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NPOBAEMOMENH XPHZH

To avmidpaotipio Anti-Le® mpoopiletal yia v in vitro
Qvixveuan Kal avayvwpion TG KardoTtaong Tng avepwirivng
opadag aiparog Le? pe dueon cuykGAAnon.

MNEPIAHWH KAI ENEZHIHZIH

Ta povokAwvikd avTidpaoTtipia TTPoadiopiopo’  opddag
aipatog  Anti-Le? kai Anti-Le® emmpémouv oTa  epuBpd
AIJOO@PAipIa va  KATNyOpIOTToIoUVTal w¢ €Vag amd  TOug
akdAouboug  @aivotUTroug:  Le(a+b-), Le(a-b+), Le(a-b-),
Le(a+b+). O teAeutaiog paivoTutrog Le(a+b+) eivar e§aipeTika
OTTavIog.

H ouyk6AAnon Twv £puBPWV AIHOTPAIPIWY PE OTTOIODATIOTE
atmé Ta dU0 avTIdPaACTAPIa UTTOSEIKVUEI TNV TTApoudia Tou
KaTdAAnAou avtiydvou OTnv - EM@AvEId  Tou  €puBpol
aigyoo@aipiou. Ta avTiyéva Lewis Bpiokovtal TTiong oTov opd
Kol o€ GAAa owaTiKG uypd. Ta KUTTapa od@daAiou Awpou dev
EKPPAgouv Ta avTiyéva Lewis o€ TTAPKA TTOOGTNTA WOTE va
OuyKOMWvVTal atré autd Ta avTidPACTAPIA KAl ETTOPEVWG
katnyopiotroioUvtal wg Le(a-b-). ‘Eva n aAnbrg karaoTtacn
Lewis evog vntriou ouviBwg vivetal ppavig péxp! TNV nAIKia
Twv dUO ETWV (TTEPITTOU).

APXH THXZ EZETAZHZ

Otav  XPNOIYOTIOIEITAI  OTN  OUVIOTWHEVN  TEXVIKA, TO
avTIdpacTApIo autd TTPoKaAei GUYKOAANON (cucowpdTwon)
€PUBPWV aIJOCPaIPiWY TTOU QEPOUV TO avTiyovo Le?. H un
OUYKOAANGN UTTOBNAWVEI TNV aTToUCia Tou avTiyévou Le?.

NEPIFPA®H ANTIAPAZTHPIOY
To kUpio ouaTaTiKO QUTOU TOU QVTIOPACTNPIOU TTPOEPXETAI

até TV in vitro KAANIEPYEID TOU UBPISWHATOG TTOVTIKOU TTOoU
ekKpivel IgM:

‘Ovopa Kwdikég Kuttapikn ogipd
TTPOIGVTOG TTPOIGVTOG
Anti-Le® Z212 LEA2

H olUvBeon mrepiéxer emiong aABoupivn BdeIoU 0poU, EVIOKUTEG
kai 0,1% adgidio Tou varpiou (K.0.).

ZHMEIQZH: O dykog TTou XopnyeiTtal atrd T OTAYOVOUETPIKN
@IGAN avTidpaaTnpiou eival Tepiou 40 pL. Oa mpémel va
AapBavetar pépipva waoTte va e€ac@alieTal n diatipnon Twv
KOTAGANAwY avoloyidv opol TTpog KUTTapa o€ OAa Ta
ouoTApaTta e&éTaong.

To avTIdpacTrPIO AUTO CUMHOPPWVETAI HE TIG ATTAITACEIG TNG
Odnyiag  98/79/EK  yia 100 in  vitro  dIayVwOTIKA
10TPOTEXVOAOYIKG TTPOIGVTA KAl TIG CUOTAOEIG TTOU TTEPIEXOVTAL
oTig KateuBuvtrpieg odnyieg yia Tig YTNpeoieg WETAYyIoNng
aipartog o1o Hvwpévo Baaikelo.

ZYNOHKEZ ANOOHKEYZHZ

To avmidpaaTrpio Ba TTPETTEl va UAGOOETal O€ BEpUOKPATia
2-8°C.

MNPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ

Movo yia in vitro diayvwoTIKA Xpron

Ta Tmpoidvta Ba  TPETEl  va  XPNOIMOTIOIoUVTal  OTTd
KOTAPTIOPEVO TIPOCWTTIKG

Na pnv xpnoigoTroigital HETA TNV nUepopnvia Afgewg

Na pnv xpnoigotroigital €8v ival BoAd

Na pnv apaiwveral

H popery Tng nuepopnviag  Afgewg  ekppdgetal  wg
EEEE-MM-HH (Etog-Mrvag-Huépa)

To avTidpaoTripio autd TrepIExel agidio Tou vatpiou 0,1%.
To agidio Tou vatpiou evdéxeTal va avTidpdoel Je HOAURDIVES

A XOAKIVEG UDPAUAIKEG OWANVWOEIG KAl Vva  OXNUATioEl
EKPNKTIKEG EVWOEIG. EQv ammoppipBei o€ vepoxUTn, EeTTAUVETE

HE PEYAAN TTOCOTNTA VEPOU TTPOG ATTOPUYH TNG CUCCWPEUCNG
adidiwv.

EmBAaBég yia TNV udpdBia {wr HE HAKPOXPOVIEG ETTITITWOEIG.
ATTOQUYETE TNV  aTTEAUBEPWOT) Tou OTO  TrEPIBAAAOV.
ATTOpPiYTE Ta TIEPIEXOUEVA/TOV TTEPIEKTN OUUPWVA HE TOUG
TOTTIKOUG/TTEPIPEPEIaKOUG/BVIKOUG Kai dieBVEiG Kavoviopoug.

Aedopévou OTI To avTIdPACTAPIO auTO Eival (WIKAG TTPOEAEUONG
(TrovTiKOU i BoEI0), aTTaITEITOI TTPOTOXN KATA TN XProN Kal TNV
amoppIYn, KaBWG UTTAapXEl duvnTIKOG Kivouvog uOAuvang.

Ta pOVOKAWVIKG avTiowpara  ep@avifouv upnAd  Babud
dpacTIKOTNTAG, ouvageiag Kal €101KOTNTAG. Orav
XPNOIPOTTOIEITE TETOIO AVTIOWHATA, Ba TTPETTEN va €i0TE 1I01QITEPA
TIPOCEKTIKOI WOTE vVa ATTOPEUYETAI N dlacTAUPOUNEVN HOAUVOT.

To Tpoidv éxel PEPN (OTOYOVOUETPIKEG TIITTETEG) TA OTIOid
TIEPIEXOUV ATTOENPAPEVO PUOIKO KAOUTGOUK.

ZYAAOTH KAI MPOETOIMAZIA AEIFrMATQN

Ta deiypara Ba TPETTeEl va CUAEyOVTal PE TTPOTUTIN TEXVIKNA
guhhoynig. To Seiypa Ba TTPETTEl va €GETACETAI TO GUVTOUGTEPO
duvard petd Tn ouMoyr. Eav n e&étaon kobuoTeprioel, To
Seiypa Ba TTpETTEl va QUAGOOETAI O€ BEpUOKPATieEs YugNG.

Ta deiypata TOU €xouv TIAgEI 1 Ta deiypata TOU €XOUV
ouMexBei oe EDTA 6a mpémelr va efet@lovial  eviog
OEKATECOUPWY NUEPWYV OTTG TN GUANOYH. Aipa TTou GUAAEyETOI
até aigoddTeg oe ACD, CPD, CPDA-1, CP2D, CP2D pe AS-3,
CPD pe AS-1 kai CPD pe AS-5 ptropei va egeTaoTei péxpl Tnv
nuepopnvia Afgewg Tng aigodoaiag.

Oa Tpémel va divetal 1DIQiTEPN TTPOCOXN OV TIPETTEl va
egeTaotolv  aipohupéva  deiypara. Aev Ba  Tpémel va
XpnaoipoTrolouvTal £viova IKTEPIKA A eTTiHOAUCUEvVa SeiypaTog
aipaTog.

YAIKA

Mapexopevo uAIkS
o ALBAclone® Anti-Le?

AtraitoUpeva aAAd pn xopnyoUpeva UAIKA

PBS pe pH 7,0 £0,2

o Epubpd aipooeaipia avridpaotnpiwy, KatdAAnAa yia Tov
£Aeyxo Tou Anti-Le?

