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Osypko MedicslGmbH

Grossbeerenslrosse I 84
D-12277 Berlin . Germony

Telefon: +49 f30l Z4l 6058
Telefox: {49 {30} 74tg 2SA7
E-Moit: moil@osypkomed.com

Gros*beerenstra$$e 1 84
12277 Berlin
Gernany

declare under our sole responsibility, that the medical device

$t. Jude Medical Model g0ZZ
External Single Chamber Pacemaker

including acces$ories

is in conformity with the act on Medical Devices, the Medical Device Directive
9&l42lEEC and the applicabte standards and regulation.
This Declaration of Conformity covers all in our company manufactured loads of
the above mentioned device, which are rabelled with the cE mark.
This Declaration of Conformity is based on the Full Quality Assurance $ystem
certification with the registration number Gl 05 05 39212 007 issued by the
Notified Body Nr. 0123, the TUv Product $ervice GmbH in Munich.

Berfin, June 22,2AA5

7&*t
Plant Manager Quality Manager

Geschoftsftihrer: Dr.-lng. Markus Osypk$
Registergericht: Berlin-Chorloffenburg HRg Z S7g7
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0$ypk6 Msdical Gmfo,Fl. Grossheeren$tr. 184 ,A-12271 Bertin

We,

Osypka Medical GmbH
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Drosdner Bqnk AG Lonoch'Konto-Nr.: 6 d04 0/g 00
BtZ; 680 800 30 . SwrFI-BtC.: DRES DF FF
IBAN: DE26 6808 0030 0660 4079 OA


