EL TA ANTIAPAZTHPIA AYTA AEN MPENEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

ACCURUN® 345 sEIPA 150 OeTIkdC TTo10TIKOG £AeyXoc RNA Tou HIV-1,

RNA tou HCV, DNA 1ou HBV

ONOMAZIA KAI XPHZH TIA THN OMOIA NPOOPIZETAI

O1 péprupeg ACCURUN mrpoopidovTal yia v eKTinan TG akpiBelag Twy epyacTnpIoKWY EEETACEWY Kal eival duvaTd
va XpnaipotoinBouv yia Ty avixveuan Tuxov o@aApdrwy atig diadikaaieg epyaatnpiakwy egeTéaewy. O BeTIKOG
To10TIKOG €Aeyxog RNA Tou HIV-1, RNA tou HCV, DNA Tou HBV ACCURUN® 345, oelpd 150 eival dlapopPwpévog
yia xprion pe peBodoug in vitro SiayvwaTikwy egeTéatwy ou avixvetouvio RNA Tou HIV-1, o RNA tou HCV kai To
DNA Tou HBV. Tiat in vitro diayvworTiki xprion.

MEPIAHYH

H ouyvn e&étaan avegapmTwy delypdtwy ToloTikoU eAEyxou Trapéxel aTov avaAut éva péco TapakoAouBnang Tg
améd00NG TWV EPYACTNPIAKWY TPOadIOPIGHWY. Me T ouviiBn xpron Twv Japtipwy divetal n duvarémra oTa
€pyaoTApIa va TrapakoAouBou T diakUpavon Twy eEETATEWY amo NUEPT O NUEPQ, TV ATTOB00T TWV KIT EEETATEWY
amé TapTida o€ TapTida kal T dlakUpavan PeTagl XEIPIOTWY, EVW TTapéxeTal eTTiang BonBeia Ty avayvwpian Tuxov
aughoewy Tuxaiou f cuaTnuarikol ogaAparog. Eva kakd oxediaopévo TTpodypapda ToloTikoU eAEyxou eival duvatd
va Tapéxel mmAéov epmaToolvn oty alomioTia Twv amoteAeaaTwy Tou AapBavovral yia dyvwota deiypara. H
Xpon avetapTTwy HapTipwv vOEXETaI va TIAPEXE! TTOAUTIEG TANPOQOPIEG OXETIKA JE TNV EPYATTNPIOKN ETTAPKEIT
Kai Tn dlakUpavon PeTagy TrapTidwy KiT, 0l OTTOIEG EVOEXETAI VA ETTNPEATOUV TNV EUaIoBnaia Tou npocﬁloplcuoUT

APXEZ THE AIAAIKAZIAZ

O Betikdg roloTikdg EAeyxog RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBV ACCURUN 345, aeipd 150 éxer oxediaoTei
yia xpAon e in vitro dladikacieg Tpoadiopig oy yia To OKoT6 TG TrapakoAouBnang g amédoong efetéoewy. O
Beikog Trol0TIKGG EAeyxog RNA Tou HIV-1, RNA tou HCV, DNA tou HBV ACCURUN 345, aeipd 150 apaokeuadeTal
He apaiwon exwpioTiv Tapakarabnkwy yvwoTwv TiThwv RNA tou HIV-1, RNA tou HCV kai DNA tou HBV pe
amvwdoyovwpévo TAdopa apvntiké yia 1o RNA tou HIV-1, 1o RNA Tou HCV kai 1o DNA Tou HBV kai pn
avmidpaaTiko yia 1o HBsAg kai avriowpara evavria atoug 100 HIV 1, HIV 2 kar HTLV. Or péprupeg ACCURUN Gev
¢xouv amodoBeioeg TIEG. EidIkd emimeda avmidpaaTikdTnTag Ba TToIkiMouv WETagy TpoadIopITUMY dICPOPETIKWV
KATAOKEUAaTWV, SIAQOPETIKWY SIaBIKATIY, SIAPOPETIKWY apIBUWY TTapTidag Kal SIaPOPETIKWY EPYACTNPIWY.

ANTIAPAZTHPIA
Kuwb. €idoug 2020-0104
Kwd. eidoug 2020-0105

O BeTikdg TroloTIkdG EAeyxog RNA Tou HIV-1, RNA tou HCV, DNA Tou HBV ACCURUN 345, geipd 150 Tepiéxel
otaBepotrointég kai 0,09% adidio Tou vatpiou wg GUVTNENTIKO.

MPOEIAOMOIHZEIZ KAI MPOPYAAZEIX

Ta in vitro Siayvwariki) xpRon.

