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

OeTikd¢ papTUpag avTi-HBs

ONOMAZIA KAl XPHZH A THN OMNOIA MPOOPIZETAI

O1 paprupeg ACCURUN mrpoopidovTanl yiat Tov UTroAoyIOHG TNG aKPIBEIOG Twv EPYOIOTNPIOKWY EEETATEWY
Kai givar duvard va xpnaipoToinBolv yia Ty aviyveuan Tuxdv aeaApdrwy aTig diadikaaieg
€pyaoTNPIoKWV egeTdoewv. O BeTIkOG papTupag avil-HBs ACCURUN® 125 givan SIaopPW EVOG Yiat
XPAON HE KIT in vitro BlayvwoTIKWV eGETAOEWY yiamy TroloTKK aviyveuan Tou avTi-HBs (aviiowpa evévia
070 EMPAVEIOKG avTIyOvO TnG nTTariidag B). Tompoidv auté dev mpoopieTal yia xprion ot e&étaon domwv
aiparogr mAGoparog oTig Hvwuéveg MoAreieg. [a invitro Srayvwaomkn xpron.

MNEPIAHYH

H auyvn e§étaon avegapTntwv delypdmwy TTOI0TIKOU EAEYYOU TIOPEXEI GTOV OVAAUT) éval GO
TapakoAoUBnang Tng amédoong Twv EPYACTPICKWY TIPOTBIOPICUWY. Me T ouviitn XpAan Twv
HoptUpwy diveral n duvardTnta oTa EpyacTipia va TrapakorouBolv m Slak Upavon Twv eEETdoEuwV amo
nuépa ae Nuépa, TNV amddoon TwV KIT EEEToEWY amé TTopTida o€ TTapTida kal T SlokUpavan PEtagy
XEIPIOTWY, EVW) TIOPEXETA ETTIONG BONRBEIC TNV avayVWPION TUXOV QUEATEWY TUXaioU I oUGTNUATIKOU
0@aAparog. Eva kahd oxediaouévo TTpoypapa TToloTIKoU eXEyXou eival Suvard va Trapéel ETTITTAEOV
EUTIATOOUVN OTNV agIOTMOTia Twy ammoTEAETUATWY TTou AapBavovTal yia ayvwoTa deiypara. H xprion
Sely ATV XaUnARG avTI-BpacTIKATNTAG wg avesapTTOUG MAPTUPES EVOEXETAN VO TIOPEXE! TIOAUTILES
TANPOPOPIEG OXETIKA ME TV EPYOOTNPICKN ETTAPKEIX KAl TN SlaKUPAvVaN WETAEY TTOpTIdWV KIT, 01 OTToiEG
evBéxeTal va e pedoouy TV euaioBnaia Tou Tpoadiopiool.

APXEZ THZ AIAAIKAZIAZ

O Berikdg pdprupag avti-HBs ACCURUN 125 éxel oxedlaoTei yia xprion We in vitro Siadikaaieg
TPOCBIoPITHOU YIa OKOTTOUG TrapakoAouBnang mg amédoong Twv egeTaoewv. O BeTiKdg pdpTupag avri-HBs
ACCURUN 125 mapaokeualeral amé avBpwivo opd A TAGoa TTou ival avTIOpaoTIKS YIa avICWaTa
€vavTIa oTO EmM@aveIakd avTiydvo mg raritidag Bkar un avTidpaoTiké yia 1o HBsAg Kal yia aviowyara
evavtiaotov HIV 1 kai 2, HTLV | kai I, kaBwg kai aov HCV. Or pdiprupeg ACCURUN Bev éxouv
amodoBeioeg Tipég. Eidikd emimeda avTidpaoTikdTnTag Ba moikiAAouv LETAEU TTPOTBIOPICUWY BIOPOPETIKWV
KOTOOKEUAOTWY, BIOQOPETIKUWV DIOBIKATIGWV, SICQOPETIKWNV OPIBMWV TIapTidag Kal SIaPOPETIKIV
€py0OTNpiWY.

