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Vv ERESE MDA 2012 (ACT737)
https://portal.mda.gov.my/index.php/doc-list/legislation
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TEY ., GHTF BITOHA X o A EFHP L TWD, o, HATOEFEL S E IS
LTV 5Had, —HEEOMBLAEH SN0 T, BNEELFEEIND T — AT~
L. YLV T TCOEERIRBRE CTEMNERN DD EE X D,

IGHTF (X, XKE., »F¥, A=A Z V7, HAR, EU OE¥ER, 1TBHERE ORI O 72 5 EEHE
FRICBT 2 HME B L O OEA(LZ X 5L E O L[FKR, BIfEIX International Medical Device
Regulation Forum M A& CEZEI L TV D, SFMERIIKRO Y =7 A S 258,
https://www.imdrf.org/documents/ghtf-final-documents
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V A A CEFMEEEE SR TS L TV B EFEE O T2 A A v MIBId 5@
https://www.mda.gov.my/index.php/documents/surat-pekeliling-pbpp-mda-s-circular-
letter/2053-surat-pekeliling-pbpp-bil-2-2014-eng-revision-5/file

VMDA A A L R_R—
https://portal.mda.gov.my/

VMDA Circular letter
https://portal.mda.gov.my/index.php/doc-list/circular-letter

VMDA HA XL ARFa A h—F

https:!//www.mda.gov.my/index.php/doc-list/guidance-document

VMDA A4 R4~
https://portal.mda.gov.my/index.php/doc-list/guideline
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RN EEERE L CERINDE I L, FRIFRE OB T, BRGSO O B
# (Authorized Representative : FERBLN) W 21T 5, BRI RS2 BR5E L

TWAEAIE, A MR EFEES Conformity Assessment Body (UL F CAB) (2, ER

HEERICRE ST D E 200, 7 T ANHR EITOWTHRT 2008 — % THh 5, MDA TS
EDT +—~< v MITMDA~NEHEMAEEZIT) 2L HTX508, AR GREREAN) £H

R AT EBRAFIE Lo TS,

VMDA BIWAbEDIRE 7 +—~ > MIET 7 =734 MI TR
https:!//www.mda.gov.my/index.php/documents/forms/497-product-classification-
application-form/file

VMDA V& o 7 1 AR S

a. Registration Unit email address:
1. General email: registration@mda.gov.my
1. IVD email: ivd.registration@mda.gov.my

b. Registration Unit telephone number:
1. Extension line: +603 8230 0376
ii. Puan Aidahwaty Ariffin @ Aidahwaty M.Olaybal, A.M.N. (BKPP Director):
Office Number: +603 8230 0341 or
HP Number (Whatsapp only) : +6016 333 7031
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AR O AT I RS O RLEE | A, I B L OYME O R
FlofEmah/l AR (GREMRE AN) 1. MDA 20122 % 2 FITE 0 [EAN]
(Establishment) & L THESNTEY ., ZNOOFEEIIFENES 15 LI L0 Tl
(Establishment License. VA F EL) OEGENFHAT T HHL TV 5,

EEMER DR AL DOW T, AAEORIEFIC L VIEM IS AR DBKETHY . 20 AR N
EFREIR OB, TR ORE., REEO®RE, MBORERREORERE LA,

Fz HEANL 1R, HEOREIZH ) ZLRARETH D, B, AR BAZ B IOV 72T
HEHE LD ENARETH D,

EL O EZEHFEIZH>WTIX, FidV ¥ 7 Establishment License > Licensing for
Establishments (MDA/GD/0027) % %4,
https://portal.mda.gov.my/index.php/doc-list/guidance-document

MDA 2012 ACT737 LTtV v 7 250,
https://portal.mda.gov.my/index.php/documents/regulation/685-medical-device-act-2012-eng/file
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EL OESMAERIZEIL QX TR v 7 2504,
https://www.mda.gov.my/index.php/announcement/285-exemption-from-registration-of-
medical-devices

2.3 [HEAN] LB

LG I L CiE, EHEREBEESGROME~ R A v b AT L 1S013485 % 55
THZ L, AREA, WAZEE, MEEHEIZX L L. [Good Distribution Practice for
Medical Device (GDPMD) | Z#E5F4 5 Z ENROD LN TWD,

WEAN) OFEICKY, VERWEEHEVATAMITROLEELD,

EN) O2AT SRR AT A (QMS)
RS ISO 13485 / MS ISO 13485
AR (GREEEN) 2= e H s D 3 1 it FEE (Good Distribution
Practice for Medical Device, LL T GDPMD)
i A\ GDPMD
HIZEH GDPMD

FAERAE DL A3 BREIC L 0 . AR GREMEEAN) | AL, HEED 3 DOHFET L2
&bl

EL OHFEFICLE R BEEGEL., MDA (28 &I 7-8 A MEFF M B (Conformity
Assessment Body, UL CAB) MOHIGTHZ LN TE %,

MDA IZ&8 S TW5 CAB T 21 #F (2024 42 8 H 30 HIES), FatV v 7 25 M,

https://mdar.mda.gov.my/frontend/web/index.php?r=carian-cab

GDPMD (ZDOWTIE TRtV v 7 =&,
https://portal.mda.gov.my/index.php/documents/guidance-documents/1842-gdpmd-
mdarr-1/file
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. AR (Letter of Authorization) : F&EH 7Y AR 2L L OVE 721X AR Hfa
ANEIHIZES AT 5258
. =t #E  (Form 92)
. A ERT, EREE . HYEAZEOIENOTEM
o H{E#E (Person Responsible) 4 (2R3 % FicH okl 54
- L=V T AOEE v L=V T OHEGEO I =B LT 4+ — L 495
(RADPSALORFFEE TH Y | mEmdH ThHrZ 2" THD)
- L=y 7 ATRWGS NZAR— b (BE - JAAFHRCEHON—) |
BRHNABIO 7 4+ —2L49 D —

3TForm 9 L3 1966 F=tiH] (Companies Regulations 1966) DA 3, % 2 FIZFES A
DB FEEE T,

4 HE#H L 1% Chief Executive Officer, Managing Director 22 #H#%E OFEHER X OV EME A Fiofk
EEEOEZE T, v L—ITIEELTWDHE,

57— 49 11T 1965 FESEDE 141 OIS & BkEk. R E(EE (Managing Director
) WEROFEME X OFEEEIZ OV T ORI,
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o &I YFE (Contact Person) DFfMids L OEAEE T KL D HsH L E T 5%
(ERN (%E%&@ﬁ‘@?ﬂ%%biﬁﬁé%{a\)

. QMS OFEM GE S MR/ A RS B L OV CAB 233817 L 7= A A E4)
o PREE D 7 A — A (2t v Z—~y RICHM & 31, SFEIOME, SEEEO
BLTEHDH D)

—ERHINZHENRIZOWTIL, BF - FTENTE W), FFEEIL, PiEEEA 18
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i %Tf’\%f%é
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EHHGEDZ A I ZI3ARDHIRD 90 ARTE TICHFEFRE 2B EE TV ILERH Y |
HIRZWMETLE D EHHHFEORNIR>TLEI LD, HEPKLETH D,

EL O HFEIZHOWTIX, A K74 > MDA/GD /0027 TtV v 7 &0,
https://portal.mda.gov.my/index.php/documents/guidance-documents/2217-guidance-
document-licensing-for-establishment-second-edition/file

2.6. HERBIOTA B XK

MDR 2012 % 5 #IZ X W MDA IZZF0 9 HEEEN A B AN TO BV HEESINTH

éo
SRS
HEEEHT., THEAN] O A4 FI2Bb LT, FHPFEOLE RM250, THHEOLA

RM200 TH %,

EL 7 A & X¥}

Bl DY D
WEN] XA F4 & 2k T4t 2t
(RM) (RM)
s 4,000 2,000
AR GREZEN) 4,000 2,000
EIZEH 2,000 1,000
i A\ 2,000 1,000
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3.1 2012 FEFEFFHAI (MEDICAL DEVICE REGULATION 2012)

MDA2012 %54 (1) HIZL Y, ~ L —I 7 HicimmT 22 TCOERMEIRIL. MDA [T
LTI, ZOREREZAI FET I TRROLBD,

) = L— T OERIRIE S
Gi) AhETCHRE SN D EFEEGS O AR GREREAN)
MDA 2012 |

(233 < MeDC@St2.0+ZF T L T D ERRER OB ERIZEAT 2 15

e

SOWNWT, MDAIZFRED LBV A RT7A4 L ZRITL TV D,

(IVD) Medical Device Registration
under MDA 2012 (MDA/GL/IVD-1)1st
Edition |

(MDA 2012 |2 X 2 (R4 2 W = B 2
BERHFEOFREE)

HA BT PERRPREA
1) [How to Apply for Medical Device https!//portal.mda.gov.my/index.php/ms/
Registration under MDA 2012 dokumen/guideline-documents/2896-how-
(MDA/GL/MD-01)3rd Edition | to-apply-for-medical-device-registration-
(MDA 2012 |7 1 5 [E b S b 35 0 un.dgr-medic.al-device-act-2012-third-
ETES edition-pdf/file
(i)  How to Apply for In-Vitro Diagnostic | https:/portal. mda.gov.my/index.php/docum

ents/guideline-documents/77-how-to-apply-
for-in-vitro-diagnostic-ivd-medical-device-
registration-under-medical-device-act-
2012/file

7272 L. Fit® MDEO 2016605 3 /XT 7T ZIZHE STV D REE H D RS

W

()

(i)
(iii)
(iv)
W)
(vi)

bRl

T, BRI TS

EPNESPALCH3E!

=TT 4T DTEN

HE

P Sk o D i R AIFZE & 7= 13 MR RERTEA H 1Y
FEE DB D T2 D IE LT R o

el 7 Pk CAE éh%’) Rt (B Boa i, FERIR R HEH)

[ZOWTIE, HARTIZ MDA IZE55

ZHS L2 R 72 5720,

)

PRI L AR — b 18.2. E R aR B SR fn R

REFETORSRICHET 2T E | 22,

6MDEO 2016 X RtV > 7 &5,
https!//www.mda.gov.my/index.php/announcement/285-exemption-from-registration-of-medical-

i fEH L7- E T, MDA 75 No Restriction Letter

FRIZOWT ) BEO 8.3 KB & D R

devices
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https://portal.mda.gov.my/index.php/ms/dokumen/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://portal.mda.gov.my/index.php/ms/dokumen/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://portal.mda.gov.my/index.php/ms/dokumen/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://portal.mda.gov.my/index.php/ms/dokumen/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://portal.mda.gov.my/index.php/ms/dokumen/guideline-documents/2896-how-to-apply-for-medical-device-registration-under-medical-device-act-2012-third-edition-pdf/file
https://portal.mda.gov.my/index.php/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file
https://portal.mda.gov.my/index.php/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file
https://portal.mda.gov.my/index.php/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file
https://portal.mda.gov.my/index.php/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file
https://portal.mda.gov.my/index.php/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file
https://portal.mda.gov.my/documents/regulation/683-medical-device-exemption-order-2016-1/file.html
https://portal.mda.gov.my/documents/regulation/683-medical-device-exemption-order-2016-1/file.html

3.2 EFRMIBBREZDOER]FhEE BLUEE

RSSO HFE X, FRICTRROFRE ZED LNEN D D,

AT S B
1. BEAEREERS & ERS | JA MDA 2012 OF 2 FRICER STV D EREIRIZZ
NTWDHONENOHE | BTGz W3 5, “Definition of Medical Device
Wra1T 9, (MDA/GD-0006)" |2 E#EH# D ERICEH LTI HIZFEL L

A Z L ADRIN TN D,

MDA/GD-0006 {2 2>WTIL Rt > 7 2R,
https://portal.mda.gov.my/index.php/documents/guid
ance-documents/1845-6-def-of-md-2/file

