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NPOBAEMOMENOZ ZKOMNOZ

AuTa Ta EpUBPA KUTTAPa avTIdPACTNPIWY TTPOOPIJOVTAI VIO TOV EAEYXO
NG €€éTOONG AVTI-aVBPWTTIVRG aPaIpiving.

EIZArQrH

1. EmBeBaiwon Tng EyKUpOTNTAG TNG EEETAONG AVTIOQAIPIVNG:
Mo va emBeBaihoete OTI 01 €GETAOEIG AVTI-AVBPWTTIVRG TQaIPivNg
£xouv diegaxBei owaoTd, Ta EPUBPE aIOTPaipIa AVTISPACTNPIOU TTOU
eival euaioBnToTroiNpéva pe avriowpa IgG Ba mpétrel va TTpoaTiBevTal
o€ OAEG TIG apVNTIKEG EEETATEIG.

Ta epubpd aipooeaipia avTidpacTnpiou yia xpion aTov €Aeyxo NG
eétaong  avmiopaipivng  Ba  Tpémel va  eival  aoBevwg
euaioBnTotroiNuéva, €101 WOTE va  gpgavifouv  e§aoBevnuévn

avtidpaon (apvnTiky Babupoloyia avridpaong f  BabuoAoyia
avridpaong Babuol 1), 6ToU TO QVTISPACTAPIO AVTI-AVOPWTTIVIG
oeaipivng éxel e§oudeTepwOEi atrd uTToAgippaTa avtiowpatog IgG. Ta
I0XUpWG euaicBnTotroinuéva  €pubpd  aipoo@aipia  EVOEXETAI VO
egakoAouBolv  va  avmidpolv  pE  HEPIKWG  EEOUDETEPWUEVT
avTISPACTAPIA AVTI-avOPWITIVIG TPaIpivng.

2. 'EAeyxog NG dueong Sokipaciag avrioaipivng oto BioVue
CAT:

‘Ortav Ta evaioBnTotroinuéva pe IgG epubpd aigoaaipia TTpooTiBevTal
g€ pia OTAAN TTou Trepiéxel avTi-IgG, n TTPoKUTITouca GUYKOAANGN
uttodnAWvEl T600 TNV TTapousia 6oo Kal Tn dPACTIKOTNTA TG QAVTI-
avBpwTTivng ogaipivng.

NEPIFPA®H ANTIAPAZTHPIOY

AuTd Ta £pUBPG AIPOOPAipIa AVTIBPACTNPIOU TTAPACKEUAOTNKAV ATTO
TouAdxioTov 4 86Teg aipaTtog Tng opddag O R1r, euaioBnTotroinuévoug
He TN xprion avTiowyatog IgG edikéTnTag avi-D. To Tpoidv diatiBeTal
wg  evaiwpnua  3-5%  TAupévwy  epUBPWV  QIMOTPAIPIWY,
evalwpnpévwy og TpoTroTroinuévo didAupa Alsever.

To diGAupa cuvTNENTIKOU €XEl TTAPACKEUAOTET EIDIKG yIa TN dlaTrhpnon
TNG aKePAIOTNTAG TWV EPUBPWIV QINOCPAIPIWY KAl TNG AVTIYOVIKOTNTAG
KOl TIEPIEXEI TO akOAoUBa CUOTATIKA: KITPIKO TPIVATPIO, KITPIKG 08U,
Se€TPOLN, Ivooivn, Beikn veopukivn (0,103 g/l) kal xAwPaU@aIVIKOAN
(0,349 g/l).

O GyKOg TTOU XoPnyEiTal atrd T OTAYOVONETPIKA QIGAN avTiIdpacTnpiou
givar mepimou 40 pl. AapBdvovrag umdyn autd, Ba Tpémel va
AapBdveral pépiuva woTe va  egao@alileTal n diatipnon Twv
KOTAANAWY  avoAoyildv  opoU:KUTTApwY o€ OAa TO CUCTAMOTA
egétaong.

AuTé TO QVTISPACTAPIO CUMHOPQWVETAI HE TIG ATTAITACEIS TNG
Odnyiag 98/79/EK yia Ta in vitro 310yvwoTIKA 10TPOTEXVOAOYIKA
TMPOIGVTA KOl  TIG OUOTACEIG TIOU  TEPIEXOVTAl  OTIG
KarteguBuvtiipieg odnyieg yia TiIg YITNPECieg HETAYYIONG AipaTOG
oT1o Hvwpévo BaailAeio.

