EL TA ANTIAPAXTHPIA AYTA AEN MPEMEI NA ANTIKAGIZTOYN
TA YNOXPEQTIKA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
MAPTYPATIOY MAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

ACCURUN® 315 sEIPA 200 OeTIKA¢ TT0I0TIKAG EAcyXog RNA tou HIV-1

ONOMAZIA KAI XPHZH TIA THN OMOIA MPOOPIZETAI

O1 pdprupeg ACCURUN® mpoopiZovran yia Tov umoAoyIop6 TG aKpiBEIg Twv EpyaoTnoIaK®Y eEETATEWY Kal eival
duvard va xpnaipotoinBolv yia Tv avixveuan Tuxov o@aApdTwy oTig diadikaaieg epyacTnplakwy eeTaoewy. O
BeTikog ToI0TIKOG €Aeyxog RNA Tou HIV-1 ACCURUN 315, oeipd 200 eivar Siapop@upévog yia xprion pe HeBddoug in
vitro S1ayVwOTIKWY EGETATEWY TToU avixveUouv kal TrogoTikotoliolv To RNA Tou HIV-1. O BeTikdg ToIoTIKAG EAeyX0g
RNA Tou HIV-1 ACCURUN 315, aeipd 200 éxel oxedlaaTei yia éva €11k 0pog Tiwv Tou RNA tou HIV-1. Até mv
LGC Clinical Diagnostics diariBevrai §exwploTa eTTAéOV HAPTUPEG O€ SIApopeg auykevipwaelg RNA Tou HIV-1.

MEPIAHYH

H ouyvn e&éraan avegapmrwy delypdtwy ToloTikoU eEAEyxou Trapéxel aTov avaAut éva péco TapakoAouBnang Tg
am6d00Ng TWV EPYACTNPIAKWY TPOadIopIoHWY. Me T auviibn xpron Twv Japtipwy divetal n duvarétra oTa
€pyaoTipia va TrapakoAouBolv T SiakUpavon Twy eEETATEWY AT NUEPa OE NUEPQ, TNV ATTO300T TwV KIT
efeTdoewy amod Taprida oe TapTida kai ™ dlakUpavon YETagy xelpIoTwy, eviy Trapéxetal eriong foribeia aTnv
avayvwpion Tuxov au¢foewv Tuxaiou i cuoTnuaTikol ogdAparog. Eva kakd oxediacpévo Tpdypapa ToloTIKoU
eAéyxou eivar Suvard va TIapEXEl EMITTAEOV EUTTIOTOTUVN OTNV aglOTTaTiA TwV aTmoTeAeTHATWY TIou AapBavovTal
yia dyvwota deiypara. H xphon avegapmrwy paptipwy evaExeTal va Trapéxel TOAUTIUESG TTANPOQOPIEG OXETIKA HE
TNV £PYACTNPICKI ETAPKEIT Kal TN SlakUpavan PETagU TTapTidwV KIT, 01 OTTOiEG EVOEXETAI VO ETTNPEATOUY TNV
guaiobnaia Tou npooﬁ\oplcpom.

APXEZ THE AIAAIKAZIAZ

O Betikdg ToloTikdg EAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 200 éxer axediaoTei yia xprian pe in vitro
Siadikagieg TPOTBIOPITUWY yia To OKOTIO TG TrapakoAoUBnang Mg amédoang Twv egeTéoewyv. O BeTIKOG TOIOTIKAG
¢heyxog RNA Tou HIV-1 ACCURUN 315, oeipd 200 rapackeuaderal pe apaiwan evog kaMiepynpévou 100 HIV-1
T0ToU B (8E5) o€ amvwdoyovwpévo avBpwivo TAdopa, apvnTikd yia 1o RNA Tou HIV-1. O 166 8E5 mepiéxel éva
@B1kT0 A EAATTWIATIKG 11KO vowéiwuqz. O Betikdg ToloTikdg EAeyxog RNA Tou HIV-1 ACCURUN 315, aeipd 200
gival pn avidpaoTikdg yia 1o HBsAg kai avriowuara evavria atoug 1oug HIV 1 kai HIV 2, HCV kai HTLV. Or
papTupeg ACCURUN dev éxouv amodobeioeg Tipég. Eidika emimeda avTidpaaTikénrag Ba moikilMouv peragy
TIPOCIOPICHWY DICPOPETIKWY KATAOKEUATTWY, SIAPOPETIKWY dIadIKATIWY, SIAPOPETIKWY apIBUWY TapTidag Kal
OIAQOPETIKWY  EpyaaTnpiwv.

