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In respect of:

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

Those aspects of Annex V concerned with securing and maintaining the sterility of sterile
single use syringes.

Those aspects of Annex V related to metrology in the manufacture of single use syringes.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93l4Z|EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III producls an Annex III certificate is required,

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 27g7)i

First Issued: 2OL6-O6-24 Date: 2019-03-04 Expiry Date: 2023-12-18
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r*med on this certifi{,}te, *nk:ss specificaliy agr**d with BSI"
rhi$ certififtite was ivsued electroniealiy and is hound by the uonrlitions of the {o$rnct.

Iiltsrmatitn an* C0r1*,(t; B$I, Say SLrilding, iohn FI, Kmyne$flein 9. 1*$S f;p Ail$t€rdarfl, The Netherlunrlr Tell + 31 i0 j46 0?BS
BSI Graup lhe Netherland$ 8,V. regislered in The Netherland* under 33284294,
A menrber of BSI 6r*up of Cornpanies.

EC Certificate - Production Quality Assufi?t8'*
Directive 93l42lEEC on Medical Devices, Annex V

c8576078
SET MEDII(AL Sanayi Ve Ticaret A.5.
Osmangazi Mah. Maresal Fevzi eakmak Cd. Noll8
34522 Esenyurt / Istanbul
Turkey

Albert Roossien, Regulatory Lead
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EC Certificate Production Quality Assurance

Supplementary Information to CE 576078

Issued To: SET MEDIKAL Sanayi Ve Ticaret A.$.
Osmangazi Mah. Maresal Fevzi €akmak Cd.
No:18
34522 Esenyurt / Istanbul
Turkey

First Issued: 2016-06-24 Date: 2019-03-04 Expiry Date: 2023-12-18
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named on this c*rlifirate, unlers spercifirally agreed with HSI.

trhis certificate was irsutld eleckonic*lly and is bn*nd hy tl':e cr:ndiiion* tlf the {or]tract"

Inf{rriratl*n and (0r1ti1{tl SS3, Say Buildin$, }ohn M, Kcrynrsplein 9, 1S66 f;F Ain$terdafi, Ths 0letheriaild$ Tel: + 31 I0 3-tC r)7BA

BSI Group The Netherlands 8.v. regi$tered in'Ihe Netherlands uilder 132642$4,
A ry?ember of &5I 6rcup of Corirp*fiie$.

Number Device Name Intended purpose per IFU
Class IIa
MD 0102 Sterile Hvpodermic Needles
MD 0102 Syrinqes for Infusion Pumps

MD 0102 2 Part Syringes with
Hvoodermic Needle

MD 0102 3 Paft Syringes with
Hvpodermic Needle

MD 0102 Tuberculin Syringes with
Needle

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

Analvsis with Needle -*ffi-
Class Is & Im ,ffi
MD 0102 Syringes without Hypodermic

Needles
(ifr"ilffir,:::\tt
fu,#j.ffiryz
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Certificate History

Certificate No:

Date:

issued To:

cE 576078
2019-03-04
SET MEDIKAL Sanayi Ve Ticaret A.g.
Osmangazi Mah. Maresal Fevzigakmak Cd. No:18
34522 Esenyurt / Istanbul
Turkey

Date Reference
Number Action

24 June 2At6 8524444 First issue. Transfer from another Notified Body-

18 December 2018 9683500 Certificate renewal.

Addition of supplementary information.

Current 9676033 Traceable to NB 0086.
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Validity of this cerlificate i$ {$nditi$nel or, the qun,ity syste$ beirlg marnfained t* the requiremenk 4}f the nirf,ctive e* denronstraied through the requireC,

named an lhis certificfite, unless specifically agreed witir HSI.
This {erHficfite rva* issued *leclr*nic*lly and is bor:nd by ttre concliticn* of the coa}r*r:|"

Inf$rmirtiQn aild Co*ta*: B$1, $ay Fuilding, John F1, K{yne$Blein {,, 1C$$ fF A?'r}$terga$1. The l{€therlond$ Tql; + 31 70 346 n7B*
BSi 6rsup The Netherlands LV. registered in The Nether,ands under 3326q2t 4,
A member cf 8SI 6roup of Companies.
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