
EC.CERTIFICATE
Full Quality Assurance System
{Annex ll, s€G-tion 3 of the Directive 9342iEEC on Medical Devicea)

No. Gl 06 05 44132 005

Manufacturer: EKF-diagnostic GmbH
Ebsndorfer Chaussee 3
39179 Barleben / Magdeburg
GERMANY

EKFdiagnostic GmbH
Ebendorfer Chaussee 3,39179 Barleben / Magdeburg,
GERMANY

Facility(ies):

Product clucose control and regulation systems (CLAMP),
Oxygen saturation sensors and monitors,
Oxygen sensorg and monitors

Category(ies):

The Certiticätion Body of TÜV SÜD Produd Service GmbH declares lhat the aforemenlioned
manufacturer has implemented a qu€lity ässuränce system for design, manufecture and final
insp€ction of lhe respoctive products / product cat€gories according to Annex ll section 3 of lho
Dkedive 9342EEC on Medical Devices. This quality a6surance system conforrns to the
provisions ofthis Directive and is subject to periodical surveillanc€. For marketing ol class lll
products an addilional Annex ll.4 certificate is mandatory. See also notes ovedeaf.

Report No.r

Valld ul||il:

70112570

2011-11-26

fZ tr*Date, 200G0&23
2i5609

]ÜV sÜD Prcduct service GmbH is Notifi€d Body according to council Dr€ctive 9t42lEEc
conceming medical devices with identmcstion no- 0'123.
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