OeTIKOG uapTupag IgM
yia Tov 10 TNC epuBpdc
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GR TA ANTIAPAZTHPIA AYTA AEN MPETEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA GETIKOY KAl APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

BeTikd¢ paptupag IgM yia Tov 16 TG £puBpaAg

ONOMAZIA KAI XPHZH A THN OMOIA MPOOPIZETAI

O1 pdaprupeg ACCURUN mrpoopidovTal yio Tov UTToAoyIoUG TG OKPIBEIAg Twv EpYOOTNPIAKWNV EGETATEWY Kal
eivar duvard va xpnaipomoinBolv yia v avixveuaon Tuxov opaudmwy aTig S1odIKaTieg EpyaoTnPIOKIYV
e€eTdoewv. O BeTikAg PpTupag IgM yiaTov 16 Te epuBpac ACCURUN® 141 eivan Siapopgupévog yia xprion
WE KIT in vitro S10yVWOTIKGWV ESETACEWV YIa TOV TIOTIKG TTPOGDIOPITHO avTicwudTwy IgM evévria aTov 16 Tng
€puBpag. To Tmpoidv auTd dev TPoOPIZETal yia Xpron o€ e5ETaon doTuw aiparog f TAdouarog. Ao Tnv LGC
Clinical Diagnostics dioi€etan §exwpiaTa évag apwnTIKGG papTupag yia v IgVl yiatov 16 Tng epuBpag.

Tia in vitro diayvwoartikn xprion.

MNEPIAHYH

H ouyvn egéraon avetaptnTwy deryucmwy TToloTIKoU eAEYYoU TTapéXEl OTOV aVOAUT éva pEco TrapakoroUBnang
NG CMTGdOONG TWV EPYATNPICKWY TIPOadIopITHWY. Me Tn auviien xprian Twv popTUpwv diveral n duvarémra
aTa epyaoTApIa va TTapakoAoubolv Tn dIaKUMAVON Twv EETACEWY OO NUEPA O€ NUEPQ, TNV ATTOBOTN TWV KIT
egeTéioewv amo Taptida o€ TapTida Kai Tn dlakUpava PETagy XEIPIoTWY, EvVW TrapéxeTal emiong BoriBeia atnv
avayvwpion Tuxdv au§iocwv Tuxaiou i cuaTnamikol o@dhuarog. Eva kahd axedioopévo Tpdypappa
T010TIKOU €A§yXOU €ival BuvaTd va TIOPEXE! ETTITTAOV EUTTIOTOT UV OV AEIOTTIOTIA TWV CTTOTEAEGUATWY TIOU
AapBévovTar yia dyvwaTa deiypara. H xprion Seyucmwy xapnAfig avTi-dpacTIkOTTag wg avesapTnioug
pGpTUPEG EVOEXETON VO TTAPEXE! TTOAUTILEG TIANPOPOPIEG OXETIKA HE TNV EPYAOTNPICKN ETTGPKEIC KaI T
BlaKUaVGT PETOED TIPTIBWV KIT, 01 OTToiEG evEEXETAN val M pedoouy MV euaiodnaia Tou Tpoodiopiapod’.

APXEZ THE AIAAIKAZIAZ

O Betikdg pdprupag IgM yiatov 16TnG epuBpag ACCURUN 141 £xer oxediaoTel yia xphon pe in vitro
diadikaaie TpoadiopiaoU yia okoToUg TrapakoAoUBnang mg amodoang Twv egeTdoewv. O BeTIKOG
péprupag IgM yia Tov 16 Tg epuBpdg ACCURUN 141 mrapaokeudleral amd avBpwmivo opd fy TAGoa Trou
gival avTIdPacTIKG yia To avTiyovo avri-epubpdg kai un aviidpaoTikd yia To HBSAG Kal yia avTIoWUaTa aToV
HIV 1 kan 2, HTLV [ kan I, kaBug kan atov HCV. Or péiprupeg ACCURUN Bev €xouv ammodoBeioeg TIHES.
Eidikd emimeda avTidpaoTikéTTag Ba TToIKiMouv UeTall TIpoadIopIoHWY DIPOPETIKWY KATAOKEUAOTWY,
SIOPOPETIKWV SIadIKATIWY, SIAPOPETKGV apIBUwV TTaPTIdAG Kal SIOQOPETIKW EPYAOTNPIWV.

