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Evoedeiypévn Xpion

H Sokiyacia AESKUBLOTS® Liver Pro ival pia eviupgoavoooloyikr pé6odog pepBpavng yia
TOV TTOIOTIKO TTPOCBIOPICHS avTicwHaTwy IgG évavtl Twv avtiyévwv AMA M2, Sp100, LKM1,
gp210, LC1 kar SLA oTtov avBpwTivo opd. Ta avtiyéva TotroBeTouvTal WG TTAPAAANAEG
YPOUMEG O0€ akpIBWGS KaBopiopéveg BEoelg TTAvw o€ P HEPBPAVN VITPOKUTTAPIVNG.

H péBodog atroteAei epyaleio otn diagopikr) didyvwaon autodvoowy TTaBACEWY Tou ATTATOG.

To KIT TNG avoo0dOKIUNG TTPOOPICETAI OVO VIO ETTAYYEAUATIKI Xprion O€ EpyaCThPIa.

KAIVIKEG e@apuOYEG Kal apX TNG SOKIpNATiag

Ta 1Mo onuavTiKd autodvooa vooruaTta Tou ATTaTog ival n autodvoaon nrratimida (AlH) Tommwv
1-3, n TpwToTTalrg XoAIKA Kippworn (PBC) kai pia uBpIdiKA HOp®A auTwy Twv dU0 TTaBNRoEwWY,
n autodvoon xoAayyeiomadeia. H AlH givail pia xpdvia TTpoodeuTIKA NTTATIKA TTABnNon ayvwaoTtng
QITiag, TTOU AVTATTOKPIVETAI KAAG OTNV avoooKATACTOATIKA Bepartreia. Av dev AngBei Bepartreia,
waoTbdo0, n TPdyvwon eival kak. H PBC gival gia xpovia @Aeyuovwdng vooog TwV JIKPWY Kal
Meoaiwy XoAayyeiwv. Av dev avayvwploTei, EVOEXETaI va 0dNYACOEI o€ Kippwaon Tou Atratog. H
£ykaipn Kal a&lotmoTn didyvwaon gival, CUVETTWG, UYioTng onPaciag.

Ta avTiowpaTa EvavTi:

- Tou avmiyovou AMA M2 avmidpolv Me TIC TIPWTEIVEG TOU OCUPTTAEYHATOG
a@udpoyovdong KeTogEwv Twy pIToxovopiwyv. Eugavifovral o€ uwnAoug TiTAOug OTO
95% TWV aoBevwyv pe PBC. H évdeign cival kpiolung onuaaciog yia mn didyvwon Tng
PBC kai yia Tn diagopoTtroinon amd dAAa xoAooTaTiKd NTTaTIKG vOOrjuaTa.

- Tng diaAuTtAg TTpwrTEivng TTupAva Sp100 atravrouv Trepitrou 010 20-30% Twv aoBevwyv
pe PBC (Bluthner et al. 1999). ¥mdavia atmaviouv oe aoBeveic pe AlH (8%) kai
ouoTNUATIKO gpuBnuatwdn Auko (ZEA) (10%) (Wichmann et al. 2003).

- Ta pikpoowpata ATaTog Kai veppwv 1 (LKM1, yikpoowpata ATTATOG/VEQPWYV) Kal Ta
avTiowpaTa £vavTl dIAAUTOU NTTATIKOU avTiyovou (SLA) givar Tutrikéd tng AlH.

- gp210 agopouv €idka Tnv PBC (99%). QoT1d600, TTPOKUTITOUV POAIG 0TO 25% TWwv
aoBevwyv pe PBC (Bandin et al., 1996). To avtiyovo gp210 €ival yia evowuatwuévn
MEMBPAVIKH YAUKOTTPWTEIVN TNG TTUPNVIKAG HEPBPAVNG KOl EPOG TOU TTUPNVIKOU TTOPOU.

- LC1 kateuBUvovTal evavTia OTa KUTTAPOAUTIKG CUCTATIKA TWV NTTATIKWY KUTTAPWV.
MpokutrTouv 010 30% TWV aoBevwyv Pe BeTIkn anti-LKM-1 AlH, evw oto 10% Twv
a0Bevwv e AlH gival Ta péva KUKAOQOPOUVTA AUTOAVTICWHATA TTOU OXETICOVTAI JE TO
NTTap.

