UYGUNLUK BEYANI

DECLARATION of CONFORMITY

Ureticinin Adi / Name of Manufacturer:

Set Medikal Sanayi ve Ticaret A.S.

Ureticinin Adresi / Address of Manufacturer:

Dokiiman No ve Rev. No:
Document id. and Rev. No.

A14-00

Osmangazi Mah. Maresal Fevzi Gakmak Cad.No:18 34522 Esenyurt Istanbul, Turkey

Uygunluk Tayini
Urtin Tanimi Uriin Grubu Rt F?:;ndart Steril | Siniflandirma Kural Rotasi GMDN Kodu
Product Description Product Group Stard : d Sterile | Classification Rule Conformity GMDN Code
andaras Assessment Route
2 parga Luer ug EkV
; 7886-1 I 35904
Hipdermik Igneli Sinngalar |2 part Luer slip 3¢ Evel ¥es al6 Annex V
Syringes with Hypodermic |4 fuer Ek V
needles s zz;‘f{am‘;r SLI'; ISO7886-1 | Evet Ves la/é Armox V 35904
(1ml,3ml, 2ml, 5ml, 10
ml, 20 ml, 50 ml) 3 parga Luer-Lock tip Ek V
X 4
St Lner-LAERype ISO 7886-2 | Evet Yes lla/6 AV 3590

Beyan / Declaration:

Set Medikal Sanayi ve Ticaret A.S.; bu deklarasyonla
iilkelerde serbest dagitimi, satigi ve dolanimi ile ilgili 14

degisikliklerinide igeren) uygulanabilir sartlarina uygun oldugunu beyan eder.

yukaridaki UrGnlerin CE igareti tagidigini ve Avrupa Ekonomik Toplulugu'na lye
Haziran 1993 tarihli Tibbi Cihazlar MDD 93 42 EEC Konsey Direktifinin (2007/47/EC

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 Council Directive MDD 93/42/EEC of 14 June 1993 (with amended directive 2007/47/EEC), concerning
medical devices, which allows its free distribution, sale and circulation in EEC.

llgili direktife uygun olarak bu beyan

As required by the above mentioned Directive, this Declaration is supported by:

Sertifika Numara Baslangig Tarihi | Son Kullanma Tarihi | Belgelendirme Kurulusu Adres
Certificate Number | Start Date (first) Expiry Date Notified Body/ id # Address
Say Building, John M.
EC CE 576078 24.06.2016 18.12.2023 Keynesplein 9, 1066 EP
Amsterdam
BSI / 2797 Kitemark Court, Davy
EN ISO 13485:2016  |MD 576077 13.07.2019 16.06.2022 Avenue, Knowlhill, Milton
Keynes, MK5 8PP

Bu uygunluk beyani, 93/42 / EEC Tibbi Cihaz Direktifi Ek VII'ye uygun olarak dizenlenmigtir
This declaration of conformity is issued in accordance with Annex VII of 93/42/EEC Medical Device Directive

ligili tim destekleyici dékimanlar Uretici tarafindan saglanabilir
All supporting documentation is retained at the manufacturer's premises

Set Medikal San. ve Tic. A.$ adina

Signature on behalf of Set Medikal San. ve Tic. A.5.;

Tarih / Yer

Date / Location : 23.11.2020 istanbul, Turkiye

Mehice Oztiirk
Kalite Yonetim SistemleriMuduari

NV
s

A Manager

Imza / Signature

Digitally signed by Chirtoaca Iurie
Date: 2022.01.17 18:44:44 EET
Reason: MoldSign Signature
Location: Moldova

Ali ihsan Serbetgi
Genel Mudur / General Manager

#522” Esenyurt / istanbul I T
Tel: +90 212 622 04 00 Fax: +90 212 685
Ticaret Sicil No: 670143

www.setimedikal.com.tr,
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