ANTIAPAZTHPIA
Kwd. eidoug 2015-0086 1 @I0AidIo, 1,0 ml ava @iaAiSIio

O péprupag autdg epiéxel avtiowpa IgM evavria aTov 16 TG epubpds 6T Tpoadiopidetar pe EIA,
oTaBepotroinTéc (EDTA Kai pubpiaTIKolg Trapayovred) kai 0,1% ProClin® (5-xAwpo-2-ue8ur-4-1008eiagoAIv-
3-6vn kar 2-ueBul-4-1008€e10goAIv-3-6vN) WG TUVTNENTIKS.

NPOEIAOMOIHZEIZ KAI MIPO®YAAZEIZ

T in vitro Siayvworiki xpron

MPOZOXH: XeipiceaTe Toug pdprupeg ACCURUN kai Aa Ta mpoidvia avBpwmmvou aiparog wg duvnmkd
perédoang poAuauarikwv Tapayoviwv. O BeTikdg udpTupag IgM yia Tov 16 Tng epuBpdg ACCURUN 141
TIapackeudderal amd avBpwivo opd f TAGo A, N avTISPaoTIKG yia To HBSAgKal avTIowuaTa evavTia OTov
HIV 1 kan 2, HTLV [ kan I, kaBug kan atov HCV (£ TpéxouTES e€eTdaeIg TTou ammairouvran amé Tov FDA.

MpoguAdgeis aopaleiog

AKONOUBEITE TIG GUVIOTWHEVES YEVIKEG TTPOQUAGEEIG Tuw Kévpuw yia Tov éAeyxo Twv voowv (CDC - Centers for
Disease Control) yia 1o xeipiopd Twv papripwv ACCURUN kai Tou avBpwrvou aiumogQ. Mnv avappogdre
JE THTIETA | TO OTOUA, PNV TPWTE Kal Unv THVETE O XWPOUg OTTou Yivetar XeIpIopog deryucmwy. KabapioTe
TUXOV Xupéva UAIKG okouTTigovag Ta apéows pe 0,5% didhupa uTroxAwpiiwdoug vorpiou. Aroppiyte 0MaTa
eiypama, Toug PApTUPES Kal Ta UAIKG TToU XpnathoTroinBnkav aTnv e5ETaon wg GV Trepleiyav JoAuapaTi Koug
TIOPAYOVTEG.

Mpo@uAdgeig xeipiop ol
Mn xpnoiporroigite Toug pdprupeg ACCURUN peté Tnv npepopnvia Angng. ATro@oyete m pikpoBiokn toAuvon
TWV HOPTUPWY KaTd TO AvOIYHa Kl TO KAEIOTHO Twv QIaNIBiwv.

OAHIEZ @YAAZHZ

®uhdooere Tov Beikd pdprupa IgM yia Tov 16 Tng epuBpag ACCURUN 141 atoug -20 °C. Mo amoyuy el
Kai avorxTei, 0 BeTikog pdptupag IgM yia tov 16 Tg epuBpdis ACCURUN 141 Ba mpémel va uAdoaeral ato
yuyeio atoug 2-8 °C kar va amoppitrterar petél amoé 60 npépeg. Metdi 1o évolypa, KaTaypayTe TV nuepopnvia
avoiyparog Kai v nuepopnvia Afgng a1o @ioAidio. Ae guviotivTal ToMarAal kKUkAo! karayugng -amoyugng
B10T1 evdEKeTal va éxouv PeTaBANTEG avemBUpNTEG emdpaoelg ota amoTeAéapara Twv egTaoEWY. MNava
amotparei Tuxov diappor), puAGoaeTe Ta piaNidia o€ 6pBia B¢on.

ENAEIZEIZ AZTAOEIAZ 'H AAAOIQZHE TQN ANTIAPAZTHPIQN
Tuxov peTaBorég TG GUOIKAG ELQAVIONG evBEYETal Va UTTOBNAGWVOUY aOTABEID 1} CAAOIWTT TV HaPTUPWV
ACCURUN. AiaAdpara rou eivar pgavig BoAd Ba mpémel va ammoppitTovTal.

