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GMP-Z Hoofdstuk 9 – Zelfinspectie 
 
Inleiding 
 
Het hoofdstuk 'Zelfinspectie' uit de GMP-richtsnoeren is goed toepasbaar in de ziekenhuisapotheek.  
 
GMP item Gewijzigd richtsnoer GMP-Z Toelichting 
 Self Inspection   
Principle 
Self inspections should be conducted in order to 
monitor the implementation and compliance with 
Good Manufacturing Practice principles and to 
propose necessary corrective measures. 

Principe 
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9.1 Personnel matters, premises, equipment, 
documentation, production, quality control, 
distribution of the medicinal products, 
arrangements for dealing with complaints and 
recalls, and self inspection, should be examined at 
intervals following a pre-arranged programme in 
order to verify their conformity with the principles of 
Quality Assurance. 
9.2 Self inspections should be conducted in an 
independent and detailed way by designated 
competent person(s) from the company. 
Independent audits by external experts may also 
be useful. 
9.3 All self inspections should be recorded. 
Reports should contain all the observations made 
during the inspections and, where applicable, 
proposals for corrective measures. Statements on 
the actions subsequently taken should also be 
recorded. 
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Literatuur: 
 
Niet van toepassing. 
	
  


