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

OeTIKOG TTo10TIKOG EAeyX0g RNA Tou HIV-1

ONOMAZIA KAI XPHZH I'IA THN OMOIA NPOOPIZETAI

O1 paprupeg ACCURUN mpoopidovtai yia Tov uToAoyiopé TG aKpieiag Twv epyacTnpiakwy 5EToewy Kai gival
Suvarté va xpnaigomoinBolyv yia Tnv avixveuon Tuxdv opaApdarwy aTig Siadikaaieg epyaampiakwy egeTaoewy. O
Beikdg moloTikGG éAeyxog RNA Tou HIV-1 ACCURUN® 315, aelpd 150 eival Siapopwiévog yia Xpnan pe pedodoug
in vitro dIayVWOTIKWY EGETATEWV TTOU aviyvedouv kai rogoTikotrololv 1o RNA Tou HIV-1. O BeTikdg ToIoTIkOG €Aeyx0g
RNA T1ou HIV-1 ACCURUN 315, aeipa 150 éxel oxediaarei yia éva eidiko eupog Tiwv Tou RNA Tou HIV-1. ATré tnv
SeraCare Life Sciences diariBeviar exwpIoTd emmAEoV PAPTUPES Ot dlaopeg auykevTpwoelg RNA Tou HIV-1.

MNEPIAHYH

H auyvi e&éraon aveapmrwy delypdmwy TmoloTikou eAEyXou Trapéxel aTov avaAuh éva Jéao TrapakoAolBnang g
amodoong Twv EPYACTNPIAKWY TIPoadiopiopwy. Me Tn ouviiBn XpAon Twv Paptipwy divetal n duvardmra ota
€pyaoTApIa va TrapakoAouBolv Tn diakUavon Twv EEETACEWY aTTO NUEPT OE NUEPQ, TNV ATTOI0OT TWV KIT EGETATEWY
amé TapTida o mapTida Kai Tn Slakiavan PETagl XEIPITTWY, eV TIAPEXETal ETTioNg BorBela oV avayvwpion Tuxov
augfoewy Tuxaiou i auaTNPATIKOU GPAAUATOG. Eva kaAd oXeSIaoUEVO TIPOYPa A TTOIOTIKOU EAEyXOU €ival SuvaTd
Vo TIapéXEl EMITAEOV EUTTIOTOTUVN TNV aglomaTia Twy amoteAeopdTwy Tou AapBavovial yia ayvwora deiypara. H
Xprion avegapTnTwy PapTipwy eVOEXETAI va TIAPEXE! TTOAUTIMEG TTANPOQPOPIEG TXETIKA E TNV EPYACTNPICKN ETTAPKEIT
Kkai T dlakOpavon PeTagy maptidwy KiT, o1 0TToieg EVOEKETAI Va ETMpPediaouy TV euaiodnaia Tou Tpoadlopiapoy ™.

APXEZ THE AIAAIKAZIAZ

0O BeTiIkdg ToloTikOG €Aeyxog RNA Tou HIV-1 ACCURUN 315, agipd 150 éxel oxediaaTei yia xprion We in vitro
Siadikaoieg TPOadIoPICUGY Yia TO GKOTIO TG TIapakoAoUBnang Tg amédoang Twv egeTéatwy. O BETIKG TOIOTIKOG
¢heyxog RNA Tou HIV-1 ACCURUN 315, oeipd 150 mapackeuaderar e apaiwan evog kahhiepynuévou 100 HIV-1
TUTou B (8E5) o€ amvwdoyovwpévo avBpiwivo TAdoua, 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, oeipd 150
eivar pn avridpaoTikdg yia 1o HBsAg kar aviowpata evavtia atoug 100g HIV 1 kar HIV 2, HCV kai HTLV. O1
paptupeg ACCURUN Sev éxouv amodoBeioeg Tipég. Eidika emmimeda avridpacTikétntag a moikiAAouv petagy
TIPOCSIOPITUWY BIAPOPETIKWV KATATKEUATTRV, SICPOPETIKWV SIadIKATIWV, SIAQOPETIKWY apiBUwY TTapTidag Kal
DICPOPETIKWV EPYaOTNPiLY.

