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Model 8637, SynchroMed Il Programmable Pump
Version Description
2.4 This version contains Updatéd stanoaras versions ana cenmcate numoers. This EC DoC
contains information for the AIMD and R&TTE Directives.

1. GENERAL DEVICE INFORMATION

GENERAL DEVICE INFORMATION

Medtronic Inc.
arw; 710 fMedironic Parkway
Mantacturer: Minneapolis MN 55432
HSA
Description of device concerned: SynchroMed ll Programmable Pump
Model number: 8637
Variants: 8637-20, 863740

2. EC DECLARATION OF CONFORMITY

SPECIFIC EC'DECLARATION OF CONFORMITY INFORMATION
Medtronic B.V.
T Ear Bakkenstraat 10

ECRepressntativa: 6422 PJ Heerlen
The Netherlands

GMDN Code: 35687

GMDN Term: Infusion pump, implantable, programmable

Classification, rule: AIMD

Conforimity Assessment Roité: Annex 2.3 with Annex 2.4

EC Cettificate: I7 10 05 39709 658

EC Quality System Cartificate: 11 10 05 39709 652

" . ] TuV SUD PS GmbH, Ridlsrstrasse 65, D-80339 Milnchen,

Name of Notified Body: Germany

Notified Body ldentification Number: 0123

Statement;

I, the undersigned, hereby declare that the Medical Device(s) categories specified above and provided with the CE marking,

meet the pisvisions of the EC Directive 80/385/EEC, including amendmenis issued in the years following, which apply to themi.

This declaration is supported by the above Certificate(s) according to the provisians of relavant Annex{es) of above Directive.

This declaration applies to all devices specified above distributed from the signature date forward.

Form MEDN-02686 version 10.0
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ZERTIFIKAT # CERTIFICATE

Product Service

=w woi Ll lCﬂH

Full Quality Assurance System \
Directive 90/385/EEC on Active Implantable 2 excluding (4)
(Other devices than custom made or intendec

No. 11 039709 1245 Rev. 00

Manufacturer: Medtronic, Inc.
710 Medtronic Parkway
Minneapolis MN 55432
USA

Programmers and external components for AIMDs

Product:
Application Software (external)

The Ceriification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with AIMDD Annex 2. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of the devices / device categories an additional Annex 2 (4) certificate is
mandatory. See also notes overleaf.

Report no.: 713158134
Valid from: 2019-10-04
Valid until: 2024-05-26
Date, 2018-10-04
Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH » Certification Body * Ridlerstrafie 65 « 80338 Munich » Germany
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] Facility(ies): Medtronic Neuromodulation
' : 7000 Central Ave. N.E., Minneapolis MN 55432, USA
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== Design Facility: Medtronic Neuromodulation
:;' 7000 Central AVe. N.E., Minneapolis MN 55432, USA
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