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MDD 93/42IEEC Medicol Devices Directive - Annex V

- Sferile, Single Use Heporin Cop - Closs llo
- Stedle, Single Use Butferfly Set - Closs llo
- Sterile, Single Use Stopcocks (Two Woy , Three Woy) - Closs I S
- Sferile, Single Use 3 Pieces Arteriol blood gos sompler wif h needle - Closs llo
- Sterile, Single Use 3 Pieces Syringes (With/{ithout Needle,
Luer Slip/Luer Lock) - Closs llo

- Sterile, Single Use 2 Pieces Syringes {With/Without Needle,
Luer Slip/Luer Lock) - Class llo

- Sterile, Single Use U-'100Insulin Syringes {With/Withoui Needle} - Closs llo
- Sterile, Single Use Tuberculin Syringes {With/Without Needle) - Clqss llo
- Sterile, Single Use Hypodermic Neddles - Closs llc
- Slerile, Single Use Multi-Somple Blood Collection Needles - Closs llo
- Sierile, Single Use Multi-Somple Blood Collection Needles Butterfly
Set Type - Closs llo

- Sterile, Single Use Insulin Pen Injector Needles - Closs llo
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UDEM hereby declores thot the requiremenis of Annex V, of the directive 93/42/EEC
hove been mel fs the listed prod..tcts. The obove ncl'ned monufocfurer hos estoblished cnd opplies o
q..rolity oszuronce s)stern, whibh is zubject to periodic $.rrveillonce oudils, defined by Annex V, section 4
of the foremenlioned c$reclive. According to Annex ll, seclion 4 on EC designr- exominolion cedificote'rs
required for plocing ll^e Clqss lll devices on lhe mokel. this cedificqte remdns os the property of UDEM
In'iernctionol Cerlificolion Audfing Trciring Centre Inc{.rlry crrd Trode lrc. Co. to whorn ii musi be relurned
qcon request. Tl€ cbore nsned compony ond UDEA4 must keep o copy of this cerlificole fors yeors frorn
the reo'skolion of the cerfificole. Usoqe of the CE mcrk is unrder the resoonsilclitv of lhe monufoclurbr wilh lhe
complelion of EC Declorotion of Conformiiy. the cbove mentioned csnponv mul noifu dl cfronoes reloied
wilh ihe opprorzed prodrcf to UDEA . lf UDEM will not renew lhe exciry dbte of th'rs certifibote in gJestion, fhe
meniioned cornpory sfrould stop plocing the producl on the moket. The q..rnency of lhe ceriificole con
be checked tltough www.udem.com. tr.
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