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

ACCURUN® 315 sEIPA 400 OeTIKA¢ TT0I0TIKAC EAcyXog RNA tou HIV-1

ONOMAZIA KAI XPHZH T'IA THN OMOIA MPOOPIZETAI

O1 pdprupeg ACCURUN® TIPOOPICOVTaI YIa TOV UTIOAOYIOHG TNG KPIBEIAg TwV EPYaTTNPIKWY EGETATEWY Kal Eival
duvard va xpnaipotoinBolv yia Ty avixveuan Tuxov o@aApdrwy oTig diadikaaieg epyacTnplakwy eeTacewy. O
Beikog TroloTIkOG €Aeyxog RNA Tou HIV-1 ACCURUN 315, aeipa 400 eivar Siapopguwiévog yia xprion pe peBodoug in
vitro dIayvwaTIKWV EGETAOEWY TTOU aviyvedouv Kai rogotikotroiodv 10 RNA Tou HIV-1. O BeTik6G TToI0TIKOG €AeyX0G
RNA Tou HIV-1 ACCURUN 315, aeipd 400 éxel oxedlaoTei yia éva €81k e0pog Tiwv Tou RNA Tou HIV-1. Ao mv
LGC Clinical Diagnostics diatifevrai §exwpioTd emmAéov pdptupeg e diagopeg auykevipwoelg RNA Tou HIV-1.

MEPIAHYH

H ouyvi e&éraan avegapmTwy delypdtwy ToloTiKoU eAEyxou Trapéxel oTov avaAut éva péoo TapakoAouBnang Tg
améd00Ng TWV EPYACTNPIAKWY TPOadIopIoHWwY. Me T auviibn xprion Twv Japtipwy divetal n duvarémra oTta
€pyaoTApIa va TrapakoAouBolv T SiakUpavon Twy eEETATEWY amd NUEPT O NEPQ, TNV ATTOB00T TWV KIT EEETATEWY
amé TapTida o€ TapTida kal TN dlakupavan PeTagl XEIPIOTWY, £V TTapEXETal ETTiang BonBeia aTnv avayvwpian Tuxov
augnoewy Tuxaiou f cuaTnuarikol ogaAparog. Eva kahd oxediaopévo TTpodypapda ToloTikoU eAEyxou eival duvatd
va Tapéxel AoV ePTaToolvn oty aloTioTia Twv armoteAeTaTwy Tou AapBavovral yia dyvwota deiypara. H
XPon avegapTTwy HapTipwv vOEXETaI va TIAPEXE! TTOAUTIEG TANPOYOPIES OXETIKA JE TNV EpYATTNPICKN ETTAPKEIT
Kkai T SlakUpavon JETagd TapTidwy KIT, 01 0TToieg eVOEXETal Val ETMpPedigouy TV uaiodnaia Tou npocﬁloplcuoUT

APXEZ THZ AIAAIKAZIAZ

O BeTikdg Tro10TIKOG €Aeyxog RNA Tou HIV-1 ACCURUN 315, aeipa 400 éxel oxediaoTei yia xpran pie in vitro
SladIkaaieg TPOadIOPITHWY Yia To KOTIG TG TTapakoAolBnang Tng amddoang Twv egeTéoewy. O BETIKOG TTOIOTIKGG
¢heyxog RNA tou HIV-1 ACCURUN 315, oeipd 400 rapaokeuaderal pe apaiwan evog kaAiepynpévou 100 HIV-1
TUTou B (8E5) ot amivwdoyovwuévo avBpwmivo TAdapa, apvnTiké yia 1o RNA Tou HIV-1. O 16 8E5 mepiéxel éva
@B1KT0 aAAG EAATTWATIKG 11KO vowﬁiwpaz. 0O Betikdg ToloTikog €Aeyxog RNA Tou HIV-1 ACCURUN 315, oeipa 400
eival pn avidpaoTikog yia 1o HBsAg kal avtiowpara evavria atoug 1006 HIV 1 kai HIV 2, HCV kai HTLV. O1
papTupeg ACCURUN dev éxouv amodobeioeg Tipég. Eidika emimeda avidpaaTikdmrag Ba moikilMouv perag
TIPOTBIOPITHWMY SIOPOPETIKWV KATATKEUADTWY, SIOPOPETIKWV JIABIKATIV, SIPOPETIKWY apIBuWY TrapTidag Kai
OIAQOPETIKWY  EpyacTnpiwv.