ZYNOHKEZ ANOOHKEYZHZ

To avnidpaoTripio Ba TpéTel va puAdaaetal oTtoug 2 °C - 8 °C. Mnv
katayuxete. Mnv 1O  XpnolgoTioleite  €av  Eival  EPPAVWG
QATTOXPWHATIOPEVO 1 alJoAUPéVO. Mnv TO XPNOIUOTIOIEITE WETA TV
KoOIvOTTOINEVN NUEpopNvVia AAgNG.

MPO®YAAZEIZ INA TH XPHZH KAI THN AMOPPIWYH

To Tnycio UAKO ammd TO OTIOI0 TIPOEPXETAl QUTO TO TIPOIGV
dIamoTWONKE 6Tl Bev ival avTidpacTiké yia HBsAg, avti-HIV 1/2 kai
avti-HCV.

Kapia yvwoTt) péBodog e&étaong Sev pTTOpEi va TTAPACXE!
SiaBeBaiwon O6TI TA TTPOIOGVTA TTOU TTPOEPXOVTAI ATTO aVBpWTTIVO
aipa dev Ba peTradwoouv Aoipwdn voonpara. Zuvemwg, Ba
TPETEl va SiveTal N KATGAANAN TTpoooxn KATd Tn Xpon Kai TRV
aAmopPIYN AUTOU TOU TTPOIOVTOG.

H xAwpap@aivikéAn TagIvopeiTal wg Kapkivoydvog Kal n Benkn
VEOMUKIVN TagIVOuEITal WG EPEBITTIKN.

AuTé TO avTIBPACTAPIO TTPOOPIZETAI POVO VIO in Vitro ETTAYYEAUOTIKR
xenon.

Aev ouvIOTATAI N PETAQPOPE QUTWV TWV EPUBPWYV AIHOTPAIPIWY
avTIdpaaTnpiou ae GANOV TTEPIEKTN.

AIAAIKAZIEZ EEETAZHZ

1. EmBeBaiwon Tng eyKUpOTNTAG TNG EEETAONG AVTICQAIPIVNG:
AuTd Ta €pUBPA aIpOTPaipIa AVTIBPACTNPIOU EXOUV TUTTOTTOINGEI Yia
Xprion oTov €éAeyxo €EETAOEWV QVTI-QVOPWITIVNG OQaIpivNg  HE
OwANVAPIa Kal PE OVTIKEIMEVOPOPOUG TTAAKEG, OTTWG TTEPIYPAPETAL
akoAoUBwg, OTToU YpnalpoTroloUvTal 2 GyKol avTidPaoTnPiou avTi-
avepwTTIvNG oPaipivng.

H kaTaAAnAGTNTG TOUG yia Xpron o€ GAAEG TEXVIKEG Oev PTTOPEi va
dlao@aAioTel.  ZuvioTdTal  OTOUG  XPAOTEG va  eMIRBERaiivouv
TIPOOEKTIKA TNV KOTAAANAGTNTG  TOUu  avTIdpaOoTNpiou  TIpIV
XPNOIPOTTOINOOUV EVAANOKTIKEG TEXVIKEG.

Texvik cwAnvapiou

. MpocBéoTte 1 d6yko euaioBnrotroNuévwy pe IgG  epuBpwv
aioo@aipiwy o€ kABe apvnTikn e&éTaon.

e Avapeigte KaAd kal eTwAoTE yia 1 AeTrT6 oToug 20 °C.

. ®duyokevtprioTe oTa 1000 g yia 10 SeuTePOAETTTA 1} € KATGAANAN
£VaAAOKTIKA SUvapn g Kal Xpovo.

. AvokiviAoTe ATTIA TO OWANVAPIO yIa VO  ATTOKOAAACETE TO
OUPTTAYEG KUTTOPIKG ignua atré Tov TTUBUEVA Kal TTApaTnPrOTE
HAKPOOKOTTIKA YIa GUYKOAANON.

TEXVIKNA AVTIKEINEVOPOPOU TTAGKAG

. MpocBéate 1 dyko cuaioOnTotroNuévwy  pe IgG  epubpwv
aipoo@alpiwv o€ KABE apvnTikr e§€Taon.

. Avapeigre yia 1 Aemrté kai agrioTe 1o oToug 20 °C yia 4 eTiTAéov
AeTITd  avapelyvuovTag TIEPICTACIOKA.

e AvapeigTe Kal TTOpATNPAOTE HOKPOOKOTTIKA YIa OUYKOAANGN.

