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	Application for Registration of Veterinary Medicinal Products 
	(Pharmaceutical / Immunological)

	APPLICATION FOR REGISTRATION OF VETERINARY MEDICINAL PRODUCTS
(PHARMACEUTICAL / IMMUNOLOGICAL)

Module1: Administrative Information

Application Form



This application form shall be included in the Botswana Common Technical Document – Module 1: Administrative Information. It will be used for applications for registration of all new Pharmaceutical and Immunological Veterinary Medicinal Products, B-Listed VMPs, and renewal of registration of all VMPs already registered in Botswana. A separate application form is required for each strength and /or pharmaceutical dosage form, although different strengths may be submitted in one dossier. 
1. Type of product application:
	New pharmaceutical VMP application

	New Immunological / Biological VMP application

	Previously B-Listed VMP application

	Renewal application




2. Type of new application, where applicable:			
	New Chemical Entity (NCE)              Multisource                 Biosimilar              Vaccine







	
3. Proposed review procedure / pathway:
	



Normal                                    Recognition                                     Expedited    


NB. 1. Recognition: An applicant requests BoMRA to recognise assessments done by another jurisdiction.
       2. Expedited: An applicant requests BoMRA to prioritise assessment of their application

4. Particulars of the Applicant / Prospective MA holder:
	Company Name (Applicant)
	


	Business Address
	


	Postal Address
	


	Telephone No.
	

	Fax No.
	

	Email Address
	

	Site/Applicant Master File No.
	

	
Responsible / Authorised person to communicate with the Authority


	Name 
	


	Business Address
	


	Telephone No.
	

	Fax No.
	

	Email Address
	

	Attach a letter of Authorisation signed by the person responsible for overall management and control of the business (Module 12 of the Guidelines for Registration of Pharmaceutical and Immunological Veterinary Medicinal Products in Botswana)

	
Local Representative in Botswana

	Name 
	

	Physical Address 
	

	Email Address
	

	Phone
	


5. Particulars of the veterinary medicinal product:
	Finished Product
	


	Proprietary name
	


	Approved (INN) name(s)
	


	Pharmacological classification (e.g use ATC VET codes)
	


	Strength(s) per dosage unit
	


	Dosage form (e.g Tablets or Solution for Injection including the appearance)
	


	Country of Origin
	




6. Active substance(s):

	1. 
	

	2.  
	


You can include additional rows if required.

7. Excipients:
	1. 
	

	2.  
	


You can include additional rows if required.

8. Adjuvant (where applicable):
	1. 
	

	2.  
	


You can include additional rows if required.

9. Target animal Species and route of administration:
	
	Target Species
	Route of Administration

	1.  
	
	

	2. 
	
	


You can include additional rows if required.

10. [bookmark: _Hlk35288228]Do all Active Substances and Excipients where applicable, have the appropriate MRLs set in the species for which the product is indicated?    	YES 				NO



11. If the answer to question 10 is NO, provide details and how you will obtain the appropriate MRLs: 
	



12. Does the product contain novel master seed? 	YES 				NO



13. Pack type details (include material of construct of container closure system):
	[bookmark: _Hlk35288993]
	Pack type
	Container
	Closure
	Administration device

	1. 
	
	
	
	

	2. 
	
	
	
	


[bookmark: _Hlk115877904]You can include additional rows if required.

14. Proposed category of distribution:
	
Narcotic and Psychotropics:  Schedule:  1                    2                      3                      4






	

Precursors 
	

Prescription Only Medicines (POM) 

	

Veterinary Paraprofessionals (VPS) 
	

General Sales Medicines (GSM)



15. Name and physical address (including blocks / units and licence no. & validity period) of manufacturing, packaging, and quality control sites:
	Manufacturer(s)

	

	Primary Packer(s)
	


	Secondary Packer(s)
	


	Finished Product Release Control (FPRCs)
	

	Finished Product Release Responsibility (FPRRs)
	



16.     It is hereby confirmed that valid cGMP Certificate(s) and manufacturing licence(s) have been included in Module 1.7.    	   


17.     It is hereby confirmed that appropriate application fee has been paid. Proof of payment included in Module 1.2.    	   


18. Qualified person for pharmacovigilance
	Name
	

	Business address
	

	24-hour Telephone No.
	

	Fax No.
	

	Email Address
	

	CV of the QPP appended in Module 1.2



19.  Regulatory Status (Registration pending, rejected, suspended etc)
	In Country of Origin 
	In Other Jurisdictions

	
	


You can include additional rows if required.


20. Declaration and Signature
The undersigned hereby declares that all information provided herein, and in the Annexures and Modules hereto, are correct and true and are relevant to this particular VMP and that all existing data which are relevant to the quality, safety and efficacy of the product have been provided in the Dossier, as appropriate.

Signature: ……………………………….	Date of Application: ………………………………

Name: ……………………………………	Designation: ……………………………………….
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