OeTikd¢ papTupag RNA tou HCV
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Eme§nynon Twv ouiBéAwv ou Xpnatiotolodvtal othv emioniaven Tou mpoidvrog LGC Clinical Diagnostics
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GR TA ANTIAPAZTHPIA AYTA AEN MPENEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

ACCURUN® 305 zEIPA 300 Oetikd¢ paptupac RNA tou HCV

ONOMATZIA KAI XPHZH I'IA THN OMOIA NPOOPIZETAI

O1 péptupeg ACCURUN mpoopiovTal yia Tov uTroAoyIgud TG akpiBeIag Twy epyaaTnpiakwy EEToEwv
Kal givar duvard va xpnaiyotoinBouy yia my aviyveuon Tuxov oparddarwy oTig diadikaaieg
£pyaoTPIaKWY e€eTaoEWY. O BETIKOG HApTupag RNA Tou HCV ACCURUN® 305, aeipd 300 eiva
SIaPOPPWHEVOG YIa XPHON HE HEBOBOUS in Vitro SiayVwaTIKWY EETATEWY TTOU aVIXVEUOUV Kal
Trogorikotolodv 1o RNA tou HCV. A6 v LGC Clinical Diagnostics diariBevrai exwpiaté emmAéov
HapTUpEG a€ didpopeg auykevTpwaelg RNA Tou HCV.

NEPIAHYH

H ouxvn egéraon avegapmrwy delypdtwy oloTikoU eAEyxou TIapéxel aTov avaAuTh éva Péoo
TrapakoAoUBnaong g amddoang Twv EpyacTnPIaKWY TPoadiopiaHwy. Me Tn auvridn xprion Twv JapTipwy
diveral n duvardTnta oTa epyaaTipia va TrapakoAouBolv T SiakUpavon Twv eGETaoEwy amo nuépa ot
nuépa, TV amoédoon TwV KIT EETa0Ewy amé Taptida o TapTida Kai Tn SlIAKUAVOT PETAEY XEIPIOTWY, EVW
Tapéxetal emiong BoriBela aTnv avayvwpion Tuxdv aughoewy Tuxaiou i cuaTnuartikol opdAuarog. Eva
KOAG oXeOIO0UEVO TTPOYPA A TTOIOTIKOU EAEYXOU €ival duvartd va TIapExel EITAEOV EUTTIOTOOUVN 0TV
aglomaTia Twv amoteAeapaTwy Tou AappavovTar yia dyvworta Seiypata. H xprion ave§aptntwy Haptipwy
evOEeTal va TTapéxel TTOAUTIWEG TTANPOQOPIEG OXETIKG WE TNV pyacTnpIakn ETAPKEID Kal T dlakUpavan
WIETED TTapTIBWY KIT, Of OTIOIEG EVBEXETAI VOl ETMPEACOUY TV EUCITONTia Tou TPoadiopiapou .

APXEZ THZ AIAAIKAZIAZ

O Bemikog paptupag RNA tou HCV ACCURUN 305 éxer oxediaaTei yia xpran Ye in vitro Siadikaaieg
TpoadiopigpoU yia akotmoUg TTapakoAouBnang g amddoang Twv egeTdoewv. O BeTikdg pdpTupag RNA
Tou HCV ACCURUN 305 Trapackeudderal amé avBpwmivo opé fi TAGoua Tou gival avridpaaTiké yid 10
yovérutio 1 Tou RNA tou HCV kai pn avridpaaoTikd yia 1o HBsAg kai yia avTiowpara evavria atov

HIV 1 kar HIV 2, kaBuwg kar atov HTLV. O1 paptupeg ACCURUN Sev éxouv amodobeioeg Tipég. Eidika
emimeda avmdpaoTikdTTag Ba ToIKIAOUY PETAGU TTPOCBIOPICHWY SICPOPETIKWY KATACKEUATTWY,
DIOPOPETIKWY BIABIKATIWY, DIPOPETIKWY ApIBUDV TTapTidag Kal SICPOPETIKWV EPYATTNPIwY.