ANTIAPAZTHPIA
Kwsd. €idoug 2020-0090 5 giaAidia, 1,0 ml ava @iaAidio

O Berikdg TroioTikOG €Aeyxog RNA tou HIV-1 ACCURUN 315, aeipd 200 mrepiéxer otaBepotrointég kai 0,09% agidio
TOU VaTPiOU WG GUVINPNTIKOG.

MPOEIAOMOIHZEIZ KAl MPO®YAAZEIZ

Ta in vitro diayvwartiki xpRon

NMPOZOXH: Xelpifeate Toug pépTupeg ACCURUN Kai OAa Ta TTpoidvTa avBpwTivou aipiarog wg duvnTika
peradoang Pouaparikwv Tapayoviwy. O Betikdg ToioTikdg éAeyxog RNA tou HIV-1 ACCURUN 315, oeipd 200
Trapackeuadetal amo avBpwmivo opd A TAAoa, pn avTidpacTikd yia 1o HBSAG kal avTiowuara evavTia aToug
1006 HIV 1 kai HIV 2, HCV kai HTLV e Tpéxouoeg egetdaeig Tou €xouv eykpiBei amd Tov FDA.

MpoguAdgeis aopaleiag

Ta 10 XelpIopo Twv ToidvTwy ACCURUN kail Tou avBpuTivou aiuatog, akoAouBEiTe TIg YeVIKEG TTPOQUAGLEIS TTou
ouvIoTOVTaH amd Ta Kévipa yia Tov éheyxo Twv voowv (Centers for Disease Control, CDC)3. Mnv avappogdre pe
THTIETA I TO OTOMA, PNV KOTIVICETE, UNV TPWTE KAl NV TTVETE O€ XWPOUG OTIOU YiVeTal XeIPITHOG DelyPATwY.
KaBapioTe Tuxév xupéva uhika okoutridovtég Ta apéowg e 0,5% dichupa utoxAwpiwdoug vaTpiou. AToppiyTe
Oha Ta deiypaTa, Toug MAPTUPES Kail Ta UAIKG TToU XpnaloTrolBnkav oTny eTaan wg eav Tepieixav
HoAuapaTikoUg TapAyovTES.

MpoguAdgeig xeipiagol

Mn xpnoipomoeite Toug pdptupeg ACCURUN petd Ty nuepopnvia Afgng. Amo@uyerte Tn JOAUVOn Twv JapTipwy
KaTé 10 Avolypa Kai To kAeio1po Twv @iaAidiwy. Na my TpdAnyn Tou oXNHaTIoHOU SUVNTIKLG EKPNKTIKOV
evoewv Adyw avTidpacewy Tou agidiou Tou varpiou kai Tou XaAkoU 1j Tou HOAUBSOU TToU TIEPIEKETAI OTIG
UBPAUAIKEG CWANVWOEIG, EKTTAUVETE TOUG TWARVES aTTOBARTWY PE PEYAAEG TTOoOTNTEG VEPOU.

OAHFIEZ OYAAZHE

Ta péyiom oTaBepdmra, o BeTikdg ToloTikdg éAeyxog RNA Tou HIV-1 ACCURUN 315, oeipd 200 mpémel va
uhaooeral atoug -70 °C. Edv mmporipdre, Ta giaidia ptropolv va guAdoaovial atoug -20 °C yia éwg €81 pfveg.
T va amotparei Tuxdv diappon, QuAGooeTe Ta giaAidia ot 6pbia Béan.

ENAEIZEIZ AZTAGEIAZ 'H AAAOIQIHE TQN ANTIAPAZTHPIQN
Tuxdv HETABOAEG TNG QUOTIKAG EUPAVIONG EVOEXETI va uTTOdNAWVOUY aoTABEIa /) aAAoiwan Twv HapTUpWV
ACCURUN. AlahUpara Tou gival epgavig BoAd Ba Tpémer va amoppiTrrovrai.

