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ITC

Notified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.

. Zlin, Czech Republic - www.itczlin.cz

EC CERTIFICATE

No. 14 0617 QS/NB/a

issued in compliance with the Council Directive 83/42/EEC as amended, which is implemented by

the Czech Government Order No. 54/2015 (Cobection of Laws), certifies that the product — medical
devices of Class lib

Dental Implants and Abutments
Brand name: DM Dent Ltd.

fs manufactured under conditions fulfilling the guality systen requirements of Annex Ii, Section 3.2,
v of the Directive 33/42/EEC, as amended.

The Nelified Body No. 1023 has performed an audit of the atove product guality system covering
the design, manufacture and final inspection of Lhe certified praducts. The quality system has been
assessed, approved and is subject to conlinuous surveillance according to Annex I, Sections 3.3,
and 5., of the Directive 93/42/EEC. The detalied description of the system paris, requirements and
measuras applied by the manufacturer gre presented in (he Final Report No. 803802225/2014
o03602 32872014 and 343603109/2015 which is enclosed to this Cerificate.

- Corditien of ils Ceriifcale use and relgted information;

1. it apoiies only fo the guaify syStem maimsined i the manufachire of above referenced models of medical
i davices and it does mol subslifufe the design or fype-Bxamination procedires, if requasied!

2 The Cenificate remains valid uelll the manufacturing condiions or the quallly system are changed bt
undi ifie 12 Juna 2019 &i e lafest

3. Tha Cenificate valicily s conditioned by pasitive mesulls of surveiliance aidits.

| 4 Affer fulfliifing ihe relevant EL Jogistation, the mamufachrer shall affix fo cach medical device, of the sbove

mfamenced mooels, the CE-marking fofowed by the nomber of the Notiied Body acoording fo this
BNATIG:

4 : 1023 "~ %4’ RNDr. Radomir Cevélik
lssued in Zlin, on 13" July 2015 Representative of tha Notifiad Body Mo 1023
(This canificate raplace withdraw cerliicate no. 14 0617 OS/NE lssue on 23th October, 2074)
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