Lloyd's Register
LRQA

CERTIFICATE OF APPROVAL

This is to certify that the Quality Management System of:

Roche Diagnostics GmbH
QM System Roche Life Science
Nonnenwald 2, 82377 Penzberg
Germany

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

EN ISO 13485:2012
The Quality Management System is applicable to:

Desigh and manufacturing of life science products (raw
materials, components and finished goods) for research and
industrial use. Contract manufacturing (raw materials,
ingredients, components and finished goods) for IVD
and Medical Device Manufactures.

Approval Original Approval: 21 December 2011
Certificate No: KLN 4001464
Current Certificate: 21 December 2017

Certificate Expiry: 31 March 2019
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Issued by: Lloyd's R iste@eu%ﬁland GmbH
For and on behalf &f} Lloyd’s Relister Quality Assurance Limited
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LR Deutschland GmbH, Adolf-Grimme-Allee 3, 50829 Kéln, Deutschland, Handelsregister Nr. B 34587
For and on behalf of 1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United Kingdom

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause
as ‘Lloyd's Register". Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provrded, unless
that person has signed a contract with the relevant Llioyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.



