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Evoedeiypévn Xpion

To Tpoiov AESKUBLOTS® ANA-17 comp eivai pia ev{udoavoooloyikr uéBodog YeuBpdvng
yla TNV TToI0TIKA avixveuon avTiowpdTtwy IgG évavti U1-snRNP, cupttAéypatog snRNP/Sm,
Sm, PCNA, dsDNA, Rib-P0, voukAeoowudaTtwy, 1oTovwy, SS-A/Ro60kD, SS-A/Ro52kD, SS-
B/La, CENP-B, Scl-70, Jo-1, Pm-Scl, Mi-2 kai Ku oTtov avBpwTrivo opd. Ta avtiyova
ToTToBEeTOUVTAI WG TTAPAAANAEG YPOUUEG O€ akpIBWG KaBopiopéveg BEoeIc TTAVW O HIa
MEMBPAvVN VITPOKUTTAPIVNG.

H péBodog atroteAei epyaheio otn diagopikn dIdyvwaon CUCTNUATIKWY PEUMATIKWY TTABRCEWV.
To KIT BOKIUAG TTPOOoPIZETaI JOVO YIO ETTAYYEAUOATIKNA XPron O€ EpYAcThPIQ.

KAIVIKEG EQapuOYEG Kal apX TNG SOKIpNAoiag

H opoAoyikA avixveuon Twv avTITTupnVviKwy avTiowudtwy (ANA) tTaifel kaBopioTikd poAo oTh
dlagopikr didyvwaon TwyV CUCTNUIKWY PEUPATIKWY TTaBrioewv. H avixveuan Twv avTicwudaTwy
oTnVv avoooAoyik dokiyacia ypauung (Line Immuno Assay - LIA) pe Ta avriotoixa €10IK&
avTiyova €mMTPETTEI TNV ATTA Kol aglomoTn dia@opik didyvwaon Twy avTicwudTtwy ANA
avaAoya pe TNV €1I8IKOTATA Toug. Ta avTiowuata ANA eu@avifovTal O€ EVEPYEG KAl AVEVEPYEG
MOP@EG TOU cUOTNUATIKOU eupuBnuaTwdoug AUkou (ZEA), TN JIKTA VOGO TOU CUVOETIKOU I0TOU
(mixed connective tissue disease - MCTD), Tn okAnpodepuia, T0 guvdpopo Sjogren, Tnv
TTpwToTTadn XoAIKn Kippwaon (MXK) kai TNV TTOAUPUOGIiTIOA. AvaAoya PeE T cuvAPEId TOUG JUE
TIG EKAOTOTE QUTOAVOOEC TTABNOEIg, 17 avtiydva deapslovTal oTny Taivia Tou AESKUBLOTS®
ANA-17 comp (ZEA, ouvdpopo Sjogren, ouvdpopo CREST, akAnpodeppia, MCTD, MXK kai
HuooiTIdQ).

Avriowuara évavri:

- Ta U1-snRNP amoTteAoUv TUTTIKOUG OEIKTEG OTN MIKT VOO0 TOU OUVOETIKOU 10TOU,
amavTwvTal Opws kal otov ZEA. O1 uynAoi TiTAol avTiocwpdaTwy avTi-Ul-snRNP givai
XOPOKTNPIOTIKOI TOU ouvdpopou Sharp.

- To snRNP/SM atroteAgital atrd 1o avriyévo Smith (Sm) kai Tn piBovoukAeotTrpwreivn 70
kDa (RNP) U1, kaBwg kai Tig rpwTeiveg A kai C. O kaBopIopog Twv avTiowudaTwy anti-
sNRNP/SM atroteAei epyaAeio otn O1dyvwaon MIKTWV TTaBAocewv OuvoeTIKOU 10TOU,
MCTD, kai cuoTnuaTiKoU £puBnuaTwdn Aukou (ZEA).

To avtiyévo Sm (avtiyévo Smith), kaBwg kai Ta avricwuata évavT Tou dikAwvou DNA
(dsDNA), agpopouv cuykekpiyéva tov ZEA kai, wg €k ToUuTOoU, TrEPIAauBAvovTal oTa
KpItipla didyvwaong kKal Tagivopnong yia ZEA..

- Ta PCNA agopouv &idikd Tov ZEA. To avTiyovo gival pia TpwTeivn ue popiakd Bapog 36
kDa, n otroia dpa wg BondnTikn TpwTeivn TNG TToAUuEPAong & DNA. ZupBdaAAel otn
ouvBeon Tou DNA kai otoug emidlopBwTIKOUG unxaviopous BAapwv Tou DNA.Ta
avTicwpata dsDNA BewpouvTal €181k6G OeikTNG yia Tov ZEA kai avixveuovtal oxedév 0To
50-80% Twv a0Bevwv.

