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Svensk Certifiering Norden AB certifies that the management system 

has been reviewed and complies with: 
 

ISO 13485:2016 
Details of scope and the range of the certificate 

are defined in the certification decision. 

The management system covers:  

 
 
 

Manufacture of IVD product (RT-qPCR kit and software) for the prognostic  
evaluation of already diagnosed prostate cancer. 
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