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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.
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OeTIkOS MaApTUPAG avTI-HBS

ONOMAZIA KAI XPHZH I'lA THN OMOIA NMPOOPIZETAI

Or paprupeg ACCURUN mpoopiovTal yia Tov UTIoAoYIoHG TNG aKPIBEING TwV EPYOOTNPIKWY ECETATEWY
Kai gival duvatd va xpnaipomoinBouy yia Ty avixveuan Tuxév o@aAuaTwy oTig Sladikaaieg
epyaoTnplakwy efetaoewv. O Betikdg pdptupag avri-HBs ACCURUN® 125 eival diapop@upévog yia
XPAOGN HE KIT in vitro dIayvwoTIKWY EGETACEWV YIa TNV TTOIOTIKR avixveuan Tou avti-HBs (avTiowpa evavTia
070 EMIQavelakd avtiyovo Tng nrraritidag B). To mpoidv autd dev mpoopiletal yia xprion o€ e&étaan dotwv
aiparogr mAaoparog oTig Hvwpéveg MoAieieg. [Ma in vitro Siayvwaoriki xprion.

NEPIAHYH

H ouyvi e&étaon avegapmTwy SelypdTwy ToloTIKoU eAEyXoU TIapéxEl OTOV avaAuTh éva PECO
TapakoAoUBnang Mg amddoong Twv EpyacTnPIaKWY TPoadiopiapwy. Me T ouviibn xprion Twv
Haptipwy divetal n duvardtnTa aTa EpYaCTAPIC va TrapakoAouBoly T SiakUpavon Twy eEETaoEwy amod
nuépa o€ nuépa, TNV amédoon Twv KIT e§eTdoewy amoé TapTida ot Tmaptida Kai Tn diakUpavon peragd
XEIPIOTWY, eV TIapExETal emmiang BoriBela oV avayvwpion TUXOV Au§HoEWY TUXaiou fj GUGTNHATIKOU
o@aApatog. Eva kahd oxediaapévo Tpdypappa oioTikod eAEyxou eival duvatd va TIapéxe! EmmAéov
€UTIOTOOUVN aTNV agIoTTIOTia Twv aTmoTeAEaUATWY Tou AapBdvovral yia dyvwoTa deiypara. H xprion
SelypdaTwy ¥apnAig avri-dpacTikOTNTAS WG avegdpTnToUg PAPTUPES EVOEXETAI VOl TIAPEXE! TIOAUTIHEG
TANPOYOPIES TXETIKA E TNV EPYATTNPIOKI ETTAPKEIN Kal TN SlakUpavon PETagy TapTidwy KIT, 01 OTIoiEG
EVOEXETAI Va ETMPEATOUY TNV euaiobnaia Tou Tpoadiopiouol!.

APXEZ THZ AIAAIKAZIAZ

O Berikdg pdptupag avri-HBs ACCURUN 125 éxer oxediaaTei yia xpron pe in vitro diadikaagieg
TPOadIopIoHoU yia okotroUg TrapakoAoUbnang Tg amédoong Twv egeTdoewv. O BeTikdg pdpTupag avti-HBs
ACCURUN 125 mapaokeuadetal amé avepwmivo opd i TAGoua Trou eival avTidpacTikd yia avTiowaTa
EVAVTIa OTO EMPAVEIAKS avTiyévo Tng nrarimdag B kal un avridpaoTiké yia 1o HBsAg kai yia aviiowuara
evavria atov HIV 1 kai 2, HTLV | kai II, kaBg kai atov HCV. Or péptupeg ACCURUN Bev éxouv
amodobeioeg TINég. Eidika emimeda avTidpacTikdTnTag 6a TToIKIMOUV HETAGU TTPOBIOPICHWY SIOPOPETIKWY
KOTOOKEUOOTWY, O1AQPOPETIKWY SIadIKATIWY, SIAQOPETIKWY APIBHWY TAPTISAS KAl SI0QOPETIKWY
£pYOOTNPIWV.

