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URETICi FIRMA ADI:

LEGAL MANUFACTURING Turkuaz Sagdlik Hizmetleri Medikal Temiziik Kimyasal UrUnler Sanayi ve Ticaret A S.
\ADDRESS:
IAkcaburgaz Mh. Muhsin Yazicioglu Cd. No:45/5 ESENYURT ISTANBUL-TURKIYE
TELEPHONE: L-9021 24286848
FAX: +902124286853
E-MAIL: nfo@turkuazsaalik.com.tr
BASIC-UDI-DI: 8683229 6GIMAPROBEVY
URUNLER/PRODUCTS: Probe Cleaning Solution
REF: UPC-0001
EK VIII MDR (EU) 2017/745, Sinif-1, Kural 1
CLASSIFICATION: Annex VIl of MDR 2017/745 Class I, Rule 1

CONFORMITY ASSESSMENT ROUTE:

MDR (EU) 2017/745 ANNEX Il and Il

APPLICABLE STANDARDS:

EN ISO 13485; EN ISO 14971 : EN ISO 62366; EN 1041; EN ISO 14644-1; EN ISO
10993-1; EN ISO 10993-5; EN ISO 10993-10; EN ISO 15223-1; EN ISO 14698-1; ISO
16142-1; ISO/TR 20416; ISO 20417

The Devices listed in this declaration of conformity are fulfilling the requirement of MDR(EU) 2017/745 and are under the
sole responsibility of Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urinler Sanayi ve Ticaret A S.

Bu deklarasyonda listelenen tUm cihazlar MDR(EU) 2017 /745 in gerekliliklerini karsilamaktadir ve tamamen Turkuaz Saglik
Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve Ticaret A.$'nin sorumlulugu altindadir.

Yer, Place: Istanbul

Signed by/imzalayan
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