ANTIAPAZTHPIA
Kwd. eidoug 2020-0083 5 @iahidia, 1,0 ml avé giaAidio

O Berikég paptupag RNA Tou HCV ACCURUN 305 mrepiéxer ataBeporoinTég kai 0,09% adidio Tou varpiou
WG TUVTNPENTIKO.

NPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ

Ta in vitro SiayvwaTikn xpron.

MPOZOXH: XeipileaTe Toug péptupeg ACCURUN kai 6Aa Ta TpoiévTa avBpwimivou aipiarog wg duvnTikd
HeTadoong HoAuapaTikwy Trapayoviwy. O Betikdg pdptupag RNA Tou HCV ACCURUN 305
TIapackeudderal amo avBpwivo opd fy TAAoa, pn avridpaaTikd yia 1o HBsAg kal avriowpara evavria
aToug 1006 HIV 1 kai 2, kabwg kar HTLV pe Tpéxouaeg efetaaeig mou éxouv eykpiBei amé Tov FDA.

NpoguAdgeig agpaleiog

la 10 ¥elpiopo6 Twv mpoidviwv ACCURUN kal Tou avBpwmivou aipaTog akOAOUBEITE TIG GUVIOTWHEVEG
Vevikéc Tpo@UAGEeic Tou Maykéopiou Opyaviopod Yyeiag (M.0.Y.)2. Mnv avappogdre pe TITIETA e To
OTOMA, KNV KATIVICETE, PNV TPWTE Kol PNV TTIVETE O€ XWPOUG OTToU Yivetal XeIpIopog delypdrwv.KabapioTe
TUXOV XUpéva uNika akouTrifovtdg Ta apéowg pe 0,5% Sidhupa utroxAwpiwdoug varpiou. AToppiyte OAa
T defypara, Toug PAPTUPEG Kal Ta UAIKG Tou xpnoldomoiBnkav otnv e&éraon wg v Tepieiyav
HOAUGHOTIKOUG TIAPAYOVTEG.

NpoguAdgeig xelpioios

Mn xpnaiporoieite Toug paptupeg ACCURUN petd Ty nuepopnvia Agng. Amoguyete T JoAuvan Twv
HapTUpwV KaTé 70 Avolypa Kai 70 KAeio1po Twv @iakidiwy. Ma Ty TpdAnyn Tou axnuaTIopod SuvnTIKWG
EKPNKTIKWV EVWOEWY Adyw avTidpaaoewv Tou adidiou Tou vaTpiou kal Tou XaAkoU fj Tou JoAUBdou TTou

TIEPIEXETAI OTIG USPAUAIKEG TWANVWCEIG, EKTTAUVETE TOUG TWANVES ATTOBAATWY HE PEYAAEG TTOTOTNTEG VEPOU.

OAHTIEZ OYAAZHE

la péyioTn otabepdmra, o Betikdg pdptupag RNA Tou HCV ACCURUN 305 Ba mrpémel va guAaooeTal
oToug -70 °C. Eav mporipdre, Ta giaAidia pmopouv va guhdcaovtal atoug -20 °C yia éwg €8 prveg. MNa
va amoTparei Tux6v diappon, QuAacaeTe Ta @laAidia ot dpBia Béon.

ENAEIZEIZ AZTAGEIAZ 'H AANOIQZHE TQN ANTIAPAZTHPIQN
Tux6v peTaBoAég G QUOIKAG EpPAVIONG evExeTal va utrodnAwvouv acTaBeia fi aAoiwaon Twv papTipwv
ACCURUN. AlaAupara rou gival epgavig BoAd Ba pémel va amoppitrrovTal.

AIAAIKAZIA

Noapeyodieva uAiké

O Betikdg paptupag RNA tou HCV ACCURUN 305 mapackeudetal amé avepwmivo opd 1 TAdopa tou
eival avridpaaTiké yia 1o yovotuto 1 Tou RNA Tou HCV kai pn avridpaoTikd yia 1o HBsAg kai yia
avtiowpata evavtia atov HIV 1 kar HIV 2, kabwg kar atov HTLV.

