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product Service

.Autotransfusi6n Systems and Associated Disposabtes

.Gentrifugal Blood Pumps

.Bio€onsole Drive Units.Bio€onsole Units

.FIow tVlon itoiliilg Systems
,.eioical Btood'jfeniperature Controtter

i 'Temp.erature Monitoring systems and Associated Disposabtes
, r | .Blood Monitoring Systems

.Cardioptegia Oeiivery Systems
r, 1Qi9go.9qptq, Btood Handting Devices used for Open Heart:. .Sirngiery.', . !r:'.: '

.Arterlal Filters
I :;,, ,;, iflilygenators including Heat Exchangers, with and without

Cdidiotomy Reservoirs
: .Cardigtomy Venous Reservoirs

o!
cF, and Disposable Perfusion Devicesr fgiqpqsgbfe Medicqt Devices for Drainage Systems

; , ; lQisp.ospplB,[vle{iqqt Devices for use in Extricorporeat Support:
.. r._Gardiopleg ia, Cann u lae, Catheters, Ventin g, Suction

This quality assurance system conforms to lhe requirements of this Directive and is subject to
periodicalsurveillance. For marketing of class lll deviees an additionalAnnex ll (4)certiiicate is
mandatory. See also notes overleaf. I

Directive 93l42lEEc on Medical Devices (MDD), Annex ll excluding
(Devices in Class lla, llb or lll) '
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EC Certificate
Full Quality Assurance System

Manufacturer:

Product Category(ies) :

,.

(4)

Medtronic, lnc.
710 Medtronic Parkway
Minneapolis, MN 55432
USA ]
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Devices
ng Devices

The Certification Body of TUV SUD
manufacturer has implemented a qualiti
rnspection of the respective devices / device categories in accordance with MDD Annex ll,

Report No.:

Valid from:
Valid until:

Date, 2020-04-29

Certification/Notified Body
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TUV suD Product service GmbH is Notified Body with identification no. 0123

Body. RidlerstraBe 65 .80339 Munich . Germany
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TUV SUD Product Service GmbH . C
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