Apxn Tng e&éTaong

Ta avTiyova €papuolovial wG YPOUHEG TTAVW o€ o PEPBpdavn viITpokutTapivng. H
MePBPAvN ugicTatal TTapPePTTOdION TNG MN €dIkAG TTpdodeons (blocking). Taivieg
MEMPBPAVNG PE OUYKEKPIPEVA avTIyOva o€ TTANPWGS Kabopiouéveg BEoelg eTwadovTal o€
ociyyata opou 1 mAdoparog apaiwuéva 1:101. Ta avriowpota Tou aoBevoug, av
utrdpxouv oT0 Ociypa, OeopelovTal oTo avTiyévo. Ta pn deopeupéva  OToIXEa
aTTohakpUvVovVTal OTO €TTOPEVO PBrpa TTAUONG. ZTn OUVEXEIA, QVOOOOQPAIPIVEG £vavTi
AvOPWTTIVWV avTIyOvwV OUVOEDEUEVEG PE UTTEPOEEIDAON XPpEvou (OUleuyua) ETTWAOVTOI
Kal avTI®poUV e TO GUUTTAOKO QVTIYOVOU-QVTICWHATOS TWV BEIYHATWY. TO un OeCUEUPEVO
oUleuypa atmmopakpuveTal Pe TTAUON OTO €mmOuevo Bripa Tng diadikaciag. Metd tnv
TTPOOBNKN Tou uttooTpwpaTtoG TMB, autd petatpémmeral o€ PTTAE i(npa, PEOW MIOG
evquuikng avTtidpaong. H avtidpaon otapatd Ye atreoTayuévo vepo.
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3 MNepiexdbueva Tou KIT
POX ANAXYXTAZH
ZT0IXEIO MoodtnTa B e Mepiypaen / Mepiexopeva
KOTTOKIOU dioAUpaTOg
3 xvyia10
ml
AvTIOPACTHPIO TTAPEUTTOBIONG OUMTTUKVWU . ATraxo ¢npo yaAa og okdvn yia TTOpacKeun 3 X
X A . Aeuko AIY . . !
un €18IKAG TTIPOOdETNG £vou 10 ml puBpioTIKOU SIAAUHATOG BEIYHATWY
SI0AUpaTOG
TO KOBéva
5 814 J 20x o €vo yla Trapaokeun) 1 L
PuBuioTiké didAupa TTAUoNg 1 X 50 ml AEUKG XPWHO X ULHTL’JKVlleJ v vl. TTOPAOKEUN
(20x) PuBuIoTIKG SidAupa Tris, pH 6,9 + 0,2
ETOIMO INPOX XPHXH
2T0IXEIO MogétnTa e i Mepiypaen / Mepiexopeva
KATTAKIOU S10AUpOTOG
. . Avocoogaipivn G (IgG) évavt avBpwtivwv
20Ceuyna, I9G 1X 10 ml WA axpwHo avTlyévwy ouleuypévn JE UTTEPOEEIBACT XPEVOU
Yméotpwua TMB 1X10ml padpo axpwpuo >1aBepotroinuévo TMB/H,0,
XPWHOTIKO . . .
Tawvieg yepBpdvng 24 Tawvieg G KWAIKAG: AY E'IT'IKC()\ULpr] ue avryéva BA. MpoPAemmopevn
KaQE xenon
Aaida, TTpATUTTO AVaPOPAG,
@UAAO BaBuoAdynong, 1 1ey. avd
QUTOKOAANTEG Awpideg (DITTAAG  KIT i Al A
owng, Aeukég)
dioKog £TTWaONG 3 TUX AY AIY AY
ET’IKETEQ yia TO pUG}JIGTIKO 3 1y AY AY AY
SIdAupa Twv SelyPdTWY
YAIKA IOY AIAITOYNTAI, AAAA AEN MAPEXONTAI
TAAT@OPUA avadeuang, oyKOUETPIKOG KUAIVOpog 1000 ml, TiTéTa i oyKopeTpikd KUAIVOpog 10 ml, mimréreg akpiBeiag (10, 1000 pl),
atroppo®nTikd f dINBNTIKG XapTi. O1 e€eTdTEIG Hag Exouv oXedIAaTEl yIa va XpnoIPoTrololvTal Pe KeKaBapuévo vepd, aUpwva Pe
Tov opiouod TnG PapuakoTroliag Twv Hvwpévwy MoAireiwv (United States Pharmacopeia, USP 26 - NF 21) kai Tng EupwTtraikig
®appakotroliag (Eur.Ph. 4th ed.).
4  @®UAagn kai xpoévog diatppnong

OAa Ta avTidpacTripla Kail o1 Talvieg PepPBpavng Tpétel va QuAdooovTal oToug 2-8 °C/35,6-46,4

°F oToug apxIkoug TTEPIEKTEG. META TNV TTPOETOINACIA, TO avaoUOTABEV puBUICTIKG SIGAUPa
TTAUONG, KABWG KAl Ol AVOIYHEVEG TaIVIEG, TO OUCeuyua Kal To UTTéoTPpWHa TMB gival oTtaBepd
oToug 2-8 °C/35,6-46,4 °F yia £¢1 €Bdouddes. To avacuoTaBév avTidpacTApIO TTAPEUTTOSIoNG
pn €0IkAG TTPoodeong civar oTabepd oTtoug 2-8 °C/35,6-46,4 °F yia 3 eBdopades. Ta
QVTIOPOOTHPIO KOI Of TAIVIEG TTPETTEI VA XPNOIKMOTTOINB0oUV udvo TTpIv aTro TNV nuEpounvia Angng
TTOU avaypd@eTal OTo avTioTolxo ouoTatikdé. Mnv XpnOIYOTIOIEITE CUCTATIKA MPETA TNV
nuepounvia AENg Toug. ATToQUYETE TNV £viovn €kBeon Tou diaAuuatog TMB oTo @wg.
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Mpo@uAdgeig KaTd Tn XprRon Kal YEVIKEG 0dnyieg

5.1

5.2

Aedopéva oXETIKA pE KIVOUVOUG YIA TNV UYEia

AuTto 1O TTpOidv evdeikvutal yia IN VITRO AIAFNQETIKH XPHZH povo. Emopévwg, pévo
eKTTAIOEUPEVO TTPOOWTTIKG TTou €xel AdBel e€eidikeupévn KaBodrynon o€ OIayVWOTIKEG
MEBOBOUG in Vvitro TTPETTEI VO XPNOIUOTTOIET TO KIT.

OAa 1O TTEPIEXOPEVA TOU KIT TAgIVOPOUVTAl cUP@wva Pe Tov Kavoviopo (EK) Ap. 1272/2008
[CLP]. BA. To Aehtio Acdopévwv Ac@alciag (Materials and Safety Document, MSDS) yia
TEPIOCOTEPES TTANPOPOPIEG OXETIKA PE TO CUCTATIKA.

Ouoieg mou atapiBuolvtal oTov Aeyouevo "KatdAoyo uttoyR@Iwy TTPoG adeloddTNon OUCIWYV
TTOU TTPOKAAOUV TTOAU peydAn avnouyxia (SVHCV)" tou EupwTraikol Opyaviopou XnuiKwv
Mpoidviwv (ECHA) dev eival okémiga cuoTatik@ auToU Tou TTPOIOVTOG. Aev avapéveral,
OUVETTWG, QUTEG O oUaieg va TrepiExovtal o€ TToooTnTa = 0,1 % OTO TTPOIdV.

