
      Rev : Disember 2023 

Jabatan Perkhidmatan Veterinar Malaysia / Department of Veterinary Services Malaysia   1 

BORANG TACB 9 

 

 

 

BORANG PERMOHONAN 

 PENDAFTARAN PRODUK BIOLOGIK VETERINAR DI MALAYSIA 
APPLICATION FORM FOR 

REGISTRATION OF VETERINARY BIOLOGIC PRODUCTS IN MALAYSIA 

  

MAKLUMAT TEKNIKAL DAN DOKUMENTASI DI 
DALAM DOSIR 

Technical Information and Documentation Provided in The 
Dossier 

MUKA 
SURAT 
Page 

Number 

CATATAN 
Remarks 

A. MAKLUMAT AM / GENERAL INFORMATION   

 

1. Nama syarikat /Name of company 

 
2. Alamat Syarikat/ Company address 

 
 

3. Nama Penuh Pemohon/ Full Name of Applicant  
 
 

4. Jawatan pemohon di syarikat  
Company Position 
 

5. No telefon / Phone. No.: 
 

6. Emel / Email address 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
Sila Nyatakan / Please state 

 
Sila Nyatakan / Please state 
 
 

Sila Nyatakan / Please state 

 
 
Sila Nyatakan / Please state 
 
 

Sila Nyatakan / Please state 
 

 
Sila Nyatakan / Please state 

SEKSYEN 1 / SECTION 1:  
MAKLUMAT PRODUK BIOLOGIK  
INFORMATION ON BIOLOGIC PRODUCT 

  

 

1. Kategori 
Catergory 

 Biologik/ Biologik 
 
 Non biologik/ Bukan biologik 
 
2. Tujuan 

Purpose  

 
              Penyelidikan  

   Research 
   -Sila Lampirkan Borang/Please Attach form 

DECLARATION FOR IMPORT VETERINARY 
BIOLOGIC PRODUCT  FOR RESEARCH 
PURPOSE 

 
 Komersial  
 Commercial 

 
 

  
 
Sila Pilih 
Please Choose 

 
 
 
 
Pilih dan Sila Lampirkan (yang 
berkenaan) 
Choose and Attach related (if applicable) 
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MAKLUMAT TEKNIKAL DAN DOKUMENTASI DI 
DALAM DOSIR 

Technical Information and Documentation Provided in The 
Dossier 

MUKA 
SURAT 
Page 

Number 

CATATAN 
Remarks 

 

3. Jenis Bahan Biologik / Type of Biological 

Materials 
 

Antigen 
 
Antibodi / Antibody 

 
Serum 
 
Anti-serum  
 
Darah / Blood 

 
Probiotik / Probiotic 

 
Enzim / Enzyme 

 
Kultur / Culture 

 
Lain-lain/ Others  

- Nyatakan/ Please specify  

 

4. Nama produk / Name of product 
 

5. Bahan aktif/ Active ingredients 
 

i. Nama bahan aktif/ Active ingredient name 
 

ii. Sumber bahan aktif/ Source of active ingredient 
(Haiwan- e.g.: Lembu, babi, tumbuhan atau lain-
lain/ Animal-: Bovine, porcine, plants or others) 
 
Jika sumber dari haiwan sila nyatakan/ If animal 
source declare the origin 

 

6. Eksipien / Excipient 
 

i. Nama eksipien/ Excipient name 
 

ii. Fungsi eksipien/ Function of excipient 
(eg.: Penyerap/ absorbent, Pencair/ diluents, Agen 
pengisi/ bulking agent etc) 

 

7. Huraian produk / Product description  
 
8. Indikasi dan kontraindikasi/ Indication and 

contraindication 
 

9. Dosis yang disyorkan/ Recommended dose 

 
 
 

 

Sila Pilih 
Please Choose 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
Sila Nyatakan / Please State 
 
 
 

Sila Nyatakan / Please State 

 
 
Sila Nyatakan / Please State 
 
 
 
