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

sera*care

ACCURUN® 305 sEIPA 150 OeTIKOC papTupag RNA tou HCV

ONOMAZIA KAI XPHEZH A THN OMOIA MPOOPIZETAI

Or paptupeg ACCURUN mpoopilovrar yia Tov uToAoyiop6 MG akpifeiag Twy epyacTnpiakwy e5eTé0EwY Kail eival
Suvaré va xpnaioToinBolv yia TNV avixveuan Tuxov opaAuarwy oTig dladikaoieg epyaoTnpiakwy egerdoewv. O
BeTikoG papTupag RNA Tou HCV ACCURUN®305, 0e1p 150 eivar dlapopewpévog yia xpron pe PeBodous in
vitro S1ayVWOTIKWV EEETATEWV TIOU avixveUouv kai ToooTikoToloUv 10 RNA Tou HCV. Amd v SeraCare Life
Sciences diariBevrar {exwpioTd emmAéov papTupeg ot dicipopeg ouykevtpiaelg RNA Tou HCV.

NEPIAHYH

H ouyvr e&éTaon ave§apTnTwy delyuawy To10TIKOU AEyYou TIapEXE! aTov avaAuTH éva pégo TapakoAoUbnang Tng
amodoong TWV EPYACTNPIAKWY TPOoadIopIowy. MeTn auviBn xprion Twv HapTipwy Sivetain dwarémTa oTa
£pYaoTAPIa va TIapakoAouBo UV T d1akU Javon Twy EETATEWY aTid NEPA O NUEPT, TNV ATTOO00N TwV KIT EETATEWY
amoé mapTida ot TapTida Kal TN dlakIpavon PeTagl XeIPOTWY, Vi TIApExeTal ETTiong BorBeEia omv avayvwpion Tuv
augroewv Tuxaiou i cuoTnaTIKoU opaApaTog. Eva kaAd oxedIaopEvo TIPOYPA LA TIOIOTKOU AEyXOU gival duard
Vol TIAPEXET EMTIAEOV EUTNIOTOOUVN OTNV aIOTOTia TwV aToTEAETH ATwv Tou Aap Bavovial yia ayvwora deiydara. H
XPriom aveSapTnTwy papTlpwy eVOEXETa va TIapEXE! TIOAUTIHEG TIANPOQOpIEG OXETIKG HE TNV EPYAOTNPIKA ETIAPKEIQ
Kkai Tn diakUpavon peTagl mapTidwy KIT, 01 omoieg EVOEXETaI va ETmpedgow TV euaiadnaia Tou Tipoadiopiopou’.

APXEZ THE AIAAIKAZIAZ

0 6Berikdg paptupag RNA Tou HCV ACCURUN 305 éxel ayediaatei yia xprion (e in vitro diadikaoieg
TIpoadlopIoHoU yia okoToUg TapakoAoUBnang mg amedoong Twv egtaoewy. O BeTkdG pdpTupag RNA Tou HCV
ACCURUN 305 mapackeuaderal amd avBpwmvo opd A AGopa Tou givar avtidpaoTiké yia o yovoTumo 1 1ou
RNAToU HCV kai pn avridpactiké yia To HBsAg kai yia avrigwpara gvavria otov HIV 1 kar HIV 2, kaBg kai
otov HTLV. Or péptupeg ACCURUN dev éxouv amodoBeioeg Tijeg. Eidika emimeda avndpaomkéTnrag Ba
TIoIKIMOUV pETAgU TIPOOBI0PIOU WV SIPOPETIKWY KATAOKEUATTWY, SI1AQOPETKWY 31adIKATIWY, 51aQOpETKMY
apIBu v TapTidag kal SIAQOPETIKWY EQYATTNPiwV.

ANTIAPAZTHPIA

Kwd. eidoug 2020-0078 10 giaAidia, 1,2 mlava giaAidio

O 6Berikdg paptupag RNA Tou HCV ACCURUN 305 mepiéxer atageporointég kai 0,09% agdio Tou varpiou wg
OUVTNPNTIKG.

NPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro SiayvwoTiki xprion.