- O1 piBoowyikég TTPpwTEIiVEG P oTpé@ovTal Katd TTOAWY QuOQOTTPWTEIVWV TNG MEYAANG
pIBOCWHIKAG utTToovadag. Epgavifovral aTov ouoTnuaTiko epubnuatwdn Auko (Elkon et
al, 1985) ka1 otov AUKO ME OUMUETOXN Tou eyke@dAou (Bonfa et al. 1987).Ta
VOUKAEOOWPATa OECUEUOVTAI OE ETTITOTTA TOU CUMTTAEYUATOG 10TOVNG (VOUKAEOCWHQ).
Emiong, Ta avriowpata avti-dsDNA kaBwg Kal Ta avTI-IOTOVIKG avTICWHATA JTTOpoUV va
avVayVWwPIioouv avTiyova TOU VOUKAEOOWHATOG. & OUYKPION HPE TA QVTIOWUATA AVTi-
dsDNA, Ta avTITTUupnVIKA aVTICWHATA TTApoucidfouv uwnAdTePn uaiodnaoia Kal CUVETTWG
MTTOPOUV Va atroTeAéoOoUV onPavTikG cuuTTARpwa oTn didyvwon Tou ZEA (Chabre et al.
1995, Bruns et.al. 2000). ETriong, £xouv TTOBOYEVETIKH OnUadia oTn veQpITIda Tou AUKOU
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(Van Bruggen et al. 1996; Amoura et al. 1999).

O1 10TOvEG atravTwvTal ouxva oe acBeveic pe ZEA, epgavifovral woTtdoo Kal o€ AAAEG
VOOOUG TOU CUVOETIKOU I0TOU. 2TOV QOPUAKEUTIKO £puBNuaTwdn AUKO TO QVTICWHATA
évavTl 10TOvNG aTToTEAOUV XOPAKTNPIOTIKO O€iKTn O€ TTePITITwOon atroudiag GAAwv
auToavTIoWUATwy (€1dIkd Twv avti-dsDNA) (Rubin 1999).Ta SS-A (Ro, dIaAuTég
KUTTAPOTTAQCUATIKES Kai/fj TTUPNVIKESG PIBOVOUKAEOTTpWTEIVEG Hoplakou Bdpoug 52 kDa
kalr 60 kDa) kai Ta avricwuata évavt SS-B (La, mpwrteivn popiakou Bapoug 48 kDa, n
otroia oxeTiCetal pe TNV RNA 1ToAupepdon ) epeavidovtal weg €11i 7O TTAgioTOV  O€
uwnAoUg TITAOUG OTIG TTEPITITWOEIG TOU TTPWTOYEVOUG KOl

deuTepoyevoUg ouvdpopou Sjogren, amaviwvTial Ouwg Kai otov ZEA, Tov ouyyevi
KapdIaKO ATTOKAEIOUO Kal TOV VEOYVIKO AUKO.

Ta CENP-B (kevrpouepikn TTpwTeivn B poplakou Bdpoug 80 kDa) civar Tuttikoi &eikTeG
Tou ouvdpdéuou CREST (epgaviCovral oto 69% Twv aocBevwv pye CREST), 10 otroio
atroteAei NMATEPN HOPYI TNG CUCTNUATIKAG OKANPOodEPHIag.

Ta Scl-70 otpépovtal katd TG DNA ToTroicopepdong |. ATToTeEAOUV XAPOKTNPIOTIKOUG
OEIKTEG TNG CUCTNHATIKAG OKANPOdEpUiag kal utTTodnAwvouv coBaph EENIEN TG vooou.

Ta Jo-1 oTtpépovTal Katd NG 1I0TUBUAIKAG tRNA ouvBeTdong (Mia KUTTaPOTTAQCUATIKA
TTPWTEIVN TTOU Xpnoihelel otn BloouvBeon TpwTeivwy). AtraviwvTtal oto 20-40% Twv
aoBevwv YE TTOAUNUOGITIOO KAl DEPUATOMUOGITION.

Ta Pm-Scl cuvavtwvtal 1o 24% Twv aoBevwv e ouvdpouo emmikdAuwng Pm/Scl kai
0710 3-10% Twv aoBevwyv pe okAnpodepuia Kal TTOAUPUOCiTIOA.

Ta Mi-2 gu@avifovtal 1o 15-20% Twv aoBevwov e depuatopuoaitida. MNapouaidlouv
uwnAn dlayvwaoTikr €10IKOTNTA. To 95% Twv aocBevwyv pe avricowpara Mi-2 TTaoyouv armod
oepuartopuoaitida. Qotdéco, autd ocuvavIwvTal TTOAU GTTavia oTnv TTOAUNUOGCiTIOq, HE
aTToTéEAECHA Va gival onPavTiKa yia Tn dlagopikr) didyvwon (Roux et al. 1998, Targoff
2000). To avnyévo Mi-2 atroteAei OUCTOTIKO €vVOC TTUPNVIKOU OCUPTTAEYUATOG
TTOAUTTPWTEIVWV, TO OTTOIO TTIBAVWG CUMUETEXEI OTN PUBUICH TOU KUKAOU TOU KUTTOPIKOU
TTOAAQTTAQCIACUOU.

