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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.
0I5 LERE .
Gy M (255R)
€220 TN (3. HESDBEFHIAEE, REB. SR FIESERIERFNRTIOCAOFAR. R, 2. TZ5U>7) . BB FEEEEREDE
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XS HMR—ILDRegulatory Guidelines for Software Medical Devices - A Life Cycle Approachd&h, FEE>EAERH L&
EloRHZSERDL,

1. MOEFEZSROEE. FEEFEZSZEYINITY | BRIV INII7Z2EDRTAERBRICLDIRTE
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BEE%

#ED
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AR T3R5
BERXE

ZE, SEREEIERINTOIILEEMEOEHREBTL. IEC 62304 (JIS T2304(4HY): Medical device software — Software life
cycle processes (JIS T 2304 EFE#ESVINIITY — VINIIT A THA I TOL)ADBEESHENEEOH0ERD, IEC623044(3VYTRNIT
TPDIATHAIIUEREEE, 1S0134858LUIS014971DBIREZEIAH, URIIRI AT N, BBIRSAI N AT A VINIITZIO D7)
DHEAENBCEIDEZEENADBEESZRI FHETHD.

Fe. FFRIEMEE. VIRNIITO7Y 7T — NEILLREERBOEEBNEE THD. VINIITOEENZ DM, B EEZ S I ZNEINMNEE
FREAESOHIICRER S X3, 21U, BEROEAICEO T, X1FT—RBNJEIEEBEERBEOMNRERD DI EEMEN DD, FIEIESERRFAREIN
WETHD.

B IL—370AYRRITEVINII 7 ICRET 2EERANXELUTIEC62304NIREERIRE I E2MNEN DD I T, SVAR—IL IL—-T 4>
REST7TRYINIIZORIETO—-Fv— MIBENNEL RS,

B SUHR=I IL=27 AV RRIFOINETE IS - AOEURERIAEZE DIRESEDSRBANKDHSN D, BH . FERFICERBAUIEMARDIRE S E

(CD-ROMY 1T - 40> 0—-RE) (CRINSTHROERG %21 —H — (TIREURFNIERSRR,

B J(JESTIEGR 2 E FIRA TR T 2155, [ 1-Y—DKEN G IaB S (CIEHEOEGER 2RI T 2 |LVSENENNELR S,

B A TE>YINITTOM&EEE/ )T -3 OERICERNENND.
B S5ZTIEREFDAOYVINIITXEDHAH > ZASIBL TSI, BINBIROIBENKRDSN TS,

m PE(CHFZT0)5LEEMZREGB/T 25000.51-20160ER%HEIEINENHD. PEENORERFRCTREREEMI 20BN DD, (&
EEEOBMHRERRSEE TOHALRIEE

X EEEEDPZEORET—ARHITHD. VINITT OIS AN FERERBNECLNEREINZINENER DB EHHD.
MXARNATETOY I A EBEZR ORI BRI BTN TUORVVeHERFARARE (2022628 10HRTE).

-Essential Principles for safety and performance of medical devices EFEHEEROT R, HEECH I 2E AN EREIS
-Labelling requirements S/RU>JER

-Software versioning and traceability VJNJI70OR ({->3>) B, N—BEUF¢

-Software verification and validation YJNJIVAREE. 224D

-Clinical evidence B&ER EOBRIETIET >R

-Risk management URIYRI X2k

-Supporting documents for cybersecurity H//{\—tF+1UF4/ (T 2XE

ERSRICHBREIRSEBFALASEAN, B8, REEBICRERZERILBV. REMUIMI LEEONEBRFEARGETHERY (FEIFHFCRETIXE
BERETHINOFERIGE) 4E|L/ INJNFIRHEES IO E R EEH D,
BETRMEIATATBEF0] (QSDEFRE]) WRIBRNELRDN, MMOETIFISO1348505 B ZHBENELL CERATES,
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ASEANGHELEATE, PEICHITRIOIS LAEEHIFOMRFI(3/3)

<WBRF|FE>
1. Singapore Medical Device Register (SMDR)A7JEA
https://eservice.hsa.gov.sg/medics/md/mdEnqguiry.do?action=getAllDevices
A
2. Advanced Searchz%)v% ‘;.TT
3. BRRUEWILI=ILRANF-D0-RZ A,
4. "Search Mode"%"Contains"AZ®E, | ‘,j::t:i:zim |

5. EH FEBD"Security Check”(CFRRENXFZ AL "Search”z/')w%

L AR PNRS s BN TUVBIEER : 5/ 2T MR, S5 SUBK—)L) |« BEREE. BRE. T50RA—F—. SUHK— L BRI

P RmDIRRT &

SURR-ITREFEHEREEROIRZRN TE 2. M., Rafttitm. BREH TS LAEFEEROI I AN IRRERENDIETHD.

(> HR—IVHSAZHIR) BEETI
Search Criteria
Dewice Proprietaryy/Brand Mame Contains “soltwara”
Search Results
Agfa Healthcare IMPAY Cardiovascular Review Station Software [Agfa Healthcare N.V.], Agfa Healthcare. ..
<IRZREHI>

Agfa MY Software [Agfa N.WL], Agfa HealthCare NX Software Is Intended for image acquisitien, identif..,
Anatomage InWivoDental Imaging_Software [Anatomage, Inc.], InvivaDental is a software application us...
Arterys Inc, Arterys MICA Software [Arterys Inc.], Arterys MICA is a medical diagnestic application ...
Astrala software for women's health - obstetric and gynaecological database application [Astrala ... ]
Aflaim ATAL Flat Panel Digital Detector and Z-View Acquisition Software [ATLAIM Corporation], The AT...
aycan Osirix PRO soltware [Avcan Digitalsysteme GmibH], The madical device aycan OsiriXPro is a softw...
Binsense Webster NOGAR XF Cardiac Mavigation System with Qwikmap™ Software and Injection Cardi..
Brainlab TraumaCad Software [Brainlab Ltd.], The TraumaCad program is indicated for assisting health..
10. wtmgmﬂmgmmaﬂm [Bronchus Technologies], The LungPoint System is Int..

