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GR TA ANTIAPAZTHPIA AYTA AEN MPETEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.
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ACCURUN® 305 zEIPA 150 OeTikd¢ paptupag RNA tou HCV

ONOMAZIA KAI XPHZH T'|A THN OMOIA NPOOPIZETAI

O1 paprupeg ACCURUN mpoopidovtai yia Tov uTioAoyIo 6 TG aKpifeiag Twv pyaoTnpIakwy eEETAoEWY Kai gival
Suvartd va xpnaigomoinBolv yia Ty avixveuon Tuxdv opaApdarwy aTig Siadikaaieg epyaatnpiakwy egeTaoewy. O
Beikog pdptupag RNA Tou HCV ACCURUN® 305, oeipd 150 eival Siapoppwpévog yia xpran pe pedodoug in vitro
SlayvwoTIKWY eEETATEWY TIoU avixvelouv kal TTogoTikotroloUv 10 RNA tou HCV. Amé v SeraCare Life Sciences
SiariBeviar §exwpiaTa emmAEoV pdipTupeg ot diagopeg auykevTpwaelg RNA Tou HCV.

MEPIAHYH

H ouyvn e¢étaon avegaptntwy delypdmwy ToloTIKoU eAEyXou Trapéxel aTov avaAur éva péoo Trapakoholbnang TG
amodooNg TwV EPYACTNPICKWY TPOTdIoPIoHWY. Me Tn auviiBn Xpron Twv paptipwy divetal n duvardtnta ota
€pyaoTApIa va TrapakoAouBolv Tn diakUavon Twy EEETACEWY aTTO NUEPT OE NUEPQ, TNV ATTOB0OT TWV KIT EGETATEWY
amoé mapTida o TapTida Kal T SlaKUPAvVOT PETAEU XEIPIOTWY, EVW TIapEXETAI ETTIoNG BoriBela aTnV avayvwpion Tuxov
augfoewy Tuxaiou i oUCTHATIKOU GQAAUATOS. Eva KaAG oxedIaoéVO TIPOYPa WA TIOIOTIKOU EAEyXOU Eival duvatd
Vo TIapéxel EITAEOV EUTTIOTOTUVN OTNV agloTmaTia Twy amoTeAeopdTwyY Tou AapBavovral yia dyvwoTa deiypara. H
Xprion avegapTnTwy PapTipwy eVOEXETAI va TIAPEXE! TTOAUTIMEG TTANPOQYOPIEG TXETIKA E TNV EPYCOTNPICKI ETTAPKEIC
Kal T dlakOpavon eTagy TapTidwy KIT, ol 0TToieg VOEKETAI Va ETMPEATOUY TV EualoBnaia Tou TTpoadlopiapol .

APXEEZ THE AIAAIKAZIAZ

0 BeTikdg paptupag RNA Tou HCV ACCURUN 305 éxel oxediaaTei yia xprion We in vitro dladikaoieg
TPoadiopiopoU yia akotoUg TapakoAouBnang Tng amddoang Twv eerdoewv. O BeTikdg paptupag RNA Tou HCV
ACCURUN 305 mrapackeudderal amd avBpwivo opd i TAGopa Trou eival avridpaaTikd yia 1o yovoTuto 1 Tou
RNA Tou HCV kai un avridpaaTiké yia 1o HBsAg kai yia avriowpara evavria atov HIV 1 kai HIV 2, kaBuwg kai
atov HTLV. Or pdprupeg ACCURUN &ev éxouv amodobeioeg Tipég. EIdika emmimeda avridpaaTikdtntag Ba
ToIKiAOUV pETagU TPOGBIOPIGHIWY SICPOPETIKWY KATAOKEUAOTWY, SIAQOPETIKWY DIAdIKATIWY, SICPOPETIKWY
apiBuwV TTapTidag Kal SIaQOPETIKWY EPYaOTNPiwY.

ANTIAPAZTHPIA
Kwd. eidoug 2020-0078 10 giaAidia, 1,2 ml ava giaidio

0 Berikdg paptupag RNA tou HCV ACCURUN 305 repiéyel ataBepotroinTég kai 0,09% agidio Tou varpiou wg
GUVTNPENTIKO.

MPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro Siayvwariki xpron.

