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o [BorangBPFK-413] HizE#18

[BPFK-413]

Versi 2017.1

Untuk Kegunaan PEP Sahaja

Bahagian Regulatori Farmasi Negara (NPRA) Far CCL Lise Only

Natienal Pharmaceutical Regulatory Division (NFRA)

- . T Tarikh Diterima
Lot 36, Jalan L.In:versltl Dote Received
46200 Petaling Jaya,
Selangor.

Mo. Tel. Tel No. : 03-7EE35400
No. Faks. Fax No. : 03-79571200

Laman Web Website : npra.moh.gov.my

Peraturan-Peraturan Kawalan Dadah Dan Kosmetik 1984 [Peraturan 12(1)]
Control af Drugs and Cosmetics Regulations 1984 [Regulation 12(1)]

PERMOHONAN LESEN KELUARAN BERDAFTAR
UNTUK AGENSI KERAJAAN

(Lesen Pengilang, Lesen Mengimport, Lesen Pemborong)

APPLICATION FOR LICENCE FOR REGISTERED PRODUCT FOR GOVERMENT AGENCIES

(Manufacturer's Licence, Import Licence, Whalesaler’s Licence)

BAHAGIAN I : ARAHAN  PARTI: INS

1. Sila isikan borang permohonan ini dengan HURUF BESAR dalam 1 salinan asal.
Flease fill in this application form in CAPITAL LETTERS in 1 original copy,

2. Sila tanda (v) pada kotak yang berkenaan,
Please tick ( ] the appropriate boxes.
. Borang permohonan yang telah lengkap diisi hendaklah dikemukakan ke Pusat Komplians dan Pelesenan, NPRA (seperti
alamat yang dinyatakan di atas).
The completed application form should be submitted to Centre of Compliance & Licencing, NPCB {above-mentioned address).
4. Tiada fi pemprosesan permohonan lesen untuk agensi kerajaan (KKM dan Bukan KKM)
No processing fee for goverment agency application (MOH & non-MOH)

Nota: a. Hanyva borang permohonan vang lengkap akan diproses oleh Pusat Komplians dan Pelesenan, NPRA.
Note: a. Only completed application form will be processed by Centre for Compliance and Licensing, NPRA

Page1of5
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[BPFK-413]

Versi 2017.1

BAHAGIAN II : SENARAI SEMAK UNTUK DOKUMEN SOKONGAN  PART II: CHECKLIST FOR SUPPORTING DOCUMENTS

Senarai semak ini perlu diisi oleh pemohon.
This checklist is to be filled in by the applicant.

. Borang permohonan perlu disertakan dengan dokumen-dokumen berikut. Sila tanda (¥) sekiranya dokumen ada
disertakan.

The application form should be submitted with the following documents, Please tick (') the appropriate boxes if the documents are attached,

. Bagi permohonan baru, sila ke Bahagian I1{A) manakala bagi permohonan pembaharuan, sila ke Bahagian 11(B).
For new application, please proceed to Part II{A) whereas for renewal application, please proceed to Part H{B).

* Dokumen sokongan ini diperlukan sekiranya keluaran yang dikilang/diimport/diborong adalah keluaran jenis Racun
Berjadual A dan keluaran-keluaran lain yang memerlukan seorang Ahli Farmasi.

* This document is necessary if products manufactured/imported/wholesale are scheduled poison A products or any other products that
require o Pharmacist,

A. Permohonan Baru New Application

1. Salinan Kad Pengenalan Pemohon / Pemegang Lesen O
A copy of Applicant's / Licence Holder's ldentity Card
2. #* Salinan 5ijil Pengekalan Tahunan Ahli Farmasi O

* A copy of Annual Retention Certificate

B. Permohonan Pembaharuan RenewalApplication

1. Salinan lesen terdahulu o
A copy of previous licence

2. Salinan Kad Pengenalan Pemohon / Pemegang Lesen 0
A copy ol Applicant’s / Licence Holder's Identity Card

3. * Salinan Sijil Pengekalan Tahunan Ahli Farmasi O

* A capy of Annual Retention Certificate

Page2 of 5
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[BPFK-413]

Versi 2017.1

BAHAGIAN III : BUTIR-BUTIR PERMOHONAN  PARTIIl: DETAILS OF APPLICATION

Jenis lesen

Licene O Pengilang Manufacturers | O Import fmport | O Pemborong Whalesaler’s
wence type

Permohonan bagi tahun -
Avplicati X Fahun Year
pplication for year
Butir-butir lesen terdahulu (Jika No. Lesen Licence No. o
pembaharuan) Tempoh Sah Lesen  Validity Period

Details of previous licence (If renewal]

O Pos O Kutip di kaunter Pusat Komplians dan Pelesenan

Kaedah kutipan lesen Post Collect from Centre for Compliance and Licensing's Counter

Method of collection

BAHAGIAN IV : BUTIR-BUTIR AGENSI  PART IV: DETAILS OF AGENCY

Nama agensi
Agency Name

Alamat premis /premis pengilangan Address of premise/manulacturing premise

Telefon (Pejabat) Telefon bimbit
Telephone (Office) Handphone
Faksimili Emel

Faximile E-Maif

Alamat stor [Jika berlainan daripada alamat di atas] Store address [{fdifferent firom the above address]

Alamat surat menyurat Correspondence address

Maklumat dua individu yang bertanggungjawab (Boleh dihubungi 24 jam)
Details of two responsibie persans (Contactable 24 hours)

Nama Nama

Name Name

No. Kad Pengenalan No. Kad Pengenalan
LC No. LL Ne.

Jawatan & Gred Jawatan & Gred
Position & Grade Position & Grade
Telefon (Pejabat) Telefon (Pejabat)
Telephone (Office) Telephone (Office)
Telefon Bimbit Telefon Bimbit
Handphone Handphone

Page3 of 5
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[BPFK-413]

Narmia
Name

Versi 2017.1
Klasifikasi Keluaran Froduct Classification
Racun Bukan Racun Tradisional D Suplemen Kesihatan
Poison (A) Non Poison (X) Trachitional (T) Health supplement (N)
Veterinar Racun Veterinar Bukan Racun
Poison Veterinary (HA) Non Poisan Veterinary (HX)

BAHAGIAN V: BUTIR-BUTIR PEMOHON PART V: DETAILS OF APPLICANT

No. Kad Pengenalan
IC No,

Jantina Lelaki  Mal
trender D e e

D Perempuan Female

Jawatan
Position

* Mo. Sijil Pengekalan Tahunan (Pemegang lesen)
Annual Retention Certificate’s No. {Licence holder)

Saya mengaku bahawa [ confirm that

i} Saya akan mematuhi semua peruntukan di bawah Akta Jualan
Dadah 1952 dan Peraturan-Peraturan Kawalan Dadah dan
Kosmetik 1984.
I will comply with all the provisions of Sale of Drugs Act 1952 and Contro!
of Drugs and Cosmetics Regulations 1984,

ii) Saya akan mematuhi semua keperluan Amalan Perkilangan Baik
dan/atau Amalan Pengedaran Baik semasa.
Fwill comply with the principles of the current Good Manufacturing
Practice and/or Good Distribution Practice.

iii) Semua maklumat dan lampiran yang disertakan adalah benar dan

tepat.
Alf the information and attachment provided is true and complete.

iv) Tiada perubahan ke atas maklumat dan lampiran yang
dikemukakan sebelum ini (Melainkan dinyatakan secara bertulis
kepada Pusat Komplians dan Perlesenan, NPRA).

