mRNA HPV 10tou 16 kai 18
BeTIKOG pdpTUpag
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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 EZETAZEQON.
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MRNA HPV 1010ou 16 kai 18 BeTikO¢ pdptupag

ONOMAZIA KAI XPHZH T'IA THN OMOIA NPOOPIZETAI

Ta mpoidvra ACCURUN rpoopilovTail yia v ekTiunan Tng akpiBeiag Twv epyaoTnpiakmy eEETaoEwy Kal eival duvatd
Va XpnaipotoinBolv yia v avixveuan Tuxov aapdrwy oTig Siadikaaieg pyacTnpiakwv egeTaoewy. O BeTIKOG
paprupag mRNA HPV t0mrou 16 kai 18 ACCURUN® 381 éxer Siapoppweei yia xprion pe peBodoug in vitro
SlayvwoTikwv egeTaoewv Tou avixvedouv 1o mRNA tou HPV ot Seiypara tpayiilou avBpwou. Ma in vitro
SlayvwaTiKi xprRon.

MNEPIAHYH

H ouyvn egéraon avegaptnrwv SelyudTwy ToloTikoU eAEyxou Trapéxel oTov avaAut éva péco TrapakoAouBnang Tng
amoéd00NG TWV EPYACTNPICKWY TTIPOGDIOPIoPWY. H TaKTIKA XpAan HapTUpWY EMTPETEI OTA EPYACTAPIC TV AVIXVEUTT|
APEoWV aVaAUTIKWY OQAAPATWY Kal Thv TrapakoAoUBnan Tng pakpoxpoviag amrodoang Twy KIT EEETATEWY Kal ival
Suvartd va BondAaEl oTV avayvwpion augioewy Tou Tugaiou fj cuoTuartikod opauarog. Eva kaAd oxediaopévo
TIPOYPaPa TTOIOTIKOU EAEYXOU €ival SuvaT va TIapéxe TITTAEOV eUTTaTOa UV 0TV AgIOTTIOTIC TWV ATTOTEAETRATWY
Trou AapRdvovral yia ayvwoTa deiypata. H xprion aveapmTuwy papTipwy evOEXETal va TTIAPEXE! TIOAUTILEG
TANPOYOPIEG OYETIKA e TNV EPYATTNPICKN EMAPKEIT Kal TN SlakUpavon etagl TapTidwv KIT, ol oTIoieg EVOEXETAI Va
€Tmpedoouy v euaiodnaia Tou Tpoadlopiapoy’.

APXEZ THE AIAAIKAZIAZ

0 Betikdg paptupag mRNA HPV tumou 16 kai 18 ACCURUN 381 éxel oxediaaTei yia xprion pe diadikaaieg in vitro
SIayvwaTIKWV TTPOTdIoPITHWY, Yia OKOTTOUG TrapakoAoUBnang TG amédoang Twv egeTdoewy. O BeTIKOG papTupag
mRNA HPV 10mou 16 kai 18 ACCURUN 381 mapackeudderal amd KaAAIEpYEIEG avBPWITIVIWV KUTTAIpWY TToU £XOUV
HoAuvBei amd 16 HPV t0trou 16 kai 18, o omoiog éxel evowpatwdei aTo kuTTapikd yovidiwpa. Ta kiTTapa gépouv
mRNA Tou £xel peTaypagei amo yovidia Tou 100 kai diampolvtal e pubuioTikd didAupa peBavoAng2. O pdptupag
eival «£ToIpog yia xprion» o€ TTpoadiopiopoUg Trou avixvelouv To oAU emmikivduvo mRNA Twv yovidiwv E6 kai E7 Tou
100 HPV.

To @iahidio A381-01 mepiéxer KUTTapa amd KaAAIEpyeIEg avBpwTTIVY KUTTApWY pe evawpatwpévo HPV T0mou 16,
avapepelypéva pe pn poAuapéva KOTTapa ammd IaTokaAEpYEIa.

To @iaAidio A381-02 mepiéxer KUTTapa amd kaAIEpyeieg avBpwTIvwy KUTTapwY pe evawpatwpévo HPV tumou 18,
avapepelypéva pe pn poAuapéva kOTTapa amd IaTokaAEpYEIa.

