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EC Certificate
Production Quality Assurance System
Directive 93l4AEeC on Medical Devices (MDD), Annex V
(Devicee in clase I in sterile conditions, sterilised systems or procedure packs)

No. G2S 039709 1280 Rev.00

Manufacturer Msdtronic lnc.
710 Medtronic Parkway
Minneapolis MN 55432
USA

Customized Devico Packs for useProduct
Category(ies): in Gardiopulmonary Surgical Procedures

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. lt is subject to periodical surveillance. See alJo notes overleaf.

Report No,:

Valid from:
Valid untll:

721 53906

2019-12-12
2A24-05-26

Date, 2015-12-12 c,e,\_
Christoph Dicks
Head of Certification/Notified Body
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TUV suD Product $ervice GmbH is Notified Body with identification no. 0123

TUV SUD Producl Service GmbH . Certification Body . Ridlerstra0e 65 . 80339 Munich . Germany

Product Servico

TL]V@

l-
(J
I

lJ-

E
E
|rI
CJ

)
c,
ct

CJ:
1l.

F
CE
ul
CJ

t
l-
\,
-s
os
t-g
EJ
CJ

o
fitlu
ffi:l,llrtr
ffi:l,tllEr

RA.1iltr

o
lrl
l-
{(J
I

u-
F
E
rll
C'

o
F
\,
E
I

]-g
IJI
N



N
i
c

o* 
* * *** -rs*T,j':::::'J'J

s#i 1l:#li,lilt?',tli I
*. -.* M€dlrhptqlukt€n I****t zLG-BS'z44.to,oo

EC Certificate
Production Quality Assurance System
Directive S3/42IEEC on Medical Devices (MDD), Annex V
(Devices in class I in sterile conditions, sterilised systems or procedure packs)

No. G2S 039709 1280 Rev. 00

@
Product Service

Facility(ies):

Parameter:

Medtronic Cardiac $urgery Division Europe
Valkenhuizerlaan 16,6466 ND Kerkrade, THE NETHERLANDS

Page 2 of 2

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

T0V SUD product Service GmbH . Certiflcation Body . RidlerstraBe 65 '80339 Munich ' Germany TUV@
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