There are no changes on the Information and attachment provided
previously (Unfess otherwise specified through a declaration letter to
Centre of Compliance and Licensing, NPRA ).

Saya mengesahkan bahawa [confirm that

i) Pemohon adalah seorang *kakitangan/pemilik di agensi yang
tersebut di atas.
The applicant is an Temployee/owner of the above-mentioned
agensi,

—

Lesen yang dipohon adalah untuk aktiviti di agensi yang tersebut
di atas sahaja.

The licence applied is only for the purpose of activity of the above-
mentioned agency.

iii} Semua maklumat yang diberikan adalah benar dan tepat.
All the information provided is true and complete.

[ * Untuk keluaran jenis Racun Berjadual A/HA dan keluaran-kelwaran lain vang memerlukan seorang Ahli Farmasi, pemohon mestilah seorang Ahli Farmasi
Berdaftar. For Scheduled Poison products A/HA or any other products that require a Pharmacist, the applicant must be a Registered Pharmacist]

BAHAGIAN VI : PERAKUAN PEMOHON (PEMEGANG LESEN)  PART VI: DECLARATION OF APPLICANT (LICENCE HOLDER)

Tandatangan Pemegang Lesen Siznature of Licence Holder

Tarikh Date

Cop Jawatan & Gred Official stamp

BAHAGIAN VII : PENGESAHAN AGENSI  SECTION VIi: CERTIFICATION OF AGENCY

Tandatangan Ketua Jabatan/Pegawai Yang Menjaga
Signature of Head of Department

Nama dan Cop Jawatan
Name & Official stamp

Tarikh
Date

25
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[BPFK-413]

Versi 2017.1

BAHAGIAN VIII : BUTIR-BUTIR KELUARAN BERDAFTAR YANG DIKILANG / DIIMPORT

SECTION Viil : DETAILS OF REGISTERED PRODUCTS MANUFACTURED / IMPORTED

1. Sila senaraikan keluaran berdaftar mengikut klasifikasi produk (A/X/T/N/HA/HX).
Flease list the registered products according to product classification (A X/ T/N/HAHXD.
2. Sila nyatakan sama ada keluaran didaftar menggunakan sistem QUEST (hanya untuk permohonan lesen pengilang &
mengimport).
Flease specify whether the product was registered using the QUEST system.(only for manufacturing & fmport licence application)
3. Sila sertakan lampiran lain jika ruang tidak mencukupi.
Please attach additional page(s) if the space provided is insufficient.

BiL Nama Keluaran 2: m'.l?m_hp.e“dal taran Jangkamasa Pendaftaran Sistem QUEST
r o AT egisiration e X N
N, Product’s Name Nomber Registration Perfod QUEST System

Page5of5
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o [Borang BPFK-413T| FIgE &

[BPFK-413T)]

-
Bahagian Regulatori Farmasi Negara (NPRA) | Untuk Kegunaan PKP Sahaja
National Pharmaceutical Regulatory Division (NPRA) | For£ct Use Only
Lot 36, Jalan Universiti | tarikh titerima
46200 Petaling |aya, | Dote Recelved
Selangor.

No.Tel Tel Mo, : 03-7BE35400
Mo. Faks Fax No. : 03-79571200
Laman Web Website : npra.moh.govmy

Peraturan-Peraturan Kawalan Dadah Dan Kosmetik 1984 [ Peraturan 12(3)]
Control of Drugs and Cosmetics Regulations 1984 [Regulation 12(3)]

PERMOHONAN SENARAI KELUARAN (TAMBAHAN) LESEN KELUARAN BERDAFTAR

UNTUK AGENSI KERAJAAN
APPLICATION FOR (ADDITIONAL) PRODUCT LIST OF LICENCE FOR REGISTERED PRODUCT FOR GOVERMENT AGENCY
BAHAGIAN | : ARAHAN  SECTIONI: INSTRUCTIONS

1. Silaisikan borang permohonan ini dengan HURUF BESAR dalam 1 salinan asal.
FPlease fill in this application form in CAPITAL LETTERS in 1 original copy.

2. Silatanda (+') pada kotak yvang berkenaan. Please tick { #) the appropriate boxes,

3. Borang permohonan yang telah lengkap diisi hendaklah dikemukakan ke Pusat Komplians dan Pelesenan, NPRA (alamat
yang dinyatakan di atas).
The caompleted application form should be submitted to Centre for Compliance and Licensing, NPRA (above-mentioned address).

Nota: Hanya borang permohonan vang lengkap akan diproses cleh Pusat Komplians dan Pelesenan, NFRA
Note: Only completed application farm will be processed by Centre for Compliance and Licensing, NPRA.

1. Senarai semak ini perlu diisi oleh pemohon.  This checklist is to be filled in by the applicant.

2. Borang permohonan perlu disertakan dengan dokumen-dokumen berikut. Sila tanda (v") sekiranya dokumen ada
disertakan.
The application form should be submitted with the following documents, Please tick [v') the appropriate boxes if the documents are attached.

DOKUMEN S0KONGAN  SUPPORTING DOCUMENTS

1) 1 salinan Lesen Keluaran Berdaftar Mengimport/Pengilang
A copy of Import/Manufacturing Licence for Registered Product O

2)  1salinan

a.  Perakuan Pendaftaran Produk ; atau
b, Keputusan Mesyuarat PBKD; atau
¢ Swrat Kelulusan

A copy of O
a.  Product’s Registration Certificate ; or
b Decision of DCA Meeting; or
c. Approval Letter

BAHAGIAN III : BUTIR-BUTIR LESEN SECTION I1i: DETAILS OF LICENCE

Jenis Lesen
Licence Type
Nombor Lesen
Licence Number
Tempoh Sah Lesen
Validity Period
Tarikh Lesen Dikeluarkan

O Pengilang Manufacturer’s O Import fmport

Licence’s [ssuance Date

Kaedah Kutipan
Senarai Keluaran Tambahan O Pos O Kutip di kaunter Pusat Komplians dan Pelesenan
Method of Collection for Aditional List Fost Collect from Centre for Compiiance and Licensing's Counter

Pagelof3
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[BPFK-413T]

BAHAGIAN IV : BUTIR-BUTIR AGENSI SECTION IV: DETAILS OF AGENCY

Nama Syarikat
Apency Name

Alamat Premis yang Dilesenkan Address of Licenced Premise

Telefon Telefon Bimbit
Telephone Handphone
Faksimili Emel

Fax E-Mail

Alamat Surat Menyurat Correspendence Address

BAHAGIAN V : BUTIR-BUTIR PEMOHON (PEMEGANG LESEN) SECTION V: DETAILS OF APPLICANT {LICENCE HOLDER)

Nota: Femohon mestilah Pemegang Lesen. Note: Applicant must be the Licence Holder.

Nama

Name

No. Kad Pengenalan
L Ne

Jantina e - -
Cender |:| Lelaki  Male |:| Perempuan  Female

Jawatan
Position

BAHAGIAN VI : PERAKUAN PEMOHON (PEMEGANG LESEN) SECTION VI: DECLARATION OF APPLICANT (LICENCE HOLDER)
Tandatangan Pemegang Lesen Signature of Licence Holder

Saya mengaku bahawa [ conffrm that

i} Semua maklumat dan lampiran yang disertakan adalah benar dan tepat.

