OeTikd¢ papTupag RNA tou HCV
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GR TA ANTIAPAXTHPIA AYTA AEN MPEMEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA GETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

OeTikO¢ napTupac RNA tou HCV

ONOMAZIA KAl XPHZH A THN OMNOIA MPOOPIZETAI

O1 paprupeg ACCURUN mpoopidovTal yia Tov UTIoAOYIoHG TNG OKPIBEING Twv EPYOOTNPICKWNV ESETACEWV Kal
eival duvard va xpnaipotoinBolv yia Ty avixveuan Tuxov a@aludmwy aTig S1adIKaoTieg EpyaoTNPICKUN
egeréioewv. O Betikog pdprupag RNA Tou HCV ACCURUN® 305, aeipd 100 €ival SIaopPW LEVOG Yia XpHan
e peBOBOUG in vitro BlayvwaTKwWY EGETIoEWV TIoU avIXVeUouv kai TrogoTikotrololv 1o RNA Tou HCV. Ammd tnv
LGC Clinical Diagnostics SiariBevian §exwpiord emmimAéov pépTupeg ot didpopes auykevpwoelg RNA Tou
HCV.

NEPIAHYH

H auxvh §éraon avegapTntwv delypdmwy TTOIOTIKOU EAEYYOU TIOPEXE! aTOV aVOAUT) éva péoo
TrapakoAoUBnang Mg aTmeBOaNG TWV EPYACTPICKWY TPOTBIOPIGU®Y. ME T auwiBn Xpran Twv HopTipwy
Siveral n SuvaTdTNTa OTA EPYAOTAPIA Va TTaPaKOAoUBOUV ) BIOKUMAVON TwV ESETATEWY MO NEPA OF€
NUEPQ, TNV aMMOB00N TWV KIT EEETATEWV ATTO TIAPTION G€ TTOPTIdA Kl T SIOKUHAVOT JETOGU XEIPIOTWY, EVE
TapéxeTal emiong orBela otV avayvwpian TuXGv augoewy Tuxaiou i cuaTnuaTikol ogdhparog. Eva
KOAG O EDIOTUEVO TTPOY AT TTOIOTIKOU EAEYXQU €ival SUVATO VO TIAPEXE! ETTITTAEOV EPTTIOTOOUVN OV
aglomaTia Twv amoteAeapaTwy Tou Aapavovrar yia dyvwaTa deiypara. H xprion avegdptnwy poptipwy
evOEXETaI va TTOPEEI TIOAUTIMEG TTANPOPOPIEG TXETIKA HIE TNV EPYACTNPIOKA ETTAPKEIX Kal TN SiakUpavan
HETagU TTapTidwV KIT, 01 OTTOiEG EVOEXETI VOl ETTNPEATOUV TV EUaigBnaia Tou TTPoadIopIouoU 1,

APXEZ THE AIAAIKAZIAZ

O Berikdg paptupag RNA Tou HCV ACCURUN 305 éxel axediaoTei yia xpian e invitro diadikaaieg
Tpoadiopiopol yia okotoug TrapakoAoUBnang Mg amodoang Twv egerdocwv. O BeTikog pdptupag RNA
Tou HCV ACCURUN 305 Tapackeuaetal ammoé avBpwrivo opd A TAGoa TTou eival avTIBpacTIKd yia To
yovéruto 1 1ou RNA tou HCV kai un avtidpaoTikd yia o HBsAg kai yia avTiowpara evavia atov HIV 1
kar HIV 2, kaBwg kar atov HTLV. Or péprupeg ACCURUN Bev éxouv amodoBeiaeg Tipég. Eidikd emimeda
avTIdpaaTikdTnTag Ba TToIKiAouv PETASU TIPOGBIOPICUWY SIGPOPETIKWV KATATKEUAOTUN, SIPOPETIKWV
SIOBIKOTIWY, SIOPOPETIKWY apIBWV TTaPTIdAG KAl SIOQOPETIKWY EPYACTNPIWV.