2. VR OREIZL Y ER
Mses 2 7 7 A4 HE
35,

Rk RR D 7 T A 434EIZ. MDR 0% 1% (148~168 ~2—
D) ATHIE SN TW D ERES 7 7 2 5O BANCIEWT
Yo FERLBICOWTCIE TR A X A B S,

“Rules of Classification for General Medical Devices
(MDA/GD-0009)"2nd edition 1 April 2022

REEZ NELEL D 7 T ZAS5FEICHOWT MDA OfER % 288 L
TH5HEIE,. TEDHE 7 +— A Form - Product
Classification Application (MDA/ BPPP/PC-AF01)7 & f}f&
THEERELZ T A—/LT FLRASEHFET 5,

classification@mdb.gov.my

Y L EAESCIL TR & B,
Nur Athirah - +603 8230 0385
Che Rosmani - +603 8230 0371
Nur Syafura - +603 8230 0352
Aidahwaty - +603 8230 0341

3. VAT AL, By D
BRI R DO 2 7 —
757 FR

R RS D 7 V— T 8IE, TRl A X AR,
“Guidance Document on Product Grouping (MDA/GD-
0005)”  January 2024 Second Edition

7 Form - Product Classification Application (MDA/ BPPP/PC-AF01) X TtV > 7 &M,
https!//www.mda.gov.my/index.php/documents/forms/497-product-classification-application-

form/file
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https://portal.mda.gov.my/index.php/documents/guidance-documents/1845-6-def-of-md-2/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/1845-6-def-of-md-2/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1978-mda-gd0009-classification-of-general-medical-device/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1978-mda-gd0009-classification-of-general-medical-device/file
mailto:classification@mdb.gov.my
https://portal.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/doclink/guidance-document-product-grouping-second-edition-anis-suhaila-binti-abdul-rahman-fuad-mda-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiJndWlkYW5jZS1kb2N1bWVudC1wcm9kdWN0LWdyb3VwaW5nLXNlY29uZC1lZGl0aW9uLWFuaXMtc3VoYWlsYS1iaW50aS1hYmR1bC1yYWhtYW4tZnVhZC1tZGEtcGRmIiwiaWF0IjoxNzA2NTgzMTQ3LCJleHAiOjE3MDY2Njk1NDd9.VLmOe7dq62a8AiIBmTbA_CE5G_SaMH3Acx9uCKUgTD0
https://www.mda.gov.my/index.php/documents/forms/497-product-classification-application-form/file
https://www.mda.gov.my/index.php/documents/forms/497-product-classification-application-form/file

AT oS

A

4.

WA MRt D 7= DE:
FAYE

MDR 2012 % 3 £IZHE D,

(1) MDR 2012 % 3 £ Appendix 1 (187~199 ~<—<)
BLOTRIA X R EESE | EFRESOZEB X
OMEREIZSDWCE AT 2 EEFHNSESF L TWA Z &
kgm0, BETAFEHEBHEAATTAOLERD
Do

“Guidance Document on Essential Principles of
Safety and Performance of Medical Device (MDA/GD-
0007)”

(11 MDR 2012 % 3 % ® Appendix 2 (199~212 ~—7°)
BLOTRAAF o ACESE, BT 2504
X, — RN ERERET 7 L — b (Common
Submission Dossier Template: CSDT)IZfE> TE &9
LT NIER B,

“Guidance Document on Common Submission
Dossier Template (MDA/GD-0008)”

(iii) W& & =13, MDR 2012 %5 3 #? Appendix 1A (214
~216 N—) [ZHDHT T L— MLV HEiE S,
BB L OHBLOMMN 2T 20BN B D,

MDEO 2016 |[ZH2&, T _XTDH 7 7 A A DEREKEIIL.,
B MR R IC K B A PR Tt & 2RI TV B,

5.

WA PR 0 SE it 0D 72
D2 CAB DALAn 21T
5 o

MDR 2012 & 3 % (181~217 ~=2—) ZHt 9,
() EAOEFEEIT, BESh7- CAB ORGEE%T 5
%‘g?ﬁ‘i&)éo

(i) CABIT#EGMAOTE T, HWEIENEL LU LA —
N EFITT D,

6.

MeDC@St2.0+ 3@ U
PR IRR ek Ek D

@ PRI B RR O ERHEE I, HEERARER w7 L, E72h
LTS T L&A 2 BB & 36 KO i -
T BFE CRTREIC 72 D,

(1)  MeDC@St.2.0+% 1 L C[EWEM IS OB G H 217
50

(i)  HEEEITHEENCET MeDC@St2.0+ Lz 7w v
MMERZ T HMEENH 5,
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https://portal.mda.gov.my/index.php/documents/guidance-documents/1788-the-essential-principles-of-safety-and-performance-of-medical-devices/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/1788-the-essential-principles-of-safety-and-performance-of-medical-devices/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/1788-the-essential-principles-of-safety-and-performance-of-medical-devices/file
https://portal.mda.gov.my/index.php/documents/%20guidance-documents/1858-8-csdt-1/file
https://portal.mda.gov.my/index.php/documents/%20guidance-documents/1858-8-csdt-1/file

A IR EEATICAT O N & Fhe & DM OV TIETRO LB,

T [AYAV4

DU R (FERGEEMN ? R
l o
DERMEDI525 ®EEMFEDT-ODCABEIL L
LN 7T FH
l ETHOEH/ZEFB LTSN ?
CABIZ&LBEE
GEEMBEDT IL—T5HEE

[AYAV4

@FEE IO DEFER

(tHFT) MDA/GL/MDO1 @ 3 ~—H % jtiZ Higashi Medical Solutions (Z C/Ej%

3.3 EFEMEDY X7 H5H

MDA 28 S5 EFEERIT. AMERICHEZ DY A7 OREIZLIY FTEOERBY 4 DITH¥E
S, ZDO7 AKX BEOEM, BENK, ITEHE, R ENRRRD,

77 A YR7 L~_u ez OBl
A {128 SNEHB# (Surgical Retractor) . &J/E 1
(Tongue Depressors)
B K~k 2 FiESEE (Hypodermic Needle) . [E#H W%
5%+ (Suction Equipment)
C o~ N L s (Lung Ventilator) . AR HA
> 77 v & (Orthopedic Implants)
D = L (Heart Valves) | HEiA A8 Bl E) 2
(Implantable Defibrillator )

7T AT 52E 2T TR 7 P11l 250,
https://portal.mda.gov.my/index.php/documents/guidance-documents/1791-rules-of-
classification-for-general-medical-devices/file

U 2758 A0 A %2 (MDA/GD/0009) 1%, TtV v 7 25,
https://www.mda.gov.my/index.php/documents/guidance-documents/1978-mda-gd0009-
classification-of-general-medical-device/file
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https://portal.mda.gov.my/index.php/documents/guidance-documents/1791-rules-of-classification-for-general-medical-devices/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/1791-rules-of-classification-for-general-medical-devices/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1978-mda-gd0009-classification-of-general-medical-device/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1978-mda-gd0009-classification-of-general-medical-device/file

3.4 EFEMIROHE ST

7 T A ASD RIS & R & & T OEBREIHEI. MDA /5 ORI BFKREZS L - DIHEE
PEREMHEF%ES  (Conformity Assessment Body : CAB) F8GEZAHUS L7227 572, CAB
IZ X DA MERHEIL, LAT 4 S onT T b,

- QMS (IS013485)

s TIRGAE S AT A

. &?ﬁ% 5 3CE (ASEAN CSDT)
HEESLE (DoC)

BRI T 27 B A A Y MIAA RTA4 U TEAENRERZRINTND,
Guidance Document MDA/GD/0031 CONFORMITY ASSESSMENT FOR MEDICAL
DEVICE (LLFVU 7 6 _X—TU %5
https!//www.mda.gov.my/index.php/documents/guidance-documents/1800-conformity-
assessment-for-medical-device/file

BWEESLE (DoC) THA RIA L TT7 4= EOBHNRERIN TS,

Guidance Document MDA/GD/0025 specifies requirements on Declaration of Conformity
DU IITLLT S,
https://portal.mda.gov.my/index.php/documents/guidance-documents/811-25-declaration-
of-conformity/file

3.5 BRI BRI
BRI e DBk FRE L. MeDC@St2.0+ &8 U TIT9, A T4 LV OHFET +— M TRl 7
DO/N— E LR STV S
7 A —HLDs— | 7+ — LDFHNE
1. — a7 g o EWHIORELE (L —YT7EN v L—3TH
44
o TWOFM T K OIRIER Y DA I
o XA
o /T A
o PFEHIA
o T —
o HFR
o [EHEHEAR DR
o BEELAIZOWVWTOER (FH e &EDOIEMHNR S DS
FENDEFEHEFIZONTDORHR)
o Hi&
e BAFla—FK
o [ERREFEMIL T (Global Medical Device
Nomenclature® : GMDN) ®=— K

8MDEO 2016 D/3F 75 7 4 3 L TV MDA 2012 D5 7 412 H5<

SGMDN kX, & D WA EFREMEZRIET D7 OIEH SN —RRAFROY A N Th b, FHMIE
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https://www.mda.gov.my/index.php/documents/guidance-documents/1800-conformity-assessment-for-medical-device/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1800-conformity-assessment-for-medical-device/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/811-25-declaration-of-conformity/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/811-25-declaration-of-conformity/file

o HilRETZ VT T v A EIZIIATHEE T O] DA

o CAB DA

2. HEE OEH FErr, &S, 77 v AE G, VT A NMEOR

EH BT A E®

3. ERBEER O TN —T 558 | e [EEMARD 7 —T 3 HE

o L7 N—T7DERKIENFE UGS I CRES T
D

o MERALD YU A = Hlbh, [ERESS

4. FRREIZBEY 2 (7 72 A OEFREGCRE MG, b L <&, JEkiEz
BRSNS eV IES)
PRI E L B D BRAIE L AN — b

5. —XAUHFEEST 7L | MDR 2012 % 3 & D Appendix 1 (199~212 <X—7) (I
—k ST —REAFET 7 L — N OF#REB L O R — b ESE
Common Submission
Dossier Template (CSDT) | ML FRL U 7 OB A X o A BB,

Guidance Document on Common Submission Dossier

Template (MDA/GD-0008)

6. TR BRI o WMEDY a— VDB, WETREHEEESR - FiL,
Post-Market vigilance fE CTEEIE STV D EDJERE £ 721X iRE A D
history NE

METHE « BEEAH T ERITEIEINTZZ ER”H D0

7. WEES o HEEF/ITHEKHYEICLDBELBIOWGEE 2T
Declaration of FHEAES
Conformity

HEEEIL, MDA ¢ X —Lickpasa=r— g0 C, HFEEORAEZIBINEROE
SEOBHE TS, BIMEFRIZOWTIL, BEFESNZENDS 90 HUNIZHEH LTt
S50, F7220 90 HOMIRDIEEIZHOWTIE, #IPRETICHES LT s,

T#&IL, MDA OHFEICH)H1ND 7 T AROFTEMHE TH 5,

URIRNT T A T (E¥EH)
A 30
B 100
C 180
D 220

GHTF flig A =5 pE CKE, w4, A—A 7V 7, BA, EU) THER - F#iEs
NTWDHEERIZOWTIE, fFEb Lo e M ERHmE R 2 i S b,
FEAENEDOZEMCHOWTIE, FieV v 7 28],

https:// www.mda.gov.my/index.php/documents/surat-pekeliling-pbpp-mda-s-circular-
letter/2053-surat-pekeliling-pbpp-bil-2-2014-eng-revision-5/file

