B turkuaz

Healthcare

AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY

URETICi FIRMA ADI:

Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urinler Sanayi ve Ticaret A S.

PRODUCT NAME:

COMPANY NAME:
IADRES: lAkgaburgaz Mh. Muhsin Yazicioglu Cd. No:45/4-5-6-7 ESENYURT ISTANBUL-
DDRESS: TOrkiye
TELEFON:
TELEPHONE: k902124286848
FAKS:
A X +902124286853
-MAIL: info@turkuczsaalik.comi.tr
URUN ADI: Non-Steril Ultrason/ iletken Jel
PRODUCTS: Non-Sterile Ultrasound/Conductive Gel
BRAND NAME ANAGEL
20 ml-(sase/sachet)- Non-Steril Ultrason/ iletke_n Jel
60 ml-(sise/plastic bottle)- Non-Steril Ultrason/ lletken Jel
URUN ADI: 250 ml-(sise/plastic bottle)- Non-Steril Ultrason/ lletken Jel

500 mi-(sise/plastic bottle)- Non-Steril Ultrason/ iletken Jel
1000 ml-(sise/plastic bottle)- Non-Steril Ultrason/ lletken Jel
5000 ml-(Bidon/drum)- Non-Steril Ultrason/ iletken Jel

5000 ml-(galon/cubitainer)- Non-Steril Ultrason/ iletken Jel

GMDN KODU:

GMDN CODE: 15321

SINIFLANDIRMA: EK IX MDD 93/42/EC, Sinif-l, Kurall
CLASSIFICATION: nnex IX of MDD 93/42/EC Class |, Rule 1

UYGUNLUK DEGERLENDIRME YOLU:
CONFORMITY ASSESSMENT ROUTE:

MDD 93/42/EC ANNEX VII
MDD 93/42/EC EK-VII

UYGULANARBILIR STANDARTLAR:
APPLICABLE STANDARDS:

16142-1;ISO/TR 20416; ISO 20417

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; 1SO

TEKNIK DOSYA/TECHNICAL FILE:
SAKLAMA ADRESi/ RETAIN ADDRESS:
SORUMLU KiSi/ RESPONSIBLE PERSON:

TD No/TF No: TD-11

Res. Person: Hanifi Karahan Bozkurt

IYukandaki adreste tutulmaktadir /Retained at te above address.

The Devices listed in this declaration of conformity are fulfilling the requirement of MDD 93/42/EC amended by 07/47/EC
land are under the sole responsibility of Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urinler Sanayi ve Ticaret A S.

Bu deklarasyonda listelenen tUm cihazlar MDD 93/42/EC degistirilen 07/47/EC nin gerekliliklerini karsilamaktadir ve
tamamen Turkuaz Sadlik Hizmetleri Medikal Temizlik Kimyasal Urinler Sanayi ve Ticaret A.S'nin sorumliulugu altindadir.

Yer, Place: Istanbul
Tarih, Date: 12.03.2021

Signed by/imzalayan

Nurhan IRMAK
GENEL MUDUR YARDIMCISI
DEPUTY GENERAL MANAGER

TD-11-1.2/12.03.2021

Turkuaz Saghk Hizmetleri Medikal Temizlik Kimyasal Urlinler San. ve Tic. A.S.

Akgaburgaz Mah. Muhsin Yazicioglu Cad. No 45/5 34522 Esenyurt, Istanbul - TURKIYE
T +90 212 428 68 48 www.turkuazsaglik.com.tr | info@turkuazsaglik.com.tr
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