CERTIFICATE

This is to certify that the company

Congen Biotechnologie GmbH

Robert-Rossle-Str. 10
13125 Berlin
Germany

has implemented and maintains a Quality Management System.

Scope:

Development, manufacture and distribution of in vitro diagnostic methods for faecal diagnostics,
respiratory diagnostics, skin and venereal diseases, and nosocomial infections, as well as
methods for genotyping and for therapy-oriented and monitoring diagnostics using real-time
PCR on behalf of the in vitro diagnostics industry.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

ISO 13485 : 2016

Certificate registration no. 512088 MP2016SCC
SCC Accredited

Certificate unique ID 1000292658

Effective date 2026-07-04 @
Expiry date 2029-07-03
Frankfurt am Main 2026-07-04

Accrédité CCN

DQS Medizinprodukte GmbH

S/%L/

Sven Hoffmann

. Managing Director
OF#:40)

@_-lm Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt a. M., Germany
= R 1) The validity of the certification can only be verified by the QR-code.
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