ANTIAPAZTHPIA
Kwd. €idoug 2020-0092 5 giaAidia, 1,0 ml ava @iaAidio

0 BeTikdg Tro10TIKAG €AeyXog RNA Tou HIV-1 ACCURUN 315, aeipd 400 repiéxel otaBepotrointég kai 0,09% adidio
TOU vaTpiou WG GUVTNENTIKG.

MPOEIAOMOIHZEIZ KAI MPO®YAAZEIX

Ta in vitro Slayvwartiki xpron

MPOXOXH: Xeipigeate Toug paptupeg ACCURUN kai 6Aa Tar rpoidvTa avBpwrivou aiparog wg duvntikd petédoong
HoAuaparikav mapayoviwy. O Betikdg Toiotikdg éAeyxog RNA tou HIV-1 ACCURUN 315, oeipd 400 mapaokeudderal
amé avBpwivo opd 1 TAGopa, Wn avidpaoTiké yia 1o HBsAg kar avriowpara evavria atoug 100G HIV 1 kai HIV 2,
HCV kai HTLV pe Tpéxouceg egetdoeig Tou €xouv eykpiBei amé Tov FDA.

MpoguAdgeis aopaleiag

la 1o xelpiopo Twv mpoidviwv ACCURUN Kai Tou avBpwrivou aipatog, akoAouBE(Te TIG yevikEG TIPOQUAGEEIS TTou
ouvioTwvTal amé Ta Kévpa yia Tov éAeyxo Twv voowv (Centers for Disease Control, CDC)3. Mnv avappogdre pe
TIITIETA PE TO OTOMA, PNV KOTIVICETE, NV TPWTE KaI PNV TTIVETE O€ XWPOUG OTTOU YiVETal XEIPITHOG DEIYHATWY.
KaBapioTe Tuxdv xupéva uhika okoutridovtag Ta apéowg pe 0,5% diaAupa utoxAwpiwdoug vaTpiou. ATroppiyTe
6Aa Ta deiypara, Toug PHApTUPES Kai Tal UAIKG TToU XpnalpoTioiBnkav aTny e¢ETaon wg eav Tepigixav
HoAUGATIKOUG TIAPAYOVTEG.

MpoguAdgeig xeipiagol

Mn xpnoipomoieite Toug pdptupeg ACCURUN petd Ty nuepopnvia Aféng. Ao@uyete Tn HOAUVON Twv JapTUpwy
KaTé 10 Avolypa Kai To kAeiotpo Twv @iakidiwy. Ma v TpdAnyn Tou aXNMATICHOU SUVNTIKWG EKPNKTIKWY EVWOEWY
Aoyw avridpacewy Tou agidiou Tou varpiou kal Tou XaAkoU fj Tou HoAUBGOU TToU TEPIEKETAl OTIG UDPAUAIKEG
OWANVWOEIG, EKTTAUVETE TOUG CWAAVEG ATTOBAATWY PE peYAAEG TTOOOTNTEG VEPOU.

OAHFIEZ OYAAZHE

Ta péyiom otabepdnTa, o Betikdg TroloTikdg EAeyxog RNA tou HIV-1 ACCURUN 315, aeipd 400 pémel va
uhaooeral atoug -70 °C. Edv mpotipdre, Ta glaidia ptropolv va guAdaaovial atoug -20 °C yia £wg €8 prveg.
la va armotparei Tuxov dlappor, QUAGooETe Ta gaAidia ot 6pbia Béan.

ENAEIZEIZ AZTAGEIAZ 'H AAAOIQZHE TON ANTIAPAZTHPIQN
Tuxov JeTaBoAég TG QUaIKAG EpPAvVIoNG evaEXETal va uTrodnAwvouy aoTadela f aAhoiwan Twv HapTipwy
ACCURUN. AlaAhUparta mou eivar epgavig BoAd Ba Tpémel va amoppiTrrovial.

AIAAIKAZIA

Mapexogeva uAika

O BeTikdg Tol0TIKAG EAeyxog RNA Tou HIV-1 ACCURUN 315, oeipd 400 eivar Siapop@uévog yia va ival
avmidpaaTikdg yia 10 RNA tou HIV-1 kai un avridpaaTikég yia 1o HBsAg kal aviowpara evavria atoug 100g
HIV 1 kai HIV 2, HCV kai HTLV.

