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AB UYGUNLUK BEYANI

AB DECLARATION OF CONFORMITY

Beyanname No
Declaration Nu:

DOC-02-0004

Beyanname Tarihi:
Declaration Date:

03/09/2021

Uretici: B turk vaz
Manufacturer: TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SANAYI VE TICARET ANONIM SIRKETI
Miinferit Kimlik No / SRN: N/A
Uriin(ler): NON-STERIL ULTRASON JEL
Product(s): NON-STERILE ULTRASOUND GEL
Temel UDI-DI / BUDI-DI: 868171534101J8
UDI-DI: ‘ 8698712450293 20 mL
[(10) LOT / BATCH NOJ]
UDI-PI: [(11) URT / PRD DATE]
[(17) SKT / EXP DATE]
Referans/Katalog No:
Reference/Catalogue Number: ‘ NUG-0001 ‘ 20 Ml ‘
Versiyon/Model No:
Version/Model Number: ‘ Y1015.101.0022 ‘ 20 mL ‘
Marka:
Trademark: KONIX

Kullanim Amaci:
Intended Use:

Non-Steril Ultrason Jel ultrason uygulamalarinda goriintii ve kaydirma
amagcl kullanilir.
Non-Sterile Ultrasound Gel is used for ultrasonic imaging and lubrication.

Uriin Gorseli:
Product Photo:

E(‘J.uegel .

o

Ortak Ozellikler:
Common Specifications:

EN ISO 13485, EN ISO 14971, EN ISO 62366, 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

15321

Jel, ultrasonik baglama

Bir ultrason incelemesi sirasinda deri i¢inden gecen ultrasonik dalgalarin
almmas1 ve verilmesi igin iyilestirilmis temas ve sartlarin saglandigi bir
madde. Ayrica operatdriin probu cilt lizerinde diizgiin bir sekilde hareket

GMDN: ettirebilmesine de yardimci1 olmaktadir.
15321
Gel, ultrasonic bonding
A substance that provides improved contact and conditions for receiving
and transmitting ultrasonic waves that pass through the skin during an
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ultrasound examination. It also helps the operator to move the probe
smoothly over the skin.
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Risk Classification:

AB Direktifi ve Mevzuat Yonetmeligi
EU Directive and Legislation: Regulation (EU) 2017/745
Risk Sinifi: Siif I, Ek VIII, Kural 1

Class I, Annex VIII, Rule I

Uygunluk Yolu: Conformity
Route:

MDR Ek IV (Ek II ve Ek III)
MDR Annex 1V (Annex Il and Annex 11l)

Beyan:
Declaration:

Isbu AB Uygunluk Beyam, TURKUAZ SAGLIK HIZMETLERI
MEDIKAL TEMIZLIK KIMYASAL URUNLER SANAY] VE TICARET
ANONIM SIRKETI sorumlulugunda yaynlanmstir. Beyanda bahse konu
tibbi cihazimn, ilgili AB direktifi ve varsa, bir AB Uygunluk beyani
diizenlenmesini saglayan diger ilgili AB mevzuatiyla uyumlu oldugu beyan
edilmektedir.

This EU Declaration of Conformity is issued under the sole responsibility
of the TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SANAYI VE TICARET ANONIM SIRKETIL. In the
declaration, it is declared that the medical device in question is in
compliance with the relevant EU directive and, if any, other relevant EU
legislation enabling the issuance of an EU Declaration of Conformity.

Beyan Eden:
Declarant:

KYT / OMR .

Hanifi Karahan o I I / )
Bozkurt L/
Arge ve Kalite e Al
Direktorii |
R&D and Quality N
Director

Beyanin Diizenlenme Yeri:
Place of Declaration:

Akcaburgaz Mah. Muhsin Yazicioglu Cad. No:45/5 34522 Esenyurt /
Istanbul / Tiirkiye

EU Authorized Representative:

Onayh Kurulus:

Notified Body: N/A
AB Sertifikasi:

EU Certificate: N/A
Tasz‘lrlm Sel:tlﬁkaSl: N/A
Design Certificate:

Teknik Dosya No ve Saklama
Adresi:

Technical File No and TFO11.01
Retention Address:

AB Yetkili Temsilci: N/A

Ek Bilgi:
Additional Information:

Bu uygunluk deklarasyonu iirlinlerin pazara arz edildigi tiim iilkelerde, o
iilkenin dilinde hazirlanmis kullanim kilavuz ve etiketleriyle ve yetkili
ithalat¢1 veya distribiitoriiniin sorumluluguyla gegerlidir.

This declaration of conformity is valid with labels and IF Us prepared in the
local language where the products have been marketed under the
responsibility of the authorised importer or distributor.
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