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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim
GERMANY

SRN Manufacturer: DE-MF-000006276

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in Article 
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices 
covered by the quality management system are described on the following page(s). The Report 
referenced below summarizes the result of the assessment and includes reference to relevant CS, 
harmonized standards, audit and test reports. The conformity assessment has been carried out 
according to Annex IX Chapter I and III of this regulation with a positive result. The certified quality 
management system is subject to periodical surveillance by TÜV SÜD Product Service GmbH. In 
order to place the devices on the market with CE-marking, an EU Technical Documentation 
Assessment Certificate pursuant to the applicable Section(s) of Annex IX Chapter II is necessary in 
addition to this EU Quality Management System Certificate. 
For details and certificate validity see:www.tuvsud.com/ps-cert?q=cert:V10 092547 0022 Rev. 00 

Report No.: 713207167

Valid from: 2021-10-18

Valid until: 2026-10-17

Christoph Dicks
Issue date: 2021-10-18 Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V10%20092547%200022%20Rev.%2000
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Classification: C
Device Group: W020106 - RAPID TEST CHEMISTRY / IMMUNOCHEMISTRY 

INSTRUMENTS
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease

Classification: C
Device Group: W010106 - CLINICAL CHEMISTRY - RAPID TESTS & POINT OF 

CARE
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

-none-
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 10 Centennial Drive Ste 207 
 Peabody, MA 01960 USA 
 
 TÜV SÜD PSB Pte Ltd 
 1 Science Park Drive 
 Singapore 118221 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