Ta avridpaaTripla TTEETTEI va QUAGTCOVTAI UE ATPAAEIa HaKpIG aTTd Ta TTaIdIG.

EidikOTEPQ, TO pEiyHa Oev TTEPIEXEI KAMIO ouaia ae ouyKevTpwaoelg = 0,1 % TTou TagivoueiTal wg
PBT ) vPvB.

Ta dciypata aoBevwy Ba TTPETTEI va BewpouvTal evOEXOUEVA HOAUCUOTIKA Kal va TuyXavouv
XEIPIOPOU oUuwva e Tnv €0vik voupoBeaia. Ta deiypyata aoBevwv kar GAAa moavwg
MoAuopaTiké UAIKG Ba TTpETTEl va aTToAUpaivovTal HETA TNV eKTEAEON TNG DOKIWNG.

Mevikég odnyieg xpRong

Ma 1 d1dkpion Twv dla@opwy e¢eTdocwv AESKUBLOTS® 1Tou diatiBevTal xpnoIdoTToIEiTal hia
XPWHMATIKA KWAIKOTToiNoN TTAVW a1To TN YPAUMI ava@opds TWV TAIVIWV.

XpWHATIKA KW3IKOTToinon AESKUBLOTS®

KOKKIVO ANA-17 comp
TTOPTOKQOAI ANA-17 Pro
Ka®E Liver Pro
Mwp Vasculitis Pro
padpo Gastro Pro
mpdaIvo Borrelia-G kai Borrelia-M

2TNV TTEPITITWON KATA TNV OTToia 01 TTANPOYOPIES TOU TTPOIGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival E0QAAUEVEG, ETTIKOIVWVIOTE PE TOV KATOOKEUAOTH R TOV TTPOUNBEUTH TOU KIT
ggétaong.

To puBuIoTIKG diIGAupa TTAUCNG UTTOPEI va XpnolpoTToindei Kal o€ AAAEG TTAPTIOEG | KIT TNG
dokipaciag. OAa Ta AAAa cuoTaTiKG €ival CUYKEKPIPEVA YIa KABE KIT £€€TaoNG KAl OV TTPETTEI
va evaAAdooovtal. Mnv aviaAAdooeTe avTidpacThpia PETAEU BIAYVWOTIKWY EEETACEWY YIa
auToavoaoia kail borrelia!
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MNa ToV XEIPIOUO TWV CUCEUYHATWY, UNV XPNOIKOTIOIEITE doXEia ATTd TTOAUCTUPEVIO.

ApnoTe 6Aa Ta cuoTaTika va ¢Bdacouv os Bepuokpacia dwuartiou (20-32 °C/68-89,6 °F) trpiv
a1ré TN XPHon, avaueiete KaAd Kal aKOAOUBNOTE TO CUVIOTWHEVO OXEDIO ETTWACNG WOTE VA
ETMTUYXAVETAI N BEATIOTN ATTOdOCN TNG £EETAONG.

Mnv ekBéteTe Ta cuoTaTIKG o€ Bepuokpacieg dvw Twv 37 °C/ 98,6 °F.

H avappoenan Tou SIGAUPOTOG UTTOOTPWHATOG Ba TTPETTEN VA YivETaI TTAVTA JE KAIVOUPYIO AKPO
TITETAG MOVO. TMPooTATEUETE QUTO TO AVTIOPACTHPIO ATTO TO QPWG. 2€ KAMIa TTEPITITWON Oev
EMTPETTETAI N avappo®non oulelyuatog HeE AKPO TIITTETAG TTOU €XEl TTPONYOUMEVWIG
XpnolpoTroinBei oe AAAa avTidpacTrpla.

H évtaon Tou xpwpaTtog TG {wvng Ogv OUCYXETICETAI ATTAPAITNTA PE TOUG TITAOUG AVTICWHATWY
TToU AaupavovTal pe AAAeg peBodoAoyieg avapopdc.

Aciypata atmmd QaIVOUEVIKA UYIEIC QINODOTEG UTTOPEI VA TTEPIEXOUV AUTOAVTICWHATA.

Edv 10 Ociyya TOUu acBevh) Trepiéxel aufnuéva  eTmiTTeda AVOOOOUUTTAOKWY 1 GAAwvV

CUCCWHATWHATWY avoooo@aipivng, Oev UTTOPEI va ATTOKAEIOTEl TO €vOEXOMEVO WEUDWG
BeTIKWVY aTTOTEAEOUATWY ATTO [N €I0IKA TTPOCdEDN.

H teAikil KAIVIK Sidyvwon dev Ba mpémel va BacileTal HJOVO OTA ATTOTEAEGMATA TNG
mapouoag OdSokipaociag. H diayvwon 0a trpémel va yiveralr omé yiarpé a@ou
agioAoynBoulv 6Aa ta KAIVIKA Kal gpyaocTnpliakd supfuata. H didyvwon 0a mpétrel va
€maAn@eleTal XPNOIMOTTOIWVTAG SIAPOPETIKEG DIAYVWOTIKEG HEBODOUG.

ARQyn deiyparog, rpoeToIpacia Kal QUAagn

Xpnoiyotrolgite katé TTpoTiunon epéoka deiypata opou A TTAAoPaTog. H Afywn Tou aipartog
TTPETTEl va yiveTal CUPNQWVA PE TIG €OVIKEG VOMIKEG amrauthoels. Na punv XpnoigoTrolouvTal
IKTEPIKA, AITTQIUIKG, aigoAupéva i oAuouéva atmd Baktipia dsiypata. Agiyuata opoU Trou
TTEPIEXOUV owpaTidla Ba TTPETTEl va KaBapiovTal e QUYOKEVTPION O€ XaunAr TaxutnTta (< 1000
X g). ZUANAéyeTe Ta SeiypaTa aipatog o€ kabapd, oTeyvd kai Keva @iaAidia.

