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

OeTikO¢ TT010TIKOS EAey)0¢ RNA ToU HIV-1

ONOMAZIA KAI XPHZH TIA THN OMOIA NPOOPIZETAI

O1 péprupeg ACCURUN mrpoopidovtal yia Tov uTioAoyIoH6 TG aKpifeIag Twv epyaoTnpiakwy eGeToewy Kai eival
duvard va xpnaipotoinBolv yia Ty avixveuon Tuxov o@aApdTwy oTig dladIKaaieg EpyacTnpIakwy egeTaoewy. O
BeTIKOG TToI0TIKOG €Aeyx0g RNA Tou HIV-1 ACCURUN® 315, oelpd 150 ival Siapoppwpévog yia XpAon pe pebddoug
in vifro BlayvwoTIKWV EEETATEWY TIOU avixveuouv kai rogoTikotroloUv 1o RNA tou HIV-1. O BeTikdg ToIoTiK6G €Aeyx0g
RNA Tou HIV-1 ACCURUN 315, aeipd 150 éxel oxediaaTei yia éva €51k 0pog Tipwv Tou RNA tou HIV-1. Ao mv
LGC Clinical Diagnostics diatiBevrar §exwpioTa emimAéov HapTupeg ot diapopeg auykevipwaelg RNA Tou HIV-1.

MEPIAHYH

H ouyvi e&étaan avegapmTwy Selypdtwy ToloTikoU eEAEyxou Trapéxel oTov avaAuh éva péoo TrapakoAouBnang Tg
am6d00NG TWV EPYACTNPIAKWY TPOadIopICHWY. Me T auviiBn xprion Twv Japtipwy divetal n duvarétra oTa
€pyaoTApIa va TrapakoAouBolv T SiakUpavon Twy eEETATEWY amd NUEPT O NUEPA, TV ATTOB00T TWV KIT EEETATEWY
amé TapTida o€ TapTida Kol Tn dlakUpavan PeTagl XEIPIOTWY, £V TIApEXETaI ETTiang BorBeia TV avayvwpian Tuxov
augnoewy Tuxaiou f cuaTnuarikol ogaAparog. Eva kakd oxediaopévo TTpdypapda ToloTIkoU eAEyxou eival duvatd
va TTapéxel EmTAéoV EUTTaTooUvn aTNV aglomaTia Twv amoteAeaudtwy Tou AapBavovral yia dyvwoTa deiypara. H
Xpon avegapTTwy HapTipwv evOEXETaI va TIAPEXE! TTOAUTIEG TANPOYOPIES OXETIKA ME TNV EpYaTTNPICKN ETTAPKEIT
Kal T SIaKUHQVOT PETAg) TrapTiSwy KIT, 01 OTIoiES EVBEXETaI Va ETINPEEATOUY TNV EuaiaBnaia Tou Tpoadiopiapol .

APXEZ THE AIAAIKAZIAZ

0O Betikdg oloTIkdG éAeyxog RNA Tou HIV-1 ACCURUN 315, aeipa 150 éxel oxediaoTei yia xprion We in vitro
dladIkacieg TPOTBIOPITHWY Yial TO GKOTIO Tng TrapakoAoUBnang g amodoang Twv eetéoewv. O BeTikdg TToI0TIKAG
¢heyxog RNA tou HIV-1 ACCURUN 315, oeipd 150 mapackeuaderar pe apaiwan evog kaAiepynuévou 100 HIV-1
TUTTou B (8E5) o€ amivwdoyovwpévo avBpwmivo TAdopa, apvnTiké yia 1o RNA Tou HIV-1. O 16 8E5 mepiéxel éva
BIKTO AAAG ENATTWATIKG 11K yoviSiwpaZ. O BeTikdg ToIoTIKGS éAeyxos RNA Tou HIV-1 ACCURUN 315, oeipd 150
eival un avridpaoTikdg yia 1o HBsAg kai avriowuara gvavria atoug 1oug HIV 1 kai HIV 2, HCV kai HTLV. O1
paptupeg ACCURUN dev éxouv amodoBeioeg Tipég. Eidika emimeda avidpaaTikdtntag 6a moikiAouv peragy
TIPOCBIOPICHWY DICPOPETIKWY KATAOKEUATTWY, SIAPOPETIKWY dIAdIKATIWY, SIPOPETIKWY APIBUWY TTapTidag Kal
SICPOPETIKWY EPYOTNPIWV.

