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[LLF MDA 2012 %5 2 4¢]
MR L1
(a) HHp LA Al H B BV BT (RN IR I E SR VT
r7=T | MEE, £ OM OB EZ IR E T OWE T, JEE S AR A~DfE
MEEXL, BMERITHAADLE T ZOMHBNS, T 1 2F=iEFth
PLED BB THWONLLD,
() HRoBW, TBh, B IR, i3
(i) ABOBZW B, IR, & £33
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<L —ITIZRBITAEEHE R ORLE | B, v — Y T RS (Ministry of Health)
AT DOEFEHAST (Medical Device Authority, EAT MDA) IZEW#LH S Tna, wL—
T, 7T EAELVEZEERS (Asian Harmonization Working Party, A N AHWP) X O\7 &
T E BRI B2 (ASEAN Medical Device Committee) DAL N—[ETHY | ZILHDHH
X HARDRIFE AL N — L7205 TS [ 2R LT [E PR 5 (k237 (Global Harmonization
Task Force, LA'N GHTF) ' HLITIHEZAT- TS, 15T, MDA DT T HHART AR
TAR A E SR AECEATICHE > T, GHTE BITOHAX v AL LT-b D e >
W5,

‘MDA [ERIEZRDERICEHTHHAX A
https://portal.mda.gov.my/documents/guidance—documents/803-6-def~of-md/file.html
‘MDA A _—y

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

‘MDA AKX ARF 2 A h—H
https://portal.mda.gov.my/doc-list/guidance—document.html

*MDA 2012 (ACT737)

'GHTF 1Z. TA U, HF ¥, A=A T V7, BAR, EU OEER, THHEBEORENS R D ER
KB 2 R O OB EIZ K AEEORFERTH D, FMEFERIIKOT A 2SR,
http://www.ghtf.org/about/
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https://portal.mda.gov.my/documents/guidance-documents/803-6-def-of-md/file.html
https://portal.mda.gov.my/
https://portal.mda.gov.my/doc-list/guidance-document.html
http://www.ghtf.org/about/

http://www.federalgazette.agc.gov.my/outputaktap/20120209 737 BI JW001759%20Act%207
37%20(BI).pdf
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<L =TT A S D B L N E R AR L U CEFRSINDMNEINNL, FME D [ ik as il 2
_{?‘Eﬁ\éj’btl:y?f& FOB G E (T (Authorized Representative (AR) : FRE(CEE )2V 21T,
ALHALEE MO EEK A IRE LT SEE O A5, AR A3 A MR % RS
(Conformlty Assessment Body (CAB ) )12, FEREHRELZHITEL Y T DNEIN R T TAGHEREITH
WTHHRE T 2D N — R TH 5D, MDA FEED T +—~MI T, MDA ~HEEMEHEITHZELT

EHM, ARGRERIEEN) ZAFE T HZEBMAELRM LI TD,

MDA ~DEEIZET 5 AMITRLS R
https://portal.mda.gov.my/documents/forms/497—product—classification—application—

form/file.html
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2. 1B OB A T A B ARG RS

2.1.1 ARDFRE KR OELOEE

= A AR Ol AR IZLE, R R O BLER | A | HIZEE L O9NE O RS
IAEMEILIZARIZ, MDA 20122 2551280175 N | (Establishment) E L THESILTEY, Zhn
DOEEFITRTEF 155128057 (BEstablishment  License. VL FEL) D BUE A28 HTH T
[AYSR

MDA 2012 ACT737 IZ TRtV > 7 2B,
http://www.federalgazette.agc.gov.my/outputaktap/20120209_737_BI_JW001759%20Act%20737%20(BlI).pdf
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ELO Bz DWW TCIE, FERY 2 Licensing for Establishments (MDA/GD/0027)” %2 &,
https://portal.mda.gov.my/documents/guidance-documents/813-27-licensing—for—
establishment/file.html
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(iv) =R a DR RAFIT 7= I T REREA B 19

V) FEEOBEDRD J’E%hﬁi%ﬁ&

(vi) FeBlZ T S D ERRE G (B RS Rl e ERRICAE )

EL OBUSSRIZEIL T ARZ 142 “Notification of Exemption from Registration of Medical
Devices for The Purpose of Clinical Research or Performance Evaluation” (MDA/GD/0016 ) %%
e

https://portal.mda.gov.my/documents/guidance—documents/807-16-notification—for—clinical—
research—or—performance—evaluation/file.html

2.1.2. 18N KRB RIEE

(RO BNDRBFEIL AEADZFNTI 0D, SEH TR T, 1SO13845 255735
\_3:\ BN RES | TRE¥EE 126U TIL, [Good Distribution Practice for Medical Device
(GDPMD) | & #4573 A2 EARDBIL TN,
NEN I OFEFEIZEY, MERBIK I T ROMEY,

VENIDHAT QMS
G [SO 13485 / MS ISO 13485
PRERERLA [ Ik 2R D 1E It i K5 ¥ (Good Distribution Practice
for Medical Device, LN GDPMD)
i A\ GDPMD
HIZEE GDPMD

GDPMD [ZOWTIE FReV 725 i,
http://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=285&Ite
mid=59

EL O HEEE TR HREGRGEL MDA (28 8IS 7z CAB I OEUG T 52N TED,
MDA (284S TS CAB 13 2020 4F 2 HHI{E164:, Rt 7a5 R,
https://portal.mda.gov.my/announcement/185—-cabb.html
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Fhex e

1. HEEENEEERAES | BT PO IMDA 20128250 ERINDH N ER
FEHETHING»OH | HEs THDHIL,

WrE179,

2. TEN] ODEATZHPET | MDA 20125250 [1E N | DEFIHED,
Do

3. SWEEFEL 2T A (QMS) | MDR 2012 3% (181~217_— & HR) 12169,
AAEEL MERE, T 5, | () BLEFEIIMS 1SO/ 1SO 13485 HikEDQMS
(i) WEMRIEAN(AR), IAE, HEHICO VT
GDPMDIZ 3K QMS

GDPMDIZ oW X FadU 72
HARFA2MDA/RR/ NO.1

https://portal.mda.gov.my/documents/guidance—
documents/817-gdpmd-mdarr/file.html

4. QMS (ZOWT, WEMRE | HEAIOHEEE L, MDA 201255105 BEFENT-
fl%E1TH5CABEATLM T %, | CABZ{LAMmL . CABIZMDR 20125535 1256V Vil & MEZE
iZ179,
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https://portal.mda.gov.my/documents/guidance-documents/817-gdpmd-mdarr/file.html

5. CABIZHEER AN | A MM TL., BN Olil-Sh/-%4 . CAB
AEEAFITT D, IIMDR 2012ZE3F#AZREV Y, G E L O A RE E2 1T
T2,
6. MeDC@St ZiEUTCELZ | (i)  FEoOEEERN-L, LELER, ZHEFHEL-
HEET 5, BT ELOMFEEITIZENTES,
(i)  HEEITHIRNMeDC@StDOT B N fES,

2.1.4. EL DHZE

ELOH L. MeDC@StOT 7 " Biigk L., a /A% A TA VAT LU Tk
PENEA LT o — R LU FEETT,

FABEESII LT Oy,
o AT (Letter of Authorization) ;
RLEE N AR 2 LM K OV F213 AR 2N A& /HIZEE T 525
o AEGEE (Form 97)
o A fEFT, EAGE . Y E A FEDOIENDOFEM
o H T3 (Person Responsible)! |ZBH4% T it & 43 Ak H 45
- I T ANOHE: w3 T OHGREOaE— KON Form 49 (K AB3&ED
B CHY, mmipil ThoOZ LR THD)
- LT ANTRWEA NAR—MNEE-EAEFHRGLEON—) B SA K
O Form 49 O=at’—
o JELEHH 3 (Contact Person) DFEM M VBT (K DEEHE 2 F 16k 958K (BT
Fr LG Y F BRI D8 6)
o QMIS DFEM ; S MERTA /B A i E M OY CAB 233817 L7l & RE 5%
o CAB FHAEHE A DT 4— I, LDV —~o RICHIMES L, SEHIOMH], ETED0E4

B IRDED
—ERHSNIZFFEARICON T, BHE-FTIENTE/RN2d, FEEHE T, PeEEz
BT ARNCTHE 74+ — 2D L a— 220y 7L Ty a—RUI- G, 2EOMRY

TRETHD,
ELH G DOF AN OV T, MDADFTEHIRIZ, KI30%E ¥ H ThHo,
ELOAZNHIRITIFETHY, T2 ADHHTHFEIL, WIIRO1IERT)G HFE /TRE TH D,

725, 20204E1 A BIAE . MeDC@St AT AEVer2.0~7 v 7 7L —RW58 T Lz, B H
OPFTEHIFIL, 30 FEH THD,

ELO HFFIZOWTIE, L FOHTART A2 (MDA/GD /0027) &2,
https://portal.mda.gov.my/documents/guidance—documents/813-27-licensing—for—
establishment/file.html

