ALATURCA' << ¢
EU Declaration of Conformity
AB Uygunluk Beyani

No. DoC-16072020-3

ALATURCA MEDIKAL DI$ TICARET SANAYi VE TICARET A.S.

Deklerasyon Sahibi / Owner of Declaration : Gazi Mustafa Kemal Mah. Fatih Cad. No:87/1
Torbali / izmir, Turkey

ALATURCA MEDIKAL DIS TICARET SANAYIi VE TICARET A.S.

Uretici | Manufacturer :  Gazi Mustafa Kemal Mah. Fatih Cad. No:87/1
Torbali / izmir, Turkey

Ve Frodoet :  Proctology examination table

Marka | Trademark :  ALATURCA

Model, Tanimlama Numarasi / !

Model, Identifi Numt :  PROCTO 03, PROCTO 04

Uriin Standartlan | Product Standards : TS7199, 150 13485:2016, IS0 9001:2015
Uriin Siniflandirmasi, Kurallar / : Classl

Device Classification, Rules

Bu AB Uygunluk Beyani yalnizca iirefici sorumlulugunda diizenlenmistir. Asagida imzas bulunan ben, igbu belgeyle, belirtilen 7 Haziran
2011 tarihli Tibbi Cihaz Yénetmelidi ile ilgili Konsey ve Avrupa Parlamentosu (AB) 2017/745 & EK-IV sayil tiiziaganin ilgili hikimlerini
karsiladigini beyan ederim. Yukarida belirtilen Direktife uygunlugu gosleren tim destekleyici belgeler ALATURCA MEDIKAL DIS
TICARET SANAYI VE TICARET A_S. firmasi tarafindan korunmaktadir. Bu beyan, imza tarihinden sonraki tim ekipmanlar igin gegerlidir.

This EU declaration of Conformily is regulated under the responsibility of the manufacturer only. The undersigned hereby declare that
he meets the relevant provisions of regulation (AB) 2017/745 & EK-IV of the Council and the European Parliament (EU) concerning
the Medical Device Regulation of 7 June 2011. All supporting documents showing compliance with the directive mentioned above
Alaturea medical Foreign Trade Industry and trade A.P. he is profected by his firm. This declaration applies to all equipment after the

date of signalure.

. CE Igaretleme Tarihi / AB Uygunluk Beyan Tarihi Yetkili Imzasi, Authorized Signature
Start of CE / EU Deciaration of Conformity Date ALATURCA MEDIKAL DIS TICARET
16.07.2020 SANAYI VE TICARET A.S
MESURE CALIS, Manager
fzmir, 16-July-2020

ALDIS TICARET

. e ! Mo AKONiM SIRKETI

s _Digitally signed by Matei Vasile i ﬂ g ; fih Cad. No:87

ALATURCA': { |} Date: 2022.09.14 15:26:51 EEST | s
Reason: MoldSign Signature % 4 135“;3533300,

Location: Moldova




CERTIFICATE

ALATURCA" . .':.
ALATURCA MEDIKAL DIS TICARET
SANAYI VE TICARET ANONIM SIRKETI

GAZiI MUSTAFA KEMAL MAH. FATIH CAD. NO:87/1
TORBALI/ {ZMiR / TURKIYE

Has been assessed and found to Comply with the Requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:
Tibbi Cihazlar Kalite Yonetim Sistemi
PRODUCTION, SALES OF HOSPITAL EQUIPMENT FOR ELECTRICAL AND

MECHANICAL MEDICAL LABORATORY PURPOSES, WALKING AIDS, MEDICAL
SUPPLIES AND MEDICAL EQUIPMENT

@LQKTRiKLi VE MEKANIK TIBBi LABORATUVAR AMACLI HASTANE EKiPMANLARI,
YURUMEYE YARDIMCI ARACLAR, TIBBi SARF MALZEMELERIN VE TIBBi CIHAZLARIN
URETIMI, SATISI

Certificate Number: 2021/MDQMS/10179 !nitial Certification Date: 20.04.2021
Belge Numarasi: 2021/MDQMS/10179 Iik Belgelendirme Tarihi: 20.04.2021

Certification Period: 3 Years Certificate Validity Date: 19.04.2023
Belgelendirme Periyodu: 3 Yil Belge Gecerlilik Tarihi: 19.04.2023

ACCREDITED

Management Systems IQR Sertifikasyon Onay
Certification Body

MSCB-135

IQR ULUSLARARASI BELGELENDIRME HiZMETLERI LTD.STE.
Besevler Mah. Kocayunus Sk. No:3 Arslan Han Plaza K:2 Nilifer / BURSA
Tel.: +90.224.266 00 16 Faks: +90.224.249 41 13 www.igrcert.com e-posta: info@igrcert.com
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