEARNEREIR
-Labelling requirements SARUSAHER
-Software versioning and traceability VJNJI7OR ({->3>) B, NL—HBEUFT¢
-Software verification and validation YJNJI7AREE. 224D
=2Ege syl - Clinical evidence BRER EOBRIETET >R
ZE3794— -Risk management UAIIYAZI AT~
-Supporting documents for cybersecurity H//\—tF1UF4/(CHFTBXE

RELUONE LSO BREARETHBERY (FEEHFBCRETINEFERETHIINAOEERME) . BU. SNVSIRMEE SN BER
B@éo
B CEmEBI AT LI I ZF 0] (QSDEF]) HMhEELRBN MOETIFISO134850D58 I ZHAEELL TERATES,
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ASEANKRU&E., PEICHITFHBIEHE—E
ASEANGHELEE, REICHFFI' 095 AERHIZDHE
ASEAN (3 YHR=). V=3P, A RRIT, TAVEY, AN AL 51) BLVEE, FE
SUNR- I TIAESREH ERHESORRNTES o, SR, AR, BREH TS LERMER OISR SERERENTTRE TH S,

<WRFFFE>
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. BRUEWIL=ILRAF-D0—-FRZ2 A1,
| Starts With |

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

E_’ﬁuiﬁﬁ@‘lj |"?I XNFTNTVRIER | T/\A AR IR, IJSADFE(SVAR-) . BEES. T&H. J70 M —F—. SUAR- LIRS
éﬁg;fffgf) ECERINTVEES I8

Search Criteria

Device Proprietary/Brand Name Contains "software"

Search Results

<KRFRSEHI>
“Device Proprietary/Brand Name”
N"software”t AUTBRICRRENDETRH
HYITRITT7DYA

a51840E D, 2024F1A31HIRTT)

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 EEEROEL - ARGE(C. EREaRBESET (IDAK) P, EFasBRmSI X (Izin Edar) BRENMBELRD.
1> R3S 7 D ERBKERCX T DI BIEIE

[EEHEES. A9 2N EEtaR R E 2R B OTEF o] (CRA 9 2R EXEARTENO. 62/2017 1BLU
[Implementation of Risk-Based Licensing {#{EAEREPemenkes No. 14 Tahun 2021 J(C&D. EE#EENERINTLD

FREIPRE 4K #1224 (Ministry of Health)

BERFE OIS Rtz A - BR5TI BT, AR I —ARRmMOBACKERMAS YR (API)  B—F%EES (NIB) PEEERES (NIK)
: T EREaEEEFE] (IDAK) & ERESRMEBRmS 12X (Izin Edar) ZESIRENDD

BREEBE DI M DREBICEREIREEZITD. BHFEEY>Y hitps://oss.qo.id/

BREASRHEIA T OESD ¢
EL U U EES ol o SBEFT 2BV UISEA THAIL ® 7I9—H—ERCHHIL T DIbOERMERZH IS HDWNIMBOEH
Et_ﬁsjﬁg)gﬁﬂg * JIA4 LD EEE (Penanggung Jawab Teknis)h'\\32& dEELTLWB L
T NIV (FDESRRORIRHI#EEL. CDAKBN —— JE T & RIES5E) * BB RABFIE (Cara Distribusi Alat Kesehatan yang
\Eamb3 o EREFTPARBECEUMS. MEraIE Baik : CDAKB) ZESFLTL\BIL
BEmmBE»dW\&E *‘é‘CBJ:L\b‘ BEOSEEIRIE2EROESEZE
WafEEL T\ IE

ERKaR A IDAK(IHIPAK)FFaIHUSRIC, HiA - lRcRmOMBEREITS. FREIUTOVWINADEENMTS :

LT RADT SN o ol RIS T L DA ARIEEICIS R AN, HBRVIELETHRENS @ BAREA Y RRSTEN THAHTIC-EXHIE TS DR ST
(Izin Edar) OEEREE T3, IDAKEBL TR ExBLTVA%

J352A, B, C, DOADFEZRALTVS
J5ZA: 1,500,000/LE7. 95ZABKRUC: 3,000,000)LE7. J35XD: 5,000,000/LE7

* J5AAF15E%H. 75ABRUCIF30EZH. 75ADF45E%#HTR T
* BEMSE 1 B0, 2[EHOEFEEFLI0EXHET) T

BRhHARR TOBEF ] S ROBEMNIARERIE2ENSRERSE
A MOJA D UIEER O FHURFEZITD. Registrasi Alat Kesehatan (kemkes.go.id)
GDPDE:R Bbh, Pemenkes No. 14 Tahun 2021 Implementation of Risk-Based Licensinglc&DFREIN TS,
Healthcare and Social Security Agencylc&DIAED_ERNROSNIZEE EEZZN DD (Bl : XK. 1HIEEFRE)

(R J7WF90- S IDBIN TS T 17



https://regalkes.kemkes.go.id/
https://oss.go.id/

1> R%*>7(Indonesia) /EEEHE,/HIE
BT ERICXIT IS (2/2)

m EEHESSTBRMI R (Izin Edar) HUSORDICE. RIEBEANOERBENMVELLS.

