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GR TA ANTIAPAZTHPIA AYTA AEN MPETEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPA MOY MAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

sera*care

ACCURUN® 315 sEIPA 400 OeTIKOG TT0I0TIKAG EAeyXo¢ RNA Tou HIV-1

ONOMAZIA KAI XPHZH T'|A THN OMOIA NPOOPIZETAI

O1 paprupeg ACCURUN mpoopidovtai yia Tov uToAoyiopé Tng akpifeiag Twv epyacTnpiakwy e5ETaoewy Kai gival
Suvartd va xpnaigomoinBolv yia Ty avixveuon Tuxdv opaApdarwy aTig Siadikaaieg epyaatnpiakwy egeTaoewy. O
Berikdg ToloTikoG éAeyxog RNA Tou HIV-1 ACCURUN® 315, aelpd 400 eival Siapop@wiévog yia Xpnan pe pedodoug
in vitro dlayvwaTIKWV GETATEWV TTOU avigvetouv kai rogoTikotrololv 1o RNA Tou HIV-1. O BeTikdG ToI0TIKOG €AeyX0G
RNA Tou HIV-1 ACCURUN 315, aeipa 400 éxel axediaaTei yia éva eidiké e0pog TIHwv Tou RNA Tou HIV-1. A6 v
SeraCare Life Sciences diariBeviar §exwpIoTd emmAEoV PApPTUPES Ot Blaopeg ouykevTpwoelg RNA Tou HIV-1.

MEPIAHYH

H ouyvn egéraon avegaptntwv SelypdTwy ToloTIkoU eAEyXou Trapéxel oTov avaAut éva péao TrapakoAouBnang Tng
amoédoong TWV EPYACTNPIaKWY TTPoadiopiopwy. Me T ouviien xprion Twv paptipwy divetal n duvardtnta oTa
€pyaoTApla va TapakoAouBolv Tn diakUavon Twy EEETACEWY aTTO NUEPT OE NUEPT, TNV ATTOBOOT TWV KIT EGETATEWY
amé mapTida o€ TapTida Kai T Slakiavan PETagy XEIPITTWY, eV TIAPEXETal ETTioNG BorBela oV avayvwpion Tuxov
augfjoewv Tuxaiou f cuaTnuarikol oeaAparog. Eva kakd axediaopévo Tpodypap pa ToloTikoU eAEyxou eival duvatd
Vo TIapéxel EITAEOV ETTIOTOTUVN TNV aglomaTia Twy amoteAeopdTwy Tou AapBavovral yia ayvwora deiypara. H
XPAoN avegaptTwy HapTipwv vOEXETAI va TIAPEXEI TTOAUTIHEG TTANPOPOPIEG OXETIKG HE TNV EPYAOTNPICKN ETTAPKEIT
Kal T SlakOpavon JeTagy TapTidwy KIT, ol 0Toieg EVOEKETAI Va ETMPEATOUY TV EualoBnaia Tou TTpoadlopiapol .

APXEZ THZ AIAAIKAZIAZ

0 Berikdg ToloTikoG éAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 400 éxel oxediaaTei yia xprion Ye in vitro
diadikacieg TPOadIoPICUWV Yia TO OKOTIO TG TIapakoAoUbnang Tg amédoong Twv egeTéacwv. O BETIKGG TOIOTIKOG
¢éheyxog RNA Tou HIV-1 ACCURUN 315, oeipd 400 Tapaokeuaderal e apaiwan evog kahhiepynuévou 100 HIV-1
TUToU B (8E5) o€ amivwdoyovwpévo avBpwivo TAdaud, apvnTiké yia 1o RNA Tou HIV-1. O 16 8E5 mepiéxel éva
@BIKTo aAAG eAaTTwpaTIKG 11KG YovIdiwpa2. O BeTikdg ToioTikdg éAeyxog RNA tou HIV-1 ACCURUN 315, aeipd 400
eivar pn avmidpaoTikdg yia 1o HBsAg kar aviowpata evavtia atoug 100G HIV 1 kar HIV 2, HCV kai HTLV. O1
papTupeg ACCURUN dev éxouv amodobeioeg Tipég. Eidika emmimeda avridpaoTiktTag Ba moikiAhouv petagy
TIPOCBIOPICUWY DICPOPETIKWV KATAGKEUATTWV, SIAPOPETIKWV SIAdIKATIWY, SIAQOPETIKWY apIBHWY TTapTidag Kal
DICPOPETIKWV  EpyaaTnpitwy.

