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Notified Body No 1023

lNSTITUTE FOR TEST|NG AND CERT!FICAT|ON, lnc.
Zlin, Czech Republic - wrvw.itczlin,cz

EC Desig n-Exami nation Certlficate
No. 10 0423 CN/NB/b

issued in compliance with Council Directive 93l42lEEC as amended, which is implemented by the
Czech Government Order No. 336/2004 (Collection of Laws), certifies that the products - medical
devices of class lll

Knitted vascular patch with collagen Ra ZK
Knitted vascular prosthesis with collagen Ra K
Knitted vascular prosthesis with collagen Ra K lncompressible
manufactured by com pany

VUP Medical, á.s.
Šujanovo náměstí 3, 602 00 Brno, Czech Republic
fulfil the essential requirements specified in the Annex l of the Directive 93l42|EEC and Regulation
(EU) No, 72212012 relating to it, taking into accountthe product's intended use.

The Notified Body No. 1023 has executed the EC design-examination of the above-mentioned
products according to the Annex ll, paragraph 4, of the Directive 93l42lEEC and Article 5 of the
Directive 2003l32lEC. The detailed products description, documents, assessment procedures and
evaluation of the examination are presented in the Final Reports No.80360081112010,
No,34360238212014 and No.80360239412015, which are enclosed to this Certificate.

condition of this ceríificate use and related information:
1. lt applies only to the design of the above referenced models of the medical devices.
2, /ť does not imply that the Notified Body has performed any surveillance or control of their manufacture,
3, The manufacturer is obligated ťo assure that all medical devices of the respective models conform to the

type whose design has been approved by this Certificate,
4, The Certificate remains valid until the approved design is changed but until the 18th May 2017 at the

latest.
5. After receiving of the complementary EC Ceftificate, confirming the manufactureťs quality sysíem

approval by the Notified Body No, 1023, and fulfilling,ífi.e relevant EU legislation, the manufacturer shall
affix to each medical device, of the above referenced fidel.s, the CE-marking fotlowed by the number of
the Notified Body according to this example: "".il,_\

',i'ňr.ror.H"oo*rir. čeJelík
lssued inZlín, on 23'd March 2O15 Rbpřásentative of the Notified Body No. ,1023

Replaces the withdrawn EC Certificate No. 10 0423 CN/NB/a issued on 4th April 2014


