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PRODUCT REF CODE & PRODUCT NAME
URUN REF KODU & URUN ADI

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

BASIC UDI | TEMEL UDI

8681942658119DK

GMDN CODE & DEFINITION
GMDN KODU & ACIKLAMA

38786-Dental Matrix Band: A tape or strip of strong material
(essentially a clear plastic) or a short tube used to form a mold
around a tooth for the placement of restorative materials. The
device is usually placed behind the tooth with a matrix holder.
This is a single-carrying device.

38786-Dis Matrix Bandi: Onaric1 materyallerin yerlestirilmesi
icin bir dig etrafinda bir kalip olusturmak i¢in kullanilan giiglii
bir materyalden (genellikle seffaf bir plastik) veya kisa bir
tiipten bir bant veya serit. Cihaz genellikle bir matris tutucu ile
dis cevresinde rahatga tutulur. Bu, tek kullanimlik bir cihazdir.

CLASSIFICATION RULE & DEFINITION
SINIFLANDIRMA KURALI VE ACIKLAMASI

Class I, Rule 5
Simuf I, Kural 5

CONFORMITY ASSESSMENT ROUTE
UYGUNLUK DEGERLENDIRME ROTASI

(EV) 2017/45 & Annex IV Declaration Conformity
(ANNEX Il & ANNEX 111
(EU) 2017/45 & Ek 5 Uygunluk Beyam (EK Il & EK I1I)

APPLIED QUALITY MANAGEMENT SYSTEM

UYGULANAN KALITE YONETIM SISTEMI

EN ISO 13485:2016

APPLICABLE HARMONIZED STANDARDS
UYGULANAN HARMONIZE STANDARTLAR

EN ISO 13485:2016, EN 1041+A1:2013, EN EN
62366-1/AC:2015, NBOG 2010-1, EN 1SO 14971:
2019, EN ISO 15223-1:2016
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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 30.08.2020

ISTANBUL, TURKEY

PLACE, DATE | YER, TARIH {STANBUL. TURKIYE

THE LAST VALIDITY DATE OF DECLARATION

BELGE GECERLILIK TARIHI 10.11.2024
SIGNATURED AUTHORIZED | IMZA YETKILISI

PRRC COMPANY OFFICIAL
MEVZUAT UYUM SORUMLUSU FIRMA YETKILISI
V.DUYGU MEMIS ERKAN UCAR

Kalite ve Regulasyon Yoneticisi Genel Miidiir

Quality and Regulatory Affairs Manager CEO
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ANNEX-1 PRODUCT LIST
EK-1 URUN LISTESI

REF # Product Name Barcode No Product Picture
REF # Uriin Adt Barkod No Uriin Gorseli

Transparent Matrix

DC101 .
C1010 Transparan Matris

8681942652087




