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	General

	Are there written procedures for all steps to be performed and documented in your plant existing.

( YES        (( NO

	Please specify who is responsible for the release of written procedures in your Company.

	Name
	Title
	Position
	Function

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Please specify which documents for which period are kept in your Company.
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	Sampling

	Are there written procedures for

( Sampling of starting materials             (( Sampling of packaging materials

( Sampling of intermediate products      (( Sampling of Bulk products

( Sampling of finished Products

	If one of the above not checked please explain why.

	Processing

	Are there written documents for

( Specifications  for starting materials     (( Specification for packing materials

( IPC   ( Specification for intermediate products    (( Specification for bulk products

( Specification for finished products

	Please list the contents of your batch processing records.

	How long are batch processing records kept in your archives

	Please list the content of your batch packing records.

	Please list the sections for which SOP´s are existing.

	Qualification & Validation

	Which of the following documents and records are available. (Please check)

( Design Qualification              ( Risk Analysis                        ( Installation Qualification

( Operation Qualification          ( Performance Qualification    ( VMP

( Others (Please specify)



	In case one or more are not checked, please explain why they are not existing/necessary.



	Is there a program for qualification of suppliers existing in your Company.

( YES       ( ( NO

	Please check what is subject to suppliers qualification.

( Starting materials          ( Packing Materials       (  ( Equipment suppliers

( Spare parts suppliers  (( Service Providers        ( ( Consumables suppliers

	Which Validations are carried out in your Company.

( Prospective Validation     (( Concurrent Validation     ( ( Retrospective Validation

	Is a revalidation program existing in your Company.

( YES       (( NO

	Are cleaning procedures in your Company validated.

( YES         ( NO

	Are your electronic data processing systems validated.

( YES       (( NO

	Change Control

	Is change control carried out in your Company.

( YES    (  ( NO

	If no is checked, please explain why.

	Please list which parameters are subject to change control in your Company.



	Signature of responsible Official or Agent   
	Type Name and Title

	Place
	Date
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