2. 'EAgyxog Tng dupeong Sokipaciag avriopaipivng oto BioVue
CAT:

Texvikn kaoétag (CAT) Ortho BioVue®
KarédAAnAo yia xprion o€:

. Kaoéta Avti-IlgG/AvTi-C3b —C3d/Mdptupa Ortho BioVue®
. Kaoéta MoAuduvaung Avti-lgG —C3d Ortho BioVue®
. Kaoéta Avti-IgG Ortho BioVue®

Mn autéparn pébodog:

. MpooBéate 10 pl evaiwpriparog 3 £wg 5% euaiodnToTroinuévwy
pe 19G epuBpwv aipoo@aipiwy oToug KataAAnAoug Baiduoug
avTidpaong TnG KAoETag.

. DUYOKEVTPIOTE TNV KATETA XPNOIPOTTOIVTAG TN QUYOKEVTPO TOU
ouotiparog Ortho BioVue®.

. AlaBdoTe TNV avTidpaon até To EPTTPOG Kal TO oW PEPOG TWV
HEHOVWHEVWY GTNAWY yia ouykOAAnan.

Otav XpnolpoTrolEiTe  auTopaToTToINuéva dpyava, aKoAoubeite TIg
SIadIkagieg TTOU TTEPIEXOVTAI OTO EYXEIPIOIO XEIPIOTH TTOU TTAPEXETAI
aTrd TOV KATOOKEUAOTH TNG CUCKEUAG.
EPMHNEIA TON ANOTEAEZMATQN

ZuykOAAnon
Mn ouykéAAnon

BeTIKS aTToTéAEOUO £EETAONG
apvnTIKé atroTéAeopa e§€Taong

MNEPIOPIZMOI AMOAOZHZ

Kard 1n didipkeia tng avaypapdpevn didpkeiag whg evoéxeTal va
TrpokUYel KaTTola aTrwAela euaioBnTtotroinong. Aedopévou 6T auth n
amwAela  KabopideTal ev pépel OTTO T XAPOAKTNPIOTIKA  TWV
MEHOVWHEVWY  aIpodOOIWY 1 dOTWV Tou Oev  pTTopolvV  va
TPOBAEPBOUV 1 va eAeyxBoulv, TTpéTel va epappdlovTal auoTnpd ol
OUVIOTWHEVEG OUVBNKEG aTToBrKEUONG Kal XProng.

Oa TPETTEI va ONMEIWBE OTI O TEXVIKEG QAVTIKEINEVOPOPWY TTAAKWV
gival  Aiyotepo  guaioBnteg  amd TG  peBOdOUG  ouykOAAnong
owAnvapiwy i oTNAWV.

Weudwg BeTikd 1 Weudwg apvnTiKG armmoTeAéopaTta PTTOPEi  va
TIpoKUWouV ASyw ETIPOAUVONG TwV UAIKWYV €EETOONG, aKATAAANANG
Beppokpaaiag avtidpaong, akatdAANAng ammoBrkeuong Twv UAIKWY,
TOpAAEIYNg  Twv  avmidpaoTnpiwy  €EETAONG KAl OPICHEVWV
TTOBOAOYIKWV KATAOTACEWY.

EIAIKA XAPAKTHPIZTIKA AMOAOZHE

AuTd Ta epuBpd aigoo@aipia avTidpaaTnpiou éxouv dITTIOTWOEI OTI
£€xouv BETIKN Gueon doKipacia avTiopaipivng, utTodeikviovtag OTi n
avBpwivn IgG eival avixveuoiun TNV KUTTApIK ETTIQAVEIQ.

211G peAETEG agloAdynong Tng amddoong (dedopéva apxeiou TG Alba
Bioscience Limited), 10 Z441 efeTdoTnKe €vavTi Tuxaiwv delydaTwy
TTAGoHaTOG.

H amédoon Tou Z441 ouvowileTal wg BETIKR Kal apvnTIK TToooaTIaia
ouhQwvia.

H BeTikr) TTooooTigia oupgwvia fTav 100% Kai i} apvnTIKr TTOoOOTIgIN
gupgwvia frav 100%.

Ta amoteAéopara Twv egetdoewv ATav 100% oUpewva pe Ta
avapevOuEva aToTeAéopaTa.

HMEPOMHNIA EKAOZHZ
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Mo TepIoodTEPEG TTANPOPOPIEG 1) CUPPBOUAEG, ETTIKOIVWVACTE UE TOV
TOTTIKS dlavouéa 00G.
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