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BOMRA/ER/VET/P10/F02	            Botswana Medicines Regulatory Authority	             Issue No. 1.0
Renewals Form

Complete this application form and provide supporting documentation in accordance with the Guideline for renewal of registration of human medicines BOMRA/ER/MD/P10/G01.

	Item
	Registered dossier
	Renewal Submission1
	Remarks2,3


	Product Registration number
	
	
	

	INN Name, strength, and pharmaceutical form
	
	
	

	Applicant (Company name, physical address, and contact numbers)
	
	
	

	Manufacturer(s) of API(s), with physical address
	
	
	

	Number/version of each APIMF or CEP associated with the Finished Product
	
	
	


	Retest period/shelf life and storage conditions of Active Substance(s)
	
	
	

	Product description (visual appearance)
	
	
	

	Manufacturing site(s) of FPP, with physical address
	
	
	

	Batch size(s) of Finished Product
	
	
	

	Primary and secondary packaging material(s) and pack size(s)
	
	
	

	Shelf-life of Finished Product and storage conditions
	
	
	


1 If there has been no update of the dossier then indicate "N/A" (not applicable).
2State variation number or provide evidence as attachment or refer to the section in the updated dossier with the requested information.
3Provide any clarity on submitted information in this section. Each new version of documents should allow traceability to the registered dossier and approved variations.
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