*Form 9 & 13 1966 42t H1HI (Companies Regulations 1966) DA 3. &5 2 KT HES < B D2
FLELAT,

* #{T-# (Person Responsible) & % Chief Executive Officer, Managing Director 2523 -0 8 D #EHE K O E HE
EROREHHOFET, v~ L —UTIRELTNDE,

>Form 49 &% 1965 EtHiEDH 141 Se(6)ICHS = | Ekifk. B E(E#% (Managing Director %) |
FAEAL DFEAM M OFE A I DWW T ORFLES,
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2.1.5. HEERIE NI RE
MDR 2012 % 5 21280 MDA (20D HEEEN T4 AR LL F OB HES T,
HEEEH

HIEEEHE, HENIDZATIZEDL S Hi R EE DS E RM250, BB HFED %A RM200 T
oYl

EL At 2%t
B WO ED
NENIDEAT TA v 2kt TA v 2Rt
(RM) (RM)
s 4,000 2,000
FEEMRBEA 4,000 2,000
HIZEE 2,000 1,000
i A\ 2,000 1,000

HEEE X, SR OB R SRR OTA B ZBO X FHNTOWT, MeDC@St 7 H 7k
[ZA—L Tl E T D,

BHE O ZHN T, AN 30 HEULNIZAT 22 i 7 n7ewy, “KUMPULAN. WANG
PIHAK BERKUASA PERANTI PERUBATAN” %a$R47/NIFTHEL ., K REZFIRI
O F ST/ NFICERZ TIRE T2,

HREETEH 1D, MRS S (REETE 4 3E) OEAEE 52 R T/ N F ORISR L TR, 1T
NIRRT REAERT A~ 2,

KETUA EKSEKTIF

Level 6 , Prima 9, Prima Avenue, Block 3547, Persiaran APEC
63000 Cyberjaya, Selangor

U/P: Unit KHIDMAT PENGURUSAN

MDA 1%, 2020 4F 1 HBIfE 1,119 OF¥EEIZ EL #FITL A,



2.2 EFBERDOE G

2.2.1 2012 fFEE#EFE A (Medical Device Regulation 2012)

MDA2012 % 5 2% (1) HIZXY, b —3 7 it 52 COERMEEIE, MDA (28 &SI
2T BIR N, ZOBERFEBE RO FEF T TRROWY THD,

() ~L—3 7 ORI RE R

(2) S ETCRLESN DRI O EREEA (AR)

MDA 2012 |Z#-25EFMeDC@StZF|H L CIEFEI 2G5O OIF gk L T, MDAIX
TROBIHARTA L ZFRITLTND,

HARGA P ER N
'How to Apply for Medical Device https://www.mda.gov.my/mdb/index2.p
Registration under MDA 2012 hp?option=com_docman&task=doc_view&

(MDA/GL/MD-01)3rd _Editionj (MDA 2012 0id=979&Itemid=59
\Z LD B SR RE D Tl )

[How to Apply for In-Vitro Diagnostic https://portal.mda.gov.my/documents/guid
(IVD) Medical Device Registration under eline-documents/77-how—to—apply—for-in—
MDA 2012 (MDA/GL/IVD-1)1st Edition | vitro—diagnostic—ivd—medical-device—
(MDA 201212 XA R N2 W F = a8 | registration—under-medical-device—act—

Bk AR5 O FHiE) 2012/file.html

fEL. FE MDEO 2016°D %5 3 /X7 7 T 7 IZHESI WD HEE B BIDEBRFEZSIZ OV T, &
A RIS TN,

(1) {E Y725

Q) ~—rT4 7 DTEH

) #HE

(4) EFREAR O BRI 20 7 T MEREREAR B 7Y

(5) B E D BE DT INESIT- [E R 2

(6) FERll7e & T S D R (1] Ko H L Rl Ze =l )

ZDHh, Q)E@IZTOVWTIE MDA/GD/0018, (IZ2DW Tl MDA/GD/0016 (25t~ TC. A E 1X
#ig ABITIZ MDA (ZE RIS G D RE HEEL . MDA )5 HKGREI T 721 1T 725720,

H# HAK A

FTE - RERAE MDA/GD/0018
https://portal.mda.gov.my/documents/guidance—
documents/1319-20191121-gd—notification—
demonstration/file.html

h DR 78 A 1 T - 2 R B 2R Ol A | MDA/GD/0016

K O/ F 1213465 GRER A =R https://portal.mda.gov.my/documents/guidance—
documents/807-16-notification—for—clinical-research—
or—performance—evaluation/file.html

°®MDEO 201613 Fii U v 7 &,
https://portal.mda.gov.my/documents/regulation/683-medical-device-exemption-order-2016-1/file.html

10


https://www.mda.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=979&Itemid=59
https://www.mda.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=979&Itemid=59
https://www.mda.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=979&Itemid=59
https://portal.mda.gov.my/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file.html
https://portal.mda.gov.my/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file.html
https://portal.mda.gov.my/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file.html
https://portal.mda.gov.my/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file.html
https://portal.mda.gov.my/documents/guideline-documents/77-how-to-apply-for-in-vitro-diagnostic-ivd-medical-device-registration-under-medical-device-act-2012/file.html
https://portal.mda.gov.my/documents/guidance-documents/1319-20191121-gd-notification-demonstration/file.html
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https://portal.mda.gov.my/documents/guidance-documents/807-16-notification-for-clinical-research-or-performance-evaluation/file.html
https://portal.mda.gov.my/documents/guidance-documents/807-16-notification-for-clinical-research-or-performance-evaluation/file.html
https://portal.mda.gov.my/documents/guidance-documents/807-16-notification-for-clinical-research-or-performance-evaluation/file.html
https://portal.mda.gov.my/documents/regulation/683-medical-device-exemption-order-2016-1/file.html

2.2.2 ERBEIBRGOER] TR R OVHELE

SR IO R A 13, FRTS T RO FHEEZTT),

AT A
(1) BN Rk & E 7% BLILAISMDA 2012 DOF25RICE RSV TV DR KR
TN BEDEDDH| IZFZ YT 5B ¥ W4 5, “Definition of Medical
Wra17o, Device (MDA/GD-0006)"|Z = H#n D EFIZBIL T

DIZFELSH AL LV APTRENTND,

MDA/GD-0006{Z >\ Cix TRtV 7a 5,
https://portal.mda.gov.my/documents/guidance—
documents/803-6-def-of~md/file.html

(2) VAZ DFRBEIC L0 =%
YN T AT
Do

EREIR D 7T 255 FH 1% MDRO 13 (148~168~2—
ONTHLE ST DR 7 7 A5 B O AN e
179, MDAIZBRER SN A R AR 1T, NMEIZHE XDV A
TORREICID T ROBEVADIZTHIEIIL, 2DV TAIZ
FOBGRDO T FRANE, PrE I, & el e
A(F1BM), FEMBICOWTI T RIAL o A5
A&

“Rules of Classification for General Medical Devices
(MDA/GD-0009)”

https://portal.mda.gov.my/documents/guidance—
documents/806-9—classification—rules/file.html

HI5EE SR D7 F A3 FRIT DUV TMDAD 8 % 40 B
ETHEAE, FTED R EE 7 4+ — LForm — Product
Classification Application (MDA/ BPPP/PC-AF01)" &
O THEEEEY FRRA— LT RV 25 3T 5,

classification@mdb.gov.my

” Form - Product Classification Application (MDA/ BPPP/PC-AF01) [ F&2 U v 7 & B4,
http://www.mdb.gov.my/mdb/index.php?option=com docman&task=doc download&gid=485
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https://portal.mda.gov.my/documents/guidance-documents/803-6-def-of-md/file.html
https://portal.mda.gov.my/documents/guidance-documents/803-6-def-of-md/file.html
https://portal.mda.gov.my/documents/guidance-documents/806-9-classification-rules/file.html
https://portal.mda.gov.my/documents/guidance-documents/806-9-classification-rules/file.html
mailto:classification@mdb.gov.my
http://www.mdb.gov.my/mdb/index.php?option=com_docman&task=doc_download&gid=485

AT

A

(3) VAT L, BYMREDE
W Es O 2 N—T
Gar !

