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TIBBI CIHAZLAR

“Etkin EU DECLARATION OF CONFORMITY c €
ETKIN TIBBI CIHAZLAR SANAYI VE TICARET A.5.
Mimar Sinan Mahallesi 1358 Sokak No:9/A Alsancak,Konak/izmir/Tiirkiye

Tel: +90(232) 464 0020, Fax: +90(232) 464 1493, etkintibbi@etkintibbi.com
Kordon Vergi Dairesi / 381 094 7717

Considering the law numbered 4703 and related regulations for products and accessories that use LED
lighting technology, which are produced to be used in surgical interventions and diagnostic medical
applications, and whose relevant regulations, product descriptions and applied standards are specified below.

The following "X" may contain the letters "A-Z" and/or "0-9" and/or "Space" and/or "+/-". All
products and accessories produced according to this nomenclature; According to the T.C. Ministry of Health
2017/745 Medical Device Regulation, we are Class I-other Active Device and declared that this EU
DECLARATION OF CONFORMITY is prepared in accordance with Annex 1V.

GMDN: 37332
GTIP :9018.90.84.00.19

ETKIN TIBBi CIHAZLAR BRAND LIGHTS

DESCRIPTION CODE BASIC UDI-DI
TC LED ELITE X

Surgical Light XXX KIKKKKKKK | S6800814702035U
Surgical Light g%}?&%xxmmxx 86800814702035U
Surgical Light %%}QXM}?EX%D{XXXXXXX-XX 86800814702035U
Surgical Light %%XX@&XXXDQ{XXXXXX-XX 86800814702035U
Minor Surgical Light %‘ ‘IX/X”QXXXXX‘XXX ACOOKXx | B6800814714036D
E;‘g“‘lﬁ“na“"n (Diagnosis) | pTc LED KAYRA X XXXXXXXX-XX 86800814724
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STANDARTS

TS EN 60601-1:2009

TS 3033 EN 60529:1997; TS 3033 EN 60529/T1:1997; TS 3033 EN 60529/T2:2004; TS 3033
60529/A1:2005/A2:2014

TS EN 60601-1-2:2016; EN 60601-1-2:2015; IEC 60601-1-2:2014
TS EN 60601-2-41:2011
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