MeTd Tov dlaxwpIoUo, Ta deiyuaTa Ba TTPETTEI va XPENOIUOTTOIOUVTAI EVTOG TWV TTPWTWY 8 WpWvV
atmd TN ouAdoyr. EvaAAakTikd, Ta Ociyyata ptmopolv va @uAaxBouv e epUNTIKA KAEIOTA
@laAidla oToug 2-8 °C/35,6-46,4 °F yia £éwg kal 48 nuépeg N va katayuxBouv oTtoug -20 °C/-4
°F yI1a ueyaAUTepa XpoVvIKA diaoTApaTa. ATTOQUYETE TNV ETTAVEIANPUEVN KATAWUEN Kal aTTOWuUEn
Twv delypdtwy. (Thomas: Epyacia kai didyvwon: KateuBuvtrpia ypauury CLSI GP44-A4) Mn
xpnoiuotroigite deiyparta (56 °C/132,8 °F).
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Ailadikacia Tng pedddou

7.1

7.2

MposToipacia TpIv atrd TV Evapén
BeBaiwBeite 611 dev €xouv oxXnNUATIOTEI KPUOTAAAOI QAATWY OTO CUNTTUKVWHEVO didAuua. Edv
£Xel oupBei autd, dlaAuoTe Toug KPUOTAANOUG BepuaivovTag eEAaPPWG, EPOCOV N BepoKkpaacia

dwpaTiou dev gival ETTAPKNG yIa TN SIGAUCT TWV KPUOTAAAWY OTO GUUTTUKVWHEVO BIGAUMQ.

ApaIWOTE TO CUUTTUKVWHEVO pUBPIOTIKO didAupa TTAUoNG o€ 1:20 pe atreoTayuévo vepo (TT.X.
50 ml ouv 950 ml).

MNa TNV TTaPaCcKEUr] Tou PUBUIOTIKOU dIOAUPATOG TwV OelyudTwy: TTpocB£oTe 10 ml puBuIcTIKOU
OlaAUpaTog TTAUCNG O€ €va UTTOUKAAI avTidpacTnpiou TTapeuTrédiong un €I8IKAG Tpdodecng
(Blocking Reagent) kai avakaTéTte KOAA.

BApara tng e€éTaong
ZNMAVTIKEG ONHEIWOEIG:

AkoAouBeite akpIBwg autd To TTPWTOKOAAO. Befaiwbeite 6T Ta dU0 ouoTaTikKG TTOU
Ava@EPOVTAI OTO TTPWTOKOAAO TTpoaTiBevTal oTov dioko oTta BApata 2, 6, 9.

Mnv a@AveTe TIC TaIViEG va GTEyVWOOoUV KAt Tn didpkeia Twv BnuUdTwy £TWaACNG.
Mnv akoupTTdTE TIG TaIVieG PE Ta BAXTUAA. XpnolyoTrolgite TN AaBida.

A@aipéoTe TTAAPWG Ta apalWPEVa SEiyPaTa JETA TNV ETTWACT) TWV TAIVIWY, WOTE VA ATTOPEUXOEI
TUXOV eTIudAUvVOnN.

AVOKIVEITE CUVEXWG TIG TAIVIEG KATA TN SIAPKEIA TWV PBNPATWY ETTWACNG.

To puBuIoTIKO diGAUpa SeiypaTog, TO OUCEUYUA KOl TO UTTOOTPWHO Ba TTPETTEI va TTAPEXOVTOI
Madi pe To puBuIoTIKG dIGAUPA TTAUONG OTN Hia TTAEUPd Tou diokou eTTwacong. Mnv emTPETTETE
TN por TTavw aTro TIG TAIVIEG.
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Bnua Mepypaen

1. BePaiwbeite 611 n TpoeToIpaacia, atmd 1o BAMA 7.1 TTapaTTavw, €xXEl EKTEAEDTEN TTPIV aTTO TNV

évapgn Tng e€€Taong.

[ W
| e =2

OPOI EAEIMXQOY KAI AEITMATA
3. Samples

e
O T

30 min %

e N

— =P —

t |

Z3x

2YZEYTMA

N
|
7. @ T

30 min -

|
8. @ T
I_:Zl/l_) \%ﬂ —)Iivl

t |

X 3x

ToTmoBEeTAOTE TNV TAIVIQ PE TOV OWOTO
TTPOCAVATOAIOUS HEGA OTOV OICKO £TTWACNG (YPAMMN
AvaQOPAG Kal XPWHATIKA KwdIKOTToINoN TTPOg Ta
emavw). NMpoacBéaTe 700 pl pubuIoTIKOU dIAAUPATOG
TAUoNG kai 300 pl puBuioTIKOU SlIoAUUATOC OEiyaTOg
oTov dioko emwacng. EyparmTioTe Tnv Taivia oto
OIGAUpa KAl ETTWACTE TN yIA 5 AETTTA YE avakivnon.

MeTagépeTe pe mimméra 10 pl deiyparog opol oTOUG
KaBopiopévoug diokoug eTTwacng padi ue pubuIoTIKO
SIGAupa deyPATWVY.

EmmwdoTe yia 30 Aetrtd otoug 20-32 °C/68-89,6 °F pe
avadeuon. ‘Ereta, agaipéoTe To deiypa TTARPWG.

MAOveTe 3 @opéc yia 5 Aemrtd pe 1,5 ml puBuioTikoU
OloAupatog TTAUONG Me avdadeuon. A@aipéoTe TO
pubuioTikd didAupa TTAUONG pETd ammd kdBe Brua
TTAUONG.

MeTagépete pe mirETa 700 pl puBuIoTIKOU SI0AUPATOG
mAUong kar 300 pyl ouleuypotog o¢ KAOe dioko
ETTWACNG TTOU QEPEI TAIVIAL.

EmmwdoTe yia 30 Aetrtd otoug 20-32 °C/68-89,6 °F pe
avadeuon. AgaipEéaTe TO0 CULEUY Q.

