EC-CERTIFICATE @

Full Quality Assurance System Product Service
(Annex Il, section 3 of the Directive 93/42/EEC on Medical Devices)

No. G104 1219502 017

Manufacturer: Haemonetics Corporation
400 Wood Road
Braintree, MA 02184
USA

EC-Representative: Haemonetics UK Ltd.
5 Ashley Dr.
Bothwell, Scotland
G71 8BS

UNITED KINGDOM

Product Plasma, Apheresis,
Category(ies): Cell Saving and Processing
Blood Infusion Products

¥ « CEPTUOUKAT - CERTIFICADO - CERTIFICAT

The Certification Body of TUV Product Service GmbH declares that the aforementioned

o

i manufacturer has implemented a quality assurance system for design, manufacture and final
"”f‘ inspection of the respective products / product categories according to Annex Il section 3 of
fﬁ,’g the Directive 93/42/EEC on Medical Devices. This quality assurance system conforms to the

provisions of this Directive and is subject to periodical surveillance. For marketing of class |
products an additional Annex 1.4 certificate is mandatory. See also notes overleaf.

Report No.: DM405872

Valid until: 2010-06-04

Date, 2005-06-05 VZ %'Ve/

TOV Product Service GmbH is Notified Body according to Council Directive 93/42/EEC
concerning medical devices with identification no. 0123.
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EC-Certificate @

Full Quality Assurance System
(Annex Il, section 3 of the Directive 93/42/EEC on Medical Devices)

No. G104 1219502 017

Product Service

Facility(ies): Haemonetics Corporation
400 Wood Road, Braintree, MA 02184, USA

Haemonetics Corporation
Avenue C, Building 18, Leetsdale, PA
15056, USA

Haemonetics UK Ltd.
5 Ashley Dr., Bothwell, Scotland, G71 8BS,
UNITED KINGDOM

Haemonetics France S.A.R.L
46 bis, rue Pierre Curie, Z.I. des Gatines,
78370 Plaisir, FRANCE

Haemonetics S.A.
Signy Centre, P.O. Box 262, 1274 Signy 2,
SWITZERLAND
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