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Directive 93 /42 /EEC on Medical devices, Annex II (4)

CE Certiso Ltd., Organisation for Certification and Testing on the Field of
Medical and Hospital Engineering (NB 2409) certifies that the following manufacturer’s
quality management system concerning to the listed devices and device categories
meets the requirements of the related requirements of the directive.

Name of the manufacturer:

Denti System Kft.

Headquarters: H-6600 Szentes, Ipartelepi ut 18-22. HUNGARY
Manufacturing plant: H-1112 Budapest, Tippan u. 2. A 1épcséhaz 8. HUNGARY
Scope:

Dental bone matrix implant, synthetic

The certificate covers the following devices:

Risk

Description of the device | Intended use Model R e

replacing bone lost,
promoting the OSSYRESORB @ III.
ingrowth of bone

Dental bone matrix implant,
synthetic

This certificate is valid only with the system certificate No. 144490-14-05-18 and with
the annexes, in case of successfully conducted annual surveillance audits.
CE Certiso

ID number of the related audit report: 51-G1-140407 Orvos- és Kérhaztechnikai
Ellentrzd ss Tandsito Kift.

Eudpm's Gyér u. 2.
Issue: 1 /ﬂ23147049 -2-13
[ssued: 18 May 2014
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First issued: 18 May 2014
Start date of certified status: 18 June 2012 Valte APP by
' General Manager

Expires:

17 May 2019

CE Certiso Ltd., Organisation for Certification and Testing on the Field of Medical and Hospital Engineering
H-2040 Budabrs, Gyar u. 2. BITEP, Gabor Dénes kit. 101.

Tel.: +36 23 880 830 / Fax: +36 23 880 831 / info@cecertiso.hu / www.cecertiso.hu
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