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Question related to         PPE Regulation   EN/prEN:     Other:    

Article:  Annex:  VIII 

Module D 

Clause:  

Key words: 

Quality assurance system 

Question: 

Must existing certificates relating to QA-Systems (ISO 9001) be accepted by a notified body? 

Solution: 

No; but the notified body is able to take into account existing certificates relating to QA-systems (ISO 9001) if it is convinced of the 
qualification of the certification body (accreditation, mutual recognition and others). In all cases the notified body must add product and 
regulation-related aspects. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 