ANTIAPAZTHPIA
Kwd. eidoug 2025-0060 A381-01 10 @ioAidia, 1 ml ava giaAidio
A381-02 10 @ioAidia, 1 ml ava giaAidio

O BeTIkdg pdprupag mRNA HPV tutou 16 kai 18 ACCURUN 381 mepiéxel puBpioTikd SidAupa peBavoing2.

NPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro Siayvwarikij xprion

NPOZOXH: Na xelpiCeate Toug paptupeg ACCURUN kai 6Aa Ta poiévTa aipatog avBpwmivng TpoéAeuang wg Ikava
va peTadwoouy poAuaparikols mapdyovreg. O Betikog pdptupag mRNA HPV tamou 16 kai 18 ACCURUN 381
Trapackeuadetal amoé avBpwiva KiTTapa poAuapéva e Tov 16 HPV kal GAAa pn poAucpéva avBpwmiva KUTTapa Tou
avarruaoovial gt IoTokaAIEpyeia kal SiatnpouvTal ae puBUIOTIKG SiGAupa peBavoAng.

MpoguAdgeis aopaleiog

Tnpeite TIG yevikéG TTPOQUAGLEIG Tou ouviaTwvTal amd To Kévrpo yia Tov éAeyxo Twv véowv (CDC - Centers for Disease
Control) 6gov agopd 10 Xelpiopd Twv derypdrwv ACCURUN kar avBpwmivwv SelypdTwv3. Mnv avappo@dre pe Timéta
| TO OTOHA, PNV KATTVICETE, Pnv TPWTE Kal PNV TTvETE Ot XWPOUG 6TTou yivetal Xelpiapdg delypdmwy. KaBapioTe Tuxov
XUpéva uhika akouTridovtag Ta apéowg pe 0,5% didhupa uTroxAwpiwdoug varpiou. ATroppiyTe OAa Ta
TIAPACKEUAOATA Kal Tat UAIKG TIOU XpNOIHOTIOIRBNKavV oTnV e66Ta0m wg EQV TrEpIEiXav HOAUGHATIKOUG TIAPAYOVTEG.

O BeTikdg paprupag mRNA HPV tutou 16 kai 18 ACCURUN 381 mipémel va ammoppitteTal gUp@uva e TIg
KkateuBuvTrpieg 0dnyieg pe apiBud avayviwpiong D001 Tou RCRA yia avapAeyopeva améBAnTal. Aiatnpeire Tov BeTikd
pdptupa mRNA HPV 10mmou 16 kai 18 ACCURUN 381 kAeioTé dtav Sev xpnaoipotoleital. ATOQUYETE TV EICTIVOR TOU
SIaAUPATOG KOl XPNOIMOTIOIEITE € ETTAPKI AEPITHO.

MpoguAdgeig xeipiopold

Mnv xpnaiporoleire Tov BeTikd péprupa mRNA HPV 10mou 16 kai 18 ACCURUN 381 perd v npepopnvia Ajgng.
Amo@UyeTe TN pOAUVON TwV POPTUPWY KATA TO Avolyua Kal To KAEioIHo Twv @iakidiwy. EYPAEKTO - Kpariote 1o
pakpIa amd 6Aeg TIG TINYEG AVAPAESNS.

OAHFIEZ ®YAAZHE

®uhdooerte Tov BeTIk6 pdptupa mRNA HPV tumou 16 kai 18 ACCURUN 381 ot Beppokpaaia 2-8 °C péxpl
xprion. Aol avolixBei, éva pepovwpévo iaAidio BeTikol pdprupa mRNA HPV 10mou 16 kai 18 ACCURUN 381 dev
TpETEI va emavaypnalpotoleital. MNa va amotparei Tuxov diappor|, puAdaaerte Ta giahidia o€ opBia BEon.

ENAEIZEIZ AZTAGEIAZ 'H AAMOIQEHE TON ANTIAPAZTHPION

O Betikdg paprupag mRNA HPV 1umou 16 kai 18 ACCURUN 381 eivai éva evaiwpnpa HOVIHOTIOINUEVWY KUTTAPWY O€
puBuIOTIKG dicAupa peBavoAng kai evoExeTal, mopévug, va eppaviael ehagpd B6Awan. H umepBoAiki BoAepotnTa
evOExeTal va utrodnAwvel aatdbela 1 aMoiwan Tou papTupa Kai TéTolou €idoug diaAUpaTa TPETTEN Va aTToppiTITOVTal.

