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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 300 OeTikd¢ paptupag RNA tou HCV

ONOMAZIA KAI XPHZH I'|A THN OMOIA NMPOOPIZETAI
Or paprupeg ACCURUN mrpoopidovTai yia Tov uTioAoyIoHG TNG aKPiBEIOG TwV EPYAOTNPIAKWY EEETATEWY
Kai givar duvard va xpnaipomoinBouy yia Ty avixveuan Tuxév o@aAuaTwy oTig Sladikaaieg

epyaoTnpiakwy egetaoewv. O Betikdg pdptupag RNA Tou HCV ACCURUN® 305, oeipd 300 eival
SIaPOPPWHEVOG YIa Xpran HE HEBOBOUS in vitro BiayVWOTIKWY EGETATEWY TTOU AVIXVEUOUV Kall
mogoTikotrololv 10 RNA Tou HCV. A6 v SeraCare Life Sciences diariBevial gexwpiotd emimAéov
HapTupeg ot didpopeg auykevipwaelg RNA Tou HCV.

NEPIAHYH

H ouyvn e&étaon avegaptTwy delypdTwy ToIoTIKOU EAEYXOU TIapEXE! aTOV avaAuTr éva pHéao
TrapakoAoUBnang g amddoang Twv epyaaTnpIaKkwy Tpoadlopiapwy. Me T ouvien xperon Twv Japtipwy
diveral n duvarétTa oTa EPYaTTpIa va TrapakoAouBolv Tn SiakUpavon Twy eEETA0EWY amd nuéPa oe
nuépa, Ty amddoan Twv KIT eEEToEwy amoé Taptida o€ TapTida kai T dlaKUPaven PETagU XEIPIOTWY, EVW
Tapéxeral emiong Borndeia aTnv avayvwpion Tuxov augoewy Tuxaiou i cuaTnuatikol o@daAuarog. Eva
KOAG oxediaopévo TIpdypapa TroloTikoU eAEyxou eival Suvatd va Trapéxel EMITTAEOV epTaTooUvn aTnV
aglomatia Twv amoteAeopdtwy Tou AapBavovTar yia ayvwota deiypara. H xprion aveddpmTwy paptipwy
EVOEXETAI VOl TIAPEXE! TIOAUTIMEG TTANPOPOPIEG OYXETIKA E TNV EPYACTNPICK ETTAPKEID Kal T SloKUpavan
petagd TapTidwy KIT, 01 0TTOiEG EVOEXETAI VA ETTNPEATOUY TNV euaioBnaia Tou TTPoadiopiGuol .

APXEZ THE AIAAIKAZIAZ

O Berikog pdptupag RNA Tou HCV ACCURUN 305 éxer axediaaTei yia xprion pe in vitro diadikaaieg
Tpoadiopiapol yia akotoUg TrapakoAouBnong g amddoang Twv egetdocwy. O BeTikdg paptupag RNA
Tou HCV ACCURUN 305 mrapackeudderal améd avBpwmivo opd r TAGoUa Trou ival avTidpaoTikd yia 1o
yovotutio 1 Tou RNA Tou HCV kai un avridpacoTikd yia o HBsAg kai yia avTiowyara evavia atov

HIV 1 kar HIV 2, kaBug kai atov HTLV. O1 péprupeg ACCURUN ev éxouv amodoBeioeg Tipég. Eidika
emimeda avnidpaoTikdTTag Ba moikiAAouv HETagy TPoadIopITHWY SIOQOPETIKWY KATACKEUAOTWY,
OIaQOPETIKWV JIABIKATIWY, SICPOPETIKWY aPIBHWY TTapTidAg Kal SIaQOPETIKWY EpYATTNPiwV.

ANTIAPAZTHPIA
Kwd. eidoug 2020-0083 5 @iaAidia, 1,0 ml ava @iaAidio

O Berikdg pdptupag RNA Tou HCV ACCURUN 305 mepiéyel ataBepomrointég kai 0,09% adidio Tou varpiou
WG OUVTNPNTIKG.

NPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ

Ta in vitro SiayvwarTiki xprion.

MPOZOXH: XelpiCeaTe Toug paptupeg ACCURUN kai 6Aa Ta TpoidvTa avBpwITivou aipgaTog wg duvnTika
perédoong poAuapatikwy apayoviwy. O Betikog pdprupag RNA tou HCV ACCURUN 305
TIapackevadetal amd avbpwivo opd f TAGoHa, N avTidpaoTIké yia 1o HBSAG kal aviiowuara evavia
aToug 100¢ HIV 1 kai 2, kaBug kar HTLV pe Tpéxouaeg egedoeig ou £xouv eykpiBei amé Tov FDA.

MpoguAdgeig aogpaleiog

la 10 xeipiopd Twv mpoioviwv ACCURUN kai Tou avBpwrivou aipiatog akoAouBEiTe TIG GUVIGTWHEVEG
YevIkéG TPo@UAAgeg Tou Maykdapiou Opyavigpou Yyeiag (M.0.Y.)2 Mnv avappo@dre e TITIETA e TO
OTOMA, PNV KATIVICETE, PNV TPWTE Kal Pnv TTiVETE 0€ XWpoug OTrou yivetal xelpiopog delypdtwy.Kabapiote
TUXOV XUPEVa UNIKG aoKkouTriCovTég Ta apéows He 0,5% SidAupa uoxAwpiwdoug varpiou. AToppiyte 6Aa
10 OefypaTa, TOug MAPTUPEG Kal Ta UAIKG TTou Xpnaoidomoienkav oty eéraon wg eav Tepieixav
HOAUGHATIKOUG TIPAYOVTEG.

MpoguAdgeig xeipiaiol

Mn xpnaiporoieire Toug péptupeg ACCURUN perd Ty nuepopnvia Ajgng. Amro@uyete T pdAuvan twy
HapTipwy Katd 1o Avolypa Kai 10 KAia1o Twv @laAidiwy. Mo Ty TpdAnyn Tou oXNHOTICHOU SUVNTIKWG
EKPNKTIKWY EVWaEWY Adyw avTidpdaewy Tou adidiou Tou vaTpiou kal Tou XaAkoU fj Tou oAUBSou Tou
TIEPIEXETAl OTIG USPAUAIKEG TWANVWTEIG, EKTTAUVETE TOUG CWARVES amoBARTWY HE peyGAeg ToadTNTEG VEPOU.

OAHFIEZ @YAAZHZ

Ta péyion otabepdmra, o Betikdg paptupag RNA Tou HCV ACCURUN 305 6a rpémel va puAdoaetal
aToug -70 °C. Eav mpotidre, Ta gioAidia pmropolv va guAdcoovTal atoug -20 °C yia éwg ¢ prves. MNa
va amotparei Tuxov diappor|, pUAGoaETe Ta PlaAidia ot 6pBia Béan.

ENAEIZEIZ AZTAGEIAZ 'H AAAOIQIHE TON ANTIAPAZTHPION
Tux6v peTaBoAég TG QUOTKNG epPAvIanG evBExeTal va uTrodnAwvouv acTéBeia iy aAhoiwan Twv papTipwv
ACCURUN. AlaAUpara Tou givar epgaviwg BoAd Ba mpémel va amoppitovral.

AIAAIKAZIA

Mapeyodieva uhika

O Betikog pdptupag RNA tou HCV ACCURUN 305 mrapackeuddetal amé avBpwrivo opd A TAdopa mou
eival avridpaaTiké yia 1o yovotuto 1 tou RNA tou HCV kai pn avmidpaoTiké yia 1o HBsAg kai yia
avriopara evavria atov HIV 1 kar HIV 2, kaBwg kar otov HTLV.

