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Introduction


Once a Veterinary Medicinal Product has been approved through a Mutual Recognition Procedure (MRP), the Marketing Authorisation (MA) holder may request a Repeat Use MRP (RU-MRP) to expand the number Marketing Authorisations issued for the product in EAC Partner States. 


Repeat Use MRP for an Immunological Veterinary Product

Instructions for the Applicant:
1. Complete and sign the form overleaf 
2. Send the completed and signed form to:
a. The Reference Country (RC) that acted as RC in the original MRP for the product.
b. The National Regulatory Authority (NRA) in the new Concerned County(s) (CC)
c. The EAC MR-Coordinator (MR-C)
3. Pay the Marketing Authorisaton Application fee to the NRA in the new Concerned Country. 
4. Please consult EAC Guideline GL10, which describes the procedure for Repeat Use MRP.  https://www.eac.int/documents/category/livestock
































APPLICATION FORM FOR A REPEAT USE MUTUAL RECOGNITION
PROCEDURE FOR AN IMMUNOLOGICAL VETERINARY PRODUCT IN THE EAST AFRICAN COMMUNITY

1.A Particulars of the Applicant

· Name:	

· Physical address:	

· Postal address/Zip Code:
	
· Phone:		          Fax:		                 e-mail:	


1.B Particulars of the Immunological Veterinary Product

· Product name: 	

· Pack size and type of primary packaging material(s): 	

· Description of the Immunological Veterinary Product (e.g. Physical attributes)	

· Main indication(s):	

· Shelf life:

1.C Particulars of the Manufacturer(s) of the Activity Ingredient and Finished Product including any contract manufacturers and quality control laboratories.

	
	Name
	Manufacturing site address
	Activity

	1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	





Date of issue of Manufacturer’s GMP Certificate in EAC:
[bookmark: _Toc361737403]


2. Authorised Local Technical Representative (LTR) in Partner States

	Partner State
	Name of Local Technical Representative
	Address of Local Technical Representative

	Burundi

	
	

	Kenya

	
	

	Rwanda

	
	

	United Republic of Tanzania
	
	

	Uganda

	
	

	South Sudan

	
	



		
[bookmark: _Toc361737404][bookmark: _Toc530063597]3. Status of Initial MRP 

		 Reference Country: 

		 Concerned Country(ies) (tick appropriate boxes below): 
		
	Partner State

	Burundi
	

	Kenya
	

	Rwanda
	

	United Republic of Tanzania
	

	Uganda
	

	South Sudan
	



MRP No:

Date of Clock Stop in First Procedure:





4. Tick country(s) which will be CC(s) in the Repeat Use MRP  


	Partner State

	Burundi
	

	Kenya
	

	Rwanda
	

	United Republic of Tanzania
	

	Uganda
	

	South Sudan
	


[bookmark: _Toc361737406][bookmark: _Toc530063599]
5. Product Composition

Give the composition of the product in terms of units per dose

5.1. Active ingredients
	Name
	Quantity per dose
	Specification or reference text

	
	
	

	
	
	



5.2. Inactive ingredients   (e.g.excipients/preservative/adjuvant)
	Name
	Quantity per
 dose
	Specification or
reference text
	Reason for
inclusion

	

	
	
	

	
	
	
	

	
	
	
	


[bookmark: _Toc361737408][bookmark: _Toc530063601]

[bookmark: _Toc361737409]6. Declaration by applicant 
I the undersigned hereby apply for registration of the product detailed above and declare that all the information herein and in the appendices is correct and true. 


Signed: 						Date:	

Full name of Signatory: 
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