IR RO 7 L — 7 3 8HIE, MDR 2012 D523 (169
~180 =) ITHIESNDEREER Y LV — 7 0 FHOH
HNZHEW T, BRI OW T F e AF v Ae S
He,
”Guidance Document on Product Grouping (MDA/GD-
0005)”

https://portal.mda.gov.my/documents/guidance—

documents/802-5-product—grouping/file.html

(4) WA VERH D728 DELH
i

MDR 20125533 (249,

() MDR 20128533 D Appendix 1(187~199<—%")
BOTFRAAZ AL SE | BEREROR 2K
OMEREIZ DWW Tl A 32 ERFNCESFL T
ZEERT T, BEE DN ERHE AT o4
EhdD,

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

https://portal.mda.gov.my/documents/guidance—

documents/804-7—epspmd/file.html

(i) MDR 2012%E3Z D Appendix 2 (199~2122—)
KOFRAAF A HS &, B 55 E5E
I, — R R ER T 7 L —MCommon
Submission Dossier Template: CSDTIZHESTEE
DHIIRT TR HIRN,

“ Guidance Document on Common Submission
Dossier Template (MDA/GD-0008)”
https://portal.mda.gov.my/documents/guidance—

documents/805-8-csdt/file.html

(i) #WAHEEIT. MDR 2012853 D Appendix 1A (214
~216 2= DT T L —MIREW R S,
B K OHRRBLOMI 23 DB D,

MDEO 2016 (ZJE3&, - _RTHOITA A DERHELS
X, A ME R B L A A R R X AR E
NTWD,

12



https://portal.mda.gov.my/documents/guidance-documents/802-5-product-grouping/file.html
https://portal.mda.gov.my/documents/guidance-documents/802-5-product-grouping/file.html
https://portal.mda.gov.my/documents/guidance-documents/804-7-epspmd/file.html
https://portal.mda.gov.my/documents/guidance-documents/804-7-epspmd/file.html
https://portal.mda.gov.my/documents/guidance-documents/805-8-csdt/file.html
https://portal.mda.gov.my/documents/guidance-documents/805-8-csdt/file.html

AT H e
(5) WAMEFHmOFERDT=D | MDR 20125535 (181~217—3) ITHED,
(ZCABDAEMZ1T9, () HWEOIFAEREIL, BEESNT-CABDRIFZ T

DHLED DD,

77X A DEFE A2 IR ETOEREL T,
MDA O 84 5 B GR A GR A 1G5 7 80 12 A M Rl
#4BH (Conformity Assessment Body :CAB) DF&
bz UG L7ai iud7eb7gv s, CAB (2D A1
FHIIE. LT 5 SUZHOW T This,

1) QMS (ISO13485 /ZAUUZHEL B, D)
TR A S AT 4 (GHTF H#E4%)
3) Hiffr# 5 3CE (ASEAN CSDT)
4) A E S XLE(DoC) (GHTF HELE)
5) IR B Sk - BT ]
¥ A PERHmIC IS A ER FIH T, VAZIZE -
THRp->TNA,
(i) CAB IF@EGFHNOTE T, A TEHE L LR
—NeFRATT D,

(6) MeDC@St %3 U [ &tk
TR ER D

() EREEIOBRGERGEIL, iR L, 2D
ZEEYR—NT DM ERE®R L CEENA R T
EXBECRIRRIC/R D,

(i) MeDC@St. %L CERM A OB R FFEETTI,
MHEEFITHBRNICETMeDC@St FIZT7 B v MERK
I HENRD D,

8MDEO 2016 175 75 7 4 ]y 1N MDA 2012 D55 7 21233 < U 2 7 43,

13




ERRPE SR B Sk I RE AT CATO & T

T [ATAV-

XDOFEIUICHOWTIIR K DEY,

QLB FERBEN ? -
| s
QEBMBEDISANE @Eﬁﬁgﬂﬂﬁo)t&)@CAB’&ﬁﬁi [Eah
7]

|

ETHDEHEHLTNDMN?

CABIZKBEEE
CEEMBZDTIL—THE
[AIAY-&
@EAMTED-O DEFELERE
HIAF MDA/GL/MDO1  P3% JEIZ/ERK
RN DY AT Sy KRB 3%
AT YRIL~_Ju BeEFOH
A {138 SEEH #7849 (Surgical retracter) . &£+ (tongue
depressors)
B [~ B RS (Hypodermic needle) . [EJ& WA
%5 (suction equipment)
C i~ N LI &5 (Lung ventilator) . FETEAMVELH A
7°Z .k (orthopedic implants)
D = Lo (Heart valves) | A IA T BRARE) 2
(implantable defibrillator )

14




2.2.3. [ERAEAR R ER

=R A DB SR FEIX. MeDC@StZ 1L CTIT9, A TAL DRFETZ A — AT FRed/3—h
INHRE STV,

TF—ILD/—h

T+ —LDILBHNE

1. —fREY7alE i

R aR O (EN/ [EH4)

YOI 72 & DIEVER Sy DA HE

BAT

TTA

Sy B

F 7Y —

I

B R DR

AL S IZOWTOFE#H (B LH e E OTEMER 73

B ENDEFBELRIZONTDA)

Hag

e HS==—K

. B = 9 K% 2% 4 FR ( Global Medical Device
Nomenclature’: GMDN) ®=1—R

o TIRATZVT T AET-IFFTHER T DFE ] DA

e CABDFEA

EFT, Bah 5, 77y A% T, TAMEORGEA ITH
ERANIEE:

3. EEMER DT — T 55 KA

o [EIENEZRDT N—T 3 F

o [FILZN—TDEFEHINIFCHEEZ ICEST
[AYSY/R

o ERRELDUAR- EhbnL. RS

4.

ALV P95 1% Ht

SN TRERRER $H D7 T AADE T2
TAHRRIFL AR —k

~

5. —RAHRGEERET L —

Common Submission Dossier
Template (CSDT)

MDR 20125532 ®Appendix 1(199~212-X—) 24~
cREHEE T T L — RO OV R — S

S TRV DAL A B,

Guidance Document on Common Submission Dossier
Template (MDA/GD-0008)
https://portal.mda.gov.my/documents/guidance—
documents/805-8—csdt/file.html

GMDN & 1. &5 WA EFMIS A ET AT OICHEH SN — B 4THOY A N Thbd, ST

TRV 7 2B,

https://www.gmdnagency.org/
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https://portal.mda.gov.my/documents/guidance-documents/805-8-csdt/file.html
https://portal.mda.gov.my/documents/guidance-documents/805-8-csdt/file.html

T — LD —k

T4 — LDFLEMANE

6. TR 224 E P I
Post—Market vigilance
history

o WEDVA— VO, Wil ~SHEFR - FiL,

=] CAE [ XTIV DEE D JE R F 72 13T IR T A
DN

L [ETHEE - BENE FTEIIBEIEINT-2EnH D
o)

7. WEES

Declaration of Conformity

fﬁ%‘it THEEHE Y H IS LD A K ORRAEZE

HEEE 1T MDALEA—LIZ AT a=r— 9 C, HEEO R E-ILBINE RO B F
DB ZEZZ T 5, IBINTEBRICOWTIL, BEEESILZ B 22690 H AINIZHRH LR T IUE 2578
W, F72, 2090 H OHATRODAE R STl WIRRRTIC A EELRIT U570,

T, MDADEEIZD ) DI T AR OFTEH ] TH D,

YRR T A PrEdE (=%H)
A 30
B 100
C 180
D 220

GHTFE'J KA N—b)E CKE, HFF | A—ANFVT | BAR, EU) TER - BIESIL T\
FEER IO W, i B A7 6 M FEAm I B2 2338 his S 415, [ Circular Letter of The
Med1cal Device Authority No.2 Year 2014

fFILNBEOFEHIC OV TCE, FREy =7 V75250,
https://portal.mda.gov.my/documents/surat—pekeliling—pbpp—mda—s—circular—letter/mda—s—

circular-letter/1014-bil-2-2014-appdx—1-rev—3—eng/file.html

2.2.4 HFERL B RL K OV R R

MDR 2012 5 5 (20 MDA [Z3CHD HGEEE, BEEHT TROBOHEIN TS,

VAT RN 7 A HEEEE (RM) XEEREHRM)
A 100 3%
B 250 1,000
C 500 2,000
D 750 3,000
= 3 & & Lo R S an 3% 5,000

e O SN, SCEA VN I A

#% 30 AUWIZATRbRiT L b0, “KUMPULAN

WANG PIHAK BERKUASA PERANTI PERUBATAN” %i4R17/NIFTHEL., V@
ZHI O E ST/ NI IR A TR 375,
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https://portal.mda.gov.my/documents/surat-pekeliling-pbpp-mda-s-circular-letter/mda-s-circular-letter/1014-bil-2-2014-appdx-1-rev-3-eng/file.html
https://portal.mda.gov.my/documents/surat-pekeliling-pbpp-mda-s-circular-letter/mda-s-circular-letter/1014-bil-2-2014-appdx-1-rev-3-eng/file.html

FIEETR D, EA& S (FREEHE Y3 OEFEE 52 1T/ NI FOREmIZFL#E L T, #:17/h
UIFT MR~ ET 5,

KETUA EKSEKTIF

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

63000 Cyberjaya, Selangor

U/P: Unit KHIDMAT PENGURUSAN

BRERBHNAT % . RIS IMDAIT R RSN D, BERS IV EIRIE AR ZIE, BRI S DM S
A, BERREE D FEITSND, BEROFDIMITHE THD,

202041 H9 A W C, BT Rt OFEMIIMDADY =7 YA M H S TV,

5 3 E: EABL

3.1

<~ — T ~OEFEBEE O AL, BRI (Royal Malaysian Customs Department) DEZFE T
(2D, — AR EPREERIZOWTIE, FREE DI ATF /I IR ETH D, FFE D E B
WTO R, B B URTEE B T KRR A R ETH D,

i A B O L EESE

B e B (i A Tloe %) OB B2 ERHE L CIE FRio@y
DK1 74—

OBtk ER E 13T OA L ARAA

O El/ E R E

OV IREY UL P S NCLL (F A2y

O AT AT A (T H—2I JK69 728)

