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

sera*care

> EIPA 2000 Getik6¢ HapTUPAC QVTI-TRETTOVAATOC (ZUQIAN)

ONOMAZIA KAI XPHZH T'IA THN OMOIA NPOOPIZETAI
O1 paprupeg ACCURUN mpoopidovtai yia Tov uToAoyio 6 TG akpifeiag Twv epyaoTnpIakwy eEETAoEWY Kal eival
Suvartd va xpnaigomoinBolv yia Ty avixveuon Tuxdv opaApdarwy aTig Siadikaaieg epyaatnpiakwy egeTaoewy. O

BeTIKOG papTUPAG aVTI-TPETIOVARIATOS (ZUPIAN) ACCURUN® 155 £xel SlapopQuwBel yia xprion We KiT in vitro
BIayVwOTIKWY EEETATEWV Yia TOV TTOIOTIKG TPoadioplaué avriowpaTwy IgG ato Treponema pallidum (Z0gIAn),
oupmepIAapBavopévwy diadikaaiwy TTPoadiopiaoU yia TPOANTITIKA avIXVEUTIKN £EETaan Tou aipaTog kal yia
SiGyvwaon kai TapakoAoUBnan acBeviv poAuapévwy pe 1o T. pallidum. Amé v SeraCare diatiBetal EexwpioTd
évag BETIKOG papTUPaG Yia eGETATEIS yia TN peayyivn. [a in vitro GlayvwaTikn xprion.

MEPIAHYH

H ouyvn egéraon avegaptntwv SelypdTwy ToloTIkoU eAEyXOU Trapéxel oTov avaAut éva péoo TrapakoAouBnang Tng
amoédoong TWV EPYACTNPICKWY TPOadIopIGHWY. Me Tn auviibn xprion Twv Japtipwy divetal n duvarétra oTta
€pyacTAplia va TapakoAouBolv Tn diakUavon Twy EEETACEWY aTTO NUEPT OE NUEPT, TNV ATTOI0OT TWV KIT
efeTdoewy amo TapTida o€ TapTida kal T dlakupavon HETagd XeIpIoTWwY, eV TIapExeTal ETiong BoriBeia atnv
avayvwpion Tuxov augicewv Tuxaiou fj cuoTUaTikol opaAparog. Eva kahd oxediaopévo TTpoypappa TToloTikoU
eAEyyou eival duvard va Tapéxel ETITAEOV EUTTIOTOOUVN OTNV AEIOTTIOTIC TwV amoTeAeTUATWY TTou AapBavovTal
yia ayvworta Seiypara. H xprion Selypdmwy XapnAig avTiBpacTiKOTTAG WG avesapTnToug JAPTUPES EVBEXETAI VOl
Trapéxel TOAUTIHESG TTANPOPOPIES TXETIKA HE TNV EPYACTNPICKI ETTAPKEIT Kal T SlakUpavan PETagy TrapTidwy KiT, ol
0TTOiEG EVOEKETAI VO ETINPEATOUY TNV EuaiaBnaica Tou TTpoadiopigol™.

APXEZ THZ AIAAIKAZIAZ

0 BeTikdg paptupag olpiAng ACCURUN 155 éxel oxediaoTei yia xprion We in vitro diadikaaieg Tpoadiopiouwy yia
aKoToUg TrapakoAoUBnang g amédoang Twv egetdaewy. O BeTikdg pdptupag augiAng ACCURUN 155
TIapaokeuaZeTal amd avBpwivo opd 1 TTAACA TToU €ival avTISPATTIKG YId TO QVTI-TPETIOVNHA Kall N
avmidpaoTikd yia To HBsAg kai yia avriowpata otov HIV 1 kar 2, HTLV | kai Il, kaBug kar otov HCV. Or pdptupeg
ACCURUN ev £xouv amodobeioeg Tipég. O péptupag autog xel diapopeweei yia Ty Trapaywyr BETIKAG
avTIBPaCTIKOTNTAG O€ EKEIVOUG TOUG TTPOOSIOPITHOUG KATAOKEUATTWY TTou TrapaTiBevial atov Tivaka 1. EIdika
mimeda avTidpaoTIkOTTag 6 TToIKIAAOUV HETAEU TIPOCDIOPITHWY DICPOPETIKWY KATATKEUATTWY, OIAQOPETIKWY
SI1adIKACIWY, SIAPOPETIKWY aPIBHWY TTAPTIdAG Katl BICPOPETIKWY EPYAOTNPIWY.