Al the information and attachment provided is true and complete.
! p P Cop Jawatan & Gred Official stamp

ii) Sayaakan mematuhi semua peruntukan di bawah Akta Jualan Dadah 1952
dan Peraturan-Peraturan Kawalan Dadah dan Kosmetik 1984,
1 will comply with alf the provisions of Sale of Drugs Act 1952 and Controf
of Drugs and Cosmetics Regulations 1984,

Tarikh
Date
BAHAGIAN VII : PENGESAHAN AGENSI  SECTION VII: CERTIFICATION OF AGENCY

Tandatangan Ketua Jabatan/Pegawai Yang Menjaga
Signature of Head of Department

Saya mengesahkan bahawa [ confirm that

i) Pemohon adalah seorang *kakitangan/pemilik di agensi yang
tersebut di atas.
The applicant is an *emplovee/owner of the above-mentioned
agensi, Nama dan Cop Jawatan
Name & Official stamp

Semua maklumat yang diberikan adalah benar dan tepat.
Alf the information provided is true and complete,

iil) Senarai keluaran {tambahan) lesen yang dipohon adalah untule aktiviti di
syarikat vang tersebut di atas sahaja.
The lfcence (addittonal) product st applied is only for the purpase of

activity of the above-mentioned company. Tarikh

Date

Page2of3
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[BPFK-413T]

BAHAGIAN VIII : BUTIR-BUTIR KELUARAN BERDAFTAR UNTUK DITAMBAH DALAM SEN

10N VIIl : DETAILS OF TERED PROL 0 BE ADDED TO THE PROL
Nota Notes
1) Sila senaraikan keluaran berdaftar mengikut klasifikasi produl (A/X/T/N/HA/HX/HN).

Flease list the registered products according to preduct classification (A/X/T/N/HA/HXHN ),

2} Sila nyatakan sama ada keluaran didaftar menggunakan sistem QUEST (hanya untuk permohonan lesen pengilang &
mengimport).
Please specify whether the product was registered using the QUEST. (only for manufacturing & import licence application)
31 Sila sertakan lampiran lain jika ruang tidak mencukupi.
Please attach additional pages if the space provided is insufficient.
Bil Nama Keluaran Nombor Pendaftaran | Jangkamasa Pendaftaran Sistem QUEST
No. Product's Name Registration Number | Registration Period System QUEST
Page3of 3
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" RIRHE LS CT 7 L— h22

LETTERHEAD SYARIKAT PEMEGANG PENDAFTARAN PRODUK
Mama dan alamat pemegang

Tarikh:

Y. B. Menteri Kesihatan Malaysia

dia Bahagian Regulatori Farmasi Megara
Kementerian Kesihatan Malaysia

Lot 36, Jalan Universiti,

46200 Petaling Jaya

(u.p. Setiausaha PBKD)

¥.B.,

PERATURAN 18 - RAYUAN TERHADAP PENOLAKAN PERMOHONAN

PENDAFTARAN
NAMA PRODUK : Sila nyatakan nama produk (Flease stale the product name)
NO. RUJUKAN Sila nyatakan nombeor pendaftaran produk

(Please state reference number of the product)

Dengan segala hormatnya, pihak kami ingin membuat rayuan terhadap penolakan
permohonan produk seperti di atas.

2. Alasan - alasan rayuan serta dala tambahan/ maklumat akan dihantar kepada pihak
¥.B. dalam tempoh 60 hari dari tarikh pengesahan penerimaan rayuan oleh pihak Y.B.

Sekian, terima kasih.
Yang benar,
Tandatangan Wakil Pemegang

(NAMA WAKIL PEMEGANG)
Jawatan Wakil Pemegang

2 https://www.npra.gov.my/easyarticles/images/users/1047/Drug-Registration-Guidance-Document-DRGD-
Second-Edition---July-2020-Revisio_20200806-06Augth 1.pdf 130 B
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2 https://www.pharmacy.gov.my/v2/sites/default/files/document-upload/control-drugs-and-cosmetics-

regulation-1984.pdf 6~12 H
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regulation-1984.pdf
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Part |: General Information

No. Section A: Combination Product Particulars

1, Combination Product Name

2. Name & Strength of Active Substance and Excipient
3 Dnsqge Fnrm (referring to actual form of ancillary drug before incorporated in the

Medical Device)

4, Product Description

5. Pharmacodynamics

6. Pharmacokinetics

7. Indication/Intended use

8. Recommended Dose (As optional)

9 Route. of TQdministrationfMod& of Delivery (Ancillary drug follows the finished

combination product)

10, Contraindication

1. Waming and Precautions

12. Interaction with Other Medicaments (If Applicable)
13. Pregnancy and Lactation (If Applicable)

14, Side Effects (If Applicable)

15. Symptoms and Treatment of Overdose (If Applicable)
16. Storage Condition (If Applicable)

17. Shelf Life (If Applicable)

18. Declaration of human/ animal origin (If Applicable)
No. Section B: Drug Product Formula

1. Batch Manufacturing Formula
No. Section C: Mock-up Label

Specific labelling requirement as stated in DRGD (if applicable)
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PART II: QUALITY OF DRUG COMPONENT

Information on Development Studies(To provide information on development
based on the whole combination product)

2. Manufacturing Process and Process Conlrols

3. Control of Excipients (if applicable)

a. Specifications of Excipient

b. Justification of Specifications (if applicable)

4. Control of Drug Substances

a) Momenclature, Structure of Drug Substance, General Properties

b) Manufacturer Name and Address

¢ Description of Manufacturing Process and Process Contrals (only for biologic
component)

d) Controls of Materials (only for biclogic companant)

g) Controls of Critical Steps and Intermediates {only for biologic component)

fi Process Validation and'or Evaluation {only for biclogic companent)

g) Manufacturing Process Development (only for bialogic componant)

h) Elucidation of Structure and Characteristics{only for biologic component)

i} Impurities {only for biologic component)

il Specifications
k) Batch Analysis (only for biologic component)

I} Certificate of Analysis for TWO batches

) Justification of Specifications {only for biologic componant)

n) Reference Standards or Materials (only for biologic component)

o) Container Closura System (only for biologic componant)

pi Stability (only for biclogic componant)

PART IlIl: NON CLINICAL DOCUMENT
(Applicable only to New Drug Product and Biclogic Component)

Section A: Table of Contents

No. Section B: Nonclinical Overview

1. Owverview of the Nonclinical Testing Strategy
2. Fharmacology

3, Pharmacokinetics
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4, Toxicology

5, Other Mon=Clinical Study

G. Integratad Overview & Conclusions

[ List of Literature Citations
No. Section C: Nonclinical Written and Tabulated Summaries
No. Section D: Monclinical Study Reports
No. Section E: List of Key Literature References

PART IV: CLINICAL DOCUMENT
{Applicable only to category New Drug Product and Biclogic Component)