© 5L pE HiEE B 2

HUFT : JETRO [ H A T2 |
https://www.jetro.go.jp/world/asia/my/trade_05.html

A= — O G F AU, 2020 4 1 HBUE, S AFFE Al I L0 R ZR Ol A i RS
NAr—A T2 NE LTS, EBIIICIT HS a—RICH S FFREDOL T, EREIRD 7T A
Sap - Nl TYNES T Il E AN

g A GE BEEE . MDA OO 8L B ERTE TR DR 2 A bR % FRE LB ESE OB INE
BtEL TROBND T —ALBAHEOWELH D,

A% B NEBIREIZ MDA B OB B ERGE E ORISR ePermit ($23k) LDV 7| i A
BARED BTG B O R EREL D FIEP AR TS AL TND IS 7203, 2020 FHIZAHD
F BRI REND RIBL THD,
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https://www.jetro.go.jp/world/asia/my/trade_05.html

3.2 HS =—RRIDEWAFF IR Y - %Y — &

BB AR D HS T — R LA FF RIS ENE I O—FITREDLEFY,

. A
HS =2—R N B
9018 MBAFEAH AT | I UTERE H O
DYk T T TR OMOE R E R & ORI R A
AT,
9018.11 0000 NCERa O
9018.12 0000 — AR W O
9018.13 0000 — R S NS T 4 52 i A [ O
9018.14 0000 L TF T EE O
9018.19 - Z DML O
9018.20 0000 | —ERAMRE SUTIRIMERE Al 9~ D Has
. B T =T I — L FOMI ST
W) 5h
9018.31 0000 —TEFER BT TH DRV E RN, )
9018.32 0000 & B OEE N O%EE H O
9018.39 0000 ~Z DB D
9018.39 1000 R OLD
9018.39 9000 ~Z DD D
- DO (RFEHOLDIZRS, )
9018.41 0000 “HRH Y (Fl—0hB Bico R e
EEFHT THLRWERTDZRN, )
9018.49 0000 ~Z DD D
9018.50 0000 | —= D OHES (IRELH DL DIZIRS, )
9018.90 - Z D ORER
9019 DOIREDET | BEMIEIER ., ~ o — U F XU BR 2 A MR A O R
O M OA R AN BESBWAGR ., =7 — LGk, A
IR 257 Dt oD R 5 P A
9019.10 1000 | —¥¥tIRIEH . ~ v —V A UL LHEZwEEmRAE A0 | O
9019.10 1090 | 2%
9019.20 0000 | —A ' W A g, BEEW AR, =7 — /LiGE g N T
W G2 DA DO REN TE I A2
9020 MDAGEDHET | T DM DO IEN FHRERS M T A~ 27 (B EGH 43 M OV #i
DM KTANH—=DNTINHA LIRWME#ER ~ A7 2R, )
9020.00 0000 | Z DA OMEN FAkas & N A~ A7 (B 7 O | O

R74NZ—DNTINHH LW REH ~ A7 %2R, )

9021 MBhEFEHLET
DY

IV (IREES 2 AR~V OG5 &
To, ) MHBEERT OMESE O KB UI R EE ML G5 H
L. L UIAENICHED THEHT2HDI2B5, ). A
ED NEDE 7 Mo OBIARZE DB Prin B

9021.10.0000

BRI R OV ITiaR A

—FE T K OV o0 At i
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HS ot—F AN B

Gl
9021.21.0000 =1
9021.29.0000 - ZDDHD
~Z DD NED NRDER 53
9021.31.0000 - Ni& Ba i
9021.39.0000 -Z DL D

9021.40.0000 | —ffiHE#s GHL 0 dn M Ot 8 dh 2 FR<, )

9021.50.0000 | —Caff R H =R — A A— 1 — (EB 55 dn K OBt g i 2 < ) O

9021.90.0000 | — =D DEHD

9022 MHIAFART | oV Afi. TV T 7l R—2R T o~ 85 E AT 5
DY R g B 5B A USSR IE R Ob oS b DL
U, R, R H SUTEREH OH O TH DL 2\ 0% [
D7e, ) EEE TS, R, A7V — A NSRS
FHOUTALE O, W2 DM ST 5950 Mk OV
7 ARREF DD 7 ZAREDFE AR

T 7 AR 3 DR CHCR B B8 ) ST A
EROLOEELLOEL, R, WA SUTEEH O
HDTHHNRNDE 7, )

9022.12.0000 —a Vo — X — B R E O
9022.13.0000 ~EDMOLO (EHDEDIZFRD, ) O
9022.14.0000 —Z DO O ([ H X TEE A OB DIZRS, ) O
9022.19.0000 ~ZEDMO BT HH D O
T IVT 7R N SR NIT o~ e 30888 Okt | O
MEE A XIS REIERAOLDEE e DLl ER
A, HEH IBEHOL O THLIN W E bR
VN, )
9022.21.0000 -, wEHH XUTEREH OB D O
9022.29.0000 DD sz 3560 O
9022.30.0000 | —Tw 27 ARG O
9022.90.0000 | —ZDH D GH 43 dh Mo O fh A e, ) O

KM~ —THE G X4 M OEIFLA | (“Malaysian Trade Classification and Customs Duties
Order”) 7Hi% Y R — U B

3.3 MAFFRVALEREREE LA TFIE
T AN FFRR A S A BE R R TE D R SR L 1T E< b FIEIC Y CED, Fio. FFaRal OFl
#81% 1)Energy Commission, 2) Strategic Trade Act, 3) Atomic Energy Licensing Board ™3

%i*”éﬁ%@ i AN T D EF R LD LBl AFFR RN e D, HS a—RBINZ B2 3T
T%Tna \—/j—‘[_/f\_o
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—pnEmgs | DR a5
EamEOmE | (Frk—you [ IREDE Tome pIEE X
BREFEDLELDLOD AR
1) Energy Commision O (@) (@]
2)STA (@] (0] (@)
3)AELB O
9018. 11
9018. 13
AHa—F ESET)S 9018. 14 9020. 00 9022. 12 9022. 19
9019. 10
9021. 50

HAT STA:Strategic Trade Act. AELB:Atomic Energy Licensing board % F:IZ{ERK

3.3.1 HS =2—F 9022 ¥ (Lo M%)

(DAELBZA 2 2D HIGh

19844E 7+ 7174 A (Atomic Energy Licensing Act 1984) 210, b8 b2~
L= T A E =T~ L — 2 Tl 3535418, Atomic Energy Licensing board (LA F
AELB) DV AETA L ANNETHDH, ~L—TTHNTHRGE., MBE#H%E 1%, AELB
~OVENBEGREAELBRITD I T ACTA L AN MLETH D, ABLBIL, 777<C<‘:777<E0)7
A AT R EETHZ L2 HER L T,

AELB ~DFHRIEABRGFIZOVWTIX TRV 722 R

https.//elesen.aelb.gov.my/esppuserfroammg/daftarﬁpengguna.ast

AELB SAt& 20O SH HAY HEEE
JIAC AR 5Ed it FoTA
JTAE LY NEJ B s dTA

FED AELB A& A%, ePermit 1 55 & ONFEEEOHE ARTNZHEUG L2 T R e b7, 2T
DIFTADTA L AT R AELBAR — % /L(eSPP) LV AL T4 L CTZIT T TNA,

https://elesen.aelb.gov.my/esppuser/laman_espp.aspx

a. ZZRCFLEX
IFTACTA B ARGEOEMHIL FFLOHEY THD,

R FABIRM15
. T REDFEE
- IBEANOFHRRER—Y AR
- EEHRREEOETE
- HEEX SO R
- &I R R

20


https://elesen.aelb.gov.my/esppuser_roaming/daftar_pengguna.aspx
https://elesen.aelb.gov.my/esppuser/laman_espp.aspx

- BB IE DT DR ERREE
- XEEEEORERSR
- BB IE DT DT T L
- RO ET T

o [T At ZEH 4T | (Person Responsible for the Licence: PRL)Y/23 A2 L

. B RLEG# 5T (Radiation Protection Officer: RPO)ZJEH 452 &, W L&D
W WS . SR R =)L 2k (Radiation  Protection Consultant:
RPC) "D —E 2% A L7272 H720 ),

o AELBIZ B Gk STV D B Bl 1F3# (Operator of Radiation Apparatus:
ORAZJEM T 2524

. AR EHA R (K2 5) BEA DO RERRE

. FERIOTA B AR TV —2EIC LD R D

b. IFREZAL X
JTAET A A HEEOBEMIL FRLOEY THD,
. SEATBIRM 15

. T REDFEMIE &
- EANOHFRE =Y AT

- SRREEE O FEEE
- M—=27

- b= —

- FE

- Me—=U TR T A kR

- BB IE DT DR EBREE

- HERRIE RS (2F)

