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Certificate of Approval 
 

This is to certify that the Management System of: 

CyberGene AB 
Banvaktsvägen 22, 171 48 Solna, Sverige 

has been approved by LRQA to the following standard: 

ISO 13485:2012 
 

 
 

    P.G. Cornelissen 
Issued By: LRQA Sverige AB for and on behalf of: Lloyd's Register Quality Assurance Ltd 

 
Current Issue Date: 16 February 2017 
Expiry Date: 31 March 2019 
 

Original Approvals: 
ISO 13485  16 February 2005 
      

Approval Numbers: ISO 13485 - 00005717 

 
The scope of this approval is applicable to: 

 
Development and manufacturing of IVD kits for prenatal diagnostics. Sales of synthetic 

DNA and IVD kits for prenatal diagnostics. 
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