Ta Ku avTidpouv Kupiwg Pe TNV uttopovada p80 kal éva dIaUOPPWUEVO ETTITOTTO OTO
eTEPOBINEPES P70/p80 TNG TTPWTEIVIKAG KIvAong TTou egapTdtal atrd 1o DNA. MNepaitépw,
deopelovTal o€ TTPWTEIVEG e OJOAoyeG alAnAouxieg pe Tig p70/p80 (11.X. NFIV, TREF,
EBP-80, E1BF kai Ku-2). To 5-25% Ttwv aoBevwyv pe oUVOPOPO ETTIKAAUWYNG
TTOAUPUOCITIOAG f)/Kal OKANPodepiag Kal To 1-7% Twv aoBevwyv Pe JuoaiTida epgavifouv
avTiowpata Ku. Mepaitépw, autd Ta avTiowpaTa eupavi¢ovral o€ TooooToé 20% TTeEpiTrou
OoTNV TTPWTOTTAOA TTVEUUOVIKI) UTTEPTAON, 0€ TTo000TO 5-10% oTtov 2EA, og mooooTd
20% oT0o TTpWTOTTABEG OoUVOpPOopO Sjdgren Kal TTEPIOTOCIOKA O€ GAAEG VOOOUG TOU
ouvdeTiKoU 10ToU (Cooley et al. 1999).

Apxég dokipyaoiag

Ta avriyova emkdBovTal Ye TN HOPOH YPOUHWY TTAVW o€ Talvieg ammd pePBpdvn
VITPOKUTTAPIVNG. H pepPpdvn @pdooeTal TTPOKEINEVOU VA ATTOTPATTIOUV N €I0IKEG
deopevoelg. O Tavieg peuBpavng Pe Ta €18IKA avTiyova eTTwAlovTal o€ AoUTPO ETTWACNG
pe Oeiypata opou apaiwpéva og avahoyia 1:101. Kard ) didpkela auTig Tng dladikaoiag,
Ta €I0IKA AvTICWHOTA aTmd Tov 0pO Tou aocBevoug, pAooV UTTAPYOUV, DEGHEUOVTAl OTO
avTiyévo Tadvw oTn PePPpavn. Ta un deopeupéva ouoTatikd Tou Oeiyuatog opou
EKTTAéVOVTOI OTO ETTOUEVO BAMa TTAUONG. TN CUVEXEIQ, TTPOCTIOEVTAI AVTICWHATA £VAVTI
avlpwTivng avoooo@aipivng, Ta OTroia  €Xouv €TmonuaveOei  pe  UTTEPOEEIdAON
ayplopatraviou (ouleuyua). Katd tn didpkeia tng €mwaocng, outd deouelovTial OTO
TIPONYOUUEVWG OXNUATIOUEVO CUPTTAEYUA QVTIYOVOU-AVTICWUATOG, EVW N N OECUEUPEVN
avooooQaIpivn aTTOPaKpUVETal OTo  €TMOMEVO  PrAPa TTAUoNG. H  avixveuon Twv
OECHEUPEVWV QVTICWHATWY TTPAYHOTOTTOIEITAI JE EVOUUIKT XPWOTIKA avTidpaon, KATd TNV
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3 MNepiexdbueva Tou KIT
MPOX ANAXYZTAZH
Xpwua Xpwua
b2 (o]):A[o} MogétnTa karmakio  dlaAupar  Meprypagn / Mepiexdpeva
U oG
3 xvyia10
ml
AvTIOpacTAPIO TTAPEUTTODIONG OUPTIUKVWH o AY AtTaxo ¢npod yaha oe okdvn yia Trapackeur 3 x 10 ml
un €181IKAG TTPOOdEDNG évou puBpIoTIKOU dlaAUpaTog SelyudaTwy
SI0AUpaTOG
TO KOBéva
5 SIG Y 20x o £vo yia TTapaockeur) 1L
PuBuioTiké didAupa TTAUoNg 1 X 50 ml AEUKG GXPWHO X UIJTTllJKVU’UH Vi Yl. TIAPAOKEUN
(20x) PuBpIoTIKG SiGAupa Tris, pH 6,9 £ 0,2
ETOIMO IPOX XPHZH
Xpwpua Xpwpa
>10IXEIO MoooTtnTa Katrakio  OlaAUpatr  lMepiypaen / MNepiexoueva
U oG
. . Avoooogaipivn G (IgG) évavTi avBpwTTivwv
20Ceuyna, I9G 1X 10 ml WA axpwHo avTIyOvwy culeuypévn Ue UTTEPOEEIBACN XPEVOU
Yméotpwua TMB 1X10ml padpo axpwpuo >1aBepotroinuévo TMB/H,0,
XPWHaTI
KOG
Taivieg yeppdvng 24 Taivieg KwdIkag: | AY Emkd&Auywn pe avtiyova BA. MNpoBAemropevn xprion
TTOPTOKO
Ai
AaBida, TTpdTUTTO AVOPOPAG,
@UAAO BaBuoAdynong, 1 1ey. avd
QUTOKOAANTEG Awpideg (DITTARG | KIT A Ay Ay
OWwnG, AeUkKEg)
dioKOG £TTWaACANG 3 THYX AIY AY AY
ET’IKETEQ yia TO pUG}JIGTIKO 3 1y AY AY AY
SIdAupa Twv SelyPdTWY
YAIKA 10Y AlAITOYNTAI, AAAA AEN ITAPEXONTAI
TAATQOpUa avadeuong, OyKOUETPIKOG KUAIVOPOG 1000 ml, TiTTéTa ) oyKOoPETPIKS KUAIVOpog 10 ml, iréteg akpieiag (10, 1000 pl),
atroppo®nTikd f dINBNTIKG XapTi. O1 e€eTdTEIG Hag Exouv oxedIaaTei yia va XpnaipoTToloUvTal He KEKaBappévo vepd, oUPPwVa JE
Tov opIop6 NG PappakoTroliag Twv Hvwpévwy MoAreiwv (United States Pharmacopeia, USP 26 - NF 21) kai Tng EupwTrdikig
®dapuakoTroliag (Eur.Ph. 4th ed.).
4  @®UAagn kai xpoévog diatppnong

