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ZERTIFIKAT e CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q1N 11 06 63350 036

Holder of Certificate: Fenwal, Inc.
Three Corporate Drive
Lake Zurich IL 60047
USA

Certification Mark:

N ENISO 13485 /
N

Scope of Certificate: Design and Development, Production,
Sales, Distribution, Installation and
Servicing of Medical Devices,
Disposables, Solutions and
Accessories for the Collection,
Processing and Storage of Blood
and Blood Components

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.: NM1101239
Valid from: 2011-07-22
Valid until: 2014-06-30

H-&

Date, 2011-07-25
Hans-Heiner Junker
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ZERTIFIKAT & CERTIFICATE ¢

Product Service

CERTIFICATE
No. Q1N 11 06 63350 036

Applied Standard(s): EN SO 13485:2003/AC:2009
Medical Devices - Quality Management Systems -
Requirements for Regulatory Purposes

Facility(ies): Fenwal, Inc.
Three Corporate Drive, Lake Zurich IL 60047, USA

Fenwal International, Inc.
Road 357, Km 0.8, 00606 Maricao, PUERTO RICO USA

Fenwal International, Inc.
Camino Real Industrial Park Road #122, 00683 San German,
PUERTO RICO USA

Fenwal International, Inc.
Carretera Sanchez Km 18.5, Parque Industrial Itabo, Zona Franca
Ind. de S.C., Haina, DOMINICAN REPUBLIC

Fenwal France SAS
Etaille, 36-400 La Chatre, FRANCE
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