ANTIAPAZTHPIA
Kwd. €idoug 2020-0080 5 @iohidia, 1,0 ml avé @iahidio

0O 6erikég pdptupag RNA Tou HCV ACCURUN 305 Trepiéxel aTaBepotrointég kai 0,09% odidio Tou varpiou
WG oUVTNPNTIKO.

NPOEIAOMOIHZEIZ KAI MPOOYAAZEIZ

Ta in vitro Siayvworiki xprion.

MPOZOXH: XeipiceaTe Toug pdprupeg ACCURUN kai 6Aa Ta Tpoidvra avBpwrvou aiporog wg duvnmkd
peréidoong HoAuapaTikwv Trapayoviwy. O BeTikdg paprupag RNA tou HCV ACCURUN 305
TIapaokeUageTal amd avBpwivo opd fy TAGoa, un avtidpaoTikd yia ToHBsAg Kal avTiowuara evavTia
aToug 1006 HIV 1 kai 2, kaBwg kai HTLV e Tpéxouaeg egraoeig Tou éxouv eykpibei amd Tov FDA.

Mpo@uAdgeis aopaheiog

TaTo xeipiopd Twv mpoidvTuw ACCURUN kai Tou avBpuwrivou aijarog akoAOUBEITE TIG GUVIOTWMEVEG
VevIkég TPo@UAGEEIS Tou TMaykdapiou Opyaviopod Yyeiag (M.0.Y.)2. Mnv avappodre g THTTET g T0
OTOMO, PNV KOTTVIETE, PNV TPWTE Kal NV TTIVETE O XWpoug OTou Yiveral xelpiopdg dety pérwv. KabapioTe
TUXOV Xupéva uAIka okouTriovrag Ta apéowg pe 0,5% dichupia utroxAwpiwdoug varpiou. ATroppiyte OAa Ta
eiypara, Toug JAPTUPEG Kal Ta UAIKG TIOU XpnotpoTToInBnkav aTnv e£ETaom wg 4V TEPIEK AV
HoAuoaTIkoUg TTapAYOVTES.

Mpo@uAdeig xeipioy ol

Mn xpnaipooieite Toug péptupeg ACCURUN perd v nuepopnvia Mgng. ATrogayete T pudAuvan Twv
HOpTUPWY KaTd TO AVOIY A Katl TO KAEIOO Twv @lahdiwy. Ma Tnv TpGANYn Tou GXNMATITHOU dWNTIKWG
EKPNKTIKWY EVWoEwY Adyw avnidpdaewv Tou agidiou Tou varpiou Kai Tou xaAkoU A Tou HoAURSou TTou
TIEPIEKETAN OTIG UDPAUAIKEG TWANVOTEIG, EKTIAUVETE TOUG CWAvES ammOBAATWY WE ey GAEG TTOOOMTEG VEPOU.

OAHIEZ @YAAZHZ

Ta péyiotn aTabepotra, o BeTik6g papTupag RNA Tou HCV ACCURUN 305 Ba mrpétel va @uAdoceral
aToug -70 °C. Edv mporipcre, Ta @1oAidia ptropolv va guAdocovTal atoug -20 °C yia éu €1 urves. MNa
va amotparei Tuxov diappor, pUAGoaeTe Ta glaidia o€ pBia Béan.

ENAEIZEIZ AZTAOEIAZ 'H AAAOIQZHE TQN ANTIAPAZTHPIQN
Tuyov PeTaBoAég TNG QUOTIKAG EMPAVIONG EVOEXETaI va UTTOSNAWVOUY 0O TABEID ) CAAOIWCT TwV PapTdpuv
ACCURUN. AloAUpara trou givar epoaving BoAd Ba TpEmel va ammoppiTTovTal.

AIAAIKAZIA

Mopexopeva uhika

O Berikdg papTupag RNA Tou HCV ACCURUN 305 mrapackeudderar ammd avBpwivo 0pd A TTAGT a TTou
eival avTidpacoTiké yia 1o yovéTumo 1 Tou RNA Tou HCV kai pn avridpaoTiké yia o HBSAg kai yia
avTiowpara evavtia otov HIV 1 kar HIV 2, kaBwg kar otov HTLV.