“Device Proprietary/Brand
Name”A\"software”t AU
BRICRRENDEFRFHYINITT

e T A N S
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https://eservice.hsa.gov.sg/medics/md/mdEnquiry.do?action=getAllDevices
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http://www.oss.go.id/
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m EEEIARBRmMI1tIX (Izin Edar) BUSORSICE. REBEAORBNRELRD,
B FixF COFERAM 201 8FDARHICRIE TAIEICIEHESNIZ,
ERMRAERRS LR (Izin Edar) BBIOER  Emgssi@RES (Y A(1zin Edar) RRCLELRES
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FazEURsFBREEDIE—
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BN o SRUSH . HA0Y (BEENEsS) . ERREREAE (1> RRS VR, HiE)hE
BiET ADISE SOEA

B AIHES OS5 ° - REZOFR

N . — X Z N SOMARDIBE . HDEF K as N EHEE TR Z
 BENSCZENGOLSA . ZERERLTS. U1X WA, Fx, WHEES onh WANSORAGORS, [SOERMEN RN CRC A, TV
(NPWP) DEBOBA. FBsi & 2 0L B oI ZB CE3 . TNEID AT SEM, LRI REBITSER, BEDIE :
Ba. B ESOE BN NS LB S,
o BB AR TERICBH By REENSORAOHARL. FRFHSIRE,

© EERIEER THRROMULOBRIIND BB, T 17



1> R%*>7(Indonesia) /EEEHE,/HIE
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FELTWS,
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© SBHIC, BREERESHEIMARRNSOMAFGEOIS IMEHIHREZ RIS EN 0D
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1> R+ 7(Indonesia) / [EEEE,/ FIE
EEHaRERICEATHISEU)

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

B3 N N S [E
25, REFAZEOHEICRET
2H14RIvH

ERBHEES. (RI1S2IT PR B

a5, FEMRBE O ACES
IBHARITYY
ERERRIRTOTSLICEES
DHLH

RBEERTDI S LOEAY—
EXERICEE T 3R

REEARFOEBACREI DM
il

B EAROMA LRI
Hll-o8E 1

Reqgulation 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

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

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

First amendment Reqgulation Trade Minister No. 76/2019 of Reqgulation Trade Minister No.

118/2018 "Regarding Import Regulations for Used Capital Goods”

(PR J7WF950- v - BT TR ST

English
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Indonesia
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Indonesia

Indonesia

Indonesia
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Indonesia
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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://persi.or.id/wp-content/uploads/2021/05/pmk14-2021.pdf
https://sertifikasialkes.kemkes.go.id/index.php/home/fileDownload/BERITA_FILE.pdf/117
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://www.jkn.kemkes.go.id/attachment/unduhan/PMK%20No.%2028%20ttg%20Pedoman%20Pelaksanaan%20Program%20JKN.pdf
https://bpjs-kesehatan.go.id/bpjs/dmdocuments/773068a1f62f754f7bb77d06f18338f3.pdf
http://jdih.kemendag.go.id/peraturan/detail/1748/2
http://jdih.kemendag.go.id/peraturan/detail/1883/2
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B UHR-IADEEREZIOERIA - IRFE(C(E. FZRBIZFT (HSA: Health Sciences Authority)DFF el ELR 3,
S HR—= I OEBREIRICT T 3RFIE

MBIFRE X

WERFFRIDIEFR

=55 &)
Registrant

BT

fERHEE % (Health Products Act 2007) RRUMEREZS (EEERER)AiHI(Health Products (medical Devices)2010) (C&D. EEEtEzs
HHREEN TS,

BREIZFT (Health Sciences Authority) XI{F. [ZHBE] https://www.hsa.gov.sg/medical-devices

EEAR T BNE I - ARFT I B3, BRFEEE ST AZEUS I INEN DD, LUT D 3 i EEN DD

DEAE T/ Z(Importer’s License) - - - EEHES D8I AT ALK I 555 0]

2)HIFEEE S/t A(Wholesaler’s License)- - - EAROETE (#EHEESD) (CxI25F0]

3)BISEE S /> A(Manufacturer’s License)- - - BB ORISR, TIAHIG I 2RI REDLINY I EEN XTI B5F0]

BIRELFEBNERESEOERBFZITV BREIZRIFI2EEZEDE LD, SMEORIEHEE (LS VAR IVERICETRE (Registrant)z
EEL, TOEFRENMEORGEE(CHRDYEBAREERZLRINERSE.

D52ZA, B, C, DD 4 %8 (V5RADEEMLEZ I EERNEIREINTHD. "Class A Medical Device Register”’ M7 —4IX—Ah\B#A I 3R E%Y
254593, ) https://eservice.hsa.gov.sg/osc/portal/isp/AA/choose.jsp

WA D iR NS R ENBESITOIENTERY-ILENRL TR,  https://www.hsa.qgov.sa/medical-devices/reqistration/risk-classification
52ZB : 925~5,300R)L. J5ZC: 3,090~8,600R)L. J5AD: 5,560~17,100 NW(BRIZMHF(CLLOTENDS, T, BEMFHhESER)
XEF‘eﬁﬁ‘ﬁ%ﬁ%gﬁﬁ s J3AB : 36RIL. J5RC: 62K 95AD: 124R)l

J5AB : BIEf~160E%H. J75AC: Bl ~220E%H. 75AD: 180~3108%H

BEEH (HIREEROEHEIZIHITI L)