B SHRETOEEREE2018FDOARHICHE TRIE(CFEHEIN.

ERgERERASIEYA (Izin Edar) BEJ'OEA

REEICA 51
T

FHEF—-LlCLFEER

EEHAR )
HSAA 15H, 75XB/C 30H FhFRERES
732D  45H Y

X 1EHOEETERITHOESEHD ¢

(b BoIEEDF)
BINF—-Y0RHGS
HRAICIRH TERVEE

BREFIA(ON T DEIZHAR
J52AA, B, C: 10H
J35AD: 15BLAICHIZ TRL

(RMEN BOIIZEDH)

FHEF—AlckD
2EHOEE

AAPRAICIRE TERWVB S,

ZEIBDEEHIR FRARABEOBL I BEN CERNIBE

J35AA/B/C/D 10BMA

R E
HEZADSE

B AIHES OS5

° ERABCEENDOLIHE. EEEEIRE TS,
* BB AVRRITERICHIBVI_YIRBEBNEFORAKOEA L, _EELFREERE,
° EEHFFELZ THDEEHOMELOEENINSIHEEHS.

EESRTERMITEOA(1zin Edar)BiEICBERER

° REEOREENFEITULEBRIRGEERE
¢ BEIDAKEFFaIOIE~

* HETHSERESGOE REERENTHERIEESHDV\EHET(AMEL-
H—ELTOEMAIRDIE— (BETARTEE DA > KRS 7 A EEET DA

WHE)
° IJEIFATYRI—(FARIVTZ3>, BRFERE. INVICRRENZHA. B
&)

* BEBEIATLDRIE

° BEEEE

° RIERARHERIRE S

o FNZMAREDISS. DIEROT 5%

o ZRYIPFEARREDYZ b

° YRI5

° B ANRYY

o SN hA0Y (BeEhikss) . BURGHBAE (1~ RRS 758, ®EB). N
ARSIV =D D5 EA

° YNESOER

X _EEEFRERAITT.

X COED BIDSOBAMDIBE . HXOEFRESENRISE TRUTRIBLTVSS
CRFEBATZEL. HR(ICLITEMPRECRIIZEM, REDIRENMNETHS.

(HFR) 97V Fv5-SeI> - BN T1 T ST 18



1> R%*>7(Indonesia) /EEEHE,/HIE
s DEEMRR (O SR

B REKRKEFBINO.62/2017. 5848%Tld. KEDFFRIFAER, HOEBEEI I ZEH A Tl DLMEHT B LETERLE
FELTWS,

R ER AR DA

2011128298 MIIEREKXEMAIN0.118/2018, N0.76/2019K% T

No.37/2020 & A A OHARHITONT 4 AR
No.62/2017
ERDEFRETERSINDIYIARR. 7ILITHR. RN—58R. DOXEREERUIESENZEND ABEOR R ARBCREOERMESRZ

A ERNTHER. SLPmBESE3ILET
S0

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

CAVRRSTRFNEER (BAPETEN) LDIFBREEUSS3TE6HBMIBNTLS . Ju —
x FIAERE20206FCEREMTON, BERBENBD, SEETRIUETHS E ¥ -
. - "'.".',__. u e
XIOF/SFIVICED, MBSO A TIFRBO— NI A ZRHI20204£6F 308 TA% ' her ;|
o= FE

BT EROTLS
s .'-‘.-'I-I: - '

RER VIS T123Z2 T H3VWRINZ1T7IFv I 2 ECHHERKEREIE T A B
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)ZFIA T AL TRERDEBRIEESZA > RS TABIH T BENTED,
Iz SASLIAN T I EFEEZR ST o] 2 BUS 3 2EI TH > RS VIR HEHER AT (CB VWV TGRER DR HSN B R E IR E B R D
HERY D TIEIADTRDSNTUVBN, TAAR-TTINDIN>D, A R=4A TTF> HED. HIVEREICRESIN S,

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

1. Donation
BAFOARRT0Y S5 AR, RR L EZBMNELE{T

SASDEM

2. Non-Donation
Donation OB THN, EEb, BFEEERIDI A HFRHFE. 5. NU—JPRREEENETZH0

FIAE (R, FEE, EREN, BRUHR. BURSHIBSOEARBE). BER. 1R1Z. AWB/B/L,
JOUES U N, BEOMBADIER . RRH50Y . IFRFSENOSSE, GMP/ISO13485:F 8(T13). BEE ORI
SASEAT key5 N IREEERE
BFREMWBEN 15

