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Gertificate
No. Q5 0'l0283 0640 Rev. 02

Holder of GeЁificate: Roche Diagnostics GmbH
Sandhofer Strasse 1 16
68305 Маппhеim
GERMANY

certification Маrk:

Scope of Certificate: Design and Development, Manufacture and Distribution
of ln-Vitro Diagnostic Medical Devices (Reagents апd
Reagent Products, Systems, lnstruments, Software and
Consumables) used in the areas of clinical chemistry,
immunochemistry, Haematology/Haemostasisl
lmmunohematology, Microbiology, lnfectious
lm m unology, Histology/Cytology and Genetic Testi п g

The Certification Body of TUV SUD Рrоdчсt Service GmbH ceгtifies that the соmрапу mentioned
above has established and is maintaining а quality management system, which meets the
requirements of the listed standard(s). All app|icable requirements of the Testing, Certification,
Validation and Verification Regulations ТUV SUD Group have to Ье complied with. Fоr details
and certificate validity see:илMlv.tuvsud.com/ps-ceЁ?q=cert:Q5 0,1028З 0640 Rev. 02

Report No.: 713317344

valid frorn:
valid until:

2024-06-30
2027-06-29

/)
(-..

Date, 2024-04-16 Christoph Dicks

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

Applied Standard(s):

Facility(ies):

рrоduсt ýenrice

tSO 13485:2016
(EN lso 1з485 .2а16/Ас:2О18, EN lSO 13485:2016/А1 1:2021)

Medical devices _ Quality management systems -

Requirements fоr rеgulаtоry рurроsеs

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

Design and Development, and Manuf..tur" of lп-Vitrо Diagnostic
Меdйаl Devices (Reagents and Reagent Рrоdчсts, Systems,
lпstгumепts, and consumables) used iп the аrеаs of clinical
chemistry, immunochemistry,
Н ае m atology/Hae mostasis/l m m u поhе matol ogy, М i сrоЬiоl ogy,

lnfectious lйmuпоlоgу, Histology/Cytology and Genetic Testing

Distгibution of lп-Vitго Diagnostic Medical Devices (Reagents and

Reagent products, systems, lnstruments, software and
Consumables) used iп the аrеаs of clinical chemistry,
immunochemistry,
Н ае matol ogy/H ае mostasi s/l m m u п ohe matol ogy, М i сrоЬiоl ogy,

lnfectious lйmuпоlоgу, HistologylCytology and Genetic Testing

Roche Diagnostics GmbH
Nonnenwald 2, 82377 РепzЬеrg, GERMANY

Design and Development of ln-Vitro Diagnostic Medical Devices
(Reagents and Reagent products, and consumables) used iп the

аrеаs of clinical chemistry, immunochemistry,
Н aematology/Haemostasis/l m m u nohematology, М icrobiology and
lnfectious lmmunology

Мапufасturе of lп-Vitrо Diagnostic Medical Devices (Reagents and

Reagent Рrоduсts) used in the аrеаs of clinical chemistry,
immunochemistry,
н aematology/Haemostasis/l m m u nohematology, М iсrоьiоlоgу and
lnfectious lmmunology

Roche Diagnostics lnternational Ltd
Fоrrепstrаssе 2, 6343 Rоtkrеuz, SWITZERLAN

Design and Development of lп-Vitrо Diagnostic Medical Devices
(Reagents and Reagent Рrоduсts, Systems, lnstruments, Sоftwаrе
and Consumables) used in the аrеаs of clinical chemistry,
immunochemistry,
н ае matol ogy/Haemostasisll m m u nohemato l ogy, М i сrоЬiОlОgУ,

lnfectious lmmunology and Histology/Cytology
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