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S Manufacturer: Roche Diabetes Care GmbH
Ly — Sandhofer Strasse 116
oy - 68305 Mannheim
: - GERMANY
> — ,
ST Facmty(les): Roche Diabetes Care GmbH _
;|-— (X Sandhofer Strasse 116, 68305 Mannheim, GERMANY
d L 4
& Product Category(ies): Infusion/Injection Systems and Related Accessories
= - Blood Sampling Devices and Associated Lancets
o < Diabetes Management Medical Device Software
=
:,}/;‘ o The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
4 ,e_ manufacturer has implemented a quality assurance system for design, manufacture and final
) inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
= = assurance system conforms to the requirements of this Directive and is subject to periodical
a - surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
: o also notes overleaf.
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrake 65 « 80339 Munich « Germany Tl:]V®