AIAAIKAZIA

Mapexopeva UAIKa

O BeTikdg pdprupag mRNA HPV tutou 16 kai 18 ACCURUN 381, giaAidio A381-01, mapaokeuderar amé kitrapa
avBpWTIVWV KUTTAPOKAAIEPYEILV pE evowpaTwpévo Tov 16 HPV TdTou 16 oTo KUTTapIKG Yovidiwpa Kal GAa un
HoAuapéva avBpwrriva KUTTapa TTou avamTioaovial o I0TOoKAaAIEpYEID Kal SiatnpolvTal o€ pUBUIOTIKG diGAupa
peBavoAng.

O BeTikdg pdprupag mRNA HPV tutou 16 kai 18 ACCURUN 381, giaAidio A381-02, mapackeuderar amé kitrapa
avBpwIVWV KUTTAPOKAAAIEPYEIWY pE EvowpaTwpévo Tov 16 HPV TiTou 18 aTo Kuttapiké yovidiwua Kar GAAa pn
HoAuapéva avBpwrTiva KUTTapa TTou avamTiogovial o I0TOKAAIEPYEID Kal SiatnpouvTal o€ pUBUIOTIKG SiGAupa
peBavoAng.

YAiké rou amairodvTal aAAd Sev Tapéxovral
Avarpégre aTig 0dnyieg TTou TapéXovTal aTd TOUG KATAOKEUATTES TwV KIT EGETATEWY TToU Ba XpnaipotoinBoly.

O3nyieg xpfiang

AgnaTe To @Iakidio Tou papTupa va pBacel ae Beppokpaaia dwpariou TpIv amé Tn xprion. Avapeigte o avakivnTipa
T0TOU Vortex yia 3 éwg 10 SeutepdAeTTa, €101 WOTE va S1IaTPANIOTET Eva OpOIOYEVEG KUTTAPIKG evaiwpnua. Or papTupeg
ACCURUN 6a mpémei va mepiapBdvovTal o ektéAean egétaong akoAouBwvTag akpiBwg mv idia diadikaaia Tou
TIapéxETal Ao Tov KataokeuaaT yia dyvwora Seiypata, Ta omoia GuMEyovTal ot Siadikaaie uypou eTxpioHaTOg
e¢¢raong MamavikoAdou. O1 pdptupeg ACCURUN AEN mpétel va avTikaBioTolv Ta avTidpaaTipia BeTikou kal
apvNTIKOU PAPTUPQ TTOU TIAIPEXOVTAI HE KATAOKEUAOTHEVA KIT EEETATEWV.

Npoodiopioudg Gen-Probe APTIMA® HPV 5;

MeTagépete 1 ml Tou papTupa amo 1o @iaAidio A381-01 A/kai amé To giAaidio A381-02 aTo cwAnvapio peTagopds
Seiyparog APTIMA, oUugwva pe TIg 0dnyieg Xprang Tou evBéTou cuakeuaaiag Tou KIT peTagopds deiyparog APTIMA.
doprwoTe Tov pdiptupa aTov popéa Tou cuaThparog Tigris DTS f Tou cuoTAparog PANTHER, 6mwg Ba 1o kavare yia ta
ayvwora deiypara. Or paprupeg ACCURUN AEN mrpémer va avTikabioTavral amd BeTikoUg A apvntikoUg BadpovounTég 1y
amé BeTikoUg 1y apvnTikoUg papTupeg Trou Trapéxovtal pe 1o kit APTIMA kai dev Tpémel va ToTroBetolvTal oTig BETEIg
TWV CwANVapiwv Tou éxouv ekxwpnBei yiar autolg Toug BaBUOVONTEG/UAPTUPES TwV KIT.

