EC CERTIFICATE

AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II've gére

Full Quality Assurance System
‘Tam Kalite Glivencesi

Certificate Number: 2195-MED-381513401

Sertifika Numaras:

Manufacturer: SC MEDIKAL URUNLER SANAYI VE TiCARET LTD. §Ti.
Uretici Pancar Mah. Gol Sk. No:52/A Torbal/lzmir/TURKIYE

Product(s): (1) Sterile Dental implant & Cover Screw
Urin(ler) (1) Steril Dental Implant & Kapama Vidast

(2) Non-Sterile Abutments

(2) Steril Olmayan Ustyapi Bilesenleri

Model(s): Product specifications are given on the second page.
Model(ler) Urun detaylan ikinci sayfada belirtiimektedir,

Reference Report No: MM0489-P004-R01, MM0489-P004-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has impiemented a quality assurance system
according to Annex Il (excluding section 4), 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 I, Section 5 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 metrological requirements

2195 kimlik numarali Onaylanmis Kurulug Szutest, yukarida belirtilen Greticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll{madde
4 harig) madde 3’line gbre bir kalite yénetim sistemi uyguladigini, bu yonetim sisteminin-yénetmeligin sadece bahsi gegen driindin
tretiminin giiveniik kogullarnini saglama ve devam ettirme ile ilgili gerekiiliklerin kargtladigiini beyan eder. Onaylanan bu kalite yonetim
sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK I, Madde 5'e gére periyodik olarak g6zetime ve habersiz saha denetimlerine tabidir.

Uretici, driinferinin tasanminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki siruf | iriinler igin kalfite ybnetim sistemi dederiendirmesi dretimin steril kondisyonun saglanmast ve korunmastyla
timitlidir. Olgiim fonksiyoniu sinif | Griinler igin Kalite yénetim sistemi dederlendirmesi iiretimin cihazlarin metrolojik sartiara uyumunu
saglamastyla limitlidir. '

This EC certificate js valid till 2024-05-26.
Bu AT Sertifikas: 2024-05;26 tarihine kadar gegeriidir.

Issue Date/Yayin Tarihi: 2015-05-14 Rukiye BALKAN
Revision No./ Revizyon No.: 02 Recertification/ Yeniden Belgstendirme Deputy General Manager
Revision Date/ Revizyon Tarihi: 2019-09-20 # Genel Middr Yardimeisi
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Certificate Number: 2195-MED-381513401
Sertifika Numarasi

Product Specification:
Urtin Detaylari

(2) Non-Sterile Abutments
(2) Steril Olmayan Ustyap! Bilesenleri

1. Straight, Angled, Solid, Ball Head, with Screw, Locator, Cad-Cam, Transient, with Healing Head,
Without Hex, Interface

1. Daz, Agili, Solid, Top Baglikli, Vidali, Locator, Cad-Cam, Gegici, lyilestirme Baghkh, Alti Kogesiz,
Interface

- Screw (Standard, Laboratory, Multi Abutment, Abutment, Angled Locator)

. Vida (Standart, Laboratuvar, Multi Ustyapt, Ustyapi, Agili Locator)
3. External Hex System Narrow Platform
3. External Hex Sistem Dar Platform
4. USA External Hex System Platform (Narrow, Wide)
4. USA External Hex Sistem Platform (Dar, Genis)
. Internal Hex System Platform (Narrow, Normal, Wide)
. Internal Hex Sistem Platform (Dar, Normal, Genig)
6. Trilobe System (Narrow, Normal, Wide)
6. Trilobe Sistem (Dar, Normal, Genis)
7. Click System (Narrow, Normal, Wide)

7. Click Sistem (Dar, Normal, Genig)
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