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	Personnel

	Please list which personnel is involved in Quality Control by department and function:

	Please explain how independence of Quality Control department is achieved in your Manufacturing plant.



	QC Manager

	Name 
	Title
	Since when employed as QC manager

	Qualification

CV attached ((


	Laboratory Operations

	Is Quality Control of Starting Substances, Packing Materials and Finished Products done in

( Own Laboratory          (( Independent Laboratory             ( ( Both

	Independent Laboratory is qualified by 

( National Authorities                                ( QC Centre for Drugs and Medical Appliances

( Other Organisations (Please specify)

	Are Starting Materials checked with 

( Complete Analysis            ( ( Identity Check
In case of Identity please explain reasons to check on identity only.

	List of QC Equipment's attached

( YES    ( (  NO

	Is calibration of equipment's performed by

( Own personnel      ( ( Service Company        ( ( Both

	Are electronic data processing systems employed in your Laboratory.

( YES       ((NO

	Does your Laboratory posses a microbiological section.

( YES       (  NO


	Self-Inspection

	Is Self-Inspection performed.

( YES         (  NO

	Please check which items are subject to self-inspection.
	Intervall (Months)

	
	Personnel
	

	
	Premises including personnel facilities
	

	
	Maintenance of buildings and equipment
	

	
	Storage of starting materials and finsihed products
	

	
	Equipment
	

	
	Production and IPC
	

	
	Documentation
	

	
	QC Operations
	

	
	Sanitation and hygiene
	

	
	Validation and revalidation programmes
	

	
	Calibration of instruments or measurement systems
	

	
	Labels control
	

	
	Follow-up of Self-inspections
	

	Quality Assurance System

	Please give brief explanation of Quality Assurance Systems Components implemented in your plant and the related facilities.

	Components
	Implementation by

	
	


	Please indicate what information your sample container label bears.

	Signature of responsible Official or Agent   
	Type Name and Title

	Place
	Date
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