752B, C, DHZRDESMEEHIIC OV T, BB (34 BREFZ RO — MesglI TS, RGRE(FEIRPFEI IEFEIRDISADFREICEDE S
W—MBERTESN TEROEETHEAL, &I — NI TROSNZELRZAS 51> THFT D,
<EH#>
B |[HGHTFIIEREDFReIOEHMEZDE (IHGHTFINERE : A—XhSU7 (TGA) « #+H4 (HC). BA. 7XUf (US FDA) RRUBRIN(EU))
S UNM=) TRIERSE I D EEEER DO SNV IBGHTFINERE CHF Rl SNIcEDE R —DRBHEID
IBGHTFINEEETORLEIRFEREN IR 3 FL EHINESH
HIERTTI PEREMBOLZEBEEFRMBE 3 FLRNTEONESD (BEFRENHEY)
él)% (HSA) X (FIHGHTFIEREICSVWTBRECEREN T RFEFRZED T FTORONEID
X B EHRBOEAN CERELS
J3AC: FBAER. BRREER. BRAEIDA> TS50 N (B : IFEYIEMER/MIN—(>T5UR)
J5AD: RBAER. IREIER. BRAEID> TSN (B IREVERE/RIN—A>T T2 N EMEIEACTSIN) |« BEEMANIBDA SRR (/R —AX—H—). X
BIRX (PR EEEAT D10 T 5> Mits, EEREMAHERR. HIVIRE(ZVU-Z2Y . 21A). MR- B R —ESTERER

XIEEMSHED) — MCSHTERERH. EEHIRINER S, FFHlEHBEOR—LAR—SHSHE, hitps://www.hsa.gov.sg/medical-devices/fees
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https://www.hsa.gov.sg/medical-devices
https://eservice.hsa.gov.sg/osc/portal/jsp/AA/choose.jsp
https://www.hsa.gov.sg/medical-devices/registration/risk-classification
https://www.hsa.gov.sg/medical-devices/fees

S HR=) (Singapore) /EERE, /HIE
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m J52B. C. DORFCFIEBZERI — MEITBNTVD, CCTERAFOESFFR A 2H I 5155 (AbridgedEE ) 267~ .

EEESEFRIOTA EEE AR IREBEICHER B LA (ASEANSEREERCSDTICEI)
HSAAA>S >
THIFE o TJYHF74IHYIY—
I52A 7548, C, D o EABHOFTYIIR N

| . BAGEE
T Ty o WIS REVRIE. BURBOYY-XE
© BIESSRABRIEN (MEUT -2, BaEHHIsHERE)
© ORHAE. SAILHRROREIEN
. " L LERARCIIETSRRBEE 0 (1 : YILRUR, (LI, &
e RIBATEELER, SISISR, VL7 (U7 )
ME/UF 32 (HLTEHE)

(Wholesaler’s License)%
RORENHSANR R E
VAT1>Y9
(RREEAE)

l
[ ] [

BB/ (E2TBR0BS) EREH (E2TR0BS) o BIEEICEATZRERT —4

H52B: 100E%H (160E%H) 552B: $1,850 ($3,605) A N NI S
HSAC: 160E%H (2208%A0) 552C: $3,605 ($5,870) © ERREHEIREE (BRUI—ReST)
J52D: 220E%#H (310E%A) $52D: $5,870 ($11,600) o REIR. #ERDINIL URIDHT

REFBREREE BAHIZBE) ORMUERR

MEBNEIAD N AT ADFER (D KEETFEENS—D)
(IS013485. 7XUAFDA Quality System Regulations. HA QMSET1695)
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° HSAQEETIE. 1EBOISHBEIBALEL, 2B EOEHEE TRFT RN . WETO A SHEETO—Fr—

HENzH. FAET THPETET20NEHTHE. e e e

Fie., EESECOMMIE 1~ 25 BTSN 52N — I TH3. SRR RLL SR (S
° LROBEHMERAEEOBSCETIPIHESENTLR. © SREORBEROTILT R (HAOES : Eill. 35EE. A& E)
° EEHBEEE R THDELBOMELOE NN S5 EEHD. o BISEREEEOII ((VR12%) | BEEEESRNBOLOS =S
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S HR=) (Singapore) /EERE, /HIE
EEHaRERICEATHISEU)

m KN N -LR—MNIBEET 2R 2 XN EN TEREBERBIRIR CHdcsd. 188T D,

ERESRORETRICEISHI1Y>X  Guidance on Medical Device Product Registration English

Medical Devices Product Classification Guide English

RSOV SADFAICREI 01K

TP ILERERT(CSDT)ICEI(®  Guidance on Preparation of a Product Registration Submission for General Medical English
EEFEREDEFICRETIHAI VA Devices using the ASEAN CSDT

ERHEE 0 L —E S RS B H A5 R Guidance on Grouping of medical devices for Product Registration English
BRESES 0y R (BLELE d A F5) S;J\i/?:lcir;ce on Licensing of Manufacturers Importers and Wholesalers of Medical English

(CBIFBHAH> X


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

A4 (Thailand) /EFEEE /HIE
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W 9( TEEMKIEEZIRFT I DIC(E. Y1 FDAR T DEF SR SIRENSIRFTRIF T ol ZBS 9 2w ENHD.

W 9AFDA(F2021F 2 B ICACL I EFE MR RFZIERICHIBULILZ. INFTO3IDIMOEFEHB/NTIU-Nb540 48
(URIDARVED (U5X1) MeEVED (U52R4) ) &,

N HHREDIEDIIADFECHETINE JIFDANEE I D FELDIIADRRY - IUhsiEsRcEd (BLYM5E) -
http://medeva.fda.moph.go.th/MDC LISTING/HOME/MDC QUESTION

51 O ERHEIRCXTT SR EIETE
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EEHERDURIDFEEZDIL—IL Risk based classification of medical devices Thai

H52 4 (Licensed #4250 &4#(ICB89%  New medical device registration guidance under the Ministerial Regulations for  Thai
HA9>DR licensed medical device

57522, 3 (Notified)#2snE4R(CBH9 New medical device registration guidance under the Ministerial Regulations for ~ Thai
BHA9>R notified medical device