ANTIAPAZTHPIA
Kwd. eidoug 2015-0077
Kwd. eidoug 2015-0078

1 @iaAidio, 5,0 ml avé giaAidio
6 giaAidia, 3,5 ml avd giahidio

O paptupag autdg Tepiéxel aTadepotrointég (EDTA, puBuioTikoi rapayovreg), avti-HBs dmwg mpoadiopileral
e EIA kai 0,1% ProClin® (5-xAwpo-2-peBul-4-1508e1aloAiv-3-6vn kal 2-peBul-4-1008e1afoAiv-3-6vn) wg
OUVTNENTIKG.

NPOEIAONOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro SiayvwaTikn xprion

NPOZOXH: Xeipigeate Toug pdiptupeg ACCURUN kai 6Aa Ta TTpoidvTa avBpwTivou aiparog wg duvntika
peradoong poAuaparikwy mapayoviwy. O Betikdg pdptupag avri-HBs ACCURUN 125 mapaokeudderal
amé avbpwmivo opd f TAGopa, Un avridpacTiké yia 1o HBsAg kai avriowpara evavria otov HIV 1 kai 2,
HTLV I kan Il, kaBuwg kar atov HCV e Tpéxouoeg eGeTaioeig Trou xouv eykpiBei amo Tov FDA.

MNpoguAdgeig aopaleiog

AKONOUBEITE TIG OUVIOTWHEVES YEVIKEG TIPOQUAGEEIS Twv KévTpwy yia Tov éAeyxo Twv voowv (CDC - Centers for
Disease Control) yia 10 xeipiop6 Twv paptupwv ACCURUN kai Tou avBpwrivou aiparog2. Mnv avappo@are
ME TITTETA PE TO OTOMA, PNV TPWTE KAl PNV TTIVETE OE XWPOUG 6TToU YiveTal XeIpIopdg delypaTwy. KaBapioTe
TUXOV Xupéva uhikd okouTrigovtag Ta apéowg pe 0,5% didAupa uToxAwpiwdoug varpiou. AToppiyte 6Aa Ta
Seiypara, Toug MAPTUPES Kal Ta UAIKG TToU XpnaipoToienkav atnv e51aan wg eqv Tepieixav JOAUGUATIKOUG
TIAPAYOVTEG.

MNpoguAdgeig xeipiopol
Mn xpnaipooieite Toug pdptupeg ACCURUN peta tnv nuepopnvia Ajéng. Amo@uyerte Tn JikpoBiakn
poAuvon Twy PapTipwy Katd 1o volypa Kai 1o KAEioIHo Twv @lahidiwy.

OAHFIEZ ®YAAZHZ

duhdoaere Tov BeTikd pdptupa avti-HBs ACCURUN 125 atoug 2-8 °C. MoAIg avoixTei, 0 BeTikog pdpTupag
avtl- HBs ACCURUN 125 8a mpémel va guAdaaeTal aToug 2-8 °C kai va amoppiTrteral JeTd amé 60 nuépeg.
Metd 1o voryda, KataypayTe TV nUEPOMNVia avoiydaTog kai TN nuepopnvia Aféng ato @iaAidio. Ae
ouvioT@vTal ToAaTAoi KUKAOI KaTayugng-amoyung d16T evBEXETaI va £xouv METABANTEG avemBiuNTES
€mdpaceIg ata amoteAéopara Twv egerdacwy. MNa va amotpamei Tuxdv diappor, QUAGCaETe Ta @IaAidia oe
6pBia Béon.

ENAEIZEIZ AZTAGEIAZ 'H AAOIQZHE TON ANTIAPAZTHPION
Tux6v peTaBorég TG QUOTKNG epPAviang evBExeTal va utrodnAwvouv aaTéBeia A aAhoiwan Twv PapTipwy
ACCURUN. AlahUpara Tou givar epgavig BoAd Ba mpémel va amoppimovral.