NMPOZOXH: Xeipieate Toug pdptupeg ACCURUN kai 6Aa Ta rpoiovTa avBpwmivou aiparog wg duvnTikd petadoong
HoAugparikamv mapayoviwy. O Betikdg paptupag RNA tou HCV ACCURUN 305 mapackeuddetal amd avBpwimivo opd
fj Adopa, un avridpaoTiké yia 1o HBsAg kar avriowpara evavria atoug 100 HIV 1 kai 2, kaBog kar HTLV pe
TPEXOUTEG EEETATEIG TTOU EXOUV eYKPIBET amd Tov FDA.

MpoguAdgeig agpaleiog

la 10 Xepiopo6 Twv TpoiovTwy ACCURUN Kai Tou avBprivou aipiarog akoAoUBEITe TIG CUVIOTWEVEG VEVIKEG
TPoYuAdeig Tou Maykdapiou Opyaviapol Yyeiag (M.0.Y.)2. Mnv avappopare Pe THTTETA e TO OTOMA, NV KamvideTe,
HINV TPWTE Kal NV TTVETe 0€ XWPOUG 6TTou yivetal Xelpiopog delypatwy. KabapioTe Tuxov Xupéva Uik akouTrifovtag
10 apéowg pe 0,5% diaAupa umoxAwpiwdoug varpiou. AmroppiyTe 6Aa Ta SeiypaTa, TOUG PAPTUPES Kal Ta UAIKG TTou
XpnaipotoiBnkav aTnv e¢ETacn wg eav TepIEKav JOAUGATIKOUG TIAPAYOVTES.

MpoguAdgeig xeipioaol

Mn xpnoiporoieite Toug pdptupeg ACCURUN peté v nuepopnvia Aigng. Amo@uyete T poAuvon Twv Haptipwy
Kard 1o Gvolypa Kai 1o KAEiTIo Twv @iaAidiwy. Na Ty TpdAnyn Tou OXNUATIoHOU SUVATIKWG EKPNKTIKWY EVWOEWY
Aoyw avTidpaaewv Tou agidiou Tou varpiou kal Tou XaAkoU fj Tou oAUBGOU TToU TrepIEXETal OTIG USPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG OWARVEG ATTOBAATWY PE PeyGAeg TOOOTNTEG VePOU.

OAHFIEZ ®YAAZHE

Ta péyiom otabepdTnTa, o Betikog paptupag RNA Tou HCV ACCURUN 305 Ba mpémer va guAdoaetar atoug -70
°C. Eav mpotipdre, Ta giaAidia pmopolv va guhdoaovtal aToug -20 °C yia éwg ¢ prveg. Ta va amotparei Tuxov
Siappor, uAacaete Ta @iaAidia ot 6pbia Béan.

ENAEIZEIZ AZTAGEIAZ 'H AAMOIQZHE TON ANTIAPAZTHPION
Tux6v JETABOAEG TG QUOIKNAG EPPAVIONG EVOEXETaI var UTTOANAWVOUY aoTABEID ) aAoiwen Twv HapTUpwy
ACCURUN. AlaAUpara Trou givar eppavig BoAd Ba Tpémel va amoppitovTal.

AIAAIKAZIA

Mapexoagva UAIKA

O Betikdg paptupag RNA tou HCV ACCURUN 305 mrapackeuadetar amé avBpwmivo opd f TAGoua Trou eival
avTidpaaTikd yia 1o yovérutio 1 Tou RNA tou HCV kar un avridpaaoTiké yia 1o HBsAg kai yia avTiowuara evavria
atov HIV 1 kai HIV 2, kaBug kai otov HTLV.

YAiké rou amraitodvTal aAAd Sev Tapéxovral
Avarpégre oTIG 0dnyieg TOU TTAPEXOVTaI CTTG TOUG KATAOKEUOOTEG TwV KIT EEETA0EWY TTou Ba XpnaipoToin8ouy.

Odnyieg xpiong

* Mpiv amd k&Be xprian, apnaTe To diGAupa eAéyxou va gpBdael o€ Bepuokpaaia dwiatiou kal avapigre Pe
ATma avaoTpogr.

