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Accreditation Field : Medical Devices Quality Management System 

 

  The accreditation covers the following scopes: 

 

Main Technical Area(s) Technical Area(s) 

Non-Active Medical Devices 
General non-active, non-implantable medical devices  

Non-active dental devices and accessories 

In Vitro Diagnostic Medical 
Devices (IVD) 

Reagents and reagent products, calibrators and control materials 

In Vitro Diagnostic Instruments and software 

Parts or Services 

Raw materials 

Components 

Subassemblies  

Distribution services 

Maintenance services 

Transportation services  

Other services 

 

Standard used for certification 

 

ISO 13485:2016 Medical devices – Quality management 

systems – Requirements for regulatory purposes 

 

Foreign location with key activities Nil 
 
 

Country where certificates are issued Singapore 

 