OAa 1a avTidpacTipia Kal o1 Tavieg uePBpavng TpETTel va @uAdooovTtal atoug 2-8 °C/35,6-46,4
°F oToug apxIkoug TTEPIEKTEG. META TNV TTPOETOINACIA, TO AvACUOTABEV puBUICTIKG SIGAUPO
TTAUONG, KaBWG Kal 01 AVOIYUEVEG TaIVIEG, TO oUleuyua Kal To UTTéoTpwHa TMB gival otaBepd
oToug 2-8 °C/35,6-46,4 °F yia £¢1 ¢BOouddes. To avacuoTabév avTidpacTAPIO TTApEUTTOdIONG
MNn €dikng TTpdodeong eival otabepd otoug 2-8 °C/35,6-46,4 °F yia 3 eBdouddeg. Ta
QavTIOPOACTHPIA KOI OI TAIVIEG TTPETTEI VA XPNOIKMOTTOINB0UV uéVo TTpIV aTTo TNV nuEpounvia ANRgng
TTOU avaypd@ETal OTO QAVTIOTOIXO OUOTATIKO. Mnv XPNOIMOTIOIEITE CUCTOTIKA META TNV
nuepounvia ARENg Toug. ATToQUYETE TNV £viovn €kBeon Tou diaAUuuatog TMB oTo Qwg.
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Mpo@uAdgeig KaTd Tn XprRon Kal YEVIKEG 0dnyieg

5.1

5.2

Aedopéva OXETIKA PE KIVOUVOUG YIa TNV UYEia

AuTto 10 TTpoidv evdeikvutal yia IN VITRO AIATNQZTIKH XPHZH poévo. Emouévwg, uévo
EKTTAIOEUPEVO TTPOOWTTIKO TToU €xel AdBel €geidikeupévn KaBodrynon o€ dIayVWOTIKEG
MEBOBOUG in vitro TTPETTEl VO XPNOIUOTTOIET TO KIT.

OAa 1a TrEPIEXOPEVA TOU KIT TagIvopouvTal cupgwva pe Tov Kavoviopo (EK) Ap. 1272/2008
[CLP]. BA. To AgAtio Agdopévwv Ac@alsiag (Materials and Safety Document, MSDS) yia
TTEPIOCOTEPES TTANPOPOPIEG OXETIKA HE TG GUOTATIKA.

Ouoigg Tou atrapiBpouvtal oTov Aeyouevo "KatdAoyo UTToyAPIwY TTPOG adEIodOTNON OUCIWV
TToU TTpoKaAoUv TTOAU peydAn avnouyxia (SVHCV)" tou EupwTraikou Opyaviopou Xnuikwv
Mpoioviwv (ECHA) dev eival okémmiua cuoTatikd auToU Tou TTPoidvTog. Aev avauéveral,
OUVETTWG, QUTEG O ouaieg va TTepiEXovtal o€ TToooTnTa = 0,1 % OTO TTPOIdV.

Ta avridpaoTripia TTEETTEI va QUAGCCOVTAI UE AOQAAEIa HaKpId aTTd Ta TTaIdIA.

EidIkOTEPQ, TO peEiyUa BeV TTEPIEXEI KAMIO ouTia o€ OUYKEVTPWOEIG = 0,1 % TTou TagIVopEITal WG
PBT r} vPVvB.

Ta deiypata acBevwy Ba TTpETTel va BewpouvTtal evOEXOUEVA JOAUCGUATIKG KOl VO TUYXAVOUV
XEIPIOPOU oUpwva e Tnv €0vik vopoBeoia. Ta &ciyuata aoBevwv kal GAAa Teavwg
MoAuopaTiké UAIKG Ba TTpETTEI va aTToAUpaivovTal HETG TNV EKTEAETN TNG DOKIWNG.

Fevikég odnyieg xpRong

Ma T d1dkpion Twv diapopwy e€eTdoswv AESKUBLOTS® 1Tou d1atiBevTal xpnoIOTTOIEITAI hIa
XPWHATIKA KwdikoTtroinan Tavw atmd Th YPARM ava@opds TWV TAIVIWV.