No. Section A: Table of Contents
Nao. Section B: Clinical Overview

1. Product Development Rationale

2. Overview of Biopharmaceutics

3. Crverview of Clinical Pharmacology

4, Overview of Efficacy

3. Cwverview of Safety

. Benefits & Risks Conclusions
No. Section C: Clinical Summary

1. Summary of Biopharmaceuticals Studies and Associated Analytical Methods
2. Summary of Clinical Pharmacology Stedies

3. Summary of Clinical Efficacy

4, Summary of Clinical Safety

5. Synopses of Individual Studies
No. Section D: Tabular Listing of all Clinical Studies
No. Section E: Clinical Study Reports
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KEMENTERIAN KESIHATAN MALAYSIA

Partal: wiass. meah . govmy
Emait kkmBEmah.gov.my

APPLICATION FORM FOR ENDORSEMENT LETTER OF ANCILLARY COMPOMENT
FOR THE REGISTRATION OF COMBINATION PRODUCT

COMBINATION PRODUCT Please tick if the
DOCUMENTS DRUG- MEDICAL DEVICE- | 92Fiments
MEDICAL DEVICE DRUG
Ancillary Medical Device Dossier
(Appendix 1 of Guwdaling for ! X
Registration of Drug-Medical Device inot reguired for
and Medical Device-Orug | ancillary medical
Combination Products) davice Class A)
Ancillary Drug Dossier
(Appendix 2 of Guideling For X /
Registration of Drug-Medical Device
and Medical Device-Drug
Combination Products)

Explanatory Motes: [/] — Required; [X] — Mot required
For Ancillary Medical Device Components:
The form and supporting documents can be sent aither via email or post hardcopy o

Chief Executive,

Medical Device Authaority,

Level &, Prima 9, Prima Avenue I, Blok 3547, Persiaran AFEC,
63000 Cyberjaya, Selangor.

E-mail; inaticn. mda.gqov.m

For Ancillary Drug Components:

The form and supporting documents can be sent manually to:
Product & Cosmetic Regulatory Coordination Section,
Centre for Coordination & Strategic Regulatory Planning,
Mational Pharmaceutical Regulatory Agency,

Lot 36, Jalan Universit,
46200 Petaling Jaya,Selangor
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Fiease complete all information requested. All figlds are mandatory unless stated ofherwise,

1. "APPLICANT DETAILS

Mame of Applicant;

MRIC Mo. | Passport: Designation:
Mame & Address of Company:

ROC No.:

City: Stale:
Telephone No.:

Email Address:

Role of Applicant:

[ ] | Product Registration Holder

|:| Manufacturar
Establishment License No..

|:| Authorized Representative
Establishment License No.!

|:| Others [please specify):

Fax Mo.:

2. COMBINATION PRODUCT DETAILS

Flease provide product packaging label, product catalogue and product insert

[] | Drug-Medical Device

I:l Medical Device-Drug

Product Mame:

Brand/Maodel:

Manufacturer's Mamea:

Product Description:

Intended Use/Indication:
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3. ANCILLARY MEDICAL DEVICE DETAILS
{Only applicable to Orug-Medical Device Combination Product)

Mame of Medical Device

Description of Medical Device

Intended Use of Medical
Device

BrandModel of Medical
Device

Mame & Address of
Manufacturer for the Medical
Device

Table 1: List of Configurations

Mame of device, accessories,
Mo, | constituent-components, or articles Maodel Device Description
as per product labal:

Maote: If more than ane (1) single medical device, please fill out in & separate shest,

4. ANCILLARY COMPONENT DETAILS

Please provide details of the ancillary component accarding to tha fallowing:

- Ancillary Medical Device Dossier (refer Appendix 1 of Guideline For Registration of Drug-
Medical Device and Medical Device-Drug Combination Products)

- Ancillary Drug Dossiar (refar Appendix 2 of Guideline For Registration of Drug-Medical Davice
and Medical Device-Drug Combination Products)
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5. ATTESTATION & DECLARATION

I, <Mame of applicant>, D <MRIC No. [ Passport >, on behalf of <Name of company =
the product holder/manufacturerfauthorize representative of this ancillary component,
hareby declare that :

(tick where applicabiea)

D Drug-Medical Device:
i. This/thesa ancillary medical device(s) component islare according to the definition
of medical device set oul in Section 2, Medical Device Act 2012 (Act T3T).

[:I Medical Device-Drug:

i. This ancillary drug component is according to the definition of drug set out in
Control of Drugs and Cosmelics Regulations 1984 which is promulgated under
Sales of Drugs Act1952.

| hereby attest that the information and attachment provided on this form are accurate, correct,
complete and current to this date.

Signature:
Applicant's Nama;
Designation :

Date :
Company stamp
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o fHE4: mrERr—Ta VRGWOMNE A R—R 2 POERHGEE

KEMENTERIAN KESIHATAN MALAYSIA
Ministry of Health Malaysia
Portal: wear moh. goy. myEmail: kkm@moh.gou. my

APPLICATION FORM FOR CHANGEVARIATION OF ANCILLARY COMPOMNENTS FOR COMEBINATION

PRODUCTS
COMBINATION PRODUCT Please tick if the
DOCUMENTS DRUG- MEDICAL DEVICE- | “0Cument s
MEDICAL DEVICE DRUG
Documentations as per in Guidances
Document for Change Motification ! X
by MDA
Documentations as per in Variation X /
Guidelines by NPRA
Endorsement Letter Issued by MDA ! A
Endorsement Letter |ssued by X /
MPRA

Explanatory Notes: [/] - Required; [X] = Mot required
For Ancillary Medical Device Components:

The form and supporting documents can be sent either via email or post hardoopy ta:
Chiafl Executive,

Medical Device Authority,

Level &, Prima 9, Prima Avenue |1, Blok 3547, Persiaran AFEC,

63000 Cyberjaya, Selangaor.

E-mail: combination.productf@mda. gov.my

For Ancillary Drug Components:

The form and supporting documents can ba sent manually t©:
Product & Cosmetic Regulatory Coordination Section,
Centre for Coordination & Strategic Regulatory Planning,
Mational Pharmaceutical Regulatory Agency.

Lot 36, Jalan Universiti,
46200 Petaling Jaya,Selangor
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Piease complete all information requesfed. Al fislds are mandatory unless sfaled ofherwvize.

1. *APPLICANT DETAILS

Mame of Applicant:

NRIC No. / Passport: Dasignation:
Mame & Addrass of Company;

ROC Mo.:

City: State:
Telephone Mo.: Fax No.:

Email Address:

Rale of Applicant;

[ ] | Product Registration Holdar

D Manufacturer
Establishment License No.:

|:| Authorized Represantative
Establishment License No.:

|:| Others (please specify):

2. COMBINATION PRODUCT DETAILS

[] | Drug-Medical Device (Registration Number : )

[ ] | Medical Device-Drug (Registration Number : )

|:| Previous Endorsement Letter(s) Referance Mo :

Product Mame: Manufacturers Name:

Brand/Model:

Product Description:

Intended Use/indication:
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3. ANCILLARY MEDICAL DEVICE DETAILS
{Only applicatle to Drug-Medical Device Combination Product)

Name of Medical Device

Description of Medical Device

Intended Use of Medical
Device

Brand/Model of Medical
Davice

Mame & Address of
Manufacturer for the Medical
Davice

Table 1: List of configurations

Mame of device, accessories,
constituent-components, or articles Model

Mo.
as par product labeal:

Device Description

Mote: If maore than one (1) single medical device, please fill out in a separate sheet.
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4. ATTESTATION & DECLARATION

[, =<Mama of applicant=, ID =<NRIC No. / Passport =, on behalf of =<Mamea of company=
the product holder'manufacturer/authorize representative of this ancillary component,

heraby declare that .

