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

ONOMAZIA KAl XPHZH A THN OMNOIA MPOOPIZETAI

O1 paprupeg ACCURUN mpoopidovTan yiai Tov uTroAoyIoU6 TG aKPIBEIOG Twv EPYOIOTNPICKWY EEETATEWY Kal
eival duvard va xpnaipotoinBolv yia Ty avixveuan Tuxov a@aludmwy aTig S1adIKaoTieg EpyaoTNPICKUN
egeréioewv. O Betikdg pdprupag RNA Tou HCV ACCURUN® 305, Geipd 100 ivan dIOHOPPWUEVDS Yia XprAan
e peBOBOUG in vitro BlayvwaTKwWY EGETIoEWV TIoU avIXVeUouv kai TrogoTikotrololv 1o RNA Tou HCV. Ammd tnv
SeraCare Life Sciences diariBevtal Eexwpioté emimMéov papTupeg o€ didpopes cuykevipwaglg RNA Tou HCV.

MNEPIAHYH

H ouyvn egétaon avetdptnTwy delyuamwy ToloTIKoU eAEyXOU TTIapEXEI OTOV QVOAUT éva JEoO
TIapakoAoUBNONG TNG aMmédOCNG TWV EPYACTPICKWY TIPOadIopIoUwY. Me Tn auvien XprRan Twv HopTipwy
Siveral n duvaréTnTa 0T EPYAOTAPIA Va TIapaKoAouBolv T dlakUpavon Twy eEeTdoewv amo nuépa o
nuépa, TNV amddoaon TwV KIT eEETA0EWV amTd TTapTida o€ TTapTida Kal Tn dIoK KAV PETASU XEIPITTWY, EVW
Tapéyeral emiong BoriBeia aTnv avayvwpion TuxOv aughogwv Tuyaiou i cuaTnuaTikol oedhparog. Eva
KOAG oY €edIOOWEVO TIPOY POMA TTOIOTIKOU EAEYXOU €ival SuvaTd va TTapéxel ETTITTAEOV EUTTIOTOOUVN OV
aglomioTia Twy amoteAeapdmwy Tou AapBavovrar yia dyvwaoTa deiypara. H xprion avegdptniwy poptipwv
evOEyeTal va Tapéxel TOAUTIMEG TTANPOQOPIEG TXETIKG JE TNV EPYACTNPIOKN EMAPKEI Katl TN SlaKUpaven
METagU TrapTidwV KIT, 01 OTTOiEG EVOEXETAI VO ETTNPEACOUV TV EUAITONTia TOU TTPOTIOPICHOU!.

APXEZ THZ AIAAIKAZIAZ

O Betikdg péprupag RNA Tou HCV ACCURUN 305 éxel oxedlaaTei yia Xprion We invitro dladikaaieg
PoadIopIT O Yial oKoTToUg TrapakoAouBnang mg amédoang Twv egeTaoewv. O BeTikdg papTupag RNA
Tou HCV ACCURUN 305 Trapaokeudigetar amé avBpwmivo opd f) TAGopa Trou gival avTidpaaTikd yia 1o
yovérumo 1 Tou RNA tou HCV kar un avtidpaaTikd yia o HBsAg kai yia avTiowuara evévia otov HIV 1
kar HIV 2, kaBwg kar atov HTLV. Or pdprupeg ACCURUN Bev €xouv amodobeioeg Tipég. EIdIka emimeda
avTIdpaoTIKGTNTAG Bat TToIKIAAOUV JETAEU TIPOGDIOPICWY SIGPOPETIKWV KATAOKEUAOTWV, SIPOPETIKIV
SI0DIKOCT WY, SIOPOPETIKWY aPIBWV TTAPTIdAG KaI SIAPOPETIKWY EPYACTNPIWY.

