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ZERTIFIKAT © CERTIFICATE

CERTIFICATE Produc Senics

No. Q1N 11 09 62363 003

Holder of Certificate: Sphere Medical Ltd

Harston Mill
Harston

Cambridge
Cambridgeshire CB22 7GG

UNITED KINGDOM

Facility(ies): Sphere Medical Ltd
Harston Mill, Harston, Cambridge, Cambridgeshire CB22 7GG,
UNITED KINGDOM

Certification Mark:

EN |50 13485

N

Scope of Certificate: Design, development and production
of medical monitoring systems

Applied EN ISO13485: 2003 / AC: 2009
Standard(s): Medical Devices — Quality Management Systems
— Requirements for Regulatory Purposes

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.: 75914973
Valid from: 2011-11-15
Valid until: 2013-03-31
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Date, 2011-11-16

Hans-Heiner Junker

Page 1 of 1
TOV sUD Product Service GmbH KX ®Kk, Akkreditiert durch
igelr = Y Zentralstelle der Lander
Zertifizierstelle & %¥§ %  fur Gesundheitsschutz
RidlerstraBe 65 - 80339 Miinchen o Tt

*

Germany ® % ﬁ*

ZLG-ZQ-999.98.12-46 TUV




