
@

lTG
Notified Body No 1023
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Zlin, Czech Republic - www,itczlin.cz

Ec cERTlFlcATE
No. 10 0422 QS/NB/b

lssued in compliance with the Council Directive 93l42lÉEC 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 company

VUP Medical, á.s.
xSujanovo náměstí 3, 602 00 Brno, Czech Republic
are manufactured under conditions fulfilling the quality system requirements of Annex ll, Section 3.2
of the Directive 93l42lEEC and Regulation (EU) No. 72212012, as amended,

The Notified Body No. 1023 has performed an audit of the above products qualitysystem covering
the design, manufacture and final inspection of the certified products. The quality system has been
assessed, approved and is subject to continuous surveillance according to Annex ll, Sections 3.3.
and 5, of the Directive 93l42lEEC. The detailed description of the system parts, requirements and
measures applied by the manufacturer is presented in the Final Reports No.B0360O811l201O,
No.34360238212014 and No.80360239412015, which are enclosed to this Certificate.

condition of this ceftificate use and related information:

1. lt applies only to the quality sysťern maintained in the manufacture of the above referenced models of the
medical devices and it does not substitute the design or type-examination procedures.

2, The Ceftificate remains valid until the manufacturing conditions or the quality sysťem are changed but
until the 18th May 2017 at the tatest,

3. The Ceríificate validity is conditioned by positive resu/ťs of surveillance audits.
4. After receiving of the complementary EC Design-Examination Ceftificate related to the above referenced

models, and fulfilling of the relevant EU legislation, the manufacturer shall affix to each medical device, of
the above referenced models, the CE marking,followed býl,Qe number of the Notified Body according to
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, ',,ii; ,1:,'RNDr. Radomír čevdlit<
' Representative of the Notified Body No. 1023lssued inZlín,on23'd March 2015

Replaces the withdrawn EC Certificate No. 10 0422 QS/NB/a issued on 4th April 2014


