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Evdedeiyuévn xpnon

AESKULISA® snRNP-C civalr pia Evfupoavoooloyikny péBodog oTepERS @AoNG yia Tov
TTOOOTIKO KOI TTOIOTIKO TTPOCOIOPIOUS AVTIOWHATWY £vavTl Tou oUPTTAOKou snRNP oTtov
avBpwTTIvo 0p0. H dokipacia TTePIEXEl WG avTIyovo, uWnAng KaBapdTnTag QUOIKO avBpwITIVO
oupttAoko U1-snRNP até kuttapa Hela. To oUuttAoko atroTeAeital ammd 1o avriyovo Smith
(Sm) ka1 amré Vv U1 €dikiy 70 kDa piBovoukAcotmpwreivn (RNP), 61Twg etTiong kai atmmo Tig
mpwreiveg A kai C. H dokipyacia egutnpetei otn didyvwon Twv MIKTWY TTaBACEWY Tou
ouvoeTIkoU 10ToU (mixed connective tissue diseases, MCTD) kai TOU GQuUOTNUATIKOU
epuBnuaTwodn Aukou (ZEA).

To o€eT SOKIPNWV TTPOOPICETAl HOVO YIA ETTAYYEAUATIKA XPAON O€ EpYQOTHPIA.

KAIVIKR epappoyn Kal apxég Tng peEBodou

To ouptrAoko U1-snRNP egival éva pIkpd TTupnvikO pIBOVOUKAEOTTPWTEIVIKO cwuartidlo (small
nuclear ribonucleoprotein particle, snRNP) kai atroteAgital amrd mAolaio o€ oupidivn (U), Hikpd
Tupnvikdé RNA Kal TTpwTeiveg, OTIC OTToiEG EKTOG aTTd TO avTiyovo Sm (Smith) avikouv Kai ol
piBovoukAeikég TTpwTeiveg (RNPs) A kai C émrwg ettiong kai pia 70 kDa trpwrteivn, n otroia
eppavietal €18IKa pévo o1o oUpTTAoKo U1-snRNP. To avriydovo Sm atroTeAcital ammd oKTw
mpwrteives: B/BY, D1, D2, D3, E, F ka1 G.

2UhQWVa Pe Ta oUoTaTIKA Tou oToixeia Sm kal RNPs, To GUUTTAOKO XapakTnpileTal cuyxvda Kal
ws RNP/Sm.

To U1-snRNP aTtroTteAei cuoTaTtikd OTOIXEIO TOU CUPTTAEYUATOG TTOU gival UTTEUBuvO yia TO
MATIOMA, TO OTTOI0 CUMMETEXEI TNV wpidavon Tou TTpo-MmRNA oe RNA oTov KUTTApIKO TTUpAva.
Ta avriowpata évavtl Tng 70 kDa mpwrteivng Tou cupmmAdkou U1-snRNP avrikouv oTnv
ETEPOYEVI OMAdA TwV avTITTUPNVIKWYV avTiowdatwy (ANA), Ta otroia epgavifovTal o€ dIdQopeg
auTodvooeg acBévele. TAooovTal evavTia o€ dIAPOPES TTPWTEIVEG TOU KUTTAPIKOU TTupriva. H
olatriotwon Twv ANA yivéTav apxikd pe tn dokipacia Tou €uuecou avooo@Bopiopou (IFT) ot
EUKAPUWTIKA KUTTOPA OTTWG TT1.X. Ta KUTTapa HelLa. Me BAon TIg SIAQOPETIKEG OXNHUATOUOPPES
TOoU PBopPICHOU gival duvaTto va dIakpIBei n eIdIKATNTa Tou KABe ANA, n diaTTioTwon OUWS Twv
auToavTICWUATWY 0TO ELISA pe Ta avrioToixa €18Ik& avTtiyéva emITRETTEl Hid EUKOAOTEPN KAl
Mo aglémaoTn dlagopoTtroinan Tov ANA oUugwva PE ThV EI8IKOTNTA TOUG.

