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Trbbi Cihaz Yiinetmelifia l93l42lAT]- Medical Devices Directive 93l41|EEC

Firma Adr

Compony Name
Adres
Address

Medical Device Directive 193 I 421 EECI

Detro Healthcore Kimyo Sanoyi A.$.1

Atat1rk Moh, Cemol G(irsel cd, No:8/j Esenyurt / ISTANBUL2

Detro Healthcare, yetkili otorite SZUTEST Uygunluk De[erlendirme A.$. Onaylanmrg Kurulug No.2195
taraftndan defierlendirilmigtir. Bu deklerasyon Trbbi Cihaz Direktiti93/42/AT'ye uyumlu olarak
hazrrlanmrgtrr.

Detro Healthcare hoving been ossesed by SZUTEST Uygunluk Defierlendirme A.$. Notified Body
No.2795. This declarotion is made in accordance 93/42/EEC.

EK-1 Tablo'sunda listelenen Endoskop Yrkama ve Dezenfeksiyon Cihazl rlrlinleri agafrdaki tabloda yer
alan standartlara 96re tiretilmigtir.

Endoskop Yrkayrcr ve Dezenfektiir Cihazr tl rti n lerim izi n

Trbbi Cihaz Yonetmelifii 93/42lAT Ek ll (Madde 4 Harig)

Tam Kalite GUvence Sistemi
Trbbi Cihaz Dezenfektanr - Srnrf llb

(93/42lAT Ek lX, Kural15)
Detrowash cihazlartmtztn (Ek1'e bakrnrz.) bu hUkrlmlere uygun oldupunu beyan ederiz.

Our Endoscope cleoner ond Disinfector Device products that listed EK-l Toble produced according to
stondords below.

Full Quolity Assurance System

Medicol Device Dissenfection - Class llb
(93/42/EEC Annex lX, Rule 75)

We declore thot our Detrowash Devices (See Annexl. ) complies with its terms.

EN ISO 73485:2076 EN 74155:2077 EN 62366:2008 EN 20477:2027

EN ISO 74971:2079 EN 61070-7:2010 EN 60601-7-6:2070 EN ISO 15883-4:2019

EN 75223-7:2027 EN 67326-7:2073 EN ISO 75883-7:2009

EN 62304:2006
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Numarasr

Notified Body ldentify Number
Sertifika No
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Certilicate Pu blication Date
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Beyan Yeri
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Beyanda Bulunan / Unvan
Authorized in Declaration/ Title

Onay
Approve

Szutest Uygunluk De[erlendirme A.$.

2195

2195-M ED-11"18102

30.06.2011

28.04.20243

05.06.20174

ista nbul

$evket Krlrg/Genel MLldtlr/ General Manager
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EK-1 Urtin Model ve GMDN Kodu Tablosu

EK-7 Product Modelond GMDN Code Toble

HAZIRLAYAN

YONETiM TEMSiLCiSi

ONAYTAYAN

GENEL MUDUR

I

Marka
Brand

Uriin
Modelleri
Product
Models

IDNrfoauct tY(rme 
I 

brano

Endoskop Yrkayrcr

Dezenfektdr Cihazr

Endoscope Cleaner

Disenfector Device

DETROWASH

DW 5001

STERIWASH

35012

Endoskop yrkayrcr /
dezenfektor

/ Endoscope cleaner

disenfector

DW 5002

DW 5003

DW s004 STR 5OO4

DW 5005

DW 6001

DW 6002

DW 6003 STR 6003

DW 6004

DW 6005

DW 7001

DW 7002

DW 7003

DW 7004 STR 7OO4

DW 7005

DW 8001

DW 8002

DW 8003 sTR 8003

DW 8004

DW 8005
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