ANTIAPAETHPIA
Kwd. €idoug 2015-0090 3 giahidia, 2,0 ml ava @iaAidio

O paptupag autdg Trepigxer avBpwTivo opd f TAaoda, otaBepotrontég (EDTA, mapdyovteg pUBuiong) kai 0,1%
ProClin® (5-XAwpo-2-HeBUA-4-1008€e1aoAIv-3-6vn Kal 2-ueBUA-4-100B€IafoAIv- 3-6vN) WG TUVTNPNTIKG.

MPOEIAOMOIHZEIZ KAI TPO®YAAZEIZ

Ta in vitro SiayvwoTiki) xprion

NPOZOXH: Xeipi(eate Toug pdptupeg ACCURUN kai OAa Ta TrpoivTa avBpwrivou aipatog wg duvnTika
peradoang poAuaparikwv mapayoviwy. O Betikdg papTupag oUgiAng ACCURUN 155 mapaokeuddetal amo
avBpwivo opd fy TAdapa, un avridpaacTikd yia 10 HBsAg kai avriowpara atov HIV 1 kai 2, HTLV | ka 11, kaBug
Kkai atov HCV pe Tpéxouatg egetaiaeig mou amarmodvral amé Tov FDA.

MpoguAdgeig agpaleiog

AxoAoUBETE TIG GUVIOTWHEVES YEVIKEG TIPOQUAGEEIS Twv KévTpwy yia Tov éAeyxo Twv voawv (CDC - Centers for
Disease Control) yia 10 xeipiopu6 Twv paptupwv ACCURUN kai Tou avBpwmivou aiparog. Mpémel va opare
avaAwoipa yavia katé 1o XeIpIop6 avTidpacTnpiwy, Haptipwy f Selypdtwy. Mnv avappodre pe miméta e 10
OTOMA, UNV TPWTE KAl WNV TTVETE O€ XWPOUG OTTOU YiveTal XeIPIopAg delypdmwy. KaBapioTe Tuyov xupéva UiKa
akouTrigovTag Ta apéowg pe 0,5% didAupa uTroxAwpiwdoug vaTpiou. ATroppiyTe OAa Ta deiypara, Toug HApTUpES
Kai Ta UAiké TTou xpnaipotroin8nkav atny egétaon wg edv Tepieixav poAuapatikols apdyovteg. Metd 1o xelpiopd
avTidpacTnpiwy, Haptipwy fi SelypdTwy, TTAEVETE OX0AAOTIKG Ta XépIa 0T,

MpoguAdgeig xeipiaiol
Mn xpnoiporoieite Toug paptupeg ACCURUN peré v nuepopnvia Aéng. Amo@uyete T pikpoBiakr pdAuven Twv
HapTUpwV Katd 10 Avolyda kai 1o KAEoTOo Twv GlaAidiwy.

OAHFIEZ OYAAZHE

®uhdooere Tov BeTikd paptupa olpiAng ACCURUN 155 aToug 2-8 °C. MoAig avoiyTei, o BeTikdg paptupag auging
ACCURUN 155 6a mipéel va guAdooetal atoug 2-8 °C kai va amoppiTretal peta amé 60 nuépeg. Metd o avolypa,
KaraypayTe TV NUEPOUNVia avoiyaTog kai Tnv nuepopnvia Afgng ato giaAidio. Ae ouvioTwvtal ToAAaTAoi KUKAOI
KATAWUgNG-ammowugng S16TI VOEXETaI va EXOUV HETAPRANTEG AVETTIBUUNTEG ETMIDPACEIG OTA ATTOTEAETATA TWV
efer@oewy. MNa va amotpamei Tuxov diappon, puAdcaeTe Ta @iaAidia ae opBia Béan.

ENAEIZEIZ AZTAGEIAZ ‘H AAOIQZHE TON ANTIAPAZTHPION
Tux6v JETaBOAEG TG QUOIKNAG epAvIoNG eVOEXETaI va uTrodNAwvouV aoTéBeia fy aAhoiwon Twv PapTipwy
ACCURUN. AlaAUparta tou ivar epgpavig BoAa Ba Tpémel va atoppitrovTal.

AIAAIKAZIA

Mapexoieva uAika

O Betikdg paptupag alpiing ACCURUN 155 mapaokeud@detal améd avBpwrrivo opé fi TAGopa Tou eival avTidpaaTikd
Y101 TO QVTI-TPEMOVAKA Kal N avTIdpaaTiké yia 1o HBsAg kar yia avriowpara atov HIV 1 kai 2, HTLV | kai I, kabug
Kkai atov HCV. Aeite v evotnta ANTIAPAXZTHPIA yia pia AioTta Twv peyeBuv ouokeuaaiag.