XpwpaTik KwdIKoTToinon AESKUBLOTS®

KOKKIVO ANA-17 comp
TTOPTOKAAI ANA-17 Pro
Ka@E Liver Pro
MW Vasculitis Pro
Maupo Gastro Pro
TTPdoIvo Borrelia-G kai Borrelia-M

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

To puBpIoTIKG didAupa TTAUONG PTTOPET va XpnoIuoTToIiNGei Kal o€ GANEG TTapTIOES ) KIT TNG
dokiyaciag. OAa Ta AAAa ouoTaTIKA €ival CUYKEKPIPEVA YIO KABE KIT £€€TAONG KAl OEV TTPETTEI
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va evaAAdooovtal. Mnv avTaAAGoOoETE avTIdOPAOTHPIa PETAEU DIAYVWOTIKWY E€CETACEWY YIO
autoavoaia kal borrelial

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
EMTUYXAVETAI N BEATIOTN ATTOdOGCN TNG EEETACNG.

Mnv ekBéTeTe Ta cuoTATIKA O€ Beppokpacieg avw Twv 37 °C/ 98,6 °F.

H avappoenan Tou SIGAUPOTOG UTTOOTPWHATOG Ba TTPETTEN VA YivETaI TTAVTA WE KAIVOUPYIO AKPO
TITETAG MOVO. TMPooTATEUETE QUTO TO AVTIOPACTHPIO ATTO TO PWG. 2€ KAMIa TTEPITITWON dev
EMTPETTETAI N avappo®non oulelyuatog HeE AKPO TIITTETAG TTOU €XEl TTPONYOUMEVWG
xpnoiuotroinBei oe dAAa avTidpacTrpia.

H évtaon Tou XpwHaTog TNG Wvng OEv OUCXETICETAI ATTAPAITNTA PE TOUG TITAOUG AVTIOWHATWY
TToU AaupavovTal pe aAAeg peBodoAoyieg avagpopdc.

Aciypata atmmd QaIVOUEVIKA UYIEIC QINODOTEG UTTOPEI VA TTEPIEXOUV QUTOAVTICWHATA.

Edv 10 Ociypa TOou aoBevh TrepIEXEl augnuéva  eTTITTEDA AVOOOCUUTTAOKWY 1 GAAwWV
OUOOWMATWHATWY avOOOO@PaIPiVNG, OEV UTTOPEI VA OTTOKAEIOTEI TO EVOEXOHUEVO WEUDWG
BeTIKWV aTTOTEAEOUATWY ATTO [N €I0IKA TTPOCdEDN.

H teAikil KAIvIK Sidyvwon dev Ba mpémel va BacieTal HJOVO OTA ATTOTEAEGMATA TNG
mapovoag OSokipaoiag. H didyvwon O0a wpémer va yiveralr amé yiarpé a@ou
agloAoynBouv 6Aa ta KAIVIKA Kol epyaocTnplakd supfuata. H didyvwon B8a mpétrel va
€maAn@eleTal XPNOIMOTTOIWVTAG SIAPOPETIKEG dIAYVWOTIKEG HEBODOUG.

ARQyn deiyparog, posTolipacia Kal @UAagn

XpnoiyoTrolgite katé TTpoTiunon epéoka deiypata opou A TTAAoPaTog. H Afyn Tou aipartog
TPETTEl va YivVETAl CUPQWVA WE TIG €BVIKEG VOUIKEG attautiioelg. Na unv XpnoigoTtrolouvTal
IKTEPIKA, AITTAIMIKA, aloAupéva i HoAuouéva atrd BakTthpia dsiyuarta. Acgiyuarta opou TTou
TTEPIEXOUV OWHPATIOIO Ba TTPETTEI va KaBapifovTal e QUYOKEVTPION OE XaUNAr Taxutnta (<1000
X g). ZUANAéyeTe Ta SeiypaTa aipatog o€ kabapd, oTeyva Kai Keva @iaAidia.

MeTd Tov dlaxwpIouo, Ta deiyuata Ba TTPETTEI va XPNOIUOTTOIOUVTAI EVTOG TWV TTPWTWY 8 WpWwv
ammd 1N ogulhoyr. EvoAAakTIKG, Ta dciypata piropolv va guAaxBolv ce epunTIKA KAEIOTA
@IaAidia oToug 2-8 °C/35,6-46,4 °F yia £€wg kai 48 nuépeg A va katawuyBouv aTtoug -20 °C/-4
°F yia ueyaAuTepa Xpovika diaoTApaTa. ATTOQUYETE TNV eTTAVEIANPUEVN KATAWuén Kal atmrdyuén
Twv delypdtwy. (Thomas: Epyacia kai didyvwon- KateuBuvtrpia ypauur CLSI GP44-A4) Mn
xpnoipotroigite deiypata (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 TTaPACKEUr) ToUu PUBUIOTIKOU dIOAUPATOG TwV delyudTwy: TTpocB£oTe 10 ml puBpIcTIKOU
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.
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ToTmoBEeTAOTE TNV TAIVIQ PE TOV OWOTO
TTPOCAVATOAIOUS HEGA OTOV OICKO £TTWACNG (YPAMMN
AvaQOPAg Kal XPWHATIKA KwAIKOTToIiNoN TTpog Ta
emavw). NMpoacBéaTe 700 pl pubuIoTIKOU dIAAUPATOG
TAUoNG kai 300 pl puBuioTIKOU SlIoAUUATOC OEiyaTOg
oTov dioko emwacng. EyparmTioTe Tnv Taivia oto
OIdAUpa 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, apaipéoTe To deiypa TTARPWG.

