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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 200 OeTIKOG TT0I0TIKAG EAeyX0o¢ 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
Berikog ToloTikoG éAeyxog RNA Tou HIV-1 ACCURUN® 315, aelpd 200 eival Siapopwiévog yia Xpnon pe pebodoug
in vitro dlayVWOTIKWY EGETATEWV TTOU avigvedouv kai rogoTikotrololv 1o RNA Tou HIV-1. O BeTikdg ToIoTIKOG €Aeyx0G
RNA Tou HIV-1 ACCURUN 315, aeipa 200 éxel axediaaTei yia éva eidiké e0pog TIHwv Tou RNA Tou HIV-1. Amé 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
€pyacTApla va TapakoAouBolv Tn dlakUavon Twy EETACEWY aTTO NUEPT OE NUEPQ, TNV ATTGI00T TWV KIT
efeTdoewy amod TapTida oe TapTida kal T dlakupavon JETagd XeIpIoTWwY, eV TTapéxeTal ETiong Bondela oty
avayvwpion Tuxov augioewv Tuxaiou fj cuoTUaTikol opdaAparog. Eva kakd axediaaévo Tpdypapa TToloTIKoU
eAEyyou eival duvard va Tapéxel ETITAEOV EUTTIOTOOUVN OTNV AEIOTTIOTIO TwV amoTeAeTUATWY TIou AapBavovTal
yia ayvwota Seiypara. H xprion avegaptntwy paptipwy eVOEXETAI va TIapéxel TOAUTIHEG TTANPOPOPIES TXETIKA He
TNV EPYOIOTNPICKI ETTAPKEIT KAl TN SlaKUavOn JETAgU TrapTidwy KIT, 01 OTTOiEG EVOEKETAI Val ETMPEGTOUY TNV
guaiobnaia Tou Tpoadiopiapol’,

APXEZ THE AIAAIKAZIAZ

O Berikdg oioTikdg éAeyxog RNA Tou HIV-1 ACCURUN 315, aeipé 200 éxel oxediaaTei yia xprion We in vitro
Siadikaoieg TPOadIoPITUWY Yia TO GKOTIO TG TIapakoAoUBnang Tg amédoong Twv egeTéacwy. O BETIKGG TOIOTIKOG
éheyxog RNA Tou HIV-1 ACCURUN 315, oeipd 200 TrapaokeuaZeral pe apaiwar evog kahiepynpévou 100 HIV-1
TUTou B (8E5) o€ amvwdoyovwpévo avBpiwivo TAGaua, apvntiké yia 1o RNA tou HIV-1. O 166 8E5 epiéxer éva
@BIKTo aAAG eAaTTwpaATIKG 11KG YovIdiwpa2. O BeTikdg ToioTikdg éAeyxog RNA tou HIV-1 ACCURUN 315, aeipd 200
gival pn avridpaoTikdg yia 1o HBsAg kar avriowpata evavria atoug 100g HIV 1 kar HIV 2, HCV kai HTLV. O1
paptupeg ACCURUN dev éxouv amodoBeioeg Tipég. Eidika emmiTeda avridpaoTikétntag Oa moikiAAouv petagy
TIPOCBIOPICUWY DICPOPETIKWV KATAGKEUATTWV, SIAPOPETIKWV SIadIKATIWY, SIAQOPETIKWY apIBHWY TTapTidag Kal
OIAQOPETIKWY  EpyaaTnpiwy.

ANTIAPAETHPIA
Kwbd. eidoug 2020-0090 5 @iaAidia, 1,0 ml ava @iaAidio

0 Berikdg ToioTikdg £Aeyxog RNA Tou HIV-1 ACCURUN 315, oeipa 200 mepiéyel aTaBepotointég kai 0,09% adidio
TOU VaTPioU WG GUVTNENTIKO.

MPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro SiayvwoTiki) xprion

NMPOZOXH: Xeipieate Toug pdprupeg ACCURUN kai OAa Ta TrpoidvTa avBpwTivou aiparog wg duvnTika
peTadoang pohuaparikawv Tapayoviwy. O Betikdg ToioTikog éAeyxog RNA tou HIV-1 ACCURUN 315, oeipa 200
TIapackeudderal amd avBpwmivo opd A TAAGHA, un avTidpaaTiké yia To HBSAg kal avTiowpaTa evavTia aToug
100G HIV 1 kai HIV 2, HCV ka1 HTLV pe péxouatg e¢etdoeig mou £xouv eykpiBei amoé Tov FDA.

MpoguAdgeis aopaAciog

Ta 1o xeipiopd Twv mpoidviwv ACCURUN kai Tou avBpwivou aipatog, akoAouBEiTe TIG yevIKES TTPOQUAGEEIG TIou
ouvioT@vral amé Ta Kévipa yia Tov éAeyxo Twv voowv (Centers for Disease Control, CDC)3. Mnv avappogare pie
THTETAL IE TO OTOMA, PNV KATIVICETE, NV TPWTE Kl PNV TTIVETE € XWPOUG OTTOU YiveTal XEIPITHOG SEIYHATWY.
KaBapioTe Tuxdv xupéva uhika akoutriovtag Ta apéowg pe 0,5% diahupa urroxAwpiwdoug vaTpiou. AToppiyTe
6Aa Ta deiypara, Toug PapTupES Kai Ta UAIKG TTou XpnotyotoinBnkav oTny egétaan wg eav Tepieixav
HoAugpaTikoUg TapayovTeg.

MpoguAdgeig xeipiogol

Mn xpnoipomoieite Toug pdptupeg ACCURUN petd Tv nuepopnvia Afgng. Amrogpuyete n poAuvan Twv Japtipwv
Kard 10 Gvolypa Kai 1o KAEiT1o Twv @iaAidiwy. Ta Ty TpdAnyn Tou OXNUATIoUOU SUVATIKWG EKPNKTIKWY
eVWOEWV Adyw avTidpacewv Tou agidiou Tou varpiou kai Tou XaAkoU A Tou HoAUBBOU TTou TIEPIEXETAI OTIG
UBPAUAIKEG TWANVWTEIS, EKTTAUVETE TOUG TwAVES ammoPARTWY HE eYAAeG TTOOOTNTEG vePOU.

OAHFIEZ OYAAZHE

Ta péyiom atabepdmra, o BeTikdg ToloTikog éAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 200 mrpémel va
uhacaetal aToug -70 °C. Eav mporipare, Ta giaAidia propolv va guhdaaovial atoug -20 °C yia €wg ¢ Prveg.
Ta va amotparei Tuxdv Siappor|, puAdaoete Ta giahidia o€ dpBia B¢on.

ENAEIZEIZ AZTAGEIAZ 'H AAOIQZHE TON ANTIAPAZTHPION
Tuxdv peTaBoAég TG QUaIKAG EMPaviong evdExeTal va uTrodnAwvouy acTaBeia fj aloiwan Twv papTipwy
ACCURUN. AlaAUpara Trou givar eppavig BoAd Ba Tpémel va amoppitrovTal.

AIAAIKAZIA

Mapexogeva uAka

O Berikdg ToloTikoG éAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 200 eivai Siapoppwpiévog yia va gival
avTidpacTikég yia 1o RNA tou HIV-1 kai pn avridpacTikdg yia 1o HBsAg kar avTiowpaTa evaviia oToug 1006
HIV 1 kai HIV 2, HCV kai HTLV.

YAiké rou amaitodvTal aAAd Sev Trapéxovral
Avarpégre aTig 0dnyieg TTou TTapEXOVTal aTTd TOUG KATAOKEUATTES TWV KIT EGETOEWY TToU Ba XpnoipotoinBoly.

