Table A: Materials of animal origin included in the scope of the Note for Guidance on minimising the risk of transmitting animal spongiform encephalopathy agents via medicinal products



	Medicinal product: (Invented name/INN)

	Applicant:

	Date of completion of table: 
	


	Name of material
	
	
	

	Name and address of manufacturer

	
	
	

	Species and tissue from which material is a derivative
	
	
	

	Country of origin of the source animals for the material cited
	
	
	

	Do you have a TSE-Certificate of Suitability
 for the material of animal origin? If yes, please put number and date of certificate and attached copy to the application form
	
	
	

	Use 

of

material
	As active substances
	
	
	

	
	As excipient
	
	
	

	
	As reagent/ culture medium component used in routine manufacture 
	
	
	

	
	As reagent/ culture medium component used in establishment of new master cell banks

	
	
	

	
	As reagent/ culture medium component used in establishment of working cell banks
	
	
	

	
	Starting material used in manufacture of active substances
	
	
	

	
	Starting material used in manufacture of excipient
	
	
	

	
	Other, give details
	
	
	





� 


This table A is applicable to materials of ruminant origin who are within the scope of the Note For Guidance on minimising the risk of transmitting animal spongiform encephalopathy agents via medicinal products, October 2003 (EMEA/410/01 rev2) or any future revision. For these materials, applicants will need to demonstrate the compliance with the part I 3.2 of the Annex I to Directive 2003/63/EC.


materials of ruminant origin who are within the scope of the Note For Guidance on minimising the risk of transmitting animal spongiform encephalopathy agents via medicinal products, October 2003 (EMEA/410/01 rev2) or any future revision. For these materials, applicants will need to demonstrate the compliance with the part I 3.2 of the � The manufacturer and not the supplier/broker of the material of animal origin should be mentioned. For the same material from different manufacturers, use a separate column for each manufacturer.


� From 1 January 2000, manufacturers of materials of animal origin can submit a dossier to the European Pharmacopoeia to obtain a Certificate of Suitability in accordance with the monograph : ‘Products at risk of transmitting animal spongiform encephalopathies’.


� Materials of ruminant origin used in the establishment of existing master cell banks should be included in Table B.
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