ZAS / 06.10

CERTIFICATE Product Service

No. Q1N 120560172 004

Holder of Certificate: Baldwin Medical
50 Parkhurst Drive Knoxfield
Victoria 3180
AUSTRALIA

Facility(ies): Baldwin Medical
50 Parkhurst Drive Knoxfield, Victoria 3180, AUSTRALIA

Certification Mark:

K. ENISO 13485

Scope of Certificate: Design and Development, Production,
Distribution and Contract Manufacture of
Single Use Medical Devices (Sterile and Non-Sterile)
such as Tubing Sets, Blood bags, Needles/cannulae,
Collection and Storage Packs

Applied EN ISO13485: 2003 / AC: 2009
Standard(s): 1SO13485: 2003
Medical Devices
- Quality Management Systems -
Requirements for regulatory purposes
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e The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
Loy above has established and is maintaining a quality system which meets the requirements of the
!ﬁ,’g‘ listed standard(s). See also notes overleaf.

Report No.: ONQ235005332A

Valid from: 2012-09-03

Valid until: 2015-08-31

H-&

Hans-Heiner Junker

Date, 2012-09-03
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