0O3nyieg xpfiang

Amoyure o€ Beppokpaaia dwpartiou kal avapei§te avaaTpépovag amald Tpiv amd T xpran. MoAig amoyuyBei,
xpnotpotoinate Tov apéows. O paprupeg ACCURUN Ba mpémer va mepidapBavovial ot ektéAean e&éraang
akoAouBwvTag akpIBWG TNV idia dladikaaia Tou TapEXETal aTmé Tov kaTaokeuaaT yia dyvwata deiypara. O
paptupeg ACCURUN AEN mrpémer va avTikaBioTolv Ta avTidpacTrpia BeTIKOU Kal apvnTikoU EAEyXou Trou
TIAPEXOVTAI HIE KATAOKEUCOMEVT KIT ECETATEWV.

MoioTikdg éAeyxog

Emeidn o1 péprupeg ACCURUN Oev éxouv amodobeioeg TiEG, auviaTdtal kGBe epyaaTipio va ETTIKUPWOEI TN
xprion kade mapridag paprupa ACCURUN pe kdBe €151kd oUoTna Tpoadiopiapol TpIv aTmd T auvin xpron
TOU OT0 €PYOOTAPIO.

EPMHNEIA TON ANOTEAEZMATON

Ta emimeda avdpaoTikdTnTag ToU BeTikoU ToloTiKoU eAéyxou RNA Tou HIV-1 ACCURUN 315, oeipd 200 evdéyeTal
va TrolkiAouv avahoya He TG eEETATEIS DIapOpwy KATATKEUATTWY Kal Tig DIAQopeg TapTideg KIT eGeTaoEwy. ETreidn
0 pdptupag dev €xel amodobeioa TIUA, TO EPYACTAPIO TTPETTEN VA KABIEPWOE v E0POG TIMWV yia KGBE TrapTida Tou
BerikoU TroloTikoU eAéyyou RNA Tou HIV-1 ACCURUN 315, oeipd 200. EGv Ta amoteAéopara yia Tov BeTIKO
ToloTIkG éAeyxo RNA Tou HIV-1 ACCURUN 315, aeipd 200 eival ekTog Tou KaBiepwEéVOU aTTOdEKTOU EUPOUG IV,
auTé evdéxeTal va amotehei EVOEIEN un IkavoToinTikAg amddoang T e¢étaong. Mibavég airieg apaAparog
mepIAapBavouv: aMoiwaon Twy avTISPATTNPIWY ToU KIT EETAONG, OYAAUA TOU XEIPIOTH, EAATTWHATIKA aTddoon
Tou e§0mAIoOU i HOAUVON Twy avTIdPACTNPIWY.

NEPIOPIZMOI THE AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA ©ETIKOY KAI APNHTIKOY
EAETXOY MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

Mpémel va akohouBodvtal maTa ol AIAAIKASIES EZETASHS kai n EPMHNEIA TQN ATIOTEAESMATQN mou
TIapEXOVTAI ATTO TOUG KATAOKEUADTES TwV KIT EEETATEWV. TUXOV aTTOKAICEIG a6 S1adIKadieg TTOU GUVIOTQWVTAI aTTO
TOUG KATAOKEUAOTES KIT e6ETaI0NG £VOEXETaI va TTpokaAéoouv W agiemioTa amoteAéapara. Or pdptupeg ACCURUN
Bev eival BabuovounTég kal Sev TPETIEI va XpnaipoToloUvTal yia BaBpovopunan mpoadiopiopwy. Ta XapaktnpIoTIKG
amédoang yia Tov BeTikd ToloTikd Eeyxo RNA Tou HIV-1 ACCURUN 315, oeipd 200 éxouv kaBiepwbei pévo yia 1o
RNA Tou HIV-1. Aucpeveig ouvBrkeg amoatoAi kar pUAagnG A xprian HapTipwy, n nepopnvia AREng Twv otoiwv
£xel TTAPENBE, EVOEXETQI VOl TIPOKAAETOUY E0QaAPEva amoTeAéaaTa.

