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Applied harmonized standards within the European Community: 

 

DIN EN ISO 13485:  Medical devices - Quality management systems - Requirements 

for regulatory purposes 

DIN EN ISO 14971:  Medical devices – Application of risk management to medical 

devices 

DIN EN ISO 17511: In vitro diagnostic medical devices - Measurement of quantities 

in biological samples - Metrological traceability of values 

assigned to calibrators and control materials 

DIN EN 375: Information supplied by the manufacturer with in vitro 

diagnostic reagents for professional use 

DIN EN 980:  Graphical symbols for use in the labelling of medical devices 

DIN EN 13640: Stability testing of in vitro diagnostic reagent 

DIN EN 13641: Elimination or reduction of risk of infection related to in vitro 

diagnostic reagents 

 

Other standards applied: 

DIN EN ISO 9001:  Quality management systems 

 

 

Note: Standards are used in this issue that is valid at date of issue of this conformity 

declaration 


