
 

CERTIFICATE 

 

EN ISO 13485:2016 + AC:2018 + A11:2021 

DEKRA Certification GmbH hereby certifies that the organization 

CONGEN Biotechnologie GmbH 
 
 
 
Scope of certification: 

Design and development, production and sales of in-vitro diagnostic methods for stool diagnostics, 
respiratory diagnostics, skin and sexually transmitted diseases, nosocomial infections as well as 
methods for genotyping and companion diagnostics using real-time PCR on behalf of the in vitro 
diagnostics industry  
 
 
Certified location: 

Robert-Rössle-Straße 10, 13125 Berlin, Germany 
 

has established and maintains a quality management system according to the above mentioned standard. 
The conformity was adduced with audit report no. 51543-Z2-00. 

Certificate registration no.:  51543-21-01_EN 
Validity of previous certificate:  2024-08-30 

Certificate valid from: 2024-08-31 
Certificate valid to: 2027-08-30 
 

 
 
 
 
 
 
Karin Leicht

 

DEKRA Certification GmbH, Stuttgart, 2024-06-10 
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