L &F : 1,000,000/LE7
FIEHARS : MSEEE
SASTEIEARS : SASFEITHS353

mREEMRE] No 51/20140U>%
RANCANGAN (kemkes.go.id)

m{REEAFEEA] No.7/20200U>%
Permenkes No. 7 Tahun 2020 (bpk.go.id)

(PR 77950 - BN T 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/Details/143145/permenkes-no-7-tahun-2020

1> R+ 7(Indonesia) / [EEEE,/ FIE
ERiEISRERICEAITHISEULY

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

ERes, oz AERE  Requlation of the Minister of Health of the Republic of Indonesia Number 62 of 2017 on English
22 FKEASRBORRS(1>  Product License Of Medical Devices, In Vitro Diagnostic Medical Devices and Household
AICEET 2Rl Health Products

EEesmEEESTCET PMK No 14.pdf (kemkes.go.id) Indonesia
Yl

Alur Seralkes 10092019 full (kemkes.go.id) Indonesia
B T GE el ==
HAR 117 (kemkes.go.id)
EE#ZSGDPEZDOEREFIIE https://drive.google.com/file/d/1vfTLHxyof02VsQ9crFZRs 4GEStYHtTt/view Indonesia
(CEE9RHA49>R
Efiddr. A2 WAERB  Guidelines for Technical Guidance of Medical Device Licensing Indonesia -
g5 REMAZEEOREICET English
2H14RIv

ERiaR. AZWBEREE  Guidelines Export And Import Provisions Medical Device, Diagnostics In Vitro and Health Indonesia
g5 REMSFBEOELACB  Supplies Household

9304 RIv

EFRERERTOISACET  Permenkes No. 28 Tahun 2014 (bpk.qo.id) Indonesia
eyl

RRRIRR IO S LAOEAY — Permenkes No. 52 Tahun 2016 (bpk.go.id) Indonesia
EXEF(CRIT 2R

(PR J7WF950- v - BT TR ST


http://regalkes.kemkes.go.id/informasi_alkes/Regulasi%20Lisensi%20Produk.pdf
http://regalkes.kemkes.go.id/informasi_alkes/Regulasi%20Lisensi%20Produk.pdf
http://regalkes.kemkes.go.id/informasi_alkes/Regulasi%20Lisensi%20Produk.pdf
https://regalkes.kemkes.go.id/informasi_alkes/PMK_No_14.pdf
https://sertifikasialkes.kemkes.go.id/index.php/home/fileDownload/BERITA_FILE.pdf/68
https://sertifikasialkes.kemkes.go.id/index.php/home/fileDownload/BERITA_FILE.pdf/117
https://drive.google.com/file/d/1vfTLHxyof02VsQ9crFZRs_4GEStYHtTt/view
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
http://regalkes.kemkes.go.id/informasi_alkes/Pedoman%20Ekspor%20Impor.pdf
https://peraturan.bpk.go.id/Details/117565/permenkes-no-28-tahun-2014
https://peraturan.bpk.go.id/Details/114070/permenkes-no-52-tahun-2016

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

|
N

SUAMR=INDEBEEIIORIA - BR5c(C (3. FEERFIZT (HSA: Health Sciences Authority)DEFe]iMEER S,
S HR— IO EREIFCONTSHREIE

RHLE

fEERIEER A (Health Products Act 2007) RRUMERVEZR (&R 2R )AR$ (Health Products (Medical Devices)2010) (c&D. Bz
MElTNTL,

MBIFTEEA

BEEREIZ T (Health Sciences Authority) XBUF. [Z/E] https://www.hsa.gov.sa/medical-devices

WERFFRIDIERR

EEE 8BS - B A - BRFE I BIe(C (3. BRFEEE S A(Kk Dealer’s License)#EUS I 2mENHD. LU T D 3 1&EENHS
1)EAE 1> A(Importer’s License) - - - EEHLEI OB AT AICHT I 355 0]
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https://medical.fda.moph.go.th/media.php?id=532726981893169152&name=MDLAW0301.PDF
https://medical.fda.moph.go.th/media.php?id=532726981893169152&name=MDLAW0301.PDF
https://medical.fda.moph.go.th/media.php?id=532726982639755264&name=MDLAW0303.PDF
https://medical.fda.moph.go.th/media.php?id=532726982639755264&name=MDLAW0303.PDF
https://medical.fda.moph.go.th/media.php?id=532726982451011584&name=MDLAW0304.PDF
https://medical.fda.moph.go.th/media.php?id=532726982451011584&name=MDLAW0304.PDF

J4VE>(Philippines) / [EREEE /HIE
B R (OIS (1/2)

B I ESDEEWHKRCREAIZMREIENBR  EEm-biEmE I BLUBREREMEZE (Food and Drug Administration