52 1 (Listing)#23DEER(CEI 551 New medical device registration guidance under the Ministerial Regulations for  Thai
DA listing medical device
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BRFE A ADEFE] - FH1T(CRI283H]  of sales license

BURIDEEMESS (V524 )D&t High risk medical device (Class 4) must be proceeded to be Licensed Thai
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R-RUZIDEREMSS (V52 2)8L0  Medical device group or medical device that manufacturer and importer must Thai
P-SURIOEESS (752 3)0E$R broceed with Notified Registration (No.2), 2020

FRFE(CRE 9 1Rk

EUZIDEESS (952 1) )nasger  Medical device group or medical device that manufacturer and importer must Thai
= (CEE 9 BI5R proceed with Listing Registration, 2020
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J4VE>(Philippines) / [EREEE /HIE
B R (OIS (1/2)

B I ESDEEWHKRCREAIZMREIENBR  EEm-bEmE I BLUVIBREREMEZE (Food and Drug Administration

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

FREIPRFE & Center for Device Regulation, Radiation Health and Research (FDA(REABREREERF)D TEBEME)

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

BROE J4VE> TIIEMAZEEZDERFE S/ tZ> R (License to Operate: LTO)ZiF DI AZENINE D EBHLIIA— N —DE B EEFZITD.
)52B, C, D: FDA Circular 2020-001-A 3%H R G —> EEEZFEEREIECMDR(Certificate of Medical Device Registration)
52B, C, D: FDA Circular 2020-001-A FEZHR G **—> EBEHEESIBANSECMDN(Certificate of Medical Device Notification)

LTOZFDAOWebB 1 b SEFELFRIZHSL. #IA DBRICHRRNSKHEND.
SEROEN
**{BU. 2023 3H31HETICCMDRZHEFI L

HIROD Class A(Low Risk), B (Low to Moderate Risk), C(Moderate to High Risk), D(High Risk)® 4 ©3%8%#FAL TS

B EEm-{bhmmzE (RA 3720: Food, Drug and Cosmetic Act (1963))
AR E BEmMEZERBE (RA 9711: Food and Drug Administration Act of 2009)
{RfEA1TEES (Department of Health (DOH) Administrative Order 2018-0002)(C &V EFEEIZOEFREIEMERINTLS

%3] Seigss HHEIROINTOERKR L. tOE TIRFSFRIOBEICHNIDST FDANOE RN NE
BU. 1>ErDZHE (IVD)BIMEER m%ZEERS

ERFHH Class A CMDN $4&U Class B, C, D CMDR: 7,57574UE>/Y. Class B, C, D CMDN: 3,03074JE>RY

BHENRE CMDN(3#44H. CMDR(3#19~125H

BxhHAR Class A CMDN $4&U Class B, C, D CMDR: 52, Class B, C, D CMDN: 2 £

NIRFEDHE I AT ERRIR CHVWTERNROS NI EZREZEDUA MSG), B 1 R DOMA8Z BUFHRRHIL TS,

LLEB RN parre e & (e A28 RS BN TR 3, TOMIREA TR S B A TR S 5T LR BHBN TR

(PR J7WF950- v - BT TR ST
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J4VE>(Philippines) / [EREEE /HIE
EEE R (O ITBRE (2/2)

m ASEANNNEREEDFFRIhpNFEERAE DN RiADHS. (FDA Advisory No. 2021-30844D)

ERER ST R ESD O LA (R ER)

ERA s Al ERER(C R EREA

J32B, C, D

FDA Circular 2021-001
B 5148

CMDNERES
FHEF—AlCLDEE
BEEHE 1458

s ¢

CMDNER3R
FHEF —AlC LB EE

V= warm

%20234E3H31BETICRBEILE
X CMDNEFRIDK#N37 Bl
FTICCMDR%ZEZS
CMDRHEE
FHIEF—AICLDEE
EEHAME
#9~1258

CMDRHEI:E
FHEF—LAICLIEE
EEHR
¥99~12~8

o SRABICEENDOLIHE. EEEzIRH T,

=
=

i
il

o BS
* FH{EIR. ISO13485:R5EE . JVES IS OEREE (A - 32
° BERIIERKBONIT-EE

o HEESBIE. Bfrfiik

o EXEBHOFIVIUZL

o FMRIOUAN BLUDITEEAE (COA) /MEFMEERET 5> —b

(MSDS)

® ERETAREL. ZHIEHEROYYY—

© EREHREL. ZHMMER THRAINGRERIRS

° BRINEHMIREE . HRASNISH

° HuRERBAZE (Information for Use: IFU)BXUINIL

o YZIRASADROIRES

°* BEJ0-Fr— b BEEEZSD

° BXHEOESEE

XJ:EE(MJG?%E’\JE?%E'G%D\ DIADFCIOTRE TS
KEPFEAERBIZFANSNS.

- FGRRE)

DL:D

FIRRD.

° LEEOEFKARTAIE. BRFTENTRVVAR. ERRER. Brs. SFMOBSCEERINGN.

° EEHBIEZTHD. FEEICLOTEER
DEEENEEENS.
(HFT) 9779529\ D2BIF1 TR

AR S, e, IEHFIRCIL—ARICE 2 ~ 358
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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

(HFr) J7W595- 20> - I2BI T4 IR S1t. JETRO
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J1UE>(Philippines) /E&ER)E /HIE
EEHaRERICEATHISEU)

B R CRETCHRIDTUN TESIERLRH 2/ I D.