YAiké rou atrartoUvTal aMd Sev TapéxovTal
Avarpégre 0TI 00nyieg TOU TTOPEXOVTAN OO TOUG KATAOKEUAOTES TWV KIT ESETA0EWY Tou Bat
XpnotpommoinBoly.

03nyieg xprong

AmoyUgTe o€ Beplokpacia dwpaTiou Kai avapeigTe avaoTpépovrag amad Tpiv amé T xprian MoAig
amoyuyBei, xpnoipotoinoTe Tov apéowg. O péprupeg ACCURUN Ba Trpémel va mepihapBavovtal oe
ekTéAeoN eGETaong okoAouBuwvTag aKpIBwS Try idia SIodIKATia TTOU TIAPEXETAI AT TOV KATAOKEUQOTH Yia
ayvwota deiypara. Or paprupeg ACCURUN AEN mpémel va avTikaBiotolv Ta avidpaaTrpia BTIKOU kal
apvnTIKoU JAPTUPQ TTOU TIOPEXOVTAN E KOTAOKEUOTUEVA KIT EGETATEWV.

MoioTikdg éAeyxog

Emeidr o1 pdprupeg ACCURUN Gev éxouv amodoBeioeg TIEG, ouvioTdTal KGBe EpyaoTrpIO Va ETTIKUPLIOE! T
Xpron k&le mapridag pdprupa ACCURUN pe ke e18ikd aUoTna TPoadiopia ol Tpiv ammd m auvitn
XPAON TOU GTO EPYOOTApIO.

EPMHNEIA TQN ANOTEAEZIMATON

Taemimeda avidpaoTikéTnTag Tou BeTikoU papTupa RNA Tou HCV ACCURUN 305 evdéxetal va TroikiAdouv
avahoya pE TIG EEETATEIS BIOPOPETIKUNV KOTOOKEUOOTWV KAl TIG DIOPOPETIKES TTaPTIdES KITeCeTAIoEWY. ETreidn
0 pdprupag dev Exel ammodobeioa TIA, TO EPYOOTAPIO TIPETTEI VO KABIEPWOE! £va E0POG MWV Yiat KGBE
Taptida Tou Betikou papTupa RNA Tou HCV ACCURUN 305. Edv Ta ammoteAéaara yia Tov BeTikG pdptupa
RNA tou HCV ACCURUN 305 €ivar ektd¢ Tou KaBiepw pévou amodektol e0poug TIMWY, auTd EVOEYETaI va
amoteAei évOeIEN U IKaVOTTOINTIKAG amodoang Tng eGéTaong, MiBavég airieg aeaparog epIAauBavouy:
ahAoiwan Twv avTISpaompiwy Tou K E6ETa0NG, OQAAA TOU XEIPIOT), EACTTWUATIKY amrddoan Tou
eomAIgoU A HOAUVON Twv aVTIBPACTPIWY.

NEPIOPIZIMOI THE AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MPENEI NA ANTIKAGIZTOYN TA ANTIAPAXTHPIA OETIKOY KAl
APNHTIKOY MAPTYPA MOY NMAPEXONTAI ME KATAZKEYAIMENAKIT EEETAZEON.

Mpémel va akohouBouvtal moTd of AIAAIKASIEZ EZETASHS kai n EPMHNEIA TQN ATIOTEAESMATQN
TIOU TIAPEXOVTAI AT TOUG KOTOOKEUODTES TWV KIT EEETATEW. TuXOv ammokAicelg amod diadikaaieg Tou
OUVIOTWVTAI OO TOUG KATOOKEUOOTES KIT E66Ta0NG EVOEXETAI VO TIpOKGAETOUV N ogI6TOTa ammoTeAéopaTa.
O1 péprupeg ACCURUN dev eivar BaBuovountég Kai dev TPETTEN va XpnatpoTrololvral yia faBuovounan
TPOCBIOPITHWY. Ta XOpaKTNEIOTIKA ammédoang yia Tov Benké paptupa RNA Tou HCV ACCURUN 305 éxouv
KaBiepwBei povo yiaTo RNA tou HCV. Auopeveic owBrkeg amoatoAig kar UAgNS A xerian Haptlpwy, n
nuepopnvia Agng Twv omoiuwv €yl TaPEABEI, vagxeTal va TTpoKaAéaouY ea@ah Péva amoTeAéopara.