TV v 7 2B,
https://www.gmdnagency.org/
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https://portal.mda.gov.my/index.php/documents/guidance-documents/1858-8-csdt-1/file
https://portal.mda.gov.my/index.php/documents/guidance-documents/1858-8-csdt-1/file
https://www.mda.gov.my/index.php/documents/surat-pekeliling-pbpp-mda-s-circular-letter/2053-surat-pekeliling-pbpp-bil-2-2014-eng-revision-5/file
https://www.mda.gov.my/index.php/documents/surat-pekeliling-pbpp-mda-s-circular-letter/2053-surat-pekeliling-pbpp-bil-2-2014-eng-revision-5/file
https://www.gmdnagency.org/

3.6 HIFEEL - Béphi L UOBEHNW]

FIHLHFGEDOSA . MDR 2012 55 5 R(1C X 0 MDA (23040 9 HEEEE, BEREINA TERDO LBV H

EINTWA,
URATR T Z A EEE (RM) HaEHRM)
A 100 7L
B 250 1,000
C 500 2,000
D 750 3,000
=3 5 & B e R R A L 5,000

X, MeDC@St2.0+Z% W U7-F v T A K,
% 30 HLUAPIZ W EAT D2 i i 5720,

b L <3k e/MIFIS T S, w@a

E PR IR GRS 72 . MDA (T8GR SN 5, [EFEISICIT, BRE TN S, BEkr
ERRITIND, BEEOADHBIRILI S ETH D,

3.7 Rk - BREKHTHE

RGOS, 7 7 AROFA R, BEEE - BEEHZ DWW TIZ, MDA/GL/08 June 2023
Third Edition (2 K2 & HBREKO T 0B RIAT—UNR 220200 TN 5,

BAIDAT—U1L CABIZE DT EAAY N, IROAT—TU D MeDC@S t +2.0 12 K 5 FE

FRHEE,

FIEIHGEE BEREIA MBI 20 . VAT BT T AGFEIC L 0 BRI b T\ 5,
(FRBR) o ETBEEIOSFANEA AR A ZFITHDD 60 AUN L 725> TV D,

£ 5 2ZBITH MDA TOEREREILZ. 77 AXAAN30H (FEH) . 772 BD 60
H (B¥H) 7o TW5, 2022 4F2 H 1 HLF:, MeDC@S t +2.0 12X 5 Z#\ T 60 H
DI & DL — L 38 A X 7=,

MeDC@St2.0+%# B U7=A > T A v, b L <Idka/NMITFIT TR 9,

URAIZRHNT Z A HE5E (RM) BEEHRM)
A 100 7L
B 250 1,000
C 500 2,000
D 750 3,000
= 30 & o R i AR 7L 5,000

3.8 ASEAN N—FFA¥—Taickdy s A5EE—

ASEAN Tiiild % EREHEIRICET 5 178 Th D ASEAN EEMEZEFS (ASEAN Medical
Device Directive, UL F AMDD) 78 2014 4£1Z ASEAN10 # [ HE CTEE SN, ZDHESIC
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mailto:MeDC@St2.0

K0 BEOES ORM & HERTCEOBEELOLHNEE S, ~ L — 7 TiE 2022 412
2ODHA FTA U BRRIT ST,

D7 7 A3EORE—1k

(BT A FF14 )
MDA/GD/0062: HARMONISED CLASSIFICATION OF MEDICAL DEVICES IN
ASEAN

First Schedule of Medical Device Regulations 2012.(2 7 7 A DE 2 J 13 STV
L5, BEIOTA BT A ATZHEBBNAE 5 ERERR D 7 7 A 58N —i4 TRARRIZEEH
SINTWD, Fo, AWM EHE ESMD) LT, 27 RAGENPEDLDL L E
HELHEH SN TWD,

B D the ASEAN Medical Device Committee (AMDC) OPEIIAY V7 IZKME 1L
Do

QR —F —FA L FEmDIIE

(Bd#EHN A K74 >) MDA/GD/0063: HARMONISED BORDERLINE PRODUCTS IN
ASEAN
https!//www.mda.gov.my/index.php/documents/guidance-documents/2898-guidance-
document-harmonised-borderline-products-in-asean-1/file

RN—HF—T A4 L OREMOREIL, &DETIHER KRG, &5 ETIIEREER TR\ el o
WETITENC L0 EEEZRNE D DDOHMN R D r— AR DT,

ZDM—HA RTAUBHEIIND Z & TEFEHKEGRE 20O, 7 7 A5G BfEIC?
ST THBH 20004 KT A4 12k, ASEAN N TOSELREKICET 58N 7 U T
Ipofe 2 T, BEMEEOBIAMEN LD | REEBOARMMBN e VT 5 LTSN
Do

ASEAN [ERREEERTE & Oft—
ToLEY,

(AMDD) 12XV~ L —o 7 T 7= F/2pasn Bt L

P A KA

1 Culture media (}%Hh) IVD & L<IZIVF B E X EREEES, Thllgth

DL E TR ERFE AR

2 A mentholated bandage
(A v V= HE A

")

FEIRE RS

Eye drops to be used with
contact lenses (> %7 |
Lo AT A 3E)

ERERR D (EREE2EER0E0) | NORESH
Bh oy & & E 720 H O b [RERIZ RS AR,

Laser (L ——F2%)

BABMICE D B D, BELIART 4 v /T
5 RIHTHIL, FERFHRSE, ERICHET 5 S 4H
5 A I 1L RS,

Mobile devices Mobile
devices with health and
medical apps (A~— K7
*+ VERT V)

TV A LA M=V ENTZAY— N7 IEEME
TRV, 72770, TV IXEEMSARIC LY,
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https://www.mda.gov.my/index.php/doclink/guidance-document-harmonised-classification-of-medical-device-in-asean-second-edition-2-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiJndWlkYW5jZS1kb2N1bWVudC1oYXJtb25pc2VkLWNsYXNzaWZpY2F0aW9uLW9mLW1lZGljYWwtZGV2aWNlLWluLWFzZWFuLXNlY29uZC1lZGl0aW9uLTItcGRmIiwiaWF0IjoxNzAyMzQ3MTk5LCJleHAiOjE3MDI0MzM1OTl9.WbMya1V8vykQ88aQyqpraMR4G7rZ_QA36hN_DOEeqso
https://www.mda.gov.my/index.php/documents/guidance-documents/2898-guidance-document-harmonised-borderline-products-in-asean-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/2898-guidance-document-harmonised-borderline-products-in-asean-1/file

6 Laboratory equipment (7 |IVD & L < X IVF HRDOGAIXEEKER, LSt

N AR DT A ITFEERRBE AR

3.9 Wiy EEME DB e
o E R R O E IR AR B ERIZEE T D A R T4 13 2022 45 1 HIZRITS iz,

Bl ids, (V777U v afh) OERILZ. ASEAN MEDICAL Device Directive 2015
WZHS <,

BOEHENY 77 7V v a SN2 RET D563 MeDC@St2.0-+(Z THEK R in Bk
[FRED FHt & NS LE LD 5,

o0— VD =F B IEPEEREISEE) N~ L —3 T TREEELDOREL 2% G () 7
77 U wvia) LTHRGET 25E1E., EEOREE TII7e< B0, fEE L LCiEibs
BRI D2 ENNEIZR D,

FEORNEIL TRL s,
www.mda.gov.my/index.php/documents/guidance-documents/1912-mda-gd-0060-
refurbished-medical-device-requirements-2/file

3.10 LB R — g BRSO

m [ E RS R AN LU CEMTHR (Continuous Ambulatory Peritoneal Dialysis) <2717 (/L
Ry CERIFRHEBF RS ) 72E

O MDA O D% AGRESTHH, NPRA ~DFAEITKED,

V7 7L AE (E RS E RS Y BT 4 —T AD AL N—ThHHA—ANIVT TIT HFH
HIE, EU, HA, KE) OAGENRHLLEOFEIFIL 90 H, AR 20413 180 H,

ZF DD NPRA TOHEEIL, V=V ZEKLOEET 90 H., #Es LT EM RIS DY
A% 245 AL TS,

m = AR R IR 3 AR & U TR A 4L 7- A7 b Drug-Eluting Stents  (DES)

B AIZ NPRA OFAE DB AGREG T D, MDA ~DFEIKD,

NPRA CTOZEAHIMIX 180 H, MDA COEAEMEIIZ/ZAATI0H, 7 Z AB, C, DIX60 H,
LR ar BRSO BRIV TS,

NPRA, MDA ~Z I ENHHIEHEIT TREV 7 18 R—TU AR,
https://www.mda.gov.mv/index.php/documents/guideline-documents/2405-fifth-edition-

guideline-for-medical-device-drug-and-drug-medical-device-combination-product-
final/file

AR, Copyright (C) 2024 JETRO. All rights reserved 18


http://www.mda.gov.my/index.php/documents/guidance-documents/1912-mda-gd-0060-refurbished-medical-device-requirements-2/file
http://www.mda.gov.my/index.php/documents/guidance-documents/1912-mda-gd-0060-refurbished-medical-device-requirements-2/file
http://www.mda.gov.my/index.php/documents/guidance-documents/1912-mda-gd-0060-refurbished-medical-device-requirements-2/file
https://portal.mda.gov.my/index.php/doclink/3-appendix-2-medical-device-drug-cosmetic-interphase-mddci-and-combination-products-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiIzLWFwcGVuZGl4LTItbWVkaWNhbC1kZXZpY2UtZHJ1Zy1jb3NtZXRpYy1pbnRlcnBoYXNlLW1kZGNpLWFuZC1jb21iaW5hdGlvbi1wcm9kdWN0cy1wZGYiLCJpYXQiOjE3MDkwNzE0NjYsImV4cCI6MTcwOTE1Nzg2Nn0.elyZzvvs7v2uzVxMn4bixEaq1MLW_E2sWai2wyQ2zNk
https://www.mda.gov.my/index.php/documents/guideline-documents/2405-fifth-edition-guideline-for-medical-device-drug-and-drug-medical-device-combination-product-final/file
https://www.mda.gov.my/index.php/documents/guideline-documents/2405-fifth-edition-guideline-for-medical-device-drug-and-drug-medical-device-combination-product-final/file
https://www.mda.gov.my/index.php/documents/guideline-documents/2405-fifth-edition-guideline-for-medical-device-drug-and-drug-medical-device-combination-product-final/file
https://www.mda.gov.my/index.php/documents/guideline-documents/2405-fifth-edition-guideline-for-medical-device-drug-and-drug-medical-device-combination-product-final/file

HRARFBUZ RPN IRNEGR AT AR OBHE A #REEIL NPRA & MDA O
[Pt =/ N

TNTHOERREITTRO LBV,

Incident Report

NPRA

Surveillance & Complaints Section, Centre of Compliance & Quality Control, National
Pharmaceutical Regulatory Agency, Lot 36, Jalan Universiti (Jalan Profesor Diraja Ungku Aziz),
46200 Petaling Jaya, Selangor.

E-mail : gpr@npra.gov.my

MDA

Post Market & Surveillance Vigilance Unit, Medical Device Authority, Level 6, Prima 9, Prima
Avenue II, Blok 3547, Persiaran APEC, 63000 Cyberjaya, Selangor.

E-mail : mpr@mda.gov.my

Adverse Drug Reaction Report

NPRA

Pharmacovigilance Section, Centre of Compliance & Quality Control, National Pharmaceutical
Regulatory Agency, Lot 36, Jalan Universiti (Jalan Profesor Diraja Ungku Aziz), 46200 Petaling Jaya,
Selangor.

