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Given in Annex-1.
Ek-1"de listelenmistir.

BASIC UDI | TEMEL UDI

8681942658126DG

GMDN CODE & DEFINITION
GMDN KODU & ACIKLAMA

45008-Dental Band Tensior

Dental matrixband tensior is a hand-held, toothed tool designed to
tighten a matrix band around a tooth prepared for dental
restoration. It is a rod-like device, typically designed with a hand-
controlled rotational motion at its distal end to insert and compress
a retainerless matrix band around the tooth. When the matrix band
is placed, this devices is removed offering a clear field of view.
Some types may have a torque control mechanism to limit over-
tensioning. This is a reusable device. Type: Current Term.

45008- Dental matris band gergi cihazi

Dis restorasyonu i¢in hazirlanan bir dis etrafinda bir matris bandi
sikmak i¢in tasarlanmus, elle tutulan, disli bir alet. Cubuk benzeri
bir cihazdir, tipik olarak, dis etrafinda tutucusuz bir matris bandina
sokulmasi ve sikistirtlmasi i¢in distal ucunda elle kontrol edilen bir
donme hareketi ile tasarlanmistir. Matris band1 yerlestirildiginde,
bu cihaz net bir goriis alan1 sunan ¢ikarilir. Bazi tiplerde asirt
gerdirmeyi sinirlamak i¢in bir tork kontrol mekanizmasi
bulunabilir. Bu tekrar kullanilabilir bir cihazdir. Tiirii: Gegerli
Terim.

CLASSIFICATION RULE & DEFINITION
SINIFLANDIRMA KURALI VE ACIKLAMASI

Class I-Other, Rule 5
Sinif [-Diger, Kural 5

CONFORMITY ASSESSMENT ROUTE
UYGUNLUK DEGERLENDIRME ROTASI

(EV) 2017/45 & Annex IV Declaration Conformity (ANNEX
I1 & ANNEX I11)
(EU) 2017/45 & Ek 5 Uygunluk Beyani (EK II & EK III)

APPLIED QUALITY MANAGEMENT
SYSTEM
UYGULANAN KALITE YONETIM SISTEMI

EN ISO 13485:2016
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APPLICABLE HARMONIZED STANDARDS
UYGULANAN HARMONIZE
STANDARTLAR

EN 1SO 13485:2016, EN 1041+A1:2013, EN 1641:2009, EN
62366-1/AC:2015, NBOG 2010-1, EN I1SO 14971: 2019, EN
ISO 15223-1:2016.

DECLARATION

AS THE MANUFACTURER, WE DECLARE THAT THE MEDICAL DEVICES WHICH ARE
LISTED IN ANNEX-1, MEET THE REQUIREMENTS OF THE 2017/745 MEDICAL DEVICE
REGULATIONS AND THE RELEVANT NATIONAL REQUIREMENTS

BEYAN

URETICI OLARAK EK-1'DE BELIRTILEN TIBBI CIHAZLARIN 2017/745 TIBBI CIHAZ
YONETMELIGI VE ILGILI ULUSAL GEREKLILIKLERI KARSILASTIGINI BEYAN EDERIZ.

CE MARKING START DATE
CE MARKALAMA BASLANGIC TARIHI

27.05.2021

PLACE, DATE | YER, TARIH

ISTANBUL, TURKEY, 10.11.2022
ISTANBUL, TORKIYE

BELGE GECERLILIK TARIHI

THE LAST VALIDITY DATE OF DECLARATION

10.11.2024

SIGNATURED AUTHORIZED | IMZA YETKILISI

PRRC

MEVZUAT UYUM SORUMLUSU
V.DUYGU MEMIS

Kalite ve Regulasyon Yoneticisi

Quality and Regulatory Affairs Manager

COMPANY OFFICIAL

FIRMA YETKILISI
ERKAN UCAR /
Genel Miidiir » Wl
CEO
A
« A9
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ANNEX-1 PRODUCT LIST
EK-1 URUN LISTESI

REF # Propuct Name Barcode No Prpduct Picture
Urlin Ad1 Barkod No Urtin Gorseli

_ d43NIV1l3Y ASVY

DC1061 MATRIX RETAINER 08681942650342