ANTIAPAZTHPIA
Kwd. eidoug 2020-0080 5 @ioAidia, 1,0 ml ava @ichidio

O Berikdg paptupag RNA Tou HCV ACCURUN 305 Trepiéxel otaBepotrointés kai 0,09% adidio Tou vorpiou
WG OUVTNPNTIKO.

NPOEIAOMOIHZEIZ KAI MIPO®YAAZEIZ

Ta in vitro Siayvworiki xpron.

MPOZOXH: XeipiceaTe Toug pdptupeg ACCURUN kai OAa Ta ipoidvra avBpwTvou aiparog wg duvnmkd
perddoang poAuaparikwy mrapayoviwy. O Berikdg pdprupag RNA tou HCV ACCURUN 305
TIapackeudderal amd avBpwivo opd Ny TAGO A, Wn avTIdPaAaTIKG yia To HBSAG kai avTiowpara evavTia
aToug 100g HIV 1 kan 2, kaBug kar HTLV e Tpéxouaeg egTdoeig Tou Exouv eykpiBei amd ov FDA.

MpoguAdgeis aopaheiog

TaTo xeipiopd Twv mpoidvTuw ACCURUN kai Tou avBpuwmivou aiarog ak0MUBEITE TIG CUVIOTWHEVES
YevIkéG TPo@UAGEEIS Tou Maykéopiou Opyaviapou Yyeiag (MM.0.Y.)2 Mnv avappogdre pe iméra e T
OTOMO, PNV KaTIVIETE, PNV TPWTE Kal NV TTIVETE O XWpoug OTrou YiveTal xelpiopdg Sety pdrwv. KabapioTe
TUXOV XUpéva UAIka okouTridovag Ta apéowg Pe 0,5% Siahupa utroxAwpiwdoug varpiou. ATroppiyte OAa Ta
eiypara, Toug JAPTUPEG Kal Ta UAIKG TIou XpnaipoTroliBnkav aTnv e6€Taon wg edv Tepigixav
HoAuGaTIkoUg TTapAyOovVTES.

MpoguAdgeig xeipiop ol

Mn xpnaipooieite Toug péptupeg ACCURUN petd T nuepopnvia Mgng. Amo@uyete T pudAuvon Tuv
HapTUPWY KaTd 1o Avolya Kai To KAEiouo Twv @lakdiwy. Mo tnv TpoéAnyn Tou oxnUoTITHod SwnTIKWG
EKPNKTIKWY EVWoEWY Adyw avTidpdoewv Tou adidiou Tou varpiou kai Tou xaAkoU A Tou oAURSoU TTou
TIEPIEKETAN OTIG UDPAUAIKEG TWANVOTEIG, EKTINUVETE TOUG CWAveS mmOBAATWY PE ey GAEG TTOOOMTEG VEPOU.

OAHIIEZ @YAAZHE

l'a péyioTn otabepotnTa, 0 BeTikdg papTupag RNA Tou HCV ACCURUN 305 Ba mrpémel va @uAGoceTal
aToug -70 °C. Edv TpoTipdre, Ta @iaAidia pmmopolv va guidacovtal aToug -20 °C yia éu G pives. MNa
va amotpamei Tuxov dlappor, puAdoaete Ta pliaNidia ae opBia Béan.

ENAEIZEIZ AZTAOEIAZ 'H AAAOIQZHE TQN ANTIAPAZTHPIQN
Tuxov peTaBoAég TG QUOIKAG EpGAvVIaNG evOEXETaN va uTTodnAwvouv aoTdBela 1} cAAiwan TwV HapTipwv
ACCURUN. AlaAUpara Trou givar eugavig BoAd Ba pémel va ammoppimTovTal.

AIAAIKAZIA

Mopexopeva UAika

O Berikdg péprupag RNA Tou HCV ACCURUN 305 Trapackeuddetal omé avBpw1ivo opd A TAGoua TTou
eival avTidpaoTiké yia 1o yovéTumo 1 Tou RNA Tou HCV kar un avTidpaaTikd yia toHBsAg kal yia
avTiowpara evévtia atov HIV 1 kar HIV 2, kaBwg kar otov HTLV.