Act of 2009) JICTEHSNTHD. FDANEEEL TLVB,
T1VEY D EBEHIFCHTIHRFIEE

Em-EEmR-{bitmiE (RA 3720: Food, Drug and Cosmetic Act (1963))
AR E BEmERERBE (RA 9711: Food and Drug Administration Act of 2009)
{RfEA1TEES (Department of Health (DOH) Administrative Order 2018-0002)(C &V EFE EIZOEFREIEMERAIN TS

REIPAE & Center for Device Regulation, Radiation Health and Research (FDA(IRERAEREREIER)D TEPHER)

BRI ER SHEROINTOERKRL. tMOETIRGEFEIOBECHINMST . FDANDEIRNNE

Bs2 bk J4VE> TIIEMAZEEDIRFE 172X (License to Operate: LTO)ZiF DA ZEENNE DEBILIIA—H— DR EEIFZITI.
; LTO(EFDADOWebY 1 MSERFELEFRIZEUS L. B A DBRTIRTRARDHSNS.

DSZA ;.  [EEESEEISECMDN(Certificate of Medical Device Notification)

2J52AB, C, D: FDA Circular 2020-001-A &G —> EEHEEFSERIECMDR (Certificate of Medical Device Registration)

SROEHR 2J52B, C, D: FDA Circular 2020-001-A 3EZ=HGE**—> EEMEZSEXIGECMDN(Certificate of Medical Device Notification)
**BU. 2024F4H 1HLABF(ECMDREFEDHBIEE

XHFEDOBM (7T, EREREKER. BIR. EAER. Fht) —> EREHEERUZT 1> SECMDL(Certificate of Medical Device Listing)

HERODOM Class A(Low Risk), B (Low to Moderate Risk), C(Moderate to High Risk), D(High Risk)®D 4 53%8% LT3

SRFHH Class A CMDN, Class B, C, D CMDR: 7,575J4JE>~R_YK&UClass B, C, D CMDN: 3,0307/UE>RY

BHENRE CMDN(3#92-6 #H. CMDR(3#)9~125H

BhHAR Class A CMDN &4&U Class B, C, D CMDR: 54, Class B, C, D CMDN: 2 £

GDPOER ::{ON

HEHEEO L, X—)UICTRVWEDENE]EE, cdrrhr.rd@fda.gov.ph

NIRFROZE AN EEERRCSVWTERANZROSNIEEEIIZOUA MG, EEiEEs 1 R hOM&Z BT NREIL TS,
https://naro.law.upd.edu.ph/wp-content/uploads/2022/11/DOH a02021-0038.pdf

fii+&ICBE I B!
RERBROSBEIIRE (82 E I DTENTESN EDMARIAILRFCH I BHMAENSKETELE T DTLFERHSN TR,

(P IT7INTv0 29I -IYNT1 IR
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mailto:cdrrhr.lrd@fda.gov.ph
https://naro.law.upd.edu.ph/wp-content/uploads/2022/11/DOH_ao2021-0038.pdf

J4VE>(Philippines) / [EREEE /HIE
EEE R (O ITBRE (2/2)

ASEANNNEEEOFF eI NI ITBEREAB OEMHEN RiAH S,

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

ERESRF IS OCAFIMER)

ER AR ST oI HER(C B EREMR

J32B, C, D

FDA Circular 2020-001-A
5741, 7 rd

CMDNERGE
FHEF—-AlCLDER

EEHME #9458

s

V=mmr w408

X CMDNEFA]DEZN64 BR1E Tl
CMDR%ZEIZE

® J52B, C, D(&, 20244 10H 1HLABF(ECMDRO A EJHE,
°* ZFRASICEBNOORE. BEEEZIRH TS,

° FEEOEFEKIRITOIE. ARFEENTRVARE. ERIRER. B, SH05BE

(CIEBEAEINEV,

°» EEHHGFEZTHD. FEEICIHOTEEIRIERRLS. Fe. F{EFRICHU

—AREIC(E 2 ~ 3 A OEIZFHARNREIN S,

(R 970797 -Sv > - BT TS

3 B

CMDNEHIEH CMDRH5R
FHEF—AlCLDER FHhF—AlCLDEE

#9~12~8

° BEESE
o FEYR. ISO13485:R5EE . T1VE LIS OBEREE (BT - 525 - AGRRE)
° BRI IEFEMEONT-EE

o HEIRPIE. Rk

o EXREHOFIVIUAL

o [FEMBIOUZN, BLUBHEEAE (COA) /MEEMEZELZET 53—k

(MSDS)

o FRETARAE. FHMREROYN)—

o ENETARAE. ZHMHER TIRAINIGRHRRSESE

o BRPRETMRES. FRASNISKR

° HEREREAZE (Information for Use: IFU)BLUSAIL

o YZIIXZAY NDOIRES

o BiEJ0-Fv—b BEEEZSD

° BYHIRIOEEE

X _ERRFRRNAEBRTHD., V5ADFRCIHOTRE IZEMFIERS,
XEFEERERENIZIFANSNS,

AT 52018-0002 AnnexICCEEMMEER RTAE
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https://www.fda.gov.ph/wp-content/uploads/2021/05/Administrative-Order-No.-2018-002.pdf