MAOveTe 3 @opéc yia 5 Aemrtd pe 1,5 ml puBuioTiKoU
OloAupatog TTAUONG Me avdadeuon. A@aipéoTe TO
pubuioTiké didAupa TTAUONG peETd ammd kdBe BAua
TTAUONG.

MeTapépete pe mITETa 700 pl puBpIOTIKOU SloAUPATOG
mAUong kar 300 pyl oulelypatog o¢ KABe dioko
ETTWACNG TTOU PEPEI TAIVIAL.

EmmwdoTe yia 30 Aetrtd otoug 20-32 °C/68-89,6 °F pe
avadeuon. AgaipEéaTe TO0 CULEUYUQ.
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MAOveTe 3 @opég yia 5 Aemrrd pe 1,5 ml puBuioTiKoU
OloAupatog TAUONG pe avadeuon. AQaipEcTe TO
pubuIoTIKG JIGAUPa TTAUONG META ammd KABe Brua
TTAUCNG.

MeTtagépete pe mmiréTra 700 yl ameoTtaypévou H20 kai
300 pl utTrooTpWHATOG O KABE OIOKO ETTWACNG TTOU
QEpel Talvia.

EmmwdoTte yia 15 Aemrré otoug 20-32 °C/68-89,6 °F pe
avadeuan, TTPOCTATEUOVTAG CUYXPOVWG ATTO TO £€VTOVO
PWG. AQaIPEDTE TO UTTOCTPWUA.

MeTtagépeTe pe mETa 2 ml ammeotayuévou H20 o€ kaBe
Oioko eTTwaong mou @épel Tavia. ETwdoTe yia 1 AeTrtd
pe avadeuon. AgaipéaTe 1o dH20. ETravaAdBere auto

TO BAMG pia Qopa.

A@aipéaTe TNV TaIvia a1rd TOV SiOKO ETTWACNG. ZTEYVWOTE TNV Tavia o€ dindnTikd xapTi

13.

AvoAUOTE Ta ATTOTEAEOUATA EVTOG 24 WPWV.

H Sokipacia AESKUBLOTS® ANA-17 comp TrpoopileTal €TTIONG Yia QUTOPATN €TTEEEPYATia
Kal agloAdynon aTo autopatotroinuévo ouotnua HELIA® Automated Blot System.

MpocTolpacia avTidpaoTnpiwv yia To HELIA® Automated Blot System: ApaiwaTe éva Pépog
OUMTTUKVWHEVOU puBuioTikoU SiaAupaTog TTAuong (WASH) pe 19 pépn utrepkdBapou vepou
(171.X. 50 ml cupTTUKVWHEVOU pUBUICTIKOU SloAUuaTog TTAUONG Kal 950 ml utrepkdBapou vepou)
yla va AaBeTe €va puBuioTik didAupa TTAUONG £Toipo TTPog Xprion. OAa Ta dAAa avTidpacTipia
givalr étolya 1Tpog xprion yia Tnv avdAuon oto HELIA® Automated Blot System. Ta
AETTTOUEPEIEG OXETIKA WE TOV XEIPIOUO TNG Sokipaaiag oto ouotnua HELIA® Automated Blot
System avaTpéSTe 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 TmpétTel va eAeyXBouv €Tmiong Ta aKOAoUBa TeEXVIKA Bépata: nuepounvia ANENg 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 €Av:

- 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

9

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:

2TEPEWOTE TIG OTEYVEG TAIVIEG TTAVW OTO PUANO BaBUOAGYNONG (EKTUTTWOIKO) O€ EUBUYPAPUIoN PE
N YypauuR avogopds. EuBuypapuiote 10 TPOTUTIO ava@opds PE TN YPAPMA ava@opdsg Twv
TOIVIWV.

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

H 1T010TIKI ) avAAuon atTOTEAEOUATWY EKTEAEITAI PE TN OUYKPION TNG £VTOONG XPWHATOG TOU KABE
avTI®OPACTNPIOU YE TNV EVTACTN XPUWHATOG TOU 0poU £AEyXOU BIaXWPIOUOU.

AESKU.SCAN 3.0:

ToTroBeTACTE TIG TAIVIEG EVTOG TOU BIOKOU ETTWACNG OTO £PYAAEIO avAyvwaong.

AloA\oynoTe TIG TaIvieg GUPPWVa e TIG 0dnyieg xpriong Tou Aoyiouikou AESKU.SCAN 3.0.