Ta avriowuarta évavt Tou cupttAdkou snRNP gival duvartd va tdocoovTtal evavTia Tou Sm Kal
evavtia Twv RNPs (n 70 kDa U1 €1dikr pwreivn kai ol Trpwteiveg A kai C). Aveupiokovral
ouvnRBwg o PIKTEG VOoOUG Tou ouvdEeTIKOU 10ToU (MCTD) kai oto ZEA, gival duvard dpwg va
dlamoTwloUuv kKol oTo oUvdpouo Sjogren, Tn okAnpodepuia Kal TNV TTOAupuocitida. H
dlapopOTToiNCN TWV AUTOAVTICWHATWY CUNPWVA PE TO AVTIYOVO — OTOXO TOUG PHEOW EIDIKWV
ookiyaciwv oto ELISA egutnpetei otn didyvwon tou ZEA kai Twv MCTD: Ta avricwpata
évavtl TG 70 kDa U1 €1dikng Tpwreivng diamaTtwvovTtal oTig MCTD ue ouxvotnta 95% kai
40% oT1o ZEA. Mepovwpévn gu@dvion avti- 70kDa avTiowudTwy €ival XapakTneIoTIKN yIa TO
ouvdpouo Sharp.

2€ avTiBeon PE AQUTO, TA AVTICWHATA £vavTI TOU Sm £Xouv uwnAn €18IkoTnTa yia To ZEA Kai
atroteAOUV €101 éva a1l Ta KpIThpla didyvwong Tou ZEA. avti-Sm avricwuara gugavi¢ovrai
o€ 20-30% Twv aoBevwyv 110U TTéo)ouv atmo SEA

Apxég Tng dokipagiag

Ta dioAupéva 1:101 deiypata opol eTTWALOVTAI OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUPUEVEG WE TO €IDIKO
avTiyovo. Kard n didpkeia TG mwacng ouvoEovTal Ta EI0IKA aQvVTIOWHATA OTTo TOV 0p0 Twv aoBevwy, av
autd uTtdpxouv, HE TO avTiyévo TTou Ppioketar otnv TAAKQ, Ta PR Ouvdgpéva OTOoIXEId TOu OpouU
atropakpuvovTal 0To €TOPEVO Bripa TAUonG. ‘Emeira mpooBétovral avTi-avBpwITIVEG AvooooPaIPIVEG, Ol
oTroieg gival ouleuypéveg e uTTEPOEEIBAON aTTé pagavida (ouleuypa). Katd Tn Sidpkeia piog emwacng, 10
oUleuypa (Ouleuypéveg aAvOOOO@AIPIVEG) OUVOEETAl PE TO OUPTTAOKO avTiyévou — avTICWUOTOG TTOU
OXNUOTIOTNKE TTPIV, O PN CUJEUYHEVEG AVOOOOQPAIPIVEG OTTOUAKPUVOVTAl OTO €TTOUEVO BAua TTAUoNG. H
OIaTTiIOTWON TWV CUVOEUEVWY QVTICWHATWY TTPAYHATOTTOIEITAI JE EVCUPATIKA XPWOTIKI avTidpaon (MTTAE) Tou
UTTOOTPWHATOG, N OTT0ia avaoTEAAETal pe SlaAupéVo o&U (aAAayr xpwang oe KiTpivo). O Babudg oxnuaTticuou
XPWHOTOG atTd TO XPWHOYOVo e€apTdTal atrd TNV TToodTNTA CUeUYOTOG TTOU BPioKeTal CUVOED EPEVN LIE TO
OUNTTAOKO avTIyévoU-avTIOWUOTOG Kal £TO1 €ival avalAoyog TTPOG TNV OPXIKI) CUYKEVTPWON TWV QVTIOTOIXWY
AVTIOWPATWY oTo Seiypa aoBevoug.
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3 ZUCTATIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET
AIAANYONTAI MPIN AINO TH XPHZH
Xpwua ety
2T0IXEIO MoootnTa . SloAUpaT  Mepiypaer / Mepiexdpevo
KOTTaKIOU oc
5TTAdoIa CUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1 x20m| Neuko Kitpivo opou (BSA), ogeidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 50TTAGoIa CUYKEVTPWON
(FZ_)%GX‘;'OT'KO Sidhupa TTAGONG 1 X 20ml Neukod Mpaoivo | Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpa
2T0IXEIO MoooétnTa Kamakio  diaAupar  lMepiypagn / Mepiexouevo
U oG
. s . . UNIKG eAéyxou (Blalupévog), aABoupivn Boéeiou opou
ApvnTIKOG 0pAG EAEyXOU 1x1,5ml Mpdoivo | Alauyég (BSA), o€&idio Tou vaTpiou < 0,1% (GuvinpnTiKd)
i ) ) . . UAIKO eAéyxou (BlaAupévog), aABoupivn Bogiou opol
OeTIKdG 0pOG EAEyXOU 1x1,5ml Kokkivo | Kitpivo (BSA), 0€£id10 ToU VaTpiou < 0,1% (GUVTNENTIKA)
. . UAIKOU BaBuovopnong (diaAupévog), aABoupivn
'SVIT(;?(QG?IT”P'O Bauovopunang 1x1,5ml MrrAe Kitpivo Boeiou opou (BSA), ogeidio Tou varpiou < 0,1%
PIAKNG TIHNG (ouvTnpnTIKO)
SuykévTpwan kaBe avridpaoTtnpiou Baduovéunong: 0,
} . . . " 3, 10, 30, 100, 300 U/ml. uAikou BaBuovounong
AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml Neuko Kitpivo (BioAUpEVOC), aABoupivn BogIou 0poU (BSA), 0E&idIo
Tou vaTpiou < 0,1% (ouvtnpnTiko)
2UCTOTIKA OTOIXEIQ: avoooo@alpivn onUadePévn PE
>ulevyyara, IgG 1x15ml MrrAe MtrAe utrepogelddon amoé pagavida, aABoupivn Bégiou opol
(BSA)
. . . >10BepoTroinuévn TeTpapeBUABeVISivn Kal
YmooTpwya TMB 1x15ml Madpo  AlauyéS e o ogeidio Tou UBPoyGvou (TMB/H;O,)
AidAupa diokoTAg avTidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
12x8 gs\él Aegv gival Me amrooTTwpevoug uTTodoxEiG. AvaTpéETe aTnV
MAdka pikpoTiTAoTroinang . . d1a6éoiu TTapdypa@o 1 yia TTANPoQOopieg OXETIKA WE TNV
Tavieg d100éaip .
o o] ETMIKAAUWN.
* H évTaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
Amairodueva vAika
O avayvwoTng TTAaKWVY pIKpoTITAoTToinang 450 nm avaylyvwoKel QIATpa avayvwong Kal TTPoalIpeTiko 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva e€aptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Xuokeur TTAUONG WIKPOTTAGKAG (300ul
emavaoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KAvaAiwv A auTouaToTroiNuévo oUaTnUa), atroppo@nTikd xapTi. Ol
doKIpaagieg Hag £xouv wg oXeBIOOTE yIa va XpnoipoTroinBolv pe kabapd Udwp cUPPwVa PE TOug opiopoUg Tng PappakoTToliag
Hvwpévwy MoAireiov (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).
4  @®UAagn kai xpoévog diatppnong