ANTIAPALTHPIA

Kwbd. eidoug 2020-0087 10 giaAidia, 1,2 ml ava giaAidio

O Berikdg oioTikdg €Aeyxog RNA Tou HIV-1 ACCURUN 315, oeipd 150 mepiéyel atabepotointég kai 0,09% adidio Tou
VaTPioU WG TUVTNENTIKG.

NPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro Siayvwariki xprion

NPOZOXH: Xeipieate Toug pdptupeg ACCURUN kai 6Aa Ta TrpoidvTa avBpwmivou aiparog wg duvnTika JeTadoong
HoAugparikwv mapayoviwy. O Betikdg ToloTikag éAeyxog RNA Tou HIV-1 ACCURUN 315, oeipa 150 mapaokeudderal
amé avlpwivo opd 1 TAGopa, un aviidpaoTik yia 1o HBsAg kar avriowpara evavria atoug 100g HIV 1 kai HIV 2,
HCV kai HTLV pe Tpéxouaeg egedaeig Trou €xouv eykpiBei amé Tov FDA.

MpoguAdgeig agpaleiog

Ta 10 Xep1opo6 Twv TPoidvTwv ACCURUN Kai Tou avBpwrivou aipiatog, akoAouBeiTe TIG yeVIKEG TTPOQUAGEEIS TTou
ouvioTwvTal amé Ta Kévpa yia Tov éAeyxo Twv voowv (Centers for Disease Control, CDC)3. Mnv avappo@dre e TIméTa
HE TO OTOMA, PNV KATIVIZETE, NV TPWTE KAl PNV TTVETE OE XWPOoug dTmou yivetar Xepiopdg detypdrwy. KaBapioTe Tuyév
XUMEéva uhika akouTridovTag Ta apéowg e 0,5% didupa uToxAwpiwdoug varpiou. AToppiyTe OAa Ta Seiypara, Toug
HApTUPES Katl Ta UAIKG TTOU XpnaioTroiBnkav aTny e&taan wg eav Tepieixav JoAUTHATIKOUG TIAPAYOVTEG.

MpoguAdgeig xeipiopod

Mn xpnoipomoieite Toug pdptupeg ACCURUN petd Tnv nuepopnvia Afgng. Amopuyete T poAuvon Twv Japtipwv
KaTé 10 Avolypa Kai To KAEioIo Twv @iraAidiwy. Ma Tnv TPGANYN Tou OXNUATIOHOU JUVNTIKWG EKPNKTIKWY EVIWOEWY
Adyw avridpacewv Tou agidiou Tou varpiou kai Tou XaAkoU A Tou HoAUBBOU TTOU TrEPIEXETAI OTIG USPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG TWARVEG ATTOBAATWY [E EYAAEG TTOTOTNTEG VEPOU.

OAHFIEZ ®YAAZHE

Ta péyiot otabepdTnTa, o BeTikdg ToloTikOG €Aeyxog RNA Tou HIV-1 ACCURUN 315, oeipd 150 mipémel va @uAdooetal
aToug -70 °C. Eav mporipare, Ta giaAidia pmopolv va guAdaaovial atoug -20 °C yia éwg € prveg. MNa va amotpamei
Tux6v diappory, puAdoaete Ta giaAidia ae 6pBia Béon.

ENAEIZEIZ AZTAGEIAZ 'H AMOIQZHE TON ANTIAPAZTHPIQN
Tuxov HeTaBoAég TG QUOIKNG epAviong evOExeTal va utrodnAwvouv acTéBela i aoiwan Twv paptipwv ACCURUN.
AlahOpara Tou eival eppaviyg BoAd Ba Tpémer va amoppitTovTal.

AIAAIKAZIA

Mapexopeva UAIKA

O Betikdg ToloTikog éAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 150 eival diapopwpévog yia va ival
avTidpacTikég yia 10 RNA tou HIV-1 kai pn avridpacTikdg yia 1o HBsAg kar avtiowpara evaviia atoug 1oug HIV 1
Kkai HIV 2, HCV kai HTLV.

YAiké ou amairodvTal aAAd Sev Tapéxovral
Avarpégre aTig 0dnyieg TTou TapEXOVTal aTTO TOUG KATAOKEUATTES TWV KIT EGETTEWY TToU Ba XpnaipotoinBoly.