YAikd Trou amrautoUvTal aAAd Sev Trapéxovral
Avarpégre aTiG 0dnyieg TTOU TTAPEXOVTAl OTTO TOUG KATAGKEUAOTEG TwV KIT EEETA0EWY TTou Bat xpnaipoToinBouy.

03nyieg xphong

AgriaTe ToUg PdpTUPES va pBATOUY O€ Beppokpaaia dwiatiou TPV até T Xpan Kal KATOTIV EMOTPEWTE TOUG
070 Yuyeio yia pUAAEN apéowg PETa T XpAom. AvapeigTe To TEpleXOMEVO Twv QIaAISIwV avaaTpEéPovTag Ta aTaAd.
O1 paprupeg ACCURUN Ba mpéel va mepihapBavovtal ot ektéAean e&étaang akoAouBwvrag akpiBug my idia
dladikaaia TTou TapéxeTal amé Tov KaraokeuaaTr yia dyvwaota deiypara. Or pdprupeg ACCURUN AEN mpémel va
avTikaBioTouv Ta avTIdpacTrpia BETIKOU Kal apvnTIKOU EAEYXOU TTOU TIAPEXOVTAI E KATAOKEUATHEVA KIT
e€eTaoewy. Oa TPETEl va KaBlepwvovTal aTTodeKTA EUPN KB YOopd TIOU XpNaIHOTIOIETaI VEX TapTida BETIKOU
paptupa aUpiAng ACCURUN 155. Mnv avaperyvuete diagopeTikég maptideg paptipwv ACCURUN 155.

MoioTikdg éAeyxog

Emeidn ol pdptupeg ACCURUN Oev éxouv amodoBeioeg TIHES, GUVIOTATAI KABE EPYCOTAPIO VA ETTIKUPWVEI TN
xprion kaBe maptidag pdprupa ACCURUN pe kaBe €101kd aUaTa TTpoadiopia ol TpIv amd T auvien xpron
TOU OT0 £PYOOTAPIO.

EPMHNEIA TON AMOTEAEZIMATON

Ta emimeda avnidpaoTikdTnTag Tou BeTikoU pdptupa au@iAng ACCURUN 155 vbéxeral va Troikilouv avahoya pe
TIG EGETAOEIG DIAQOPETIKWY KATAOKEUATTWY KAl TIG IAPOPETIKEG TTapTIOES KIT eSeTaTEWY. KaBe epyaaTipio Tpéel
va kabiepwaoel To 51K Tou £UPOG ATTOBEKTWV TIWV Yia Tov BeTIKG pdpTupa aU@IAng ACCURUN 155 pe Ta
OUYKEKPIPEVO KIT EGETGOEWY TTOU XpnatpotroloUvTal. Edv Ta amoreAéopara yia Tov BeTikd papTupa aUQIANG
ACCURUN 155 ¢ivai ektog TOU KaBlepwIEVOU aTTOBEKTOU EUPOUG TIWYV, AUTO EVBEXETAI v aTTOTEAET EVBEIEN N
IkavoTroInTIKAG amédoang Mg egétaong. Mbavég armieg acuppwviag TepiAapBavouy: aloiwaon Twv
avTIBPaCTNPiWV TOu KIT EEETAONG, TQAAUA TOU XEIPIOTH, EAATTWHATIKR amddoor Tou e§omAiooU, HOAuvon Twv
avTidpaoTnpiwy i SiacTaupodpevn pdAuvon tou pdptupa ACCURUN e Seiypara upnhoU Tithou fy pn
avTIdpacTika deiypara.

NEPIOPIZMOI THE AIAAIKAZIAZ

OI MAPTYPEZ ACCURUN AEN TMPEMEI NA ANTIKAGIZTOYN TA ANTIAPAZTHPIA GETIKOY KAI APNHTIKOY
EAETXOY MOY NMAPEXONTAI ME KATAZKEYAZMENA KIT EZETAZEQN.