- RS RS OTR SRR D

- RELRERE

° PRLAWATZ L,

. gk% (Registered Medical Practitioner : RMP)2NH DR E A FF->TWHI L,

. RPOZEM 2L,

. AELBIZB GRS COD BRI FEE AR 228,

o [ SRR~ 77 1) (Radiation Protection Programme:RPP)?D~—==7 L% Y
i RNt

. FANZAERIRM 20007 A1 2k},

AELBZS G TS (B O HINE, 2TOMBWMOEHATE TR, 9EERLNDILTH

50
T AFVEMP R K TIHER AR T, VIAETA B ADO EFHFEIL. AELBR—Z /L L
DR[HELZR > TUND,

O PRL T B B 2 T A SN IREEE TR IR B R,
Ui mE6, AE TPRCY—EREFIHTHZENMTES, FHLMKEIIIME CTPROZEM L
RN 570,
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(2) ePermitiZ L5 A FF vl D i
T&D, ePermit DA BHIRIT FRLoOWF o ieh R H &7,

e i8Rl HEXV3» H

o ITABTA L ADATEMIRET

o UEZ AL ORI FAEH (RPO) DA BIIRET

ePermit X, BLEHDOFHEHR > AT L (Customs Information System or Sistem Maklumat Kastam,
PAF SMK) K OV OB BE PR 117 A o A% B4 (Atomic Energy Licensing Board,
PR AELB) 728 Ol 384 7H#4 B (Permit Issuing Authority: PIA) 2 U271 TWAT-0 | i
ANE DAL A =T Mo T, Al D HEE M OF OISR TEHI0272 o TS, fii NFF ]
VXl A B SN L ORER K ONREIRHICA B2 BEINA720 . BRI SMK 12155115,

Wi A 1L, ePermits DGR K OFF AT HFE 2T H72DIITET AL I —E AT B/ 4 —
T & % Dagang Net Technologies Sdn Bhd ¥ ( LA F Dagang Net ) ® % A k
(http://reg.dagangnet.com/) Z i U CH| B EREI T O/ UTR B0,

ePermit [ZBI T 215 HIL, TreV7a5 M,
http://epermit.dagangnet.com/epermit.jsp;jsessionid=8B6FFO0E7C52585FD3156E3F2737B7F
CB

ePermit HEEIZRI T D HARIL, TREVr 7525,
http://www.dagangnet.com/infosite/eGuide/LTA/Trader.pdf

3.3.2 HS =—K 9018.11 7>519F TOMh . 9019.10.000, 9021.50 K T 9022 FH D E ik Fe K (R
WIFI #RE D3 D E Rk

FREROERESR, DEVLER, EREE N2 WIS E, RIS EG 2R E, T
777 E | BRI RR ~ o — UER QRELDBEREDH A LICEE D BT | DIlisfil i
R—2A—TJp— WIFI #§REfT D EBR IR E B~ —2 7 PASNIZI AT 28555, =%
WX —=FTEEND, Y TIU TN A~OHm ANIZIX, T U 78R4 (Electrical Inspectorial
Unit of the Ministry of Public Utilities Sarawak) O &St sRFRTE J& DOFF A (Certificate of
Approval, LA F COA) BLBETHD,

a. FETL—T, PANW~DEIA

1) =x/L¥—ZF B2 (Energy Commission) ~ % fk

WD e B RS O BLEE e O A D2 bz — i NIZIRFE T 5354 2013 A (2L
1F) #181] (Electricity Regulations (Amendment) 2013) %5 97 5§ (C) HH ([ZJW=xx /L ¥ —FKH

SNBGREATOIRT UL 25700 ML EkIT) 7 http://edik.st.gov.my 735 e-DIK /A
T LEEUTITY,

2 epermit £ U o7 LTV AFEER/F(PIAD Y A k IZOWTIE TR v 7 #5R,
http://epermit.dagangnet.com/epermit.jsp;jsessionid=028 DA2810F97D11C21B9A53D1C33F765

 Dagang Net Technologies Sdn. Bhd (Dagang Net) | % ePermits 7= DEFFGES| 7 /N4 X —Th 5,

22


http://epermit.dagangnet.com/epermit.jsp;jsessionid=8B6FF0E7C52585FD3156E3F2737B7FCB
http://epermit.dagangnet.com/epermit.jsp;jsessionid=8B6FF0E7C52585FD3156E3F2737B7FCB
http://www.dagangnet.com/infosite/eGuide/LTA/Trader.pdf
http://edik.st.gov.my/
http://epermit.dagangnet.com/epermit.jsp;jsessionid=028DA2810F97D11C21B9A53D1C33F765

BEkTE T4, TR g ABSRFEE ) (“Certificate of Registration to Manufacture/Import” .
LUF COR) 28 1 4RLL | 5 4R LU F OF IR THRATS D,
COR OHFE, MIBRD 2 » AT, A7a<&b 14 ARTETICHEET D,

2) FIFFHEE (Certificate of Approval) @ Hi 5
2.1) FrBlRGE
EF A Ch OB OIRARNIC, =XV F—F B ~D COA BGDOHFEEITI,
I3V (http://epermit.dagangnet.com.) @ ePermit Z U T{T9.,

COA HIFEIZM B/ F AN EFAIILL T Oy,

. TRNX—FEENBETHRBRAT NI DAAT T AN KR =R (& B DRk
AR 235 4ERH T DCOADHIFE H IV I LL EF 2 THLHH D)

. H ALY AR

. H NG B

. FAfrEARE X O L e

. AT A NN O SN N 2

2.1) HHTHGE

COA OFHrFREEIL, HABRD 2 % HRiiH 5 14 HLLNIZ ePermit 2380 Ti 79, BHTHEHIC
BN ERRI I LT Oy,

o  TXNAX—FKEENRETHRBIEENODETDHAT T AR KR —h (B2

)
o HATTARKR—F (A H ) bEE I 235 A T2 COAD HIFE H KD 14-LL
EHZhTHHLD)

. B A5 G2 DSIRIM D Z ~ )L A GIERA E (Form PP8) M OVE 125 ik 1254k (consignment
invoice) F72IXSIRIMASFEA T U715 5h 7 AR RS 2 (consignment test report) D=’

—

REEIT IR, FFrI B 2ETORZEL L 3 H¥H,
COA O ZhIBRIT A KT 5 47,
https://www.st.gov.my/contents/article/application/2015/kelengkapan/New_Application_
to_Import_ Manufacture_ COA.pdf

COA HFEDFREXITHOVWTIT TRV 7 25,
https://www.st.gov.my/web/application/details/5/4

TRNAX—EFT T AN, PRtV 7228,
https://www.st.gov.my/en/

Y SERBRATICOWTIEL, TRtV 7 O part B- Type Test Report % £,
http://www.st.gov.my/index.php/en/10-applications/115-new-application-to-import-manufacture-coa

B4 A4 TTFARLVHE— bk (Type TestReport) &IIHATFEMEDHAMEMREMAETD Z L TH D,

Y SIRIM D IEF A4 13 SIRIM QAS International Sdn. Bhd Tdh ¥, ~ L— 7 2 AFE T H3GE, B, &
BRI CTH D, FEMERICOWVWTIE., TtV v 27 25 M, http://www.sirim-gas.com.my/about-
us/overview
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https://www.st.gov.my/contents/article/application/2015/kelengkapan/New_Application_to_Import_Manufacture_COA.pdf
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3.3.3

b. $ZT I ~DEIA

PZTIINAEAIZDON T, ~L— 7 IEC F2 133 E O E & % 7857z BT,
B0 7N s it 52 A AL B 5L R A (Electrical Inspectorial Unit of the Ministry of Public
Utilities Sarawak) (&~ —3 T IZRBIT DT RAF—L BRI Y T 5808 7 BHAT
iz COA B ETHD,

T IV TN E LKA R A RS AUE, W AE T ER O G E D DR AE RE R A AT
TOVEN DD, MiLiEEIL, HaEiER S & (Technical Evaluation Report, LA F TER)
ZBFT 5720 SIRIM ISR S, BAFE 1L TtV 7@ L COA RGO HGEEAT),
http://eminds.sarawak.gov.my/eMINDS/initLogin

AE L, £ Lo 71l — P — L U ORI TV, 248 E L —F 47
FTA v A (FBFTATEOH T BIBIERITOTA®A) , TER, 8 hxars &), BE%
ORLCEE T 25 R E O EH R T 5,

COA HFEICBLUEREHIARE CTHHM, COA S FHOMEMEITN1— 3N TH
50

fim AFE 1L COA BUfS1% . FitU 7% T eMIND : Ministory utility of Sarawak) |Z COA
ZAEH LB AT AT (Import Permit) & 3595,

A E VL, AT TS SR O AZITHIZENTED,

2010 £EERREE 5 1= (STRATEGIC ACT 2010)