* Kabe giahidio ACCURUN 305 dev Ba TpETel va xpnaIHOTIOIEITal TIEPICTOTEPEG ATTO TPEIG YOPES KAl
TIPETIEN v XPNOTWOTIOIEITaN £VTOG 10 NEPWY aTTG TO TPWTO Avolyda.

*  Apéowg et amo kabe xprion, TomoBetiaTe o wuyeio To ACCURUN 305 oe Beppokpacia 2-8 °C.

*  Orav avoixBei To @iaAidio yia TpwTN Yopd, KataypayTe TNV NHEPOUNVia TToU avoixBnke kai Tnv
nuepopnvia Agng oto @iaAidio.

*  TNa va ehayIoToTIoINCETE TO EVOEXOMEVO OAUVONG, ATTOPPIYTE TO PIGNIDIO PETA T TV TIPWTN XPrioT.

O1 pdprupeg ACCURUN Ba mipémel va mepihapBavovtal ot ektéAeon e&gtaong akoAouBuwvrag akpiBuwg my idia
Siadikacia mou TrapéxeTal amé Tov karaokeuaoTn yia dyvwaoTa deiypara. Or paptupeg ACCURUN AEN mpémel va
avTikaBioTolv Ta avTidpaaTipia BTIKOU kal apvnTIkoU EAEYXOU TTOU TIAIPEXOVTAI PE KATAOKEUTOHEVT KIT EGETATEWV.

MoioTikdg éAeyxog

Emeidn ol paptupeg ACCURUN Gev éxouv amodoBeioeg TipEG, ouviaTATal KABe pYaOTAPIO Va ETTIKUPWOE! T
xprion kade mapridag paprupa ACCURUN pe kdBe €151kd oUoTna Tpoadiopiapol TpIv aTmd T auvin xpron
TOU OT0 €PYOOTAPIO.

EPMHNEIA TON ANOTEAEZMATON

Ta emimeda avnidpaoTikoTnTag Tou BeTikoU papTupa RNA Tou HCV ACCURUN 305 evdéyetal va TrolkiAouv
avaloya We TIG EGETATEIS DIAQOPETIKWY KATAOKEUATTWY Kall TIG SIAPOPETIKEG TIaPTIdES KIT EGeTA0EWY. ETEIdN 0
HapTupag dev £xel amodoBeioa TIWI, TO EpyacTpIo TTPETE va KaBIEPWOE! £va EUPOG TIHWV Yia kaBe TrapTida Tou
BetikoU pdptupa RNA Tou HCV ACCURUN 305. Edv Ta amoteAéopiara yia Tov BeTikd paptupa RNA tou HCV
ACCURUN 305 eivar ektog ToU KaBlepwpévou atrodekToU EUPOUG TIMWY, auTd eVOEXETAI va amoTeAel EVOEIgn Un
IkavotroInTikg amédoang e e¢étaong. Mbavég airieg opaAparog mepiAapBavouv: alMoiwaon Twv avTidpacTpiwv
TOU KIT EGETAONG, OQAAUA TOU XEIPIOTH, EAATTWHATIKA aTmdd00T Tou €E0TTAIOHOU 1) HOAUVOT Twy avTISpaoTnpiwy.

MEPIOPIZMOI THZ AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN TMPETMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

Mpémel va akohouBouvTal oTd ol AIAAIKAZIES EZETASHZ xai n EPMHNEIA TQN ATIOTEAEEMATQN mou
TIapEXOVTAI ATTO TOUG KATAOKEUATTEG TwV KIT £EETATEWY. TUXOV aTTOKNICEIG aTTd BIadIKaaie TOU GUVIGTWVTAI T
TOUG KATAOKEUAOTES KIT EEETaONG EVOEXETAI va TTpokaAéoouv pn agiomioTa amoteAéapara. Or pdprupeg ACCURUN
Oev eival BabuovounTég kar dev TPETEI va XpnaloTrololval yia Babuovopunan mpoadiopiopwy. Ta
XapakmpIoTIKG amédoong yia Tov BeTikd paptupa RNA Tou HCV ACCURUN 305 éxouv kaBiepwBei ovo yia 1o
RNA 1ou HCV. Auopeveig ouvBrikeg amoaToAg kai UAAENG 1j xpron HapTipwy, n nuepopnvia Afgng Twv otoiwv
£xel TAPENBEI, EVOEXETQI VOl TIPOKAAETOUY E0QaAPEva amoTeAéaaTa.