FuéAiva SokipaoTiké cwAnvépia 10 x 75 mm i 12 x 75 mm
MiéTeg

DuyokévTpion

XpovopeTpo

AIAAIKAZIA

YHMEIQZH: To avmidpacTtripio autd €xel TutroTroINdei yia
XPAON ME TNV TEXVIKA TIOU TIEPIYPAPETAl aKOAOUBWG Kal,
€TTOPEVWG, Oev PTTOpEl va SIacpalioTel N KAaTaAANAGTNTE Tou
yio Xprion o€ AAAEG TEXVIKEG.

Otav pia eEéTaOn QTTAITEl £TTWACN YIO CUYKEKPIUEVN XPOVIKN
Trepiodo, Ba TTPETTEI va XPNOIUOTIOIEITAI XPOVOUETPO.



ZuvIOTATal VO ETTITPETTETAI OTA AVTIOPACTAPIA VO PTACOUV OF
Beppokpaaia 18-24 °C Tpiv amé T Xprion.

‘Otav XpnoIYOTIOIEITE CUPTTANPWHATIKG Opyava egéTaong (TT.X.
PUYOKEVTPO), aKOAOUBEITE TIG BIABIKATIES TTOU TTEPIEXOVTAI OTO
EYXEIPIBIO XEIPIOTH TTOU TTAPEXETAI OTTO TOV KATAOKEUAOTH TNG
OUOKEUNG.

Texvikn owAnvapiou - Emwaon NIS 15

Aemrtwv/Nepi1divnon

1. MpoetoipdaTe 2-3% evaipnua EpUBPWV AINOCPAIPIWY OE
PBS pe pH7,0 £ 0,2. (MmopolUv va XpnoigotroinBouv
£pUBPA aipooPaipia avTIdPAoTNPEiWY aTeubeiag amd To
@IaAiSIO 1) CUPPWVA PE TIG OBNYIEG TOU KATAOKEUAOTH).

2. MpocBéote 1 oTayéva avTidpacTtnpiou TPoadiopiouol
opadwy aigaTog o€ £éva YudAivo SOKIJAOoTIKO CwAnvaplo.

3. MNpoobéote 1 oTaydva améd TO EvVAIWPNHA EPUOPWV
aigoaaipiwy. Ta Brjpara 2 kal 3 uTTopouV va EQapPooTolV
HE OTTOINdATTOTE OEIPd.

4. Avapeigte To TTEPIEXOPEVO TOU SOKIPAOTIKOU CwAnvapiou Kai
£TTWAOTE O€ yia 15 AemrTd o€ Beppokpaocia 18-24 °C.

5. ®uyokevTpioTe TO SOKIMAOTIKO CwANvApIo.

ZHMEIQZH: [poteivépevn  uyokévipion: 900-1.000 g
(trepitrou 3.400 rpm) yia 10 SeutepdAeTTTa A yia KaTdAAnAo
XPOVO Kal o€ KATAAANAN TaXUTNTA YIa TN XPNOIKOTTIOIOUHEVN
PUYOKEVTPO WOTE VA TTAPAYAyEl TNV I0XUPSTEPN avTIOpaon
TOU QVTICWHATOG PE T EPUOPE aIOTPaipIa TToU gival BETIKA
OTO QvTIyOvO, ETMTPETTOVTIAG TTAPGAANAG TNV €UKOAN
EVAILPNON EK VEOU TWV EPUBPWYV QIMOCPAIPiWY TTOU Eival
apvnTiké oTo avTlyévo.

6. ‘Emema omdé TN QUYOKEVTPION, avakivioTe ATA  TO
OWANVAPIO yIo VO aTTOKOAACETE TO CUMTIAYEG KUTTAPIKG
iCnua  omd TOV TUBPEVa KAl TTOPATNPACTE  GUECT
HAKPOOKOTTIKA YIa GUYKOAANON.

7. Karaypdyrte Ta amoteAéopara.

ITAGEPOTHTA THZ ANTIAPAZHZ

Ta amoteAéopata Tng e&éTaong Ba Tpétel va diaBadovTal, va
epunvelovTal Kal va KoTaypd@ovtal AGueca ETera atd Tn
@uyokévTpion. KaBuoTepoeig evOEXETAl va TTPOKAAEGOUV TNV
aTmooUVOEDT TWV CUMPTTAEYMAETWY  avTiydvou-avTiIGWHATOG,
£X0VTAG WG aTTOTEAET A aoBEVEiG BETIKEG 1} WEUBWG apVNTIKEG
avTIOPATEIG.