{tick where applicabls)

[ |prug-Medical Device:
i. Thisfthese ancillary medical device(s) component isfare according to the definition of medical

device set out in Section 2, Medical Device Act 2012 [(Act 737).

|:| Medical Device-Drug:
i. This ancillary drug component is according to the definition of drug set out in Control of

Drugs and Cosmetics Regulations 1984 which is promulgated under Sales of Drugs
Act1952,

| hareby attest that the information and attachment provided on this form are accurate, corect, complete
and current to this date.

Signature:

Applicant's Name:
Designation :
Date :

Company stamp :
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. HE 7 +—2 [BPFK 419 3

Title: De/Mr/Mrs/Ms | Name:

Address:

Town: State: | Postcode:

Email address: Tel:(Res) (Off) (Mobile)
Age: Sex: M/F Ethnic Group:

Relationship to reporter:

Name of medicme:
**(please use brand name and include sample if available)

Dosage form: Tableto  Capsule o Syrup 0o Otherso
‘What was the medicine used for:

Name of manufacturer:
(please refer to product label)

Batch No. : Manufacnmii Date : Exin-.y' Date :
0 Quality defect 0 Experienced side effect
0 Unregistered Product o Not effective

Please give details on the nature of the problem

Date when problem occurred: Date when medicine was used:
Name & Address where medicine was Any other information which you think
bought: may be useful in our investigations:

Do you agree to us contacting you 1if we require further mformation: Yeso  Nono

Thank you for reporting.
** Minimum 10 capsules/tablet required for laboratory test.

36
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. &% 7 +—2 [BPFK 418.4) ¥

BORANG BPFK 418.4
" L
KEMENTERIAN KESIATAN MALAYSIA
T o s BORANG ADUAN PRODUK BERDAFTAR
DENGAN PIHAK BERKUASA KAWALAN DADAH
1. jj!alpaililun borang diisi dengan lengkap sebelum dimajukan kepada Seksyen Surveilans & Aduan Produk supaya sissatan lanjut dapat
IJalankan,

Please ensure the form is filly completed befive submining to Surveilance And Complaint Section for firther investigation.

2 Sila pastikan sampel produk yang diadu dihantar bersama-sama dengan borang aduan ini.
Please ensure sample of product complaing is attached together with this form.

el

Bagi laporan aduan kesan advers. sila gunakan borang ADR.
For adverse eveni reporting, please use ADR form.

4. Bagi hospital dan klinik kesihatan kerajaan, sila pastikan bahawa kesemua aduan dihantar melalui Ketua labatan FarmasiPegawai Farmasi
w/m Pejabat Kesthatan Dacrah bagi tujuan verifikasi scbelum dimajukan kepada Scksven Surveilans & Advan Produk,
For hospital and govermmeni cfinic, please make swee all complaing are verified by Chief Pharmacisi/Pharmacist in charge before
submitting the fovm to Sweveilance And Complaint Section,

Sila hantar kepada/FPlease submit ro:

SEKSYEN SURVEILANS & ADUAN PRODUK

PUSAT PASCAPENDAFTARAN PRODUK

BIRO PENGAWALAN FARMASEUTIKAL KEBANGSAAN
KEMENTERIAN KESIHATAN MALAYSIA

LOT 36, JALAN UNIVERSITI,

46200 PETALING JAYA, SELANGOR.

Tel : 603-7883 5400 SAMBUNGAN 5547/8549/5551/8545/5546
Faks : 603-7956 7151

I-MAKLUMAT PRODUKY PRODUCT PARTICULARS /

Mama Produk Pada Label!
Narite of Product on Label
Mo Pendaftaran | Registration No (MAL)

MNombor Kelompok! Baich Number

Tarikh Pengilangan/ Manufacruring Dare : Tarikh Luput! Expiry Date

#lenis Fembckalan/ Type of supply H Produk APPL Kontrak Pusat Pembelian tempatan
APPL Procuet Central Contract Local Purchase
Lain-lain, sila nyatakan:

Oihrers, please specifin

II-BUTIR-BUTIR LENGKAP ADUAN /| FULL COMPLAINT DETAILS /

Label / Lahel Pembungkusan / Packaging

Kualiti / Queality

i Lain-lain (Myatakan)
"""""" Chelrer  Please specifi)

b) Deskripsi Aduan (Sila beri penerangan ringkas berkenaan masalah yang diadu):
Complaint Description (Please provide brief description about the complaint issue)

37 https://www.npra.gov.my/images/Announcement/2013/Panduan-Pelaporan-Aduan-Produk-Berdaftar-Dengan-
Pihak-Berkuasa-Kawalan-Dadah-dan-Pelaporan-Kesan-Advers-ADR/Borang BPFK 418.4.pdf
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¢) Tahap Advan (kuantiti/ peratusan produk terlibat; contoh: kuantiti produk yang terlibat berbanding kuantiti yang diterima)
Extent of Coniplaint (quarntitypercentage of products involved; eg: Numiber of products fnvolved compared to quantity received)

dj Bagi aduan berkaitan EFIKASI, sila isikan bahagian ini
For complaint regarding EFFICACY, please fill in this section

iy Jumlah pesakit vang menghadapi masalah vang diadu

Number of patient(s) having the problem

it} Adakah masalah berlaku selepas frand switching?
Does the complaint happen after brand switching?

ii} Jika Ya, sila nyatakan jenama (dengan no. pendaftaran) vang digunakan sebelum ini:

If Yes, please state the brand (with vegistration no.) used before

Ya/¥es

€) Sampel produk yang diadu disertakan | Sample of product complai hed:
iy Kuantiti disertakan (Sila nyatakan)

Chuerntity submitted (Please specifid)
i1} Jika tidak, nyatakan sebab

I Not, please stote reason
ii) Keadaan penstoran

Stovage condition

HNI-MAKLUMAT PELAPOR / COMPLAINANT PARTICULARS /

Nama/Name:
Tempat Bertugas/ Workplace:
Telefon'Phone: — Sambungan'Extension;
Tandatangan Pelapor/ Complainanr Signative: Tarikh/Dare:
Disahkan Oleh/Appaved bv:
Tandatangan & Cop
Ketua Jabatan Farmasi’ Pegawai Farmasi v/m:
Signature & Chop Chief Pharmacisi/
Pharmacist in charge Tarikh/Date:

Bagi hospital dan Klinik kesihatan kerajaan, sila salinkan aduan kepada:
For hospital and government clinie, please forward a copy of the complaint to:

sk Pengarah Amalan dan Perkembangan Farmasi,
Bahagian Perkhidmatan Farmasi,
Lot 36, Jalan Universiti,
46200 Petaling Jaya, Selangor.
(No faks: 03-7968 2222)

UNTUK KEGUNAAN PEJABAT SAHAJA /

Tarikh pencrimaan aduan : I:I:I:]:I:D Borang BPFK 4184 lengkap diisi : |:| Ya |:| Tidak
Tarikh akuan penerimaan dikeluarkan :D:I:D:l:l Sampel produk vang diadu disertakan - |:| Ya D Tidak
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o ADR/AFEFI 7 4+ — A (/n— R a2 B—hj)

REPORT ON SUSPECTED ADVERSE DRUG REACTIONS

NATIONAL CENTRE FOR ADVERSE DRUG REACTIONS MONITORING
Websi WWW, TP, GOV, Ty
(Please report all suspected adverse drug reactions including [hu&e for vaccines, cosmetics and traditional products. Do not hesitate to
report if some details are not known. Mandatory fields are marked with *, but please give as much other information as you can.
Identities of Reporter, Patient and Institution will remain Confidential.)