Ta avridpacTripia Tou auvOAou avTIdPACTNPIWY Kal N MIKPOTTAGKO TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOToug aubBevTiKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAdooovtal otoug 2-8°C/35,6-46,4°F yia éva pniva. Mpémer va AapBavovrtar uttéyn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOTIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpémer va
aTToQeUyETaI N £viovn €TiIOPACN QWTOG aTO dIdAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKEG VO
QuAdooovTal TTavrote WE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
OuUOKeUaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO A EPIFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpnOIWOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI E1O0IK&
oTn xpnolgotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
1I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHONG, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva ouoTatikd TOu GUVOAOU avTIOPAOTNPiwY TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIOUd Twv 0POOAUWY Kol TOou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidio Tou
vaTtpiou (NaNs) wg ouvtnenTikd. To NaNs ptropei va gival TogIKo eav TTpoAngBcei ) atroppo@nBei
atro 10 Oéppa f Ta udma. To NaNs ptropei va avtidpdoel ye Tnv eykatdotacn JoAUBdou Kal
XOAKOU oxnuatiCovtag IDIAITEPa EKPNKTIKA HETAANIKA adidia. Katd Tnv atrdéppiyn, EETTAUVETE e
MEYGAO OYKO UDATOG YIO VO aTTOTPEWETE TN dnuioupyia alidiwyv. MNMapakaAw avaTpeéLETeE OTIG
oladikaaieg atmroAupavaong oTTwg TreplypdeovTal atmo 1 CDC ) dAAeg ToTTIKES/ €BVIKEG 0dnyieg.