E-mail : fv@npra.gov.my
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F4E i A\ 515l

< L — U T ~OEFEEIEOEm AL, B (Royal Malaysian Customs Department) D% F
TlZh b, —BRRERBEEGICOWTIX, FFEROBAFTFIIRNETH D, FEEDEREEIRIC
DOWNWTDH, FEEET X0 AZF ] (Import Permit) F7=13# AR "] (Import Approval)
DMLETHD,

4.1 EWABEROVESE

HHGER (ATFHE) OBRICKERERLE LTI TRRDEEY
DOK1 7 +— XA
QAR - THHEE DA VR A A
@)A1/ B B
@tz Etmek (ZEmos
OIANT A A (74 —5 JK69 72 L)
@ J5 PE HiZE B

v it : JETRO
https://lwww.jetro.go.jp/world/asia/my/trade 05.html

A =T — O EFIZ LAUX, 2024 F 7 ABIE, BAFF OB AT L 0 EREM S Ol A %
RENDr—R 720 E LTS, EHEIITIEEM T — RIZES Tt & OA T, [ERELS
DY T AT L O TR = I2ET 2, BEICX VAN RR Y | il 213 3 TiE
A<w—F GPB L WH VAT AEZEAL, AU T4 _XR—A TR CHEBEBENAEETI HIC
A I— RGN GEBAERN TE D L 9T oz, S%IIMhoBETHE A BRBELEO & 57 %
VAT MEBBRE SN TTWAS L DT,

4.2 BBi=— FRIDEAFFEY - EEUY—E
RO BRI E 513 9018,9019,9020,9021,9022,3005 (—EB) MHIAE 5,

[~ —UT7HEGX B IO (“Malaysian Trade Classification and Customs
Duties Order”) M HixH_X— V2L, BMAFFRIDBLENE I hE—EIZ LT,

- A
ERE S A FR b
9018 IR E D | R & 72 1 XERE FH O 2R
2T O, VUF U7 7EE, FOMOERHESHEER S L O TR
s r et
9018.11 0000 - °
9018.12 0000 - B AU T 2 WAk o
9018.13 0000 -Fod S LR ) (R A2 T °
9018.14 0000 T T A E °
9018.19 -ZOMO B O o
9018.20 0000 | -#-AM4R & 7= 13RI 248 F 4 Dk as
VEHE. B AT TN D==a—L ZTOMINGIZHEET
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¥ in

9018.31 0000

S GHE T THD Ve i)

9018.32 0000

R OE S L UREE HO#

9018.39 0000 -ZDfhoH D
9018.39 1000 “HEHO L O
9018.39 9000 -Z Do H D

-ZOfMOEE (EEHO S DIZIRS)

9018.41 0000

WRHT Y (A& Eico s R A & B
DA CTH D0 E bR

9018.49 0000 -F DD EH D

9018.50 0000 | -Z= DftiOgs (IREHHO & DIZIRS)
9018.90 -Z DO OB
9019 M bhaE 5 | HIERIEA., ~ v — UM E IR E MR A O R SR
AT O, BLOAY WAL, BERAG., =7 Y — LKz, AL

IR0l i € 0D Al 0D IR TR I B

9019.10 1000
9019.10 1090

FEEIEA . ~ v U A E OB R R A OB 2

9019.20 0000

A WA BRI AL, T — ViR, N TR g

T DA DOWFI IR S

9020 " HhEE B
T OYH

Z OO RS R L O A< 27 (B0 8 L O
BT o Z—DWNTNLHE LRWREEHA~ X7 Z2Er<)

9020.00 0000

Z OO EN AR L O A< 2 7 (B0 8 L O
BT o Z—DWnTNLHE LRWREH~ X7 Z2Er<)

9021 " HhEE 5
T OYH

AR AR (RRIES 2. ARHA~V M B XL UG %2 &
te) | MHEEER T OMIE O KRB E 2T R L4 O s G5
L., #HELEHIIAMENICED THEHT 2 HLDIZRD) « A
EDO NEDHE Y3 X ORIAZ OO E TG E

9021.10.0000

PRI SR L OVE Prin R A

-5 5 L OVelg FH o Hfs H e
9021.21.0000 - R
9021.29.0000 -Z DD EH D

-Z DA D 3D AARDHES S5
9021.31.0000 - \ TR
9021.39.0000 -F DD EH D

9021.40.0000

IR (550 dhds KOV dh & B <)

9021.50.0000

DRI S — A X = — (55 s K OWHE dn & FR <)

9021.90.0000

- OO EH D

9022 MHIRE S
2 TOW,

Ty I AR, TNT 7R, N EE o~ RE AT
Hids M EER I3 RERIERO LD Z2ETeH O
EL, EEA, MRHERIZEBERO LD TH LNV hE
Mb7evy) | mEEREAM., fIEE, A7 U — W ONTHRAE
HAEIFLERON, WTZOMINOIZET 28 LW
T J AREZDOMD T 7 ARROFE AR

Ty 7 AR EE T DA (BUEHBRGE T 7 3O BRI
Mobozgtebo b L, BEMA, @M ELZEREMO
DTH DNV ERIDRWN) ¢

9022.12.0000

AL a— X —WE R AL E
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9022.13.0000 -ZOMDE D (EEHDOHDIZIRS)

9022.14.0000 -ZOMO LD (EFAEIZEERDO L DIZIRD)
9022.19.0000 -ZF DO REICHT 5 D

“TNT 7R, N AR ETNIT AR o (B | o
MEBEREIIBSBBEERObDZE b D & L, ER
A, WA EZIFEREAO DO TH LR & iblin)

9022.21.0000 -EREA, R EIIEERO L O o
9022.29.0000 -Z OO HRICHET D H D o
9022.30.0000 -y AR o
9022.90.0000 OO YLD (ERI I L OHEE &) o
3005.10.0000 R ARAIE ., ERAEET —7

3005.90.1000 | HiAEWECHHIEAI /2 EOFEF TCa—T 4 T2 TN 5D,
HDHNIZFD L D 72BN G TWD T —ELwiE el

3005.90.9000 | HFNTa—F 1 7 ER TRV, FIXERANTRVLE
Wi7p H—P R

4.3 ePermit D& & - FiIEEHT X5 L (Sistem Maklumat Kastam: SMK)
B DR L 2 R E . ePermit BEROMLEIL /20N,

FrEDEFHBSRRL A MAT 2551, 074 VEFrHiEY A7 A TePermit] #i@ LT
FTA B ETHLEND DH, ePermit (L. BB DIEH T A7 A (Customs
Information System or Sistem Maklumat Kastam, LT SMK) 35X OV OMMBUMFHEREI<
748 AZEE% (Atomic Energy Licensing Board, UL AELB) 72 & OFF Al 1T
B4 (Permit Issuing Authority: PIA)1® &t U 27 LTCN5H728, BAEZENA X —F v b
o T, FAOHFEB LI NZORGNTE 5, WAFFAIIEA R ENE L ORI LU
BRFICHHAZR SN D720, ETMIC SMKIZELILD,

i A 1%, ePermit OB L OHFEELTL7DIC, ETAH TS o —E AT mA X —
T& % Dagang Net Technologies Sdn Bhd!' (2L T Dagang Net) ® 7 =7 % A |k
(http://reg.dagangnet.com/) % i@ UITH 72U 72 5720,

ePermit (2R3 2 FHIX. Ticl > 7 25,
http://epermit.dagangnet.com/epermit.jspsijsessionid=8B6 FFOE7C52585FD3156 E3F2737
B7FCB

(AARENNBIZT 7 B ARA[OR[RESSH D)

https://lwww.dagangnet.com/trade-facilitation/epermit/

ePermit HiEICBHT A0 A RNiZx, TV v 7 2=,
http://www.dagangnet.com/infosite/eGuide/L.TA/Trader.pdf

WePermit & V7 LTWHFEETT (PIA) U A K IZOWTIETFREY v 7 25,
http://epermit.dagangnet.com/epermit.jsp;jsessionid=028 DA2810F97D11C21B9A53D1C33F765

11 Dagang Net Technologies Sdn. Bhd (Dagang Net) I% ePermit D72 D EF-FEEG]| 7 1 /31 &

o
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http://www.dagangnet.com/infosite/eGuide/LTA/Trader.pdf
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4.4 WAFFRIBLBERERES & WATFIE

1)Energy Commission, 2) Strategic Trade Act., 3) Atomic Energy Licensing Board @ 3
FEOBMATTRAINSH Y . AT HEFHERICEY, LERMAGFFAINRR S, BEBia—F
BN LB FFR8 R 22 TREIs LT,

—mponEmms | DB WEI-4-EE
; % — . e WIFIHEEDE Z0HD = i "
EEMBDIESE F(ﬁ 7:;{;0 ;{LD\'%LG)) EfiE FATRY DHREE XEREE
B X\ N v\°—7\;(—j]—
1) Energy Commision (@) (@) @]
2)STA (@) (0] @)
3)AELB O
9018. 11
9018. 13
AHa—F ESEGIVE)S 9018. 14 9020. 00 9022. 12 9022. 19
9019. 10
9021. 50

STA : Strategic Trade Act
AELB:Atomic Energy Licensing Board

e 9018.11 13 14 D EE
LDEERE, EEREE R ZWEEE, X ILE G

I

SWRIEE . LTS T e

|

e 9019.10 0000 P [FEHHEs
MER . ~ v P — U E OB R A ] O

o 9020 DIEFEHEER
Z DO RIS L O A~ 27

e 9021.50.000 O = ks
DRI AR — A A —F—

o 9022 12 D [E RS
Ty AR TNT 7, N—=EEIIT o~ BT AR (SR EE
FIERRIER O D E G b0 L L, EREMA, WREHEZEEEROLOT
H LI ERDIR) | EEEREAK, i, X7 -t NCREN £
IFALEFA O, WT, ZOMINGICETIMRBLOTy 7 AEZOMO T v
7 ARROIEANE

4.4.1 BEABE R 9022 LG E A LToOME (L M%)

1984 EJF 717 A & A{E (Atomic Energy Licensing Act 1984) (2L V. ZiH oHLf,
EY L —UTICAE L IEZ~ L= T bl T 53546 1X,. Atomic Energy Licensing
Board (U\T AELB) 27 72 E A BV ANRKETHDL, ~L—ITNTHRGE, il
WO WAL, AELB ~DiE A B Sk E AELB %1702 7 A C 74 BV ABNETH D,
M%BM\77XC&77XE®74ﬁ/X%Hﬁ HEET 2 2 L 2H#HEE L T\ 2D,
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1984 71117 A 2> A1 (Atomic Energy Licensing Act 1984) DFEAIL T,
https://www.aelb.gov.my/v2/dokumen/perundangan/Akta304E.pdf

AELB ~DOFHHENBEIZHOWTIX, TRtV = 7% A 47128 5 New User Register 7>
S5AlfE,  (AARENNSILT 7 2 ARAOREEED V)

https://www.aelb.gov.my/v2/index.php/en/online-system/

TREY 7 OB GEHREEE AT, BHEE (v L—38) OX
https://elesen.aelb.gov.my/esppuser roaming/daftar pengguna.aspx

TFLD AELB 7 A & A%, ePermit HFEER L OVEEEOE@ARNIIESG LT HIE R B0,
BTDITTADT AL ARFEILTL AELB R—% /L (eSPP) L 0 A>T A TS
TW5o,

https://elesen.aelb.gov.my/esppuser roaming/

AELB 74 B 2A0FEIZHMIC L W R 5, M@icizs 72 C, @A77 A EDF
A ANV,

AELB S5 A v ADfEE Sy REEE
77 A C Hr7e & Bitim FoTA v
7 7 AR fig A = 7= IR FTA

a. J7ACIAEBVRA
TITACTAB ARFFEOEMIITRDOEELBY TH D,

. FA kL RM15
. TRE ORI
- EANOMERE~R—T A b
- BURRREEE O BT
- HEERI R OGRS
- fEH S B BRI R
- R E DT DR EEREE
- XHEEEOREXFE
- R IO DT e ST A
- IR OBRAT T
. (94 2AEH I (Person Responsible for the Licence: PRL) 1273
WwonZéd
. R 1%  (Radiation Protection Officer: RPO)Z M T 25 Z &, i
TEDNR WS, StIX MR # = > 1%~ (Radiation
Protection Consultant: RPC) BOH—E R Z{HH LRI 5720,
. AELB 1T % & S 1L TV D b # Bu 4 35/ # (Operator of Radiation