AIAAIKAZIA

Mapexopeva uAiKa

O Berikdg pdptupag avri-HBs ACCURUN 125 mapaokeuddetal amd avepwrrivo opd ) TAGoa Tou ival
avTISPATTIKG YIa AVTICWHATA EVAVTIO OTO EMIQAVEIAKS avTiydvo Tng nmaTiTidag B kal un avtidpaaTikd yia 1o
HBsAg kai yia avriowpata evavria otov HIV 1 kai 2, HTLV [ ka Il, kaBwg kar atov HCV. Agite Ty evomra
ANTIAPALTHPIA yia pia AioTa Twv peyeBuv GUOKeuaaiag.

YAiké mou amaitoUvral aAAG Sev rapéxovTal
Avarpégre aTig odnyieg TTOU TTapEXOVTal ATTO TOUG KATAOKEUTTEG TWwV KIT SETATEWY TTOU Ba XpnaipoToinBoly.

O3nyieg xpong

AQRaTE TOUG PAPTUPES Va PBATOUY O€ Bepuokpaaia dwpaTiou TIPIV aTrd T Xpran kal karomv
EMATPEYTE TOUG PAPTUPES OTO WUYEIO yIa QUAGEN apéowg META TN XPrON. AVANEIETE TO TIEPIEXOMEVO TWV
@lahidiwv TepiaTpépovtdg Ta amahd. Or paptupeg ACCURUN Ba mpémel va mrepiAapBavovTar o€ ektéAean
e&taang akohouBwvTag akpiBwg My idia diadIkaaia Tou TTAPEXETAI ATIO TOV KATAOKEUAOTH I AyvwoTa
deiypara. O pdprupeg ACCURUN AEN mpémel va avrikaBioToOv Ta avTidpacoTrpia BeTIKoU Kal apvnTikoU
€AEYXOU TTOU TTAIPEXOVTA HIE EYKEKPIMEVO KIT ECETATEWV.

MoloTikdg €Aeyxog

Emeidn o1 paptupeg ACCURUN dev éxouv amodoBeioeg TIéG, TuvioTATal KABE EpYAOTAPIO Va ETTIKUPWOEI
N XpHon kale maptidag paptupa ACCURUN pe kdbBe €151k6 oUaTpa Tpoadiopiapol TpIv amé Tn
ouvien xprion Tou aTo epyaaTipio.

EPMHNEIA TQN ANOTEAEZMATON

Ta emimeda avridpaaTikdTTag ToU BeTiKoU pdpTupa avi-HBs ACCURUN 125 evdéxeral va TroikiAouv
avaloya P TIG eEETATEIG DIAPOPETIKWY KATAOKEUTTWY KAl TIG SIOQOPETIKEG TIAPTIOES KIT EGeTAOEWY. ETTeidn
0 pdpTupag Oev €xel amodobeioa TIWA, To EpyaaTrpIo TIPETEI VA KaBIEPWOE! Eva eUPOG TIHWV Yia KABE
Traptida Tou BeTikou pdpTupa avi-HBs ACCURUN 125. Eav Ta amoteAéapara yia Tov BETIKO Yaptupa avri-
HBs ACCURUN 125 givai ek1g TOU KaBIEpwEVOU aTTOdEKTOU EUPOUG TIMWV, AUTO eVOEXETAI v OTTOTEAE
£vOeIgn PN IkavotroInTIKAG amddoang Tng egEtaong. MiBavég aitieg acupewviag TepIAapBavouv: aloiwan
TWV avTIdPACTNPiWY TOU KIT EEETAONG, OAAUa Tou XEIPIOTH, EAATTWHATIKY ammédoaon Tou e§oTmAigpol f
HOAuvan Twv avTidpaaTnpiwy.

MEPIOPIZMOI THZ AIAAIKAZIAZ

Ol MAPTYPEZ ACCURUN AEN MPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA OETIKOY KAI
APNHTIKOY MAPTYPA MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT EEETAZEQN.