J1UE>(Philippines) /E&ER)E /HIE
thih D EFEaR (O SR E

B HAREAOREPER TSN TV RS ERKLE. BEEORFRUCEE AIEETHIN PHEERKISFORHICEIS

BHFORKXLIRFTEINTVBID. SEFENVE THD.
B FDAPEREZEDIRSEZEE(CIERFE 11X (License to Operate: LTO)Z3F D% TS,

J1UEVICERH T BIRDFS

J4UESTIEFHR S EEMEER(CBI T 2RH BV, BAE S

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

MRS RS O I BRI (FFTHERINTORULNY, REROHIHIZZHFHE(CIEBRN N E

(o EEHSIOOVTHEF REES LT HEFROXB (G, HSI—RDON0.9018/1390228 LU |
9027. 9033(C%EEN 3,

o EEHEBRD—AGIMARHER(E3%. . BIERAETE (VAT) £LT12%HEREND, BEHIEREHE
Bureau of Customs(BoC)HRE 3 2 DB (X LRI SN 2.

o SIMHFETHIMNININST | EEHKIRIEZEREESZSER FOFryvFA—ILARGIXRMERDIH.
BARERICHIIDFHRSELT. Z2REBSEERGTIMCGZEURVCEZE SHEUGKIEHESZ
EEMERIRTE 1 T A(LTO) LS (CEE#EZREF 7] (CMDN/CMDR)EENHE T IBREADMRICIRE T

DHEN DD,
XPFDA (3. Btz Tr—Ly>193FEEAICERSTA] (LTO) OEHSZERFHMIFSILT, YIr—Ey
S atEs OB ZFIn T 5. BhERBIDRRINDIRIAH THD. )

(HFr) J7W595- 20> - I2BI T4 IR S1t. JETRO
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J4VE>(Philippines) / EREEE /HIE
KREXEBRMIRDHA (CESYT 5

® 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)#*
RdHSN B,

1. 1TEr$32020-001, “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). BgRR:ER(Clinical Trial). B =(Exhibit). {8 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'$ .

HEEE. AL (BEOBNETL. BSEN TRV AR, RS OUR N 28, J5 k. BEsEs ) &
B E BN TRATEN - R BRI 3T B O —. AN, BRI DIS A C(BARTO N — LGRS B S 0FARE
%

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)ER:EOWMEER. BREDU>Y
‘“CENTER FOR DRUG REGULATION AND RESEARCH COMPASSIONATE SPECIAL PERMIT (CSP) APPLICATION”

(HFF) I7LT90-Sv)0 - DI T IR 33



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://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

J1UE>(Philippines) /E&ER)E /HIE
EEHaRERICEAITHISEULY

B R CRETCHRIDTUN TESIERLRH 2/ I D.

B, EXEm. (CHmORHS,

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

AR5E. i ZRM. i
AR, BIBY I BT No.,3720&text=AN ACT TO ENSURE THE,ENFORCE THE LAWS PERTAINING THERETO. ErigliEhn
mEBZERIDEE

J4E>FDADHIICEEET S

Fv/)\>7¢ GRERFR. O, : - ic-act-no- i
se i) BERREE BN https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711/ English
EUISERE

77 OMDDICEDEFE#ME: https://www.fda.gov.ph/wp-content/uploads/2021/05/Administrative-Order-No.-2018- Enalish
BROBRCETHTHGD  002.0df 9
1TEE$2018-002(C31 93 _ ) ) ) ) :
RN HA RS https://www.fda.gov.ph/wp-content/uploads/2020/01/FDA-CIRCULAR-NO.2020-001.pdf English
1TREr$2020-001(Cx493

AMBIXTRED D EEAEER DR https://www.fda.gov.ph/wp-content/uploads/2021/01/FDA-Circular-No.2021-001-A.pdf = English
b, RUEH

gﬁ’iﬁ[‘ﬁm’ﬁ“ﬁ@ https://www.fda.gov.ph/wp-content/uploads/2021/01/FDA-Circular-No.2021-002.pdf English
77> ORI AT 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

LTOZEUEESFIOADE https://www.fda.gov.ph/wp-content/uploads/2020/05/Administrative-Order-No.2020- Enalish
RICEHT (TR D 0017.pdf 9
DEIRMROBRIETSE  yt1ps://www.fda.gov.ph/wp-content/uploads/2021/04/FDA-Circular-No.-2017-013.pdf  English
ASEANIBUICREBFHER  |1i)s: //www.fda.gov.ph/wp-content/uploads/2022/09/FDA-Circular-No.2022-008.pdf ~ English

