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« Application Form(AIZA)

« Form A, Administration Data Requirement(&# M%)

« Form B, Product Information Reguirement(M2X &)

« Form C, Specification and Quality Information(Al 2 EXIHZ)
« Form D, Operational Manual(AF2 QL)

« Form E, Post Market Surveillance(A[ZH & T71A)

OIE|A|OF= OfMIRtQIZ2 7|7 | XIRIAMDD, ASEAN Medical Device
Directive)2 &322 7|&2M2 ZEAACSDT, Common
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« Disposable Hypodermic Syringes

« Disposable Hypodermic Needles

« Disposable Perfusion Sets

» Substances used for in vitro diagnosis
including Blood Grouping Sera

« Cardiac Stents

« Drug Eluting Stents

« Catheters

* Intra Ocular Lenses

+ V. Cannulae

» Bone Cements

* Heart Valves

« Scalp Vein Set

+ Orthopedic Implants

« Internal Prosthetic Replacements

+ Ablation Devices

« Ligatures, Sutures and Staplers

« Intra Uterine Devices(Cu—T)

» Condoms

+ Tubal Rings

« Surgical Dressings

« Umbilical tapes

+ Blood/Blood Component Bags

+ Organ Preservative Solution

1, 2021)

* Blood Pressure Monitoring Device(effective
from Jan. 1, 2021)

* Glucometer(effective from Jan, 1, 2021)

+ Nebulizer(effective from Jan.

«Digital Thermometer(effective from
Jan. 1, 2021)

« Al implantable medical devices Equipment
(effective from April 1, 2021)

+CT Scan Equipment(effective from
April 1, 2021)

+ MRI Equipment(effective from April 1, 2021)
« Defibrillators(effective from April 1, 2021)
« PET Equipment(effective from April 1, 2021)

« X—Ray Machine(effective from April 1, 2021)
» Dialysis Machine(effective from April 1, 2021)
+ Bone marrow cell separator(effective from
April 1, 2021)
« Disinfectants and insecticide specified in
Medical Devices Rules, 2017
« Ultrasound equipment(effective from
Nov. 1, 2020)
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AE ¢ =it SR K= 2 T 7o 22 £ 57 tME LEE0l0F LI
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TFEAE S0l TR MR
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— XSS E M(Certificate of Free Sale)
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*CMDN:: Certificate of Medical Device Notification(Class A 2|&27|7| Al

SHA)
o|2717] <OV 7| S22 T1E QEETF HE Class ARE] 71E @8z 52
S8R Class D2 F&gict

« Class A= FDAO| AlT(Notification)stH ME HEZ X XIZ0|
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AMEGHH FDAS| HES HA| 52 HE 7t

| 7HR .
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* CMDN: Certificate of Medical Device Notification(Class A 2|&27]7] A1
BEA)

* CMDR: Certificate of Medical Device Registration(Class C, B, D 2|2717|
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* CMDL : Certificate of Medical Device Listing(S7t, 214k FA|
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- Q=21 7HUXtel ACR/ICR,
SRV, Visa #13
cH|7Z 9j=olo| e iy AMEE AT A MR AR

53 52A -2 53 5N

(e 7le Exet €Y
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0|21 =L AR 7401l stE)
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+ BOT(Build—Operate—Transfer) & 7|E} SA(SH EE
SIAt Gk 2212 B3 Republic Act M[7718
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FIE MIZE A FSEXYULICE Lol SFEE = S50 7Kse7IR7?
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7 HEgle

LBIOKIOHE QF Bi7H3F QUK BHIE 34 520 7HSELICH TR ZRIOKIOH: 3HAHE QF
'AFHEE (Notification)' MES AR QODZE HA| AFMEERS 2134517 HIBILICE,