MPOZOXH: Xeipi¢eate Toug paptupeg ACCURUN kai 6Aa Ta ipoiévTa avBpwmvou aipatog wg duvnTka perddoang
Hohuaparikwv Tapayoviwy. O BeTikdg paptupag RNA Tou HCV ACCURUN 305 mapaakeuadetal amé avlpwmvo opd
1} MAaopa, un avridpaatikd yia 1o HBsAg kai avriowpara evavria atoug 00g HIV 1 kai 2, kaBwg kar HTLV pe
TPEXOUCEG EEETATEIG TIOU £XOUV eYKpIBET a6 Tov FDA.

MpoguAageig agpaleiog

lMa 1o yelpiop6 Twv mpoidviwv ACCURUN kai Tou avBpwivou aiuatog akoAOUBEITE TIG GUVIGTWHEVES YeEVIKES
TIPoQuUAAgeIS Tou Maykdopiou Opyaviopot Yyeiag (M.0.Y.)2 Mnv avappo@are e mTETA e T0 OTOHA, KNV KaTVileTe,
HNV TPWTE KaI NV THVETE OE XWPOUS OTIOU YiveTal YeIpIop6G dayuaTwy. KaBapioTe Tuydv xupéva ukiké akouTrifovicg
Ta apéowg pe 0,5% diahupa uToxhwpiwdoug varpiou. AToppiyTe 6Aa Ta SeiypaTa Toug JAPTUPES Kal Ta UAIKG TTou
XPnaipoTIoIRBNKaV aTNV EEETAAN WG EAV TEPIEIYAV HOAUCHATIKOUG TIAPAYOVTEG.

MpoguAdageig xeipigaol

Mn xpnoipotoieite Toug papTupeg ACCURUN peta Trv nuepopnvia Mg, Amo@uyere m pdAuvon Twv papTtipwv
KaTé T0 Avolyda Kal 1o KAEioIpo Twv giaNidiwy. Mia mv TpOAnyn Tou oxnpanopol SunTIKWG EKPRKTIKWY EVITEWY
Myw avridpaoewv Tou agidiou Tou varpiou Kai Tou XaAkoU 1 Tou HoAUBOoU TIoU TIEPIEKETAI OTIG USPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG OwAVES aTOBARTWY HE pEyaAeg TIOOOTNTEG VEPO U.

OAHTIEZ OYAAZHE

lNa péyiotn otaBepdmTa, o BeTdg pdprupag RNA tou HCV ACCURUN 305 6a mipéTeel va guAdooeTar oToug -70
°C. Eav mpotipdre, Ta giaAidia pmopolv va guAdacovral atoug -20 °C yiaéwg E§1 prveg. Miava amoTparTei Tuxov
S1appor, puAdooeTe Ta @iaAidia oe 6pBia BEan.

ENAEIZEIZ AZTAGEIAZ 'H AMOIQEHE TON ANTIAPAZTHPION
Tuxov HETaBOAEG TNG QUOIKAG EMPAvIONG evOEXeETaI va uTodNAWVOUV aoTaBela i aMoiwon Twv papripwy
ACCURUN. AlaAdpara Tou givar epgaviog Bodd Ba TIpéTel va amoppiTrovral.

AIAAIKAZIA

Mapeyoaeva vAika

0 6Betikdg paptupag RNA Tou HCV ACCURUN 305 mapackeuadera amé avBpwmvo opé f TAAoHa Tou eivail
avridpaatiké yia 1o yovoturo 1 1ou RNA Tou HCV kai pn avridpaoTiké yiato HBsAG kai yia avTiowpara evavia
arov HIV 1 kai HIV 2, kaBuwg kar otov HTLV.

YAikd ou amraitoOvTal aAAd Sev Trapéxovral
Avarpégte aTIG 0dnyieg TIOU TTAPEXOVTAI OO TOUG KATAOKEUOOTEG TwV KIT EETACEWY Tou 6a XpnatoroinBolv.

0Bnyieg xpiong

* Tpivamd kabe xprion, agrioTe To ddAupaeréyyou va gBaael ot Beppokpacia Swpatiou Kal avapigre He
fima avaotpogry.