EPMHNEIA TQN ANOTEAEZMATQN

ZUyKOAANon = BeTIKO aTTOTéAEO A €EETAONG
Mn ouykdAAnon = apvnTIKS atmoTéAeopa e§€Taong

EAEMXOZ MOIOTHTAZ

O éAeyxog TTOIOTNTAG TWV AVTIOPACTNPIWY Eival aTrapaiTnTog
KaI Ba TTPETTEN va DIEVEPYEITAI KATA TV NuéPa TNG E€TOONG.

Ta epubpd aipoogaipia Le(a+b-) Ba Tmpémer  va
XPNOIPOTTOIoUVTAl WG BETIKOG HAPTUPAG.

Ta epuBpd aipoogaipia  Le(a-b+) Ba  mpémer  va
XPNOIHOTIOIOUVTAI WG APVNTIKOG PHAPTUPQG.

NEPIOPIZMOI

Ta kutTapa op@dAiou Awpou dev ekppdlouv Ta avTiyéva Lewis
O€ ETAPKA TTOOOTNTA WOTE VO  OUYKOAAWVTal ammé  To
QAVTIBPACTAPIO AUTO KOl ETTOPEVG KATNYOPIOTTOIOUVTAI WG
Le(a-b-).

H ékppaon opiopévwy avTiyovwy €pubpwyv aIJoOoQaIpiwV
evOEXETaI va eAATTWOET O€ 10XV KaTa Tn SIdpKeia TNG UAAENG,
10iwg ot deiypata pe EDTA kai og mmypéva OSeiypara.
KaAUtepa amroteAéopata Ba An@Bolv pe TTpéopata Seiypara.

EvaiwprioTe ek véou ATTIA TA SOKIUACTIKG CWANVAPIa TTPIV aTTd
v avdyvwon. H utrepBoAikry avadeuon evoéxeTal va
Siatapdgel Tnv aoBevr) uykOAANoN Kal va TTapdyel Peudwg
apvNTIKG aTroTeAéopaTa.

H utrepBOAIKR QUYOKEVTPION UTTOPEI va 0BNYROEl 0 SUTKOAIX
€K VEOU EVOIWPNTNG TOU GUUTIAYOUG KUTTAPIKOU IGANATOG, EVW)
n QveTTapKAG QUYOKEVTPION €evOéxeTal va odnyAoel o€
OuyKoAAnuéva KUTTapa TTou SI00KoPTTI(ovTal EUKOAQ.

Weuduwg BETIKA 1} YPeudWG apvnTIKA aTToTEAETATA PTTOPE] Va
TIPOKUWOUV  Adyw €POAUVONG Twv UNKWVY  e&éTaong,
akaT@AMNANG  Beppokpaaiag  avTidpaong,  akatdAAnAng
aTTOBAKEUONG TWV UAIKWY, TTAPAAEIPNG TWV aVTIBPACTNPIWYV
£EETAONG KAl OPITUEVWY TTABOAOYIKWYV KATAOTACEWV.

Ol KaTeoTaAPEVEG i} AOBEVEIG EKPPATEIG TWV AVTIYOVWY TWV
OpGdwWV  aipaTog  EVOEXETAl Vva  TTPOKOAEOOUV  WEUBWG
apVNTIKEG AVTIOPGOEIG.

Katd tn xprion Tou avTidpacTnpiou autou Pnv XPnoIPOTIOIEITE
OTITIKG BoNBrAPATA YIa TNV EPUNVEIR TWV ATTOTEAETPATWV.

EIAIKA XAPAKTHPIZTIKA AMOAOZHZ

Mpiv amé 1 didBeon, k&Be TapTida avTidpacTnpiou
ALBAclone® Anti-Le? e€eTaeTal e TN XPAON OUVICTWHEVWY
HEBODWYV EvavTi evOg TTAVEA EPUBPWIV QIPOTPAIPIWY TTOU gival
BeTIKG OTO AVTIYOVO KAl GPVNTIKE OTO QVTIYOVO, TTPOKEINEVOU
va d1a0paNIoTEl N KAaTGAANAN avTidpacTikdTNTA.

To avridpaotipio ALBAclone® Anti-Le? avTidpd pe kUTTapa
Tou ek@pagouv To avTiyovo Led.
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