MPOXOXH: Xeipigeate Toug paptupeg ACCURUN kai 6Aa Ta TpoidvTa avBpwrivou aiparog wg duvnTika
peradoang Pohuapartikav mapayoviwy. O Betikdg moloTikdg éeyxog RNA Tou HIV-1, RNA tou HCV, DNA Tou HBV
ACCURUN 345, oeipa 150 karaokeuadetar amo avBpwmivo opd 1 TAGoHa n avTidpaaTke yia avTiowaTa
evavtia atoug 1006 HIV 1 kar 2 kar HTLV pe Tpéxouaeg eGeTéoeig eykekpipéveg amd Tov FDA.

5x 1,2 ml ava @iaAidio
5x4,0 ml ava giakidio

MpoguAdgeis acpalciag

AxoAoUBETE TIG GUVIOTWHEVEG VEVIKEG TTPOQUAGEEIS Twv KévTpwy yia Tov éAeyxo Twv véowv (CDC - Centers for
Disease Control) yia 10 xeipiopé Twv paptupwv ACCURUN kai Tou avBpwmivou qipmogz. Mnv avappogare pe
THTIETA E TO OTOMA, PNV KATIVICETE, NV TPWTE KAl NV TTVETE O€ XWPOUG GTTOU YiIVETal XEIPITHOG SElyHATWY.
KaBapioTe Tuxdv xupéva uhika okoutridovtég Ta apéowg pe 0,5% diahupa utoxAwpiwdoug vaTpiou. ATroppiyTe
6ha Ta deiypara, Toug PAPTUPES Kai Tat UAIKG TToU XpnalpoTioiBnkav aTny e¢Etaon wg eav Tepieixav
HOAUGATIKOUG TIAPAYOVTEG.

MpoguAdgeig xeipioeol

Mn xpnoipomoieite Toug pdptupeg ACCURUN petd Ty nuepopnvia Afgng. Amo@uyerte Tn HOAUVOn Twv JapTipwy
KaTé 10 Avorypa Kai To kAeionpo Twv @iakidiwy. Ma v mpéAnyn Tou oXNMATICHOU SUVNTIKWG EKPNKTIKWY EVWOEWY
Aoyw avridpaoewv Tou agidiou Tou varpiou kal Tou XaAkoU fj Tou HoAUBBOU TToU TIEPIEKETAl OTIG UDPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG TWARVEG ATTOBAATWY e HeYGAEG TTOTOTNTES VePOU.

OAHFIEZ OYAAZHE

Ta péyiot otabepdmra, o Betikdg ToioTikdg éAeyxog RNA tou HIV-1, RNA tou HCV, DNA Tou HBV ACCURUN 345,
oelpd 150 Ba mpémel va guAdoaetal atoug —70 °C. Edv TipoTipdre, Ta QiaAidia uTropolv va UAGCTOVTaI OTOUG
-20 °C yia éwg €& priveg. Ta va amorparei Tuxdv dlappor, QuAdaoeTe Ta giaAidia ot 6pBia Béan.

ENAEIZEIZ AZTAGEIAZ 'H AAOIQEHE TON ANTIAPAZTHPION
Tuxov JeTaBoAég TG QUOTIKIG EPPAVIONG evOEKETaI Va uTTOBNAWVOUV aoTABEID /) aANOIWON Twv HapTUpwV
ACCURUN. Alahupara Tou gival epgavig BoAd Ba Tpémer va amoppiTrrovral.

AIAAIKAZIA

Mapeyodeeva UAIKA

O Betikdg roloTikdg EAeyxog RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBV ACCURUN 345, aeipd 150 eival
SlapopewpEévVog yia va gival avidpaaTikég yia 1o RNA Tou HIV-1, 1o RNA Tou HCV kai To DNA tou HBV kai pn
avTIdpaaTIKOS yia avTiowpaTa evavtia atoug 1oug HIV 1 kar 2 kar HTLV.

YAika ou amaitoUvral aAAd Sev TrapéxovTal
Avarpére aTIG 00nyieg TTOU TTAPEXOVTOI OTTO TOUG KATAGKEUOOTEG TWV KIT EGETAOEWY TToU Ba XpnaipotoinBouy.

03nyieg xpAong

«  [piv amé kade xprion, apnate 1o diGhupa eAéyxou va @BAoE! ot Beppokpaaia dwuatiou kal avapigre pe
ATTia avaaTpoer.

*  KaBe giahidio ACCURUN 345 dev Ba TipéTel va XpnaIUOTIOIEITCN TIEPICTOTEPES OTTO TPEIG POPEG KAl TIPETTEN VL
XpnotpoToleital eviog 10 nuepwv até To TPWTo dvolyua.

