ERTIFICATE

Medical Devices Quality Management System
GERTIFICATE NO: 31732601

Detro Healtcare Kimya Sanayi A.S.

Atatlrk Mah. Adnan Menderes Cad, No:7 Esenyurt, Istanbul, Torkiye

EN ISO 13485:2016

Design, Production, Sales and Technical Service of Medical Device
Disinfectant, Endoscope Washer and Disinfector Device

Approves that the Medical Devices Quality Management System implemented for above scope.

Issue Date 22.11.2017
Expiry Date 21.11.2020 —
Revision Date/No 24.12:2098 /1. "«

The certificate inquiry is made by reading the QR codes by mobile devices, providing nedecss
.. httpyfpublicszutest.comitrof by using 8BS Noon} dbs.turkakorg s




EC CERTIFICATE
AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére

Full Quality Assurance System
Tam Kalite Glivencesi

Certificate Number: 2195-MED-1118102

Sertifika Numarasi

Manufacturer: Detro Healthcare Kimya Sanayi A.S.
Uretici Atatiirk Mah. Adnan Menderes Cad. No:7 Esenyurt, Istanbul / TURKIYE

Product(s): (1) Endoscope Washer and Disinfector Device
Uriinfter) (1) Endoskop Yikayici ve Dezenfektér Cibaz:

(2) Medical Device Disinfectants

{2) Tibbi Cihaz Dezenfektanlan

Model(s): (1) DETROWASH-(5001, 5002, 5003, 5004, 5005, 8001, 6002, 6003, 6004, 6005, 7001,
Madel(ler) 7002, 7003, 7004, 7005, 8001, 8002, 8003, 8004, 8005)
(2) DETRO PLUS OPA, DETRO FORTE, DETRO OPA, DETRO PLUS, DETROSEPT AF,
STR DIS 1008, STR SP 5001, STR DIS 1011, 8TR DIS 1012, §TR DIS 1004, SEMILAC,
AKADENT, AKADENT READY, DETROCID ENZYM, AKADENT EXTRA, DETROSAN AF,
DETRO ACTIV, DETRO CID ACTIV, AKASPRAY

Reference Report No: MM0135-P010-R01, MM0135-P010-R02, MM0135-P010-R03, MM0135-P(10-R04,
Referans Rapor No MMO0135-P012-R0O1

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assursnce system
aceording to Annex if {excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concemed with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex |1, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s).

2196 kimlik humarall Onaylanmis Kurulug Szulest, yukarida belirtiten Ureticinin S3/42/AT Tibbi Cihaz Yonetmeligi EK H{madde
4 hati) madde 3'ine gbre bir kalite ySnetim sistemi uyguladidin, bu ybnelim sisteminin y&netmeligin -sadece bahsi gsgen driinin
dretiminin glvenlik kosullarin saglama ve devam ettirme ile iighi gerekiiliklerin kargtladigini beyan eder. Onaylanan bu kalite yénetim
. sistemi 93/42/AT Tibb netmeligii EX 1, S gbire ar time ve habersiz:saha denstimierine tabidir.

Uretici, Ortnlerinin tasarminda ve y reeklestirdigi 6nemii degisiklikier Szutest'e-bildin - :
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