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MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.
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OeTikOS pMapTupag RNA Tou HCV

ONOMAZIA KAI XPHZH I'lA THN OMOIA NMPOOPIZETAI

Or paprupeg ACCURUN mrpoopiovTal yia Tov uTIoAoyIoHO TG aKPiBEIOG Tw EpYaOTNPIaKWY EEETATEWY Kal
gival duvard va xpnaipotoinBolv yia Ty avixveuan Tuxov CQaApdTwy aTig dIadIKaaieg epyaaTnpIaKwy
eferaoewv. O Betikdg pdprupag RNA tou HCV ACCURUN® 305, aeipa 100 eival Siapop@wpévog yia xprnan
He peBAOOUG in vitro diayvwaTIKWY EGETACEWY TToU avixvelouv kal TogoTikotrololv 1o RNA Tou HCV. Amé v
SeraCare Life Sciences diariBeviai §exwpiaTd emimAéov paptupeg ot didgpopeg auykevtpwaelg RNA Tou HCV.

NEPIAHYH

H ouyvi e&étaon avegapmTwy SelypdTwy ToloTIkoU eAEyXoU TIapéxel OTOV avaAuTh éva PECO
TapakoAoUBnang g amddoang Twv EpyacTnPIaKWY TPoadiopiapwy. Me T auviien xprion Twv HapTipwy
Siveral n SuvardTnta oTa EpyacTrpia va TapakoAouBolv Tn SlaKUPAVON Twy EGETATEWY aTd NUEPT OE
nuépa, v amddoon Twv KIT eEETdoewy amoé Taptida o€ TapTida kal T dlakUpavon PETagy XEIPIOTWY, EVE
Tapéxetal emiong BorBeia otV avayvwpian Tuxov augoewy Tuxaiou i cuaTnuatikol o@daAuarog. Eva
KOAG oxediaopévo TIpoypapa TroloTikoU eAEyxou eival Suvatd va Trapéxel EMITTAEOV epTTIoToaUvn otV
aglomatia Twv amoteAeapdtwy ou AapBavovTal yia dyvwata deiypara. H xprion avesaptTwyv paptipwv
EVOEXETAI VO TIAPEXE! TIOAUTIMIES TIANPOPOPIEG OXETIKA WE TNV EPYACTNPIOK ETTAPKEID Kal T SlaKUPavan
peTagl TapTidwv KIT, 01 0TTOiEG EVOEKETAI VA ETTMPEATOUY TNV EuaioBnaia Tou TTPOadIopIoHOU .

APXEZ THEZ AIAAIKAZIAZ

0 Berikog pdptupag RNA Tou HCV ACCURUN 305 éxer oxediaaTei yia xprion pe in vitro diadikaaieg
TIPOGdIoPIGHOU yia akoTroUg TrapakoAoUbnang TG amddoaong Twv egeTéacwy. O BeTikdg paptupag RNA
Tou HCV ACCURUN 305 mrapackeudderal améd avBpwmivo opd 1 TAGoUa Trou ival avridpaoTikd yia 1o
yovotutio 1 Tou RNA tou HCV kai un avridpaoTikd yia o HBsAg kai yia avtiowpara evavria atov HIV 1
Kkai HIV 2, kaBag kai otov HTLV. O1 pdprupeg ACCURUN dev éxouv amodoBeioeg Tipég. Eidikd emmimeda
avTidpaaTikdTTag Ba TToIKiAoUV PETAgH TTPOGdIOPITUWY DIAQOPETIKWY KATAOKEUAOTWY, SIAPOPETIKWY
S1adIKATIRV, SIAPOPETIKWY apIBWY TrapTidag Kal SIPOPETIKWY EpYacTNPiwy.

ANTIAPAZTHPIA
Kwd. eidoug 2020-0080 5 @iaAidia, 1,0 ml ava @iaAidio

O Berikdg paptupag RNA Tou HCV ACCURUN 305 mepiéxer ataBeporointég kai 0,09% adidio Tou varpiou
WG aUVTNPENTIKO.

NPOEIAONOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro Siayvworikn xprion.

NPOZOXH: XeipiGeate Toug pdiptupeg ACCURUN Kai 6Aa Tal TipoidvTa avBpwrivou aipatog wg duvnTikd
HeTadoang MoAuaparikwy Tapayoviwy. O Betikdg pdptupag RNA Tou HCV ACCURUN 305
TIapackeuadeTal amé avBpwrivo opd A TAGopa, pn avTidpadTiké yia 1o HBsAg kal avTiowuara evavia
oToug 100G HIV 1 kai 2, kaBuwg kai HTLV e Tpéxouatg efeTaoeig rou Exouv eykpiBei amd Tov FDA.