HERDEFFHESOMBEIE

(PR J7WF950- v - BT TR ST

34


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://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/2021/05/Administrative-Order-No.-2018-002.pdf
https://www.fda.gov.ph/wp-content/uploads/2021/05/Administrative-Order-No.-2018-002.pdf
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/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

ARFA (Vietnam) / ERBGE / $IE
ERHARICOTTIRE (1/2)

m 202383H3Hd&EDDecree 98/2021/ND-CPO—EB%ZeHIE I B2 E=IEiAR B Decree 07/2023/ND-CPALXGH K

H5N D,

N LD EFRARICTT SR HIHETE

MBIPRE X5
WERFFIDER

Declaration of
Eligibility to
Trade Medical
Devices
(V52AB, C, D)

Circulation
Number

WARDDME
EHRFUN

HEME

BHAR

GDPODER

Decree 98/2021/ND-CPXUDecree 07/2023/ND-CP
%2023FE3A3HMITOEEMI T EIEMFIDecree 07/2023/ND-CPh'Decree 98/2021/ND-CP O—EB%E,

1Rf24 (Ministry of Health)

Bz EA - lR5E I BIzoh(C(E. Circulation Number (75 AA~DDEEHEZS ). HLUDeclaration of Eligibility to Trade Medical
Devices (932B, C, DOEE#Z)NNELRD.

® http://dmec.moh.gov.vn OFIECHREMRERANEBEZZITI,

o FRERFBIELZONT

-BEEZE (FTEOHRINCED) . ABOURN (WDEKED 1 BULEOKRFOFAEBIDZE : IOSZ7U) | EER-FZ ALZIFEERFDF
fiI)  BEZITOMRICEAIDIRIR (BE. BnXFOFE (EMFHRE) FREFMMSE)  EERFZSOERESIOMIA . TEZER
IRIREEEDIAT MW BHZEIZLTWBEZIBAT R E

® Circulation Number(EEHERDF A& S ) 2BUS I 2 EEMERDIIANEE(CESHSNILFEICTHREZITI.
® Circulation Number OFRFE I TFOVTNNERD,
EEEZROA—F— (BSOZRITHIHBICRIBSIE?E) | BEMEESOA—FT-NSEREZZIITAN LERDEAN. SNEDEERZS A —
F—ORMLWEAFEEEZZIE
% Circulation NumberD{RIF&E(CR2&E(E http://dmec.moh.gov.vn OFNEICHREMREEBEANASSA TN NelER T INENHD.

J352AA, B, C, DOADFEZRAL TV

75AA:1,000,000R>, J35AB:3,000,000r>, 75ZACHLUD:6,000,000R>

® J52ZA. B : BlEF
® J52C. D : 60~90E%H. {BUFast Approval BB TE10E 2R, IR, TOJ S AEBEHEES IFRHI T REBOTLRL,

HABRAL

U

U

CeEeger P e B R OEE S . TEICRAUTIE. Decree 98/2021/ND-CPO—EB%t{IEI%Decree 07/2023/ND-CPOREATICLD. B AZF

A](Import Permit) TIER<EBSEIRE (Foreign Trade Management) OEBE(CENOIZ,

(PR J7WF950- v - BT TR ST
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http://dmec.moh.gov.vn/
http://dmec.moh.gov.vn/

ANMFL (Vietham) /EREELE/FIE
BT ERICXIT IS (2/2)

m Decree 98/2021/ND-CPO—ER%IET dDecree 07/2023/ND-CPOAARHIMER(CLD., 2023FLUE ., TBEAF(EK
EINDDHINARLNR— MRITIRE A TIMRANRDOBEZEL TS,
EEE3EFa] (Circulation Number) Bv82'0F2X ERZEBEaREF ] (Circulation No.)ERESCHEREM

REEEICASSI>

CHIEE o BB (RNABORREH. GMDNI- K, SEZ0EKER)

® ISO13485505EE (REBIRUINDBE. 1REEEDAE)

o FER (RMLATESEETOMBEEREL)

o RERDREECBITBLY— (for non-single use) ANFAFESEEETOHESE

=p=
i

° BHHRSEEAIAE (BESEEIA) NN ABSEETOMREEE
HEsE (BRARHhREEZE0)

* BEEEE(Class A, BO#)

° HEUREREAZE (3[EE. NNFLAGE)

= DA KSR L E N EN

\

MOH-DOH

MOH-IMDA
(Infrastructure and Medical Device Administration)

v

REE-RIER

v LM 60~90EEH * MREESL(RGE, NPTLEE)
Circulation No.D{15 Fast Approva*l**: 10=5%H
BUF(E2024E1 81 B BERELRS
IEISBIADFIT

7t 7 >0 HE B X CSDT(Common Submission Dossier
XERA3METHEZEF >R Template)- - -J5XC. D¥ERDH

¥
Circulation No.D{15

e **Fast Approval: BHERFEIIIAEF S REORGIRFEF A ZHRHTV\IHE.
FIFEAGF a2 TV RIS (CEREN AT EE.
SIREKE. Y. BAR. A-ZXR3U7. EU. 1FUR, (R, [E, E&E

° BEARHRKIGEZ THDEEHDIABLDIFENIINDIHEEHD.

