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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 ORNEK nn

Full Quality Assurance Syste

B Tam Kalite Giivencesi %UYUKCFWCE v NOTERL

Hadimkdy Yolu @hell Binast

Certificate Number: 2195-MED-1118102@t: 1 No- 7 Cakmaki y0

: B.C®vnece/IST
Sertifika Numarasi Tet 0212 886 33 52 Faks: 886 23

HARG DANMIGA
Manufacturer: Detro Healthcare Kimya Sanayi A.$. wea

Uretici Atattrk Mah. Adnan Menderes Cad. No:7 Esenyurt, 1s a%@\‘
» . A NECE

Product(s}): (1) Endoscope Washer and Disinfector Device eqa\k

Urdn(ler) (1) Endoskop Yikayici ve Dezenfektor Cihazi

(2) Medical Device Disinfectants

(2) Tibbi Cihaz Dezenfektanlari

Model(s): L“\% (1) DETROWASH-(5001, 5002, 5003, 5004, 5005, 6001, 6002, 6003, 6004, 6005, 7001,
Model, qg-;\\(\ 7002, 7003, 7004, 7005, 8001, 8002, 8003, 8004, 8005)
& (2) DETRO PLUS OPA, DETRO FORTE, DETRO OPA, DETRO PLUS, DETROSEPT AF,
STR DIS 1005, STR SP 5001, STR DIS 1011, STR DIS 1012, STR DIS 1004, SEMILAC,
AKADENT, AKADENT READY, DETROCID ENZYM, AKADENT EXTRA, DETROSAN AF,
DETRO ACTIV, DETRO CID ACTIV, AKASPRAY, DETROSAN SFC, AKASPRAY
TUCHER

Reference Report No: MMO0135-P010-R01, MM0135-P010-R02, MM0135-P010-R03, MM0135-P010-R04,
Referans Rapor No MMO0135-P012-R01, MM0135-P014-R01, MM0135-P015-R01

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex Il (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned 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 Il, 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). For class | devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concerned with the conformity of the devices with metrological requirements

2195 kimlik numarali Onaylanmig Kurulug Szutest, yukarida belirtilen treticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde
4 harig) madde 3'iine gdre bir kalite y6netim sistemi uyguladigini, bu y6netim sisteminin yénetmeligin sadece bahsi gegen driinin

Uiretiminin giivenlik kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite yénetim

sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK I, Madde 5'e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.
Uretici, drtinlerinin tasariminda ve yapisinda gerceklestirdigi 6nemli dedgisiklikleri Szuteste bildirmek zorundadir. Steril
kondisyondaki sinif: | Urumer /gm kalrte yénetim sistemi degerlendirmesi dretimin steril kondisyonun saglanmasi ve korunmasiyla

limitlidir. Olgtim fon Iu rigin Kalite yonetim sistemi degerlendirmesi tretimin cihazlarin metrolojik sartlara uyumunu
saglamasiyla /I ?3 "
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