“o=

IZ o= LHO|AOF BHEE SEE SE AFHSZ(Notification) MES 28511
HSE Hx UELLL HHFE +E782 UA X s5= g EHE
=S SIX| HolS AEkeoF JiLICE T2 K| 5271Y Fo=
LHOJAJOF Z27FolkE 22| H(NPRA, National Pharmaceutical
Regulatory Agency)il XSS AISE2 off0F K| AR Ao 2

SIX| S5 MEUZE =8 XIS 7iKl= A0] OfH, &5 St
HZ0ll choh CHE OI0IHES Rz Al T AKUSES ofF 4+ 70|

7tsEct
MZ MHSES 2ol MEYHZEE 2FR2 AUZLoA, Letter of
Authorization), ME MEEAA, 122|1 ME MALXZF GVP 0152

22 7|1g02ks USM/H ERELC

L)

EU\IOHi' fﬁéﬁ% I%‘#’E MF0|E2 0] 2= SZTICHH

QIeIEoll= SERHCNHI HIE ARKIS| HiE 2 SPES NPRAJ]
A 9S54 & TR A2 AMUXI=E 5tsf= LSO | EakELICt
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ZejofAlot

QIUEKLOA) M=

Company Letter Head

Company Address

Date: DB/MM/YYYY

NATIONAL PHARMACEUTICAL REGULATORY AGENCY (NPRA)

Lot, 36, Jalan Universiti,

46200, Petaling Jaya, SELANGOR

Dear Sirf Madam,

LETTER OF AUTHORIZATION

I hereby authorize our organizational personnel, Ms./Mr. (full name). IC/Passport -

_(NRIC/Passport Number) designation (personnel’s designation) to act on behalf

of company ___(company name) ____ to apply Quest 3+ USB Token and he/she shall be also acting
on behalf of the company for all transaction pertaining to product registration/cosmetic notification

via Quest 3+ system.

Thank you.
Sincerely,

(hand signature),

NAME:
Designation:

Company stamp:

Zj[o[Alot ZTteletEEald

(https: //www.npra.gov.my/index.php/en/cosmetic—main—page.html)
Tel: (+60)3—78835400 (ext 5522)

Email: nik@npra.gov.my
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HIHEE | ZHM-S2- M

3 2 A0 B B! ETAE

Q, L2t ) 2| & 7[EF MIZS0| 234 20t 201 QSLICE &7 20| £ 2Aet
SEH=Tt SSELCE

A, Hzel B2
29 2 =

n22 2= S5 AVMEE A (Customs Ach)t &
2| (Regulation of Imports and Export Act), 12|11 0|2t 2=
Yol MES ERsLCt

N 1o o>
oM i N

A EE MSHo=Z XFFAFE HHlolHA JHEE SFAZMS

FAl6t el o

Customs Duty, AH|M|_Excise Duty)E £22k6k0 QISLICE 1 2| LIHX]

E === TN E et USLIC

XEMI(RIM, AHIM) Rt 25

« Z=2(intoxicating liquors)

« Sl MIZ(tobacco products)

« XZHmotor vehicles)

« MXIE(petroleum products)

A AfrEe A0lgj= RE S22 GST(Goods&Service Tax)

2= AE 3 AH|AM| 79%7F Bt 2E A0 MEET L

ESH QES 5510] AViZE22 S0 25 SE2 Singapore

Post CentreE So10] SHEIXIS SA| &|H, 400$(SCD) 0[2t0] 252

AZE 31 MH|AM| GST(Goods&Service Tax)= HAIE LI

> QUM EEAH N Eatof 2ot 222 Mgt Uis &0 A(E
MotE=2 M (https: //www.customs.gov.sg/businesses/

importing—goods/import—procedures)

Az 0] AUEL UPELS BIAE YAloz 2ol Qlonz alAs|
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=2 2 37HE Aol Salof Sk