MNpoguAdgeig aopaleiog

Ta 1o xeipiopé Twv mpoiovtwv ACCURUN kal Tou avBpwTivou aipatog akoAouBEiTe Tig GUVIOTWHEVEG
Yevikég Tpo@uAacelg Tou Maykdapiou Opyaviopou Yyeiag (M1.0.Y.)2 Mnv avappo@dte pe TITIETA WE TO
OTOMA, PNV KOTIVICETE, PNV TPWTE KOl UnV TTVETE OE XWPOUG 6TTOU YiveTal XelpIapog SelypdTwy. Kabapiote
TUXOV Xupéva uhikd okouTrigovtag Ta apéowg pe 0,5% didAupa uToxAwpiwdoug varpiou. AToppiyte 6Aa Ta
Seiypara, Toug JAPTUPES Kal Ta UAIKG TToU XpnaipoTioiBnkav atnv egtaan wg eav Tepieiyav
HOAUGHOTIKOUG TIPAYOVTEG.

MNpoguAdgeig xeipiopol

Mn xpnaiporoieire Toug péptupeg ACCURUN petd Ty nuepopnvia Afgng. Amro@uyete T pdAuvan twv
HapTipwy Katd 1o Avolypa Kai 10 KAEia1o Twv @lraAidiwy. Mo Ty TpdAnYn Tou XNUOTICHOU dUVNTIKWG
EKPNKTIKWY eVWOEWV Adyw avTidpdaewy Tou adidiou Tou vaTpiou kal Tou XaAkoU fj Tou JoAURdou TTou
TIEPIEXETAI OTIG UBPAUAIKEG TWANVWTEIG, EKTTAUVETE TOUG CwANVeEG aTTOBARTWY E HeYGAEG TTOTATNTEG VepOU.

OAHTIEZ ®YAAZHZ

T'a péyiom otabepdmra, o BeTikdg paptupag RNA Tou HCV ACCURUN 305 Ba rpémrel va puAdo oeTal
oToug -70 °C. Eav mpotidre, Ta gioAidia pmropolv va guAdccovTal atoug -20 °C yia éwg £§ pAves. Ma
va amoTparei Tuxov diappor), GuAGoaeTe Ta glaAidia ot dpBia Béan.

ENAEIZEIZ AZTAGEIAZ 'H AAOIQZHE TON ANTIAPAZTHPION
Tuxov peTaBoAég TG QUOIKNAG EMPAVIONG evOEKETaI va uTTodNAwWVOUV aaTdBeia f ahoiwan Twv papTipwv
ACCURUN. AioAUpaTa Trou gival epgavig BoAa Ba TpéTel va amoppitrrovTal.

AIAAIKAZIA

Mapexopeva uAiKa

0O BeTikdg pdptupag RNA Tou HCV ACCURUN 305 mapaokeuddetal amé avbpwivo opd f TAGoua Trou
eivar avidpaaTiké yia 1o yovotuto 1 1ou RNA Tou HCV kar un avidpaoTiké yia 1o HBsAg kai yia
avriowpara evavria atov HIV 1 kar HIV 2, kaBwg kai otov HTLV.

YAiké ou atrautodvTal aAAG Sev TrapéxovTal
Avarpégre aTig odnyieg TOU TTAPEXOVTAI OTTO TOUG KATAOKEUAOTEG TV KIT EGETATEWY TTou Ba
XpnaipotoinBolyv.

OBnyieg xpong

AmoyUgre o€ Beppokpaaia dwiatiou kar avapeifte avaoTpépovag amaAd Tpiv amé T xpAan. MoAig
amoyuxBei, xpnoipomoinate Tov apéows. Or paptupeg ACCURUN Ba mrpémel va mepihapBavovial o€
ektéAeon egTaong akoAouBwvTag akpiBug v idia diadikacia Tou TAPEXETCI TG TOV KATAOKEUAOTH yid
ayvwora deiypara. Or paptupeg ACCURUN AEN mpémer va avTikaBiaTolv Ta avTidpaaTrpia BETIKOU Kail
apvnTikoU UGpTUPQ TTOU TIAPEXOVTAI ME KATAOKEUOOEVA KIT EEETACEWY.

MoloTikog €éAeyxog

Emeidr o1 paptupeg ACCURUN Oev €xouv amodobeioeg TIpéG, auviaTdtal KABe epyaaTiplo va ETTIKUPWOE! T
xpron kade maptidag paptupa ACCURUN pe k@Be €181k6 oUoTna TTpoadiopiaol TIpiv amd T auvABn
XPran Tou GTO EPYACTAPIO.

EPMHNEIA TQN ANOTEAEZMATQON

Ta emimeda avnidpacTikéTTag Tou BeTikoU pdptupa RNA tou HCV ACCURUN 305 evdéxetal va TrolkiAouv
avahoya Ye TIG EEETATEIG DICPOPETIKWY KATAOKEUAOTWV Kall TIG BIAPOPETIKEG TTaPTIOES KIT e€eTA0EWY. ETreIdn
0 paptupag dev €xel amodobeioa TiyA, T0 pyaaTipIo TPETEN Vol KaBIEPWOE Eva EUPOG TIMWV yia KABE
maptida Tou BeTikoU paptupa RNA Tou HCV ACCURUN 305. Edv Ta amoteAéopara yia Tov BeTIkG pdpTupa
RNA tou HCV ACCURUN 305 €ivai ektdg Tou kabiepwpévou amodekTod e0poug TIWY, AuTO EVBEXETAI VO
amoTeAei €vOEIgN N IkavoTIoINTIKAS aTmédoong TG eétaong. MiBavég artieg apaAparog mepIAapBavouy:
ahoiwan Twv avtidpacTneiwy Tou KIT €EETa0NS, GQAAUA Tou XEIPIOTH, EAATTWHATIKA aTddoan Tou
eEomAIgOU /) pdAuven Twv avTIdpaaTpiwy.

