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Product Service

EC Certlflcate

Production Quality Assurance System
Directive 90/385/EEC on Active Implantable Medical Devices (AIMDD), Annex 5
(Other devices than custom made or intended for clinical investigation)

No. 12 039709 1117 Rev.g 01
Manufacturer; ‘Medtronic, Inc.
i | 710 Medtronic Parkway

Minneapolis, MN 55432
USA ; .

|

Product: | ER Implantable Leads for AIMDs
Accessories for Implantable Leads for
AIMDs

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has |mplemented a‘quality assurance system for manufacture and final inspection of the
respective devices'/ device categories lin'aécordance with AIMDD Annex 5. This quality assurance
system conforms to the requirements ofthis Directive and'is subject to periodical surveillance. For
marketing of the devices / device catégories an additional Annex 3 certificate is mandatory. All
applicable requirements of the testlng and certification regulation of TUV SUD Group have to be
complied with. For details and certlﬂcate validity see: www.tuvsud.com/ps-cert?q=cert:|2 039709 1117
Rev. 01
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Date, 2021-03-31
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17, <Christoph Dicks
- Head of Certification/Notified Body
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