ANAMENOMENA AMOTEAEZMATA

0 6eTikdg adpTupag RNA Tou HCV ACCURUN 305 AEN EXEI AMOAO®EIZA TIMH. Eidika emimeda
avTIdpacTIKGTTaG Bt ToIKiAAOUY PETAU TTPOGBIOPICHWY BIAPOPETIKWY KATAGKEUATTWV, SIAQOPETIKWV SIadIKATILV,
SIAQOPETIKWY apIBUWY TrapTidag Kail SIapopeTIKWY epyacTnpiwy. KaBe empuépoug epyaaTrpio TRETTE va KaBiepwael
S1adIKaaieg yia TNV epappoyn evog TPoypapaTog dIao@AAIang ToI6TNTAG Kal yia Ty TapakoAolbnon Tng
amodoong Tw EGETA0EWV Ot TaKTIKK Baon. Kabe epyactipio Ba Tpémel va kaBiepiaer To BIKG Tou EUPOG ATTOOEKTWV
TINGV. T'a Tapaderypa, To amodeKTd €UPOG TIHWY EVOEXETAI va TEPIAAUBAVEI OAEG TIG TIHEG EVTOG 2 TUTTIKWY
amokAioewv TG péong TipAg 20 onueiwy dedopévwy Tou AapBavovral ot 20 avahioeig ot Trepiodo 30 nuepwv?.
Zrov Tivaka 1 raparibevral TUTTIKG aTolxeia yia Tov BeTiko pdpTupa RNA Tou HCV ACCURUN 305. Ta aToieia
ekppadovral o€ povadeg mmwg kabopileTal ammd TOV KATAOKEUATTH TOU TIPOadIopITHOU.

EIAIKA XAPAKTHPIZTIKA AMOAOZHE

O1 paprupeg ACCURUN éxouv oxediaoTei yia xprion e in vitro diadikaaieg TpoadiopiopoU yia oKoToUug
TapakoAoUBnang Tg amoedoong Twv mpoadiopiopwy. O BeTikdg paptupag RNA Tou HCV ACCURUN 305
TIapacKeuadeTal amoé avBpwmivo opd 1 TAGoa Trou eival avTidpaaTikd yia 1o yovotuto 1 1ou RNA Tou HCV kal
un avTidpaaoTiké yia To HBsAg kai yia avriowuara evavria atov HIV 1

Kkai HIV 2, kaBuwg kar atov HTLV. Or paptupeg ACCURUN dev éxouv amodoBeioeg Tipég. Eidikd emimeda
avTIdpacTik6TTag Bar ToIKiAAoUY HETAgU TTPOBIOPICUWY BICPOPETIKWY KATATKEUATTWV, SIAQOPETIKWV
S1a0IKaCIwWY, SIAQOPETIKWY apIBUWY TTapTidag kal SiapopETIKWY epyaatnpiwv. Kabe pepovwpévo epyacTrpio
TpETEI va kaBiEpwatl SIadIKACieg yia TV eQapuoyn evag TpoypaupaTog diacpaAiong ToidTnTag Kal yia v
TapakoAoBnan g amédoang Twv egeTéatwy ae auvitn Baon.
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Mivakag 1. Tummka oToixeia yia Tov Betikd paptupa RNA Tou HCV ACCURUN 305, oeipd 150.

Karaokeuaaig Mpoodiopicadg AmotéAegaa
Roche Molecular Systems, Inc. COBAS® Ampliprep 150 1U/m
Pleasanton, CA COBAS® TagMan® HCV Test
Abbott Laboratories . i
‘Abbott Park, IL m2000 RealTime HCV Assay QeTIKO
Gen-Probe ® " .
San Diego, CA PROCLEIX® ULTRIO® Assay O¢TIKO
Roche Molecular Systems, Inc. cobas TaqScreen MPX Test on 5201 OeTIKO
Pleasanton, CA
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