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рrоduсt ýеruiсе

certifi cate
No.Q5 107713 0001 Rev. 00

Holder of Certificate: Roche Diagnostics GmbH
Roche Life Sсiепсе
Nonnenwald 2
82377 РепzЬеrg
GERMANY

Facility(ies): Roche Diagnostics GmbH Roche Life Science
NоппепwаId 2, 82377 РепzЬеrg, GERMANY

See Scope of Ceгtificate

CeЁification Маrk:

Scope of Certificate: - Contract Мапчfасtчriпg of lVDs

- Design and manufacturing of biologically,
biotecfi nologically апd/оr chemically synthesized
products, ingredients and kits used iп medical
devices, in чitrо diagnostic devices, related
products and iп process controls.

Applied Standard(s): EN lSO 134В5:2016
Medical devices - Quality management systems -

Requirements fоr regulatory рurроsеs
(lSO 13485:2016)
DlN EN lSO 13485:2016

The Сеrtifiсаtiоп Body of ТUV SUD Product Sеrчiсе GmbH сеrtifiеs that the соmрапу mепtiопеd
above has established and is maintaining а quality management system, which meets the
rеqчirеmепts of the listed stапdаrd(s). All applicable rеqчirеmепts of the testing and сегtifiсаtiоп
regulation of TUV SUD Grочр have to Ье complied with. Fоr details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q5 1 0771 3 0001 Rev. 00

Report No.: 7 131 83945

Valid from:
valid until:

2020-12-21
2а23-12-20

С,Ф,L'
Date, 2020-12-18 Christoph Dicks

Head of Certification/Notified Body
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