EC CERTIFICATE

AT SERTIFIKA

According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek Ve gére

Production Quality Assurance System
Uretim Kalite Giivencesi

Certificate Number: 2195-MED-1110801

Sertifika Numarasi

Manufacturer: Ondent Tibbi Malzeme Dis Protez ithalat ihracat San. ve Tic. Ltd. $ti.
Uretici Karacaoglan Mh. 6166 Sk. No: 32/1 J Bornova, zmir, TURKIYE

Product(s): (1) PMMA Disc and Block
Uriin(ler) (1) PMMA Disk ve Blok
(2) Zirconium Dioxide Coloring Liquid
(2) Zirkonyum Dioksit Renklendirici Sivi
(3) Polyamide Disc and Block
(3) Polyamid Disk ve Blok
(4) Resin for 3D Printer
(4) 3D Yazici igin Regine

Model(s): Product specifications are stated on the following page(s).
Model(ler) Uriin detaylar ilerleyen sayfa(lar)da belirtilmistir.

Reference Report No: MM0407-P004-R01, MM0407-P004-R02, MM0407-P006-R01, MM0407-P006-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex V, Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system covers those aspects of
manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and conforms to the provisions of
this Directive. The approved quality system is subject to surveillance pursuant to Annex V, Section 4 of Directive 93/42/EEC and
unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices with
sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is restricted to the
aspects of manufacture concerned with the conformity of the devices with metrologica! requirements.

2195 kimlik numarali Onaylanmis Kurulus Szutest, yukarida belirtilen direticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V béliim,
3'iine gére bir kalite yénetim sistemi uyguladigini, bu y6netim sisteminin yénetmeligin sadece bahsi gegen iiriiniin iretiminin giivenlik
kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite yénetim sistemi, 93/42/AT Tibbi
Cihaz Yénetmeligi EK V, bolim 4’e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, driinlerinin tasanminda ve yapisinda gerceklestirdigi 6nemli degisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sinif | iiriinler igin kalite y6netim sistemi degerlendirmesi tiretimin steril kondisyonun saglanmasi ve korunmasiyla limitlidir.
Olgiim fonksiyonlu sinif | drdinler igin Kalite yonetim sistemi degerlendirmesi diretimin cihazlarin metrolojik sartlara uyumunu saglamasiyla
limitlidir. :

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikasi 2024-05-26 tarihine kadar gegerlidir.

Issue Date/Yayin Tarihi: 2011-04-18 g = Rukiye BALKAN
Revision No./ Revizyon No.: 06 Rev./Rev. ~L Deputy General Manager
Revision Date/ Revizyon Tarihi: 2021-05-25 o Genel Mudiir Yardimeist

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 iISTANBUL / TURKIYE

Szutest.com.tr




Certificate Number: 2195-MED-1110801

Sertifika Numarasi

Product Specifications:
Uriin Detaylari

PMMA Disc and Block
PMMA Disk ve Blok

TEMPO-CAD Monocolor Disc
TEMPO-CAD Monocolor Block
TEMPO-CAD Multicolor Composite Disc
TEMPO-CAD Multicolor Composite Block
TEMPO-CAD Monocolor SHT Disc
TEMPO-CAD Monocolor SHT Block
TEMPO-CAD Multicolor SHT Disc
TEMPO-CAD Multicolor SHT Block

Zirconium Dioxide Coloring Liquid
Zirkonyum Dioksit Renklendirici Sivi

ColorOn CLASSIC Dental Coloring Liquid for Zirconia

ColorOn TRANSLUCENT Dental Coloring Liquid for Translucent Zirconia

ColorOn GLACE for Dental Technology

ColorOn CREASION BODY Dental Coloring Liquid for Zirconia & Translucent Zirconia
ColorOn CREASION MARGIN Dental Coloring Liquid for Zirconia & Translucent Zirconia
ColorOn CREASION OCCLUSAL Dental Coloring Liquid for Zirconia & Translucent Zirconia

Polyamide Disc and Block
Polyamid Disk ve Blok

POLY ON Multicolor Composite Disc
POLY ON Multicolor Composite Block
POLY ON Monocolor Composite Disc
POLY ON Monocolor Composite Block
FLEX ON Monocolor Granul

Resin for 3D Printer
3D Yazici igin Regine

- Print ON Cyclone Temp
- Print ON Cyclone Splint
Print ON Cyclone Denture
Print ON Cyclone Diamond Glaze

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahallesi, AkiF inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr




CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI

According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)’ye gére

Effected Certificate Number(s): 2195-MED-1110801
Etkilenen Sertifika Numarasi(larr):

Manufacturer: Ondent Tibbi Malzeme Dis Protez ithalat ihracat San. ve Tic. Ltd. Sti.
Uretici Karacaoglan Mh. 6166 Sk. No; 32/1 J Bornova, lzmir, TURKIYE
Product(s): No change S

Uriin(ter) Degisiklik mevcut degildir.

Model(s): No change
Model(ler) Degisiklik mevcut dedildir.

Reference Report No: MMO0407-P009-R01
Referans Rapor No

Definition of the Change: The revision of expiry date as 2024-04-14
Degisikligin Tanimi Sertifika gegerlilik stiresinin 2024-04-14 olarak dedistirilmesi

SZUTEST, Notified Body 2195, declares and the above-mentioned manufacturer has initiated an insignificant change according to
Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s) has
been changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2195 kimlik numarali Onaylanmis Kurulug SZUTEST, yukarida belirtilen dreticinin (AB) 2017/745 Regilasyonu Madde 120(3)’e ve
MDCG 2020-3 rehber doktimanina gére Snemli olmayan bir degisiklik ytirdttigini ve bu sebeple etkilenen 93/42/AT sertifika(lar)indaki
bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler i¢in bir onay niteliginde olup farkh bir amacla kullamlamaz.

Issue Date/Yaymn Tarihi: 2022-02-15 > % 2\, 0 Rukiye BALKAN
S / = Deputy General Manager
Genel Miidiir Yardimetsi
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