Uretici:

Dokiman No ve Revizyon No

ATESE SAGLIK HIZMETLER] LTD.STI

DoC001-07

Acc.;93/42/EEC

DECLERATION OF CONFIRMITY c €

Name of Product ¢ Surgicallight(GMDN #: 12282)
Model No * ATESE LED 700 Series
Serial No : @E0780

Description of Product

UNSPSC Code

Touch panel, LEDsurgicallighting

421916020perating room lighting and accessories

Steril i No

Classification / Rule
(MCD —EkiX yegare) : Classl

Harmonized Standarts :

EN 60529; EN 15O 14571; EN 1041; EN ISO 13485; EN ISO 17510-1; €N 60601
1:2006/AC:2014; EN 60601-2-31/A1,150 14155:2011

Notified Body/ CE Certificate No . ELDAS REPORT NG 07017-01

Declaration :

1

The

ATESE SaghkHizmetleri Limited Sirketi declares that the above product to which this declaration relates, begrs the CE
Marking, and is in conformity with the applicable requirements of the Council Directive MDD 93/42/FEC of 14 June
1893, concerning medical devices, which allows its free distribution, sale and circulation in EEC.

All supporting documentation is retained at the manufacturer’s premises

present EC Declaration of Conformity is applicable to all mentioned medical devices, manufactured by

ATESESaglikHizmetleriSanayiveTicaret Limited Sirketi, Ankara, Turkey, and/or anyway realized under the Manufacturer’s
Certified Quality System control for a period of about 1 vear from the approval date of the present document
On Behalf of, ATESESaglikHizmetleriSanayiveTicaret Limited Sirketi’

Date 24,04.2018
Signature

= - Digitally signed by Bejenari Serghei
Quality Manegement Regresentative Date: 2019.06.03 13:40:00 EEST
Reason: MoldSign Signature
Location: Moldova

Mehmet ilker Sahin

HiseyinBati
General Magaer

. ATESE Saghk
Ivogsani®z:Anadolu
1462, Sokibla:16 lved
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