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In respect of:

Manufacture of single use syringes with needles and single use hypodermic needles.

Those aspects of Аппех V сопсеrпеd with sесчriпg апd maintaining the steriliý of sterile
single use syringes.

Those aspects of Аппех V re|ated to metrology in the mапчfасtчrе of single use syringes.

crn the basis of оur examination of the qualiý аssчrапсе system uпdеr the requirements of council lDirective
9Зl42lЕЕС, Аппех V, The qualiý аssurапсе system meets the requirements of the directive. Fоr the placing on the
mаrkеt of class IIЬ and class III products ап Аппех III certificate is required.

Fоr and оп behalf of BSI, а Notified Body for the above Directive (Notified Body Nurnbe r 2797):

First Issued: 2016-06-24 Date: 2019-03-04

l:illTled зt,l tiiis cei-t!ii(atr, uп{сзs specr]'icali,,, а!jгеr,J rvlth BýI.
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r:tlгtlfiсаlе w,ts is:;i:tirj l:lilci,rciltr.:al{y ilrirj is ilril;nd Ьу tllt: сопdiilпll:; ol thc coril,t,,:t:t,

ilýl {]t,сr"rз 
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Ву Royal Сhагtег

ЕС Certificate - Рrоduсtiоп Qualiф, Аssurапсе
Directive 93l4ZltЕС оп Medical Devices, Аппех V

сЕ 576078
SET MEDIKAL Sапауi Vе Ticaret А.ý.
Osmangazi Mah. Maresal Fevzi ýаkппаk Cd. No:18
34522 ЕsепучЁ / Istanbul
Turkey

Albert Roossien, Regulatory Lead
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ЕС Сеrtifiсаtе - Рrоduсtiоп Quality Assurance

Supplementary Information to СЕ 576О78

Issued То: SET MEDIKAL SапауiVе Ticaret А.ý.
Osmangazi Mah. Maresal Fevzi ýakmak Cd.
No:18
З4522 Еsепучft / Istanbul
Turkey

First Issued: 2016-о6-24 Date: 2019-03-04 Expiry Date: 2023-12-18
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I'l1r5 (t'irlif|Cai]c il-a:j ij;:iLilii QliictrОi.iici]lly al:c ls l;oi:nrj Ьу lllt: 1,orlliii,l,rn:; ()Г t]hc i.a)i]l,гё{:*.

i]lii Croup Ti-ie iletiltl'iltlrc1: li,V геilistеr,есl iп Tlrt ileiiri:llilrlclr.i j.jrr(ii, з]2i)4;]l1.1,
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NчmЬеr Devici Nаmе Intended рчrроýе per IFU
Class IIа
MD 0102 sterile Нуроdеrmiс Needles
MD 0102 syrinqes fоr Infusion pumps
MD 0102 2 Раrt Syringes with

Hypodermic Needle
MD 0102 3 Раrt Syringes with

Hypodermic Needle
MD 0102 Tuberculin Syringes with

Needle
MD 0102 Insulin sуriпqеs with Needle
MD 0102 Syringes for Blood Gas

Analysis with Needle
Class Is & Im
MD 0102 Syringes without Нуроdеrmiс

Needles
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ЕС Certificate - Рrоduсtiоп QuаliЦr Аssurапсе
Certificate History

Ceftificate No:

Date:

Issued То:

сЕ 576078
2019_о3_04

SET MEDIKAL SanayiVe Ticaret А.ý.
Osmangazi Mah. Maresal Fevzi ýakmak Cd. No:18
З4522 Esenyurt / Istanbut
Turkey

Date
Reference
NчmЬеr

Action

24 Jчпе 2016 8524044 First issue. Тrапsfеr frоm апоthеr Notified Body.

1В DесеmЬеr 201В 9683500 certificate rепеwаl.

Addition of supplementary iпfоrmаtiоп.

Сurrепt 96760зз ТrасеаЬlе to NB 0086.
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