B, EXEm. (CHmORHS,

BR5E. BB L. https://www.lawphil.net/statutes/repacts/ra1963/ra 3720 1963.html English
REZHRITDEE

J1UE > FDADIHICBIEY

%‘;’Qﬁ}f%&?&@%ﬂq https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711/ English
EUIEERE

7E7>MDDICEDEEME: Administrative Order No. 2018-002-Medical-Device-Registration-Requirement- update Enalish
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
1TREr$2020-001(Cx493

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

gﬁ’iﬁﬁﬁjmwﬁ@ 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

LTOZEOEESFIOADE https://www.fda.gov.ph/wp-content/uploads/2020/05/Administrative-Order-No.2020- Enalish
RIS 31T EES 0017.pdf .
PEMRREOERNIBITZE s, //www.fda.gov.ph/wp-content/uploads/2021/04/FDA-Circular-No.-2017-013.pdf ~ English

b

(PR J7WF950- v - BT TR ST
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https://www.lawphil.net/statutes/repacts/ra1963/ra_3720_1963.html
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

NMFL (Vietham) /[EBEEE/FIE
B AR CxI T DRG] (1/2)

B 2022F 1A 1B TEN R OERE KR =R R T Decree 98/2021/ND-CPADIGHSREHSN D,
NP LD EFHAR IO I S BIHETE

202111 A%1T. 2022F 1 A 1BMTOEFKIREIEARS] Decree 98/2021/ND-CP

FRBIPRE A& R4 (Ministry of Health)

BERHE OB EEHEEREHIA - BR5E 9 BIz6b(C(S. Circulation Number (935 2A~DOEEER). HLUDeclaration of Eligibility to Trade Medical
g Devices (#52B, C, DOEEHZZ) ML ELRS.,

e el © http://dmec.moh.gov.vn OFNRICREVERIEBEANERGEZITI,

Eligibility to  IREEZAE: 2 E S =laanat

QLR IEIN -miE® (PFREQBRCHD)  ABOURN (MBS 1 2 LOXRFORMIEETSE | IVIFUSY, ER- ¥ ALFIRIRS0EAD) |
Devices ERMTOMEYCETIER (AF. HEZOFH (EMBHRE)  AERM%)  EERSLISOETMSEOMEA . EELEETIamEL

(932B, C, D) EPFEINN L a1 e &

® Circulation Number(EE#2sDOF 0] ES ) 2BUS I 3EBHKIZDI I A D FEE(CESDSNIAECTHEZITI.
® Circulation Number ORFE L TFOWITNHERD,
EEHIEDA—F— (BSOZBITHRICBIEZE) | EBEESEOA—T -SRI Z2Z AN LAEAROE A SNEOEBEEZ A —FT -0

Circulation

Number AN LE N FR R B
% Circulation NumberDREFF&E(CRDE(E http://dmec.moh.gov.vn OFNEICHEVMREEERANAS TA > THT> NMeAVERR I DNEBENHD .

J5AA, B, C, DOADEZERAL TV

J5AA:1,000,000R>, 754B:3,000,000k>, 75ACHLUD:5,000,000R>

* J52A. B : BNiF
® J52C. D : 40~45E%H. {BUFast ApprovalfRiET(E15E%H.

HABRIAL

- EEHER OIRTEIARIBRFEHIC T EE DU LTI INENHD.
it BI S S https://congkhaigiadmec.moh.gov.vn/

(PR J7WF950- v - BT TR ST


http://dmec.moh.gov.vn/
http://dmec.moh.gov.vn/
https://congkhaigiadmec.moh.gov.vn/

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

B 2022 LD EFEHEZREFROBFEABICOVTKAIER RBEUNE SN, TLRQFBENEIFEIN TS,
EFEH2EETA] (Circulation Number) B§2'0EA ERE2RETA] (Circulation No.)EREBICHEREA

REBECASSI>

THIE

BEE (NMLAZEOR@EFR. GMNDI- KR, 2EZF0OEXRFIR)
ISO13485:R5EE (SRFEBEMUNDISE . sEFEVAE)
ZEIR (RMFLATEFEE TOESEAL)

= DRSS MEEEN RN

o BIROARIECRITBLA—
'y ° BHERSGHIAE (BEHEEE) NN AESEETOESER:
MOH-DOH o HERME (BRRHMIRESE250)
REA-RER E{Eﬁ-ﬁiﬁ%ﬁ%ﬁ o HAE=E

o HUREHEAE (3635, ARNFLZE)
- BB
v EAHIRT: 40~45E
Circulation No.D{d5 Fast Approvai**: 158%H T 3202351 51 BUBSREL LD

= o 77> 0HBEHRFERRTNCSDT(Common Submission Dossier
=] 4
RARRORT Template): - -75ZC. D220

HIASEF CORISF 2 ° RHEICRITFHINE- - - IV, FrUTL—5—. HRNEOH

¥ © HRIBEE - HENEOH

e **Fast Approval: BHIRGEIIAZEF(ISBEORERFTF I ZF>TV3% A,
F(EEASF R 2> TV B S (CREN BT EE.
SIREKE, hH4. BAR. A-ZRSU7. EU. 1FUR, (R, HE. EEE

o HEIEGERZ THDEHOHMLDFENMINS5EDHD.

(R 97WNFv0-Sv > - BN T2 TS



ANMFLA (Vietham) /EREE /HIE
thh D =R (C XTI B3R b

B P OEBEHEIIZIHA . TUBSE 3oL LBREDOEEMEIFSIR TR @MIASFRI(Import Permit) MWAE THd.
BU. ZOFABEHATEN. -7 B raBA0—E#HA - EBR(CESNS,
B O EEMZS I NOEZIT. JBEICIIERU TSR0,

BASFRIEREICHRERTME AT DEREE DTN
® HEEE ® https://vnsw.gov.vn/ &DEREE
® BROIMMIREIE (NhFLASE) ® (RfiEE (MOH) (CLPTEAE. FHRIDSZIAL
® [SO13485:R:E ® EHHAM : ¥910~15E%H
® IfFREMNDIZE : ® EFCHBVTHRASFEENRITEINLIES . HIRETICEIZEL
RIS/ NOF AR XE, BLUHHEICHIS WASFRIZEIS D
=g |
o N -2 JBEMDIZES : .
N2> TS5 0ERS B, BLUMEEICSTS e HE THONG DICH VU CONG TRUCTUYEN
By QUAN LY TRANG THIET BI Y TE

¢ ERr=BMniESE :
BrRa707300ER. BEIR. HEZNES

(PR J7WF950- v - BT TR ST
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ANMFA (Vietham) /EEREE,/ HIE
ERFRSRICEATISEUY

B RRFLAFEEOHTHDIN KDY N)—LR—NIEETRHN 2 DN TESIEERBIRETH D). BT 3.