AIAAIKAZIA

Mopexopeva UAIKG

O Betikdg pdprupag IgM yiatov 16TnG epuBpag ACCURUN 141 Trapaokeuddetar amé avBpwivo opd r
TAGO A TTOU €ival avTISPAOTIKG Yia To avTiyovo avi-€puBpdc Kai un avTidpaomkd yia to HBsAgkal yia
avtiowpara otov HIV 1 kar 2, HTLV I kar 11, kaBug kar atov HCV.

YAiké Trou atraitoOvral aMd Sev TapéxovTal
Avarpé€re aTIG 0dnyieg TIOU TIAPEXOVTOI TG TOUG KATAOKEUOOTEG TWV KIT EGETA0EWY TIou Bt Xpnaipotroinfoly.

03nyieg xpAong

AQRHOTE TOUG PapTUPES Va @BATOUV Ot Beppokpaaia SwuaTiou TPIV ammd T XpAoN Kal KaTOTTV ETIaTREWTE
TOUG PAPTUPEG OTO YuyEio YIa QUAAEN apéowg peTd Tn xprion. AvopeitTe To TrepIeXOPEVO Tuv QIOAIDIWY
mepioTpépovTag Ta amahd. O1 péprupeg ACCURUN Ba rpémer va TrepiapBavovTan o€ extéleon eétaong
akohouBwvTag akpIBwg TV idia Siadikaaia Tou TapéxeTal ammd Tov KATAOKEUaOT y1a Ay vwaoTa Seiypara.
O péprupeg ACCURUN AEN mpémel va avTikaBioTov Ta avTdpooTrpia BeTIkoU kol apvnTikad pdpTupa Trou
TIAPEXOVTAI LE KOTOOKEUOOLEVO KIT EGETATEWV.

MoioTikdg éAeyxog

Emeidn o péprupeg ACCURUN Bev Exouv amodobeioeg TILEG, auviotdTal kGBe epyaoTrplova ETIKUPWIOE! Th
xpron k&b mapridag péprupa ACCURUN pe kéBe €181k aUatnpa Tpoadiopiopol TIpIv ammd m ouvion
XPran Tou 0TO €PYQOTAPIO.

EPMHNEIA TQN ANOTEAEZIMATON

Taemimeda avidpaoTikéTnTag TOu BeTIKOU pépTupa IgM yiatov 16 TG epuBpdg ACCURUN 141 evdéyetal va
TroIKiAouv avAaAoya e TIG EGETAEIC DICPOPETIKUNV KATAOKEUAOTWV Kall TIG OICQOPETIKES TTIOPTIOES KIT EETATEWV.
Emeidr o péptupag Sev éxel amodoBeioa TipA, TO EpyaCTAPIO TTPETTEN Vo KOBIEPWOEN Eval e0POG TILWV Yial KGBE
TapTida Tou BeTIKoU papTupa IgM yiaTov 16 Tng epuBpdg ACCURUN 141. Edv Ta amroteAéoara yia Tov BeTikd
uaprupa IgM yiatov 16 Tng epuBpdg ACCURUN 141 eivan ekTdg Tou KoBiEpwpéVou ammodekToU EUPOUG WY,
QuTO EVOEXETaN va amoTeET £VDEIEN N IKAVOTTOINTIKAG ammedoang TnG e¢éTaong. MiBavég aiTieg aoupwViog
TepIAapBavouv: ahAoiwan Twv avTIdpAacMPiwy Tou KT EEETa0NG, COAALO TOU XEIPIOT, EACTTWHOTIKN
amédoan Tou e§oTAIGHOU 1 pOAUVON TWV QVTIBPOCTPIWV.

MEPIOPIZIMOI THE AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MNPETEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI
APNHTIKOY MAPTYPA MOY NMAPEXONTA ME KATAZKEYAIMENAKIT EEETAZEQN.