EBR) 2675 O BAT EE F L EOBLSHD, 2010456 H 121201048 1 & 5 75 (Strategic
Trade Act 2010) | 23MAFISIV2, REEOEMIT, 201141 A BB BRI TP 4G40, 7
H1EPBEERATISNC, FETHEIE S B | 77200 KB KO R0 D85 - i i
EZOWT, 2ol FEAR X B HEH T L0 THD, Tr—h—HED TH N
EWOE L, MITHZE G, BT A2 A BGT 20 E R H D5, BEE, TARTA | 8
B B VAR 2 E oW L, MITIEBRE S5 EER OV 725,
https://www.miti.gov.my/

RO CIIHS 2 —R9022.12 2 ¥ a—Z—if@fp i i  HS=—R9022.197 /L7 7
BN EII L~ R R T AR HS=—R9020F ot FEIG RS K OV A~
AT KT

STA 2010 (X FREV> 725 M
http://www.skmm.gov.my/Legal/Acts/Strategic—Trade—Act—(STA)-Act—708.aspx

BIATOSTA 2010DHkHE i H UANE FREV 752 2R
http://www.miti.gov.my/miti/resources/STA%20Folder/PDF%20file/Strategic_[tems_Under T
he STA_2010.pdf

The Strategic Trade (Amendment of Schedule) Order 2019/% FEEV 7% 2R,
http://www.federalgazette.agc.gov.my/outputp/pua 20190114 PUA13.pdf
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3.4

STA 2010 2@ H SN HD1%, Blg h B ol | B, @i, 7 n—F 7 DB ThD, Zhb
D HMT, v —I T THER IS b H 2R BIA T 1L, EBRE S EZEE Ministry of
International Trade and Industry: MITI) D ERES B 5 F75 J5) (Strategic Trade Secretariat) (2%
baTOMEDN DD, BRI GH B AR SND ROV T, AELB (2 STA  ePermit @
HEEZT1TD,

STA OHFIENBEHO TR EIZ OV T TRel 725 M,
https://www.miti.gov.my/miti/resources/STA%20Folder/PDF%20file/Registration_Process_
Workflow.pdf

STA 2010 [ZHERS AL H EL THEIT N TV DY MmEM BRI~ — 2 7 @ = B B ik
(Principal Customs Area: PCA)IZHaI AT AHE 12D TiE, STA 2010 O 2521720,
We->T, ZNHDdh BIZ@H O A FHE M- TRATHILNTED,

ZDAOHI R Gk ER%E & T B Ol A2\ )

National Preparation To Ratify Minamata Convention on Mercury

~L—3 7% 2014 42 9 A 24 HIZTRES I AKIRERINT T AL TERY,
KERA G TR OBUE | WA LT L2 TH#A TN,
ZNBEHHITHLL T D &S 7 BRI LS TTND,

RERAMRIEF AKERZMEFHX A 4 R s B R L 72w

+2020 FEETIT, WE WA AT TSEDTL,

‘MDA ~EBEHZHRETDHI L,
https://portal.mda.gov.my/documents/surat—pekeliling—pbpp—mda—s—circular—
letter/mda—s—circular—letter/625-pekeliling—bil-2-tahun—2017-pdf/file.html

PEAE = PN R SE R

4,1 EERMEERDT LR

TSGR T 22 COEREAR DT~V £ R IE, MDR 2012" O AI1612HES<b 0 e
%o TV, [EFEMER O BLE S T AL (A5, TV ONEIT, ERA RS iR
DRI L IZNE LR — TIT UL B0,

2B, TV R BHI O TIE, 2018458 H 5 H il EE(Z kD, 34ER] (2021458 H 5
HET) M Tnd,
https://portal.mda.gov.my/documents/surat—pekeliling—pbpp—mda—s—circular—letter/mda—s—
circular-letter/896—circular—-5-2018-bi/file.html

MDR 201208563 * 127~ )L DEAMEDOFEMIAE S TOD, EEITIR D@D,

o TR 5 — kIR RI D 5l
- TAYLVORLE (AL E S, RS O LD)

Y'MDR 2012 DFEMIT TRE Y > 7 2B,
http://www.mdb.gov.my/mdb/index.php?option=com_docman&task=doc_download&gid=258&
" MDR 2012 D35 6 FIZ FFL Y > 7 D 238 ~244 X— P A B,
http://www.mdb.gov.my/mdb/index.php?option=com_docman&task=doc_download&gid=258&
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https://www.miti.gov.my/miti/resources/STA%20Folder/PDF%20file/Registration_Process_Workflow.pdf
https://portal.mda.gov.my/documents/surat-pekeliling-pbpp-mda-s-circular-letter/mda-s-circular-letter/625-pekeliling-bil-2-tahun-2017-pdf/file.html
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https://portal.mda.gov.my/documents/surat-pekeliling-pbpp-mda-s-circular-letter/mda-s-circular-letter/896-circular-5-2018-bi/file.html
https://portal.mda.gov.my/documents/surat-pekeliling-pbpp-mda-s-circular-letter/mda-s-circular-letter/896-circular-5-2018-bi/file.html

- ERUEHENDARLVE)
Eib (FECHEASNDEEER I~ —ER )

o 7YYL FIRNE D
~ EEREER O, 45, BTV, ay N/ Ny TF/TVT TN~ BIEER AR
Zh I BR A
- fFj%ﬁi@I*J%? (B : TR ORI, Paid, {HF, BB OV TORBH R W E e
BT O 1L OFH A IEI%I%'JKE ZOUVNTEE )
- ﬁl?&b\ﬁﬁﬁﬂ(m A B A EOEES)
- 1Z|§5’1~59Lﬁﬂ%0>l:f§’r%%“ Jj“éﬂéi@bﬂ‘%%& (KA E5)

W27~ IVRIRCINE | RO ZEMECMHREE T = — T AT IR A L VL4
B P (post market surveillance and vigilance, LA PMSV) IZ DWW TEFEZAHIDOITHIEE £
TV IANE O BLEE ) HTmESiLE AR Th o,

MDA @ PMSV #fi%, ERHEAROTTIRZ I a0 74T VAR O ZLF BRI DL F
RoahoT5,

RO T~V EARIZEE T A X AL, PR 7 a5,
https://portal.mda.gov.my/documents/guideline-documents/924-mda—-gd0026—
requirement—on-labelling—of~md-3rd—ed/file.html

4.2 ERMERDILEIZOWTORER2TART A (CODE OF ADVERTISEMENT)

MDA 2012 D% 44 Z=(1)IEIZ 5% MDA (T8 EESIL TS EIERE SR 0D IR A3 6 52
L7125, F- MDA 2012 O 44 Ze)IEIZEESX | EEMEICET 0DV, £
IFFEII 72 ER A T HIH 7 IR DI TG, BLER 21T AR IXEBRE SR O LS
IZOWTEARA RO Z IR BUE OESTE R T DR 1D D,

MDA X 2019 4E 11 HICEFRBEIROILEIZ OV TOEFBEE A (Medical Device
(Advertising Regulation 2019)% /A \/TLT b\éo ZOHRNOENZ A2 EARR R T ARNTA
L 2020 D T H I REND T IE,
https://portal.mda.gov.my/documents/regulation/1312-medical-device-regulations—
advertising—2019.html

— 5, EIFRHEERC BT 2R COILE I, MDA 2012 &Y MDR 2012 (2R, [E3K A
EF B L (Medicine Advertisements Board, LA~ MAB) 235Fr& 45 1976 FEEIK LN EERE
28I (Medicine Advertisements Board Regulation 1976 . LT MAB 1976) " & OV—i% A1
= H DL EIZE T DT ARZ A (Guideline on advertising of medicines and medicinal
products to general public) %% 5P 5N H D,

Y MAB 1976 IZ TV v 7 B,
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-board-
regulations-1976.pdf

DHARFTAETRY v 7 %5, http://www.pharmacy.gov.my/v2/sites/default/files/document-
upload/latest-guideline-advertising-medicines-and-medicinal-products-general-public-dwi-bahasa-
29072016.pdf
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https://portal.mda.gov.my/documents/regulation/1312-medical-device-regulations-advertising-2019.html
https://portal.mda.gov.my/documents/regulation/1312-medical-device-regulations-advertising-2019.html
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-board-regulations-1976.pdf
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-board-regulations-1976.pdf
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/latest-guideline-advertising-medicines-and-medicinal-products-general-public-dwi-bahasa-29072016.pdf
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/latest-guideline-advertising-medicines-and-medicinal-products-general-public-dwi-bahasa-29072016.pdf
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/latest-guideline-advertising-medicines-and-medicinal-products-general-public-dwi-bahasa-29072016.pdf

EH DN E LRER, EEEIRDOIAEIZOWTH, (EIE T, EMET, B3, A8 T,

INTGURARERL, T T TR, FRECTELERD A EN TODRETHDHESNTND,
R ook o A, F9R, bhi) 13 5E5IE Al BE72 S I TRITIUIT B0,
F7~ . fabulous (FTIEXHLVY) | fantastic (TZVY) | extremely (FEFIZ) R EDFEIRE B REHRE
721X instant cure (3°<1%) . miracle (A7 F) . guarantee (PRFE) | remedy (JAH3K) | no side
effects (RIEZ2L) R E DXL E XL EHITHE AT 2ZLITFROLA TR, 2O A6
H IR0 EEERY E 2RI RSO R BB D TR (ERARFNZ FR<) 12705 L
Wole I F R -FRoRiIZE IS Tng,