Deceree98/2021/ND-CP on Medical Device Management Vietnamese
R EIR DR
LSS B S LU ER Circular 19/2021/TT-BYT Vietnamese
T - E

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

By SN ada s
SRS 3R https://congkhaigiadmec.moh.gov.vn/ Vietnamese
EiREAPR : 202248 1H

https://dichvucong.moh.gov.vn/ Viethnamese
[LE(CEHT 25 5%ETR
EiREAR: 202278 1H

https://vnsw.gov.vn/ Vietnamese
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https://dmec.moh.gov.vn/documents/10182/0/E_1636511534239_98_2021_ND-CP_08112021-signed.pdf/6e96247f-e468-434c-a478-091e7cb159ef
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://congkhaigiadmec.moh.gov.vn/
https://dichvucong.moh.gov.vn/
https://vnsw.gov.vn/

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

B EEMERCEEI 2R, [2012FEEIKEsTE (E57385) (Medical Device Act 2012 (Act 738) 1. &L
%%@ﬁ‘ﬁ([ﬁﬁbf(ﬂZO12¢|:'7r§1‘%%%§5£ (£Z57375) (Medical Device Act 2012 (Act 737): lICEDEDHSNTHD.
FESETRHIEEMIBOERICEHAIZIERSBE INEHINTVWET, NL-7FREE EEH#IST (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 DEFHZIRICOTT SR TEIME

2012FFEEHZRE (EH7378) (Medical Device Act 2012 (Act 737)
2012F EEMHRRTE (A57385) (Medical Device Act 2012 (Act 738)

FREIPRE & EE2s T (Medical Device Authority: MDA)

EEHEIRORIE - FA - IR5E - SRR EBR I TR (T T 048N DD
1)EEEEE 17> A (License for manufacturer)

DA m oyl 2 ) EENRIEASA 22 Z(License for authorized representative: AR)
3 AE 1tz Z(License for importer)
NFT4ANJE1—4—511> X (License for distributor)

SETEFCERA NEDRIEZEE (FYL —> TERNISEERIEA (Authorized Representative) Z38TEL. EDEENRIBANMNEDEIEZEE (DD HBAE M
- BiRzURINEIR5IR0),

J52AA, B, C, DD 4 7348

EHEH H3ZA 1,100, ¥5ZB : 1,250, ¥5AC: 2,500, %3ZD: 3,750
BE:UYFYR X EAERCIFFRERASIUEHRERERNSENS. V5AB, C, DOEE#KZSIFECABOERERANMNELRS. (TiishR)

D35AA : 35A~.9J3AB.C.D: 658~

S

n EEEEROIIZADFEICLOARE 2 DOBEEMEEHEL - MIHH NS,

B J5XB. C. DOEFE#E:(ECAB(ES 4R ) (CL2EEN KDH5NS. (CAB: Conformity Assessment Body)
BU. 75RADEZE#ZRIICABOEERIFAE THDI6H. BEiEMedDC@StCTHFBEZITI.

BES T BRI BIEEMEESNEICIHGHTF : 7XUA, BRI, A4 BAR. FeldA-ANUTTEHRIN TV IIHA(ICIICABE RIS HAIN — M
RIBEhalEE.

m  CABNESIIBAZE2FITURLE. MDAAMeDC@ste LD A> A>3 AT ATHEEITI.

m BU. 75RADEEHKZRIICABOTEAFIAE THDIH. BEIEMeDC@stIC THFEZITI.
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YL =37 (Malaysia) /EEEE, /HIE
BT ERICXIT IS (2/2)

m 7S5 ZAAFMDAAN, J5AB. C. DIZESMEFHIlE (CAB)DEEDRE . MDANEGELL S,

EREERI Ot

ER S S I ERER(CUREREM(MDA)

’771A l 07;(5 C,D

CAB'LJ:Z)IEA'E_!FM
M DA(LJQ%EE gggﬁ* *ZARE

1 CABEE(H93

B
AT I =H

CAB(JE%‘EEEEF{HE%EE)
DESFIREFIT

M DAIZJ:Z)EE
D5ZA: 3B~

H57ZB.C.D: 648~ MDAZE AT S

SIS
AR EE A AL SOIAGHTFINAE- (e *71‘3 B

B OEF AT ALK S 1L T HE R ERE S AN
BORBOB BT S. R il
(IEGHTFAIERE-tolgh: B, 74U, hF5),

A-2b5U7. BM)

EHHAM

* FREEE(IE 0] (Establishment License)%3§D 1) YL—I70ORIEES.
X(F2) SHEOREFEEMEMIDIEERIEAN @AE, T(ANE1-5-20)

o TERHNITE . MDAICESREN, ERBESMINIZERIIEN RTINS,

° FEEnEBEIARIEBRFEEOLZFCEIZHMETSENTORN,

o EEHMEIBZ THDEEBOBELDEEFNININ 2155 DHD.