*  Apéowg peta amo kGBe xpnon, TomobetraTe ot yuyeio o ACCURUN 345 ot Beppokpaaia 2-8 °C.

« Orav avoiBei 10 QIaAIBIO yia TTPWTN QOPE, KATAYPAYTE TV NUEPOUNVIC TTOU avoixBnke Kal TNV nuepopnvia
Méng aTo giaAidio.

«  TNa va ehayioToTmoIAoETE T0 EVOEXOMEVO POAUVANG, aTmoppiyTe TO QIaAIBIO PETG aTTd TV TTPWTN XPrioM.

Or péptupeg ACCURUN Ba mipéel va mepihapBavovTar oe ektéAean egétaong akoAouBuvTag akpifiwg myv idia
Siadikaaia Tou Tapéxetar amé Tov karaokeuaoTn yia dyvwaoTa deiypara. O péaptupeg ACCURUN AEN mpémer va
avtikaBioTolv Ta avidpaaTipia BETIKOU Kal apvnTIKOU PAPTUPQ TTOU TIAPEXOVTAI HIE KATAOKEUOOMEVA KIT ESETACEWV.

MoloTikdg éAeyxog

Emeidn o paprupeg ACCURUN dev éxouv amodoBeioeg TIEG, cuviaTaTal KaBe epyaaTipio va ETTIKUPWOEI T Xpron
Kk&Be aptidag paptupa ACCURUN pe k@Be €181k6 oUoTa TTpoadiopiopol Tpiv ammé T ouvhBn xpHon Tou aTo
£PYOOTAPIO.

EPMHNEIA TON AMOTEAEEMATON

Ta emimeda avdpaaTikdTnTag Tou BeTikoU ToloTikoU eAéyxou RNA Tou HIV-1, RNA 1ou HCV, DNA Tou HBV
ACCURUN 345, oeipa 150 evdéxetal va molkidouv avahoya P TIG EEETAOEIG DIOQOPETIKWY KATAOKEUAOTWY Kal TIG
B1aQOpETIKEG TTapPTIdES KIT EGeTéoEWY. ETTEIdA 0 pdptupag dev €xel amodobeioa TIpA, To EpYaCTAPIO TPETIEN VO
KkabBiepwoel éva elPOg TIHWV Yia KaBe TapTida Tou BeTikoU TroloTikoU eAéyxou RNA tou HIV-1, RNA tou HCV, DNA
Tou HBY ACCURUN 345, aeipd 150. Edv Ta amoteAéapara yia Tov BeTikd mroioTiké éAeyxo RNA tou HIV-1, RNA
Tou HCV, DNA tou HBV ACCURUN 345, aeipd 150 eivan ektog Tou KaBiepwpévou ammodekTol EUPOUS TIHWY, autd
evOEETaI va amoTeAei EVDEIEN HN IKAVOTIOINTIKAG amédoang Tng egéTaang. MiBavég aitieg opaAparog
mepIAapBavouv: aAhoiwan Twv avTIdPAcTNPIWY ToU KIT EETAONG, TOAAUA TOU XEIPIOTH, EAATTWHATIKY aTT6d00N
Tou e§omAIopoU 1} pOAuvan Twv avTIdpaaTnpiwy.

NEPIOPIZMOI THE AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN TMPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAl APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAZMENA KIT EEETAZEQN.

Mpémel va akohouBolvTal maTd ol AIAAIKAZIES EZETASHS ai n EPMHNEIA TON A[TOTEAEZMATON Tou
TIAPEXOVTAI OTTO TOUG KATAOKEUTOTEG TWV KIT e6eTaTEWV. TuxOv amokAioelg ammd diadikaaieg ToU GUVIGTWVTAI aTd
TOUG KOTAOKEUTOTES KIT EGETAOEWV eVOEKETaI Va TIpokahéaouv pn agiémioTa amoteAéopara. Or paptupeg ACCURUN
Oev eival BaBuovounTég kar dev TPETEI va XpnatyotrololvTal yia Babpovopnan mpoadiopiopwy. Ta XapakmpIoTIKG
amédoang yia Tov BeTikd ToloTikO EAeyxo RNA tou HIV-1, RNA tou HCV, DNA tou HBV ACCURUN 345, aeipa 150
£xouv emBePaiwbei uovo yia o RNA Tou HIV-1, 10 RNA Tou HCV kai To DNA Tou HBV. Aucpeveis ouvBrkeg
amoaToAng kal pUAagNS 1 xprian HapTUpwy, N nuepopnvia AENG Twv omroiwy Exel TapéABel, voéxeTal va
TipokaAégouv eapalyéva amoTeAéaaTa.

