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Zertifikat

CONTOUR® NEXT Messsysteme von Bayer erfiillen
alle Anforderungen der DIN EN ISO Norm 15197:2013.
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Alle CONTOUR® NEXT Messsysteme
verwenden CONTOUR® NEXT Sensoren.
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- DIN EN ISO Norm 15197:2013 , Testsysteme fiir die In-vitro-Diagnostik — Anforderungen
an Blutzuckermesssysteme zur Eigenanwendung bei Diabetes mellitus®;

Deutsche Fassung; DIN Deutsches Institut fir Normung e.V., Beuth Verlag GmbH, 10772 Berlin

- Bernstein R. et al., ,A New Test Strip Technology Platform for Self-Monitoring of Blood Glucose®, E Con tOU r
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Daniel Brown, Brian Pflug; Accuracy and Precision Evaluation of the Contour® NEXT LINK 2.4 BGMS, E n e lt
Poster presented at ISPAD, 16.-19.10.13, Gothenburg; Sweden. R a

\_ /

‘ 138383_con_next_iso_zertifikat.indd 1 @ 31.03.15 10:26 ‘




www.lrqa.co.uk LRQA
enquiries@Irga.co.uk Lloyd’s Register Quality Assurance
+44 (0)24 7688 2343 Limited
+44 (0)24 7688 2323 Hiramford,
+44 (0)24 7688 2222 Middlemarch Office Village,
+44 (0)24 7688 2292 Siskin Drive,
+44 (0)24 7688 2309 Coventry, West Midlands,
CV3 4FJ, United Kingdom

New Business
Enquiries Training

LlOYd‘S Register CIient_Services
I_RQA geeiwher::fllinquiries

A

Regulatory Affairs LRQA Reference Number: 4003509
Bayer Consumer Care AG

Peter Merian-Strasse 84
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Switzerland

Date: 19 March 2015

Change to Approval Notification - Compliance with ISO 15197:2013

LRQA has reviewed Technical Documentation prepared by Bayer Consumer Care AG and
from assessment of the information and results of validation and verification studies
submitted, the blood glucose monitoring systems listed below are compliant with the
requirements of ISO 15197:2013 and IVD Directive 98/79/EC.

Contour™ Next

Contour™ Next USB
Contour™ Next Link
Contour™ Next Link 2.4
Contour™ Plus Link 2.4
Contour™ XT

Contour™ Plus

Contour™ TS, Model 1779A
Contour™ Model 7220

Yours sincerely,
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lan Carmichael

IVD Technical Specialist

Medical Directives Team

Lloyds Register Quality Assurance Limited
Notified Body Number 0088

Improving performance, reducing risk

Lloyd's Register, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as the
'Lloyd's Register Group'. The Lloyd's Register Group assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by
reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's Register Group
entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Lloyd’s Register Quality Assurance Limited is a limited company registered in England and Wales.
Registered number: 1879370. Registered office: 71 Fenchurch Street, London, EC3M 4BS, UK. A member of the Lloyd’s Register group.
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