AIAAIKAZIA

Mapexogeva uAika

O BeTikdg TroI0TIKAG €AeyX0g RNA Tou HIV-1 ACCURUN 315, aeipd 200 eivar Siapop@uuévog yia va ival
avmidpaaTikdg yia 10 RNA tou HIV-1 kai un avridpaaoTikég yia 1o HBsAg kar aviiowpara evavria atoug 100g
HIV 1 kai HIV 2, HCV kai HTLV.

YAikd trou amaitolvtal aAAd dev TTapéxovral
Avarpégre aTig 0dnyieg TToU TTapEXOVTal ATIO TOUG KATAOKEUTOTEG TwV KIT €EETACEWY TTOU Ba XpnatpoToinBoly.

O3nyieg xpong

Amoyu&re o€ Beppokpaaia dwpatiou kal avapeifte avaaTpépovtag amahd mpiv amé ) xprian. MoAig amoyuybei,
¥pnotpotoifaTe Tov apéows. Or pdptupeg ACCURUN Ba mpémel va mepihapBavovral o ektélean egétaong
akohouBwvTag akpIBwg TV idia diadikaaia Tou TapéXETal aTTd TV KATAoKEUaaT! yia dyvwata deiypara. Or
paptupeg ACCURUN AEN mrpémer va avTikaBioTolv Ta avTidpacTrpia BeTikol Kar apvnTikod eAEyxou TTou
TIAPEXOVTAI HIE KATAOKEUAOHEVA KIT EEETATEWV.

MoioTikdg éAeyxog

Emeidn ol paprupeg ACCURUN dev éxouv amodoBeioeg TIHEG, cuviaTATal KaBE epyaaTipIo Va EMIKUPWOEI Tr
¥prion kabe maptidag pdprupa ACCURUN pe kaBe €181k6 aUatnua TpoadiopiaHoU TIpIv aTmd T auvABn xpron
TOU OTO £pyaOTpIO.

EPMHNEIA TON ANOTEAEZIMATON

Ta emimeda avridpaaTikdTnTag ToU BeTikoU TroloTikoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 200 evdéyetal
va TolkiAouv avahoya He TIG eEETATEIS DIaPOPWY KATATKEUAOTWY Kall TIG SIAQOPEG TapTidES KIT eGeTaoEwy. ETeidn
0 HapTupag dev Exel ammodobeioa TipN, To EpyacTpIo TPETTEN VO KABIEPWTEI £va EUPOG TIMWV Yia KaBe TrapTida Tou
BetikoU TroroTikoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 200. Edv Ta amoteAéopara yia Tov BeTikd
ToloTikG éAeyxo RNA Tou HIV-1 ACCURUN 315, aeipd 200 gival ektdg Tou KaBiepwpévou amodekTol e0poug TIHWY,
auTé evdéeTal va amoTteAei EVOEIEN N IkavoTIoINTIKAG ammodoang Tng egétaang. Mibavég aitieg opauatog
miepIAapBavouv: ahhoiwan Twy avTIdPACTNPiwWV Tou KIT EEETACNG, TYAAUA TOU XEIPIOTH, EAATTWHATIKY aTdd0o0n
ToU e§omAITHOU 1} HdAUVON Twv avTIBpaaTnpiwy.

NEPIOPIZMOI THZ AIAAIKAZIALZ

Ol MAPTYPEZ ACCURUN AEN TMPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAl APNHTIKOY
EAETXQOY MOY NAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

Mpémel va akohouBolvral moTa ol AIAAIKAZIEZ EZETAZHS kai n EPMHNEIA TON AlTOTEAESMATQN Tou
TIAPEXOVTAI OTTO TOUG KATAOKEUAOTEG TWV KIT e§eTdaewv. Tuxdv amokAioelg ammd diadikaaieg Tou GUVICTWVTAI aTrd
TOUG KATOKEUTOTES KIT €66TaI0NG EVOEXETaI val TTpokaAéaouy pn agidmioTa amoteAéopara. O paptupeg ACCURUN
Oev eival BabuovounTég kar dev TPETEI va XpnatpoTrololvTal yia fabpovopnan mpoadiopiopwy. Ta XapakmpIoTIKG
amédoang yia Tov BeTikd ToloTikG EAeyxo RNA tou HIV-1 ACCURUN 315, aeipd 200 éxouv kaBiepwbei povo yia 1o
RNA tou HIV-1. Augpeveig auvBrkeg amoatoAig kar QUAANG f Xpron HapTipwy, N nUepopnvia ARENG Twv oToiwv
£XeI TAPENBE, EVOEXETQI VOl TIPOKAAETOUY E0QaAPEva amoTeAéapaTa.

