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A14-00DECLARATION of CONFOR,TUW

Ureticinin Adr/ Name of Monufacturer:

Set Medikal Sanayi ve Ticaret A.S.

Ureticinin Adresi I Address of rlAanufacturEr:

Osmangazi Mah. Maregal Fevzi Qakmak Cad.No:18 34522 Esenyurt lstanbul, Turkey

Beyan / Declaration:

Set Medikal Sanayi ve Tlcarei A.$.i bu deklarasyonla yukarrdaki ilr0nlerin CE i$areti taildrgrnr ve Avrupa Ekonomik Toplulu$u'na tiye

rllkeierde serbest d-agrrsrr, satr;r vedolanrrnr ite ilgili 14 l-iaziran 1993 tarihli Tibbi Cihazlar tuIDD 93 42 EEC Konsey Direktifinin (2007l47lEC

degi$ikliklerinide iqe.en) uygulanabilir sartlarina uygun oldugunu beyan eder.

Sef Medikql declqres thot the above product to which this decloroiion relotes. bears ihe CE &1orkin9, ond is in conformity with ihe

opplicoble requirements of the Council Directive i!1DD 93/421EEC of 14 Juna 1993 (with amended directive 7'OA7/47/VEC). concerning

medicol devices, which ollows its free distribution, sale and circulation in EEC.

llgili direktilB uygun olarak bu beyan

As required by tha above mentioned Direcfive, this Decicration is supported by:

Serti{ika

Cerlilieale
Numara

Number
Baglangrg Tarihi

Sfart bste (first)
Son Kullanma Tarihi

€xpiry Doie
Belgelendirme Kurulugu

Nolified Bodv/ id,#
Adres

Address

EC cE 576078 24.06.2016 18,12.2023

BSt I 2797

Say Building, John lt/.
Keynesplein S, 1066 EP
Amsterdam

EN l$O 13485:2016 MD 576077 13.07,201 S 16.06.2022
Kilemark Court, Davy
Avenue, Knowlhill, Milton
Kevneq MKS BPP

8u uygunluk beyanr, 93/42 / EEC Trbbi Cihaz Direktifi Ek VII'ye uygun olarak drjzenlenmiglir

This declarotion of conformify is issuad in occordonce wiih Annex VT,I at 93/42/EEC Medical Device Directive

llgili tum destekleyici dokiinranlar ilretici tarafrndan sa$lanabilir
All supporting documentotion is retained at ihe nonufocfurer's premise,s

Set kledikal San. ve Tic. A.$ adtna

Signature on behalf of Sef Medikol Son. ve Tic. A.$.;

Tarih / Yer
Dafe / Location : 23.11,2020 istanbul, Turkiye

Ali ihsan gerbetti
Genel Miidi:r / ianeral Monoger
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urun tantmr
Product Description

0r$n Grubu
Product 6roup

Ref. Standart
Rel.

Stqndards

Sterit
$ter"ile

Srnrflandrrma Kural
Clarslfication Rule

Uygunluh Taylnl
Rotasr

donfoimity
A.s.ssnlcnt Routa

GMDH Kodu
6i4DN dodc

Hipdermik igneli 9r fl ngalar
Syringes wiih Hypodermic
needles
(1 ml,3 ml, 2 ml,5 ml, 10
ml, 20 ml, 50 ml)

2 parqa Luer uq

2 port Luer slip
tso 78g6-1 Evet Yes ll ai6 EKV

Annex V
35904

3 parqa Luer uq

3 port Luer slip
rso 7886-1 Evet Yas lla/6 EKV

Annex V
35904

3 parQa Luer-Lock tip
3 part Luer-Lock type

rso 7886-2 Evet Yes ll a/6 EKV
Annex V

35904

Mehice 6zt0rk

lmza 1 Signoture

Monager
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