Mpoadiopiopog elpeang yovotumou Gen-Probe APTIMA® HPV 16 18/45 6:

MeTagépete 1 ml Tou papTupa amo 1o @iaAidio A381-01 A/kai amé 1o @iAaidio A381-02 aTo cwAnvapio peTagopds
Seiyparog APTIMA, oUugwva pe TIg 0dnyieg Xprang Tou evBéTou cuakeuaaiag Tou KIT peTagopds deiyparog APTIMA.
®oprwoTe Tov papTupa aTov gopéa Tou cuaTipatog Tigris DTS  Tou ouoTripatog PANTHER, émwg 6a o kavare yia Ta
ayvwora deiypara. Or péprupeg ACCURUN AEN mrpémei va avTikabioTavral armd Betikolg fy apvnrikoug BaBpovounTég
TIou Trapéxovral e 1o KIT APTIMA kai Sev TTpéTrel va ToroBeTolvTal aTig BETEIG Twv CwAnvVapiwy TIou EXouv ekxwpnBei
YIa auToUg Toug BaBHOVOPNTEG TWV KIT.

MoloTikdg éAeyxog

Emeidn o Beikog paptupag mRNA HPV t0mou 16 kai 18 ACCURUN 381 Bev £xel TTpoKaBopITREVES TILES, GuVIOTATA
K@BE £pyaoTpIo va ETMKUPWOEI T Xprion KaBe Traptidag BeTikou pdprupa mRNA HPV 10trou 16 kai 18 ACCURUN
381 pe kabe €1d1k6 oUaTNPA TTPOADIOPICHOU TIPIV ATTO T GUVABN XPAON TOU OTO EPYATTPIO.

EPMHNEIA TON AMOTEAEZMATON

Ta emimeda avridpaoTikOTNTag Tou BeTikoU pdprupa mRNA HPV timrou 16 kai 18 ACCURUN 381 evdéyetarl va
ToIKiAouv avaihoya e TIG EEETATEIG DIOPOPETIKWV TIAPACKEUATTWY Kall TIG SIAPOPETIKEG TrapTideS KIT egeTaioewy. ETreidn
0 pdpTupag dev Exel TTPOKABOPIGUEVN T, TO EPYACTAPIO TIPETTEI va KaBIEpWOE! Eva eUPOG TIMWY yia ke TrapTida Tou
BetikoU paprupa mRNA HPV 1dmou 16 kai 18 ACCURUN 381. Eav Ta amoteAéapara yia Tov BeTiké pdprupa mRNA
HPV 1oy 16 kai 18 ACCURUN 381 eival ektdg Tou KaBiepwuévou atrodekTol eUpoug TIHWY, auTo eVOEXETAI va
amoteAei £vOeIgn pn IkavoTroINTIKAG amédoang Tng egétaang. Mibavég aitieg acuppuviag TepiAapBavouv: ahoiwon Twv
avTISPACTNPIWV TOU KIT EEETAONG, TOAAUC TOU XEIPIOTH, EAATTWHATIKR aTd300T Tou §0TAIoHOU ) HOAUVOT Twv
avTIdpacTnpiwy.

NEPIOPIZMOI THZ AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA TON MAPTYPQN MOY
MAPEXONTAI ME TA KATAZKEYAZMENA KIT EZETAZEQN.

Mpémel va akohouBouvtal moTd of AIAAIKASIES EZETAZHS kai n EPMHNEIA TON ATTIOTEAESMATON Tou
TIapéXOVTaI ATTO TOUG KATAOKEUATTES TwV KIT eEETaTEWY. TUXOV aTTOKAIOEIG aTTé S1adIKadie TTOU GUVIOTWVTAI OTTO TOUG
KATAOKEUTOTEG KIT €GETATEWY EVOEXETA va TTPOKaAETouV pn agiémioTa amoteAéapara. Or paptupeg ACCURUN Bev givar
BaBpovounTég kai Sev TPETTEN va XpnaipoTololvTal yia Babpovounan mpoodiopiouwy. Ta XapakTnpIoTikd amédoang
yia Tov BeTiké paptupa mRNA HPV tumou 16 kai 18 ACCURUN 381 éxouv kaBiepwbei povo yia 1o mRNA tou HPV.
Auoeveig auvBrkeg amoaToAiig kal QUAAgNG 1 xprion evag TpoidvTog N nuepounvia Agng Tou otroiou £xel TaPEABEI,
evOEXETaI Va TIPOKAAETOUV E0QaApéva aTroTeEAéaPaTa.