 
 
 
 

Sila Nyatakan / Please State 
 
 

Sila Nyatakan / Please State 
 
 
Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
 
Sila Nyatakan / Please State 
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MAKLUMAT TEKNIKAL DAN DOKUMENTASI DI 
DALAM DOSIR 

Technical Information and Documentation Provided in The 
Dossier 

MUKA 
SURAT 
Page 

Number 

CATATAN 
Remarks 

 

10. Cara mempergunakan/ Route of administration 

 

11. Amaran dan langkah berjaga-jaga/ Warning 

and precaution 
 

12. Kesan sampingan/ Side effects 

 

13. Simptom dan rawatan bagi pengambilan 
berlebihan/ Symptoms and treatment of overdose 

 

14. Data keselamatan para-klinikal/ Preclinical 

safety data 
 

15. Arahan penggunaan/ Instruction for use 

 

16. Keadaan penyimpanan/ Storage condition 

 

17. Jangka hayat produk/ shelf life 

 

 
Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
 
Sila Nyatakan / Please State 
 
 
Sila Nyatakan / Please State 
 
 

Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 

 
Sila Nyatakan / Please State 
 
 

SEKSYEN 2 / SECTION 2 :  
KAWALAN PRODUK SIAP 
CONTROL OF FINISHED PRODUCTS 

  

 

1. Spesifikasi/ specification 
 

2. Procedur analisis/ analytical procedure 
 
 

3. Pengesahan procedur analisis/ Validation 

of analytical procedure 
 

4. Proses pengeluaran dan kawalan 
proses/ Manufacturing process and process 

control 
 

5. Kawalan terhadap langkah penting dan 
perantaraan/ Control of critical steps and 

intermediate 
 

6. Analisis kelompok- sijil analisis/ Batch 

analyses- certificate of analysis (CoA) 
 

7. Kestabilan/ stability 
 
 
 
 
 

 

  
Sila Nyatakan / Please State 

 
Sila Nyatakan dan lampirkan/ 
Please State and attach 

 
Sila Lampirkan 
Please Attach 

 
Sila Lampirkan 
Please Attach 

 
 
 
Sila Lampirkan 
Please Attach 

 
 
Sila Lampirkan 
Please Attach 

 
Sila Nyatakan dan lampirkan/ 
Please State and attach 
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MAKLUMAT TEKNIKAL DAN DOKUMENTASI DI 
DALAM DOSIR 

Technical Information and Documentation Provided in The 
Dossier 

MUKA 
SURAT 
Page 

Number 

CATATAN 
Remarks 

SEKSYEN 3 / SECTION 3:  
DOKUMEN SOKONGAN 
SUPPORTING DOCUMENTS 

  

 
1. Sijil pendaftaran produk/ registration 

certificate 
 

2. Sijil penjualan bebas/ Certificate of free sale 
 

3. Surat pengistiharan daripada pihak 
berkuasa negara import membuktikan 
LMO/GMO adalah selamat ( jika 
berkenaan)/ Declaration letter from the authority 

of importing country proves LMO/GMO is safe (if 
applicable) 

 
4. Senarai Negara yang telah didaftarkan 

beserta sijil pendaftaran/ 
List of registered countries with registration certificate 

 

5. Gambar Produk/ Picture of the product 
 

  
Sila Lampirkan 
Please Attach 

 
Sila Lampirkan 
Please Attach 

 
Sila Lampirkan 
Please Attach 

 
 
 
 
 
Sila Lampirkan 
Please Attach 

 
 
Sila Lampirkan 
Please Attach 

SEKSYEN 4/ SECTION 4: 
MAKLUMAT PENYIMPANAN DAN PELUPUSAN 
BIOLOGIK 
INFORMATION ON THE STORAGE AND DISPOSAL OF 
THE BIOLOGIC 

  

 