(HPF) I7NFv0- S0 - T F Tttt 36



ANMFA (Vietham) /EEEE,/HIE
REFREFEIBROHA CEBITSE

B EEHZREIEMRT Decree 98/2021/ND-CPICIEZEMEZZDEZFRBIFARENIASEEEN TV, BLU. EXEIROERZZ T
3iBETHE AT (Import Permit)(dmEER 3,

BaEAR B EEkEs S IEAE Decree 98/2021/ND-CP

ZOEMNUTOVINNAIEITIHS !

DRIZMWEAEOHE ML S DIEE 6) Mz BT ZLHT BB CERINZIES
2)EAAEF IBEOEBEOHE AN T B HE 7)EEHEAOIEERE N T35S

o ol 3)stes 18T, 2R, MAETHEZ BN T RIEA 8)BAM. Bre. Bx IIRRBNOIEENETZHE
AT, SEE R ORSEAEENL T3 IOISEREDREEENLLIENRY LERS
& 10) EEMEDERIRZEE RN T 38
S)NEZERENLTHIEE

BEEE, MEMIE (RN AE), RESEOFISCESUCESIINE. HEE0ESEHT (ARCECSVWTREROEL, 2

MAGTHET ENSEIE T

%&ggﬁ%ﬂ Fe. ZOEMIEU TN —22 - TOUSAOERL SRS NTITS 2B TV RRUIIFE, St EoRH LB
FITURBREAEF R I a5, BE R ThIL AT AR, BRAZ(CHVNTRIZORBMR LY —C2BNE, BE(EFH

(LT BEMDUN SRR XEE,

(HFF) I7LT90-Sv)0 - DI T IR 37



ANMFA (Vietham) /EEREE,/ HIE
ERFRSIRCREAITISEUY

B RRFLAFEEOHTHDIN KDY N)—LR—MNIEETMRHNZH B EN TEIEERIBIRIR CHIsH. BT 3.

Deceree98/2021/ND-CP on Medical Device Management Vietnamese
EEER IR ORI
EEM s IR DR 7-2023-nd-cp-03032023-signed-16779154887792138646675.pdf (cdnchinhphu.vn) Vietnamese
(2023/3/3/t1T)
X Decree 98/2021%4
1IE9 3438
LSS B (LU ER Circular 19/2021/TT-BYT Vietnamese
oI - E

_ http://dmec.moh.gov.vn Viethamese

E= S s

PUBLICIZE ND&HT ADVERTISING TTBYT - Medical equipment (moh.gov.vn) Vietnamese
[LE(CEHT 25 8RETE

https://vnsw.gov.vn/ Vietnamese
AR EREET

(HFF) I7LT90-Sv)0 - DI T IR 38


https://dmec.moh.gov.vn/documents/10182/0/E_1636511534239_98_2021_ND-CP_08112021-signed.pdf/6e96247f-e468-434c-a478-091e7cb159ef
https://bcp.cdnchinhphu.vn/334894974524682240/2023/3/4/7-2023-nd-cp-03032023-signed-16779154887792138646675.pdf
https://dmec.moh.gov.vn/documents/10182/0/Thong+tu+19_2021_TT-BYT.pdf/c88d036c-be00-421f-a1d7-10fce0a430f0
http://dmec.moh.gov.vn/
https://dmec.moh.gov.vn/cong-khai-nd-ht-quang-cao-ttbyt
https://vnsw.gov.vn/

YL =37 (Malaysia) /EEEE,/HlIE
B AR (O IBE (1/2)

B EEMERCEEI 2R, [2012FEEIKETE (E57385) (Medical Device Act 2012 (Act 738) 1. &
2BOEERCEAULTIEI201 2 EE#ESE (E57375) (Medical Device Act 2012 (Act 737): IICEDTEHSNTHD.
£280. BI1ERCIEEMIROEFRICEAITIERSBIEINGELHINTVD. VLS 7RIEE EEHEEST (Medical Device
Authority: MDA) HWEEEL TV,

B XL =2 7HIBIORET 3R TOEE#KRR . MDAICEERURIINERSRV, COEREFRZEIFEAT T ELDESD,

B (i) XU 70EEMHIREEE. (i) MNETEREINZEFEEZSDIEERIEAN (Authorized Representative)

N =37 DEFHZRICTTSRTEIME

2012 EFE#ETE (E57378) (Medical Device Act 2012 (Act 737)
2012 EEH#ERTE (FH738%) (Medical Device Act 2012 (Act 738)

M FTE A EEHERT (Medical Device Authority: MDA)

