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

ACCURUN® 305 sEIPA 300 OeTIKOC pApTUpac RNA Tou HCV

ONOMAZIA KAI XPHZH A THN OMOIA MPOOPIZETAI

O1 paprupeg ACCURUN mrpoopidovTan yio Tov UTIoAOYIOHO TG OKPIBEING Tw EPYOOTNPICKWNV ECETATEWV
kai givar duvard va xpnaiyotonBolv yia Ty avixveuon Tuxov ogaApdrwy oTig diodikaoieg
epyaoTnpiokwy egetdoewv. O BeTikdg paptupag RNA tou HCV ACCURUN® 305, oelpd 300 eival
Siapop@w PEVOS yia Xprian He HEBOBOUS in vitro SlayVwWOTIKWY EEETATEWV TIOU QVIYVEUOUV Kl
moaortikotrololv To RNA Tou HCV. Amé mv LGC Clinical Diagnostics diariBevral &exwpiaTd emimiéov
HapTUpES O€ diapopeg ouykevTpwoelg RNA Tou HCV.

MNEPIAHYH

H ouyvn e§étaon avelaptnTwv SeIyUATwy ToIOTIKOU EAEYYOU TTaEXEI OTOV OVOAUTY €val IEGO
TIapaKoAoUBNONG TG aMmEBOONG TV EPYACTPICKWY TTPOadIopIouwy. Me Tn auvibn xpron Twv JapTipwy
diveral n duvardTnTa 0T EPYAOTAPIA VA TTIaPaKoAouBoUv T diakUHavOn TwV eEETAoEWY ammd nuépa o€
NMEPQ, TNV ammddooN TwV KIT EETAoEWV amo TrapTida o€ TrapTida Kal T SlakUpavan WETagl XEIPIOTWY, VR
Tapéyeral emiong BoriBeia aTnv avayvwpian TuxOV aughoewv Tuyaiou i} cuoTnuaTikol aedhparog. Eva
KOAG Oy edIaOMEVO TTPOY POMa TTOIOTIKOU EAEyXOU Eival duvard va Trapéxel ETITTAEOV EUTTIOTOOUVN OV
aglomioTia Twy amoteAeapmwy Tou AapBavovrar yia dyvwaoTa deiypara. H xprion avegdptniwy paptipwy
evOEyeTal va Tapéxel TOAUTIWEG TTANPOQOPIEG TXETIKG JE TNV EPYACTNPIOKN EMAPKEI Katl TN SlaKUpaven
WIETGEU TrOpTIBWV KIT, 01 OTIOleS EVBEXETAN VOl ETTNPEATOUY T EUCITBNGia Tou TTpoadiopiapol 1.

APXEZ THEZ AIAAIKAZIAZ

O Betikdg pdaprupag RNA tou HCV ACCURUN 305 éxel oxediaoTei yia xprion We invitro diadikaoieg
Tpoadiopiopol yia okotoUg TrapakoAolBnang mg amodoang Twv egetéaewv. O BeTikdg papTupag RNA
Tou HCV ACCURUN 305 Trapackeudetal amé avpwmivo opd ) TAGoWa Trou eival avTidpaaTikd yia 1o
yovéruto 1 Tou RNA Tou HCV kai pn avidpaoTiké yia o HBSAg kai yia avTiowpara evavia aTov

HIV 1 kai HIV 2, kaBwg kai atov HTLV. O pdiprupeg ACCURUN Gev €xouv amodoBeioeg Tipég. Eidika
emimeda avTidpaaTikOTNTAG Ba TToIKiAAOUY HETAEU TIPOGBIOPIC GV DICPOPETIKWV KATAOKEUATTWY,
SI0POPETIKWV BIadIKATIWY, SIGPOPETKGV apIBUWY TTaPTIOAg Kal DIOQOPETIKWNV EPYAOTNPIWV.

ANTIAPAZTHPIA
Kws. €idoug 2020-0083 5 @iohidia, 1,0 ml avé @ichidio

O Betikdg pdprupag RNA tou HCV ACCURUN 305 Trepiéxel aTaBeporointég kar 0,09% adidio Tou vorpicu
wg auvTNENTIKS.