Kard tn di1dpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEiTE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avnidpaoTipia BIoAOYIKOS TTPOEAEUCNG TTOU TTEPIEXOVTAI OE QUTO TO TTPOIOV ATTOdEIXTNKAV
KaTd Tov £AeyXo yia nraTitida B avriyovo emeaveiag (HbsAg), nmatitida C kai HIV 1 kai 2 wg
apvnTIKA. Opwg, og TTPoidvTa PIOAOYIKOG TTPOEAEUONG BE PUTTOPET TTOTE VA ATTOKAEIOTEN TTARPWG
n méavotnTa poOAuvong HE TOUG ava@ePOUEVOUG 1 Kal PE AAAOUG akOun AyvwoToug
TTaBoydvoug opyaviopous. Na Tov Adyo autd, o1 opoi eAéyxou, Ta avTiIdpacTApIa
BaBuovounong OTTwg €TTiong Kal O Opoi Twv aoBevwv  xapaktnpifovral wg duvnTikA
MOAUGHQTIKOI KAI TTPETTEI VO XPNOIUOTTOIOUVTAl OCUUPWVA PE Ta €BVIKA VOUIKG agiwpaTa.

Etreidn 1o KIT repI€XEl UAIKO WIKAG TTPOEAEUONG, OTTWG AVOQEPETAI GTOV TTIVAKA TTEPIEXOUEVWY,
TTPETTEI VO TO XPNOIYOTTOIEITE CUMPWVA WE TIG OTTAITAOEIG TNG €BVIKNAG vOouoBeaiag.

Fevikég utrodEiSelg

TNV TTEPITITWON KATA TNV OTT0ia 01 TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPONBEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe n avrikaBioTdre MdpTtupeg, BaBuovounTtég, Evupa 20Ceuéng N WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO UTTOPEI va 0dNyroEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta CUCTATIKA TOU OET va AdBouv Beppokpaacia dwpatiou Trpiv atrd Tnv évapgn Tng
dokipaaciag (20-32 °C/68-89,6 °F) kal avauei¢te KaAd. MNpémer oTTwWodATIOTE va Tnpeeital 1o
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

Emwaon: Zuviotoupe amédoon Sokiprpg otoug 30 °C/86 °F yia autopatoTTinuéva
OUOTANATA.

Mnv ekBETeTe TTOTE TA OUCTATIKA TOU CUVOAOU QvTIOPACTNPIWV O€ BepuoKkpaaieg dvw Twv
37 °C/98,6 °F. XpnoiyoTrolgite yia TN Afwn Tou OI0AUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUCKEUOOWEVA pUyXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN THITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE AN avTIdOPaACTAPIC.

H tehik KAIVIKR Si1dyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amrd Tov 1aTp6 AdppdvovTag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIJOTTOIWVTAG
S1a@popeTIKEG BlAYVWOTIKEG HEBOSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2UVIOTATOI N XPon @PECKWY BEIYHATWY 0poU. H Afjyn Tou aigaTtog TTPETTEl va yiveTal GUNQWVaA
ME Ta €BviKd vouikd aflwpata.Na pn XpnoipgoTrolouvTal: IKTEPIKA, AITTAIYIKG, aldOAUMEvVa R
MoAuouéva atrd BakThpla dciypata opou. AtgiyuoTa opwv TTOU TTEPIEXOUV CWMATIOIN, Vva
TOTTOBETOUVTAI PE XAUNAN TaXUTNTA OTH OUOKEUN QuyokévTpnong (<1000 x g). ZuAAéyeTe Ta
OciypaTa aiparog o€ kabapd, oTeyvd Kal Kevd QIaAidIa.

Katétriv dlaxwplopou Ta dEiyaTa TTAACHATOG TTPETTEI VA XPNOIUOTTOINB0UV EVTOG TWV TTPWTWV
8 wpwv, dIAPOPETIKA TTPETTEI v QUAACOOVTAl KAEIOPEVA aEPOOTEYWS oToug 2-8 °C/35,6-
46,4 °F yia 48 wpeg TO WEYIOTO. Ze TEPITTITWON TTOU TTPORAETTETAI HEYAAUTEPN OIAPKEIQ
QUAaéng, Ta deiypata TPETTEl va wuxovTal otoug -20 °C/-4 °F. (Thomas: Labor und Diagnose;
CLSI Guideline GP44-A4).