H 1To10TIKI ) avaAuon ammoTeAEOUATWY eKTEAEITAI PE TN OUYKPION TNG £VTOONG XPWHATOG TOU KABE
avTIOPACTNPIOU YE TNV EVTACTN XPUWHATOG TOU 0poU £AEyXOU BIaXWPIOUOU.

HELIA® Automated Blot System:
Me Tn Xprion Tou auTopaToTrOINWéVOU cuoTAuato¢ HELIA® Automated Blot System, Ta
atroteAéopaTa avaAlovTal autéuaTa. Ta ATTOTEAECUATA UTTOPOUV VA OPICTOUV O TIUEG OEIKTWV.

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

Epunveia
ATTOTEAEOHATWV

ApvnTikd 0,0-<0,8 Axpwuo
Acagég +/- 20,8 -<1,15 MT1TAe

AocBevwg BeTIKO + 21,15-<2,5 Kitpivo

ZUuppoAo AgikTng

OETIKO ++ 225-<4,0 Kokkivo

loxupd BeTIKO +++ 24,0 2KoUPO KOKKIVO

Texvika oToixeia

YAiké deiypartog: opog

Oykog d¢eiyuatog: 10 pl deiypartog

2UVOAIKOG XpOVOG ETTWAONG: 112 Aetr1d oToug 20-32 °C/68-89,6 °F

dUAaén: oToug 2-8 °C/35,6-46,4 °F- xpnoigoTroinoTe Hévo Ta apXIikd
QlaAidIa.

MARBog TTPoadIoPICUWV: 24 g&eTaoelg
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10 Zroixeia amroédoong

10.1 MeA£ETn €0pOUG PUOIOAOYIKWYV TIHWV
O1 avapevopeveg TIMES yia Tn dokipacia AESKUBLOTS® ANA-17 comp avaAuenkav
XPNOIUOTTOIWVTAG Hia opdda 120 deiyudTwy 0pou atrd uylieic OOTEG.

OAeg o1 avahuoeig TTpaypatotroindnkav  TTAAPWS AUTOUATOTTOINKEVA CUPQWVA  UE  TIG
TpéXouoeg 0dnyieg XpAonG.
AESKUBLOTS® ANA-17 comp — REF 4008 — Ava@opd 0poug QUOIOAOYIKWY TINWY

OeTIKA Acaopn ApvnTiKda
Ap18pog Seiypara Seiypara Seiypara

Selyparwy [%] [Agiktng] [Aegiktng] [AgikTng] ovo

EAdyioto Méyioto Méon Tipn Avtiy

AvTtiyévo

| U1-snRNP |
- SnRNP/Sm |
Sm
PCNA
dsDNA
Rib-PO

Nucleosomes

Histones
| SS-A/R060
| SS-A/R052
. SS-BlLa
. CENP-B
Scl-70
Jo-1
PM-Scl
Mi-2
Ku

o| O| k| O O] | Pl O] O] | Ol O] M| O O ©

Me Tn dokiyacia AESKUBLOTS® ANA-17 comp utripEav KATroIa aoa@r} OTTOTEAETUATA KOl
KATtToIa BeTIKA aTTOTEAEOHATA. ZUXVOTEPO OCOQr KAl BETIKA aTTOTEAECHOTA £DEICAV T AVTIYOVA
dsDNA, Rib-PO kai o1 10T0veg. H xaunAdtepn miuA deiktn 1Tou petprBnke Atav 0,0, evw n
uwnAoTepn TIUNA &¢giktn ATav 1,65 (SS-A/R052). ZuvioToUpe €TTiong OTIG 0dnyieg xprnong, oTo
KepaAaio 8: «[lloloTikA epunveia», kaBe epyaoTtriplo va kabopifel 10 BIKO Tou €UPOG
(PUOIOAOYIKWV TIHWV.

10.2 Akpipeia

EravaAngipoétnra evrog Tng SOKIMAG
MNa Tov TPoadiopIoud TwV SIAKUPAVOEWYV EVTOG EpyaoTnpiou / doKipaaiag Exouv avaAubei eTTTd
dla@opeTikG deiypata opou (S1-S7) ta otroia éxouv avaAuBei 20 @opég ue Tn dokiyaoia
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AESKUBLOTS® ANA-17 comp. H oupowvia ota BeTikd kai apvnmikd armmoteAéouara
UTTOAOYIOTNKE aTTO AUTEG TIG TIMEG TNG BoKIPAG (N=20).

YToAoyIouO6G CUp@wViag

MocooT6 cuP@WVIaG BETIKWY aTTOTEAEGUATWY [%]

[MocooTO CUNPWVIOG aPVNTIKWY OTTOTEAECHATWY [Y%]

MocooT6 ouvoAIKAG cupPwviag [%]

Avatrapaywyigétnra

MNa Tov TPoodIoPIoud TWV dIAKUPAVOEWY avVaTTAPAYWYINOTNTAG HETAEU SOKINACIWY / NUEPWV,
£Xouv OOKIJaoTEl ETTTA OIOQOPETIKA deiyuata opou (S1-S7) yia 6Aa Ta avTiyova, 8 opég ava
EKTEAEON, 0€ OUVOAO 5 ekTeAéoewv oe 5 dlagopeTikEG nuépes (N=40). MNa tnv nuépa 1
XPNOIUOTTOIOUVTAI TA ATTOTEAECHATA ATTO TIG DIOKUUAVOEIG EVTOG TOU gpyaoTnpiou / evidg TNG
ookiung (N=20). H cupowvia ota BeTikd kKal apvnTiKG atToTeEAEOUATA UTTOAOYIOTNKE OTTO AQUTEC
TIG TIMEG TNG OOKIMNG.