ANAMENOMENA AMOTEAEZMATA

0 OETIKOZ MOIOTIKOZ EAErXOZ RNA TOY HIV-1 ACCURUN 315, ZEIPA 200 AEN EXEI ATIOAOGEIZA TIMH.
Eidika emimeda avridpacTikémrag 6a ToikiAAouv JETAGU TPOadIopITHWY SICPOPETIKWY KATATKEUATTWY,
SIaQOPETIKWY SIaBIKACIWY, SIAPOPETIKWY CpIBUWY TrapTidag Kal SIaQopeTIKWY epyaapiwv. Kabe pegovwpévo
£pyaoTnplo TRETE! va Kabiepwael Siadikaaieg yia TNV epappoyr evog TpoypappaTog Siacpaliang ToidTTag Kai yia
TV TapakoAoUBnon Tng amédoang Twy efeTéocwy ae auvABn Bacn. Kabe epyacTrpio Ba Tpémel va kabiepwael 1o
81K6 Tou £UPOG TTOBEKTWVY TIWV. Ma TTapddelyHa, TO aTodeKTO £0pOG TIMWY EVOEXETAI va TIEPIACBAVEI ONEG TIG TIHES
€VTOG 2 TUTTIKWY atrokAioewv TG péang TipAg 20 onpeiwy dedopévwy ou AapBavovral e 20 avaAioeig ot Trepiodo
30 nuepdov4.

Z1ov Tivaka 1 TapariBevrar Tutmikd aToikeia yia Tov BeTikd ToioTIKG éAeyxo RNA tou HIV-1 ACCURUN 315, aeipd 200.
Ao mv LGC Clinical Diagnostics diariBevai §exwpioTd emTAEOV HAPTUPES O DIAPOPEG TUYKEVTPWOEIG.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 paprupeg ACCURUN éxouv axediaaTei yia xprion pe in vitro diadikaaieg TpoadiopiouoU yia oKoToug
TapakoAouBnang Tng amédoang Twv Tpoadiopiopwy. O BeTikog ToloTikog éAeyxog RNA Tou HIV-1 ACCURUN 315,
aelpa 200 eivar Siapoppwpévog yia va givar avidpacTikeg yia 1o RNA Tou HIV-1 kai pn avidpaaTikég yia 1o HBsAg
Kkai avriowpara evavria atoug 100g HIV 1 kar HIV 2, HCV kai HTLV. O1 péptupeg ACCURUN Gev éxouv amodobeioeg
TIpES. Eidika emimeda avnidpaoTikdtrag Ba moikiAouv peTagy TpoadIopIoHWY SIGPOPETIKWY KATAOKEUAOTWY,
OIaQOPETIKWY DIAdIKACIWY, SIAPOPETIKWY apIBUWY TrapTidag Kal SIa@opeTIKWV epyacTpiwv. Kabe pedovwpévo
£pyaoThpIo TIPETEN va kabiepwatl Siadikaaieg yia TNV eQapuoyn evag Tpoypdupartog diaceahiong ToIéTTag Kai yia
TNV TapakoAoUBnon Mg amédoang Twv egeTotwy o auviien Baon.
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Mivakag 1. Tummika aToixeia yia Tov BeTikd ToioTikd éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipa 200.

Karaokeuaatig Mpoaodiopiopog AmotéAeopa: avriypaga/ml
Roche Molecular Systems, Inc. ®

Pleasanton, CA COBAS® 5800/6800/8800 HIV-1 960

AmotéAeapa
Abbott Laboratories . .

Abbott Park, IL Alinity m HIV-1 Assay BeTIKO
Grifols Diagnostic Solutions Inc. ® ® OeTIG

Emeryville, CA PROCLEIX® ULTRIO® Assay
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