YAikd trou amraitoUvtal aAAd dev TTapéxovral
Avarpére oTIG 00nyieg TOU TTAPEXOVTOI OTTG TOUG KATAGKEUOOTEG TWV KIT EGETATEWY TToU Ba XpnaipuotroinBoly.

03nyieg xprAong

Amoyigre oe Beppokpaacia dwuatiou kal avapeigte avaaTpépovtag amaAd Tpiv amé m xpran. MOAig amoyuyBei,
xpnoipotoifate Tov apéows. O1 pdptupeg ACCURUN Ba mpémel va mrepihapBavovrar ot extéheon egétaong
akohouBwvTag akpIBwg TV idia diadikaaia Tou TAPEXETal aTTd TOV KATAOKEUAOT yia dyvwaTa deiypara. Or
paptupeg ACCURUN AEN mpémer va avtikaBiaToOv Ta avridpacTipia BeTIKoU kar apvnTikol eAEyxou Trou
TIAPEXOVTAI HE KATAOKEUCOMEVA KIT EGETATEWV.

MoloTikdg éAeyxog

Emeidn o1 péptupeg ACCURUN Bev €xouv amodoBeioeg TIEG, GUVIOTATI KABE EpYACTAPIO Va ETTIKUPWOE! TN
xprion kabe mapridag paptupa ACCURUN pe kGBe €181K6 oUOTNA TTPOGBIOpITHOU TTPIV aTtd T auvAdn xpron
TOU OTO £PYQOTAPIO.

EPMHNEIA TON ANOTEAEZMATON

Ta emimeda avndpaaTikdTnTag Tou BeTikoU TroloTikoU eAéyxou RNA Tou HIV-1 ACCURUN 315, aeipd 400 evdéxetal
va TolkiAouv avaoya pe TIG EEETATEIS SIapOPWY KATAOKEUATTWY Kal TIG SIAPOPES TrapTIOES KIT eSeTdoewy. ETeIdn
0 paprupag dev Exel amodobeioa TR, TO EpYAOTAPIO TPETTEN VA KABIEPWOE! Eva £0POG TIMWV Yia KABe TrapTida Tou
BetikoU TroloTikoU eAéyyou RNA Tou HIV-1 ACCURUN 315, oeipd 400. Edv Ta amoteAéaara yia Tov BeTikd
TroioTiké éAeyxo RNA tou HIV-1 ACCURUN 315, aeipd 400 eivai ektdg Tou kaBiepwpiévou amodekTol e0poug TIHWY,
autd evdéxetal va amotehei EvBeIgn pn IkavotroinTikAg amddoang Mg e&étaong. MBavég aitieg opaApatog
mepIAapBavouv: aoiwan Twv avTISPAacTPIWV ToU KIT EETAONG, TQAAUA TOU XEIPIOTH, EAATTWHATIKY aTTéd00n
ToU €€omAIoHOU 1} HOAUVaN TwY avTIdPAaTNPiWY.

NEPIOPIZMOI THZ AIAAIKAZIAZ

Ol MAPTYPEE ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI APNHTIKOY
EAETXQOY MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

Mpémei va akohouBolvtal maTa of AIAAIKAZIES EZETASHS kai n EPMHNEIA TON AITOTEAEZMATON tou
TIOPEXOVTAI AT TOUG KATAOKEUATTES TwV KIT eETATEWY. TUXOV ammokAioeig amd Siadikaadieg TTou GUVIGTWVTAI aTTo
TOUG KOTAOKEUADTES KIT e§€Taong evOExeTal va ipokaAéaouv pn agiomioTa amotehéopara. Or péptupeg ACCURUN
Sev eival BaBuovopnTég kal dev TPETTEI va XpnaloTmolotvTal yia BaBpovopnan mpoadiopiopwy. Ta XapakmpIoTIKa
amédoang yia Tov BeTikd ToloTiko £Aeyxo RNA tou HIV-1 ACCURUN 315, aeipd 400 £xouv kaBiepwbei pudvo yia 1o
RNA tou HIV-1. Augpeveig ouvBrikeg amoatoAig kai @UAGENG 1 xprion HapTUpwy, N nEepopnvia ARENG Twv oTroiwv
£xel TaPENBEI, evdgxeTal va TTpokahécouy eapaipéva amoteAéopara.

