
,l
tx DAkkS
lъ

Ue UIý cn е
AkkreditierUn8sstel le
D_zM_ 1 1з2 1_01_00

EЁijНfrE

ffi
ргоijuсt seruice

certificate
No. Q5 05195'| 00'l8 Rev. 04

Holder of GeЁificate: Roche Diagnostics lnternational Ltd
Fоrrепstrаssе 2
6343 Rotkreuz
SWlTZERLAND

Certification Mark:

Scope of Certificate: Design and Development, Manufacturing and Distribution of
Laboratory lnstruments and Software for ln-Vitro Diagnostic
Systems, I-aboratory lnformation Systems, Data Management
and Work Area Management, Reagents for ln-Vitro Diagnostic
Systems used for the Diagnosis and Management of lmmune,
Ачtоimmчпе оr Disease Status, Сапсеr, Therapeutic Drug
Monitoring, Drugs of Abuse, Gardiac Markers, Protein
Metaboljsm, Endocrine Disorders, Blood and Urine Analysis,
Goagulation, Blood Gases, Electrolytes and Metabolites,
Blood Donation Screening, Transmissible Agents including
Sexually Transmissible Agents and lnfectious Diseases, Viral
and Microbial lnfectious Diseases, Genetic and Fertility
Testing,

The Ceгtification Body of ТUV SUD Product Sеrчiсе GmbH сегtifiеs that the соmрапу mentioned
above has established and is maintaining а quality management system, which meets the
requirements of the listed standard(s). All applicable геquirеmепts of the testing and ceгtification
regulation of TUV SUD Grочр have to Ье complied with. Fоr details and certificate validity
See: WWW

Report No.:

Valid from:
valid until:

71з272842

2023-07-01
2026-06-30

С.Ф,\-

Date, 2023-04-26 Chгistoph Dicks

Head of Ceгtification/Notified Body
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