NPOEIAOMOIHZEIZ KAI MPO®YAAZHZ

Ta in vitro Siayvworikn xprjon.

MPOZOXH: XeipiceaTe Toug pdptupeg ACCURUN kai GAa Ta mpoidvia avBpwivou aipiarog wg duvnmkd
perddoang poAuaparikwy Trapayoviwy. O Betikdg pdprupag RNA tou HCV ACCURUN 305
TIapaoKeudderal amd avBpwmivo opd fy TAGo A, KN avTIdPaAaTIKG yia To HBSAG kai avTiowpara evavTia
aToug 100g HIV 1 kai 2, kaBuwg kat HTLV pe Tpéxouaeg eEraoeig Tou éxouv eykpiBei amé ov FDA.

Mpo@uAdgeig aopaheiog

la 10 xeipiopd v mpoioviwv ACCURUN kar Tou avBpwvou aipiorog akOAOUBERE TG GUVIOTWEVES
yeviké mpoguAdter Tou Maykdopiou Opyaviopad Yyeicg (I'I.O.Y.)Z. Mnv avappo@dre pe TITETA e T
OTOMA, PNV KCMVIETE, Jny TPWTE Kal Unv TTiveTe o XWpoug Otrou yiverar Xelpiopeg dety pamuv KabapioTe
TUXOV XUM&va UAIKG okourmiCovTds Ta apéowg e 0,5% Sihupa urroxdwpitdoug varpiou. Atoppiyte OAa
10 OeiyMara, TOUG MAPTUPES Kal Ta UAIKA TTou Xpnoldotroifbnkav aTnv e&étaon wg v Tepieixav
HoAuGaTIKoUg TTapdyovTES.

MpoguAdgeig xeipiaiod

Mn xpnaiporoeite Toug pdptupeg ACCURUN perd v nuepopnvia Mgng. Amoguyete Tn udAuvon Twv
HapTUPWY KaTd 10 AVOIya Kal TO KAEioIuo Twv @laNidiwy. MaTv TpOANYN Tou oxnUOTIo oU SwNTIKWG
EKPNKTIKWV EVWOEWY AGyw avidpdoewy Tou agidiou Tou varpiou Kai Tou ¥aAkoU f Tou: oAUBdou TTou
TIEPIEXETAN OTIG UBPAUAIKEG TWANVIOEIG, EKTAUVETE TOUG CWAVES aTTOBARTWY HE HEYBAEG TIOOOMTES VEPOU.

OAHTIEZ ®YAAZHZ

Ta péyiotn atabepotnra, o BeTikog papTupag RNA Tou HCV ACCURUN 305 Ba mrpétel va @uAdoceral
aToug -70 °C. Edv mporipcre, Ta @1oAidia ptropolv va @urdoaovtal aToug -20 °C yia éug €€1 urves. MNa
va arotparei Tuxov diappor, QUAGCaETE Ta Qlahidia ae 6pBia Béan.

ENAEIZEIZ AZTAOEIAZ ‘H AAMAOIQZHE TON ANTIAPAZTHPIQN
Tuyov PeTaBoAég TNG QUOIKAG EMPAVIaNG EVOEXETaI VA UTTOdNAWVOUV O TABEID ) GAAOIWOT TwV PapTUpuwV
ACCURUN. AlaAUpara Trou givar eugavig BoAd Ba rpémel va ammoppimovTal.

AIAAIKAZIA

Mopexoieva uhika

O Betikdg péprupag RNA Tou HCV ACCURUN 305 mapackeuaetal ammé avBpwmivo opd A TAGoa TTou
eival avTidpaoTké yia 1o yovérumo 1 tou RNA tou HCV kai un avmidpaoTké yia 1o HBsAg kai yia
avtiowpara evavtia atov HIV 1 kar HIV 2, kaBg kar atov HTLV.

YAikd rou atrairo Ovrar aMd Sev Tapéyovtal
Avarpégre 0TI 00nyieg TOU TTAPEXOVTI OO TOUG KATOOKEUAOTES TWV KIT EEETAEWY Tou Bat
XpnaipotoinBolv.