RPRL [T A & AEHEMEE ) (TR BRI S TEM S ERIR TR 520,
B FIIRR 6 7 ETIESRBI = L2 b RPC —E AZR§ 52 EMNTED, LI LIREITIH
B TS B T3 | PRO 2 L7 1L e breuy,
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https://www.aelb.gov.my/v2/dokumen/perundangan/Akta304E.pdf
https://www.aelb.gov.my/v2/index.php/en/online-system/
https://elesen.aelb.gov.my/esppuser_roaming/daftar_pengguna.aspx
https://elesen.aelb.gov.my/esppuser_roaming/

Apparatus: ORA)ZEHT 5 Z &
. BRI (RiX 2 &) Hﬁ]\@ﬁﬁmu =
. RO TZA B ARHIA T ) —FIC L D8RS

b. J7AE 71k A
JTARETA A HFEOEMFITITFLO LB TH D,

. HAERM 15

. TRLODFERTE
- EAOHMEE~R— A b
- U E OBMEETE
- bPL—=v7r
- hb—J—
- %“:E
- FMlL—= o TR SRR
- PR IED T DORRE RS
- BUHBHER (26H)
- m%ﬁ%“@%ﬁ BT D E

- RE ERE

. F§4’ Y AT (Person Responsible for the Licence)PRL 73 %
Z &,

. H#kE (Registered Medical Practitioner : RMP)14» & OffERR E A FF > T\
HT L,

. TSP EEE ) RPO 2T 52 &,

. AELB (28§ STV D Bk HEE 25 2 &,

. MhcstRrbi# ~' 2 22 &) (Radiation Protection Programme : RPP) D~

=a T NVEEFETHI L, 1B
. £ RM 100 O 7 A & > A}

AELB 3 HGEFREE ICET 2 HIMIE, £ COMROBHTE TR, 8H¥EHLE END,
A AFEAN E LT LR, BRT3EMADNT, 77 AE T A AOHHFHIL
AELB 7R—# /L & V) AlhE,

252 CTIABA AL TFTAERE T4 AFEH%. ST ePermit O HZEFFEX 2179 =
LR TE D,

ePermit OFZNHIRIZ FitoO Wik B UVWH &7 D,
° muj‘a iy D 3 77)%'
o VIAETABLADFYBIRE T

U gkE (Registered Medical Practitioner : RMP) —~ L — 3 7 [ESRFES T8RS L TV 5 ER,
https!/mmec.gov.my/registration/

SHSHRBGRE T 1 7T A (Radiation Protection Programme : RPP) L1374 & A& 1T D08
T DA R T4 Np o TR EEEFIEE (SOP) TU—— @@E@kﬁmﬁ BROAT 4 VT
v, R=VFIE= &)/7%W¥ﬁm@ﬁ@ T = MR OWEVEEIZ BT 2 FIEZ 82 B D ik
HIicH D,
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https://mmc.gov.my/registration/

o UREEHO BRI FTH RPO) DA IR E T

4.4.2 WIFIBEEN B 5 EEMEE (IR LR AEMEND ZEHES  9018.11 75 19 F
T. 9019.10.000, 9021.50 3 X 19022 D3 XT)

FRIOERER. OF 0 LER, EAMNEER 2SR, KRG ZEEE, TS

7 7R R ERS. v o = UER (BRBVOBREOH 57 LIZED ) | LlEflE A

WA A= —, WIFI #RERT & OG22 R~ L= T B LY IHICIAT 2546

TRXINVFXF—FBENL, BT UM~ AL, YT U7 AHIERA (Electrical

Inspectorial Unit of the Ministry of Public Utilities Sarawak) &% R O FF Al FE
(Certificate of Approval, LLF COA) BNMLETH 5,

a. FEBvL—T, PHWA~DEA
1) =¥ —Z%E% (Energy Commission) ~0DX%fk

BRI GOREET B L OIMAZT N 2N b &2 —RANCGET 256, 2013 FEX (HIE)
JHAI (Electricity Regulations (Amendment) 2013) %5 975 (C) H XY =3/
—ZERITRBREZITORIT TR, U8 ekiTY 7 httpi//edik.st.gov.my 7>
HeDIK VAT L%ZBLUTITY,

Bekse Tk, THLYE - g A B EGEE ]  (“Certificate of Registration to
Manufacture/Import”, LN COR) 23 14ELLE 5 LU N OH AR THRITSN D,

2) AFHGEHZE (Certificate of Approval : COA) D HIGE

EHER CTh D BRGSO AFIZ, TR —FBE~D COA REDOHFEEITH,
FEEILY 27 (http://epermit.dagangnet.com.) @ ePermit Z i@ U T1T9,

COA HIFEICLERENEHIILL TO LB,

. TRINVX—FREENRET 2RI LL5X A4 77T A M LA— T (BAEH D
5 5 AR T2 COADHFEH LY 14U EFITHL H D)

TR

R

HefrtbkEER L O h a7

VELZ S URLL Y T

COA OFEHHEIL. MIRD 2 7 A2 5 14 HLNIC ePermit 28 U TIT9, HHH

FHICHERENEEHIILL TO L B0,

. TRNFX—FEEENBET HRBEENS ODERTOX A T T A M LR—F (MLE
725A)

. AATTARVER—F (REHNS 5 FARM T2 COA DHFEH LY 1 4L E
HhTHDHD)

o HIANRZD SIRIMBD 7 ~JLiE AGEHZE (Form PP8) L OV kM kiR

16 SERBRATICOWTIX, TRtV v 7 228,

https://www.st.gov.my/ms/web/general/details/115

72477 AN A=K (Type Test Report) & IXHiEEMEDHE S IEMERMAEED Z L Th 5,

B2 L — U7 LEEYERT (SIRIM) O1ERFT4 1% SIRIM QAS International Sdn. Bhd TH VY, ~ L
— T HRET HEE, A, BB TH L5, FEMIEFRICOWTIX, TR v 7 25 H,
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http://edik.st.gov.my/
http://epermit.dagangnet.com/
https://www.st.gov.my/ms/web/general/details/115

(consignment invoice) F 721% SIRIM 728 % 4T L 7-FE 67 A b A&
(consignment test report) = &’ —

HFHEHT RM30,
AP BY 5 ETOMBOBZE LTI, FOSLE 5 EXA, AL 1 EHXA,
£72. COA DAHZNHIMRITR AT 5 4,

COA NENE S NFary br—AT AT AN T 556 THY . COA BfGFnT-
HOT A AEILTDO LB,

7x2—X1 (230/240 V) 7 = — X TIII (400/450 V)
I A2 RM220 RM330
T4 A RM110 RM220

A b — VT ATAIETEITA RT A TRV 27 @ Guidelines for the
Approval of Electrical Equipment % £,
https://www.st.gov.my/eng/web/download/listing/150

COA 2EDOHNIL TR v 7 25/,

https://www.st.gov.my/contents/article/application/2015/kelengkapan/New_Applica
tion to Import Manufacture COA.pdf

COA HEEDFHi X ITHOWTITI TR v 7 25,
https://www.st.gov.my/web/application/details/5/4

TRVF—EHY 2T HA MI, Ticl v 7 22,

https!//www.st.gov.my/en/

b. #Z T 2 ~DEgA

T T 7PN ~DHE A DWW TIE, v L — 37 . International Electrotechnical
Commission (IEC [EEESERESHE) X REORKEA ZRIEI N LT,
BT U 7NN RS B LRSS (Electrical Inspectorial Unit of the Ministry
of Public Utilities Sarawak) (CEE~L— 7B RV —FERITHYT S
B MoFITS 7 COADBRMETH 5,

T 70U 7 MNESHESRAERIC LUE, WMAE TSRO REE ) O R B R EEL A
FTLO2MERH DL, YA EIL, S5 (Technical Evaluation Report,
LUF TER) ZHEUfS3 57290 SIRIM (25 &b, EAZIT Rl > 7 218 U COA it
BORGEZIT I,

https://eutilities.sarawak.gov.my/portal/welcome

AL, T LRV 7 I —— L L TRERAITV., SR E, FEFT
A v A (FHEP{EOR T BIGERITOT7 A4 A) | TER, b u s, &
BIEEDORLICET 2B REO EH AT 5,

http://www.sirim-qgas.com.my/about-us/overview
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https://www.st.gov.my/eng/web/download/listing/150
https://www.st.gov.my/contents/article/application/2015/kelengkapan/New_Application_to_Import_Manufacture_COA.pdf
https://www.st.gov.my/contents/article/application/2015/kelengkapan/New_Application_to_Import_Manufacture_COA.pdf
https://www.st.gov.my/web/application/details/5/4
https://www.st.gov.my/en/
https://eutilities.sarawak.gov.my/portal/welcome
http://www.sirim-qas.com.my/about-us/overview

COA HIFEIZER LEAERHIAE TH 525, COA BFHFEOFTEHIMITN 1~3 M TH
60

i AE 1L COA Hufg#%. i AFFr] (Import Permit) % eUtility : Ministry Utility of
Sarawak |Z COA ZHEH LHEET 2,

Ministry Utility of Sarawak ® 7 =7 %1 ~ME, FitV v 7 =25,
https://mut.sarawak.gov.my/web/home/index/

BB L, BT BUSE ., BERROIMAZIT O Z LR TE D,

4.5 2010 ZFEIEE 5= (STRATEGIC TRADE ACT 2010)

E BRI FEH DT & EFRLZEOBLE S, 2010 ££ 6 HIC 12010 FHMEE 51 (Strategic
Trade Act 2010) | 2VAAF S 47z, 2011 45 1 A5 BRPERIICHE 7258846, 7 H 1 HvDog
AT SN, FREXERS S, 772 bbb a8 LORRICRY 9 D84 - SHEIC OV T,
o, ARz, BRERHTIHLOTHD, 7r—T—bEOTYELHZH Y F X
WEE G EEE (MITI) (8L, BT A v A 2RET20LERND S, BEEiE, HA
RTA4 2, BIEME U 2 MR EICoWTiE, MITLO U 7 2504,
https://www.miti.gov.my/

E A CITRIRIER = 9022.12 =22 v a—& —rEiiiiE . RS 9022.19 7 L7 7
By N—HH EIIT e AT D, BIRE S 9020 F Ofth, FEK SRS IO
T A~ AT D%,

STA (Strategic Trade Act) 2010 L FiCV > 7 Z5Ha,
https!//www.miti.gov.my/index.php/pages/view/sta2010

BATD STA 2010 OIS E U A ME TR Y v 7 25 M
http://www.miti.gov.my/miti/resources/STA%20Folder/PDF%20file/Strategic Items Und
er The STA 2010.pdf

The Strategic Trade (Amendment of Schedule) Order 2019 |Z FrEV > 7 25,

https://www.mceme.gov.my/en/legal/acts/strategic-trade-act-sta-act-708/strategic-trade-
amendment-of-schedule-order-2019

STA 2010 O ARFSIE, &M E O, B, @i, hEOLTHD, Bt A
T, VU — U TG B 2 BRI ER DA T 1, MITI OIS E S F# R (Strategic
Trade Secretariat) ([ZEEkE T HMLENH H, FRIGGH B & 72 S5 EFREARIC OV TR,
AELB IZ STA ePermit ® Hi5 %17 9,

STA OFRIENBEEDO FHEIZOWTIE IR v 7 25,
https://[www.miti.gov.my/miti/resources/STA%20Folder/PDF%20file/Registration Proces
s Workflow.pdf