ANTIAPAZTHPIA

Kwbd. eidoug 2020-0087 10 giaAidia, 1,2 ml avé @iakidio

O BeTikdg Tro1oTIkGG €Aeyxog RNA tou HIV-1 ACCURUN 315, aeipd 150 mepiéxel otadepotointég kai 0,09% adidio Tou
VaTpiou wg GuvINENTIKO.

MPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ

Ta in vitro Siayvwarikij xpron

MPOXOXH: Xeipifeate Toug paptupeg ACCURUN kai 6Aa Tar rpoidvTal avBpwmivou aipatog wg duvnTikd petédoong
HoAuaparik@v Tapayoviwy. O Betikdg Toiotikdg éAeyxog RNA tou HIV-1 ACCURUN 315, aeipd 150 mapaokeudderal
amé avBpwivo opd f TAGoa, N aviidpaoTiké yia 1o HBsAg kar avriowpara evavria atoug 100G HIV 1 kai HIV 2,
HCV kai HTLV pe Tpéxouceg egetdoeig Tou €xouv eykpiBei amd Tov FDA.

MpoguAdgeis aopaleiag

Ta 10 XeIpiop6 Twv Tpoidviwy ACCURUN kai Tou avBpwmivou aipatog, akoAouBeiTe Ti yevikég Tpo@UAGgeIS TTou
ouvIoTGVTal o Ta Kevipa yia Tov ékeyxo Twv voowv (Centers for Disease Control, CDC)3. Mnv avappogdre pe
TITIETA PE TO OTOMA, PNV KATIVICETE, PNV TPWTE KaI PNV TTVETE O XWPOUG OTToU Yivetal XeIpiopdg delypdTwy. KaBapiote
TUXOV Xupéva UAIkG akouTTiCovidg Ta apéows pe 0,5% dihupa uoxAwpiwdoug varpiou. Aoppiyte OAa Ta Seiypara,
TOUG HAPTUPES Kal Tat UAIKA TTOU XpnalpoTroIBnKkay atv e&1aon wg eav Trepieixav OAUGUATIKOUG TIapdyovTeg.

MpoguAdgeig xeipiopold

Mn xpnoipomoieite Toug pdptupeg ACCURUN petd Ty nuepopnvia Afgng. Amo@uyerte Tn JOAUvOn Twv JapTipwy
KaTé 10 Avolypa Kai To kAeio1po Twv @iakidiwy. Ma v TpéAnyn Tou oXNMATIoNOU SUVNTIKWG EKPNKTIKWY EVWOEWY
Aoyw avridpacewy Tou agidiou Tou varpiou kal Tou XaAkoU fi Tou oAUBGOU TTou TrEPIEKETAI OTIG UDPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG OWARVEG ATTORAATWY E PEYAAEG TTOTOTNTES VEPOU.

OAHFIEZ ®YAAZHE

Ta péyiom otabepdTnTa, o Beikdg ToloTikdg Eheyxog RNA Tou HIV-1 ACCURUN 315, oeipd 150 pémel va guAdoaetal
aToug -70 °C. Eav mporipare, Ta glaAidia pmopolv va gurdoaovial atoug -20 °C yia éwg €8 prveg. MNa va amotpamei
Tux6v diappor, uAdoaeTe Ta piaAidia og 6pbia BEon.

ENAEIZEIZ AZTAGEIAZ 'H AAAOIQIHE TON ANTIAPAZTHPION
Tuxév JeTaBoAég TG QUaTIKiG eppAvIoNG evEXeTal va urodnAwvouv aoTadela i aloiwaon Twv Japtipwv ACCURUN.
AlahUpara Tou eivar eppaviyg BoAd Ba Tpémer va amoppiTrtovTal.

AIAAIKAZIA

Mapexopeva uAika

O BeTikdg Tro10TIKGG €Aeyxog RNA Tou HIV-1 ACCURUN 315, oeipd 150 eivar Siapop@uévog yia va eival
avTidpaoTikég yia 1o RNA tou HIV-1 kai pn avidpaaoTikdg yia 1o HBsAg kai avtiowpara evaviia atoug 1oug HIV 1
Kkat HIV 2, HCV kai HTLV.

YAiké ou amraitoUvran aAAd dev Tapéxovral
Avarpégre oTig 0dnyieg TToU TTApEXOVTaI ATIO TOUG KATAOKEUAOTEG TwV KIT EEETACEWY TIOU Ba XpnaipoToinBoly.

