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APPLICATION FORM FOR GMP INSPECTION OF VETERINARY MEDICINAL PRODUCTS USING                                                                      
MUTUAL RECOGNITION PROCESSES 
IN THE EAST AFRICAN REGION
	
Draft agreed by Technical Working Group
	
10 March 2017

	
Draft released for consultation by representatives of East African region regulatory agencies
	
30 April 2017

	
End of consultation period
	
15th June2017

	
Adoption by EAC 
	15th June 2017

	
EAC code 
	      PSS/1/1/21/100

	Enters into force
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[bookmark: _GoBack]1. PARTICULARS OF APPLICANT/LICENCE HOLDER                                         

Name____________________________________________________________________________

Physical Address_________________________________________________________________

Country_____________________________ Telephone_________________________________

Fax_________________________________ E-mail_____________________________________

2. PARTICULARS OF SITE TO BE INSPECTED                                                     

Name of site_____________________________________________________________________

Physical Address (if different from 1. above)
__________________________________________________________________________________

Country__________________________________________________________________________ 

Tel_______________________________________________________________________________

Fax_________________________________ E-mail: _____________________________________

Note: A Separate application to be filled in for each individual site. Include the Site Master file in the format provided in the appendix of this Form.

2. APPLICATION IN EAC PARTNER STATES

	Name of Country   
	Date of Submission

	
	

	
	

	
	

	
	

	
	

	
	




4. CONTACT PERSON ON SITE

Name of contact person__________________________________________________________

Tel: __________________________________ Fax:_______________________________________

E-mail: __________________________________________________________________________

5. AUTHORISED REPRESENTATIVE/LOCAL AGENT IN THE COUNTRY
	Partner State
	Name of the LTR
	Telephone 

	
	
	

	
	
	



Name of Local Technical Representative___________________________________________

Tel: _____________________________________________________________________________

6. TYPE OF MEDICINES
Type of medicines manufactured (Tick where applicable)
Veterinary Medicine  ☐
Veterinary Immunological	☐	
7. REGISTRATION OF PRODUCTS
 Have you registered any products in the country YES 		NO


Have you submitted dossier for registration?    YES             NO 	


If YES, list the products applicable. (Attach a separate sheet if needed)
……………………………………………………………………………………………………………

	Name of Product(s)
	Description

	
	

	
	



**Activity means any of the following:
· Formulation (dispensing, mixing, blending)
· Processing 
· Packing
· Quality Control
· Warehousing (raw material, finished products)

Commitment from manufacturers to welcome inspectors for inspection any time
I hereby certify that the above information is correct and apply for Good Manufacturing Practice inspection of the above-named site(s).

Signature of applicant…………………………….	Date……………………………………….

Print Name…………………………………………………………………………………………….



Notes:
1. Please submit a copy of the Site Master File (not more than 25 pages) together with this application.
 (Refer to EAC Guideline on Preparation of a Site Master File in EAC/TWG Guideline 11)
2. This application must be submitted together with the appropriate fee to the Heads of NMRAs
    
9. FOR OFFICIAL USE ONLY:
9.1	INSPECTION TYPE 
(Please tick where applicable)
      First Inspection		   Re – inspection after failure


      Routine Re- inspection		

Previous inspection date……………………….
      Joint Inspection 

      Other (please specify) ……………………………………………………

[bookmark: _Toc80946490]9.2	Officer Assigned for Inspection
Name of the Officers:

	Name
	NMRA
	Contact (e-mails & telephone)

	
	
	

	
	
	

	
	
	





APPENDIX

INFORMATION REQUIRED FOR THE SITE MASTER FILE

1.	Description of the manufacturing facility

1.1     Particulars of the manufacturers
The application shall include the name(s), address(es) and other pertinent organizational information for each manufacturer responsible for any portion of the manufacture or testing operations for the active immunogenic substance.

1.2	Manufacture of other products
A comprehensive list of other vaccines that are manufactured or handled in the same area(s) shall be provided.  Include a brief description of the type and development status of the additional active immunogenic substances/product and indicate the areas into which these other products will be introduced. The applicant should also indicate whether the manufacture of other products will utilize the same contact equipment and if so, how that equipment will be cleaned and validated between operations for the manufacturing of different products.  Data for the validation and cleaning in the appropriate section should be provided.

1.3	Layout
The applicant shall submit a simple flow diagram of the general layout of the facilities which traces the immunogenic substance through the manufacturing process.  The diagram(s) should be sufficiently clear to enable visualization of the production flow and to identify adjacent operations that may create particular concerns.

1.4	Precautions against contamination
Information concerning precautions taken to prevent contamination or cross contamination during preparation of cell banks and manufacturing, including areas for the handling of animals used in production shall be provided.
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