STA 2010 (ZHEMSSM B & L THE T LN TV AWM ZMELIC~ L —3 7 O T B H Hig
(Principal Customs Area: PCA) ZHiAT 234512 DW\ ik, STA 2010 O H =5 1F 72
W, TES T, ZNHOMBIZIET OEMAFHRXITHES TRMAT LI ENTE S,
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%6 E IR e R

5.1 ERMERD T~V FRR

TSIt T 2 & COERKSED 7 ~LERiT, MDR 201200 #H] 16 (2S5 D &
Do TrUVIE, EFERELRORE F I3 AR AT D, TV ONEIL, EFR G RO
L. PR L7=E & F—TRITIUE R 5720,

MDR 2012 D 6 K20 (238~244 ~X—) ([ZT7 )V OEMFOFEMBHE STV D, B
1T RO LR,

. Z~XJVITEET 5 — i 72 LRI o 1)
- Z OV ORHIE (AR E L, BRSO FESIC L D)
- EX FEHEIND RV
- SiE (FECER SN D ERESRICIT~ U —iERid)

. Z LRI DA
- IR DR, A, BTV, vy MAY T/ Y T FroR— g
FHHE, BRMRE,
- FEEONE B BRIHORIS, B, HE. BEFIEIC O W ToORBE
X OB R G A T FERE O J7 ik X OER R RISV TS )
- Bl il (B : Sim, ZE . A EoFES)
- IRANZZWTF O SRR SN D BINE S (KT 545)

WE) 72 7 ~NNVRRRINE ., RO L RMEOMRE T =4 — T 2 HTiREHEL L OL2E
P (Post Market Surveillance and Vigilance, LN PMSV) [ZOWTCHMIICE T2 9
DIFRER E 7 INEOREE D BEm I AR Th D,

MDA @ PMSV #fi%, EFEEEROTIRBICEZ 22774 7V AB L O ZE2ERICED
HEREHH->TND,

BN D T ~)VHEI T DA X AL, Tt v 7 &5,
https://www.mda.gov.my/index.php/documents/guidance-documents/2295-guidance-
document-labelling-requirements-for-medical-device-6th-edition-final-pdf/file

2022 F 11 HIZIXEREEGR O 7 ~VICBE T 2 EREHICEHT 204 R4V BREHES LT
T BRN R FTRGIER RSN TN D,

MDA OHGREZZ FitD L H 727 4 —~ v hTT~VUIEHWHT H Z &,

1 MDA Reg No. XXXXXX
il Registered with MDA XXXX 7¢ &

F 7o, KHLZIHEK in vitro diagnostic [ — A2 EEKEEICINZ T, BIMOF#RE 7 ~LIC

1 MDR 2012 OFFAHIL TREY v 7 25,
https!//www.mda.gov.my/documents/dmdocuments/Medical%20Device%20Regulations%202012.p
df

20 MDR 2012 D% 6 £l EFt ) v 7 D 238 ~244 N— TV 2B,
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ARTHZENRODLNTND, G TRV 7 4.11.1 25/,
https://portal.mda.gov.my/index.php/documents/guidance-documents/1795-
requirements-for-labelling-of-medical-devices-1/file

F-MDA D AT L Z LiFEEIES L TWD

52 BERESHRDILEICOVWTOREHARNTA FF 4 (CODE OF ADVERTISEMENT)

MDA 2012 D3 44 5= (1) HIZHSE, MDA I8 ‘ﬁéhﬂ%[ﬁﬁ% VAV NINEADY -3
L7 b, F£7- MDA 2012 OF 44 55 (2) HICES =, EEEGICET O MO LWERIT
FEMR 72 FEA T D Lo RINEIZEET BTV D,

BER F 72013 AR IZEBEEBAS O ILEFICOWTETLEZAE Y Z L1127 HEDESFEZMIRT D
BHEND D,

MDA (% 2019 4 11 A, EREHRDOILEICHOWTOERKELSHAI (Medical Device
Advertising Regulation 2019) Z i@, 2023 412 H 1 H X Y ifT,
https://portal.mda.gov.my/documents/regulation/1312-medical-device-
regulationsadvertising-2019.html

EIFRMEARDINEIZEET 204 R4 0%, TtV v 7 25K,

MDA/GL/04
https://www.mda.gov.my/index.php/documents/quideline-documents/1923-approved-
guideline-advertisement-update-on-januari-2022-v2-2/file

IR BT 5 2 TOJREIL. MDA 2012 3L 0N MDR 2012 (2[R 59, EHGLILERR

2 (Medicine Advertisements Board, LLF MAB) iR T\ 5 1976 FEHKGLIAERES

JHH] (Medicine Advertisements Board Regulation 1976 . LN MAB 1976) 2135 X TU—fi%

M EIEGSDONEIZET 54 R 7 A4 > (Guideline on advertising of medicines and

medicinal products to general public) 2% & EF T HMLE R H 5,

R DI & R, R OIEEIZ 0T b, (TS, ERTHY 772, HIET,
NTUABREN, AT, BHERD Y, EAETEAFESEENTNERETHS L SNT
VB, HEHE RO - 2R . TR, MR XSEAETREAR R TR IR B,

INT — )VEREEBAE A L TW D EEKIFIC OV TIL, 71/“3/7/(}?-5%%%
(Department of Islamic Development, Malaysia. LA F JAKIM) #7213 JAKIM (ZF8E &
Nz niE*%%Bg munﬁ%x Joa H%EEH?%’) clfﬁ)'(%5

fabulous (3 1X5 LVY) | fantastic (37ZVY) | extremely (GERIZ) 7R EDiEiE « B RE
Bl¥721F instant cure (7<{8%) . miracle (#BF) . guarantee (ﬁ'wE) remedy (&
JIK) | no side effects (BIEMZR L) R EDXEZILEHIMHEHT L Z LIF@BO LA TV

2 MAB 1976 13 TRtV > 7 =504,
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-
board-regulations-1976.pdf

2ZHA RTANTTFRY 7 2B,
https://pharmacy.moh.gov.my/sites/default/files/document-upload/latest-guideline-advertising-
medicines-and-medicinal-products-general-public.pdf

B [)nTZ—)1) LiX, Halalantoyyiban ORSGE T v VT (A AT L) EIZBWTA AT LELEIC
BRETHETRVWROIFINDLHDLEWVWI BERTH D,
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AN

FTOREEFER - IRATUE, B E 72 XM R ACCREFRE DT (EREER & Bk
<)éﬁék%otioﬁfﬁ'%ﬁm%EéMTwé

MDA O EIZ LU, IREICOWTORAEN A4 K74 > (Code of Advertisement)
1T, ERMEROIEEREZ G EED L HDOTHHN, Tl W THIEIT S O TiERwn
& I_/Tl/\éo

. B OAiAS & 7213 F OB OBEGIZBE T 5 B s | S
F) PEEF BB L O F IR E AR e DR
. I 2= 4 —AvE—VEDORE L IFEZRO LR WEROFEEE

EIRIESE T <, —hkﬁ@ﬁﬁéiOﬁ%ﬁEﬁEﬁﬁm%—%A%ﬁﬁkLt&%m
DN TIE, MDA ~HFED b KRZGLMERD D,

IS OmEL = — N2 L Tidk MDA/GD/0032 % &,
https://www.mda.gov.my/index.php/documents/guidance-documents/2321-gd-code-of-
advertisement-coa-8-april-2021-v2-1-pdf-1/file

ERERER D IR EIZ DWW T MDA/GL/04 IZHEES LTV 5,
https: //www.mda.gov.mvllndex.php/documents/ cuideline-documents/1923-approved-
guideline-advertisement-update-on-januari-2022-v2-2/file

EFFA OO REEEHET RM1,000, &4/ NMITFTOIZZR Y . B4 TOZFHNT
fﬁffmﬁwoit&érﬁfkéo

N7 BT 7 FE&e/NITF05 41X KUMPULAN WANG PTHAK BERKUASA PERANTI
PERUBATAN T&®h Y, XTI T LB,

CHIEF EXECUTIVE

Medical Device Authority (MDA) Ministry of Health Malaysia

Level 6, Prima 9, Prima Avenue II Block 3547, Persiaran APEC

63000 Cyberjaya, Selangor, MALAYSTA

BT 2 BIWEbEED S EKELIT TR,

Email to advertisement@mda.gov.my
(1) Nur Syafura  +603-8230 0352
(2) Suhaida Rasul +603-8230 0214

5.3 MiREFHER L ZLEH (PMSV)
5.8.1 MIRKRMEICET TR LUEE

MDA 2012 D% 375k, 384k, 395, 405k, 41 FB LV 42 KITHS &, Bk NE
AL B TFRICOVWTEEZAI bDOE SN TS,

AR, Copyright (C) 2024 JETRO. All rights reserved 31


https://www.mda.gov.my/index.php/documents/guidance-documents/2321-gd-code-of-advertisement-coa-8-april-2021-v2-1-pdf-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/2321-gd-code-of-advertisement-coa-8-april-2021-v2-1-pdf-1/file
https://www.mda.gov.my/index.php/documents/guideline-documents/1923-approved-guideline-advertisement-update-on-januari-2022-v2-2/file
https://www.mda.gov.my/index.php/documents/guideline-documents/1923-approved-guideline-advertisement-update-on-januari-2022-v2-2/file

o [RIERLEROMERF - RE

. ERam 0B I OMEE2 T =% — L, mREGEHED T AT LITHAAIAT
&,

. XEL SN FIEEfMESL L, 755, £7o, 5 SN REE 21X EREEG
DRENEF L ORHEICEIR T 2 B HIZ OV TORERDOMER? - IRE

. ERS e OB HNFRIN TR Z 272 & SN T HRELILEEG LA D Fiico
T MDA ~D & 7675,

. BRIEDOTD, MEOH 5 EEEROFERS LML E, UV a—1 Bl
RARFEORICKEZD Z &,

. AL LY a— FEET~OMEEO T+ —7T v T E2THT L,

MDA 2012 O 40 kiS5 % ., WEAL 1T, ~ L —I T ENANCE & 72 E RS0 23R
BT DEEFES « HUTHOWT MDA ICHREZTAEERH D, REITTLD LB HFHD
FREIC L > TED BN HIRINIZITh R T 7 5780,

HERG - Fig MDA (Z 55~ X HIfR
IR L CERREBR E2DH D FE RN 48 IR LA

BEH. HEED LIS O T 137 oft | RS 10 BLA
FERIED TEELRELICE S0, 4 H
GEFRT IR DIRIICE S AT & 5 b
D

MY ERBIEDO R BL S L 3Z DEEDIE | % 5.5 30 HELA
TR T 5, EISEREOETRS L
VXBHRFH I EO R BT 5 b o

R BRI BE T2 AR OFLICEE T 2 @EOFEMIL. TtV v 7 22,
https://portal.mda.gov.my/documents/surat-pekeliling-pbpp-mda-s-circular-letter/mda-s-
circular-letter/1301-bil-1-2019-eng-rev-1/file.html

I

MDA 2012 T, SIHIAE b ED TE Y, FHIGENK L725A1E. RM20 HLUL FOEiI4t L
I 3HEUTOERF-IIFOHFIZUINDGI LD ETHEHEL TS,

TFEY 7 @ MDA 2012 ™% 15 %= (P16) &M,
https://portal.mda.gov.my/documents/regulation/685-medical-device-act-2012-
eng/file.html

5.3.2 MIREREIZET AN FF A~
2020 FEIZIX T 5 2D HA RT A4 U IILTVN A,
a) HIFFLFIEICR 45 A4 KZ A > : MDA/GD/0011

https:!//www.mda.gov.my/index.php/documents/guidance-documents/1856-
complaint-handling-60-60-23jun2020-1/file