YAk Trou atraimoOvral aMd Sev TapéxovTal
Avarpégre 0TI 00nyieg TOU TTOPEXOVTAN OO TOUG KATAOKEUAOTES TWV KIT EEETATEWY Tou Bat
XpnaipotoinBolv.

03nyieg xpnong

AmoyUgTe o€ Beppokpacia dwaTiou Kai avapeigTe avaoTpépovrag amaAd Tpiv amoé T xprian MoAig
amoyuxBei, xpnaipotoinoTe Tov apéowg. O pdprupeg ACCURUN Ba Trpétel va iepiAapBavovTal o€
ekTéAeon e&éTaong akoAouBuvTag akpIBwG Trv idia diadikaaia TTou TTapEXETal OTTd TOV KATAOKEUOOTN yia
ayvwara deiypara. Or udprupeg ACCURUN AEN mrpémel va avikaBioTolv Ta avndpacTripia BeTikou kai
apvnTIKoU JAPTUPA TTOU TIPEXOVTAN E KOTAOKEUOTUEVA KIT EGETATEWV.

MoioTikdg éAeyxog

Emeidr o1 pdprupeg ACCURUN Bev Exouv amodoBeioeg TIES, cuvioTaral kGBe EpyaoTAPIO VOl ETTIKUPWOE! T
Xpran k&le mapridag pdprupan ACCURUN pe kdBe £151k6 UaTNHA TIPOoSIopIT o TpIV ammd m ouvibn
XPAON TOU GTO EPYOOTApIO.

EPMHNEIA TQN ANOTEAEZIMATON

Taemimeda avidpaoTikéTnTag Tou BeTikoU papTupa RNA Tou HCV ACCURUN 305 evéyetal va Troikidouv
avahoya pE TIG EEETATEIS BIOPOPETIKUNV KOTOOKEUATTUV Kall TIG SIGQOPETIKEG TIOPTIOES KIT eSeTCIoEWV. ETreIdn
0 péprupag dev Exel ammodobeioa TIA, TO EPYOOTAPIO TIPETTEI VO KABIEPWOE! £va EUPOG WV YIa 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
amotehei €vOeIEn W IKavoTToINTIKAG amédoang TG eééTaang. MBavég arrieg ogalparog TepIAauBavouy:
ahAoiwan Twv avTISPaoMPiWY TOU KT E5ETA0NG, CQAAA TOU XEIPIOT), EACTTWHIOTIKY aTTO300T TOU
eomAIgoU A HOAUVON Twv aVTIBPACTPIWY.

NEPIOPIZIMOI THE AIAAIKAZIAZ

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

Mpémel va akohouBouvtal Mot of AIAAIKASIEZ EZETASHS kai n EPMHNEIA TQN ATIOTEAESMATQN
TIOU TIAPEXOVTCI AT TOUG KOTOOKEUOOTES TWV KIT EEETGoEW. Tuxdv amokAicelg amé diadikaaieg Tou
OUVIOTWVTAI OO TOUG KATOOKEUOOTEG KIT £ETOONG EVOEXETAI VO TIpOKGAETOUV W ogI6TOTa amToTeAéaaTa.
O1 péprupeg ACCURUN dev eivar BaBuovountég Kai dev TPETTEN va XpnatpoTrololvral yia faBuovounan
TPOCBIOPITHWY. Ta X0paKTNEIOTIKA ammédoang yia Tov Benkd pdprupa RNA Tou HCV ACCURUN 305 éxouv
KaBiepwBei povo yiaTo RNA tou HCV. Auopeveic owBrkeg amoaToAng Kai @UAAENG 1 xprion MapTUpuwy, n
nuepopnvia Agng Twv omoiuwv €yl TaPEABEI, vagxeTal va TTpoKaAéaouY ea@ah Péva amoTeAéopara.