* Kabe giakidio ACCURUN 305 dev Ba TIpETiEl va XpnOTHOTIOEITAI TIEPICOOTEPES OTIO TPEIG POPES Kall
TIPETIEN VOl Xpno1poTIoIEiTal EVIOG 10 NUEPWY aTIO TO TIPWTO Avolypd.

*  Apéowg peta amo kabe yprion, TomoBemote ot wuyeio To ACCURUN 305 ot Beppokpacia 2-8 °C.

¢ Orav avoiyBei To GIAAIBIO YIATIPWTN YOPA, KATAYPAYTE TV NUEPOUNVIATIOU avoiyBnKe kal TV
nuepopnvia A¢ng ato giaAidio.

* [0 va eAayIoTOTIOINOETE TO EVOEXOEVO ONUVONG, TTOPPiYTE TO PIAAIDIO PETAOTIO TNV TIPWTN Xpriom.

O1 paptupeg ACCURUN Ba mpémel va TrepiAap Bavovrar ot ektédeon egraong akohouBwvragakpiBwg my idia
S1adikacia Tou TapéxeTal amo Tov KataokeuaoTh yia dyvwota deiypara. Or paprupegACCURUN AEN mpérer va
avrikaBioToOV Ta avridpaoTripia BeTKOU Kal apvnTIKOU EAEYKOU TTOU TIPEXOVTAI € KATOAOKEUAOUEVA KIT ESETATEWY.

MoloTikég éheyxog

Eme1di o1 péptupeg ACCURUN Gev éxouv amodoBeioeg Tipé, ouviaTdral kiBe epyaoTApIO Vol ETKUPWOE! T
xpnon kabe maptidag paptupa ACCURUN e kdBe ed1kd ouompa Tpoadiopiop oU TpIv aTmd m ouvin xprion
TOU OTO EPYAATAPIO.

EPMHNEIA TON ANOTEAEEMATON

Ta emimeda avridpaoTikéTnTag Tou BemkoU papTupa RNA Tou HCV ACCURUN 305 evdéyetal va TolkiAouv
avaloya HE TIG ECETATEIG OIAPOPETIKWY KATCOKEUAATWY Kall TIG SIAQOPETIKEG TIaPTIdeS KIT eTdoewy. EMeIdh o
uapTupag dev éxel amodoleioa TN, To YATAPI0 TIPETEN Vol KaBIEPWOE! £val €UPOG TIMWY Yia kaBe TiapTidaTou
BeTikoU paptupa RNA Tou HCV ACCURUN 305. EGv Ta amoteAéapata yia Tov BeTikd paptupa RNA Tou HCV
ACCURUN 305 eivar extég Tou kab Epwévou amodektol eUpoug TIHIWY, aurd evoéxeTal va amoTeAe EvBeIgn un
IkavoToInTIKAG amédoang Tng eg¢taong. Mbavég artieg apaAparog mepIAap Bavouv: aMoiwaon Twv avridpaompiu
TOU KIT €E£TAONG, OPAALIC TOU XEIPIOTH, EAATTWHIATIKY amodoon Tou eQTAIoHOU A Johuvan Twv aviidpacTnpiwv.

NEPIOPIZMOI THZ AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAXTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

Mpémel va akoAouBoUvTal mota o AIAAIKASIES EZETAZHZ kai n EPMHNEIA TQN AITOTEAEEMATQN Tou
TIapEXOVTQl QIO TOUG KATCIOKEUAIOTEG TWV KIT €5€TaTEWY. TUXOV amokAigeIg amo d1adKaaieg Tou GUVIGTWVTAI aTTo
TOUG KOTAOKEUTOTEG KIT €EETOONG EVOEXETCI vV TIPOKAAETOUV pin agiemaTa amoTeAéopata. O paptupeg ACCURUN
Oev eival BabpovounTég kar dev TPETE va XpnaipoTiolodvTal yia BaBpovopnon Tpoadiopiopwy. Ta
XapakTnpIaTIkG amodoang yia Tov Bemkd papTupa RNA Tou HCV ACCURUN 305 £xouv kaBigpwBei pévo yia 1o
RNA tou HCV. Auopeveig ouvBrikeg amoatolig kai pUAagng i xpron paptipwy, n npepopnvia Mg Twv omoiwv
£xel TApENBEI, evdExeTal va TIpokaAédouv eopaApéva amoTeAéopaTa.

