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Dokiiman No ve Rev. No:

Document id.| and

Rev. No.

A01-11

Ureticinin Adi/ Name of Manufacturer:

Set Medikal Sanayi ve Ticaret A.S.

Ureticinin Adresi / Address of Manufacturer:

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

Siniflandirma | Uygunluk Tayini GMDN
Uriin Tamimi Uriin Grubu Ref. Standart | Steril Kural Rotasi Kodu
Product Description Product Group Ref. Standards | Sterile | Classification Conformity G6MDN
Rule Assessment Route Code
2 parga Luer ug . Evet EKV
3 )
2 part Luer slip S T Yes e le Annex V| 35904
Hipdermik igneli Siringalar 3 parga Luer ug . Evet Ek V
i - 5904
Syringes with Hypodermic needles |3 part Luer slip IS0 THEGH Yes ha’6 Annex V| e
3 parga Luer-Lock tip . Evet Ek V
3 )
3 part Luer-Lock type R0 HEReE Yes al6 Annex | ik
Insilin Siringalar 3 parga Luer ug . Evet EkKV !
Insulin Syringes 3 part Luer slip ISO 8537 Yes lhai® Annex V| S
Tyberkullp $|.r|n.ga|ar 3 parca Luer ng 1SO 8537 Evet lal6 EkV 35301
Tuberculin Syringes 3 part Luer slip Yes Annex V|
_ 14G, 15G, 16G, 18G,
Hipodermik Igneler 19G, 20G, 21G, 22G, Evet EkV |
Hypodermic Needles 23G, 25G, 266G, 27G, SO 7864 Yes hal6 Annex V| teps
29G
Hipodermik Igneli Perfiizyon
Siringasi 3 parga Perfiizyon tip . Evet EkV | ,
Perfusion Syringes with 3 part Perfusion type g Teee-E Yes lha/6 Annex 13207
Hypodermic needle
Kan Gazi Analizi igin Siringa 2 ml 3 parga Luer ug . Evet EkV |
Syringes for Blood Gas Analysis 2 ml 3 part Luer slip 150 PREE-1 Yes I 6 Annex V| 35904
2 parga Luer ug . Evet Ek V ‘
L )
2 part Luer slip 130 Fads-1 Yes |82 Annex V 35904
ignesiz Sirngalar 3 parga Luer ug SO 7886-1 Evel Ist/2 EkV | 35904
o ; - 3 part Luer slip Yes Annhex V
yringes without Hypodermic e e g Evet BV |
needles 3 part Luer-Lock type 1ISO 7886-2 Vigs Ist/2 Annesc Vi 35904
3 parga Perfuzyon tip . Evet EkV |
3 part Perfusion type 150 7886-2 Yes Il 2 Annex V i

Beyan / Declaration:

Set Medikal Sanayi ve Ticaret A.$.; bu deklarasyonla yukaridaki drinlerin CE isareti ta§|d|g|n| ve Avrupa
Ekonomik Toplulugu'na tye ulkelerde serbest dagitimi, satisi ve dolanimi ile ilgili 14 Haziran 19@3 tarihli Tibbi
Cihazlar MDD 93 42 EEC Konsey Direktifinin (2007/47/EC degisikliklerinide igeren) uygulanabilir sartlarina uygun

oldugunu beyan eder. |
|

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 dnsTrubuhon sale
and circulation in EEC. ‘
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UYGUNLUK BEYANI
DECLARATION of CONFORMITY

Dokiman N(‘) ve Rev. No:
Document id.| and Rev. No,

A01-11

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

Sertifika Numara Baglangic Tarihi | EXPiry Date  iggigelendirme Kurulusu Adres
Certificate Number  [Start Date (first) Son_;(;rlil:inma Notified Body/ id.# Addrss
EC CE 576078 24.06.2016 18.12.2023 it e Ot TS
itemark Court, Davy Avenue,
BSI / 0086 Knowlhill, Milton Keynes, MK5 8PP
EN ISO 13485:2012 |MD 576077 13.07.2019 16.06.2022

llgili tum destekleyici dokiimanlar tretici tarafindan saglanabilir
All supporting documentation is retained at the manufacturer's premises

Set Medikal San. ve Tic. A.S adina

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

Tarih / Yer
Date / Location

Imza / Signature

: 17.07.2019

1

istanbul, Turkiye

Mehice Oztiirk
Kalite Yonetim Sistemleri Mudurt / QA Manager

-

7

an

Ali ihsan Se

Genel Mudur / Gener

rbetgi
1l Mahager
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