MDA O Y EIZLIVUL., JNEIZHOWTORERIZR T ART A (Code of Advertisement)
WX, ERMELR OIS LG EEODILDOTHH, Tt OWTHREITA2H D TRy
LLTWA,

o B OAMAE F7 132 OB OS2 BT 205 1 5o, B1]) Ba3E 7 81 M O/ F 1T =
wRPESEDIEHE
o I3 =T 41— Ay —UED NG LI BB O N E RO FAE
Flo ATV Z G L TV D ERES IS OV T, v L — U T AZXT L3R
(Department of Islamic Development, Malaysia, VA T JAKIM) F£721% JAKIM (T3 ESNT-32
FEREEE OFERER T A QLA A2 LN TED,

4.3 HIRERE R OZ 2% (PMSV)

MDA 2012 D 37 55, 38 5=, 39 5. 40 5k, 41 KN 42 RITHEDE EL 7/ A% H
BHTCVDNEANE FRIZOWTETAAIbDOLESN TN D,

o R FERLERODHERF - IR

o ER RO LBV R OMEREZE =2 — L, TTHREHED AT JMIHAAT L,

o SCE SN (TR IR D) FNAZHESLL 3173 D, £, W SHCRTBE £/ E R
s D2 ENE M ORFPEIZBEFR 355 16 I DUV TOREERDAERF - PR

o AR OB FK TR I 7SN D CHFMELITEEGLAIFHITOVT MDA

(23,
o FIE[HIEDT=D | RO B D EFERER ORFE N OB ek B Va— b Bl 72 A FE 5 D5t
IR AEIDZ &,

o A L O a— )L FTEE T ~DOHREZED T 30 —T v 7 HITH2 L,

BRDEFY MDA 2012 D 40 Sl Hox TEA T, v L — T ERNA Tl X7 [E5E
MEBAE FH 2SEAR T A EE S - FH IOV T MDA IZHREATHEBERHY . UZHEITT
LBV HEMORE IZL> TEO LI HIBNIZAT ORI UL 670,

2 [)\Z )] &%, Halalantoyyiban OBSEETY ¥ VT (£ AT L) BIZBWNTA AT 280, &
ETHETRVBOVHFINLI LD EVWIEKRTH D,
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4.4

HERG-HL MDA (25T~ ZHI[R

NRAEANTR U THERRE B ERDH D F& 75 48 WA AN ety

B A ELIME DT TZF0ME | BES 10 HUANICHRE
WHED HEIERTEAVICE ST, FRIT ML ESL
ﬁnﬁ%ﬁ?‘hiﬂbﬂwﬂ CELAREEDH DD

% ERE SR O R B AFHLATTOEIMEDIR | FE RS 30 A LI H#E
(CBHE S ET R E R A OFRRA L
<51E%&§FEE)EJ£®T{J’* e RN

Xﬁﬁﬁﬁ?ﬁgﬁ: Fﬁ’?‘é AR D5 ﬁ: Egﬁ—éLL uf"l’“ﬂ] j: Tnﬂ)/ﬁ%%ﬁg
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

72¥, MDA 2012 TiX, EIHIEES EHTHY, FRIER LA TR, 20 TUFo AT
DElEE LT 2 FLLT OB T DM )7 @éﬂé%@&ﬁ“ékﬁmtfbéo MDA
2012 D% 15 2k, TRt 7D (P16) &,
https://portal.mda.gov.my/documents/regulation/685-medical-device—act-2012-
eng/file.html

Z DD I |

(1) 2011 £4£H 5| /R (Trade Descriptions Act 2011 )

<L =T HSIZRET Wb P —EADRRITOWNTIE 2011 FH 5| FK 7% (Trade
Descrlptlons Act 2011, L/ﬂ: TDA 2011) 28 S35, [FETIL, #Eo7z, Fidk, R ERFEK
IR, A RIS IER EEND,

(2) TDA 2011 KUF 1999 EiHE A R#EE (Consumers Protection Act 1999, L' CPA
1999)

E N BB - B [ f & - 18 2 & 4 (Ministry of Domestic Trade, Co-operatives and
Consumerism., LA F MDTCC ) 28 TDA 2011 MK OF 1999 44 & & % # % (Consumers
Protection Act 1999, UL N CPA 1999) (ZRL C. & FE - B0 &4 T-> T,

(3)1980 4RAffi#g B (BikF | M AFE | £EE R VOHEIZEEIZLDEKAR) S (Price Control
(Labelling by Manufacturers, Importers, Producers or Wholesalers) Order 1980)

1980 Ak & B (LGRS d A | EPER N OVHIZER 1285 30R) & Tl s A E .
AEREE K ONHITE 2 T A SN A OW T Y AT~ L ~— T Z O i niE b
72NEL TS,
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SO BEBR, £ DALDOBLOBIR

5.1 BB

2017 4EEAFIR4 (Customs Duties Order 2017) 3%+ A8 2017 4EEABL (i AL L) 4
(Customs (Prohibition of Imports) Order 2017, LA 2017 AE#ig AZE (E45) 12 K08 Sl A L8857
FFET] . TA B AR ES TS,

A EZETRHAERRLS> TODEBREEEHI OV UL TEARLE 0%,

AT =72 E TR LAMID IS AN ATEZR LED T A AT L AR — R SR E RO
HS 22— R LHr & 72nr— 2655, &I BB ORI 2725,

2017 #EAFLZ4 (Customs Duties Order 2017) IZ2OWTIE, TRtV 7a2 &M,
http://www.federalgazette.agc.gov.my/outputp/pua 20170103 P.U.%28A%2952017.pdf

+2017 #Eiigi AZ5 1145 (Imports Prohibition Order 2017) 122U\ Cik, Frel7&2 5,
http://www.federalgazette.agc.gov.my/outputp/pua_ 20170404 P.U.(A)103_Import.pdf

2017 4514 (Customs Duty Order 2017) 78 2017 45 4 A 1 H XVlafrSi, 9 7 ¥ HS o1—
R8N 10 r&Lieot-, F-FBEBLA LD, 2012 45 ASEAN 23 B & B 49%E6 3% (ASEAN
Harmonised Tariff Nomenclature 2012: AHTN2012) b 75Uz Hivi-, 7-72L AHTN2012 (22T
1%, BB EDKFESNDETIE, B O FESW I IS QUIReEkD i EN™MEHS NG &
HHEDT, FEIZOWTIT RV 725 R,

www.dagangnet.com

<L — 7 BARLHI ISR A0 (A ARGE) 1%, FicVr 27z,
https://www.jetro.go.jp/world/asia/my/trade_03.html

L= TR DOR— LR—DIX TR A B,
http://www.customs.gov.my/en

EHENDBER T TRLI 7 2B,
http://tariff.customs.gov.my/

5.2 ZDMDBLI L UBLHR

2018 4 5 A OBHEAR I, 5 —EABL(GST) 1% 2018 4 8 A 31 HAH - THEILSM,
2018 429 H 1 HH>638 EFL (Sales Tax) &V —EZFE (Service tax) DN EAX{L-, 7o FRiEY—E
ABZFRFRL T SST &R EN TS,

7 ERUT. BB Ol A B L OGBS E o N~ — 3 T EN TRE T AP
Wy CERESHL, BiRIT 5% F721E 10% ThD (AL AR . sbl ¥ Ic kol i3 mpil X
A, 7ok REEICBW TG b7eo TV AEFEET T TR RS 0% Ths,

BB D Sales & Service Tax (SST) AW A+
https://mysst.customs.gov.my/

L= T OFUIET D H AFEOL R —NI, TRtV 7a5 0,
https://www.jetro.go.jp/world/asia/my/invest_04.html
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BE6E: PrEE 4 - XA M A

6.1 FTEER &

BiL A= YAb/ V7

Atomic Energy Licensing Board
BA T4 ARER www.aelb.gov.my

Dagang Net Technologies Sdn Bhd
NS SN/ As A ¥ S www.dagangnet.com

Department of Islamic Development, Malaysia
(JAKIM)~L — T A AT LB G www.islam.gov.my

Electrical Inspectorial Unit, Ministry of Public
Utilities Sarawak https://mou.sarawak.gov.my/

VIV INAIEEE | ERMRA

b
P

2

Energy Commission
TRLF—FEE http://www.st.gov.my

Medicine Advertisements Board

- http://www.pharmacy.gov.my/v2/en/conte
EHEMINEEBES

nt/medicine—advertisements—board.html

Medical Device Authority
=R T http://www.mdb.gov.my

Ministry of  Domestic Trade,
Cooperatives and Consumerism

ENEG |- R G - T HEEE g=en

https://www.kpdnhep.gov.my/kpdnkk/?lan

Ministry of Health (MOH)
PRAEE www.moh.gov.my

Ministry of International Trade and
Industry [EFRE 5 pE¥A http://www.miti.gov.my

Royal Malaysian Customs Department
Fi Bd http://www.customs.gov.my

SIRIM QAS International Sdn Bhd
U QAS #t http://www.sirim—qgas.com.my/
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https://www.kpdnhep.gov.my/kpdnkk/?lang=en
http://www.moh.gov.my/
http://www.miti.gov.my/
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6.2 ERHK- BT