MAOveTe 3 @opég yia 5 Aemrrd e 1,5 ml puBuioTikoU
OlaAUpaTOG TTAUCONG WeE  avddeuon. AQaIpéCTE TO
pubuioTIKG dIdAupa TTAUONG METE ammd KaBe Brua
mAUONG.
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YI'IOZTPQMA
9.

Metagépete pe miréta 700 yl amreotayuévou H20 kal
300 pl utrooTpwpaTog 0 KABe dIOKO E£TWACNG TTOU

@Epel Talvia.

@ T EmmwdéoTte yia 15 Aemrtd otoug 20-32 °C/68-89,6 °F ue

15min avadeuon, TTPOCTATEUOVTAG CUYXPOVWG aTTO TO £VTOVO

—> PWG. AQaIpéoTe TO UTTOOTPWA.
\%ﬂ 1

TO BAMG pia Qopa.

AIAKOINH
11. —=
\ @ T MeTagépeTe pe mmméTa 2 ml ammeotayuévou H20 o€ kGBe
dioKo eTTwaaong TTou @épel Tavia. EmwaoTe yia 1 Aetito
% pe avadeuon. AgaipéaTe 1o dH20. ETravaAdBere auto
= . B .
I

X2x

A@aipéaTe TNV TaIVia a1rd TOV BiOKO ETTWACNG. ZTEYVWOTE TNV Tavia o€ dindnTikd xapTi

13. AvaAUoTe Ta aTToTEAETUATA EVTOG 24 WPWV.

H dokipacia AESKUBLOTS® Liver Pro mrpoopileTtal £TTioNG Yo auTOUATN £TTECEPYOTia Kal
afloAéynon oTo autoparotroinuévo ouotnua HELIA® Automated Blot System.

MpocToiyacia avTidpaoTnpiwy yia To HELIA® Automated Blot System: ApailoTe éva JEPOG
OUMTTUKVWHEVOU puBuioTikoU SiaAupaTog TTAuong (WASH) pe 19 pépn utrepkdBapou vepou
(171.X. 50 ml cupTTUKVWHEVOU PUBUIOTIKOU SloAUaTog TTAUoNG Kal 950 ml utrepkdBapou vepou)
yla va AaBeTe €va puBuioTikd didAupa TTAUONG £Toipo TTPog Xprion. OAa Ta dAAa avTidpacTipia
givar étolya Tpog Xpron yia Tnv avdAuon oto HELIA® Automated Blot System. lNa
AETTTOUEPEIEG OXETIKA WE TOV XEIPIOUO TNG Sokipaaiag oto ouoTtnua HELIA® Automated Blot
System avaTpéCTe aTo gyxelpidio odnyiwv Tou HELIA® Automated Blot System.
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MoloTikA gppnveia

8.1

Edv o1 TIpéG Twy opwiv EAEyyxou Bev IKOVOTTOIOUV Ta KPITAPIA, N €€€Taon cival un €ykupn Kai
TTPETTEI VA eTTAVAANPOEi. MNpoTeivoupe Tov eTTaVEAEYXO OEIYUATWY TTOU Eival OpIakd.

Oa TpéTTel va eAeyXBouv €TTioNG Ta AKOAOUBa TEXVIKA BEuarta: nuepopnvia ANgNG Twv
(TTapackeuaopévwy) avTidpaoTNPiwy, OUVOAKEG aTrobrikeuong, TITTETEG, €COTTAIOUOC,
OUVONKEG €TTWAONG Kal HEBOdOI TTAUONG.

Edv ta deiyuata 1ToUu e€eTdlovTal TTapouaialouv TTApEKKAIVOUCEG TIMEG ) OTTOIOOATTOTE €iDOG
OaTTOKAIONG A €AV T KPITAPIO ETTIKUPWONG OEV IKAVOTTOIOUVTAI VIO AOYOUG TTOU BEV EUTTITITOUV
oTnv €uBlvn TOU XEIPIOTH, OTTEUBUVOEITE OTOV KOTAOKEUQOTH | OTOV TTPOMNBEUTA TOU KIT
gtétaong.

laTpIKG €pyacTrpia PTTOPOUV va SIEEAYOUV E0WTEPIKOUG EAEYXOUG TTOIOTNTAG ME BIKOUG TOUG
0poUG eAéyxou ri/kal opoug aTrd Tnv TPATTea aiaTog, CUNPWVA E TOUG £BVIKOUS KavVOVIGHOUG.

Xeipokivntn avdAuon
Ta ammoteAéopaTa NG €€Taong UTTopoUV va BewpnBolv £ykupa eqv:

- O Aaitoupylkog opd¢ eAéyxou gival opaTdg

- O opdbg eAéyxou dlaxwpliouou gival opaTodg

- H évraon Tou XpWHOTOG TOU OPOU eAEyXou dlaXwpIlouou gival aoBevéoTepn atrd TNV
£VTaon TOU XPWHATOG TOU AEITOUPYIKOU BEIYUOTOG EAEYXOU

2TEPEWOTE TIG OTEYVEG TAIVIEG TTAVW OTO QUAAO BaBuoAdynong, €UBUYPOUUICHEVEG PE TN
YPAPun avaeopds. EuBuypaupiote 10 TTPOTUTTO ava@OPAg HPE TN YPOUMN ava@opdag Twv
TaIviwv. EpunvedoTe Ta attoteAéouaTa uévo o oxEon YE Tov 0pO eAEyxoU BlaxwpIouoU KABE
Taiviag.

KdaBe kit TNG doKipyaoiog TTePIEXEl Eva EyXPWHO avTiypa@o PE OAEG TIG CWVEG TTOU UTTOPOUV VO
EUPAVIOTOUV O0TN OOKIUA.