ANAMENOMENA AMOTEAEEZMATA

0 BeTikog paprupag mRNA HPV titrou 16 kai 18 ACCURUN 381 AEN EXEI MTPOKAGOPIEMENEE TIMEZ. Ta e1di1kd
emimeda avidpaaTikéTTag Bat ToIKiAAOUV PETagy TTPOTDIOPITHWY SICPOPETIKWV KATATKEUATTRY, SICPOPETIKWV
S1a01KaoIwWY, SIAQOPETIKWY apPIBUGY TTapTidag Kal SIapOPETIKWY epyacTnpiwy. Kabe pepovwpévo epyaaTipio TPETer va
Kkabiepwatl dadIKaaieg yia TV apuoyr evog Tpoypapuartog dlaaeahiong ToIGTTAS Kal yia TRV TrapakoAoUdnan g
amédoong Twv efeTdocwy ae ouvrBn Baan. K&Be epyaaripio Ba mpémel va kaBiEpwaEl T0 SIKG Tou EUPOG ATTOBEKTWV
TIHWv. MNa Tapadelypa, To amodekTd £UPOG TIHWY EVOEXETAI VO TIEPIABAVEI OAEG TIG TIPEG EVTOG 2 TUTTIKWY aTTOKAIGEWV
NG Héang TiAG 20 onpeiwv dedopévy TTou Aappavovtal ae 20 avaAioeig ot Trepiodo 30 nuepwv’.

Xtov Tivaka 1 rapariBevral Tutika oToixeia yia Tov BeTiké paptupa mRNA HPV timmou 16 kai 18 ACCURUN 381. Ta
aToixeia autd ekppaovral 6Twg kaBopileTal aTmd TOV KATAOKEUADTH TOU TTPOGBIOPICHOU. ZNPEIWATE 6TI TO PIONIDIO
A381-01 kai 10 @laAidio A381-02 avapéveral va dwaouv To idlo amotéAeapa atov poadiopiopd HPV, aAAG
BlagopeTikd amoTeAéapaTa 6tav xpnaoipomoinBolv aTov TPoadlopiopd edpeang yotrvotutou 16 18/45.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

Or paprupeg ACCURUN éxouv axediaoTei yia xprion pe in vitro SiayvwoTikég diadikaaieg Tpoadiopiapol yia okotroUg
TapakoAoUBnang Tg amédoang Twv mpoadiopiopwy. O BeTikdg paptupag mRNA HPV timou 16 kai 18 ACCURUN 381
TIAPACKEVAZETal aTTO aVBPWTTIVEG KUTTAPIKEG OEIPEG LE evowpaTwpévo Tov 16 HPV 16 1y Tov 16 HPV 18 aTo kuttapikd
YovIdiwpa, avapepelypéVeS e un poAuapéva kuttapa kai diatnpoldvial e pubpioTikd SidAupa peBavoAng. Or paptupeg
ACCURUN ev ¢xouv mpokaBopiapéveg TipéG. Ta €181k emimeda avTidpaoTikdTTag Ba oikiAAouv petagy
TIPOCDIOPICHWY SIAPOPETIKWY KATATKEUAOTWY, DIAQOPETIKWY SIAdIKAGIWY, DICPOPETIKWY apIBUWY TapTidag Kai
BlapopeTIKWY EpyaaTnpiwy. Kabe pepovwpévo epyaaTrpio TTPETE! va kaBiEpwae SIadIKATIES yIa TNV EQAPHOYH EVOG
TIPOYPAPHATOG SIoPANIGNG TIOIBTNTAG Kall yia TV TrapakoAouBnan Tg amédoong Twy egeTdoewy ae ouvAdn paon.
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Mivakag 1. Tummka otoixeia yia Tov BeTikd paprupa mRNA HPV timou 16 kai 18 ACCURUN 381.

Ka TS Mpoodiopiopdg Tumikd dedoy
Gen-Probe Gen-Probe APTIMA® PiaAidio A381-01: OeTIKOG
HPV Assay Piahidio A381-02: OeTIkdg
diaAidio A381-01: Oetikdg yia HPV 16
Gen-Probe Gen-Probe APTIMA® HPV 16 Apvnrikdg yia HPV 18/45
18/45 Genotype Assay PiaAidio A381-02: Apvnrikdg yia HPV 16
Oetikdg yia HPV 18/45

Mo BoriBela, EMKOIVWVACTE PE TO TUAMA TEXVIKAG UTTOOTAPIENG TG SeraCare aTov apiBp6 TnAepwvou
+1.508.244.6400.
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