Mpémer va akohouBouvTar of AIAAIKAZIEY EZETASHS kai n EPMHNEIA TQN ATTOTEAEZMATQN tou
TIAPEXOVTOI ATTO TOUG KATAOKEUOOTES TwV KIT €EETATEWY. TuxOV amokAioeig amoé dadIKagieg TTou GuvIoTWVTal
QT TOUG KATAOKEUAOTEG KIT EEETAONG EVOEXETAI va TIpoKaAégouv un adioTioTa amoteAéopara. O1 papTupeg
ACCURUN ev eiva BaBuovountég kai dev TpéTel va xpnoipoTololvial yia Babuovounan mpoodiopiopwy.
Ta xapakmpioTika amédoang yia Tov BeTikd pdptupa avti-HBs ACCURUN 125 éxouv emBefaiwbei pdvo yia
10 avTI-HBs. Augpeveig ouvBrikeg amoaToAig A/kal eUAAgnG 1 xpron papTipwy, n nuepopnvia Agng Twv
omoiwv £xel TaPEABE, evaExeTal va TTPoKaAégouY EapaApéva amoTeAéauaTa.

ANAMENOMENA ANOTEAEIMATA

0 6emikog paptupag avri-HBs ACCURUN 125 AEN EXEI ATIOAOGEIZA TIMH. Eidikd emimeda
avTIdpaaTIKéTTaG Ba TToIKiAouV ETAt) TTPOGBIOPITHWY DIAPOPETIKWY KATAOKEUATTWY, SIOPOPETIKWY
d1adIKaoIWY, SIAPOPETIKWY apIBUwV TTapTidag avTidpacTnpiwy Kal SI0QopETIKWY epyacTnpiwy. Kade
EMPEPOUG EPYTTAPIO TIPETTEN Va KABIEPWOEI DIBIKATIES YIa TNV EQAPHIOYH EVOG TTPOYPAMHATOG
d1ao@aAiong TToI6TNTAG Kal yia TV TrapakoAoUBnan T amddoang Twv eSeTaewy o€ TakTIKr Baon. Kabe
epyaaTiipio Ba TpETEl va KabIEpLOE! T0 SIKG TOU UPOG ATTOBEKTWV TIMWY Yia KaBe e&¢taan. MNa Tapadelyua,
T0 ATTOBEKTO £0POG TIMWV EVIEXETAI v TIEPIAABAVE! OAEG TIG TIHEG EVTOG 2 TUTTIKWY aTTOKAITEWY TG pENG
TIUAG 20 onueiwv dedopévwy Tou AapBavovtal ot 20 avaAuoeig g Tepiodo 30 nUEPWVS.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 péptupeg ACCURUN £xouv oxediaaTei yia xpAan pe in vitro diadikacieg Tpoadiopiapod yia okoToug
TrapakoAoUBnang g amddoong Twv TTpoadiopiopwv. O BeTikdg paptupag avri-HBs ACCURUN 125
TIApOOKeVAETal atd avBpwTvo opd A TTAGT A TToU €ival avTISPATTIKG YIO QVTICWHATA EVAVTIA OTO
EMPAVEIOKS avVTIYOVO TNG NTaTimidag B kai un avridpaaTiké yia 1o HBsAg Kai yia avTiowara evavTia atov
HIV 1 kai 2, HTLV | kai I, kaBg kar atov HCV. O péptupeg ACCURUN Bev £xouv amodoBeioeg TipEG.
Ei81ké emmimeda avridpaaTikdTTag 6a ToiKiAouv pETagl TTPOTBIOPICUWY SIPOPETIKWY KATAOKEUATTWY,
SIaQOPETIKWY BIAdIKATIWY, dIAPOPETIKWY apIBWY TTapTidag Kal SIaPOPETIKWY epyaaTnpiwv. Kabe
EMPEPOUG EPYOTTAPIO TIPETTEN v KABIEPWOEI DIDIKATIES YO TNV EQAPHOYH EVOG TTPOYPAM LATOG
dlaopaAiong TTOIGTATAG Kal yia TV TrapakoAoUBnon g amédoong Twy eEETAOEWY Ot TOKTIKY Baon.
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Mo Bondeia, EMKOIVWVAGTE PE TO TUNMA TEXVIKAG UTTOaTAPIENG TG SeraCare oTov apiBuo6 TNAEwvou
+1.508.244.6400.
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