ANAMENOMENA AMOTEAEIMATA

0 Bemikog iapTupag RNA Tou HCV ACCURUN 305 AEN EXEl AMOAOOBZA TIMH. Eidikd emimeda
avTIdpaoTikdTNTag Ba TroIKiANOUV pETagU TPOTBIOPIC LV SIOPOPETKUWN KATOOKEUAOTWV, SIOQOPETIKGNV
S1a5IKaO1WV, DICPOPETIKWY apIBWY TTapTIdAg KaI DIPOPETIKWY epyacTnpiwv. K&Be empépoug epyaaTrplio
TIPETTEN VO KOBIEPWOEI DIOBIKATTE VIO TNV EQAPHONT EVOG TTPOY pAMMaTOg dloapaAiong TTaIdTNTAG Kal yia My
TapakoAoUBnon Tng amédoang Twv eETaoEWY Ot TaKTK PAon. KaBe epyaompio Ba mpémel va Kabiepuoel
70 JIKO TOU £UPOG CMTOBEKTWY TIKWV. ['a TTapABElY Ua, TO CITOdEKTO EUPOG MWV EVIEKETAI Va TTEPIAAUBAVE!
OAEG TIG TIMEG EVTOG 2 TUTTIKWV CmmokAiCEWY MG péang MAG 20 anpeiwv dedopévuy Trou AapBavovtal o€
20 avohUoeig o€ Trepiodo 30 NuEPWVS.

Zrov Trivaka 1 raporievral TuTTiKA oToixeia yia Tov BeTikd paptupa RNA Tou HCV ACCURUN 305. Ta
aTolyeia ekppalovTal o Povadeg Omwg kaBopileTal amd Tov KATAOKEUAOTH TOU TTPoadiopiaoU.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 pdprupeg ACCURUN éxouv oxediaaTei yia xpran We in vitro Siodikaaieg TpoadIopIopoU yia OKOTIoUg
TapakoAoUBnang Tng amédoang Twv Tpoadicpiopwy. O Bemkog paptupag RNA tou HCV ACCURUN 305
Trapackeudderal amd avBpwivo opd f TTAGo A TTou gival avTIBPacTIKG yia To yovotutro 1 1ou RNA Tou HOV
Kai pn avTiIdpaoTikG yia To HBsAg kar yia avtiowpara evévia atov HIV 1 kai HIV 2, kaBuwg kai atov HTLV.
Or péprupeg ACCURUN dev éxouv amodobeioeg Tiég. Eidika emimeda avTidpaaTikémrag Ba moikiAAouv
METAEU TTPOCDIOPITUWY DICPOPETIKWY KOTATKEUODTWN, SIOPOPETIKWV OIadIKATIWNV, SIGPOPETIKWV apIBUWV
TIapTIGAG Kal SIAPOPETIKWY epyaaTnpiwv. KABe epovwéVo EpyaoThpio TTPETTEN Vo KOBIEPWOE! dIaBIKOTTEG
yia TNV EQappoyn evog TTpoypaupaTog SIogQAAITNG TIOIOMTAS Kal Yia TV TrapakoAouBnan g amédoong
Twv §eToEWV o€ auwidn Pdon.
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Mivakag 1. Tummka aTongia yia tov Benké paprupa RNA Tou HCV ACCURUN 305, ogipd 100

Kataokeuaotig Mpoaodiopiopog AmroTéAeoa
Roche Molecular Systems, Inc. COBAS® Ampliprep/COBAS® 881 1U/ml
Pleasanton, CA TagMan® HCV Test
Abbott Laboratories .
Abbott Park, IL m2000 RealTime HCV Assay 543 1U/ml

To Bon €10, EMKOIVWVACTE | TO THAN TEKVIKNG UTTOOTAPIgNG TG SeraCare oTov op B o T Asprvou
+1.508.244.6400.
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