Mpémel va akohouBodvtal maTa ol AIAAIKASIES EZETASHS kai n EPMHNEIA TQN ATIOTEAESMATQN mou
TIapEXOVTaI ATTO TOUG KATAOKEUADTEG TwV KIT eCeTéaEWY. TuXOV aTToKAICEIG a6 S1adIkaaieg ToU GUVIOTWVTAI aTTo
TOUG KOTAOKEUTOTEG KIT EEETA0EWV EVOEXETAI VO TIpOKaAéTOUV pn agiémmaTa amoteAéapara. Or papTupeg
ACCURUN mapéxovral yia akotroug diaapaAiong ToidTnTag kai dev TpETe va XpnaipotrolodvTal yia
BaBpovopnon 1 wg TPWTOYEVES TTapackeUaoHa avagopdg oe otroladrmote diadikaaia eETaong. AUoHEveig
ouvBrikeg amoaToAng A/kar pUAAgNG A xprion HapTUpwy, N NEEpopnVia AENG Twv omroiwy éxel TTapéABEI, evOEXETal
va TTpokahécouy eapalpéva amoteAéopara.

ANAMENOMENA AMOTEAEEZMATA

0 BeTikdg pdprupag aU@iAng ACCURUN 155 AEN EXEI AMOAOGEIZA TIMH. Autdg o BeTikog pdipTupag Exel
Siapopewbei yia My Tapaywyr BETIKAG avTISPATTIKGTNTAG € EKEIVOUG TOUG TIPOTBIOPITHOUG KATAGKEUAOTWY TTIOU
Traparibevral atov rivaka 1. Eidika emimeda avridpacTikéTnTag Ba ToikiAouv ETagU TTpoadIopIouwY
OIAPOPETIKWY KATAOKEUADTWY, SIGPOPETIKWY SIadIKATIWY, DICPOPETIKWV apIBwV TIapTidag Kal SIaQopETIKWV
epyaoTnpiwv. KaBe pepovwpévo epyactipio TpéTel va kabiepwaoel S1adikaaieg yia Tnv egappoyr evog
TIPOYPANKaTOg SIac@AAIoNG TTOIATNTAG Kail Yia TV TTapakoAoUBnan TG amédoang Twv eGeTéoewy o€ auvion
Baon. Kabe epyaatrpio Ba mpémel va kabiepwoel T0 S1K Tou EUPOG ATTODEKTWY TIMWV Yia KGBE e&étaan. Ma
TIapAdEIYHa, TO aTTOdEKTO €0POG TIWV EVOEXETAI v TEPIAABAVEI OAEG TIG TIHEG EVTOG 2 TUTTIKWY OTTOKAIGEWY TNG
péong Tipfg 20 onpeiwv dedopévwy ou AapBavovtal ae 20 avaAioeig oe Trepiodo 30 nuepwvS.

EIAIKA XAPAKTHPIZTIKA AMOAOZHE

O1 paprupeg ACCURUN éxouv axediaaTei yia xpron e in vitro diadikaaieg mpoadiopiapod yia okotroug
TapakoAoUBnang TG amédoang Twv mpoadiopiopwy. O BeTikdg paptupag algiAng ACCURUN 155
TrapackeuadeTal amé avBpwivo opd 1 TAGapa Tou eival pn avidpacTiké yia 1o HBsAg kai yia avriowpaTa atov
HIV 1 ka1 2, HTLV | kai I, kaBuwg kai atov HCV. Or paptupeg ACCURUN dev éxouv amodoBeioeg Tipég. Autdg o
BeTIkoG pdipTUpa Exel Blapop@WBE yia TNV Trapaywyr BETIKAG avTIdGPATTIKOTNTAG OE EKEIVOUG TOUG
TIPoodIoPITOUS KATAOKEUAATWY TTou TrapartiBeviar atov mrivaka 1. Eidika emimeda avridpacTikémrag 6a
TroIKiAAouV PETAGU TTPOTBIOPICHWY BIAQOPETIKWY KATATKEUAOTWY, DIAPOPETIKWV dIadIKATIWY, SICPOPETIKWV
apIBUY TTapTidag Kar SIaQopPETIKWY epyaaTnpiwy. Kabe pepovwévo epyaaTiplo TPETEN va KaBIEpWOE!
dladikaaieg yia TV egappoyn evag Tpoypduparog diaoeaAiong ToidTnTag Kal yia v TapakoAolbnon tng
amédoong Twy efeTdocwy oe ouviien Baan.
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Mivakag 1. O Betikdg pdptupag aleiAng ACCURUN 155 g aeipag 2000 eival avTidpaaTikdg 0TIG akoAouBeg
€€ETATEIG KATAOKEUTOTWY.
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