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APPLICATION FORM

This joint assessment pathway results in a recommendation that can be utilized to support registration in the individual member states. 
This application form should be included in the Common Technical Document – Module 1 Administrative Information. 
A separate application form for each strength and pharmaceutical dosage form is required. 

By submitting this application, the applicant is consenting to the following:
The SADC Member States participating in the ZAZIBONA sharing product related information amongst themselves and technical partners such as WHO during the evaluation and post-registration period with the understanding that all experts are bound by the ZAZIBONA confidentiality undertaking.

	Non-proprietary name(s) of the finished pharmaceutical product(s) (FPP)
	

	Proprietary name(s) of the finished pharmaceutical product(s) (FPP)
	

	Dosage form
	

	Strength
	

	Route of administration
	

	Proposed indication(s)
	

	Anatomical Therapeutic Chemical (ATC) Code 
	

	Name and complete address of the applicant of the dossier
	

	Primary Contact person responsible for this application[footnoteRef:1] [1: Please note that the contact listed in this form will be the primary contact for email and mail communication for this specific application and should be someone registered to access the ZAZIBONA Submission Portal. .] 

	

	Contact person's job title, email address and physical address
	

	Name and address of principal:
	

	Name(s) and complete address(es) of the manufacturer(s) of the finished pharmaceutical product(s) [FPP(s)], including the final product release if different from the manufacturer.
	

	Name and address(es) of the manufacturer(s) of the API(s).
	



Declaration: 

The undersigned hereby declares the following: 
1. The information submitted in the product dossiers is true and correct.
2. The same dossier and data, updated in line with queries raised during evaluation, will be submitted to support registration of the product where a positive recommendation is received. 

	Name: 


	

	Position (Job Title) in the Company:


	

	Email and Telephone:


	

	Signature, Date and Stamp:


	







NB: This form will not be considered valid unless it is signed and stamped on this page by the Company’s designated Official.
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