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DECLARATION of CONFORMITY

Name of Manufacturer v Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad.No:18

AEGTess o Manafecturer 34522 Esenyurt Istanbul, Turkey

General
Classification As per Annex Il of the In Vitro Diagnosti Medical
Devices Directive 98/79/EEC

Conformity Assessment Procedure Annex lll (excl. Sec. 6)

Product Description Syringes for Blood Gas Analysis
ISO 14971

Referance Standards ISO 13485
ISO 7886-1

Set Medikal declares that the above product to which this declaration relates, bears the CE Marking, and
is in conformity with the applicable requirements of the Annex Il (excl. Sec. 6) of Council Directive
98/79/EEC of 27 October 1998, concerning in vitro diagnostic medical devices. which allows its free
distribution, sale and circulation in EEC.

Date / Location : 23.02.2021 istanbul, Turkiye

Ali ihsan Serbetgi

General Manager
Set Medikal A.S.
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