Dokiiman No TD.ECD.01

EC DEKLARASYON / Yayin Tarihi 15.05.2013

EC DECLARATION Revizyon No 9

Revizyon Tarihi 24.08.2022

AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY
Tibbi Cihaz Yénetmeligi (93/42/AT)- Medical Devices Directive 93/42/EEC

Medical Device Directive (93/42/EEC)

Firma Adi
Health Ki iA.S1
Company Name Detro Healthcare Kimya Sanayi A.S.
Adres ) ) | . 2
Adahiesse Atatiirk Mah. Cemal Giirsel cd. No:8/3 Esenyurt / ISTANBUL

Detro Healthcare, yetkili otorite SZUTEST Uygunluk Degerlendirme A.S. Onaylanmis Kurulus No.2195
tarafindan degerlendirilmistir. Bu deklerasyon Tibbi Cihaz Direktifi 93/42/AT ‘ye uyumlu olarak
hazirlanmistir,

Detro Healthcare having been assesed by SZUTEST Uygunluk Degerlendirme A.S. Notified Body
No.2195. This declaration is made in accordance 93/42/EEC.

EK-1 Tablo’sunda listelenen Endoskop Yikama ve Dezenfeksiyon Cihazi {irlinleri asagidaki tabloda yer

alan standartlara gore uretilmistir.

Endoskop Yikayici ve Dezenfektor Cihazi Uriinlerimizin

Tibbi Cihaz Yonetmeligi 93/42/AT Ek Il (Madde 4 Haric)

Tam Kalite Glivence Sistemi
Tibbi Cihaz Dezenfektani - Sinif Ilb
(93/42/AT EK IX, Kural15)
Detrowash cihazlarimizin (Ek1’e bakiniz.) bu hiikiimlere uygun oldugunu beyan ederiz.

Our Endoscope cleaner and Disinfector Device products that listed EK-1 Table produced according to
standards below.
Full Quality Assurance System
Medical Device Dissenfection - Class Ilb
(93/42/EEC Annex IX, Rule 15)
We declare that our Detrowash Devices (See Annex1. ) complies with its terms.

EN ISO 13485:2016 EN 14155: 2011 EN 62366: 2008 EN 20417:2021
ENISO 14971:2019 EN 61010-1: 2010 EN 60601-1-6: 2010 EN ISO 15883-4:2019
EN 15223-1:2021 EN 61326-1: 2013 EN ISO 15883-1: 2009

EN 62304: 2006
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Declaration Location
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Authorized in Declaration/ Title

Onay
Approve

Szutest Uygunluk Degerlendirme A.S.

2195

2195-MED-1118102
30.06.2011
28.04.2024°
05.06.2017*

istanbul

Sevket Kilig/Genel Midiir/ General Manager

i
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EK-1 Uriin Model ve GMDN Kodu Tablosu
EK-1 Product Model and GMDN Code Table

Uriin ismi
Product Name

Marka
Brand

Uriin
Modelleri
Product
Models

Marka
Brand

Uriin
Modelleri
Product
Models

GMDN

Endoskop Yikayici
Dezenfektor Cihazi /
Endoscope Cleaner
Disenfector Device

DETROWASH

DW 5001

DW 5002

DW 5003

DW 5004

DW 5005

DW 6001

DW 6002

DW 6003

DW 6004

DW 6005

DW 7001

STERIWASH

DW 7002

DW 7003

DW 7004

DW 7005

DW 8001

DW 8002

DW 8003

DW 8004

DW 8005

STR 5004

STR 6003

STR 7004

STR 8003

35012

Endoskop yikayic /
dezenfektor

/ Endoscope cleaner
disenfector

HAZIRLAYAN

ONAYLAYAN
GENEL MUDUR

YONETIM TEMSILCISI
Vo

i )

/

Digitally signed by Lungu Ion
Date: 2025.12.17 20:17:29 EET
Reason: MoldSign Signature
Location: Moldova
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