YAiké ou atrautodvTal aAAG Sev TrapéxovTal
Avarpégre aTig 0dnyieg ToU TTaPEXOVTAl OTTO TOUG KATAOKEUAOTEG TWV KIT EGETTEWY TTou Ba
XpnaipotoinBolyv.

O3nyieg xpnong

AmoyUgre o€ Bepuokpaaia dwyartiou kal avaueigte avaoTpépoviag amahd Tpiv amd T xprion. MoAig
amoyuxBei, xpnaipomoinate Tov apéowg. O paptupeg ACCURUN Ba mpémer va mepiAappdavovial o€
ektéAean eGETaong akohouBwvTag akpIBuwg v idla diadikaaia TTou TTapEXETal aTd TOV KATAGKEUAOTH Yia
ayvwata deiypara. O pdprupeg ACCURUN AEN mrpémel va avtikaBioToOv Ta avTidpaoTrpia BeTikoU kal
apvnTIKOU PAPTUPA TTOU TIAPEXOVTAI E KATAOKEUATUEV KIT EEETATEWY.

MoloTikog €Aeyxog

Emeidn o1 paptupeg ACCURUN dev éxouv amodoBeioeg Tipég, auviaTaral KaBe epyaaThpIo va ETTIKUPWOEL
N Xpron kabe maptidag paptupa ACCURUN pe kdBe €151kd oUoTHa TTpoadIopiapol TIpIv aTmd Tn
ouviien xprion Tou aTo epyaaTipio.

EPMHNEIA TON AMIOTEAEZMATON

Ta emimeda avridpaaTikdTTag ToU BeTIKOU pdpTupa RNA Tou HCV ACCURUN 305 evbéyetal va mroikidouv
avahoya P TIG eEETATEIG DIAPOPETIKWY KATAOKEUATTWY KAl TIG SICPOPETIKEG TIAPTIOE KIT EETATEWV.
Emeidr o paptupag dev xel amodoBeioa Tiyr, TO EpYAOTAPIO TIPETTEN VO KaBIEpWOEl £va UPOG TIMWV yia
KkaBe maprida Tou BeTikoU paptupa RNA tou HCV ACCURUN 305. Eav ta amoteAéapara yia Tov BeTikG
paptupa RNA tou HCV ACCURUN 305 ¢ival ektog Tou kaBiepwpévou amodekTol e0poug TIHWY, auTd
evdExeTal va amoteAei EvOEIgN un IkavoTIoINTIKAG amédoang TG etaong. MiBavég artieg opaApaTog
TepihapBavouv: ahhoiwan Twv avTidpacTnpiwy Tou KIT eETaong, QAAUa ToU XEIPIOTH, EAATTWHOTIKY
amédoaon Tou e§oTTAITHOU ) HOAUVAN TwV avTIdpaacTnEiwy.

MEPIOPIZMOI THE AIAAIKAZIAZ

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

Mpémer va akohouBouvTal Mot of AIAAIKAZIES EZETASHS kai n EPMHNEIA TQN ATTOTEAEEMATQN
TIOU TIAIPEXOVTAI ATTO TOUG KATAOKEUAOTES TwV KIT EEETATEWV. TuXOV amokAioelg amd diadikaaieg Tou
OUVIOTWVTAI OTTO TOUG KATAOKEUADTEG KIT €EETAIONG EVOEXETAI v TTPOKAAEGOUV Un agloTioTa
amoteAéapara. Or paptupeg ACCURUN dev eival BaBuovountég kai dev TIpETIEI val Xpno1OTIoI0uvVTal yia
Babuovounon mpoadiopiopwy. Ta xapaktnpeIoTikd amddoang yia Tov Betikd paptupa RNA tou HCV
ACCURUN 305 éxouv kaBigpwbei pdvo yia 1o RNA tou HCV. Auopeveig ouvBrkeg amoaToArs kal
QUAagNG A xprion papTupwy, N NUEPoUNvia ARENG Twv oTroiwv Exel TAPEABEI, EVOEXETAI va TTPOKaAETOUV
e0@aApéva amoteAéaaTa.