ANAMENOMENA AMOTEAEIMATA

0 BeTikog iapTupag RNA Tou HCV ACCURUN 305 AEN EXEl AMOAOOBZA TIMH. Eidikd emimeda
avTIdpaoTikdTNTag Ba TToIKiAAOUV PETAEU TIPOGBIOPICUWY SICPOPETIKLV KATAGKEUAOTWV, SICPOPETIKLV
S1a01KaO1WY, DICPOPETIKWY apIBWY TTapTIdag Kal DIPOPETIKWY epyacTnpiwv. KdBe emipépoug epyaoTrpio
TIpETTEl VO KOBIEPWOEI BIOBIKATIES YIa TV EQAPHONT) EVOG TTPOY PAMMATOS SI0TPAAIONG TTAIOTNTAG Kl Yia TV
TapakoAoUBnon Tng amédoang Twv eETaoEWY Ot TaKTK PAon. KaBe epyaompio Ba mpémel va Kabiepuoel
70 dIKO TOU £UPOG CMTOBEKTWY TIHGWV. ['ar Tapddely Ha, To amrodexTo £0pog WY evOEXETAI va TIEPIAABAVE!
OAEG TIG TIMEG EVTOG 2 TUTTIKWV CmTOKAICEWY TG péong UG 20 onpeiwv dedopévuw Tou AapBavovTal ot
20 avahUoeig o€ Trepiodo 30 nueptv3.

Zrov mrivaka 1 TrapariBevrar TuTrkd aToigeia yia Tov BeTikd papTupa RNA Tou HCV ACCURUN 305. Ta
aToIxeia ekppalovTal o€ ovadeg 6Twg kabopideTal aTmd TOV KATAOKEUAOTH TOU TTPOGDIOPITOU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHZ

Or péprupeg ACCURUN éxouv oxediaaTei yia xprian We in vitro dladikaaieg Tpoadiopiopol yia OKoTToUg
TrapakoAoUBnang Tng amédoang Twv TPoadiopioHwy. O Benkdg paptupag RNA Tou HCV ACCURUN 305
Trapackeudderal amd avBpwTivo opd fy TTAGO A TTou €ival avTIdPACTIKOG yia To yovdTutio 1 Tou RNA tou HOV
Kal un avTidpacTiké yia 1o HBsAg kai yia avTiowpara evévTia otov HIV 1 kar HIV 2, kaBug kar atov HTLV.
O1 péprupeg ACCURUN dev éxouv amodobeioeg TiéG. Eidika emimeda avridpaoTikémrag 6a moikiAouv
METAE0 TTPOCBIOPITHWY DICPOPETIKWY KATOTKEUAOTWN, SIAPOPETIKWY SIABIKATILV, DIOQOPETIKWN apIBHDY
TIapTidag Kal SI0QOPETIKWY pyaoTnpiwv. KaBe pepovw Uévo epyaoTripio TTETTEl va KOBIEPWOE! S10BIKaATiEG
Y10 TV EQappioyr} evag TTpoy papparog Siacedahiong TToiIémTag kai yia Tv rapakoAoUBnan Tng amédoang
TwV e§eToEWY O€ auwiBn Bdon.
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Mivakag 1. Tummika aTongia yia Tov Benké péprupa RNA Tou HCV ACCURUN 305, oeipd 100

KataokeuaaTig Mpoadiopiopog AmotéAeop
Roche Molecular Systems, Inc. COBAS® Ampliprep/COBAS® 881 1U/mi
Pleasanton, CA TagMan® HCV Test
Abbott Laboratories .
Abbott Park, IL m2000 RealTime HCV Assay 543 [U/ml

Ma BonBeia, EMKOIVWVACTE HE TO THANA TEXVIKN G uTrooTpI§ng TG LGC Clinical Diagnostics oTov
apiBud mAepwvou +1.508.244.6400.
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