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BOMRA/ER/CM/P06/F02          Botswana Medicines Regulatory Authority	                 Issue No. 2.0
 Registrability application form

· This form should be submitted along with the relevant documents.
· The application should be emailed to registrability@bomra.co.bw 
· The registrability form should be submitted in Word format

Product and Applicant details
	[bookmark: _Hlk64192845]Company/Person name 
	
  Click or tap here to enter text.

	
Physical address including telephone, email etc
	Click or tap here to enter text.
	
Name of Product (Brand/Trade name)
	 Click or tap here to enter text.

	
Intended use(s) of the product
	 Click or tap here to enter text.

	List of ingredients(if they are a lot attach the list with concentrations)
	 Click or tap here to enter text.

	Label claims and/or indications:
	 Click or tap here to enter text.

	
Form of product (e.g. capsules, spray, tea sachets)
	 Click or tap here to enter text.

	
Pack size(s)
	 Click or tap here to enter text.

	
Product description
	 Click or tap here to enter text.

	Route of Administration (for dermal state if it will be sprayed, applied, injected etc)
	Click or tap here to enter text.
	
Attach the following Product Information; 
1. Package insert 
2. label 
3. Instructions for use if not clear on the label 
4. Proposed advertising/promotional materials including flyers and brochures (provide as attachments)
	Click or tap here to enter text.
	Name and physical address of Manufacturer (s):
	 Click or tap here to enter text.

	Countries where product is marketed (attach any regulatory authorization letters) 
	 Click or tap here to enter text.


Please note: it is highly important to complete the above table for a thorough assessment


	

DECLARATION BY THE APPLICANT
I, undersigned, certify that all the information in this application form including the accompanying documentation concerning determination of classification/registrability of this product is correct and unadulterated.  I further confirm that the information referred to in this application file is available for verification by the Authority.

Name: _Click or tap here to enter text.	Position:Click or tap here to enter text.

Signature(or initial): Click or tap here to enter text.Date: Click or tap here to enter text.
Qualification: Click or tap here to enter text.


For official use only
Determination of registrability

Classification of the product: Click or tap here to enter text.
Reasons: Click or tap here to enter text.

Additional information required: ☐Yes/☐No  
If yes state what is required:  Click or tap here to enter text.

This does not finalise the classification of your substance especially if it is not regulated by BoMRA. If it is not regulated by BoMRA check the relevant Authorities to confirm the classification before importing the product. This does not serve as registration also, it identifies the registration process to follow for BoMRA regulated substances.
Signature by Registration Manager: Click or tap here to enter text.  
Date:       Click or tap here to enter text.                                           

BoMRA stamp: 
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