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certificate
No. Q5 010283 0640 Rev. 02

Holder of Certificate: Roche Diagnostics GmbH
Sandhofer Strasse 1 16
68305 Mannheim
GERMANY

Certification Mark:

Scope of Certificate: Design and Development, Manufacture and Distribution
of ln_Vitro Diagnostic Medical Devices (Reagents and
Reagent Products, Systems, lnstruments, Software апd
Consumables) used in the areas of clinical chemistry,
immunochemistry, Haematology/Haemostasis/
lmmunohematology, Microbio]ogy, lnfectious
lmmunology, Histology/Cytology and Genetic Testing

The Сегtifiсаtiоп Body of Tuv suD product service GmbH certifies that the соmрапу mentioned
above has established and is maintaining а quality management system, which meets the
requirements of the listed standard(s). Allapplicable rеquirеmепts of the Testing, Certification,
validation and verification Regulations Tuv suD Group have to Ье complied wittr. гоr details
and ceгtificate validitY See: ,,.!jЦjrrýl]i.r_C?!ý!.,:i*Iij-iг:.c..j fu: !],|QliJ.j !ýýýý!-Щ
Report No.: 71З317344

Valid from:
valid until:

2024-06-30
2027-06-29

С.Ф,\-
Date, 2024-04-16 Christoph Dicks

Head of Certification/Notified Body
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Gertificate
No. Q5 010283 0640 Rev. 02

Applied Standard(s):

Facility(ies):

plrcuct sегуiсе

lSO 13485:2016
(EN lSO 13485:2016/АС:2018, EN lSO 1 3485:20,16/А,1 1 :2021)
Medical devices - Quality management systems -

Requirements for regulatory purposes

Roche Diagnostics GmbH
Sandhofer Strasse 1 16, 68305 Mannheim, GERMANY

Design and Development, and Manufacture of lп-Vitrо Diagnostic
Medical Devices (Reagents and Reagent Products, Systems,
lnstruments, and Consumables) used in the аrеаs of clinical
chemistry, immunochemistry,
Haematology/Haemostasis/| mmunohematology, Microbiology,
lnfectious lmmunology, HistologylCytology and Genetic Testing

Distribution of ln-Vitro Diagnostic Medical Devices (Reagents and
Reagent Products, Systems, lnstruments, Software and
Consumables) used in the аrеаs of clinical chemistry,
immunochemistry,
Haematology/Haemostasis/lmmunohematology, Microbiology,
lnfectious lmmunology, Histology/Cytology and Genetic Testing

Roche Diagnostics GmbH
Nonnenwald 2, 82377 Penzberg, GERMANY

Design and Deve|opment of ln-Vitro Diagnostic Medical Devices
(Reagents and Reagent Products, and Consumables) used in the
аrеаs of clinical chemistry, immunochemistry,
Haematology/Haemostasis/lmmunohematology, МiсrоЬiоlоgу and
lnfectious lmmunology

Мапufасturе of lп-Vitrо Diagnostic Medical Devices (Reagents and
Reagent Products) used in the агеаs of clinical chemistry,
immunochemistry,
Haematology/Haemostasis/lmmunohematology, Microbiology and
lnfectious lmmunology

Roche Diagnostics lnternational Ltd
Fоrrепstrаssе 2, 634З Rotkreuz, SWITZЁRLAND .

Design and Development of Iп-Vitrо Diagnostic lVledical Devices
(Reagents and Reagent Products, Systems, lnstruments, Software
and Consumables) used in the аrеаs of clinical chemistry,
immunochemistry,
Haematology/Haemostasis/l mmunohematology, Microbiology,
l nfectious l m munology and Н istologylCytology
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