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Notified Body No 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zhn, Czech Republic-www ilczin cz

ECCERTIFICATE
No. 13 0639 .QS/NB OBL

Issued in compliance with the Counc1l Directive 93/42/EEC as amended which i1s implefented by the
Crech Government Order No. 336/2004 (Collection of Laws) Certifies that the prod@cis - medcsl
devices of Class lIb,

Internal Hex Conical Implant Assembly
Internal Hex Cylindrical Implant Assembly

Manufactured by company

OOO NPO VITADENT
26 Posadskaja str., Yfa, 450001, Russia

are manufactured-under conditions fulfilling the quality system requirements of Annex 11 Section 3 2
of the Directive Q9VA2/EEC  as amended

The Notified Body No 1023 has performed an audit of the above products qually system covenng
the design. Manufacture and fnal inspection of the certified products. The quality system has been
assossed, approved and 1s subject to continuous survelllangé according to Annex |l Sectons 3 3
and 5 , of the Directive 9342/EEC  The delalled descriplion of the system parls, requirements and
measures apphed by the manufactUrer are preésented in the Fnal Report No 80360 %07/20773

which Is enclsed to this Cedificale

Condition of this Certiicate usa@nd relaledintonation

1. N apphes only fo the qulity system maiptaingd in the manufacture of above referenced models of
dovices and il doos ndd substifite the designior fype-examination procedures, if requested

2 The Certificate remams valid untibtbo mabufactunng conditions or the qualty syslem are
untd the 28 Feboswy 2017 al the Jatest

3 The Cenificate valiidity is conbditonod by positive results of survellance auvdits

4. Afer hiifiling the relevant EU legiSlation, the manufacturer shall affix fo each medical device, of tle sbove !
mark foflowod by the namber of the Nolified Body according lo this example

yanoed but
changed DL

Issved in Zlin, on 28/02/2013
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