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This annex has been approved by the Board of the 
Dutch Accreditation Council, on its behalf, 

 
 

J.A.W.M. de Haas 

Standard /  
Normative document 

Certification scheme 1 

ISO 13485 Medical Devices - Quality Management Systems - Requirements for regulatory purposes 
for the scopes: 
 -  Active (non-implantable) medical devices 
  -  General active medical devices 
  -  Devices for imaging 
  -  Monitoring devices 
  -  Devices for radiation therapy and thermotherapy 
  -  Active (non-implantable) medical devices other than specified  
   above 

 

 
1 If no date or version number is mentioned for a normative document, the accreditation concerns the most current version of the document or scheme. 
1 If there is a reference to a code starting with NAW, NAP, EA or IAF, this concerns a scheme mentioned on the RvA-BR010-lijst. 

https://www.rva.nl/en/document/download/BR010-lijst

