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BOMRA/PCT/PMS/P05/F01            Botswana Medicines Regulatory Authority 	Issue No. 1.0
                Quality Complaints Form

	Reference Number: FOR BOMRA USE 
[Quality Defect], Class [I /II/III]; Product [Name/INN]., Action [Recall/No Recall/Follow-up]., Quality Complaint Reference Number., [XXX/MM/YYYY]. 

For example: Q-Defect/I/Product-X/Follow-up/001/07/2021


	1.
	FROM (in full with addresses)


	
	
	
	

	
	TO: (see list attached, if more than one)
	
	
	
	

	2.
	           Recall number assigned: (Where applicable, if previously recalled)

	3.
	Brand/Trade name:
	12. Marketing Authorization Holder and addresses:

	4.
	INN or Generic Name:
	

	5.
	Strength:
	13. Manufacturer and addresses

	6. 
	Batch number (and bulk batch number, if different

	

	7.
	Expiry Date:
	

	8.
	Pack size and Presentation:
	

	9.
	Date Manufactured:
	

	11.
	Dosage form:
	

	         12.
	           Details of Defect (free text)

	        13.
	A clear visible photo of the product with clear (attach copy);
a. Labelling 
b. Product name
c. Stated manufacturer
d. Batch number 
e. Manufacturing date
f. Expiry date
g. Place of identification 
	14.

	State Information on distribution including exports (specify type of customer, e.g. hospitals)

	15.
	Reporter Details: 
Name: 
Facility:

Address (Physical and Postal): 

Telephone and Cell no:

Signature and date:


	
	
	
	



Please submit this form at;

National Pharmacovigilance Center
Botswana Medicines Regulatory Authority                                         
Private Bag 2
Gaborone Station
Botswana

OR email to: qualitydefects@bomra.co.bw
Tel No: (+267) 373 1786
Fax No: (+267) 318 6254
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