ANAMENOMENA AMOTEAEEZMATA

0 OETIKOZ MOIOTIKOZ EAErXOZ RNA TOY HIV-1, RNA TOY HCV, DNA TOY HBV ACCURUN 345, ZEIPA 150
AEN EXEI AMTOAO®EIZA TIMH. Eidika emimeda avidpaoTikétntag 6a moikiAouv peTagy Tpoadiopiopwy
OIAPOPETIKWY KATAOKEUAOTWY, SIAQOPETIKWY SIaBIKATIWY, SIAPOPETIKWY apIBUWV TTapTidag Kal SIaQopETIKWY
epyactpiwv. Kabe pepovwpévo epyacTrpio TpETel va kabiepwael dIadIKaaTie yia Ty eQapuoyr evog
TipoypappaTog dlacpaliong ToIGTNTAG Kal yia TNV TTapakoAoUBnon T amédoong Twv egeTacewy ot ouvien aon.
KéBe epyaoTrpio Ba Tpémel va kabiepiael To SIkG TOU £0pOG ATTOSEKTWY TIMGV. [a TTapAdEIyUa, T aTodeKTo £0pog
IV evdExeTal va TepIAAHBAVEL OAEG TIG TIHEG EVTOG 2 TUTTIKWY attokAioewv TG péang TipAg 20 onpeiwy dedopévwy
Tou Aappdvovtal o 20 avahioeig ot Tepiodo 30 qupu’)v3.

Zrov Trivaka 1 mapariBeval Tutrikd dedopéva yia Tov BeTikd ToioTikd éAeyxo RNA Tou HIV-1, RNA Tou HCV, DNA Tou
HBV ACCURUN 345, geipd 150. Ta atoiyeia ekppadovral o€ Jovadeg 6Tiwg KaBopietal aTmé Tov KATaoKEUaoTr Tou
TpoadiopIopoU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 paprupeg ACCURUN éxouv axediaaTei yia xprion pe in vitro diadikaaieg TpoadiopIGHoU yia aKoTToug
TapakoAouBnang g amédoong Twv mpoadiopiapwy. O BeTikdg ToloTikog éAeyxog RNA Tou HIV-1, RNA Tou HCV,
DNA Tou HBV ACCURUN 345, oeipd 150 €ivar Siapop@uwévog yia va ival avtidpaaTikog yia 1o RNA tou HIV-1, 1o
RNA tou HCV kai 1o DNA tou HBV kai pun avridpacTikdg yia aviiowpara evaviia atoug 100g HIV 1 kar 2 kar HTLY. O1
HapTupeg ACCURUN dev éxouv amodoBeioeg Tipég. EidIka emimeda avmidpaaTikdmrag Ba ToikilMouv peragy
TIPOCSIOPITHWV BICPOPETIKWV KATATKEUATTWV, BIAPOPETIKWV SIABIKATILV, SICPOPETIKWYV apIBHWY TTapTidag Kai
S1aQopETIKWY epyaaTpiwy. KaBe Jepovwévo epyacTrplo TIpETE! va kabiepwael dIadIKATTES yia TV eQAPHOYH EVOG
TIpoypapparog dlag@aliong ToIdTTAG Kal yia Ty TrapakoAouBnaon g amédoong Twv eEeTaoewy ot ouviien Baon.
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Mivakag 1. Tummka dedopéva yia Tov BeTiké ToloTikd éAeyxo RNA Tou HIV-1, RNA Tou HCV, DNA Tou HBV
ACCURUN 345, oeipa 150.

KaraokeuaoTig Npoodiopiopdg Amoréheopa
e oo™ COBAS® 5800/6800/8800 HIV-1 500 avriypagaml
Ab:tc;golﬁagl;iﬁ[ies Alinity m HIV-1 Assay BETiKO
e e oy I COBAS® 5800/6800/8800 HCV 500 U/l
AbAbggoLnagZ’rif"l[‘es Alinity m HCV Assay Beriko
e e Sy I COBAS® 5800/6800/8800 HBV 400 1Umi
AbAbsgoLnagZﬁf"l[ieS Alinity m HBV Assay Beriko
Grifols Dg,izt&syiﬁs%%ions Inc. Procleix® Ultrio® Assay Oerikd
Roche Molecular Systems, Inc. cobas QeTIKO
Pleasanton, CA MPX

TMa BoiBela, EMIKOIVWVAOTE e TO TURHA TEXVIKAG uTToaTApIgng Tng LGC Clinical Diagnostics oTov apiBud
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