ANTIAPAZTHPIA
Kws. €idoug 20150077
Kwd. eidoug 2015-0078

1 @10Aidio, 5,0 ml avd @iaAidio
6 @IoAidIa, 3,5 ml ava @iahidio

O pdprupag autdg Tepiéxel atabepotroinTég (EDTA, puBuioTkoi Trapayovreg), avHBs dtrug TpoadiopileTai
He EIA ka1 0,1% ProClin® (5-Awpo-2-peBuA-4-100Be1afoAIv-3-6vn Kai 2-ueBUA-4-1008e1adoAIv-3-Ovn) WG
ouvTnENTIKG.

NMPOEIAOMOIHZEIZ KAl MIPO®YAAZEIZ

Ta in vitro Siayvworikn xprion

MPOZOXH: XeipiceaTe Toug pdprupeg ACCURUN kai 6Aa ta ipoidvra avBpwTvou aiparog wg duvnmkd
perddoong poAuaparikwy mrapaydviwv. O Betikdg péprupag avri-HBs ACCURUN 125 rapaokeudderal
amé avBpwivo opd f} TAGoua, un avTidpacTiké yia 1o HBSAg kai avtiowpara evavma atov HIV 1 kai 2,
HTLV I kar 11, kaBwg kan atov HCV e Tpéxouceg e€etdoeig TTou xouv eykpiBei ammé Tov FDA

MpoguAdgeig aopaheiog

AKONOUBEITE TIG GUVIOTWEVES YEVIKEG TTPOQUAGEEIG Tuw Kévpuw yia Tov éAeyxo Twv voowv (CDC - Centers for
Disease Control) yia 70 XeIpiopo Twv paptipwy ACCURUN kai Tou avBpiymmivou dipiarog 2. My avappogare
JE THTIETA PE TO OTOMA, PNV TPWTE KOI UNV TTIVETE O XWoug ATTou yiveral XeIpIopog Selypdrwy. KabapioTe
TUXOV Xupéva UAIKG okouTTiCovag Ta apéowg We 0,5% dichupa utroyAwpidoug varpiou. ATroppiyte OMa Ta
Seiypara, Toug PAPTUPES Kal T UAIKG TTOU XpnatoTiolnBnkav aTny e&Taon wg eav Tepieiyav oOAuoUaTIKoUg
TIOPAYOVTEG.

Mpo@uAdgeig xeipiop ol
Mn xpnaiporogite Toug pdptupeg ACCURUN perd Tnv nuepounvia Agng. ATrogayete Tn MIKpoBIakn
MOAuVON TWV POPTUPWY KATA TO AVOIYUA Kal TO KAEITTHO TwV QIaAISiwY.

OAHTIEE @YAAZHE

PuAdoaere Tov Betikd pdprupa avti-HBs ACCURUN 125 atoug 2-8 °C. MoAIg avoixTi, o BeTikds pépTupag
avTl-HBs ACCURUN 125 6a mrpémel va guAdoaeral atoug 2-8 °C kal va amoppiTrTeral et omé 60 nuépeg.
MetéiTo dvolypa, KaraypayTe TNV NUEPOMNVIa AVOiyaTOg Kal TNV nuepodnvia ARgng 1o glaAidio. Ae
ouviaT@vTal ToAAamAoi KUkhor kardwugng-amoyugng S10TI EVBEXETAI va EXOuv PETABANTEG QVETTIBUUNTEG
€mMOpAoEI§ aTa amoTeAéaaTa Twv egeTéoewy. I'ava amotparei Tudv Siappor}, QUAGCOET Ta @IaAidia o€
6pBia Béan.

ENAEIZEIZ AZTAOEIAZ ‘H AAAOIQZHE TQN ANTIAPAZTHPIQN
Tuxoév peTaBoAég TG QUOIKAG EPGAVITNG evOEXETaN va uTTodnAwvouv aaTdBela I cAAoiwan Twv HapTUpwy
ACCURUN. AlahUpara Trou givarl euavig BoAd Ba rpémel va ammoppimTovTal.

