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BOMRA/ER/VET/P05/F01    Botswana Medicines Regulatory Authority
               Issue No. 2.0
Application Form for Registration of Complementary Veterinary Medicines 

PART 1: ADMINISTRATIVE INFORMATION
	Name, Physical and Postal Address of Applicant
	    

	Contact details

Name of Contact Person:

Email:

Phone:


	

	Name of Local Representative in Botswana (if different from applicant):

Email:

Phone:


	

	Proprietary name of product:
	    

	Application Reference Number:
	TO BE ALLOCATED

	INN or Common Name of the product (e.g. Vitamin D, Gingko Biloba etc:
	    

	Source (plant, chemical, animal etc)
	    

	Strength and dosage form:
	    

	Pack size(s):
	    

	Target species
	    

	Indications (use) of the final product:
	    

	Name and physical address of Manufacturer (s):
	    

	Countries where product is marketed (attach authorization letters) 
	   


PART II: DECLARATION BY THE APPLICANT
1. All information submitted in the application form for Registration of Complementary Veterinary medicines is accurate.

2. The indications (uses) for this product have been declared on the application form.

3. All the ingredients have been declared, and there are no side effects, cautions or contraindications not declared in this application. 
4. The promotional material and/or advertisements will be submitted to BoMRA for approval before such material is used. 

5. Any unwanted/harmful effects will be reported to the BoMRA in writing with as soon as is possible.
Name:     
                                           Position:      
[image: image1.jpg]Signature:       
                                           Date:       
Qualification:       

PART III: DECLARATION BY MANUFACTURER
1. I, the undersigned certify that all the information supplied in this form and all accompanying documentation is correct. 
2. This product is not toxic to animals and humans.

3. All the ingredients have been declared, and there are no side effects, cautions or contraindications not declared in this application.

4. All promotional material and / or advertisements will be submitted to BoMRA for approval before such material is used.
5. Any unwanted/harmful effects will be reported to the BoMRA in writing as soon as possible.

Name:     
                                           Position:      
Signature:       
                                           Date:      
Qualification:      
PART IV: QUALITATIVE & QUANTITATIVE COMPOSITION OF THE PRODCUT
Tabulate the schedule of all the ingredients to reflect the name of ingredient, quantity in the unit formula, purpose for inclusion, reference standard claimed, and the use of each ingredient in the formulation.
	Ingredients
	Ref standard
	Quantity    (mg/ unit)
	Purpose for inclusion
	Uses for ingredient 

	e.g., Ingredient A
	e.g., British Pharmacopoeia 
	X mg/g
	e.g., active
	e.g., helps with colds and flu

	e.g., Ingredient B
	e.g., European pharmacopoeia
	Y mg/g
	e.g., inactive
	e.g., diluent

	e.g., Ingredient C
	e.g., In-house
	Z mg/g
	e.g., inactive
	e.g., bulking agent


PART V: APPLICATION PACKAGE/DOSSIER
The applicant is required to submit labelling information and all the scientific supporting documentation in accordance with the guideline. The application package should be complied following the same order and format given in the guideline for registration complementary veterinary medicinal products.
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