O3nyieg xpfiang

*  Mpiv amé kaBe xprion, agriaTe To didAupa eAéyxou va gBAce! oe Bepokpaaia dwuartiou Kar avapicre e
AT avacTpoQH.

* KaBe giahidio ACCURUN 315 dev Ba Tipérel va xpnaioTIOIEiTal TTEPICTOTEPEG ATTO TPEIG POPES Kall TIPETTEI Ve
xpnaiporoieital eviog 10 nuepwv amo To TPWTO Avolypa.

*  Apéowg et amo kabe xprion, TomoBetiaTe o Wuyeio To ACCURUN 315 ae Beppokpacia 2-8 °C.

*  Orav avoixBei To @IaAidIO yia TTPWTN YOPd, KaTAYPAYTE TNV NKEPOMNVIa TIOU avoixBnKe Kal TNV nuUepounvia
Méng aTo giaAidio.

O1 pdprupeg ACCURUN Ba mipémel va mepidapBavovtal o€ ektéAean egétaong akoAouBuvTag akpiBg Tnv idia
Siadikaaia Tou TapéXETal aTmé ToV KATaoKeuaoTr yia ayvwaota deiypara. Or paptupeg ACCURUN AEN mpémel va
avTikaBioTolv Ta avTidpaaTipia BTIKOU kal apvnTIkoU EAEyXOU TTOU TIAIPEXOVTAI PE KATAOKEUAOEVT KIT EEETATEWV.

MoloTikdg éAeyxog

Emeidn o1 pdptupeg ACCURUN Gev éxouv amodobeioeg TIUEG, GuvIOTATAI KABE EpYaTTAPIO VO ETTIKUPWOE! TN
¥prion kade mapridag paprupa ACCURUN pe kdBe €151kd oUoTnUa Tpoadiopiapol TpIv ammd T ouvin xpron
TOU OT0 EPYOOTAPIO.

EPMHNEIA TON AMOTEAEZMATON

Ta emimeda avridpaoTikdTnTag Tou BeTikoU ToloTikou eAéyxou RNA Tou HIV-1 ACCURUN 315, oeipa 150 evdéxeTal va
ToIkiAouv avaihoyar pe TIG ESETATEIG SIaPOPWY KATAOKEUOTWY Kall TIG SIGpopeg TapTideg KIT efeTaoewy. Emeidn o
Haptupag dev £xel amodobeioa TIWH, TO EpyaaTipio TIPETE va KaBIEpWaE! £va eUPOG TIMWV Yia kABe TrapTida Tou
BerikoU TroloTikoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 150. EGv Ta amoteAéopara yia Tov BETIKO TIOI0TIKG
éAeyxo RNA tou HIV-1 ACCURUN 315, aeipd 150 eivar ektdg Tou KaBiepwpévou amodekTol e0poug TIHWY, autd
evdEéxeTal va amotehei EvEIEN Wn IkavoTTonTikAg amddoang T e¢étaong. MiBavég arieg opaipatog mepIAapBavouv:
aMoiwaon Twv avTiIdpaoTnpiwy Tou KIT €EETaong, GQAAUa Tou XEIPIOTH, EAATTWHATIKS aTmod00T Tou €EOTAICHOU 1
HOAuvon Twv avTidpacTnpiwv.

NEPIOPIZMOI THZ AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
EAETXOY MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQ N.

Mpémel va akohouBolvTal moTd ol AIAAIKAZIES EZETASHZ xai n EPMHNEIA TQ N ATTOTEAEEMATQN ou
TIapEXOVTAI ATTO TOUG KATAOKEUATTEG TwV KIT EEETATEWY. TUXOV aTTOKAIOEIG aTTé S1adIKATiES TIOU GUVIOTWVTAI OTTO
TOUG KATAOKEUAOTES KIT £EETaONG EVOEXETAI va TTpokaAéoouv Wn agiomioTa amoteAéapara. Or pdprupeg ACCURUN
Oev eivar BabuovounTtég kar Sev TPETEN val pnatpoTolodvTal yia BaBpovounan Tpoadiopiopwy. Ta XapakTnpIoTIKG
amédoong yia Tov BeTiko ToloTiko EAeyxo RNA tou HIV-1 ACCURUN 315, oeipd 150 £xouv kabiepwbei puévo yia 1o
RNA Tou HIV-1. Auopeveig ouvBrkeg amoatoAig kar QUAagNS 1y XpRon HapTipwy, N nUEpopnvia ARENG Twv oToiwv
£xeI TAPENBE, EVOEXETQI VOl TIPOKAAETOUY E0QaAPEva amoTeAéTaTa.