ANTIAPAETHPIA
Kwd. eidoug 2020-0092 5 giaAidia, 1,0 ml ava @iaAidio

O Berikdg ToioTikoG éAeyxog RNA Tou HIV-1 ACCURUN 315, oeipa 400 repiéyel oTaBepotointég kai 0,09% alidio
TOU vaTpiou WG GUVTNENTIKO.

NPOEIAOMOIHZEIZ KAl TPO®YAAZEIZ

Ta in vitro Siayvwariki xpron

NMPOZOXH: Xeipieate Toug pdptupeg ACCURUN kai 6Aa Ta TrpoidvTa avBpwrivou aiparog wg duvnTika JeETadoong
HoAugparikwv mapayoviwy. O Betikdg TroloTikag éAeyxog RNA Tou HIV-1 ACCURUN 315, oeipa 400 apackeudderal
amé avlpwivo opd 1 TAGoua, un avridpacoTiké yia 1o HBsAg kar avriowpara evavria atoug 1006 HIV 1 kai HIV 2,
HCV kai HTLV pe Tpéxouaeg egetaoeig ou £xouv eykpiBei ammé Tov FDA.

MpoguAdgeis aopalciog

la 10 XeIpIopo6 Twv TpoiovTwv ACCURUN Kal Tou avBpwrivou aipiatog, akoAouBeiTe TIG yeVIKEG TTPOQUAGEEIS TTou
ouvioTwvral amé Ta Kévipa yia Tov éAeyxo Twv voowv (Centers for Disease Control, CDC)3. Mnv avappo@dre pe
THTIETOL E TO OTOMA, PNV KATIVICETE, PNV TPWTE Kall PNV TTIVETE € XWPOUG OTTOU YiveTal XEIPITHOG SEIYHATWY.
KaBapioTe Tuxdv xupéva uhiké akoutriovtég Ta apéowg pe 0,5% didhupa uTroxAwpiwdoug varpiou. AToppiyTe
6Aa Ta deiypara, Toug PdpTupES Kai Ta UAIKG TTou XpnotuotoiBnkav oTny egétaan wg eav Tepieixav
HoAuopaTikoUg TTapayovTe.

MpoguAdgeig xeipiogol

Mn xpnoiporoieite Toug pdptupeg ACCURUN peté v nuepopnvia Afgng. ATo@uyete Tn pdAuvon Twv paptipwy
KaTé 10 Avolypa Kai To KAEiTIo Twv QiaAidiwy. Ma Tnv TpdANYN Tou oXNHaTIoHOU SUVNTIKWG EKPNKTIKWY EVWOEWY
Adyw avTidpacewv Tou agidiou Tou varpiou kai Tou XaAkoU A Tou HoAUBGOU TTOU TrEPIEXETAI OTIG USPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG CWARVEG ATTOBAATWY PE PeyGAeg TOOOTNTEG VePOU.

OAHFIEZ OYAAZHE

Ta péyiom atabepdTnTa, o BeTikog ToioTikOG EAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 400 mpémel va
uhacaetal aToug -70 °C. Eav mporipare, Ta giaAidia propolv va guAdaaovtal atoug -20 °C yia €wg € prveg.
la va amotparei Tuxov diappor, puAdoaete Ta giahidia o€ dpbia BEan.

ENAEIZEIZ AZTAGEIAZ 'H AMOIQZHE TON ANTIAPAZTHPION
Tux6v HETaBoAEG TG QUOIKNAG EpAvIONG EVOEXETaI va uTIodNAWVOUV aoTéBEIa f aAoiwan Twv papTipwy
ACCURUN. AlaAUparta tou ival epgavig BoAa Ba TTpémel va amoppitrovTal.

AIAAIKAZIA

Mapexogeva uAka

O Betikdg ToloTikoG éAeyxog RNA Tou HIV-1 ACCURUN 315, eipd 400 eival diapopwpévog yia va ival
avmdpaoTikdg yia 10 RNA tou HIV-1 kar un avridpaoTikég yia o HBsAg kai avTiowpara evavria aToug 100
HIV 1 ka1 HIV 2, HCV kai HTLV.