° IHTE. VL -3 7 TP EROEEESSCOVWTIIIRFINEELTORVLN, BERilCEREE
DX EERZRBURBESENERIT I L2 HET D,

(HF) 970797 -Sv)\>- YT o0t

I3 AA J5AB/C/D
ERIER)IAD A FREEE OFlIER
ERERZ S EDRE —RREIRIEER

—RXBYRIBR

BRI T D4R

ERHEEROT ) —TNH

EF' E5)\vr—>
7oHEEEERRT. (CSDT)

BNNHYESREIR SEDIBIR
REEDEW AGRIBHR

AGRIBHR b=yl

NG MR T = EIEREE
MR LZEEREE BEES
BEESLEES BEE

Medical Device Centralised Online Application System (MeDC@St 2.0)

SOASAUICTHER
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https://medcast.mda.gov.my/manual_frontend/User%20Manual%20Notification%20Front%20End%20User.pdf

YL =37 (Malaysia) /EEEE,/HlIE
ERFRSRICEATISEUY

m KN N -LR—MNIBEET 2R 2 XN EN TEREBERBIRIR CHdcsd. 188T D,

EEMESE 2012 (Act737)ICLBERHE
RS EREREEDTSIEICDVT

ERART DRI, EEFKER. 5% iEEI0D
OEMRERHS LV EREEDEOMITICET
DEFEARTIA

J3AA EEEROEFRFITOIO0-K

J3AB, C, D EE#EAHROEFRITOIO—X

EEMEENTED DR T T ADEKRSE
IB(CRIS3H 19 A E

EEMESROES I I 315V AX
=

CSDT : H@ERFEHKRAOT>TL—b

BE M4 TMm#ERI(CAB: Conformity
Assessment Body)DUX b

Apply for Medical Device Registration Under Medical Device Act 2012 (Act 737)

Laws of Malaysia Act 738 Medical Device Authority Act 2012

Class A

Class B, C, D

Licensing for Establishment

Conformity Assessment for Medical Device

Common Submission Dossier Template

List of Registered Conformity Assessment Body (CAB)

English

English

English

English

English

English

English

English
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https://portal.mda.gov.my/documents/guideline-documents/30-guidelines-on-medical-device-registration-under-act-737-mda-gl-md-01-june-2014-2nd-edition/file.html
https://portal.mda.gov.my/documents/regulation/687-medical-device-authority-act-2012-eng/file.html
https://www.mda.gov.my/industry/medical-device-registration/general-medical-device.html#classA
https://www.mda.gov.my/industry/medical-device-registration/general-medical-device.html#classB
https://portal.mda.gov.my/documents/guidance-documents/1859-27-licensing-for-establishment-1/file.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

RE(China) /EREE/HIE
B AR (O IBE (1/3)

B BARPSHENOEREZEOHIL - IRFS(C(E EREESEE SRl ERKSS SR BENNELRD,
FRE D ERER (Cx T DA EIETE

IRHE EEHARETE IR 57395 Regulations for the Supervision and Administration of Medical Devices _No.739
. EEMSRERNRVBELEESE 5475 Administrative Measures for the registration and filing of Medical Devices_No.47

hEEZREREEERS (China National Medical Product Administration. B FNMPA)
FRBIPRE A& XEER. EEESS. (CEROBIREEEITL. T, & - HLALICHZ A DOEREEEIRF (MPA: Medical Product Administration)
W& hDFRH] - BEEEEFEZIB LU TS,

EREGHECOKMASY T, FEZ. RERM RBEEEHE. KiHE. 77759 —Y—EXENREZMATNDZENBE.
ERUBREELE [EREREERESTOIEE] OBYHRESFHTHD. BYHIRD64 Bil[CBERIT D2nENSDD.

EFRIE AEDEZEICDNT(E. FEENOERESEFEETEITOZIF DEANEERBEA LD, NMPACKH I 2 REERBFORO L
123, Flz. FEREANIHREOBESZRICEET DINMPANDIRE(CDVWTEZTDEEZEIT .

B A EEIEOGES (EEOEREMERLIY) PEERNORERFRCTERERNMNEL RS, MERIRSEEATFET. 6~ 127AEEOHARZRIAD,
EEpar S B E—5 (V3R 1) : NMPANAEORGEZEEORIB AN B (T71)>9) %173,
B ETH (U3AI) (EB=% (U3AIID) : NMPAANAEOEEEEDRIB AN EERBEETV. NMPAOEB.2Z &, SFu%55.

HERDDIME E—¥E BT B8 (U3R ], 10, 1ID)

B B3 (U3R]) : #H

B T (USRI : FHREIRPFHE 210,900 ABrr. £EHFE 42,000 AR7t. EFHEE 40,800 AR7T
B =3 (J5RII) : FREFEPFE 308,800 \F7t. BEHF 50,400 AE7t. EFEHEE 40,800 AE7t
XERPRELERDEFGREN 43,200AET

% (V31 : 18
BT (3R  TREE F10EXHFE. BifiEFE 608X (XEEHF iliEER 60EXH. EHH:E 60E%H)
HEME B =3 (3R : TIEE WI0EXBRR. KIEE 90EXH (BREHF KMiEE 60=%H. BiHFHE 90E%EH)

S
BHREGERIOR Y ENSHEL 6 - FRIETICRBEE T IBL.

XM, ZHOEERS () SAECYIZOEHA  156LA,
BEHRAMR

X PEERORERNSEERTT T & CrI2FIEE ORAZ RAD.
(WP 975795 -SvI\>- T TRt 37



RE(China) /EREE/HIE
B ERICxI T IS (2/3)

ERgRREROERE BISTOEX

ERARRmEROBRIORHINEER

XEFERICREREATO
BB EERD.