ANAMENOMENA AMOTEAEZMATA

0 OETIKOZ MOIOTIKOZ EAErXOZ RNA TOY HIV-1 ACCURUN 315, ZEIPA 400 AEN EXEI AMIOAO@EIZA
TIMH. Eidiké emimeda avnidpaaTikdtnTag Ba ToikilMouv PeTagy poadiopioHwy SIAQOPETIKWY KATATKEUATTWY,
OIAQOPETIKWY DIAdIKACIWY, SIAPOPETIKWY aPIBUWY TrapTidag Kal SIaQopeTIKWV epyacTpiwv. Kabe pedovwpévo
£pyaoTAPIO TIPETEN Va KaBIEpWaE! SIadIKaaies yia TNV eQapuoyn evog Tpoypdupatog diaceaAhiong ToiéTTag Kai
yia mv mapakoAoUBnon g amédoang Twv egeTdatwy ae auviitn Baan. Kabe epyaaTripio Ba mpémel va
KaBiepwael T0 51KG TOU EUPOG ATTODEKTWY TIMWV. Ma TTapddelya, To aTTodEKTO £UPOG TIHWY EVOEXETAI VOl
miepIAapBAver OAEG TIG TIEG evTOg 2 TUTTIKWY ammokAioewv TG péong TipAG 20 onueiwv Sedopévwy Trou
AapBavovrar ot 20 avaAioeig ot Trepiodo 30 npzpu’uv4.

Zrov Tivaka 1 mapariBevial Tutrikd oTolxeia yia Tov BeTikd moloTiko éAeyxo RNA tou HIV-1 ACCURUN 315, oeipd
400. Ta oToigia ekppagovTal o Hovadeg OTiwg KaBopileTal aTé Tov KATAoKEUAaTH) Tou TTpoadiopiopol Kal ot
petaoynyariopéveg Tipég log10. Amé tnv LGC Clinical Diagnostics diartiBevial Eexwpiatd emmAéov pdpTupeg oe
BIGQOPEG TUYKEVTPLITEIG.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

Or pdprupeg ACCURUN éxouv oyediaarei yia xpran pe in vitro diadikaaieg mpoadiopiapou yia akotoug
TapakoAouBnang Tng amédoang Twv mpoadiopiopwy. O BeTikdg ToloTikog £Aeyxog RNA Tou HIV-1 ACCURUN 315,
oelpd 400 eival dlapopewpévog yia va eivar avridpaoTikdg yia 1o RNA tou HIV-1 kar pn avridpaaTikég yia 10 HBsAg
Kal avTiowpata evavia atoug 1oug HIV 1 kar HIV 2, HCV kai HTLV. Or pdptupeg ACCURUN Bev £xouv amodoBeioeg
TIpES. Eidika emimeda avidpacTikotTag Ba molkiAAouv peTagy TPOadIOPICHWY SIOPOPETIKWY KATAOKEUAOTWY,
OIaQOPETIKWY DIAdIKACIWY, SIAPOPETIKWY apIBUGY TTapTidag Kai SIa@opeTIKwV epyacTpiwv. Kabe pedovwpévo
£pyaoTApIo TIPETEN va kabiepwatl Siadikaaieg yia TNV eQapuoyn evag mpoypduparog diaceahiong TmoiéTnTag Kai yia
TNV TapakoAoUBnan Mg amédoang Twv egeTotwy ot auviien Baon.
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Mivakag 1. Tumrika aToixeia yia Tov BeTikd ToioTikd éAeyxo RNA Tou HIV-1 ACCURUN 315, oeipa 400.

KaraokeuaaTig Mpoadiopiopog AmoréAeapa: avtiypaga/ml
Roche Molecular Systems, Inc.
Pleasanton, CA coBAS® 5800/6800/8800 HIV-1 54,000
AmrotéAeapa
Abbott Laboratories . .
Abbott Park, IL Alinity m HIV-1 Assay BeTIKO
Grifols Diagnostic Solutions Inc @ (e BETIKG
Emeryville, CA Procleix™ Ultrio Assay ETIKO
Roche Molecular Systems, Inc. cobas® TaqgScreen Pa—
Pleasanton, CA MPX Test on s201

Mo BorBela, EMIKOIVWVAOTE pe To TUAPa TeXVIKIG uTToaTApIgng Tng LGC Clinical Diagnostics oTov apiBud
Aepuvou +1.508.244.6400.
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