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTIOPAoTNPiWwV:

ZUMTTUKVWUEVO PUBMIOTIKO dIdAupa OclyudTwy: apalwveTe 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

2UMTTUKVWHEVO puBuIoTIKG dIdAupa TTAUONG: apaiwveTe 1:50 pe atmrooTaypévo vepod (T1.x. 20 ml
ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, OuvIOTATal N CAPOVON TWV KATTAKIWV Twv O1aQopwV

avTidpacTnpiwv Babuovounong.

Apdaiwon Twv deIyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyvoere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUG
OelypdaTwy, T.X. (1X) 1000 pl puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didAupa TTAUoNG (1x) ava 8 Bubiopata i 200 ml
avd 96 BuBiopara 1.X. 4 Ml cuuTTUKVWPA ouv 196 ml atrooTayuévo vepo.

Autoparotroinpévn rAuon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUuv uttéwn TTpooBeTeg
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUon:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAGKA €TTAVW O€ £va attoppo®nTikd xapTi. Balste 300
pl apaiwpévo pubpIoTIKG didAupa TTAUONG o€ KABe BUBICUA XPNOIKMOTTOIWVTAG TNV TTITTETA,
epipévete 20 deutepOAetTa. ETTavaAaBere Tn diadikacia akoun dUo PopEg.

MikpoT1rAdKeg:

ATTopakpUveTe Ta BuBicpaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAACCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePPBpdvn Tng ouokeuaaiag oe dpoaepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZXApa dlavopng avTidpaoTnpiwv

MpoTteivoupe TN Xprion T¢ TITTETAG YIA AvVTIOPACTAPIa BaBuovounong, opoug eAEyxou Kal

OciypaTa wg €€Ne:
Ma NOZOTIKH gpunveia Ma MNOIOTIKH epunveia
1 [ 2 | s |4 T s T
W cap lcae P | - e
B caa lcae 1 | = e
e cab lcar (72 | - C e
5 cas lcar (72 | - e
E | cac |pc R E— R T
E | cac | pc S R R o
G CalD | NC G Pl
H | CalD | NC H | p1
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC: cut-off calibrator P3: patient 3

7.3 BRpata gpyaciag

By

a Mepypaen

1. Mpiv até 1o MTTETApIoPa BeRaiwBeite 0TI £xeTe ekTeAETEl TN dladIKaoia TTPOETOIYACiag aTd To Brpa 7.1

TTaPATTAvVW.

2. AkoAoubBnaTe Ta TTopakdTw Brpata avaAoya Pe Ta EMOUUNTA aTTOTEAECUATA TTOIOTIKAG/TTOOOTIKAG

gpunveiag:

+100 pl

OPOI EAETXOY & AEITMATA

Badete ota mpofAeTrépeva Bubiopata 100 pl atmd éva ammd Ta TTopakdaTw
UNIKA XPNOIMOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI OTO KEQPAAQIO 7.2
TTOPATTAVW:
a. Avmidpaotipia BaBuovounong (CAL.A éwg CAL.F) yia NNOZOTIKH
epunveian
b. Avndpaotipio BaBuovounong opiakig TIAG (CC) yia MNOIOTIKH
epunveia
Emiong, BaZete amd 100 yl ammd kabéva aTrd Ta TTAPOKATW:
e ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pdg eAéyxou (PC)
KaBWg Kai

e AlaAhupévo opd aoBevwy (P1, P2...)

Emmwadete yia 30 Aetrtd o€ 20-32 °C/68-89,6 °F.

MAévere 3 @opég, kaBe @opd pe 300 pl puBuioTikd SidAupa TTAUONG
(apaiwpévo 1:50).
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B

+100 pl

®

30

8.  [wasug]

~

I

3x 300pl

10. g

1
\r
+100 pl
12. @
.
13.

14. |0D; OD%

450/620 nm

2YZEYTMA

Badete 100 pl SiaAUpaTog culelyuaTog og KABE UTTOBOXED XPNOIKNOTTOIWVTAG
TTTETA.

Emmwadete yia 30 Aetrtd o€ 20-32 °C/68-89,6 °F.

MAévere 3 @opég, kaBe @opd pe 300 pl puBuioTikd SidAupa TTAUGNG
(apaiwpévo 1:50).