YAikd Trou amraitoUvTal aAAd Sev Trapéxovral
Avarpégre aTig 0dnyieg TTou TTapEXOVTal aTd TOUG KATAOKEUATTES TWV KIT EGETOEWY TToU Ba XpnaipotoinBoly.

OBnyieg xpfiong

AmoyUgre oe Beppokpaaia dwuatiou Kai avapeite avaaTpépovTag amaAd Tpiv amé T xpron. MoAig amoyuyBei,
xpnaiporoifote Tov apéows. Or paptupeg ACCURUN Ba mpémer va TrepidapBavoviar oe extéAean e&étaong
akoAouBwvTag akpIBwG TNV idia dladikaaia Tou TapEXETal aTmé Tov kataokeuaaT yia dyvwata deiypara. O
paptupeg ACCURUN AEN mpémel va avtikaBiatolv Ta avridpacTipia BeTikoU kai apvnTikou eAEyxou Trou
TIAPEXOVTAI HE KATAOKEUOOMEVA KIT EEETATEWY.

MoroTikdg éAeyxog

Emeidn o paprupeg ACCURUN Bev éxouv amodoBeioeg TINEG, auviaTaTal KaBe EpyacTrpio va ETTIKUPWOE! T
xprion kabe mapridag pdprupa ACCURUN pe kaBe €181kd oUoTnpa TTpoadiopiapol TpIv amé T auvidn xpron
TOU OTO £PYOTAPIO.

EPMHNEIA TON AMOTEAEZMATON

Ta emimeda avnidpacTikdTTag TOU BeTiKU ToloTIkoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 400 evoéyetal
va TrolkiAouv avaoya pe TIG EEETATEIS DIaPOPWV KATATKEUATTWY Kail TIG DIAPOPES TrapTideg KIT egeTaoewy. ETreidn
0 paprupag dev Exel amodobeiod TIW, TO EpyaaTpio TPETEN va KABIEPWOE! Eva UPOG TIHWV Yia KGBE TTapTida Tou
Betikou TroloTikoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 400. Eav Ta amoteAéopara yia Tov BeTIKO
ToloTikG éAeyxo RNA Tou HIV-1 ACCURUN 315, aeipd 400 gival ektdg Tou KaBiepwpévou amodekTol eUpoUg TIHWY,
auto evdéxeTal va amoTeAei EvBEI N IkavoTroInTIKng amodoang Tng egéraong. Mibavég aitieg apaAparog
mepIAapBavouv: ahhoiwan Twy avTIdEACTNPIWY TOU KIT EEETAONG, TOAAMA TOU XeIpIOTH, EAaTTWATIKA amédoon
Tou e§omAIGOU 1 HOAUVON Twy avTIdPACTNPIWV.

MEPIOPIZMOI THZ AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN TMPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA GETIKOY KAI APNHTIKOY
EAETXOY MOY NMAPEXONTAI ME KATAZKEYAXMENA KIT EZETAZEQN.

Mpémel va akohouBolvral ot ol AIAAIKAZIEX EZETAZHS kai n EPMHNEIA TQN AITOTEAEZMATQN tou
TIAPEXOVTAI OTTO TOUG KATAOKEUATTEG TWV KIT EETATEWV. TuxOV ammokAigEIg amé SIadIKaaieg TTOU GUVIGTWVTAI aTTd
TOUG KATAOKEUAOTEG KIT E6ETaONG EVOEXETAI va TTpokaAéoouv W agiemioTa amoteAéopara. Or pdptupeg ACCURUN
Oev eival BabuovounTég ka Sev TPETEI va XpnatpoTololvTal yia BaBpovopunan mpoadiopiopwy. Ta XapaktnpIoTIKG
amédoang yia Tov BeTiko ToloTiko EAeyxo RNA Tou HIV-1 ACCURUN 315, aeipd 400 £xouv kabiepwbei pévo yia 1o
RNA Tou HIV-1. Auopeveig ouvBrkeg amoatoAig kar QUAAGNG f xprian HapTUpwy, n nuepopnvia AfEng Twv omoiwv
£XEI TIAPEABEI, EVOEXETAI VOl TTPOKAAETOUV E0QAALEVT ATTOTEAETATAL.

