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GUIDANCE ON REGISTRATION FOR ANIMAL VACCINES
Attachment A: Composition

The following must be indicated:

1. Active ingredients could be in the form of:

1.1 Bacteria, virus, parasite and other biological substances.

1.2 Live or killed

1.3 Description of strain, type, sub type of virus, parasite, bacteria nd other biological substances.

1.4 Contents or amount of microbes/ parasites (virus content, number of bacteria, number of parasite and other biological substances).
2. Excipient which function as:

2.1 Preservative

2.2 Adsorbent

2.3 Adjuvant

2.4 Stabilizer

2.5 Others

The name of substance can be indicated by generic name.

Attachment B: Manufacturing process

The following must be indicated:

1. Control of raw materials, equipment, room etc. before, during and after manufacturing process.

2. Detailed description on manufacturing process and important matters, during manufacturing.

3. Implementation procedures including attenuating method and inactivation, physically or chemically.
4. In-process control.

Attachment C1: Control of Raw Material

The following must be indicated.

1. Specification of culture media, master send and working seed, virus, bacteria, parasite and other biological substances.

2. The history of the origin and specification of master seed and working seed, virus, bacteria, parasites and other biological substances.

3. Method of identification and determination of antigen contents.

4. Methods of identification and assay of excipients.

Attachment C.2: Control of Finished Products

The following must be indicated:
1. identity test.

2. sterility test

3. determination method on the existence of micoplasm, and other pathogenic substance

4. purity test

5. property test

6. antigenic content

7. safety test

8. potency test

9. inactivation test

10. preservative content test

Attachment D: Stability Test

The following must be indicated:

1. Stability test criteria, such as:

1.1 Compliance with particular specification: colour, clearness, pH, etc.

1.2 Potency requirements

1.3 Antigen content for live vaccine

2. Methods of stability test and the results.

Attachment E: Immunological Response and Post Vaccinal Reactions

1. Mode of action.

2. Toxicity, allergy, post vaccination reaction and adverse reaction.

3. Immunisation result and duration of immunity.

Attachment F: Clinical Trail and Publication

1. The following must be indicated:

1.1 Reports on the application in the field must be written accordibg to systemic presentation, containing at least:

· The background of experiment, material and methods (number, species of animal used, location and other deemed to be necessary), procedure, result of trial, discussion, other necessary information and conclusion.
1.2 Reports on adverse reaction, if any.

2. Reference should be attached for type of animal vaccine with general active ingredients and adequate publication.

Attachment G: Description on Packaging

1. Description of container consist of type, test methods, size and description of inner part of container, if any.  The requirement and test method for airtight container, possible leakage, and possible interaction between vaccine and container.

2. Description of outer package, consist of type, size and other necessary information.

Attachment H: Description of Stopper

The following must be indicated:

1. Description of type, size and other necessary information

2. Description of inner part of stopper, if any

3. Requirement and airtight container test and possible interaction between vaccine and stopper.

4. Label and package insert designs which have been approved by National Animal Vaccine Registration Authority.
Description of Labeling which must be available in label and package insert of animal vaccine preparation
	No.
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	LABEL
	Package Insert
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	Trade name and or name of veterinary vaccine

Registration number

Size package

Name of Producer

Address of Producer (city and country)

Composition of active ingredients

For veterinary use only

Dosage and administration

Indication

Contra Indication

Adverse reactions

Precaution
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Expiration date (month and year)

Withdrawal time

Storage

Subject to veterinary prescription
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Remarks:
+
Labeling must be available
· Labeling not necessary

+*
If any

Attachment J: Sample of Finished Product
Samples of Finished Product (detached from registration forms) must be submitted.

Attachment K: Additional description concerning imported product (for discussion)

The following must be filled in:

Particularly for imported animal vaccines and licensed animal vaccines.

1. Certificate of origin and certificate of free sale by the National Animal Vaccine Registration Authority and Approved by embassy/ Diplomatic Reprresentative of the respective countries.

2. Letter of Appointment as Registration Holder.

Our ref

:
Attachment
:





To
:
…………….
Subject

:  Application of Animal



   Vaccines Registration

A. Company Information :

1. Applicant Company Name

(Producer/ Importer/ Representative Name)
:


2.  Full Address




:

3. Postal Address and Phone, Fax Number, E-mail:

4. Licensor Name for Licensed Animal Vaccine
:
5. Full Address of Licensor


:

Forward animal vaccines registration application

as follows





:

B. Animal Vaccines Data :

1. Name of Animal Vaccines (Trade Name)
:

2. Preparation form



:

3. Released/ Unreleased in ………………
:

4. Released in …………… since …………
:

5. Location where animal vaccine is produced/


will be produced (Full Address)

:

Furthermore, this application is accompanied with the above mentioned animal vaccine data amounting ……………………… attachment (s) and …………….. additional attachment.









…………….., ……… 19 ..

     Technical Authority,



Applicant Company Director,

(………………………..)



( …………………………)

Sign and full name of 




         Sign and full name

Company’s Pharmacist/ Veterinarian

NEW / RENEW REGISTRATION

	To be filled by government official            

Name of animal vaccine                             

Applicant company name                             
(Producer/ Importer/ Representative)

Registration date     
Registration no.

Approved on (date)

Postponed on

Rejected on (date)

Not to be effective (date)


	:

:

:

:

:

:

:

:

:




	Name of Product:

Name of Producer/ Importer


	Attachment A

Composition
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment B

Manufacturing Process
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment C1

Control of Raw Material
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment C2

Control of Finished Products
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment D

Stability Test
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment E

Immunological Response and Post Vaccinal Reactions
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment F

Clinical Trial and Publication
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment G

Description on Packaging
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment H

Description on Stopper
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment I

Description on Labeling
	Sheet :

	


	Name of Product:

Name of Producer/ Importer


	Attachment J

Samples of Finished Product
	Sheet :

	Remarks:

1. Finished product of animal vaccine samples is in the package

2. Active ingredient as references standard is in sufficient quantity for test analysis.

3. Active ingredient sample as raw material is in sufficient quantity for test analysis.

(Specially for new registration).

Were sent                          Accompanied with                         this application*)

Separated from



*) Types and amount of sample must be described.
	Name of Product:

Name of Producer/ Importer


	Attachment K
Additional Description for Imported Product
	Sheet :

	


This Application content attachment as follows:

	Attachment
	Number of Attachment
	Number of additional attachment

	A. Composition

B. Manufacturing process

C1. Control of Raw Material

C2. Control of Finished Product

D. Stability Test

E. Immunological Response and Post Vaccinal Reactions

F. Clinical trial and Publication

G. Description on Packaging

H. Description on Stopper

I. Description on labeling

J. Samples of Finished Product

K. Additional description for imported product
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