
UYGUNLUK BEYANI
DECLARATTON of CONFORMIT

Ureticinin Adr / Nqme ol' Mqnul=octurer:

Set Medikal Sanayi ve Ticaret A.S.

Ureticinin Adresi/ Address of Monufocturer:

Beyan / Declorotion:

Set Medikal Sanayi ve Ticaret A.$.; bu deklarasyonla yukarrdaki Urunlerin CE igareti tagldt$tnt ve Avrupa
Ekonomik Toplulugu'na Uye Ulkelercle serbest da$rtrmr, sattgt ve dolanlmt ile ilgili 14 Haziran 1993 tarihli Tibbi
Cihazlar MDD 93 42 EEC Konsey Direktifinin (2007147lEC degigikliklerinide igeren) uygulanabilir s{rtlarirra uygun
oldugunu beyan eder.

Set Medikol declorai thot the obove product to which this declorotion relotes,bearstheCt= Ai\arking, ond is

in conformity with the opplicoble requirements of ther Council Directive MDD 93/42/EEC 'tf 4 June 1993

(with omend ed directive 2007/47/EEC), concerning mrzdicol devices, which ollows ils free distribution, sole,

ond circulotion in EEC.

DokUman

Document

ve Rev. No:

ond Rev. No

-11AO

:tclnrn Adresr / Adclress ot MonulocTurer:

Osmangazi Mah, Maregal Fevzi Qakmak Cad,No:18
34522 Esenvurt lstanbul. Turkev

Urtin Tanrmr
Product Description

Ur.iin Grubu
Product 6roup

Ref. Standart
Ref. Sfondords

Steril
Slerile

Srnrflandrrma
Kural

Clossificofion
Rule

Uygunluk Ti
Rotiasr

Conformi'
Assessmenf

yini

Y

loute

GMDN
Kodu

6MDN
Cod,e

Hlipdermik l$neli $rrrngalar
Syringes with Hypodermic needles

2 parca Luer ug

2 port Luer slip
tso 7886-1

Evet
Yes

ll a/6 EKV
Annerx \

35904

3 parga Luer ug

3 port Luer slip
tso 7886-1

Evet
Yes

lla/6 EKV
Annelx \

359C14

3 parga Luer-Lock tip
3 porf Luer-Locklype

tso 7886-2
Evet
Yes

ll a/6 EKV
Annelx \

359C)4

InsUlin $rrrngalar
fnsulin Syringes

3 parga Luer ug

3 oqrf Luer slip
tso 8537

Evel
Yes

ll a/6 EKV
Annelx \

353€i9

TUberktilin $rnngalar
Tuberculin Svrinqes

3 parQa Luer ug

3 port Luer slip
tso 8537

Evet
Yes

llal6 EKV
Ann€rx \

353S)1

Hipodermik i$neler
Flypodermic Needles

I r+u

19G
z,t\t
zitu

15G, 16G, 18G,
20G,21G,22G,
25G,26G,27G,

lso 786rl
Evet
Yes

ll a/6 EKV
Annelx \

1274.5

l-lipodermik i$neli Perftizyon
$ rrr ngasr

Perfusion Syringes with
Flypodermic needle

3 parga Perftizyon tip
3 port Perfusion type

lso 7886-2
Evet
Yes

llal6 EKV
Annelx \ 13217

Kan Gazr Analizi igin $rrrnga
S'yrinqes for Blood 6os Analysis

2 ml 3 parga Luer ug

2 ml 3 por't Luer slip
tso 7BB€'-1

Evet
Yes

ll a/6 EKV
Annerx \

359C)4

i(inesiz grrrngalar

Syringes without Hypodernic
needles

2 parca Luer ug

2 port Luer slip
tso 7886-1

Evet
Yes

lstl2 EKV
Ann€]x \

359C14

3 parga Luer ug

3 porf Luer slip
tso 7886-1

Evet
Yes

lstl2 EKV
Annelx \

359CI4

3 parga Luer-Lock tip
3 port Luer-Locklype

lso 7886-2
Evet
Yes

lstl2 EKV
Ann€lx \

359Cr4

3 parga PerfLizyon tip
3 port Perfusionlype

tso 7886-2
Evet

Yes
lstl2 EKV

Annex
359cr4
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UYGUNLUK BEYANI
DECLARATTON of CONFORMIT

Dokilman N

Docunent id

AO,

llgili direktife uygun olarak bru beyan
As required by the above mentioned Directive, this Declorotion is supported by:

rre Rev. No:

ond Rev. No.

-11

Sertifika
Cerliftcale

Nurnara
Nunrber

Baglangrg Tarihi
itort Dofe (fir.st)

Expiry Dote
Son Kullanma

Tarihi

3elgelendirrne Kurulitgu

Nofified Body/ id.#
,Adr

Addi rSS

EC cE 576078 24.06.2016 18.12.2023

BSt / 0086 Kitemark Court, I
Knowlhill, Milton I

lvy Avenue,
eynes, MK5 8FP

EN ISO 13485:2012 MD 576077 13.07.2019 16.06.2022

Te

D(

in

K'YS-F

lgili tUm destekleyici dOkUnranlar uretici taraft ndan sa$lanabilir
{ll supporting documentotion is retoined of the monufocturer's premises

iet Medikal San. ve Tic. A.li adtna

5ignoture on beholf of Set Medikol Son. ve Tic. A.S.;

rrih / Yer
rte / Locotion . 17.07.2019 istanbul, Turkiye

Mehice Oztiirk Ali ihsan r$e

Kirlite Yonetim Sistemleri MUdUTU / QA Monogar Genel MUdUr / Gener

za I Signature

(

25.02,01 t 1 4.07 .20'.1 6t 1

betq i

rl Monoger
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