(TR T oo (O e ) (T8 s 00003009000 Y3900

PATIENT INFORMATION

£ e tick (if spplicabls):

|.C. No. / RIN / Initials Age *Gender {please tick *Ethnic Grou Innial Repott
I Mal Ie Female
I:l Follow-up Report

*ADVERSE REACTION DESCRIPTION (in zquence of adverse events, details of rechallenge, interactions)

Time to onset | [[mins / hours / days / months / years | Date start of |:| Date end of l:]
of reaction : {please circie] reaction : reaction :

Reaction subsided after stopping drug / reducing dose : Yes |:| No l:l Unknaown El *MN/A (drug continued) |:|

Reaction reappeared after reintroducing drug : ves | no [ unknown [ ]  *NA (not reintroduced) ||
Extent of reaction : Mild l:l Moderate [:I Severe l:l
Seriousness  Life l:l Caused or prolonged Caused disability Caused birth NJA
of reaction : threatening hospitalisation EI or incapacity I:I defect l:l {nat sariol ]S;D
Treatment of adverse reaction & action taken : | |
Recovered . Mot Data &

: R Unkn Fatal
Outcome : fully G I:] recuveredl:] awn I:] D Cause of death:..
Drug-Reaction Relationship : Certain D Probable |:| Possible |:| Unlikely |:| Unclassifiable l:l
*Suspected Drug : *nijA; Not applicable

) Dose & Therapy Dates L
Product / Generic Name Frequency MAL and Batch No. Indication

Given

Concomitant Drug (please state ‘WIL' if none) :

Product /| Generic Name Frequency MAL and Batch No. Indication

(Plaase aftach additional sheets if necessary)

- I
Relevant Investigations | Laboratory Data Relevant Medlcal History

{&.9.: hepatic / renal dysfu

Reporter Details

*Mame : *Institution Name
& Address :
Designation : *Tel No :
*Email Address : Date of Report : Signature : revi 12015 |

Submission of a report does not constitute an admission that medical personnel or the products caused or contributed to the reaction. Thank you for reporting.
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ADR Reporting Guide

Before submitting your ADR report, do check if you have inserted the following information.
*Flease fry to fill every section in the ADR form ovedeaf, stating ‘none / nil’ if applicable. A complete reparf is a useful report.

NO. IMPORTANT POINTS TO NOTE

q Definitions:
{i} Time to onset of reaction: time interval between first dose (initation) of the drug until first sign of the ADR.
{ii) Initial report: First submission of report to NPRA of a particular patient involving a particular ADR.
{iii) Follow-up report: Submission of further reports related to the same case to inform of additional information not
mentioned previously or which occurred after the initial report. Please mention the date of initial report for reference.

2 Please specify any previous history of allergy (including drugs, food, etc. ).

a Include information on any concomitant medications or underlying illnesses? (Flease state nil" if none)
+ Date started and stopped for each medication
+« Please state ‘cont’ for any medication still continued after the ADR

4 Plaase state the specific indication of the suspected drug
(e.q.: ‘preumonia due to S, Preumoniae” - not ‘infection’ or “antibiotic”’).

5 If the ADR reappeared after reintroducing drug (rechallenge), please describe the rechallenge fully (dose given, timing,
brand used, etc.) under section "Adverse Reaction Description’.

6  Please spacify if any treatment was given for the ADR, or if the suspected drug was stopped, what alternative drug was
started and how the patient responded.

7 Please include the |atest / current outcome of the patient (e.g. recovered fully, not recoversd)
+ |f possible, follow-up the patient periadically until the final outcome is known.
» A follow-up report may be sent in to update on the final outcome of the patient.

g Skin reactions: Please describe the specific type and location of the skin reaction.
(Use the Cutaneous ADR form and guide available on hitp:/iwww.npra.gov.my)

9 Do keep your own record of details enabling you to contact the patient or trace the case notes later on if necessary
(e.q. IC number, patient name and phone number).

Please refer fo our website for additional guidance on ADR Reporting, or contact us at fe@npra.gov.my if you have any queries.

Laporan Kesan Advers Ubat
Bahagian Regulaton Farmasi Negara (NPRA)
Kementerian Kesihatan Malaysia

PUSAT PEMONITORAN KESAN ADVERS UBAT KEBANGSAAN
BAHAGIAN REGULATORI FARMASI NEGARA
PETI SURAT 319, JALAN SULTAN
46730 PETALING JAYA
SELANGOR

- Sila lipat dua, lekatl, dan hantar. Tekan beberapa saal dan pastikan pelikatan adalah memuaskan -
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4 https://www.npra.gov.my/easyarticles/images/users/1047/Drug-Registration-Guidance-Document-DRGD-
Second-Edition---July-2020-Revisio_20200806-06Augth 1.pdf 35 K

46 https://www.npra.gov.my/index.php/en/guidelines-for-compliance-licensing/1606-good-manufacturing-
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47 https://www.npra.gov.my/easyarticles/images/users/1047/Drug-Registration-Guidance-Document-DRGD-
Second-Edition---July-2020-Revisio_20200806-06Augth 1.pdf 99 H. 158 §

48 https://www.npra.gov.my/index.php/en/guidelines-for-compliance-licensing/1606-good-manufacturing-
practice-good-distribution-practice.html

49 https://www.npra.gov.my/easyarticles/images/users/1047/Drug-Registration-Guidance-Document-DRGD-
Second-Edition---July-2020-Revisio_20200806-06Augth 1.pdf 168 B
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Effective date: 1 November 2017, Version: 2 GCLP/F-001
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PUSAT KOMPLIANS DAN KAWALAN KUALITI
CENTRE FOR COMPLIANCE AND QUALITY CONTROL

BAHAGIAN REGULATORI FARMASI NEGARA
NATIONAL PHARMACEUTICAL REGULATORY AGENCY (NPRA)

KEMENTERIAN KESIHATAN MALAYSIA
MINISTRY OF HEALTH MALAYSIA

PERMOHONAN PEMERIKSAAN UNTUK PROGRAM
PEMATUHAN AMALAN MAKMAL BAIK

APPLICATION FOR GOOD LABORATORY PRACTICE
COMPLIANCE MONITORING PROGRAMME

Pusat Komplians dan Kawalan Kualiti Page1of 8
Centre for Compliance and Quality Control
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Effective date: 1 November 2017, Version: 2 GCLP/F-001

BAHAGIAN 1: TUJUAN PERMOHONAN
PART 1: REASON FOR APPLICATION

Sila tandakan (V) pada kotak berkenaan
Please tick (V) the relevant boxes

Permohonan baru
New application

Permohonan berikutan keperluan oleh pihak berkuasa tempatan /antarabangsa
Application prompted by the request of national/international authorities