O3nyieg xpong

*  Mpiv amé k&Be xphon, agriaTe 1o didAupa eAéyyou va gBaoer o€ Beppokpaaia dwiatiou kal avayigre pe
ATTa avaaTpoer.

* KaBe giahidio ACCURUN 315 dev Ba TipéTel va XpnaIUOTIOIEITI TIEPICTOTEPES OTTO TPEIG POPEG KA TIPETTEN VL
XpnolpoTolgiTal eviog 10 NUEPWY ATTG TO TIPWTO AVOIYMA.

*  Apéowg peta amo kade xprion, TomoBetraTe o€ wuyeio o ACCURUN 315 o¢ Beppokpaaia 2-8 °C.

* Ortav avoixBei 1o PIOAIBIO Yia TTPWTN POPA, KATAYPAWTE TNV NHEPOMNVIC TIOU AVOixXBnke Kal TV NUEPOMNVia
Méng aTo giahidio.

O1 pdprupeg ACCURUN Ba mipémel va mepihapBavovTal o€ ektélean egétaong akolouBwvTag akpiBig Ty idia
Siadikaaia Tou TapéxeTal aTmd Tov KATAoKEUAoT! yia dyvwaTa deiypara. Or paptupeg ACCURUN AEN mpémel va
avTikaBioTolv Ta avTidpaaTipia BETIKOU Kl apvnTIKOU EAEYXOU TTOU TTIAPEXOVTAI HE KATAOKEUOMEVA KIT EGETATEWV.

MoroTikdg éAeyxog

Emeidn ol paprupeg ACCURUN dev éxouv amodoBeioeg TIHEG, cuviaTaTal KaBe epyaaTipio va EMIKUPWTEI T
xprion kabe mapridag pdprupa ACCURUN pe kaBe €181k aUatnua TpoadiopiaoU Tipiv aTmd T auvABn Xpron
TOU OTO EPYOOTAPIO.

EPMHNEIA TON AMOTEAEZMATON

Ta emimeda avridpaoTikdTnTag ToU BeTikoU TroloTIKoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 150 evdéxetal va
ToIkiAouv avahoya pie TIG EEETATEIG SIaPAPWY KATAOKEUAOTWY Kal TIG SIGQOPES TapTidES KIT eGeTdoewy. ETeIdN o
HapTupag dev Exel amodobeioa TiA, To epyaaTipIo TPETEN va KaBiepwael éva e0pog TIHWY yia kaBe TapTida Tou
BetikoU TroroTikoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 150. Edv 1a ammoteAéopaTa yia Tov BeTIKO TToI0TIKO
£Aeyxo RNA tou HIV-1 ACCURUN 315, oeipd 150 eivar ektog Tou KaBiepwpévou atmodekTod e0poug TIHWY, autd
evdExeTal va amoteAei EvBEIEN N IKavoTIoINTIKAG amédoang Tng e&étaang. MiBavég aitieg opalparog mepiAapBavouv:
aMoiwan Twv avTIdpacTnpiwy Tou KIT e&ETaans, GPAAUa Tou XEIPIOTH, EAATTWHATIKY aTéd0or Tou egoTAiojoU f
HoAuvon Twv avTIdpaaTNPiwy.

NEPIOPIZMOI THE AIAAIKAZIAZ

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

Mpémel va akohouBouvTal maTd ol AIAAIKAZIES EZETASHS kai n EPMHNEIA TQ N ATOTEAEZMATQN Tou
TIOPEXOVTAI AT TOUG KATAOKEUATTES TwV KIT eeTaTEWV. TUX6v ammokAioeig amé Siadikadieg TTou GUVIGTWVTAI aTTo
TOUG KATAOKEUAOTES KIT e§éTaong evoExeTal va ipokaAéoouv pn agiémioTa amoteAéopara. Or péptupeg ACCURUN
Oev eival BaBuovopnTég kar dev TPETEI va XpnalpoTmololvTal yia BaBpovopunan mpoadiopiopwy. Ta XapakmpIoTIKG
amédoang yia Tov BeTikd TroloTIkG £Aeyxo RNA 1ou HIV-1 ACCURUN 315, oeipd 150 £xouv kabiepwbei pdvo yia 1o
RNA tou HIV-1. Auopeveig ouvBrikeg amoaToAig kar @UAGENG 1/ xpron HapTUpwy, N nEEpopnvia AENG Twv oToiwv
X1 TTapENBEI, evOEXETal val TTPOKaAETOUV E0aApéva amoTeAéaaTa.