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 TIOIPEXOVTAI OTTO TOUG KATAOKEUAOTEG TWV KIT ECETATEWY. TuX6V atmokAioelg amd dladikaaieg Tou
GUVICTWVTAI OTTO TOUG KATAOKEUATTEG KIT EGETATNG EVOEXETAI VO TIPOKAAEGOUV W AgI6TTIOTA OTTOTEAETATAL.
O1 paprupeg ACCURUN Gev gival BaBuovountég kai Gev TTPETTE va xpnatoTololvial yia Babuovounan
Tpoodiopiouwy. Ta xapakmpioTikd amedoong yia Tov BeTiké pdprupa RNA Tou HCV ACCURUN 305 éxouv
KkaBiepwBei povo yia 1o RNA tou HCV. Auopeveic ouvbrikeg amooToAig kai eUAagng fi xpron paptipwy, n
nuepounvia AEng Twv ooiwv xel TapEABEI, EVOEXETaI va TTPOKaAEéTOUV E0QaAEVa aTToTEAETATA.

ANAMENOMENA ANOTEAEIMATA

0 6Tk icpTupag RNA Tou HCV ACCURUN 305 AEN EXEI AMOAOGEIZA TIMH. Eidika emimeda
avTIdpaaTIKéTTag Ba ToIkiAouv ETatd TTPOadIoPITHWY SIAQOPETIKWY KATAOKEUATTWY, SIOPOPETIKWY
BIaBIKACIWY, BICPOPETIKWY apIBPWV TapTIdag Kal dIAPOPETIKWY epyacTnpiwv. KaBe empuépoug epyaaTripio
TIpETEl va KaBiEpwatel dladIkaaieg yia TNV epappoyn evog TTpoypau parog dlaapahiong ToIdTTag Kai yia mv
TrapakoAouBnaon Mg amddoong Twv egeTdoewy o€ TakTikr Baon. Kabe epyaaTipio Ba mpémel va kabiepwoe!
710 OIKO TOU EUPOG ATTODEKTWY TIHWV. [a Tapddelypa, To amodekTd £0pOg TIUWY EVOEXETAI va TEpIAAMBAVE
OAeG TIG TIPEG €VTOG 2 TUTTIKWY amTokAigewv Tng péang TIMAG 20 onueiwv dedopévwy Trou AdapBavovTal o€
20 avaAuoeig o€ Tepiodo 30 nuePWVA.

Ztov Tivaka 1 raparibevral Tumrika aToiyeia yia Tov BeTikd paptupa RNA tou HCV ACCURUN 305. Ta
aTolxeia ekppadovial ae Hovadeg 6w kabopileral amoé Tov KATaoKEUAOTH ToU TIpoadiopiapoUl.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 paptupeg ACCURUN éxouv oxediaaTei yia xpron We in vitro diadikacieg TpoadiopiGHoU yia aKoTroUug
TrapakoAoUBnang Mg amddoong Twv TTpoadiopiopwv. O BeTikog paptupag RNA tou HCV ACCURUN 305
TrapaokeuddeTal amo avBpwivo opd A TAGoa TTou ival avTidpaoTiké yia 1o yovoTutio 1 Tou RNA tou HCV
Kal un avridpaoTiké yia 1o HBsAg kai yia aviiowpara evavria otov HIV 1 kar HIV 2, kabug kar atov HTLV.
O1 péptupeg ACCURUN bev éxouv amodoBeioeg Tipég. Eidiké emmimeda avridpaaTikémrag Ba moikiAAouv
UETagl TPOadIoPITUWY SIAQOPETIKWY KATAOKEUAOTWY, SIOPOPETIKWY S1adIKATIWY, SIAPOPETIKWY apIBuwV
TIapTIdAg Kal SIAPOPETIKWY epyacTpiwv. Kabe pepovwpévo epyacTripio TpETel va kabiepwoel diadikaaieg
yia TV epappoyr evog mpoypdupatog SiacaAiong ToidTTag Kai yia Ty TapakoAouBnan tng amédoong
Twv egeTéoewy oe ouvhBn Bdon.
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Mivakag 1. Tutrikd oToiyeia yia Tov BeTikd péptupa RNA Tou HCV ACCURUN 305, oeipa 100

KaraokevaoTig Mpoadiopiopudg AmotéAeopa
R°ﬁ:§ “gf;;g:':é:ysc‘ims* COBAS® Ampliprep/COBAS® TagMan® HCV Test 881 1U/mI
Abbott Lagg:ﬁ“’lﬂes Abbott m2000 RealTime HCV Assay 543 1Uim
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