AIAAIKAZIA

Mopexopeva UAika

O Betikdg pdprupag avi-HBs ACCURUN 125 mrapaokeudleral amé avBpwrivo opd A TAGOua TTou eival
QVTIBPOOTIKG Y10 QVTIOW ATA EVEVTIO OTO ETTIPAVEIOKO VTIYOVO TG NTTaTiTdag B Kai un avTidpaoTikd yio 1o
HBsAg kar yia avTiowpara vévTia otov HIV 1 kai 2, HTLV | ka I, kaBug kar otov HCV. Agite mv evamra
ANTIAPAZTHPIA yia pia Aiota Twv peyeBuv ouokeuaaiag.

YAiké rou atrartoUvTal aMa Sev TrapéxovTal
Avarpétre aTIG 00nyieg TOU TTOPEXOVTAN OO TOUG KTOOKEUAOTEG TWW KIT EGETA0EWV TIou Ba X pnaipotoinBodv.

03nyieg xpAong

AQRAOTE TOUG UAPTUPES Va @BATOUV O€ Beppokpaaia Swatiou TPIV ammd Tn XPAOT Kol KaToTmv
ETMIOTPEYTE TOUG UAPTUPES OTO WUYEIO YIa QUACEN apéuig ETA TN Xpran. AVOEIETE TO TEPIEKOMEVO TuV
@IoAIdiwv TepiaTpépovTag Ta amahd. Or paptupeg ACCURUN Ba rpémel va repiAapBavovtal o€ ektéleon
€gEraong akohouBwvTag akpiBwg TV idia Sladikaaia TTou TIApEKETAI OTTG TOV KATAOKEUAOTH Yia AyvwoTa
Seiypara. O pdprupeg ACCURUN AEN mpémel va avTikaBioToOv Ta avTIdpaaTrpia BETIKOU Kal apvnTikod
€AEyXOU TTOU TTOPEXOVTAI E EYKEKPIMEVO KIT ECETAOEWV.

MoioTikd¢ éAeyxog

Emeidi o1 péprupeg ACCURUN dev éxouv amodobeioeg TIEG, auvioTdmal KABe epyaaTrpIo VO ETTIKUPWOE
™ Xprion kébe maptidag paptupa ACCURUN pe kGBe €1d1kd aUaTa TPoadiopia ol Trpiv amé
ouvnen xpfian Tou aTo EPYOOTAPIO.

EPMHNEIA TQN ANOTEAEIMATON

Taemimeda avidpaoTikéTTag Tou BeTioU pdpTupa avTi-HBs ACCURUN 125 evdéxetal va Troikidouv
avaloya pe TIG EEETAOEIG DIOPOPETIKUNV KATAOKEUOTTAWV Kall TIG SIOPOPETIKEG TTAPTIOES KITEGeTCIoEWV. ETreIdr
0 pépTupag Sev €xel amodobeioa TIW, TO EpYACTAPIO TIPETTEN VA KOBIEPWOEI Eva EUPOG TIHWV YIa KGBE
TapTida Tou Betikol papTupa avti-HBs ACCURUN 125. Edv Ta ammoteAéaara yia Tov BeTIKG JapTupa avTi-
HBs ACCURUN 125 givai ektdg ToU KoBIEpW UEVOU OTTOEKTOU EUPOUG TIMILV, QUTO EVDEXETI VO CTOTEAE
£vdeIgn U IkavotroinTikg amédoong Mg e&étaong. Mibavég aimieg acuppuviag TEpIAaPBAvouV: aMoiwan
TWV QVTIBPACTNPIWY TOU KIT £EETIONG, OPAAUA TOU XEIPIOTH, EATTWATIKY ATTI6300T ToU ESOTTAGHOU 1y
MOAUVON Twy avTISPaoTNPIWY.

MEPIOPIZIMOI THE AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN MNPETEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA GETIKOY KAI
APNHTIKOY MAPTYPA NOY MAPEXONTAI ME KATAXKEYAZMENAKIT EEETAZEON.