H avdAuon ekteAeital ye oUyKpIon TNG £€VTOONG TOU XPWHATOG TOU KABE avTidpacTnpiou wg
TTPOG TNV £VTAoH TOU XPWHATOG TOU 0poU eAéyxou diaxwpiopou. H dokiuA gival avagidtrioTn
€AV ol evTaoeIg dev dlIOPEPOUV OoNUAvVTIKA. Edv n €vtaon Tou XpwpaTtog gival o €viovn, TO
aTroTéAEOPa TNG BOKIPNAG gival BETIKO, evw €AV n €vTaon TOU XPWUATOG gival aoBeveéaTepn, TO
TEOT €ival apvnTIKO.

Ta ammoteAéopaTa YTTOPOUV va KaTaypa@ouv oTo QUAAO BaBuoAdynong.
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8.2 AgIoAdynon pe TNV UTTOOTAPISN AOYIOHIKOU

H avdAuon Twv Taiviwv JTTOPEl va Trpayuatotroindei pévo pe TN XPrion Tou AoyiouIKoU
AESKU.SCAN. Avartpé€te aTig odnyieg xpriong tou AESKU.SCAN.

Ta ammoteAéopaTa NG €€Taong UTTOPoUV va BewpnBolv £ykupa €4v:
- O AaitoupyIkOg opdg eAéyxou gival opaTdg
- O opdg eAéyxou dlaxwplopou gival opaTog
- H évraon Tou XpwuaTog ToU 0poU eAéyXou dlaxwpiouou gival aoBevéaTepn aTTd TNV

£VTaon TOU XPWHATOG TOU AEITOUPYIKOU BEIYUOTOG EAEYXOU

AESKU.SCAN 2.0:

2TEPEWATE TIG OTEYVEG TAIViES TTAVW OTO PUANO BaBuoAdynong (EKTUTTWOIKO) O€ eUBUYPAUPIoN PE
N Yypauun avapopds. EuBuypapuiote 10 TPOTUTIO ava@opds PE TN YPAMMA ava@opds Twv
TAIVIWV.

AloA\oynoTe TIG TaIvieg GUPPWVa WE TIG 0dnyieg xpriong Tou Aoyiouikou AESKU.SCAN 2.0.

H 1T0I10TIKI ) avAAuon aTTOTEAEOUATWY EKTEAEITAI PE TN OUYKPION TNG £VTOONG XPWHATOG TOU KABE
avTIdOPACTNPIOU HE TNV EVTAOT XPWHATOSG TOU 0pOU EAEYXOU DIaXWPICHOU.

AESKU.SCAN 3.0:

TotroBeTAOTE TIG TaIVIEG EVTOG TOU BICKOU £TTWACNG OTO £pyaAEio avdyvwaong.
Alo\oyNnoTe TIG TaIViEG CUP@WVA PE TIG 0dnyieg xpriong Tou Aoyiouikou AESKU.SCAN 3.0.

H 1T010TIKI ) avAAucon atToTEAEOUATWY EKTEAEITAI PE TN OUYKPION TNG £VTOONG XPWHATOG TOU KABE
avTIdPACTNPIOU YE TNV EVTACT XPUWHATOG TOU 0poU £AEYXOU BIOXWPIOHUOU.

HELIA® Automated Blot System:

Me Tn xprAon Tou autoparotroinuévou cuoThuatog HELIA® Automated Blot System, Ta
atroteAéopaTa avaAlovTal autéuaTa. Ta ATTOTEAECHATA JTTOPOUV VA OPICTOUV O€ TIEG OEIKTWV.

MporTeiveTal n akdAoubn epunveia CUPEWVA PE TNV £VTAON TWV CNPATWV:

Epunveia
ATTOTEAEOHATWV

ApvnTikd 0,0-<0,8
Aca@ég +/- 20,8 -<1,15 MTTAe
AocBevwg BeTIKO + 21,15-<2,5 Kitpivo

O¢€TIKO ++ 22,5-<4,0 Kokkivo

AgikTng

Axpwuo

loxupd B€TIKO +++ 24,0 2KoUPO KOKKIVO
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9 TexviKa oTolXEia
YANIKO deiyhaTtod: 0poOg
Oykog d¢eiyuatog: 10 pl deiypartog
2 UVOAIKOG XpOVOG £TTWAONG: 112 Aetr1d oToug 20-32 °C/68-89,6 °F
duAaén: oToug 2-8 °C/35,6-46,4 °F- xpnoiyoTTroinoTe pévo Ta apxIKa
QIoAidIa.
MARBo¢ TTPOCdIoPICUWV: 24 g&eTA0EIg

10 Zroixeia amwédoong

10.1 MeA£éTn €0pOUG GUOIOAOYIKWYV TIHWV

O1 avapevoueveg TIPEG yia T dokipaoia AESKUBLOTS® Liver Pro avaAubnkav pe pia opada
120 deiypdTwy opou aTrd uyIeic OOTEG.

OAeg o avaAuoeig TTpayuartotroifdnkav  TTAAPWG auTouaTtoTroiNUéva CoUPQWVA  HE  TIG
Tpéxouoeg odnyieg XpAonG.

AESKUBLOTSP® Liver Pro — EUpog¢ @UGIOAOYIKWV TIMWV

) O¢€TIKA Acapn ApvnTikd : MévioTo Méon
AvTiy6vo ApIBUOS  Bejypata  Seiypara Seiyparta EAdxioTo Y TIMA

derypaTwy (%] < (%] [AgikTng] | [AgikTng] [Acikmg]
WYY 120 [ 1]o083] 1083/ 118 1,26
Sp100 120 0 | 000]| 0 [ 000 120 | 100,00 | 0,00 0,16 0,01
LKM1 120 0 [ 000]| 0 [ 000/ 120 | 100,00 | 0,00 0,27 0,01
Gp210 120 0 | 000]| 0 [ 000 120 | 100,00 | 0,00 0,68 0,13
LC1 120 0 [ 000]| 0 [ 000/ 120 | 100,00 | 0,00 0,36 0,06
SLA 120 0 | 000]| 0 [ 000 120 | 100,00 | 0,00 0,24 0,01

Me T dokipacia AESKUBLOTS® Liver Pro utmpe éva BeTIKO Kal éva a0aQEG ATTOTEAECHA
yia 1a avricwpata anti-AMA M2. H xaunAdTepn Tiun deiktn Tmou peTpridnke ritav 0,0, evw n
uynAoTepn Tiun &giktn ATav 1,26 (AMA M2).