ANAMENOMENA AMOTEAEZMATA

0 OETIKOZ MOIOTIKOZ EAEFXOZ RNA TOY HIV-1 ACCURUN 315, ZEIPA 150 AEN EXEI ATIOAO®EIZA TIMH.
Eidika emimeda avridpaaTikéTag Ba moikiAAouv peTagl TPoodIopITHWMY JIAPOPETIKWV KATAGKEUATTRV,
BIaQOPETIKWY DIABIKAGIWY, DICPOPETIKWV apIBULV TTapTidag Kal SIaQopETIKWY epyaaTnpiwy. Kabe pepovwpévo
£pyaaTipio TPETEN va kabiepwoel SIadIKACiES yia TV epappoyr evog Tpoypdau partog Siacpaliong moidTTag Kai yia
TV TapakoAouBnan Tng amddoong Twv egeThoEwy ae auvABn Bacn. Kabe epyacTrpio Ba pémel va kabiepwael To
51K6 TOU £UPOG TTOBEKTWY TIWV. Mol TapadelyHa, TO aTTodEKTO £0POG TIMWV EVOEXETAI VO TIEPIABAVEI OAEG TIG TIEG
€EVTOG 2 TUTTIKWY aTTOKAIGEWV TG péang TIAG 20 onueiwv dedopévwy Tou AapBavovtal oe 20 avalloeig o€ Tepiodo
30 nuepwvA.

Zrov Tivaka 1 TapatiBevral Tutrika oToixeia yia Tov BeTikd TroioTik éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipé 150.
Amo v SeraCare Life Sciences SiariBeviar §exwpioTa emAEOV IAPTUPES € BIAPOPEG TUYKEVTPLTEIS.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

Or paprupeg ACCURUN éxouv axediaoTei yia xprion e in vitro diadikaaieg TpoadiopiopoU yia GKOToug
TapakoAoUBnang TG amédoong Twv poadiopiopwy. O BeTikag oloTikdG éAeyxog RNA Tou HIV-1 ACCURUN 315,
oelpd 150 eival diapopwpévog yia va eival avridpaoTikdg yia 1o RNA tou HIV-1 kai un avridpaoTikdg yia 1o HBsAg
Kal avriowpara evavtia atoug 100g HIV 1 kar HIV 2, HCV kai HTLV. O1 péprupeg ACCURUN dev éxouv amodobeioeg
TINéG. EIdIkG emmieda avTidpaaTikdtTag Ba oikiAAouv ETAgU TTPOaSIOPICHWY DIAQOPETIKWY KATAOKEUAOTWY,
BIaPOPETIKWV dIABIKATILY, DIAPOPETIKWY apIBUWY TrapTidag kai SIapopeTIkwy epyaatnpiwv. Kabe pepovwpévo
epyaaTipio TpETEr va kabiepwae! dadIKaaieg yia TNV Epappioyn evog Tpoypap patog dIaceaAiong ToiéTnTag Kai yia
v TapakoAouBnan g amddoong Twv e¢EToEWY g€ auvABn Bacn.
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Mivakag 1. Tummka oToixeia yia Tov BeTikd ToioTIkG éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipa 150.

., . AmrotéAeopa: AmotéAeopa:
KaraokeuaaTig Mpoadiopiopog avriypagalml Wiml
Roche Molecular Systems, Inc. COBAS® AmpliPrep/ 181 308
Pleasanton, CA COBAS® TagMan® HIV-1 Test v2.0
Aobol Laboralories m2000 RealTime HIV-1 Assay 142 27
ArrotéAeopa
Gen-Probe PROCLEIX® ULTRIO® BETIKO
San Diego, CA Assay
Roche Molecular Systems, Inc. cobas TaqScreen BETIKG
Pleasanton, CA MPX Test on s201

Mo BorBeln, EMKOIVWVAOTE pE TO THAPA TEXVIKAG UTTOaTAPIENG TG SeraCare aTov apiBud TnAepwvou
+1.508.244.6400.
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