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ZERTIFIKAT ¢ CERTIFICATE

** ** e Benunot durch/Designated by
* * Zentrulstelk: der Litnder

| 4 Rir Gesundiwitsschutz
* gé * bei Arzncimitteln und
* * Medizinprodukten

***'A'* BS-IVDR-099
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Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,

Annex IX Chapters | and Ill (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 096981 0003 Rev. 00

Manufacturer: Ventana Medical Systems, Inc.

1910 East Innovation Park Drive

Tucson AZ 85755

USA
SRN Manufacturer: Not available at issuance date of this certificate
Authorized Roche Diagnostics GmbH

. Sandhofer Strasse 116, 68305 Mannheim, GERMANY

Representative:

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices
covered by the quality management system are described on the following page(s).

The Report referenced below summarizes the result of the assessment and includes reference to
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been
carried out according to Annex IX Chapter | and IlI of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment includes an assessment of the technical documentation
for the device or devices concerned on the basis of further representative samples.

For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:\V12 096981 0003 Rev. 00

Report No.: 713207013
Valid from: 2021-11-04
Valid until: 2026-11-03
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. Christoph Dicks
Issue date: 2021-11-04 Head of Certification/Notified Body
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