YTMOZTPOMA

Balete 100 pl diaAvpartog umrootpwpuarog TMB oe kdBe umrodoxéa
XPNOIYOTTOIWVTAG TNV TTITTETA.

Emmwadete yia 30 Aemrd oe 20-32 °C/68-89,6 °F. lMpooTtatevoTe amd TO
£VTOVO QWG.

AIAAYMA AIAKOIMNHZ ANTIAPAZHX

Badete 100 pl dioAUparog S1akoTTAG avTidpaong o€ kGBe BUBIoua pe Tn ogipd
TTOU TOTTOBETABNKE TO UTTOCTPWUA XPNOIUOTIOIWVTAG TNV TTITTETA.

Emrwadete yia 5 Aetrtd TouAdyioTOV.

AVOKIVEITE TTIPOOEKTIKA TNV TTAGKQ yia 5 deuTePOAETTTA.

MerpAote Tnv amoppéenon ota 450 nm eviog 30 Aemrtwv (ouvioTatal
TIPOaIPETIKA Kal oTa 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1To00TIKOG TTPOTdIoPIoNOG eTTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpacTtnpiwv Baduovéunong (aGovag y) Evavl g
ouykévTpwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICHO CUVIOTATAI N PHETOPOPG
log/lin kai éva Fit 4 TTapapétpwy. Me BAon TNV KAUTTUAN €SakpIfwveTtal attd TNV OTITIKN
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.
Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadesiyua mpoadiopicuou
Autdé TO TrOpddelypa Oev £MITPETETAI VO XPNOIMOTTOINGEl yio TNV £ppnveia Twv

ATTOTEAECHATWY TWV ACOEVWV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,018 2,7
3 U/ml 0,127 11
10 U/ml 0,265 0,3
30 U/ml 0,598 2,9
100 U/ml 1,214 11
300 U/ml 2,223 1.3

lMapadeiyua ummroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,831/0,855 0,843 52,8

P 02 1,060/1,069 1,065 76,0
Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokiyagovtal Eavd. Ta deiypata he TINEG PIKPOTEPES ATTO TO UPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."
EidIka oToixeia Tng TTapTidag, avaypd@povTal GTO CUVATITOUEVO TTIOTOTTOINTIKO EAEyXOU. laTpIKA
EQPYACTHPIO PTTOPOUV VA BIEEAYOUV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG HE BIKOUG TOUG EAEYXOUG
Kal/ A opoug atrd TNV TpdTTea aipaTog oUNPWVa Pe TNG pubuioeig Tng E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAICUO Kal TTANBUOPOUG aoBevwV.
TNV TTEPITITWOT KATA TNV OTTOIA Ol TIMEG TWV OPWV EAEYXOU BEV CUHUPWVOUV HE TA KPITAPIA, N
dokKiun gival dkupn kal Ba TTPETTEI va eTTAVaANQOEi.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwyv (TTou TTPoETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv &gV TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TRV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa Tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmmd Tnv TiUA Tou papTupa oav ampoodidpiota. OAa Ta deiypaTa pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Ye XaUNAGTEPES TINEG ApVNTIKA.