ANAMENOMENA AMOTEAEEZMATA

0 OETIKOZ NOIOTIKOZ EAEFXOZ RNA TOY HIV-1 ACCURUN 315, ZEIPA 200 AEN EXEI ANOAO®EIZA TIMH.
Eidika emimeda avridpaaTikétnTag Ba moikiAAouv peTagy TTPoadIopITHWY SICPOPETIKWY KATAOKEUAOTWY,
BIaQOPETIKWY DIABIKAGIWY, DICPOPETIKWY apIBuV TTapTidag kal SIapopeTIKwY epyaaTnpiwy. Kabe pepovwpévo
epyaaTipio TRETE! va kabiepwaoe! DIOdIKAGIES Yia TNV epappoyr evog Tpoypau paTog dIacaAiong TToIéTTag Kail yia
NV TTapakoAoUBnan g amédoang Twy egeTdatwy o€ auviien Baan. Kabe epyactipio Ba TpéTel va KaBiepwoel To
B1KO ToU £UPOG OTTOBEKTWY TIHWV. Mo TapAdelyHa, TO aTodeKTO £0pOG TIMGWY EVIEXETAI VO TIEPIABAVEI ONEG TIG TIEG
EVTOG 2 TUTTIKWY aTrokAioewv TG péang TiuAg 20 onpeiwv dedopévwy Tou AapBavovtal ae 20 avaAioeig og Tepiodo
30 nuepwv4.

Ztov ivaka 1 TapariBevral TuTrika oToixeia yia Tov BeTiko TroioTikd éAeyxo RNA Tou HIV-1 ACCURUN 315, aeipd 200.
A6 v SeraCare Life Sciences diatiBeviar exwpioTa emITA¢OV HAPTUPES TE DIAPOPEG TUYKEVTPUWTEIG.

EIAIKA XAPAKTHPIZTIKA AMOAOZHE

Or paprupeg ACCURUN éxouv axediaoTei yia xprion e in vitro diadikaaieg TpoadiopiopoU yia GKoToug
TapakoAoUBnang TG amoedoong Twv Tpoadiopiapwy. O BeTikag moloTikdg EAeyxog RNA Tou HIV-1 ACCURUN 315,
oelpd 200 eival diapoppwpévog yia va eival avridpacTikdg yia 1o RNA tou HIV-1 kai pn avridpaoTikdg yia 10 HBsAg
Kkal avriowpara evavtia atoug 1006 HIV 1 kar HIV 2, HCV kai HTLV. O1 paprupeg ACCURUN dev éxouv amodobeioeg
TIpéG. Eidika emiTeda avidpaaTikétTag Ba moikiAAouv PETagU TTPOCBIOPITHMWY JIAQOPETIKWY KATAGKEUAOTRWY,
BIAPOPETIKWY dIABIKATILY, SIAPOPETIKWY APIBHWY TrapTidag Kal SIapopeTIKWY epyaatnpiwv. KABe pepovwpévo
epyaaTipio TRETE! va kabiepwael SIadIKaaieg yia TNV epappoyr evog TPoypap patog diaceaAiong ToiéTnTag Kai yia
TV TTapakoAouBnan g amédoang Twv egeTéatwy o€ auviien Baan.
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Mivakag 1. Tummka oToixeia yia Tov BeTikd ToioTIKG éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipa 200.

KaTaoKeuaoTs NpooBiopious AmotéAeopa: AmotéAeopa:

ns P PIOHOS avTiypaga/ml 1U/ml

Roche Molecular Systems, Inc. COBAS® AmpliPrep/ 960 1630

Pleasanton, CA COBAS® TagMan® HIV-1 Test v2.0
AbAbggoLtfgg;E“iEes m2000 RealTime HIV-1 Assay 500 870
ArrotéAeopa
Gen-Probe PROCLEIX® ULTRIO® BeTIKG
San Diego, CA Assay

Mo BorBeln, EMKOIVWVIOTE pE TO THNPA TEXVIKAG UTTOaTAPIENG TG SeraCare aTov apiBud TnAEpwvou
+1.508.244.6400.
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