O xaunAog apiBudg BeTkWwY SelyudTwy TTou avixveloaue pe T dokiyacia AESKUBLOTS®
Liver Pro otov efetalduevo uyil TTANBUCUO cuoxeTi(eTal oTevd PE TOUG apiBuoug TTou
avagépovtal atn BiBAIoypagia.

2UVIOTOUE ETTIONG OTIG 00nYieg xpriong, oto Ke@AAaio 8: «[MoooTIK KOl TTOIOTIKI) EPPNVEIa»,
KABe epyaoTrpio TTPETTEI va KaBopilel To OIKO TOu £UPOG PUCIOAOYIKWV TIHWV.
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10.2 AkpiBeia
EtTravaAngipétnTta evrog TG SOoKIPAG

MNa Tov TMPoadiopIoud Twv OIAKUPAVOEWY eVTOC epyacTnpiou / dokipgacoiag £xouv avaAuBei
TE0OEPA DIAPOPETIKA deiypaTa opou (S1-S4) Ta otroia avaAubnkav 20 gopég pe Tn dokipaaia
AESKUBLOTS® Liver Pro. H cup@wvia oTa BeTIKA Kal apvNnTIKG ATTOTEAETUATA UTTOAOYIOTNKE
a1To AUTEG TIG TIMEG TNG BoKIUAG (n=20).

YT1roAoyIou6G CUp@wviag

MooooT1é cup@wviag BETIKWY aTToTEAEOUATWY [%]

MoocooTé CUPPWVIOG aPVNTIKWY ATTOTEAECUATWY [%]

MooooT1é ouvoAIkrG cupwviag [%]

Avatrapaywyipornta

MNa Tov TPOCdIoPIoUS TWV BIOKUPAVOEWY AVATTAPAYWYIKNOTNTAG JETAEU SOKINACIWY / NHEPWV,
éxouv dokiuaoTei TEgoepa dlagopeTikG deiyparta opou (S1-S4), oe 6Ao To €UpPOG, TG OTTOIC
avaAuBnkav 8 @opéc ava ekTéEAEaN, o€ OUVOAO 5 ekTeAECEwV O€ 5 B1aPopeTIKES NUEPES (N=40).
MNa Vv nuépa 1 xpnoigotrololvTal Ta atroTeAéopata ammd TIG OIOKUPAVOEIG €VTOG TOU
gpyaoTnpiou / eviég TnG dokiung (n=20), n BTIKA Kal n apvnTIKA cup@wvia uttoAoyicTnkav atmo
QUTEG TIG TIMEG TNG DOKIMAG.

YT1roAoyIou6G CUP@WViag

MocooTO CUPPWVIOG BETIKWY ATTOTEAEGUATWY [%]

MoocoaoTé CUPPWVIOG aPVNTIKWY ATTOTEAECUATWY [%]

MooooT1d ouvoAIKriG cupwviag [%]

AkpiBeia peTagU TTAPTIOWYV

MNa Tov Tpoadiopioud TNG akpiBeiag peTadu TTapTidwy TECoEP DIAPOPETIKA deiypaTa opou (S1-
S4) o 60 1O €UPOG £XouV DOKIPAOTEI 8 POPES XpNOIUOTTOIWVTAG 3 TTaPTIOES (N=24). H TTapTida
1 AapBaveral amd v ektéAeon 1 Twv dedopévwy yia Tnv akpifeia petagy dokipwyv. H
OuPQwvia oTa BeTIKA Kal apvnTIKA aTTOTEAECUATA UTTOAOYIOTNKE OTIC TIMEG TWV TPIWV
OIOPOPETIKWYV TTAPTIOWV.

YT1roAoyIou6g cuppwviag

MooooTé cup@wviag BETIKWY aTTOTEAEOUATWY [%0]

MooooTé CUPPWVIOG aPVNTIKWY ATTOTEAECUATWY [%]

MooooT1é ouvoAIkniG cupwviag [%]
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10.3 ZxeTIKA gvaiodnoia Kai £181KOTNTA

Mpokelyévou va KaBopIoTEl N CUPQWVIa BETIKWY dEIYHATWY (OXETIKA euaioBbnoia), eAéyxOnkav
65 Ociypata opou atmmd acbeveig Ta oTToia €ixav BeTIKA QTTOTEAECUATA YIA QVTIOWHATA OF
dokiyacia éuuecou avooo@Bopiopou (Indirect immunofluorescence, IIF) A ELISA, pe tn
dokipacioc AESKUBLOTS® Liver Pro. MNa Tov KaBopiopd TG CUUQWVIOE OTa apvnTIKA
deiypaTa (oXeTIKA €10IKOTNTA), avaAubnkav 220 deiyyata opoU aTrd aIodOTEG.

CUM@WVia BETIKWV CUHQWVIa apvNTIKWV

OTTOTEAEOHATWV ATTOTEAECHATWV

(oxeTikn evaicOnaia) (oXxeTIKN €181IKOTNTA)

10.4 AlayvwoTIKA guaiodnoia Kai £181KOTNTA

Mia KAIVIKA HEAETN HE BIa@OPETIKG deiypaTa opoU atrd aoBeveic e TTPWTOTTABA XOAQyYEITIOA
(PBC), 16 nmatindag B (HBV), 16 nmatindag C (HCV) kai atmd uyieic d6T1eC avaAubnkav Pe Tn
dokipyacia AESKUBLOTS® Liver Pro. EmmAéov, autd T1a deiypyata peTprbnkav He
avTaywvioTIK nEBodo avoooatrotutwong Western. OAeg o1 avaAUoeig TTpayuaToTToIfénkav
OUPQWVA UE TIG TPEXOUOEG 00NYIEG XPAONG. TN CUVEXEIA, TO ATTOTEAEOHUATA CUYKpIiBnKav yia
va TTPoodIopIoTEl N eualoBnoia Kal N €181IKGTNTA TG SOKIPATIAG.