BAHAGIAN 2: BUTIRAN ORGANISASI

PART 2: DETAILS OF ORGANISATION
1 Nama Syarikat Pemohon
| Name of Company
2 Alamat
" | Address
3 Pegawai untuk Dihubungi
" | Contact Person
a Jawatan
* | Designation
5 Nombor Telefon
* | Telephone Number
6 Nombor Fax
* | Facsimile number
; Alamat Emel
* | Email address
Pusat Komplians dan Kawalan Kualiti Page 2 of 8
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Effective date: 1 November 2017, Version: 2

GCLR/F-001

BAHAGIAN 3: BUTIRAN TEST FACILITY
PART 3: DETAILS OF TEST FACILITY
A. Maklumat Test Facility*
Test Facility Information®
Nama
L Name
2 Alamat
" | Address
3 No. Telefon
" | Telephone number
a No. Faks
" | Facsimile number
5 Pegawai untuk Dihubungi
* | Contact Person
6 Jawatan
| Designation
Emel
7. Email
Nombor Pendaftaran
8 Registration Number

(A copy of ROC to be attached
—if applicable)

*Maklumat ini akan dipapar dalam laman sesawang NPRA sekiranya Test Facility tersebut disenaraikan dalam
program komplians.
The above information will be published in NPRA website once the Test Facility is listed in the complianee
programme.

Sila tandakan (V) pada kotak berkenaan

Please tick (V) the relevant boxes

B. Kategori Test Item
Category of Test Item
Produk farmaseutikal

1. X
Pharmaceuticals

N Kosmetics

" | Cosmetics
3 Ubat Veterinar
| Veterinary Drugs
4 Aditif Makanan
" | Food Additives
5 Lain - lain
" | Others (please specify)

Pusat Komplians dan Kawalan Kualiti
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Effective date: 1 November 2017, Version: 2 GCLR/F-001
Sila tandakan (V) pada kotak berkenaan
Please tick (V) the relevant boxes
C. Area of Studies/Expertise
Area of Studies/Expertise

1. | Physical-Chemical Testing
2. | Toxicity Studies
3. | Mutagenicity Studies
a Analytical and Clinical Chemistry Associated with Non-Clinical

" | Studies

L. . a)

5 Lain-lain: Sila Nyatakan b)

| Others: Please Specify o
D. Senarai Key Personnel

List of Key Personnel
Bilangan pegawai yang terlibat dengan kajian
GLP
Number of staff involved in GLP studies
No Jawatan Nama
" | Designation Name

1. Test Facility Management(s) (TFM)
2. Quality Assurance Personnel (QA)
3. | Study Director(s) (SD)
4. | Archivist(s)
5. | Principal Investigator(s) (if applicable)
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Effective date: 1 November 2017, Version: 2

GCLR/F-001

BAHAGIAN 4: BAYARAN
PART 4: FEE

Sila tandakan (V) pada kotak berkenaan
Please tick (V) the relevant hoxes

A. Test Facility di bawah Kementerian Kesihatan Malaysia (KKM)
KKM Test Facility

Percuma
Free

B. Test Facility milik kerajaan selain dibawah KKM
Non-KKM government facility

Fi Pemprosesan permohonan (RM 1,000)
No. draf bank :

Application processing fee (RM 1,000)
Bank draft number:

C. Test Facility Swasta
Private Test Facility

Fi Pemprosesan permohonan (RM 2,000)
No. draf bank :

Application processing fee (RM 2,000)
Bank draft number:

BAHAGIAN 5: DOKUMEN YANG PERLU DISERTAKAN
PART 5: SUBMISSION OF DOCUMENTS

Organogram Terbaru
Recent Organogram

Pelan Lantai dengan kawasan bertanda ‘GLP'
Floor-plans with GLP marked-area

Senarai peralatan
List of instruments/ equipments involved in GLP studies

Senarai Induk SOP
Master List of Standard Operating Procedures (SOPs)

Jadual Induk

Master Schedule reflecting all on-going and completed studies as well as

all studies completed within the last two years: GLP/non-GLP,
study code/identification, type of study, test system, test item,
study initiation/completion date, study director, status, sponsor.
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Effective date: 1 November 2017, Version: 2 GCLP/F-001

BAHAGIAN 6: MAKLUMAT MENGENAI PEMBAYARAN
PART 6: INFORMATION ON PAYMENT

(a) Semua pembayaran hendaklah dikemukakan dalam bentuk draf bank.
All payment shall be made by using bank draft.

(b) Bayaran fi permohonan perlu dibuat kepada Biro Pengawalan Farmaseutikal
Kebangsaan sewaktu permohonan dibuat. Fi permohonan tidak akan dikembalikan.
The application fee payment shall be made to Biro Pengawalan Farmaseutikal
Kebangsaan during the submission of application. The application fee is not refundable.

Bayaran fi perkhidmatan lain-lain hendaklah dibuat atas nama Biro Pengawalan
Farmaseutikal Kebangsaan selewat-lewatnya dua minggu sebelum pemeriksaan Test
Facility dijalankan. Pengiraan fi perkhidmatan adalah seperti Lampiran 1. Maklumat
jumlah bayaran akan dinyatakan di dalam invois selepas permohonan yang lengkap
diterima.

The other applicable fee payment shall be made to Biro Pengawalan Farmaseutikal
Kebangsaan at least 2 weeks before the inspection. The breakdown of the fee is as in
Lampiran 1. Details of payment will be stated in the invoice after the complete
application is received.

(c

—

(d) Bayaran hendaklah dikemukakan kepada Unit Kewangan, Pusat Pentadbiran, NPRA bagi
mendapatkan resit atau bukti pembayaran. Salinan bukti pembayaran hendaklah
dikemukakan bersama - sama borang permohonan kepada pegawai bertugas, Pusat
Komplians dan Kawalan Kualiti, NPRA.

Payment shall be submitted to Finance Unit, Centre of Administration, NPRA for issuance
of receipt. Copy of proof of payment shall be submitted together with the application
form to officer at Centre for Compliance and Quality Control.
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BAHAGIAN 7: PERAKUAN PEMOHON
PART 7: APPLICANT'S DECLARATION

I have read, understood and will comply with GLP Principles as published in OECD series
of Principles of GLP and Compliance Manitaring, Document No. 1-21.

I hereby, give my consent on behalf of the test facility to abide by the National
Pharmaceutical Regulatory Agency (NPRA) GLP Compliance Program requirements.

I hereby, declare that the information furnished above is correct.

I will provide access to those documents that provide insight into the level of
independence and impartiality of the test facility from its related bodies, where
applicable; and;

I agree to allow NPRA inspector/s access to the test facility specify area, resources,
operations, procedures, records and staff so that the inspector/s can effectively inspect
the GLP system and activities of my test facility. | understand that the failure to allow
the above access will lead to my test facility not be included in the NPRA GLP

Compliance Program.

Tandatangan Pemohon
Signature of Applicant

Nama Penuh (Huruf Besar)

Full Name (Block Letter)

No. Kad Pengenalan
Identity Card No.