AR R T 2 A FFLR - ST AR & L <ITELEHE RS LT v
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2B 7R,

WERBEODHHBEKNELNE D> NT, DXHEOMEREICET LA RT4
MDA/GD/0014 % &,

MG EZEERIERENSLERGS X, o) Tt B EICET 2L RIA4
> MDA/GD/0013 on Field Corrective Action (FCA) % &,
ETOEGIIRERT A T A 7 A TRP G b FEROTBRELE D 5.
HEENILIPI Annex BZSOZ &,

b) BLtEREkICBI 2 H A KT A > : MDA/GD/0012
https://www.mda.gov.my/index.php/documents/guidance-documents/1855-

distribution-records-60-60-3june2020-1-1/file

BeEERCEk & L C 2 DL RAF DS B,

B & Sz pE DO FEERD 5 3 LB

FRIZH DAL D EFEM I TBEOFE®R S L IX, W& BE~OEH B Otk
7j§‘\‘go

o) ML e EIEHEICBT 2 74 RZ 4 > : MDA/GD/0013
https://www.mda.gov.my/index.php/documents/guidance-documents/1827-field-

corrective-action-gdac-29june2020-syedited-1/file

TG 2R IEHEO T A KZ A 11X AMDD % &8 L CIER,

TS ZEEEEEE LY EET 5255813 L5 Y 7 11— Annex B DR Z
W, MDA ~AE T 200, 7 4 — DITIEHREF IS B R E W & FoE,

T2 e R EHEE NS THRIIT ERRY v 7 13 4—2 D AnnexC DEX (X —%
=B — OIS L FDOLEEZME LI-ERGE) & MDA ~3&5 7 5 iii,
U a— L RRERSEAE, TRt e)fdin ) a— VBT A R4 250,

d) WEOREHE IS5 A4 KZ 4 > : MDA/GD/0014
https://www.mda.gov.my/index.php/documents/guidance-documents/1833-

mandatory-problem-reporting-60-60-10-june2020-2-1/file

VEDOREHREICBET 204 K74 > 13 AMDD %2/ L TIERR,

RHREH A 1T MDA 2012 O 40 SRIZHESW X A LT A o THGEDVE, ik E
T EFRU 7 16 =T R B,

A S EI1LTEX Annex B 12T 30 HUWNOEEH A X3, Annex B 52U 7 19
R—=T B,

e) FEih U a— B+ 544 K74 >t MDA/GD/0015
https://www.mda.gov.my/index.php/documents/guidance-documents/1840-medical-

device-recall-60-90-2july2020-edited-gdac-decision-1/file

Y =2—/ 1% Class I - High risk, Class II - Medium risk, Class III - Low risk @
3OICHEIND,

U 2 — L DOATE MDA ~O%tE & 22— —~Oxf I E1T 5 BN H D,

MDA ~DO#E5E(LEX Annex B 12T 30 HUWNOHFEH M2, AnnexB L7V >
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7 9R—T B

2= =DV 3= LSBT D BN ITER Annex C (2T 30 H LR OFEH A
V3 Annex C EFEV 7 13 X—U AR,

Va—1oGgaoHmEs MDA U a—)LEHHA—LT FLX) [FUTDLED,
recall_enquiry@mda.gov.my

U 32— BT D REERDRAFIRE D T A 7Y A 7 AL TR BHEM L 72> T D,

5.4 & DA DA%

2011 #5853~ (Trade Descriptions Act 2011 )

< L — VT HBICHET 2% - = EADFRRITOVTIL, 2011 FHGI#£RE (Trade
Descriptions Act 2011, AT TDA 2011) 2S@H S35, ik E, #o7o, FIIARERE
Ry iR EH KO BRLFIHEKTH D,

TDA 2011 3 KT 1999 {4 EH #i#: (Consumers Protection Act 1999, LA CPA 1999)
EINEGG] « A£1EE4 (Ministry of Domestic Trade and Cost of Living, LA F MDTCL) 73
TDA 2011 3 X O 1999 F{HE & R7#7% (Consumers Protection Act 1999, LA T CPA 1999)
WBL T, HE-WMOMED Z1To T D,

1980 itk EFH (REE, MAL, EEEBLIOHESERICLSDER) 4 (Price Control
(Labelling by Manufacturers, Importers, Producers or Wholesalers) Order 1980)

1980 Pl EE (L&, WAE ., AEERB L OHIZES L FR) a4 TIE, ®iES,
A, EER B L OHEBES IXOE IR OWTHEE R 7~V v — 7 2O 72T
LR B E LT D,
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EeE iR, ZOMOBOBIR

6.1 BEBL

2012 4RI (Customs Duties Order 2012) (27447 28K, ©DF Vg ABLR L OW
fn—E AP (Goods and Services Tax . LA T GST) 2/RrEHTEY ., 2012 FEAFL (A
1) 4 (Customs (Prohibition of Imports Order 2012, LLF 2012 & AZE1E45) 12XV
Wi NS BT, T4 B ABRHES N TV D,

AHEETHESR L o> TODERBEIRIC OV TT R THABIE, SST &b 0%,

ANRT IN—= 7 kf\ E%’?%%&u%ﬂ: %iﬁﬂ%ﬁ:ﬁjﬁ'@fg LED :7?/( X7OI//|)J§3:1»—— }‘fcfkﬁi\
ERHIRO HS a— RSNV —2 bbb, BEIIciE, BAF ORIz < B
BT K 2,

BEFE T, EEAOKBRRFHIMAZILLBETH D,

2012 FERIFiIE 4 (Customs Duties Order 2012) 12 2WTiX, FitV v 7 25,
http://www.customs.gov.my/en/pg/pg_col/Customs%200rder%2014%20(2012)/P.U%20(A
)%20275.pdf

2023 - A%k 145 Customs (Prohibition of Imports) Order 2023 (Z>W\WClik, TtV v 7 %
Z

https://www.customs.gov.my/en/tp/Pages/tp_iel.aspx

2017 #-B3Fi4 (Customs Duty Order 2017) 73201744 H 1 H X 0 fifT &4, 9HrDEE
BEEN 10T o7, E-REMRSICL Y., 2012 4 ASEAN @B ih B o fEZE
(ASEAN Harmonised Tariff Nomenclature 2012 : AHTN2012) H &= LBz bz, 7=
72 L AHTN2012 (2 2W Tk, Bl&BENFGE S5 £ TiE, B TFESwMICE > T
WERDOGHEMEFENDHEE L HHD T, FEMIZOWTIE TRV v 7 251,

www.dagangnet.com

~ L— 7 BRI EICEE T A 1EH (HARE) 13, TReV v 7 22,
https://www.jetro.go.jp/world/asia/my/trade 03.html

~ L=y T RO 27 A MIFRY v 25,

http://www.customs.gov.my/en

HHSNLOBE I TR 7 NE HS a— R AND B fi~% Z L3 FEE

https://ezhs.customs.gov.my/public-home

6.2 = D DBLDOBLR

Sales Tax

2018 4 5 H OBV, Mt - —E ZBi (GST) 13201848 H 31 Ha b - ThE
1EEh, 201849 H 1 H 658 EFL (Sales Tax) & —E AL (Service Tax) HiEA X
N, B ERBLE T —EABLZMARI L T SST &I TV 5,

g ERLX. FRB G Ol AR L OGBS - 2 EEE N~ L— U T EN TRET S 58R
IR S, BIRIL 5% £ 10% TH D (Al ZFR<) , MBFEES I X DX
Rl e b,
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https://www.jetro.go.jp/world/asia/my/trade_03.html
http://www.customs.gov.my/en
https://ezhs.customs.gov.my/public-home
http://tariff.customs.gov.my/

FiEH ™ Sales & Service Tax (SST) AKX =741 b
https://mysst.customs.gov.my/

<L —3T ORI D EAREOLR— ML, Fitl v 7 23,
https://www.jetro.go.jp/world/asia/my/invest _04.html
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BTE PriEEA - ERHGE

7.1 FrgEA
FTeEE T ZE 37
Atomic Energy Licensing Board www.aelb.gov.my
R 1748 AZBS (AAREND BT 7 & ARF O A HEME

Hh)

Dagang Net Technologies Sdn Bhd
XA Hxy VT ) aY— X%k

www.dagangnet.com

Department of Islamic Development,
Malaysia (JAKIM)
<L =T A AT LBER

www.lslam.gov.my

Electrical Inspectorial Unit, Ministry of

Public Utilities Sarawak
7T 7 INAILEFEE . ERRAR

https!//mut.sarawak.gov.my/web/subpa
ge/webpage view/62

Energy Commission
THRIAF—FER

http://www.st.gov.my

Medicine Advertisements Board
EHNLEEES

http!//www.pharmacy.gov.my/v2/en/conten
t/medicine-advertisements-board.html

Medical Device Authority
S5 =

https://portal.mda.gov.my/index.php

Ministry of Domestic Trade and
Cost of Living
ENEG| - EiEEE

https:!//www.kpdn.gov.my/en/

Ministry of Health (MOH)
PRl

www.moh.gov.my

Ministry of Investment, Trade
and Industry

BEH G PERSE

http!//www.miti.gov.my

Royal Malaysian Customs Department

B

http://www.customs.gov.my

SIRIM QAS International Sdn Bhd
SIRIM QAS

http://www.sirim-qgas.com.my/
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http://www.dagangnet.com/
http://www.islam.gov.my/
https://mut.sarawak.gov.my/web/subpage/webpage_view/62
https://mut.sarawak.gov.my/web/subpage/webpage_view/62
http://www.st.gov.my/
http://www.pharmacy.gov.my/v2/en/content/medicine-advertisements-board.html
http://www.pharmacy.gov.my/v2/en/content/medicine-advertisements-board.html
https://portal.mda.gov.my/index.php
https://www.kpdn.gov.my/en/
https://www.kpdnhep.gov.my/kpdnkk/?lang=en
http://www.moh.gov.my/
http://www.miti.gov.my/
http://www.customs.gov.my/
http://www.sirim-qas.com.my/

7.2 E7HE - BRe

W=, £ ofoEs 7= 7% A b
Association of Malaysian Medical Industries
~ L — U T RS LS https://ammi.com.my/
Association of Private Hospital Malaysia https://aphmconferences.com/

< L— 3 T RANTIR R S

Malaysia Medical Device Association http:/mmda.org.my/main/3180/index.a
~ L — T[RRI S sp?pageid=188826&t=home

https://selangorsummit.com/event-
components/selangor-life-sciences-

Selangor Life Sciences Convention tion-sle/
2T A LT T T AL convention-slec
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https://ammi.com.my/
https://aphmconferences.com/
https://aphmconferences.com/
http://mmda.org.my/main/3180/index.asp?pageid=188826&t=home
http://mmda.org.my/main/3180/index.asp?pageid=188826&t=home
http://mmda.org.my/main/3180/index.asp?pageid=188826&t=home
https://selangorsummit.com/event-components/selangor-life-sciences-convention-slc/
https://selangorsummit.com/event-components/selangor-life-sciences-convention-slc/
https://selangorsummit.com/event-components/selangor-life-sciences-convention-slc/

=R ZF Dt

8.1 A E

MDA 2012 TiZ., SIHHELEHTEY ., EX L72HE1E. RM20 TELTFOgi4t L<ix3
FELUTOEREIZIZORMGFEZREND LD ETHEHEL TS,

MDA 2012 D% 1555, TtV 27 ® (16 X—2) &5,
https://portal.mda.gov.my/documents/regulation/685-medical-device-act-2012-
eng/file.html

F7~. sections 71 and 79 of the Medical Device Act 2012 [Act 7371 %2 FEI(THOHH H D &
45 7-%. Medical Device (Compounding of Offences) Regulations 2024.7%, 2024 41 H
31 HHEA ST,