YAiké rou amraitoOvTal aAAd Sev TTapéxovral
Avarpégre oTIG 0dnyieg TTOU TIAPEXOVTAI AT TOUG KATAOKEUAOTES TWV KIT EGETACEWY TTou Bal
Xpnoipotoinbouy.

OBnyieg xpiong

AmowUgre oe Beppokpaaia dwyartiou kal avapeigte avaoTtpégovTag amaAd mpiv amd ) xprnon. MoAig
amoyuyBei, xpnotpotoinate Tov apéowg. O pdptupeg ACCURUN 6Ba mrpémel va TrepidapBdvovTar oe
ekTéNean eGEraong akohouBwvtag akpiBwg Tnv idia Siadikaaia Tou TTapEXETal AT TOV KATAOKEUAOTH Yia
ayvwota deiypara. Or paptupeg ACCURUN AEN mpémel va avrikaBioTolv Ta avridpaoTripia BeTIKOU Kal
apvnTIKoU JAPTUPC TIOU TIAIPEXOVTAI HE KATAOKEUATUEVA KIT ESETATEWV.

MoloTikdg éAeyxog

Emeidr) o péaptupeg ACCURUN Gev €xouv amodobeioeg TIUEG, auviaTaral KABe epyaaTiplo va ETIKUPWOE
N Xprion k&be maptidag paptupa ACCURUN pe kéBe €181k6 aUaTNUA TTPOGDIOPIGHOU TIPIV ATT6 TN
auvhBn xprion Tou aTo EpYacTApIO.

EPMHNEIA TON AMOTEAEZMATON

Ta emimeda avridpaaTikéTag Tou BeTikou pdpTupa RNA Tou HCV ACCURUN 305 evdéxetal va TroikiAouv
avaloya Ye TIG eEETATEIG DIOQOPETIKWY KATAOKEUAOTWY Kall TIG DIAQOPETIKEG TIAPTIOES KIT EEETATEWV.
Emeidn o péptupag dev £xel amodoBeioa TIA, TO EpYAOTAPIO TIPETTE! VO KABIEPWAE! £val €0POG TIHWV yIa
KkGBe maprida Tou BetikoU pdpTupa RNA Tou HCV ACCURUN 305. Eav ta amoteAéapara yia Tov BeTiko
paptupa RNA Tou HCV ACCURUN 305 eivai ektdg Tou KaBiepwpévou amodekTol eUpoug TIHWY, autd
evdExeTal va amotehei €vOeIgn N IKavoTroInTikrg amédoong Tng e&étaong. Mibavég aitieg opaApaTog
mepiAapBavouv: ahoiwon Twv avTIdpaoTnpiwy Tou KIT EEETAONG, CYAAUQ TOU XEIPIOTH, EAATTWHATIKY
amédoaon Tou eGOTAIGHOU 1} HOAUVON Twv avTISpaaTpiwy.

MEPIOPIZMOI THEZ AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI
APNHTIKOY MAPTYPA MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

Mpémel va akohouBolvral moTd ol AIAAIKAZIES EZETASHS kai n EPMHNEIA TON ATTOTEAESMATON
TIOU TIAIPEXOVTAI OTTO TOUG KATAOKEUAOTES TWV KIT EEETATEWY. TuXOv ammokAioelg amé diadikaaieg Tou
QUVIOTWVTAI OTTO TOUG KATAOKEUAOTES KIT EETAONG EVOEXETAI VAl TIPOKAAEGOUV [N agidTmoTa
amoteAéapara. Or pdprupeg ACCURUN dev eival BaBuovountég kar dev TTpémel va xpnaipotolodvral yia
BaBpovounon mpoadiopiopwy. Ta xapakmpioTika amédoang yia Tov BeTikd pdptupa RNA tou HCV
ACCURUN 305 éxouv kaBiepwbei puévo yia 10 RNA Tou HCV. Aucpeveig auverkeg amoaTtoAig kal
QUAagNG N xprion HapTUpwy, N nUepopnvia AENG Twv otroiwy Exel TTapéABel, evaEXeTal va TPOKAAETOUV
e0@ahpéva amoteAéaaTa.