ANAMENOMENA AMOTEAEZMATA

0 OETIKOZ MOIOTIKOZ EAEFXOZ RNA TOY HIV-1 ACCURUN 315, ZEIPA 400 AEN EXEI ATIOAOGEIZA
TIMH. Eidika emimeda avnidpaoTikdTnTag 6a TolkiAAouv PETag) TTPOaBIOPITHWY SICPOPETIKWV KATATKEUATTWY,
BIaQOPETIKWY DIABIKATIWY, DICPOPETIKWV apIBuV TTapTidag kal SIagopeTIKwY epyaaTnpiwy. Kabe pepovwpévo
£pyaaTipio TPETEN va kabiepwoel SIadIKaaieg yia TV epappoyr evog Tpoypa patog iaceahiong ToiéTnTag Kai
yia TV TrapakoAolBnan g amoédoong Twy eEeTacEwy o€ auvhBn Baan. Kabe epyacTrpio Ba mpémel va
KaBIepWwatl To 51K6 TOU £0POG ATTODEKTWV TIHWV. Mot TTapadEIyaL, TO aTTODEKTO £UPOG TIMWV EVOEXETAI VOl
mepIAaPBAVE OAEG TIG TIEG EVIOG 2 TUTTIKGWY aTroKAiOEWY TNG péaNG TIKAG 20 onueiwv Sedopévwy Tou
AapBavovra o€ 20 avahioeig o€ Tepiodo 30 nuepwv4.

Ztov mivaka 1 TapatiBevral Tutrika oToixeia yia Tov BeTikd mmoioTikd éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipa
400. Ta oToieia ekppadovral o€ Hovadeg OTwg KaBopileTal aTmod Tov KATAOKEUAOTH Tou TIpoadiopicHoU Kal €
petaoynuaTiopéveg Tipég log10. Amé Tnv SeraCare Life Sciences diatiBevral EexwpioTa emmAéov uapTupeg oe
OIG(POPES OUYKEVTPLITEIS.

EIAIKA XAPAKTHPIZTIKA AMOAOZHE

Or paprupeg ACCURUN éxouv axediaoTei yia xprion e in vitro diadikaaieg TpoadiopiopoU yia GKoToug
TapakoAoUBnang TG amoedoong Twv mpoadiopiopwy. O BeTikdg ToIoTIkg éAeyxog RNA Tou HIV-1 ACCURUN 315,
otIpd 400 eival diapoppwpévog yia va eival avridpacTikdg yia 1o RNA Tou HIV-1 kai un avridpaoTikdg yia 10 HBsAg
Kkal avriowpara evavtia atoug 100g HIV 1 kar HIV 2, HCV kai HTLV. O1 paptupeg ACCURUN dev éxouv amodoBeioeg
TINEG. E1dIKG emmieda avTidpaaTikoTTag Ba ToIKiAOUY HETAU TTPOaBIOPICHWY DIQOPETIKWY KATATKEUATTWY,
BIAPOPETIKWY dIABIKATILY, SIAPOPETIKWY APIBHWY TrapTidag Kal SIaPopeTIKWY epyaatnpiwv. KABe pepovwpévo
epyaaTipio TPETE! va kabiepwae! DIadIKAGIES yia TNV epappoyr evog Tpoypau patog diaceaAiong ToIéTnTag Kai yia
TV TTapakoAolBnan g amédoang Twv efeTaoEwy o auviien Baon.
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Mivakag 1. Tummka oToixeia yia Tov BeTikd ToI0TIKG éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipa 400.

KaroaokevaoTig Mpoadiopiopog AmotéAeop iypaga/ml | AmoréAeapa: IU/ml
Roche Molecular Systems, Inc. COBAS® Ampliprep/
Pleasanton, CA COBAS® TagMan® HIV Test v2.0 54000 92,000
AbAbgg ofgg;i“’lfes 2000 RealTime HIV-1 Assay 20,000 35,000
AmrotéAeopa
Gen-Probe PROCLEIX® ULTRIO® BETIKO
San Diego, CA Assay
Roche Molecular Systems, Inc. cobas® TagScreen BETIO
Pleasanton, CA MPX Test on s201
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