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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

868194260TF090008ND

GMDN CODE & DEFINITION
GMDN KODU & ACIKLAMA

35552 - Forseps, dental, dis ekstraksiyonu
Dislerin ¢ikarilmasi i¢in bir tiir pense seklinde olan
bir disgilik aract

35552-Tooth extraction forceps
A dental tool in the form of a type of pliers for
extracting teeth.

CLASSIFICATION RULE & DEFINITION
SINIFLANDIRMA KURALI VE ACIKLAMASI

Class | — Other
Sinif I — Diger

CONFORMITY ASSESSMENT ROUTE
UYGUNLUK DEGERLENDIRME ROTASI

(EU) 2017/745 & Annex IV Declaration of
Conformity (Annex Il & Annex Il1)

(EU) 2017/745 & Ek IV Uygunluk Beyani (Ek IT &Ek
1))

APPLIED QUALITY MANAGEMENT SYSTEM
UYGULANAN KALITE YONETIM SiSTEMI

EN 1SO 13485:2016

APPLICABLE HARMONIZED STANDARDS
UYGULANAN HARMONIZE STANDARTLAR

EN ISO 13485:2016, EN I1SO 20417:2021, EN
1641:2009, EN ISO EN 62366-1/AC:2015, EN
1639: 2009, EN 1642:2011, NBOG 2010-1, EN
ISO 14971: 2019, EN 1640:2009, EN 1SO 15223-
1:2021.
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AS THE MANUFACTURER, WE DECLARE THAT THE MEDICAL DEVICES WHICH ARE
LISTED IN ANNEX-1, MEET THE REQUIREMENTS OF THE 2017/745 MEDICAL DEVICE

Release Date | Yayin tarihi
05.04.2018

Revision Date | Revizyon tarihi
04.01.2023

DECLARATION

REGULATIONS AND THE RELEVANT NATIONAL REQUIREMENTS.

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

BEYAN

CE MARKING START DATE
CE MARKALAMA BASLANGIC TARIHI

05.04.2018

PLACE, DATE | YER, TARIH

ISTANBUL, TURKEY
ISTANBUL, TURKIYE
29.09.2022

THE LAST VALIDITY DATE OF
DECLARATION BELGE GECERLILIK
TARIHI

29.09.2024

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

CEO

Revision No | Revizyon No
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ANNEX-1 PRODUCT LIST
EK-1 URUN LISTESI

REF # Product Name Barcode No Product Picture
REF # Uriin Ad1 Barkod No Uriin Gérseli

AUTOMATIC
CROWN
BRIDGE

OTOMATIK
KRON KOPRU
SOKUCU
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