ANAMENOMENA ANOTEAEZIMATA

0 Bemikog idpTupag RNA Tou HCV ACCURUN 305 AEN EXEI AMOAOGEIZA TIMH. Eidiké emrimeda
avTidpaaTIkOTNTag Ba TTOIKIANOUV pETAE) TTPOTBIOPICUWY BICPOPETIKWY KATOOKEUATTWV, SIAQOPETIKIV
S10d1KaTIWV, DIAQOPETIKWY APIBHWY TTIAPTIdAG Kal SIaQOPETIKWY epyaaTnpiwy. KaBe empépoug
£pYaaTAPIO TPETTEN v KABIEPWOEIDIABIKATIES YA TNV EQAPHOYH EVOS TIPOYPANHATOS DIagPAAong
TI0I6TNTAG Kal yia TV TrapakoAoUBnan g amddoang Twv egeTdocwy ae TakTik Bdon. Kabe epyaatipio
Ba mpémel va KaBiepwael To BIKG ToU EUPOG ATTOSEKTWY TIHWV. Ma TTapadelypa, To ammodekTd EUPOG TIMWY
evOExeTal va EPIAAMBAVE! OAEG TIG TIMEG EVTOG 2 TUTTIKWV atTokAioewv Tng péang TIEAG 20 onueiwv
Sedopévwy Tou AapBavovtal og 20 avaAioeig ot epiodo 30 npapu’uv3.

Zrov Trivaka 1 TrapariBeval Tumka oToikeia yia Tov BeTikd paptupa RNA tou HCV ACCURUN 305. Ta
aToIxeia ekppaovTal o€ Povadeg OTwG KaBopiZeTal aTmd TOV KATAOKEUATTH ToU TTpoadIopIoHoU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 paprupeg ACCURUN éxouv oxediaaTei yia xprion pe in vitro diadikaaieg mpoadiopiapoU yia oKoTroug
TrapakoAoUBnang g amédoaong Twv TTpoadiopiopwy. O BeTikog paptupag RNA Tou HCV ACCURUN 305
TIapackeuddeTal amo avBpwivo opd A TAdoa Trou eival avridpaaTikd yia 1o yovétuTio 1 Tou RNA Tou
HCV kai un avridpaaoTiké yia 1o HBsAg kai yia avriowpara evavria atov HIV 1 kai HIV 2, kaBag kai atov
HTLV. Or pdprupeg ACCURUN 6ev éxouv amodobeioeg Tipég. Eidikd emimeda avridpaaTikdtnrag Ba
TIOIKIAOUV HETAGU TIPOGBIOPICHWY BIOPOPETIKWY KATAOKEUATTWY, DICPOPETIKWY dIOBIKATIWY,
SIaQOPETIKWY apIBUWY TTapTidag Kal SIaPOPETIKWY epyaoTnpiwy. KaBe PeHOVWEVO EpyaaThpIo TIPETE
va kabiepwagl diadIkaaieg yia TNV EQapuoyr evog TpoypaupaTog SIaoeaAiong ToIGTTAG Kal yia TV
TapakoAoUBnan g amédoang Twy egeTdoewy o ouvhdn Baon.
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Mivakag 1. Tummikd oToiyeia yia Tov BeTiké paptupa RNA Tou HCV ACCURUN 305, ogipa 300.

KaraokeuaoTig Mpoadiopiouodg AmotéAeopa
Roche Molecuar Systems. Inc COBAS® 5800/6800/8800 HCV 1.9 104 1U/mi

Ta BoriBeia, EMKOIVWVAOTE e TO THAPA TEXVIKAG uTToaTAPIgNG TG LGC Clinical Diagnostics otov
apiBué TnAepwvou +1.508.244.6400.
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