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APPLICATION FORM FOR A

PRE-SUBMISSION MEETING

FOR THE REGISTRATION OF VETERINARY MEDICINAL PRODUCT(S) 

IN THE EAST AFRICAN REGION






	
Draft agreed by Technical Working Group

	
21st July 2016

	
Draft released for consultation by representatives of East African region regulatory agencies

	
26th Sept 2016

	
End of consultation period

	
31st Oct. 2016

	
EAC code 

	PSS/1/1/21/95 V. 3


	
Enters into force


	9 Nov. 2016


	
Revised to V2

	06 Sept 2018

	Revised to V3
	13th October 2021







For completion by the Applicant:


Pre-Submission meeting Request Form to be completed by the Applicant:



1. Name and address of Applicant:

2. Name of Product:

3. Current Registration Status:
Indicate if the product is already registered in any country


4. Reference Country

Which EAC country is requested to be the Reference Country   ………………………….

5. Concerned Country(s)

Indicate in which EAC Concerned Countries you intend to seek MAs through MRP
	
	Partner State

	Burundi
	

	Kenya
	

	Rwanda
	

	South Sudan
	

	Tanzania
	

	Uganda
	



8. Manufacturing License /GMP Cert 
Do you have a valid Certificate of Manufacture from the Local Competent Authority? 							YES/NO


Do you have a valid GMP Certificate?    	                                    Yes/No
						
If so, name the Regulatory Authority(s) that issued it.                   ………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

Give the date of the last GMP inspection			     ……………………………….

Provide the GMP Certificate number issued by the NRA		…………………………

9. Local Technical Representative

Do you have LTRs in each of the RC and CCs indicated in point 7 above?

If so, please name them:

	#
	EAC Partner State
	LTR/Local Agent
	Address

	1
	Burundi
	
	

	2
	Kenya
	
	

	3
	Rwanda
	
	

	4
	South Sudan
	
	

	5
	Tanzania
	
	

	6
	Uganda
	
	








Please send the completed form to your selected Reference Country.


Name……………………………………..                    Date………………………………..
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