03nyieg xpiong

Amoyugre o€ Bepuokpaaia dwpaTiou Kal avapeisTe avaaTpeéPovIag ammaAd TpIv amé Tn Xpron MOAig
amoyuyBei, xpnotpotoinoTe Tov apéows. O péprupeg ACCURUN Ba mrpémel va mepiAapBévovtar oe
ekTéNeTN €GETaONG akoAouBuVTaG aKPIBWS Try idia BladIKaaia TToU TIAPEXETC OTTO TOV KATOOKEUAOTH Yial
ayvwaoTa deiypara. Or péprupeg ACCURUN AEN mrpémel va avTikaBIoTolv Ta avidpaoTripia BeTikou kai
apvnTIKOU JAPTUPC TIOU TIAPEXOVTA [E KATOOKEUCOWEVA KIT ECETAOEWV.

Mo10TIKG G EAeyx0g

Emeidn o1 péprupeg ACCURUN Sev éxouv ammodoBeioeg TIEG, TuvIoTATal KABe EpyaaTrPIO VO ETTIKUPWOE
N Xphon kée Tapridag paptupa ACCURUN pe kéBe €1d1k6 oU0TNUA TTPOGdIopIGHOU TIpIV amé T
ouvrBn xprion Tou aTo EpYaoTApIO.

EPMHNEIA TQN ANOTEAEZIMATON

Ta emimeda avridpaoTikdTnTag Tou BeTikol papTupa RNA Tou HCV ACCURUN 305 evdéxeran va Troikilow
avéhoya pe TIG EEETAOEIG DIOPOPETIKUN KATAOKEUAOTWV Kall TIG BIOQOPETIKES TTOPTIOES KIT ECETATEWV.
Emeidi o pdprupag dev Exel amodobeioa TiR, TO EpyOTAPIO TTPETTEN Va KABIEPWOE! EVal EUPOG TIGV YIat
KGO Traprida Tou BeTikoU pdpTupa RNA Tou HCV ACCURUN 305. Edv Ta amoteAéouara yia Tov BeTIko
péprupa RNA Tou HCV ACCURUN 305 eivai ektdg Tou KaBigpuw éVOu ammodekToU EUPOUG TIWY, aUTO
evOéxeTal va ammoTeAei évOeIgn un IkavotroInTIkAG amédoong mg e§raong. MBavég arieg ogdhparog
mepIAapBavouv: ahAoiwan Twv avTIBPATMPIWY TOU KITEEETATNG, COAAHIC TOU XEIPIOT, EACTTWHIOTIKA
amodoan Tou e50TTAIGHOU 1} JOAUVEN TwV aVTIOPOCTNPIWV.

MEPIOPIZIMOI THE AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA GETIKOY KAI
APNHTIKOY MAPTYPA MOY MAPEXONTAI ME KATAXKEYAZMENAKIT EEETAZEON.

Mpémer va akohouBoUvTal maté ol AIAAIKAZIES EZETAZHS kai n EPMHNEIA TQN AMOTEAESMATON
TIOU TIAPEXOVTAI OTT TOUG KOTOOKEUOOTEG TWV KIT EETAoEW. TuXdv amokAicelg amé diodikaaieg Tou
GUVIOTWVTI OO TOUG KATAOKEUOOTEG KIT EGETa0NG EVOEXETAN VI TIpokaAéTOUV W aglémaTa
camotehéapara. Or pdprupeg ACCURUN dev eivar BaBuovountég kai dev TIpETTEN val XpnatoTiolodvTal vt
BaBuovopnan TPoadIopITHWY. Ta XapakTEIOTIKA ammédoong yia Tov BeTikd pdptupa RNA Tou HCV
ACCURUN 305 éxouv kaBiepwbei povo yia o RNA tou HCV. Auopeveic ouvBrkeg amoaToArg kai
QUAGENG 1\ XPAON MaPTUPWY, N NUEPOHNVIa ARENG Twv oToiwV £xel TTaPEABEI, EVOEYETQI VO TIPOKEGOUV
€0QOApEVa OTTOTEAET UOTAL

