
Veterinary medicinal product 

Presentation and format of the registration dossier 

 Refer to Notice to Applicants while preparing registration dossier for veterinary medicinal 

product http://www.pharm.am/index.php/en/veterinary-drugs1/5102-veterinary-medicines-

registration-guideline 

 Reminder. Provide Part 1 as a hard copy (exceptions for part 1 are listed below), Parts 2-4 
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PART 1: SUMMARY OF THE DOSSIER 
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1.A.0 Cover Letter 

1.A.1 Comprehensive Table of Contents 
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1.A.3 Detailed description of the Pharmacovigilance System (electronic versions in PDF format) 

1.A.4 Manufacturing Authorisations (including all appencies) for all manufacturing sites involved 

in the manufacturing process of the medicinal product and the active substances issued by the 

competent authority of country of origin (duly certified copy ). 

1.A.5 GMP certificates or other proof of GMP compliance or EudraGMP documents or inspection 

reports for all manufacturing sites involved in the manufacturing process of the medicinal product 

and the active substance issued by the competent authority of country of origin (duly certified 

copy). 

1.A.6 Marketing Authorisation (Registration certificate) or Certificate of Pharmaceutical Product 

(CPP – WHO format) issued by the competent authority of the country of Applicant (Marketing 

authorization holder) (original or duly certified copy). 

1.A.7 Worldwide registration status (if available): Copies of Marketing Authorisations or tabular 

listing of authorizations by specifying marketing authorization number, date of authorization, 

country, trade name and etc. 

1.A.8 Letter(s) of access to Active Master File(s) or copy of Ph. Eur. Certificate(s) of suitability. 

Ph. Eur. Certificate(s) of suitability for TSE.  

1.A.9 Copy of written confirmation from the manufacturer of the active substance to inform the 

applicant in case of modification of the manufacturing process or specifications. 

1.A.10 Assessment report of the reference competent authority  (applicable only for the simplified 

national registration procedure). Documents appended to the report – specifications, original SmPC 

and Package Leaflet and their translated  versions (if not in English language) should be included in 

appropriate sections of the registration dossier. 

http://www.pharm.am/index.php/en/veterinary-drugs1/5102-veterinary-medicines-registration-guideline
http://www.pharm.am/index.php/en/veterinary-drugs1/5102-veterinary-medicines-registration-guideline
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