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MANUAL OF ASEAN RULES AND PROCEDURES FOR THE REGISTRATION OF ANIMAL VACCINES
1. INTRODUCTION

All animal vaccines produced, imported into or marketed within ASEAN must be registered in the ASEAN Register of Veterinary Vaccines, which is maintained by the ASEAN Focal Point for Animal Vaccines.  This is to ensure that animal vaccines produced or distributed for use in ASEAN meet accepted production and testing standards.  The regional registration procedure will allow free sale and trade in veterinary vaccines within ASEAN and enhance the international marketing of animal vaccines produced in ASEAN.
2. REGISTRATION OF ANIMAL VACCINES PRODUCED IN ASEAN
2.1 The manufacturer of an animal vaccine which is produced within ASEAN must ensure that the vaccine has been produced in accordance with the requirements contained in the following ASEAN Manuals:

2.1.1 Manual of ASEAN Standards for Good Manufacturing Practices for Animal Vaccines; and
2.1.2 Manual of ASEAN Standards for Animal Vaccines

2.2 The manufacturer shall apply to the Veterinary Authority in the country of manufacturer for registration of the vaccine in the ASEAN Register of Veterinary Vaccines by submitting the following:
2.2.1 Outline of production, which is the detailed protocol for manufacturing and testing the product.  The outline should included information such as:

Micro-organisms

· source and data of accession

· isolation and passage history

· strains and proportions

Cultures

· method and identification of each micro-organism

· virulence and purity data

· all media composition

· seed culture storage

· inoculation technique

Harvesting

· handling of cultures and media time from inoculation to harvest

· technique for harvesting micro-organism

Product preparation

· step-by-step description from harvest of antigen to the finished product in final containers

Testing

· stages at which samples are collected

· reference to applicable ASEAN Standards of Vaccines

· details of additional tests giving minimum requirements for each satisfactory test.
Other Information

· final containers sampling

· calculation of expiration date

· recommendations for use

· dosage

· route of administration

2.2.2 Sketches and / or final labels
2.2.3 Supporting data

Data must be provided to support the purity, safety, potency and efficacy of the product produced in accordance with the outlined of production.

2.3 The Veterinary Authority of the country of manufacture of the vaccine shall, on the basis of submitted information and in accordance with the requirements of the ASEAN Manuals listed in section 2.1, conduct an in-depth inspection of the production of the vaccine and pre-registration testing of the vaccine, using a laboratory accredited under the ASEAN Accreditation Criteria for Animal Vaccine Testing Laboratories.

2.4 Where the Veterinary Authority of the country of manufacture of the vaccine is satisfied that the vaccine meets the requirements of the ASEAN Manuals listed in section 2.1, it will, through the National Focal Point for Animal Vaccines, submit the following information on the vaccine to the ASEAN Focal Point for Animal Vaccines for inclusion of the vaccine in the ASEAN Register:

2.4.1 Country of Manufacture

2.4.2 Name and Address of Manufacturer

2.4.3 Product Code

2.4.4 Product Name

2.4.5 Active Component

2.4.6 Date of endorsement by Veterinary Authority of country of manufacture

2.5 The ASEAN Focal Point for Animal Vaccines shall, within 30 days of receipt of the endorsement by the Veterinary Authority of the country of manufacture of the vaccine, update the ASEAN Register of Veterinary Vaccines and inform the National Focal Points of Member Countries of the update.  The registered vaccine can then be allowed to be sold freely in ASEAN Member Countries in accordance with the guidelines of the ASEAN Code Practice for the Commercial Storage, Transportation and Handling of Animal Vaccines.
3. REGISTRATION OF ANIMAL VACCINES PRODUCED OUTSIDE ASEAN
3.1 The importer of the animal vaccine shall apply to the Veterinary Authority in the country of import for registration of the vaccine in the ASEAN Register of Veterinary Vaccines by submitting an application to import with the following information:
3.1.1 Outline of production, including the detailed protocol for manufacturing and testing the product

3.1.2 Sketches and/ or final labels

3.1.3 Supporting data

3.2 The Veterinary Authority of the country of import shall review and consider the application on the basis of the submitted information, the requirements contained in the following ASEAN Manuals:

3.2.1 Manual of ASEAN Standards for Good Manufacturing Practices for Animal Vaccines

3.2.2 Manual of ASEAN Standards for Animal vaccines
and, where it deems necessary, pre-registration testing of the vaccine using a laboratory accredited under the ASEAN Accreditation Criteria for Animal Vaccine Testing Laboratories.

3.3 Where the Veterinary Authority of the country of import of the vaccine is satisfied that the information submitted is satisfaction, the vaccine meets the requirement of the ASEAN Manuals listed in section 3.2, it will submit, through the National Focal Point for Animal Vaccines, the following details of the vaccine to the ASEAN Focal Point for Animal Vaccines for inclusion in the ASEAN Register of Veterinary Vaccines:
3.2.1
Country of Manufacture

3.2.2
Name and Address of Manufacturer

3.2.3 
Product Code

3.2.4
Product Name

3.2.5 
Active Component

3.2.6 Date of Endorsement by Veterinary Authority of country of manufacture

3.4 The ASEAN Focal Point for Animal Vaccines shall, within 30 days of receipt of the endorsement by the Veterinary Authority of the country of import of the vaccine, up date the ASEAN Register of veterinary Vaccines and inform the National Focal Points of Member Countries of the up-date.  The registered vaccine can then be allowed to be sold freely in ASEAN Member Countries in accordance with the guidelines of the ASEAN Code of Practice for the Commercial Storage, Transportation and Handling of Animal Vaccines.
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