ANAMENOMENA AMOTEAEZIMATA

0 Bemik6g adiprupag RNA Tou HCV ACCURUN 305 AEN EXEI ATTOAOQGEIZA TIMH. Eidika emimeda
avTIdpaaoTIkdTATAG Ba TOKIMOUV HETagU TTPOGDI0PIoH WV DICPOPETIKWV KATAGKEUAOTWY, SIOPOPETIKWV DICDIKATIWY,
SIaQOPETIKWY apIBWY TIAPTIdAG Kal S1aQopPETIKWY pyacTnpiwy. KaBe empépoug epyacTipio TPETE! va KaBEPWOE!
S1ad1Kaofeg yia TNV epappoyr Vg Tpoypdupatog dinogaAiong ToIdTATAG Kai yia v TapakoAoubnon mg
amodoong Twv eCETAOEWY Ot TaKTIKY Baon. Kabe epyaaTripio Ba TpéTe! va kaBEPWOE! To BIKO Tou EUPOG CTTODEKT WV
TIHGV. [a Tapadelypa, T amodeTo e0pog TIHWY evdEXETaI Vo TEPIAAUBAVE! OAEG TIG TIEG &VTOG 2 TUTTIKWV
amokAioewv TG PEONG TIHAG 20 onueiwv dedopévwy Tiou AapBavovial oe 20 avaAioelg ot Tepiodo 30 NuepwV3.
Z1ov Tivaka 1 mapariBevrar Tutka atoigia yia Tov Bemkd paprupa RNA tou HCV ACCURUN 305. Ta otoneia
ekgpalovral o povadeg OTwg kabopiletal amd Tov KATAOKEUTOTH TOU TIPOGDI0PITHOU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

Or paprupeg ACCURUN éxouv oxediaareiyia xprion e in vitro S1adkaaieg TIpoadiopIapoU yia okoTioUg
TapakoAouBnong Tng amodoong Twv Tpoadiopiopwy. O BTk papTupag RNA Tou HCV ACCURUN 305
Tiapaockeuadetal amd avbpwmvo opd 1§ MAdopa Tou eival avidpaoTiké yia 1o yovétuto 11ou RNA Tou HCV kai
Hn avridpaotikd yia 1o HBsAG kai yia avriowpata evavria otov HIV 1

kai HIV 2, kaBuwg kar atov HTLV. Or papupegACCURUN dev éxouv amodobeioeg TipéG. EIdKka emimeda
avridpaaTikéTTAG Ba ToKIMOUY eTagy TPOGDIOPIoH WV 1CPOPETIKWV KATCOKEUATT (WY, dIAQOPETIKWY

5103 1KACIWY, SIAPOPETIKWY apIB WV TIAPTDAG Kal BIAQOpPETIKWY epyaaTnpiwy. KaBe peuovwuévo epyaaTipio
TIPETIEN VO KABIEPWTEI BIABIKATIES YITa TNV EQAPHOYH EVOS TIPOYPAPKATOS BIa0PANIoNg ToI6MTAG Kail yial Trv
TiapakoAoUBnon TG amédoong Twv eETACEWY OE auviiBn Bdon.
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Mivakag 1. Tumka oToixeia yia Tov BeTikd paprupa RNA Tou HCV ACCURUN 305, oeipd 150.

KaraokeuaoTig Mpoodiopioadg AtmrotéAecaa
Roche Molecular Systems, Inc. coBas® Ampliprep
C ® ® 150 1U/ml
Peeasanton, CA coBAS® TagMan® HCV Test
Abbott Laboratories m2000 RealTime HCV Assay 0eTIKG
Abbott Park, IL
Grifols Diagnostic Solutions Inc ® i
Emeryil, CA PROCLEIX® ULTRIO® Assay Berikd
Roche Molecular Systems, Inc. cobas TagScreen MPX Test on s201 QeTIKO
Pleasanton, CA

Ma Bondeia, EMKOIVWVACTE PETO TUAHA TEXVKNG UTTOOTAPKNG TG SeraCare oTov apiBu6 TnAspwvou
+1.508.244.6400.
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