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According to Annex |l of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek IlI'ye gbre

Full Quality Assurance System
Tam Kalite Guvencesi

Certificate Number: 2195-MED-2004501

Sertifika Numarasi

Manufacturer: Necm Kimya Akaryakit Uriinleri Medikal Malzemeler San. ve Tic. Ltd. Sti.
Uretici Battalgazi Mah. Sark Cad. Aytop Gida Sanayi Sitesi | Biok No:14 Sultanbeyii,
istanbul, TORKIYE

Product(s): Medical Devices Disinfectants
Uriin(ler) Medikal Cihaz Dezenfektanlan

Model(s): Product models are stated on the second page.
Model(ler) Uniin modelleri ikinci sayfada belirtilmigtir.

Reference Report No: MMQ0777-P001-R01, MM0777-P001-R02
Referans Rapor No

Szutest, Nofified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex i (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 ll, Section § of Directive
93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or censtruction 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 concemed with the conformity of the devices with metrological requirements

i
2195 kimlik numarah Onaylanmig Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde 4
harig) madde 3'iine gére bir kalite yGnetim sistemi uyguladigin, bu yénetim sisteminin yonetmeligin sadece bahsi gegen lriniin tretiminin
giivenlik kogullanm saglama ve devam ettirme ife ilgili gerekiiliklerin kargtladigini beyan eder. Onaylanan bu kalite yénetim sistemi,
93/42/AT Tibbi Cihaz Yénetmeligi EK /I, Madde 5'e gbre periyodik olarak gbézetime ve habersiz saha denetimlerine tabidir.

Uretici, Urinlerinin tasanminda ve yapisinda gergeklegtirdiyi 6nemlii dedigiklikleri Szuteste bildirmek zorundadir. Steril
kondisyondaki sintf I drinler igin kalite yénetim sistemi degerlendirmesi dretimin steril kondisyonun sagilanmasi ve korunmasiyla limitlidir.
Olgam fonksiyontu sinif | Granler igin Kalite yénetim sistemi dederlendirmesi dretimin cihazlarin metmlo_/lk sartlara uyumunu saglamastyla

limitlidir.

This EC certificate is valid tilf 2024-05-26.
Bu AT Sertifikas: 2024-05-26 tarihine kadar gecerlidir.

Issue Date/Yayn Tarihi: 2020-02-14 : Rukiye BALKAN
Deputy General Manager
Genel Mdddr Yardimeisi

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
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Certificate Number: 2195-MED-2004501

Sertifika Numarasi

l'froduct models:
Urdn modelleri

Product Name

Models

Medical Devices Disinfectants
Tibbi Cihaz Dezenfektanlar

Ready Spray, Alcali, Strong A, Clean Spray, Clean Ak
Spray, Ready HP Spray, Thermo Clean %21, Thermo
Clean %30, Thermo Clean %50, Thermo Clean Plus,
Liquid Pa, Nem Quat Plus, Powerful Pa, Dentaclean,
Nem Aminos, Enzym, Enzym Perfect, Enzimo, Rayd
Guanide, Ready Flash, Clean Flash Opa, Reliable, Gda
%2, Reliable Spray, Aqua Oxygen, Gluteral Extra, Ncm
Quat

Powder
Toz

Thermo Clean BB, Thermo Clean SB, Powder Pa,

Wipes
Mendif

Raydol Mendil, Ready Hp Mendil, Ready Mendil
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