EEEARDRIE - B - BR5E - EERCWHBR IO A I T D4FEREN DD
1)&EHEE 17> X (License for manufacturer)

aeEe e 2 )ETERIE A S A(License for authorized representative: AR)
3 AFE 1t Z(License for importer)
4)T1ANJE1I—-5—-514t> A (License for distributor)

sy NEORIEEE IV - TENISEERIEA (Authorized Representative)218EL. TOETERIBANEOEISEEE (LD HEBAR SR
EEREA o N Loy
EEreURIFNERSR,

J5AA, B, C, DD 4 73%8

SE-UEssi sl J5AA 1100, J5AB 1 1,250, 5AC: 2,500, J3AD: 3,750
=P DINE XJ52B, C, DOEFELRFSFIRCABOEBERANVELRD. (TELSR)

J5AA : 348A~.9J5AB.C.D: 658~

S

A9, MDA/RR No.1:November 2015, GOOD DISTRIBUTION PRACTICE FOR MEDICAL DEVICES (GDPMD)(Z&D#EESN T\,

MREO BN, MDA Feedback Management System (FEMES) - WEB
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https://www.mda.gov.my/index.php/documents/guidance-documents/1848-16-notification-for-clinical-research-or-performance-evaluation-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1848-16-notification-for-clinical-research-or-performance-evaluation-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1801-import-and-or-supply-of-unregistered-medical-devices-for-the-purpose-of-demonstration-for-marketing-or-education/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1838-mdagd0043-specialaccess-15may2020-60-00-1/file
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https://www.mda.gov.my/index.php/documents/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://www.mda.gov.my/index.php/documents/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://www.mda.gov.my/index.php/documents/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://www.mda.gov.my/index.php/documents/regulation/684-medical-device-act-2012-bm/file
https://www.mda.gov.my/index.php/documents/regulation/684-medical-device-act-2012-bm/file
https://www.mda.gov.my/index.php/documents/regulation/686-medical-device-authority-act-2012-bm/file
https://www.mda.gov.my/index.php/documents/regulation/686-medical-device-authority-act-2012-bm/file
https://www.mda.gov.my/index.php/doclink/3-overview-of-registration-framework-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiIzLW92ZXJ2aWV3LW9mLXJlZ2lzdHJhdGlvbi1mcmFtZXdvcmstcGRmIiwiaWF0IjoxNzA3ODA2NDA4LCJleHAiOjE3MDc4OTI4MDh9.XBtjDQk2cO2mhF3W3aJ2tDr1Lk6Tfao7KEOPZDGTl54
https://www.mda.gov.my/index.php/documents/guidance-documents/2217-guidance-document-licensing-for-establishment-second-edition/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1852-31-conformity-assessment-for-medical-device-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1858-8-csdt-1/file
https://portal.mda.gov.my/index.php/industry/conformity-assessment-body-cab
https://www.mda.gov.my/index.php/doclink/guidance-document-product-grouping-second-edition-anis-suhaila-binti-abdul-rahman-fuad-mda-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiJndWlkYW5jZS1kb2N1bWVudC1wcm9kdWN0LWdyb3VwaW5nLXNlY29uZC1lZGl0aW9uLWFuaXMtc3VoYWlsYS1iaW50aS1hYmR1bC1yYWhtYW4tZnVhZC1tZGEtcGRmIiwiaWF0IjoxNzA2NTgzMTQ3LCJleHAiOjE3MDY2Njk1NDd9.VLmOe7dq62a8AiIBmTbA_CE5G_SaMH3Acx9uCKUgTD0
https://portal.mda.gov.my/index.php/documents/guidance-documents/1920-gd-registration-and-notification-of-listing-for-refurbished-medical-device-281021-gdac-2/file
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http://www.gov.cn/zhengce/content/2021-03/18/content_5593739.htm
http://www.gov.cn/gongbao/content/2021/content_5654783.htm
https://www.nmpa.gov.cn/xxgk/fgwj/xzhgfxwj/20210727154135199.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20220117145645132.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20220117145645132.html
https://www.nmpa.gov.cn/ylqx/ylqxggtg/20210928170338138.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20210927153130147.html
https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20211022153823130.html
https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20211022153823130.html
https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/fgwj/gzwj/gzwjylqx/20211104141907123.html
https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/fgwj/gzwj/gzwjylqx/20211104141907123.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20230217152350198.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20230217152350198.html
http://english.nmpa.gov.cn/2022-09/30/c_817421.htm
http://big5.www.gov.cn/gate/big5/www.gov.cn/zhengce/zhengceku/2023-03/16/content_5747031.htm
http://big5.www.gov.cn/gate/big5/www.gov.cn/zhengce/zhengceku/2023-03/16/content_5747031.htm
https://www.nmpa.gov.cn/ylqx/ylqxggtg/20230724161504117.html
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