EvaioOnoia E18i1kéTnTO O€ Eid1ké1TnTa O€ UYIEig

acOeveig pye HCV/ HBV 00TEG

98,9 % 100,0 %

85,7 % 100,0 % 100,0 %
85,7 % 99,3 % 100,0 %
d.Y.x 100,0 % 100,0 %
0.Y.” 100,0 % 100,0 %
o.Y.” 100,0 % 100,0 %

*Oev ugioTaTal

H euaiobnoia &ev Atav duvatd va utroloyioTei yia 1a anti-LKM1, anti-SLA kai anti-LC1
avTiIowpaTa Adyw EAAeIpng derypdtwy. MNa ta avriowpata anti-AMA M2, anti-Sp100 kai anti-
gp210 n euaioBnaoia uttoAoyioTnke 010 > 85%. H e1dikdTnTa 0¢ 00Beveig e HCV kar HBV kai
oe uyleig O0teg £€deiIEav TTOAU KaAG atroteAéopata > 98 %. Adyw Tng €AAelyng BeTikKwv
delyudtwy yia autodvoon nratitida, 6a TPETel va dieaxBouv TTEpaITEPW EPEUVEG.

11 AidBeon

MapakoAOUBAOTE TIG OXETIKEG KAVOVIOTIKEG OTTAITHOEIG!
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13 PuBuioTikd cUpBoAa

IVD

" Diagnosi in vitro

“ For in vitro diagnostic use

" Pour diagnostic in vitro

" Para uso diagnéstico in vitro

" In Vitro Diagnostikum

" In Vitro AlayvwaoTiké péco

" Para uso Diagnéstico in vitro

REF

“ Numero d’ordine

" Cataloge number

" Référence Catalogue

“ Numéro de catalogo

" Bestellnummer " ApIBuég TTapayyeAiag
“ Nimero de catélogo
" Descrizione lotto " Lot
" Lot " Lote
L o T " Chargen Bezeichnung " Xapaktnpiopdg Taptidag

" Lote

uDI

" Identificatore univoco del dispositivo

“ Unique Device Identifier

" Identifiant unique de I'appareil

" Identificador nico del dispositivo

" eindeutige Produktidentifizierung

" Movadiké avayvwpIoTIKO CUOKEURG

" Identificador Unico do dispositivo

Ce€

" Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad

" Européische Konformitét

" EupwTraikA oup@wvia

" Déclaracéo CE de Conformidade

24

" 24 determinazioni " 24 tests

" 24 tests " 24 pruebas

" 24 Bestimmungen " 24 rpocdiopioyoi
" 24 Testes

elFU

"y agsku O

" Rispettare le istruzioni elettroniche per 'uso

" See electronical instructions for use

" Voir les instructions d‘utilisation électronique

" Siga las instrucciones electrénicas de uso

" Elektronische Gebrauchsanweisung beachten

“ AkoAouBROTE TIG NAEKTPOVIKEG OBNYiES XPriong

" Seguir as instrucdes electronicas de utilizagao

" Da utilizzarsi entro

" Use by

" Utilise avant le

" Utilizar antes de

" Verwendbar bis

" Xpron péxp!

" Utilizar antes de

+8°C
+27C

" Conservare a 2-8°C (35.6-46.4°F)

" Store at 2-8°C (35.6-46.4°F)

“ Conserver a 2-8°C (35.6-46.4°F)

" Conservar a 2-8°C (35.6-46.4°F)

“ Lagerung bei 2-8°C (35.6-46.4°F)

" PuAdooeTal aToug 2-8°C (35.6-46.4°F)

“ Conservar entre 2-8°C (35.6-46.4°F)

wl

" Prodotto da

“ Manufactured by

" Fabriqué par

" Fabricado por

" Hergestellt von

" Kataokeuddetal atmé

" Fabricado por

STRIP

" Strip di nitrocelluslosa rivestita

" Coated nitrocellulose strip

" Strip de nitrocellulose couché

" Tira de nitrocelulosa recubierta

" Nitrozellulosemembran-Streifen mit aufgebrachten
Antigenen

" EmioTpwon Awpida viITpokuTTapiVNG

" Tira de nitrocelulose revestido

“ Tampone di lavaggio

“ Wash buffer

WASH,| 20x

“ Tampon de Lavage

" Solucién de lavado

" Waschpuffer

" PuBpioTiké didAupa TTAlong

" Solucéo de lavagem

" Reagente bloccante

" Blocking Reagent

BLOCK-REAG

" réactif de blocage

“ Reactivo bloqueante

" Blockier-Reagenz

" AvTIdpaoTAPIO ATTOKAEIONOU

" Bloqueio de reagente

" Ricostituire con 10 mL

" Reconstitute with 10 mL

RCNS[10m|

" reconstituer avec 10 mL

" reconstituir con 10 mL

" rekonstituiren mit 10 mL

“ AvaouoTaon pe 10 mL

" reconstituir com 10 mL

SB

" Tampone campione

“ Sample buffer

" Tampon Echantillons

“ Tamp6n Muestras

" Probenpuffer

" PuBuIoTIKO SidAupa SelyudTwy

" Diluente de amostra

“ Coniugato ” Conjugate
" Conjugé " Conjugado

C O N J " Konjugat " Z0Ceuypa
" Conjugado
” Tampone substrato " Substrate buffer
" Substrat “ Tampon sustrato

S U B " Substratpuffer " PuBuioTIKS SIGAuPa UTTOOTPWHATOG

" Substrato
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