Y +YHSt S=(Controled Goods)2 sliid =& ¢ X
27 [ofl 5{7t/2f018A S 2Hofof gLk

S8 7 IE(High—technology) MiE2| 22, +&5=2 +&
Mot 8ol =M 0] 82 3kt= 7= SRl
ICDV(import Certificate and Delivery Verffication, &7 =2
NN Lgtle EE Y 511 MRS QF6ke 297t
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- ZIE|0]H Sl=(Containerized cargo)zt HIZIE|0|H &l2
(Conventional Cargo)2 2= 2 AMuJt =i, 3Y
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AE=2

dIHEE | 7H-25

3 X|21R OJ27]7] OI5{7F =AF

Q. USUE S A 012717 | MEARILICE XTHE 27 7IE AVIE2 =2 58 0f B2
5 s 2m ALt

A. BTt 29l
AZHE2Q| QR 7171 HDIBHY (HSA)OI Lel- HESH QELILE Q271713 &Iz, 4Q), Tui3t7|
A HSAG MIE AFHEZS S0{0F SHH, Q27171 A ENH- MZQRH= AZFES Q@717 /HEA!
AIABI(MEDICS, Medical Device Information Communication System)S E3H A
2rOKdAS RIEBHOk LTt

MEDICS « SUBKL EOHHRLE MESRAT 210 KIAS LRok= 7 [R12 O SEMF
2to|MA AMF & o= HMiSaHoF 2.

(Dealer’s License)

(1) 1ISO 13485 QIZA]
(2) GDPMDS QIZA| EE= GDPMDS M| MAA(RE 1)
(3) QUS =izt L1°JA1(TE 5)

*GDPMDS(Good Distribution Practices for Medical Devices):
QIZ717|0f CHEt 24 B S 2| &
*QMS(Quality Management System): ZZI22|A|AE]
=X 2t0|MA0| Z2 GPDMDS Q1B f= GDPMDS A A21A |2
D2E 2loMAE SRIUZEH 12718 S0t RSEILICt Y 7RI <
1020 |0, &= A 242 2 AN HIE2 1030$(SGD, &st2F 908 &)
Lct

o|lz7|7| Ol MVIE=2 oz 7|7| SE2EHESMDR, Singapore Medical Device
HZE S8 Regulation)2 Sall MiE&S= s ElLICE Q=717 1= fad=o] wet
(Registration) Class A B, C, D 47tX|2 LIFH 71& 8=t E2 A7 XSS S20]
W=7 = LT ME MRl E5F Bef MiZo| Artz= HA
DSEHHSA Health Sciences Authority)0| QIEGH= 5719 aiiel Q1=
7|#(0=2] FDA, ZHLICHS HC, FESRfel NB, Y29 ¥4,
S3O| TGA)Q 21E5s ERetn QUCHH AFAHEIPHXKQuicker

Evaluation Routes)E Eslf S20| 7t gLt
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o=7|7| S5 EH| M7

@ AKX HE(Applicant Info)

@ HMIZ A= (Device Info)

Q@ XMIZ0ll thHSt AMI™E(Device Details)

@ 554 275= dAMMF

® i Ex7 [E(Reference Agency) HE(Details of Reference Agency)
® H7} AxXKEvaluation Route)*

*o|27(7| 7t HRK= A H7HFull Evaluation Route), 22t H7HAbridged
Evaluation Route), EBR &7 HExpedited Class B Registration Evalution Route),
IBR Z7Himmediate Class B Registration(IBR) Evaluation Route)Z L,
ol=7|7| ZR0| 2t H7F EXiet ZHe MEVICIEER Q15 thl 7 [ X2

TSHAIZ LT

SIS AT (http: //www.kir.or kr)
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FU= 2020 = ZEC0f2] 1 H =57 BIS 0IR2 IHEE=4=2)
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olFet o7 SAF[IIF0|L SHAKY 2fCl(composition leather)2 2= N
4203 oz BB 4.0~9.0%
420500 1Bl JIEMIZ0|Lt ZmXIM 25 (composition leathenXIZ3) 2.0~30%
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