ANAMENOMENA AMOTEAEZIMATA

0 0eTik6g idpTUpag RNA Tou HCV ACCURUN 305 AEN EXEl ANOAOQHEZA TIMH. Eidika emrimeda
avTIdpacTikdTnTag Ba ToIkiAAouV ETAEU TIPOTBIOPICUWY SICPOPETIKWV KATAOKEUAOTWV, SICPOPETIKLV
S1a0IKaT1WY, DICPOPETIKWY apIBWY TTapTIdAg KaI DIPOPETIKWY epyacTnpiwv. K&Be empépoug
€PYQOTAPIO TIPETTEN VO KOBIEPWTEIBIOBIKATIES Y10 TV EQAPHOYT) EVOG TIPOY PAMHATOS DIAoQAAIoNG
ToIOTNTAG KAl YIa TNV TIapakoAoUBnan TG ammédoong Twy eGeTaoewy o€ TakTik Bon. Kabe epyaoTrpio
Ba pémel va KaBiEpwael TO BIKG Tou 0p0g CMTODEKTWV TIMGV. 1ol TTAPABENY L, TO CTTOSEKT) £0pOG MWV
evogyeral va epINapBAvE! OAEG TIG TIMEG eVIOG 2 TUTTIKWV ammokAicewv TG péang TG 20 onpeiwy
Sedopévwy Tou AapavovTal o 20 avahUcelg o€ TEPIOd0 30 NUEPWVS.

Zrov mrivaka 1 raporiBevrar Tutriké oToikeia yia Tov Betiké péprupa RNA Tou HCV ACCURUN 305. Ta
oToIxeia ekppadovTal o€ ovadeg OTwg kabopidetal amd Tov KATAOKEUATTH TOU TTPO0dIoPITHOU.

EIAIKA XAPAKTHPIZTIKA AMOAOZHE

O1 paprupeg ACCURUN éxouv oxedlaaTei yia xpran e in vitro S1adIkaaieg TpoadIopIopoU yia GKoTroUg
TapakoAouBnang Tng amédoang Twv Tpoadicpiopwy. O Bemkog papTupag RNA tou HCV ACCURUN 306
TIOPAoKEUAZETaN ammd avBpwTIvo opd 1} TTAGOWa TTou eivar avTidpaaTIKG yia 1o yovdTuto 1 ou RNA Tou
HCV kai pn avTidpaoTikoé yia 1o HBsAg kai yia aviowpara evévTia otov HIV 1 kai HIV 2, kaBug kai oTov
HTLV. O1 péprupeg ACCURUN Sev éxouv amodoBeioeg nuég. Eidika emimeda avtidpaomkdtnmag 6a
TroIKiAouv pETEU TIpOadIOPIo GV OIGQOPETIKWV KATAOKEUAOTWY, OIGQOPETKWY dIOBIKATIRWY,
OIOPOPETIKWY apIBUWV TTapTidag Kal SIaQOpPETIKWV EpyaoTnpiwy. KéBe pepovwpévo epyaoTrplo TTpEmel
Vo KaBIEPWOEr BIadIKATTES Y1 TNV EQAPHOYH EVOG TIPOY PAMHOTOG BIA0PGAITNG TTIOIGMTAG Kl yia TV
TIapakoAoUBnaon TG amoedoang Twv eETAoEWV o€ ouvhdn Baon.
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Mivakag 1. Tummka oTongia yia tov Benké péprupa RNA Tou HCV ACCURUN 305, oeipd 300.

KataokevaoTig Mpoaodiopiguog AtrotéAeopa
Roche Molecular Systems, Inc. coBAS® Ampliprep/COBAS® TagMan®
Pleasanton, CA P }-Fle\?Test B 1.9 104U/l

TMa BonBeia, emMKoIVwVAOTE pe To TR TeKVIKNG uTooTpIgng T LGC Clinical Diagnostics otov
ap16pé mAspwvou +1.508.244.6400.
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