B TIEH 20, ERBEIHEICER LI2BEIE, EORBOERK LEDD, &5 WIEEIRR
EDOXF VT A BITET +— L TEMENDEHA L 72> TN D,

AR EIIA Y 7 2B,

8.2 EFRBE AR B ESLERIZTONT

3.1.1 2012 FEFEIHA] (Medical Device Regulation 2012) o CEFFELE DGR
R IND T — AR LTz, L0 BERMer— 2 & UTRRAA RT A4 A TREMDH
EINTND,

(a) fE A A

b)) ~—FT 4 T DODOTEDHBY
(o) ZEMZRFIHEBEMD=
(d) FERMFZE BRI D728

(e) =R ORI E D 72D
@ wHEA SO

(@) il D 7= Dl A D 7=
(h) R A

() FEH S RER O [ AR L

G) A D R A

(k) i 7a < 7o o Tz ER R
DB Ik S 7= R

V=T 47 OTEMEHENLFHEMNICET A4 F74 X TS,
MDA/GD/0018
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

BRERAFICIZRT B A K74 I T a2,
MDA/GD/0016
https:!//www.mda.gov.my/index.php/documents/guidance-documents/1848-16-
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https://portal.mda.gov.my/documents/regulation/685-medical-device-act-2012-eng/file.html
https://portal.mda.gov.my/documents/regulation/685-medical-device-act-2012-eng/file.html
https://portal.mda.gov.my/index.php/doclink/compounding-of-offence-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiJjb21wb3VuZGluZy1vZi1vZmZlbmNlLXBkZiIsImlhdCI6MTcwODY3OTkyOSwiZXhwIjoxNzA4NzY2MzI5fQ.g42lubPc5FliB4YttPq6CR-AHep8FKT4k8gpEZCzoDo
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/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/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/1848-16-notification-for-clinical-research-or-performance-evaluation-1/file

notification-for-clinical-research-or-performance-evaluation-1/file

FrEERHABEFICETOTA R4 VI TRz,

MDA/GD/0043
https://www.mda.gov.my/index.php/documents/guidance-documents/1838-mdagd0043-
specialaccess-15may2020-60-00-1/file

MDA/GD/0056
https://www.mda.gov.my/index.php/documents/guidance-documents/1831-gd0056-sa-
ventilator-60-60-27april2020-1/file

b\ﬁ—ﬂﬁzﬁiyﬁgﬁiﬁ>ﬁ%éﬂfb‘f %_) N E U’ijji‘,/[z\go MDA @%ﬁﬂ’(%éﬂﬁ%ﬁ%m%
NS DFF A NLE R — A b 55 O TRBICHERT 5 2 & 2 #1515,

8.3 RBFERMBORERRIETCOREMRIZET IR/ E . MDA/GD/0016

R OBENRREINDETr—ADH b, ~—F T 4 Y THOTEOHNE L TRERE~
RBGRDOEFE G 2~ L — U T IR BiALe 6 MDA ICERIES SR ORRHGEZ 5 2
& T—REICIATZ DHIENH 5,

7272 L, WL OnOfifI33 5 2 O TEENLETH 5,

TEIZRD . MR AT,

FARNEIEENIAR A Z =) —T7 Ly b BIERTEER Xm0 Ay 7 L§F
BORIZRE D,

BT DEREAR L TRRRE T D2NERH 5,

“For Demonstration or Education Purpose Only. Not For Use On Human”.
7V =T NLORAMmITEIEI N TN D,

HEEFIE, S ICHOWTIELL T EEBL,

FHEICKLERIRIT 145320 122> TR Y, EAZ RM300,

A FFRI O ZIBRIL, BiA L7 H 25 90 HIH,

BN T % B 30 HLINIZ MDA ~E BsE 2T 5 0ERN D 5,

BEL LI~ L=y 7 bt Sz & 2iEHT 5 Ry o A v hEFHIZOW
TIHREEBELD D,

HEEZOEMATH TEIARY 7 10—V 25

84 INEIYRT 4 VAT ¥ —EERERLDEREIRNE S )0 E#E . MDA/GD/0061

U eV BB OIS, A = A 4D HAL ZEFHIC~ L— 37 T b Sl /e B
ISV A OND Lo T-, FEERETIE, BE2ENQD T LIZU Y Bk o EE
BN TS, ZHLEERLHY, UAEVEE, 74 U4 T e—, SHEIETEE
T D PSS AR R BRI L T D 2 L, ARIOTA KT A v
(MDA/GD/0061 ) (Z XV /2> 7=,

UNABEYDEDOR—TRF 2—Tn6, 5 FOI ALY OOO/NIOE O, BT
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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/1838-mdagd0043-specialaccess-15may2020-60-00-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1838-mdagd0043-specialaccess-15may2020-60-00-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1838-mdagd0043-specialaccess-15may2020-60-00-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1831-gd0056-sa-ventilator-60-60-27april2020-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1831-gd0056-sa-ventilator-60-60-27april2020-1/file
https://www.mda.gov.my/index.php/documents/guidance-documents/1831-gd0056-sa-ventilator-60-60-27april2020-1/file
https://portal.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

DO DOFATERL RN Ly RI LW KOG DO F THHRITA D, [EFERIZEY
THNEMNL, LT 7 25 0E,

https://portal.mda.gov.my/index.php/documents/draft-guidance-documents/2486-mda-
2d0061-rehabilitation-physiotherapy-and-speech-therapy/file
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BEYVVIE:

1) BEEESR
B RS L URAI v 7HA b

Atomic Energy Licensing Act 1984 https//lom.age.gov.my/ilims/upload/portal/akta/L.O
(Act 304) M/EN/Act%20304.pdf
1984 FJR 117 A4 & Ak (HAREAN»GIXT 7B A RATORREMRSH V)
Guidelines On Foreign Participation | https:!/www.kpdn.gov.my/images/dokumen/perdaga
In Distributive Trade in Malaysia ngan/perdagangan-pengedaran/guidelines-on-
< L — T HGRERE] « Y— R ~DS foreign-participation-in-the-distributive-trade-
EHEASACETAHA KT 1 services-malaysia.pdf
Local Government Act 1976 https!/lom.age.gov.my/ilims/upload/portal/akta/L.O
(Act 171) M/EN/Act%20171.pdf
1976 4117 BIGIRIE
Medical Device Act 2012 https://lom.agc.gov.my/act-
(Act 737) detail.php?type=original&lang=Bl&act=737
2012 F R ARE
Medical Device Authority Act 2012 https:/portal.mda.gov.my/index.php/documents/reg
(Act 738) ulation/687-medical-device-authority-act-2012-
2012 4R E R AT 1 eng/file
Medicine Advertisements Board https!//pharmacy.moh.gov.my/sites/default/files/doc
Regulation 1976 ument-upload/medicine-advertisements-board-
1976 4EE K 5 R4 B A regulations-1976.pdf
Strategic Trade (Strategic Items) https://www.mcmc.gov.my/ms/legal/acts/strategic-
Order 2018 trade-act-sta-act-708/strategic-trade-strategic-
2018 EHEMEE 5 (s E) 4 items-amendment-orde-2
Strategic Trade Act 2010 https!//www.customs.gov.my/en/faq/Pages/faq sta.a
(Act 708) SpX
2010 4E54 5 & PR 2

2) EURREHE
1. RBEXSE

EREERED > N —LR— b FEESEOL RS T iR D ARG R
~ L =T

https://healthcare-
international.meti.go.jp/files/parts/2024/countryreport_malaysia vf.pdf
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https://lom.agc.gov.my/ilims/upload/portal/akta/LOM/EN/Act%20304.pdf
https://lom.agc.gov.my/ilims/upload/portal/akta/LOM/EN/Act%20304.pdf
https://www.kpdn.gov.my/images/dokumen/perdagangan/perdagangan-pengedaran/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia.pdf
https://www.kpdn.gov.my/images/dokumen/perdagangan/perdagangan-pengedaran/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia.pdf
https://www.kpdn.gov.my/images/dokumen/perdagangan/perdagangan-pengedaran/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia.pdf
https://www.kpdn.gov.my/images/dokumen/perdagangan/perdagangan-pengedaran/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia.pdf
https://lom.agc.gov.my/act-detail.php?type=original&lang=BI&act=737
https://lom.agc.gov.my/act-detail.php?type=original&lang=BI&act=737
https://www.mcmc.gov.my/ms/legal/acts/strategic-trade-act-sta-act-708/strategic-trade-strategic-items-amendment-orde-2
https://www.mcmc.gov.my/ms/legal/acts/strategic-trade-act-sta-act-708/strategic-trade-strategic-items-amendment-orde-2
https://www.mcmc.gov.my/ms/legal/acts/strategic-trade-act-sta-act-708/strategic-trade-strategic-items-amendment-orde-2
https://healthcare-international.meti.go.jp/files/parts/2024/countryreport_malaysia_vf.pdf
https://healthcare-international.meti.go.jp/files/parts/2024/countryreport_malaysia_vf.pdf

B0 5 FEA~NV R T PEEE SRR ([E B B A H i S e H3E)
https://healthcare-international.meti.go.jp/search/detail/10106/

2. BAEGIRIEE (U= ba)
<EIJ)—/UxzbEF—>

v L —UTERE VR A I — —EENMEE D EmE N #E TS — (2024 4F)
https!//www.jetro.go.jp/biz/seminar/2024/473fc3fdbc031f0b.html

(v L=V TERE VR ARHE I — U BV - THHERK—] (2023 4F)
https://www.jetro.go.jp/biz/seminar/2022/7315665a176095ee.html

[< L — 7 R PE AR Y —ERaR A — I — DN EHT 25U 7 E HAREHEDOE Y
X AF v A—] (2021 4F)
https://www.jetro.go.jp/biz/seminar/2021/1237a01590563d0b.html

<GHELAR—F>

[~ L — 7 OEREEREEME] (202146 A)
https://www.jetro.go.jp/ext_images/ Reports/01/1b55elfcd52¢627d/20210017.pdf

[~ L —I T ICB T AEEFERE M BV AEER R X OFe = 2T 2 A EH
(2024 4F 3 H)

https!//www.]etro.go.jp/world/reports/2024/02/a6b4dfcf0a7191e3.html

[~ L= TR 2 — B RPEES B ~O SRR - HIEFHE OFIEE] (2018 4)
https://www.jetro.go.jp/world/reports/2018/02/6ab8037882890eel.html

[~ L2577 « B3 A0 ASEAN ] (2018 4F)
https://www.jetro.go.jp/world/reports/2018/02/e999e1cbfd5a7b1f. html

(= L — TR 2 EFEERE oM A RFTEEET A (2021447 H)
https://lwww.jetro.go.jp/world/reports/2021/02/c5d2f79bd2a55d5d. html

(= L — 7 ORI IR T 23RS E (2015 4F)
https!//www.jetro.go.jp/world/reports/2015/02/e6956d52dc4d479d. html

[ L= TR DER - A @ — e 2T 2EHREE] (2014 4)
https://www.jetro.go.jp/world/reports/2014/07001563.html
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https://www.jetro.go.jp/world/reports/2024/02/a6b4dfcf0a7191e3.html
https://www.jetro.go.jp/world/reports/2018/02/6ab8037882890ee1.html
https://www.jetro.go.jp/world/reports/2018/02/e999e1cbfd5a7b1f.html
https://www.jetro.go.jp/world/reports/2021/02/c5d2f79bd2a55d5d.html
https://www.jetro.go.jp/world/reports/2015/02/e6956d52dc4d479d.html
https://www.jetro.go.jp/world/reports/2014/07001563.html
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TEL : 03-3582-8351

E-mail : healthcare@jetro.go.jp
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E-mail: MAK@jetro.go.jp