Mpémel va akohouBouvtal moTé of AIAAIKASIEZ EZETAZHS kai n EPMHNEIA TON ATTOTEAESMATON Trou
TIAPEXOVTAI OO TOUG KATOOKEUAOTEG TwV KIT eETATEWV. TV ammokAioeig amé dlodIKaaieg TToU GUVICTWVTAI
amo TOUG KATAOKEUOOTEG KIT EETaONG EVOEXETaN Vo TIpokaAéTouv un agi6TioTa ammoteAéapara. O pépTupeg
ACCURUN &ev eivar BoBuovopnTég kai Gev TIPETTEN v XpnaTHOTIol00VTal Yia BaBUOVOUNON TTPOT DI OPICUWY.
Ta xapoktnpioTIKa amddoong yia Tov BeTiké pdprupa IgM yia tov 16 mg epuBpég ACCURUN 141 éxouv
emBePaiwdei povo yia v IgM yia Tov 16 Trg epubpds. Auapeveig ouvBrikeg amroaToNdg fi/kan pUAAgnG r xprion
papTUpwv, N nuepounvia AENG Twv omoiwv Exel TAPEABEI, evOEXETaI va TIPOKaAETOUV e0QOApEVa
amoteAéopara.

ANAMENOMENA AMOTEAEZIMATA

0 0eTik6g pdprupag IgM yia Tov 16 Tng £puBpég ACCURUN 141 AEN EXEI AMOAOGEIZA TIMH.

Eid1kd emimeda avTidpoaTikéTnTag Ba TToIKiMouv PeTall TTpoaBIopIoHWY SIAQOPETIKWY KATATKEUOOTWY,
SI0POPETIKWY BIAdIKATIWY, SIGPOPENKWV apIBUWV TTaPTIBOG VIIBPAGTNPIWY KaI SIGPOPETIKWV EPYOOTNEIWV.
KdBe emipépoug epyaoTripio TTRETTEN va KOBIEPWTEN BIOBIKATIEG VIO TNV EQAPHOYT) EVOG TTPOYPAMUOTOS
Slao@aAiong ToIdTNTAG Kal yia Ty TrapakoMoUBnan Tng amédoang Twy eETA0EWY e TaKTIKN BAan. Kabe
epyaoTipio Ba Tpémel va KaBIEpWOE! TO BIKG TOU E0POG CMTOBEKTV MWV yia KGBe egétaon. Mo TTapdderyua,
0 CMOJEKTO £0POG TILWV EVOEKETAI VO TIEPIAAUBAVE! ONEG TIG THEG EVTOG 2 TUTTIKWY CTTOKAITE WV TNG PEaNS
TIpAG 20 onueiwv Sedopévwy Tou AapBavovtal ot 20 avahlioeic o Tepiodo 30 NuepuN 3.

EIAIKA XAPAKTHPIZTIKA ANOAOXHE

O péprupeg ACCURUN éxouv oxediaaTei yia xprian e in vitro diadikaaieg TpoadIopiopod yia GKoTToug
TapakoAoUBnang Tng amédoang Twv Poadiopiapwy. O Benkdg udpTupag IgM yia Tov 16 Mg epubpds
ACCURUN 141 mrapaokeuaetal amé avBpwivo opd ) TAGoHa TTou gival avTIBpaaTIKS yia TOavTIyvO avTi-
€pUBPAG Kal P avTIdPaAOTIKOG yia To HBSAG kai yia avtiowuara atov HIV 1 kai 2, HTLV | kan I, kaB g kar otov
HCV. O1 paprupeg ACCURUN dev éxouv amodoBeioeg Tipég. Eidikd emimeda avndpacTikémrag Ba moikiAAouv
ETEU TTPOOBIOPITUWY OICPOPETIKWV KATATKEUOOTUN, OIPOPETKWY SIadIKATIWV, SIGPOPETIKWV OpIBHGNV
TIapTidag Kal SI0QOPETIKWY epyacTnpiwv. KaBe emipépoug epyaampio Tpémel va KaBiepwael dIadIKaTie yia
TNV EQapLoyR evAg TTpoypaupaTog Aao@AAIoNG TTOIGMTAS Kal yia TV TrapakoAouBnan Tng amddoong Twv
€4eTaoEWV O€ TOKTIKN Baon.
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