

	Brand or trade name
	Click or tap here to enter text.
	Approved	name(s)	of	active ingredient(s): 
	Click or tap here to enter text.
	Dosage formulation:
	Click or tap here to enter text.
	Pack size and Strength(s):
	Click or tap here to enter text.
	Quantity: (include pack size or unit) e.g., 5 packs of 10 vials
	Click or tap here to enter text.
	Name and Physical address of manufacturer:
	Click or tap here to enter text.
	Motivation	for	applying	for	an exemption:
	Click or tap here to enter text.
	Name and Physical address of the applicant:
	Click or tap here to enter text.
	Contact number & email address of the applicant:
	Click or tap here to enter text.
	Importing Distribution Company:

Name and Physical address of the distribution company (If different from the applicant):
	Click or tap here to enter text.
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The application must be emailed to: exemptions@bomra.co.bw
The  following  documents  must  be  submitted  when  applying  for  wholesale-based  exemption:
a) [bookmark: _Hlk72243228]Application for Registration Exemption - Wholesale - BOMRA/ER/EX/P02/F02.
b) Proof of payment
c) Orders from facilities received by the wholesaler.
d) Evidence of out of stock of the registered product. Evidence must be from manufacturer(s), applicant(s), MAH, or local distributor(s) of the registered alternative.
e) A certificate of analysis of the batch(es) to be imported.
f) Valid cGMP certificate for the Finished Pharmaceutical Product manufacturing site. This is not required if the physical site of the manufacturer appears in the Blue Book.
g) For Sterile products including powders for injection, a valid cGMP certificate for the Finished Pharmaceutical Product manufacturing site, issued from either ICH member countries or by regulatory authorities that participate in the PIC/S or WHO or National Medicines Regulatory Authorities in Zambia, Zimbabwe, Tanzania, and Uganda. This is not required if the physical site of the manufacturer is appearing in the blue book for any of the registered injectables.
h) For a Biologic /Biosimilar product, a valid Registration Certificate for the product must be issued from either ICH member countries or by regulatory authorities that participate in the PIC/S or WHO or National Medicines Regulatory Authorities in Zambia, Zimbabwe, and Tanzania. Including requirements as stated in g). 




image1.jpeg