1. Nama pengimport/ Name of Importer 

2. Alamat penyimpanan produk/ Product storage 

address 

3. Prosedur Operasi Standard (SOP) bagi 

pengendalian dan pembuangan pengendalian 

dan pelupusan bahan biohazardous (termasuk 

penggunaan dan jenis peralatan perlindungan 

diri, rawatan sisa dan kawalan perosak) 

Written Standard Operational Procedures (SOP) on 

handling and disposal of biohazardous materials 

(including the usage and type of personal protection     

equipment, waste treatment and pest control) 

4. Prosedur Operasi Standard (SOP) bagi 

mengangkut produk ke premis storan 

Written Standard Operational Procedures (SOP) on 

Transportation of product to Storage Premises 

  
 
Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
Sila Lampirkan 
Please Attach 

 
 
 
 
 
 
 
 
 
Sila Lampirkan 
Please Attach 
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MAKLUMAT TEKNIKAL DAN DOKUMENTASI DI 
DALAM DOSIR 

Technical Information and Documentation Provided in The 
Dossier 

MUKA 
SURAT 
Page 

Number 

CATATAN 
Remarks 

B. MAKLUMAT PENGELUAR PRODUK 
Information on manufacturer 
 

  

1. Nama Pengilang / Manufacturer’s Name  

 

2. Alamat Pengilang / Address of Manufacturer 
 

3. No telefon / Phone. No.: 
 

4. Emel / Email address 
 
5. Pengisytiharan status bebas penyakit (jika 

dari sumber haiwan )- jika berkenaan 
Declaration of disease free status (if from animal origin )- 
if applicable   

 
6. Proses aliran produk / Product flow process 

 
7. Status Akreditasi Atau Pensijilan / 

 Accreditation Or Certification Status 

 

 Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
Sila Nyatakan / Please State 
 
 
Sila Lampirkan /Please Attach 
 
 
 
 
Sila Lampirkan /Please Attach 
 
Sila Lampirkan/ Please Attach 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Important: 
-Authorised English translation to be submitted if documents are in a foreign language. 
-Latest Certificate of Analysis (COA) must be provided with the endorsement by QA/QC 
-All study report or technical data must be endorsed/verified by competent authority/ QA/QC  
- Please arrange the dossier accordingly upon submission with proper tagging 
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Pengesahan/ Declaration: 

 

Saya , ……………………………………………………… yang mewakili syarikat 
……………………………………  dengan ini mengaku bahawa kami telah 
membaca dan akan mematuhi “Procedures For Registration of Veterinary 
Biologics (Excluding Vaccine) / Diagnostic Test Kits For Animal Use in 
Malaysia” dan kami mengetahui semua terma dan syaratnya. 
Saya dengan ini mengaku bahawa semua maklumat yang terkandung dalam 
borang permohonan ini dan semua dokumentasi yang dikemukakan selanjutnya 
bagi menyokong borang permohonan adalah benar dan lengkap dari segala 
segi. Saya faham dan bersetuju bahawa sebarang salah nyata maklumat yang 
diberikan dalam borang ini akan mengakibatkan prosedur penamatan automatik 
atau pembatalan kemungkinan pensijilan yang diperoleh. 
 
I , ………………………………………………………   the representative of company 
………………………………………. hereby declare that we have read and will adhere to the “Procedures 
For Registration of Veterinary Biologics (Excluding Vaccine) / Diagnostic Test Kits For Animal Use in 
Malaysia” and that we aware of all its terms and condition. 
 
I hereby declare that all information contained in this application form and all documentation submitted 
further in support of the application form are true and complete in all respect. I understand and agree 
that any misrepresentation of the information furnished in this form will result in the automatic end of 
the procedure or revocation of the potential certification obtained. 

 

 

 

 

  

                  

  

       

      

  

Permohonan ini diserahkan pada: (tarikh) …………………………… 

Submitted on:. 

             

 

   …………………………… 

(Tandatangan/Signature) 

(Nama / name) 

 

 

 

 

(Cop Syarikat) 
(Company Stamp) 