Jawatan Dalam Syarikat/Organisasi
Position in the Company/Qrganisation

Cop Rasmi Syarikat:
Official Stamp of the Company:

Tarikh (HH/BB/TT):
Date (DD/MM/YY): | | | ‘
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Lampiran 1

Fi permohonan untuk program komplians GLP NPRA

Alktiviti Kadar Cajit

Pemprosesan Permohonan RM2,000 setiap pemprosesan permohonan

Penilaian Dokumentasi* RM2,000 bagi penilaian dokumentasi
setiap pemeriksaan

RM2,000 / pemeriksa /
Pra-Pemeriksaan
hari bekerja

Pemeriksaan Penuh termasuk pemeriksaan RM2,000 / pemeriksa /

surveilan hari bekerja

RM2,000 / pemeriksa /
Pemeriksaan Verifikasi
hari bekerja

RM2,000 / pemeriksa /
Pemeriksaan Pakar Teknikal
hari bekerja

Sijil Pengekalan RM2,000

Bayaran had maksimum bagi setiap pemeriksaan yang akan dijalankan adalah sebanyak
RM 10,000 termasuk yuran pemprosesan permohonan, penilaian dokumentasi dan sijil
pengekalan.

Nota:

*Penilaian dokumentasi meliputi penilaian dokumen bagi semua jenis pemeriksaan yang
dinilai sebelum pemeriksaan dijalankan dan dokumen tindakan pembetulan dan
pencegahan yang dikemukakan selepas pemeriksaan.

# Pengurangan yuran pemprosesan dan yuran pemeriksaan sebanyak 50% bagi
pemeriksaan GLP di fasiliti milik kerajaan, dan percuma bagi fasiliti milik KKM.

Borang yang telah lengkap hendaklah dihantar kepada Timbalan Pengarah, Pusat Komplians dan
Kawalan Kualiti, Bahagian Regulatori Farmasi Negara, Kementerian Kesihatan Malaysia, Lot 36, Jalan
Universiti, 46200 Petaling Jaya, Malaysia.

Plegse submit the completed form to: Deputy Director, Centre for Compliance ond Quality Control,
National Pharmaceutical Regulatory Agency, Lot 36, Jalan Universiti, 46200 Petaling Jaya, Malaysia.
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P.U. (A) 500

APPENDIX 1A

Declaration of Conformity Template

Name and Address of Manufacturer

[please print on Company Letterhead of Manufacturer]

DECLARATION OF CONFORMITY

1, = please provide the name of person responsible for manufacturing the medical device=, hereb Y

declare that the below mentioned medical device—

(i) complies with all the requirements under the Act;

(ii) has been classified according to the classification rules as specified in First

Schedule on Rules of Classification of Medical Device; and

(iii) conforms to requirements specified in APPENDIX 1 of Third Schedule on
Essential Principles for Safety and Performance of Medical Devices under

Medical Devices Regulations 2012.

(A) Particulars of medical device
Generic name:
Specified name:
Brand/model:
Manufacturer:
Country of origin:
Manufacturing site:
Risk-based classification:

Classification rule:

(Nate: according to First Schedule on Rules aof Classification of Medical Device)

214
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P.U. (A) 500

GMDN code:

Medical device registration number or any approval code:

(B) Quality Management System certificate (“QMS”)
Conformity Assessment Body issuing the certificate:

Certificate number:
Issuance date:

Expiry date:

Note:
(i) For Class B, Class C and Class D medical devices, declaration of conformity

to either of the following QMS standards is mandatory:
(a) MSISO 13485; or

(b) Other quality management system standard recognised by the
Medical Device Authority.

(ii)  For Class A medical devices that are not manufactured under either of the
above mentioned quality management system standards, certification
obtained for alternative quality management system standards shall be

listed in this section, if applicable.

(iii) For Class A medical devices with measuring function, conformity
assessment certificate and calibration and metrology report, issue date,

expiry date, calibration should be provided.

(iv) For Class A medical devices with sterilization, validation report and
conformity assessment certificate number, issue date, expiry date should

be provided.

215
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P.U. (A) 500
(C) Standards Applied

Please state and list all standards applicable for the above-mentioned medical

device.

I am fully responsible with all the information provided in this declaration. This
declaration of conformity is valid from ......ceeeee (DAY) covrriiivinens (Month) .eveeceriens
(Year).

I fully understand and acknowledge that it is an offence under Section 76 of the Medical
Device Act 2012 [Act 737] to make, sign or furnish any declaration, certificate or other

document which is untrue, inaccurate or misleading.

Authorised Signatory:

Name/Position Date

Note: The Declaration of Conformity, all document and certificates and attestations shall

be duly certified true copy by the Applicant.
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MEDICAL DEVICE AUTHORITY (MDA)

Ministry of Health (MOH)

Level 6, Prima 9, Prima Avenue |, Persiaran APEC
63000, Cyberjaya, Selangor. MALAYSIA,

Fax: +603 8230 0200 Email: mpr@mda.gov.my

AUTHORITY
MALATEIA

MANDATORY PROBLEM REPORTING FORM
Section 40, Act 727 (2012)

This reporting form is to be used by establishment (medical device manufacturer (local)/
authorised representative/ distributor) to submit mandatory report relating to any incident
involving its medical device recorded inside or outside Malaysia only if the medical device is
available in Malaysian market. Please submit completed form with Reference Number to MDA,

Your reference no.”

Type of report* ] Initial [] Follow-Up / Update [] Final

Location of Incident* [] Inside Malaysia [] Qutside Malaysia

Location Information

Name of institution

Address

Telephone No. Fax No.

Contact person at site of
incident

Device Information*

Device name

Brand name

Manufacturer name

Batch/ Lot/ Serial no. Expiry Date

Medical Device

Registration No.

Incident Information

Report category* [] Failure or deterioration of device effectiveness/ Inadequacy in
labelling or IFU

[] Led to death or injury of a person

[] Serious threat to public health

Date of incident®

Page 1 of 4

11 https://portal. mda.gov.my/documents/recall/13 10-mandatory-problem-reporting-form-ver03.html
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AUTHORITY
MALAYSIA

MEDICAL DEVICE AUTHORITY (MDA)

Ministry of Health (MOH)

Level 6, Prima 9, Prima Avenue I, Persiaran APEC
63000, Cyberjaya, Selangor. MALAYSIA,

Fax: +603 8230 0200 Email: mpr@mda.gov.my

Date of establishment
awareness on the
incident*

Operator of device at

time of incident

[] Healthcare Professional
] Patients

[] Others:

Usage of device

[] Single Use
[] Reuse of Single Use

[] Re-serviced! Refurbished

Device disposition/
current location

[J Implanted
[] Explanted
(] Disposed
[] Returned to manufacturer

[] Others, please specify:

List of other devices
involved in the incident
(if applicable)

Description of incident”

Result of manufacturer
investigation®

168
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AUTHORITY
MALAYSIA

MEDICAL DEVICE AUTHORITY (MDA)

Ministry of Health (MOH)

Level 6, Prima 9, Prima Avenue I, Persiaran APEC
63000, Cyberjaya, Selangor. MALAYSIA,

Fax: +603 8230 0200 Email: mpr@mda.gov.my

Was this incident
reported to other

] No

Regulatory Authorities?*

[] Yes, please specify:

Details of Reporting Person

Person name

Establishment name*

Establishment license
No. (Under Act 737)*

Address

Telephone No.

Fax No.

Email

Patient Information (if available)

Gender

Age

Patient outcome* [] Death

[J Hos
] Con

[ Req
dam

[] Life threatening

pitalized
genital anomaly

uired intervention to prevent permanent impairment/

age

[[] Others, please specify

Other Information

Manufacturer/ authorised representative

aware of other similar incident
(frequency, number)

Countries where these similar incident

occurred

Page 3 of 4
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