YToAoyIiouOG CUH@WViag

MocooTO CUPPWVIOG BETIKWY ATTOTEAEGUATWY [%]

[MocooTO CUNPWVIOG APVNTIKWY OTTOTEAECUATWY [Y%]

MocooT6 OUVOAIKAG CUUPWVIAG [%]

AkpiBela ETASU TTAPTIOWV

MNa Tov TTpoadiopioud TNG akpifeiag HeTacu TTapTidwy €TTTA diagopeTikG deiyuata opou (S1-
S7) yia 6Aa Ta avTiyéva €xouv dokiuaoTei 8 Qopéc xpnoiyotroiwvtag 3 TTapTideg (N=24). H
mapTida 1 AauBdvetar wg avagopd. H cupgwvia oTta BETIKA Kal apvnTIKA ATTOTEAECUOTA
UTTOAOYIOTNKE aTTO TIG TIMEG TWV TPIWV OIAPOPETIKWY TTAPTIOWV.

YtroAoyiouég ocuppwviag

MooooTd cupewviag BETIKWY ATTOTEAEOUATWY [%]

MooooTd CUPPWVIOG aPVNTIKWY ATTOTEAECUATWYV [%]

MooooT1d ouvoAIKrG cupwviag [%]
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10.3 AlayvWwOoTIKA gvuaiodnoia kai €181KOTNTA

MpayuatotroiNdnke pia KAIVIKA MEAETN pE Ta 189 deiypaTta opou (ol otroia TrepIAapBaver 19
OciypaTta opou atmd acBeveig pe cuoTnuUaTIKr OKAApuvon, 21 deiyuata opou atrd aoBeveic pe
2EA, 35 dciypata opou amd aoBeveig pe puooiTida, 3 deiypata opou ammd aobeveig pe
ouvopouo Sjogren, 23 deiyuata opou atrd acBeveic ue MCTD, 68 deiypata opou atrd acBeveic
ME AAAEG aoBéveleg kal 40 Seiypata atmod uyleic OOTEG) yia ToV TTPOCBIOPICHS TNG OIBYVWOTIKIG
guaioBnaiag kal €BIKOTNTAG TNG dokipaciag AESKUBLOTS® ANA-17 comp. OAeg ol
avOAUCEIG TTPAYHATOTTOINBNKAY CUPQWVA WE TIG TPEXOUOEG 0dnyieg Xprnong.

AvTiyévo EvaioOnaoia [%] Ei1dikoTnTa [%]
dsDNA AE* 93,3
NoukAe6cwpa AE” 100,0
loTévn AE* AE*
sm - 100,0 99,1
PCNA % AE* 100,0
Rib-PO ~ 100,0 96,0
SS-A/Ro 60kD < 83,3 99,2
SS-A/Ro 52 kD <Z( 66,7 98,4
ssBiLa @E 100,0 100,0
U1-snRNP 9 AE* 98,3
SNRNP/Sm % 100,0 AE*
CENP-B % 100,0 100,0
Scl-70 e AE* 100,0
Jo-1 AE.* 96,5
PM-Scl AE* 100,0
Ku AE* 99,3
Mi-2 AE* 100,0

* Ogv EVTOTTIOTNKE
10.4 ZxeTIKA evaloBnoia kal £181IKOTNTA

Mpokeiyévou va TTPoadlopIoTel N cupQwvia oTa BeTIKA ammoTeAéopaTta (OXETIKN euaioBnaia),
eAéyxBnkav 50 deiypata opou amd aoBeveig Ta oTroia gixav OeTIKA atTOTEAEOUATA YIA
avTiowpaTa o€ dokiyacia Euuecou avooopBopiopou (Indirect immunofluorescence, IIF), pe Tn
dokiyacia AESKUBLOTS® ANA-17 comp. la Tov Tpoadiopioyd TG Cuppwviag ota
apvnTIKG atroTeAéapara (oXeTIKA €101kOTNTA), avaAubnkav 50 deiyyata opou atrd aluodOTEG.

Jupewvia BeTIKWY atroTEAeCUATWY [%] 99,1

JupQwVvia apvnTIKWV aTTOTEAEOUATWYV [%] 98,0

>uvoAikA cup@wvia [%] 98,8

TEPIOTOTEPA DEIYMATA TTPOKEITAI VA OlEPEUVNOOUV GTO PJEAAOV.
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11 Ai1aOeon

MapakoAoUBNOTE TIG OXETIKEG KAVOVIOTIKEG ATTAITACEIG!
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