ANAMENOMENA AMOTEAEZMATA

0 OETIKOZ MOIOTIKOZ EAErXOZ RNA TOY HIV-1 ACCURUN 315, ZEIPA 150 AEN EXEI ATIOAOGEIZA TIMH.
Eidika emimeda avnidpaoTikémrag Ba moikiAouv PeTagy TpoadIopIoHWY SIPOPETIKWY KATAOKEUAOTWY,
OIaQOPETIKWY DIAdIKACIWY, SIAPOPETIKWY aPIBUWV TrapTidag Kar SIaQopeTIKWY epyacTpiwv. Kabe pedovwpévo
£pyaoThpIo TIPETEN va kabiepwatl Siadikaaieg yia TV epapuoyn evg Tpoypduparog diaceahiong ToIéTnTag Kai yia
TNV TapakoAoUBnon Mg amédoang Twv egeTdatwy o auviien Baan. Kabe epyaaTrpio Ba mpémel va kabiepwatl To
O1K6 TOU £UPOG OTTOBEKTWY TIHWV. Mo TTapddelya, To aTmodeKTO £0pOG TIHWY eVOEXETAI va TIEPIACBAVE OAEG TIG TIHES
€v10G 2 TUTTIKWV amokAioewv g péang TipAg 20 onpeiwv dedopévwy Tou AapBavovtar ot 20 avaAioelg o Tiepiodo
30 qpapdjv4.

Zrov Tivaka 1 TapariBevial Tutrikd oTolxeia yia Tov BeTikd ToioTikd éAeyxo RNA Tou HIV-1 ACCURUN 315, aeipa 150.
A6 mv LGC Clinical Diagnostics diariBevrai §exwpioTd emTAEOV HAPTUPES O DIAPOPEG TUYKEVTPWOEIG.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

Or pdprupeg ACCURUN éxouv oxediaarei yia xpran pe in vitro diadikaaieg Tpoadiopiauoy yia okotroug
TapakoAouBnang Tng amédoong Twv Tpoadiopiopwy. O BeTikég ToloTikog £Aeyxog RNA Tou HIV-1 ACCURUN 315,
oelpd 150 ival diapopewpévog yia va eivar avtidpaoTikdg yia 1o RNA Tou HIV-1 kar un avridpaaTikég yia 10 HBsAg
Kal avTiowpara evavia atoug 100G HIV 1 kar HIV 2, HCV kai HTLV. Or pdptupeg ACCURUN Bev éxouv amodoBeioeg
TIpEG. Eidika emimeda avidpacTikéTag 6a ToikilMouv peTagy TpoadiopIoHWY SIAQOPETIKWY KATAOKEUATTWY,
BIaQOPETIKWV JIABIKATIY, SIAPOPETIKWY apIBUWV TrapTidag Kal dIAPoPETIKWY epyacTnpiwv. KaBe pepovwpévo
£pYaoTAPIO TTPETEN VO KaBIEPWOE SIadIKATies yia TNV EQapHoyr evOg Tpoypa HaTog SiaceaNiang Toidmrag Kai yia
TNV TapakoAoUBnan Mg amédoang Twv egeTéotwy ae auviien Baon.
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Mivakag 1. Tumkd aToigeia yia Tov BeTikd ToioTIKG éAeyxo RNA tou HIV-1 ACCURUN 315, aeipd 150.

Karaokevaaig Mpoadiopiopog ATmrotéAeapa
Roche Molecular Systems, Inc. ® .
Pleasanton. CA COBAS® 5800/6800/8800 HIV-1 150 avriypaga/ml
Abbott Laboratories . .
Abbott Park, IL Alinity m HIV-1 Assay BeTIKO
Grifols Dlagnostl_c Solutions Inc. PROCLEIX® ULTRIO® Assay BeTIKG
Emeryville, CA
Roche Molecular Systems, Inc. cobas TagScreen BeTIKG
Pleasanton, CA MPX Test on s201

Ma BoriBela, EMKOIVWVAOTE PE To TURpa TeXVIKAG uTTooTAPIgNG TnG LGC Clinical Diagnostics oTov apiBud
Aegwvou +1.508.244.6400.
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