Certificate | TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1348623-1

Organization: Sysmex Inostics GmbH
Falkenried 88
20251 Hamburg
Germany

Scope: ' Design and Development, Manufacture and Distribution of nucleic acid in
vitro diagnostic products including "Companion Diagnostics" used in the
management of cancer

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard
management system is subject to yearly surveillance.

Report No.: 1089062-40
Effective date: 2021-10-26
Expiry date: 2024-10-25
Issue date: 2021-10-19 g_
\ Dipl.-Ing. Sven Hoffmann
T¥WV Rheinland LGA Products GmbH
(( DAKKS Tillystrafbe 2 - 90431 Nurnberg - Germany
Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02 171

TUV, TUEY and TUV aro 1egistered trademarks. UL saton and application requires prior approval