ANAMENOMENA ANOTEAEZIMATA

0 6Tk icpTupag RNA tou HCV ACCURUN 305 AEN EXEI AMOAOGEIZA TIMH. Eidika emimeda
avTIdpaaTIKOTTAG Ba TroIKiAouv HETagd TTPOaBIOPITHWY SIAQOPETIKWY KATAOKEUATTWY, SIAPOPETIKWY
d1adIKaoIwv, SIAPOPETIKWY apIBUwy TapTidag kal SIaQopETIKWY epyaatnpiwy. Kabe empépoug
£PYOOTAPIO TPETTEN Va KABIEPWOEIDIABIKATIE YIa TNV EQAPHIOYI EVOG TIPOYPAHaTOG dlaapaAiong
TIOIOTNTAG Kall YIo TNV TrapakoAouBnan Tng amédoang Twv eGeTéocwy ot TakTIKA Paon. Kabe epyaatipio
Ba pémel va KaBiepwael T0 SIKG Tou £0p0og ATTOBEKTWY TIMWV. Mo TTapddelyua, TO aTTodeKTd E0POG TIHWY
evdéeTal va TepINaPBAvel OAG TIG TIHEG evTag 2 TUTTIKWY ammokAioewv TG péong TiuAg 20 onueiwv
Sedopévwv Tou AapBavovral oe 20 avaAuoeig oe Tepiodo 30 nuePwV3.

Zrov Tivaka 1 raparibevral TuTTika aToiyeia yia Tov BeTikd paptupa RNA tou HCV ACCURUN 305. Ta
aTolxeia ekppadovial o€ ovAadeg OTwG kabopileral amo Tov KATAoKEUAOTH ToU TTpoadiopiopoU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

Or paptupeg ACCURUN éxouv oxediaaTei yia xpron We in vitro diadikaaieg mpoadiopiapoU yia oKoToUug
TrapakoAoUBnang Mg amddoong Twv TTpoadiopiopwy. O BeTikdg paptupag RNA tou HCV ACCURUN 305
TIAPACKEVAETal atd avBpwTivo opd A TTAGT A TTou gival avTISpaaTIKG yia To yovéTutio 1 Tou RNA Tou
HCV kai un avridpacTik yia 10 HBsAg kai yia avriowpara evavria atov HIV 1 kar HIV 2, kaBwg kar atov
HTLV. Or paptupeg ACCURUN &ev €xouv amodobeioeg TIég. E1dika emmieda avidpaaTikétTag 6a
TroIKiAoUV PETAGU TTPOTDIOPICHWY SICPOPETIKWY KATAOKEUATTWY, SIOQOPETIKWY dIadIKATIwY,
DICPOPETIKWY aPIBUWV TaPTIdAG Katl SIAPOPETIKWY epyaatnpiwy. KaBe pepovwpévo epyacTrplo TTpémel
va kaBiepwagl dladIkaaieg yia TV epappioyr evog mpoypdupatog SlaaeaAiong moidTnTag Kai yia Ty
TrapakoAoUBnan Mg amoedoong Twy egETaoEwy o€ ouvhdn Baan.
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Mivakag 1. Tutrikd oToiyeia yia Tov BeTikd péptupa RNA Tou HCV ACCURUN 305, oeipd 300.

KaraokeuaoTig Mpoadiopioudg AmotéAeopua
Roche Molecular Systems, Inc. c0oBAS® Ampliprep/COBAS® TagMan®
Pleasanton, CA HCV Test 1.9x104 Ujml

Mo BonBela, EMKOIVWVATTE PE TO THAHA TEXVIKAG UTTOGTAPIENG TNG SeraCare oTov apiBpé TnAepuvou
+1.508.244.6400.
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