NMPAADE KRR

BT BEPROBES

10EZHm#&

EHEMME

B3 60E%H
=% 90EXH
\ 4
(REDHOTIEE D)
ENF—-S DRSS

EIZEHAR : 1FMUA
EIEFr>R(F 1 ElDH

FPRAICIRE TERWES

}

EEIARTDE

HiENE S

2EBDEE

|

1
==

EBRBECHIZIER
WeoH=EH B ITHER

THREBRTE. FHFEERPERIUNESZOIANS.
BREBSFZ2HROCEEINS.
THEARCEERERELRV,
THEEOIBIFEIACEZEIZHREESDHSNT
WL,

HEZADSRES

ERER = SGIRT

m IEE
THERLERPSZERENINEEZIBHI S,
FRSRERSTIAVVE. EENRY-I B,

(PR J7WF950- v - BT TR ST

1. EEaRE IR
2. EEREASA—D—DERIA (LEFFRIEE. EX%5TD
5UL)

3. REECH TS ERKIRFT DA (B RARSEEAE)

4. BEESE

5. FEERDZEEREACH T DIRER (SMEEEDE
=)

6. Hmixitikes

7. B2V RXODERE (URIOIRIAZ MNRES)

8. ERHMIRERVZTDIERICE I DERA

9. HMmIXIMER EERFTN FEIT I DERIRES

10. (BRPRSERZRIEI DI55) 20 Pl EDERRRERTE
B (C K DERARGHERE A

11. FFRRPRABRIRSE

12. @b, S=(CET IIRIHES

13. BRPRFMIERSE

14, 11— —-<=a7)L. SNIL

15. EEDORBENRREE(ISO13485:05E) DBEEANE
XmE>RXT LADBEFIEE

16. ERIDEXRM(CEI I 2B RIAFMAESORL

XEH I IENEETHX (hF) THDHIE

BRZEHLEITDIHMICDONT., HIREMBDREHICDN
TIIMBIDOMIGER EDOFTERZN. FEEREDREZR
HENDRE. EERICIMAZ < DXEDRL &P (FE
F) NOEERMBE L1,
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E(China) /E&ERHE, /Gl E
ERiRR(CXI I B (3/3)

A DER AR (C XTI SR

n [EEEREEEIESRM] 5512%(0rder No. 18, 2015)T(d. EEMEE. REFROERKLE. SI8EIAD
RBROWEFKE, BHR T EE CERMSS. SHGINRIIITIEERT LR > EERMARZER LU TE>RS
IBWERELTND,

XEHEIADRL EREE : MBS T AR SOSERROSHRIEADR \ERHS
ESHAIRERE TZ B | RSO AR B I RS
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https://www.ndrc.gov.cn/fzggw/jgsj/jgs

http://www.nhsa.gov.cn/ /sidt/index_6.html
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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/ggtg/atgatg/20210727154135199.html

https://www.nmpa.gov.cn/ylgx/vlgxgagtg/20210928170338138.html

https://www.nmpa.gov.cn/xxgk/aggtg/atgatg/20210927153130147.html

https://www.nmpa.gov.cn/xxagk/ggta/qtaagtg/20211022153823130.html

https://www.nmpa.gov.cn/directory/web/nmpa/xxagk/fawi/azwi/azwiylgx/20

211104141907123.html

https://www.cmde.org.cn/CL0004/24444 .html
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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/ggtg/qtggtg/20210727154135199.html
https://www.nmpa.gov.cn/ylqx/ylqxggtg/20210928170338138.html
https://www.nmpa.gov.cn/xxgk/ggtg/qtggtg/20210927153130147.html
https://www.nmpa.gov.cn/xxgk/ggtg/qtggtg/20211022153823130.html
https://www.nmpa.gov.cn/directory/web/nmpa/xxgk/fgwj/gzwj/gzwjylqx/20211104141907123.html
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[Medical Device Act (Chapter 1, Article 3)| (FEBEHIIOERICDOVT,

[Regulations Governing the Classification of Medical Devices] ([FEEHEIDEIRCDNT,

[Regulations Governing Issuance of Medical Device License, Listing and Annual Declaration | (IEE# DS IROR
HCDONT,

[Medical Device Quality Management System Requlations] (FRIEEE (I IRMEBEIR(ODOVTREL TS

MBIPRE & BEREANSPEMEYEIEE (TFDA: Taiwan Food and Drug Administration)

BER ST OEN FAANIE1—4—: EEHB5F 0] 51 17> A (Medical Device Permit License), [EEIEES{DEESFT] 54 17> A (Medical Device Firm Permit License)
o8 EVEPITEDRIEEEE: Good Manufacturing Practice (GMP), #MNEIQELEZEE : Quality System Documentation (QSD)

P DT TRV SEANFIES S EEN X EHOBERANRBUIAIAZEYS (B EEETR] 51 T AIEBFMEDEADHEUSH EIEE

GMP/QSDI EFEEsDRIS, BEEtaRsT o] SA L XAEEREEHR, WA ARSTOnEERD

P GMP: &ZFIEDEEESR | QSD: S ElDRIEREE

1) GMP / QSDEi# EH 60,000 NTD (JtEIQREFIDIHE . EIREDIZE(E 600,000 NTDAENENS)
EEHR 6~8sH EHURE | 6~8rH EBRXEEURE (EEMES0URICLDEINIENS)
BEHHAR 3FER (EHF6~125BFINSHEERIEE)

azﬁﬁjﬁi%‘ifé fm B ]S4t RS EEHSS DR A . R3S, H—E X, BAEICREERS
AR ITHREE. HHS T 3RS N 3 EUEFTOGMP/QSDA AN EL RS

License
D3R 1, 11, 111

75X 1:15,000 NTD. /35X I1:58,000 NTD. #3X II1:100,000 NTD. 34t>X&F:1,500 NTD

»5Z 1:1H~ 80H. /3R II. J5R III: 40~60H(&EAI-TCL3)
BE2L0IER I ZITORIBE . —ARBICIFERENSERETISR 11IF6~858. 35X 111(E8~1254

BERAR FIEDISR I 1FERE(FEEH. MRERE4X-CBSR), 2OMDISXI, V5X11, 111 SEHE (E#HEHE6s AN SR RIEE)

& (CBa T B3R El RIREEITROEE OGS IE EERIFMRE (National Health Insurance Administration) (CLE1—2N32
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Taiwan
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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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FEDISAMEZRDVA K

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
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AR DOARE (CRE I 2 —A%AYRERZEIA(T 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” ZZH&,
(Z88YU>Y http://base.garant.ru/70291692/)
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BIESEEE (28> http://docs.cntd.ru/document/1200139386)
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(Z881>%  http://docs.cntd.ru/document/1200110953)
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