=, TDMOBERE

FAh

Association of Malaysian Medical Industries

~L— U T ER S TR

https://ammi.com.my/

Association of Private Hospital Malaysia
~ L — T RSLR G

https://aphmconferences.com/

Malaysia Medical Device Association

~L— T ERE S S

http://www.mmda.org.my/main/3180/index
.asp?pageid=159341&Accid=12848

SE-ASEAN health care & Pharma Show
WEAT T A~NIVATT « 77—/ a—

https://www.abcex.com/
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http://www.mmda.org.my/main/3180/index.asp?pageid=159341&Accid=12848
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Atomic Energy Licensing Act 1984
(Act 304)
1984 SR+ oA Rk

http://www.agc.gov.my/agcportal/uploads/files/Pu
blications/LOM/EN/Act%20304%20-
%20Atomic%20Energy%20Licensingh20Act%201984.
pdfttsearch="Atomict+Energy+Licensing+Act+1984+%
28Act+304%29’

Guidelines On Foreign Participation In
distributive Trade in Malaysia

~ L= TR | B A OSEE
KB NIZEHTDHART A

https://esd.imi.gov.my/portal/latest—
news/announcement/guidelines—on—foreign—
participation—in—the—distributive—trade—services—
malaysia/

Local Government Act 1976
(Act 171)
1976 4E 315 HIRIARE

http://www.agc.gov.my/agcportal/index.php?r=por
tal2/lom2&id=391

Medical Device (Exemption) Order 2016
2016 = (FebR) &

http://www.mdb.gov.my/mdb/index2.php?option=c
om_docman&task=doc_view&gid=364&ltemid=59

Medical Device (Declaration) Order 2017
2017 AR (HE) 1

https://portal.mda.gov.my/documents/regulation/

681-medical-device—declaration—order—
2017/file.html

The Medical Device (Advertising)
Regulations 2019
2019 MR L) o

https://portal.mda.gov.my/documents/regulation/

1312—medical-device—regulations—advertising—
2019/file.html

Medical Device Act 2012
(Act 737)
2012 RIS ERIE

http://www.federalgazette.agc.gov.my/outputaktap
/20120209 _737_BIL JW001759%20Act%20737%20(BI).

pdf

Medical Device Authority Act 2012
(Act 738)
2012 FFEIF AR TIE

http://www.federalgazette.agc.gov.my/outputaktap
/20120209 _738_BI JW001759%20Act%20738(BI).pdf

Medical Device Regulations 2012
2012 FEESREE AR A

https://portal.mda.gov.my/documents/regulation/
688-medical-device—regulations—2012/file.html

Medicine Advertisements Board
Regulation 1976
1976 I IR E R B HA

http://www.pharmacy.gov.my/v2/sites/default/file
s/document—upload/medicine—advertisements—
board-regulations—1976.pdf

Strategic Trade (Strategic Items) Order
2018
2018 AEHRIEHYHE 5 (kg & B) &

http://www.federalgazette.agc.gov.my/outputp/pu
a_20181015_ PUA263.pdf

Strategic Trade Act 2010
(Act 708) 2010 FEHEIEHYE 5 15

http://www.skmm.gov.my/Legal/Acts/Strategic—
Trade—Act—(STA)-Act-708.aspx
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http://www.agc.gov.my/agcportal/uploads/files/Publications/LOM/EN/Act%20304%20-%20Atomic%20Energy%20Licensing%20Act%201984.pdf#search='Atomic+Energy+Licensing+Act+1984+%28Act+304%29'
http://www.agc.gov.my/agcportal/uploads/files/Publications/LOM/EN/Act%20304%20-%20Atomic%20Energy%20Licensing%20Act%201984.pdf#search='Atomic+Energy+Licensing+Act+1984+%28Act+304%29'
http://www.agc.gov.my/agcportal/uploads/files/Publications/LOM/EN/Act%20304%20-%20Atomic%20Energy%20Licensing%20Act%201984.pdf#search='Atomic+Energy+Licensing+Act+1984+%28Act+304%29'
http://www.agc.gov.my/agcportal/uploads/files/Publications/LOM/EN/Act%20304%20-%20Atomic%20Energy%20Licensing%20Act%201984.pdf#search='Atomic+Energy+Licensing+Act+1984+%28Act+304%29'
http://www.agc.gov.my/agcportal/uploads/files/Publications/LOM/EN/Act%20304%20-%20Atomic%20Energy%20Licensing%20Act%201984.pdf#search='Atomic+Energy+Licensing+Act+1984+%28Act+304%29'
https://esd.imi.gov.my/portal/latest-news/announcement/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia/
https://esd.imi.gov.my/portal/latest-news/announcement/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia/
https://esd.imi.gov.my/portal/latest-news/announcement/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia/
https://esd.imi.gov.my/portal/latest-news/announcement/guidelines-on-foreign-participation-in-the-distributive-trade-services-malaysia/
http://www.agc.gov.my/agcportal/index.php?r=portal2/lom2&id=391
http://www.agc.gov.my/agcportal/index.php?r=portal2/lom2&id=391
http://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=364&Itemid=59
http://www.mdb.gov.my/mdb/index2.php?option=com_docman&task=doc_view&gid=364&Itemid=59
https://portal.mda.gov.my/documents/regulation/681-medical-device-declaration-order-2017/file.html
https://portal.mda.gov.my/documents/regulation/681-medical-device-declaration-order-2017/file.html
https://portal.mda.gov.my/documents/regulation/681-medical-device-declaration-order-2017/file.html
https://portal.mda.gov.my/documents/regulation/1312-medical-device-regulations-advertising-2019/file.html
https://portal.mda.gov.my/documents/regulation/1312-medical-device-regulations-advertising-2019/file.html
https://portal.mda.gov.my/documents/regulation/1312-medical-device-regulations-advertising-2019/file.html
http://www.federalgazette.agc.gov.my/outputaktap/20120209_737_BI_JW001759%20Act%20737%20(BI).pdf
http://www.federalgazette.agc.gov.my/outputaktap/20120209_737_BI_JW001759%20Act%20737%20(BI).pdf
http://www.federalgazette.agc.gov.my/outputaktap/20120209_737_BI_JW001759%20Act%20737%20(BI).pdf
http://www.federalgazette.agc.gov.my/outputaktap/20120209_738_BI_JW001759%20Act%20738(BI).pdf
http://www.federalgazette.agc.gov.my/outputaktap/20120209_738_BI_JW001759%20Act%20738(BI).pdf
https://portal.mda.gov.my/documents/regulation/688-medical-device-regulations-2012/file.html
https://portal.mda.gov.my/documents/regulation/688-medical-device-regulations-2012/file.html
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-board-regulations-1976.pdf
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-board-regulations-1976.pdf
http://www.pharmacy.gov.my/v2/sites/default/files/document-upload/medicine-advertisements-board-regulations-1976.pdf
http://www.federalgazette.agc.gov.my/outputp/pua_20181015_PUA263.pdf
http://www.federalgazette.agc.gov.my/outputp/pua_20181015_PUA263.pdf
http://www.skmm.gov.my/Legal/Acts/Strategic-Trade-Act-(STA)-Act-708.aspx
http://www.skmm.gov.my/Legal/Acts/Strategic-Trade-Act-(STA)-Act-708.aspx

2)BEEHE

R E R B o N — LN — N BLE S O~ VAT T G ER BRI B 3 2 AR

~L—I 7R
https://www.meti.go.jp/policy/mono_info_service/healthcare/iryou/downloadfiles/pdf/countryrepo
rt_Malaysia.pdf

2. JETRO

(=L —3 TR BT —E APEEN B ~DOR S - HE FheE O FIEE (2018 4)
https://www.jetro.go.jp/world/reports/2018/02/6ab8037882890eel.html

[~ILRSTT B AD ASEAN BB | (2018 4F)
https://www.jetro.go.jp/world/reports/2018/02/e999elcbfd5a7b1f html

[~ L= 7T D E RS Ol Aot £ T4 (2017 4F)
https://www.jetro.go.jp/world/reports/2017/02/20eedec01be66{58.html

[~V — 7 DS B D A A ) (2015 4F)
https://www.jetro.go.jp/world/reports/2015/02/e6956d52dc4d479d.html

[l — TR HERR St ik — e R T o A ) (2014 4F)
https://www.jetro.go.ijp/world/reports/2014/07001563.html

3. ELIRAEN—E

https://mmdr.mda.gov.my/public/licensed.php
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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/2017/02/20eedec01be66f58.html
https://www.jetro.go.jp/world/reports/2015/02/e6956d52dc4d479d.html
https://www.jetro.go.jp/world/reports/2014/07001563.html
https://mmdr.mda.gov.my/public/licensed.php