[Mpémel va akoAouBolvTal of AIAAIKASIES EZETASHE kai n EPMHNEIA TON AMTOTEAEEMATQN oy
TIOPEXOVTOI OTTO TOUG KOTAOKEUOOTEG TWV KIT EETA0EWV. TUydv amokhioeig ammd diodIKaaieg Tou CuvVICTUNVTal
Q6 TOUG KATAOKEUAOTES KIT eETaaNG evOEKeTal Vo TTpokaAéoouv Wn agiémmoTa amoteAéopara. O pdpTupeg
ACCURUN ev eivar BoBovounTég kar dev TipETel va XpnalpoTrolodvral yia BaBovopnan mpoadiopigHuN .
Ta xapakTnpioTIKG amédoang yia Tov BeTikd pdprupa avTi-HBs ACCURUN 125 éxouv emiBeBaiweei pévo yia
10 avTI-HBS. Auopeveig ouvBrkeg amoaToAg fi/kal @UAENG AXPATN HOpPTUPWY, N NHEPOMNVIa ARENG Tuv
oToiwV Exel TTaPEABEI, EVOEKETAI VOl TTPOKAAETOUV E0QaA Jéva ammoTEAéoaTa.

ANAMENOMENA AMOTEAEIMATA

0 0eTik6g papTupag avri-HBs ACCURUN 125 AEN EXEI ATIOAOOHZA TIMH. Eidika emimeda
avTISPaOTIKGTNTAS B TTOIKIAOUY WETAEU TIPOGDIOPITWY BIOPOPETIKUIN KATOOKEUOOTWY, DICPOPETIKUIN
SI0IKAC WY, SIPOPETIKWY apIBUWV TTapTidag avTIdpaaTnpiwv Kai SIaPOPETIKWY epyaaTnpiwy. Kabe
ETMIPEPOUG EPYATTAPIO TIPETTEI VA KaBIEPWOEI BIDIKATTES Y1 TNV EQapOYR EVOS TTpOypapaTOg
S1ao@aAiong ToIGTNTAG KAl yia TV TrapakoAoUBnan TG amddoang Twv EETATEWY O TaKTKR Baon. KaBe
epyaoTiplo Ba Tpémel va KaBIEpWaEN TO SIKO TOU 0pOG aTTOBEKTUNV TIHWY Yia KGBE e&éTaon. Ma mapddelyua,
TO OMTOJEKTO EUPOG TIMWV EVOEKETAN VOl TIEPINAUBAVEI OAEG TIG TIWEG EVIOG 2 TUTTIK WV amokAiGEWV TG EDNG

TIpAC 20 anieinv Sedopévwy Tou Aapavovtal ot 20 avaNioEiC oe Tepiodo 30 NuEPUV 3.

EIAIKA XAPAKTHPIZTIKA ANOAOZHE

O1 péprupeg ACCURUN éxouv axedlaaTei yia xpron We in vitro S108Ikacieg TTpoadIopIopoU yia GKOTIoUg
TrapakoAoUBnang Tng amédoaong Twv TPoadiopiopwy. O Benkdg paptupag avti-HBs ACCURUN 125
TIOPAoKEUAZETaN ammd avBpwTTIvo opd 1} TTAGO WA TTou €ival avTIdPAoTIKG yia avTIowaTa VAvTIa 0To
EMPAVEIOKS AVTIYOVO TNG NTRMITIdAG BKal un avidpao k6 yia 1o HBSAgKal yia ovTIGWATa EVAVTIO OTOV
HIV 1 kai 2, HTLV I kan I, kaBwg kan atov HCV. O1 pdiptupeg ACCURUN dev éxouv amodoBeioeg TIUEG,
Eidika emimeda avTidpaaTikéTTag Ba TroIkiMouv peTagy TpoadiopIo WY SIGPOPETIKWV KATOOKEUATTWY,
SI0POPETIKWY dIadIKATIWY, SIGPOPENKWY aPIBHWY TapTIdaG Kol SIOPOPETIKWY epyaaTnpiuwv. Kébe
ETMIPEPOUG EPYATTAPIO TIPETTEI Va KaBIEPWOE BIABIKATTES Y1 TNV EQapOYR EVOS TTPOYpapaTOg
Siao@aAiong ToIdTNTAS Kal yia TV TrapakoAoUBnan Tng amédoong Twv eETAoEWY O TOKTIKK Baon.
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