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EC DECLARATION OF CONFORMITY
URETICi FIRMA ADI: " turkuaz
MANUFACTURER y . ) , Healthcare | Lo .
NAME: TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK KIMYASAL URUNLER SANAYI VE
TICARET ANONIM SiRKETIi
ADRES: Akgaburgaz Mah. Muhsin Yazicioglu Cad. No:45/5 Esenyurt / istanbul / Tiirkiye
ADDRESS: gaburg ' giutad. No: 4 y
TELEFON:
TELEPHONE: +902124286848
E-MAIL: info@turkuazsaglik.com.tr
WEB SITE: www.turkuazsaglik.com.tr
The Information of
SRN Number: TR-MF-000015402
MARKA:
TRADE MARK: KONIX
URUN ADI: Steril Ultrason Jeli - 33269
PRODUCTS: Sterile Ultrasound Gel - 33269
Brand Ref No Version No Model Packaging UDI-DI
KONIX SUG-0001 Y¥1015.102.0001 | 20 ml Sachet 8681715349695
15321-Skin topical coupling gel
A medium designed to be applied to a patient's unbroken skin surface (excludes the
eye surface) to provide a coupling between an analytical or therapeutic device (e.g.,
ultrasound transducer, optical glucose monitoring system, transcutaneous electrical
GMDN KODU: . . . . . .
GMDN CODE: stimulator) and the patient, allowing for the emission and reception of energy/signals

(e.g., electrical current, light) that pass through the skin during an examination or
treatment. It is in the form of a fluid-like gel that may also assist in moving the parent
device smoothly over the skin. It may be used by a healthcare professional in a clinical
setting and layperson in the home. After application, this device cannot be reused.

SINIFLANDIRMA:
CLASSIFICATION:

Annex IX of MDD 93/42/EEC Class Ila, Rule 5

UYGUNLUK
DEGERLENDIRME
YOLU: CONFORMITY

MDD 93/42/EEC ANNEX Il (section 4 excluded)(B&lim 4 Harig)

ASSESSMENT ROUTE:

UYGULANABILIR EN 1SO 13485; EN I1SO 14971 ; EN ISO 62366; EN 1041; EN 1SO 14644-1; EN ISO
STANDARTLAR: 10993-1; EN ISO 10993-5; EN ISO 10993-10; EN 1SO 15223-1; EN I1SO 14698-1; ISO
APPLICABLE 16142-1; ISO/TR 20416; ISO 20417EN I1SO 11607-1:2020/A1:2023, EN 1SO 11607-
STANDARDS: 2:2020/A1:2023, 1SO 20417:2021,ISO 11140-1:2014, EN 17141:2020

TEKNIK

DOSYA/TECHNICAL
FILE:

SAKLAMA ADRESI/
RETAIN ADDRESS:

TD No/TF No: TD-05
Yukaridaki adreste tutulmaktadir /Retained at te above address.
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ONAYLANMIS
KURULUS ADI VE
NUMARASI/NOTIFIED
BODY NAME &ID:

CE BELGESI SERTIFiKA
NUMARASI/CE
CERTIFICATE
NUMBER:

CE BELGESI BITiS
TARIHI/CE
CERTIFICATE
EXPIRATION DATE:

UDEM - 2292

M.2018.106.9377

06.03.23

The Devices listed in this declaration of conformity are fulfilling the requirement of MDD 93/42/EC amended by

07/47/EC

and are under the sole responsibility of Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve

Ticaret A.S.

Bu deklarasyonda listelenen tiim cihazlar MDD 93/42/EC degistirilen 07/47/EC nin gerekliliklerini
karsilamaktadir ve tamamen Turkuaz Sadlik Hizmetleri Medikal Temizlik Kimyasal Uriinler Sanayi ve Ticaret
A.S’nin sorumlulugu altindadir.

Yer, Place: Istanbul
Tarih, Date:
11.07.2025

Secil PALA

Kalltc Direktord
Qual y Director
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