ApvnTiKO: OD oqo8evr; < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD qoegvr'] S 12 X OD cut-off
OcTIKO: OD qotevi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YNIKO BeIyhaTWV: Opdg
Oykog delyuaTwv: 10 pl 0pdg yia apaiwon 1:101 pe 1x puBuIOTIKG SiIAAUNQ
OEIYUATWY
OAIKOG Xpbvog TTwaoNG: 90 AeTrTd O€ Bepuokpacia dwuaTiou 20-32°C/68-89,6°F
Meploxh pétTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnoia: 0,81 U/ml
duAaén: o€ 2-8 °C/35,6-46,4°F oTIG auBeVvTIKEG QIAAEG
ApiBué¢ Twv TTpoodIopiIcUwY: 96 dOKINACiES
10 Zroixeia Arédoong
10.1 EUpOG @UOCIOAOYIKWYV TIHWV
Opoi aigaTog uylwv doTwv UTTORARBNKav aTnv avoooAoyikr dokipacia AESKULISA® snRNP-
C kail a1rd Ta ATTOTEAEGUATA TTPOEKUYE N akOAoUBN KaTavoun:
Ap1Bu6g SelypdTwy apvNTIKA oplaKd OeTIKA
80 80 (100 %) 0 (0 %) 0 (0%)
2UVIOTOUE, £TTIONG, KABE epyaoThpIo va KaBopioel To BIKO Tou €UPOG QUOIOAOYIKWYV TIHWV.
10.2 AkpiBeia
H akpiBeia Twv atmoteAeoudtwy TTOU TIPOEKUWAY OTTO TNV  avOOOAOYIKr)  doKipaaoia
AESKULISA® snRNP-C, REF 3105 afiohoynbnke pe PBdaon Ttov mpocdiopicud Tng
ETTAVOANWIKNOTNTAG KAl TG AVATTAPAYWYINOTNTAG KaBWS Kal TNG dlakUuavong oTIG avaAUuoEelg
TTOAAWV OEIYUATWYV BIOPOPETIKWV dPATTNPIOTATWY AVTICWHATWV.
TautéTnTa _ quva)\nqupémw i I'Ia;'myw\ IMOTNTA i 'AKpi €10
SeiypoTog Méoog 6pog Méoog 6pog Méoog 6pog
(U/ml) cVv (U/ml) cVv (U/ml) cV
Acgiyua 1 10,3 6,3% 10,3 10,5% 9,5 7,8%
Aciypa 2 14,9 5,2% 14,9 10,7% 13,7 6,5%
Agiypa 3 324 5,3% 324 10,5% 29,6 6,8%
Aciyua 4 117,5 5,6% 117,5 7,1% 115,9 6,6%
Agiypa 5 275,6 6,2% 275,6 9,0% 270,9 8,8%
10.3 EvaioOnoia kai €§e1dikeuon

AvaAuTIKA guaioBnoia

H avaoAutiki euaioBnoia €xel aglohoynBei pe Bdon TTOAAATTAEG avaAlloelg deiypdtwy pe
PUBUIOTIKG dIGAUUA Kal XapNAWY BETIKWY OeIlyUATWY Kal e UTTOAOYIOHO TOU Opiou avixveuong.
Ma 1n dokipyacia AESKULISA® snRNP-C, REF 3105 £xel kaBopiaTei éva 6plo avixveuong
0,81 U/ml
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FpapuIKOTNTA

TpeIg 0poi aipaTog TTou KAAUTITOUV TO GUVOAIKO £UpO¢ TNG OOKIUATiag apaiwbnkav o€ GeIpd e
éva apvnTiko deiypa opouU aipatog. O1 TIMEG TwV EEXWPIOTWY DICAUPATWY TTOU TTPOEKUWAV ATTO
TN YETPNON KOl O AVOUEVOUEVEG TIEG XPNOIUOTTOINONKAVY yia TOV UTTOAOYIOUO MIAS YPOAUMIKAG
TTaAIvVOPOUNOoNG. ZUPQWVA JE Ta ATTOTEAECHOTA TOU EAEYXOU YPAUMIKOTNTAG TTPOCBIOPICTNKE
éva €Upog 3 - 300 U/ml yia tn dokiyacia AESKULISA® snRNP-C.

BaBuovoéunon

Noyw NG €AAeiwng &1EBvoUg avagopdg Babuovounong, auti n pHéBodog Babuovopeital og
auBaipeTeg povadeg (U/ml).

11 AiaBeon
MapakoAouBnoTE TIG OXETIKEG KAVOVIOTIKEG OTTAITACEIG!
12 BiBAloypapia

Peter JB, Shoenfeld Y (1996). Autoantibodies. Elsevier Sciences B.V., Amsterdam

Hackl W, Fischer U, Luhrmann R (1994).A 69 kD protein that associates reversibly with the
Sm core domain of several splicosomal SnRNP species. J Cell Biol 124: 261-272.

Klein Gunnewiek JMT, Van de Putte LBA, van Venrooij WJ (1997). The Ul snRNP
complex: An autoantigen in connective tissue diseases: An update. Clin Exp Rheumatol 15:
549-560.

Von Mihlen CA, Tan EM (1995). Autoantibodies in the diagnosis of systemic rheumatic
diseases. Semin Arthritis Rheum 24: 323-358.

Lothar Thomas: Labor und Diagnose: Indikation und Bewertung von Laborbefunden fur die
medizinische Diagnostik., 8. Auflage, TH Books

CLSI Guideline GP44-A4: Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests
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13 PuBuioTikd cUpBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagndstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péoo

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Namero de catélogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIouog TrapTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador Gnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUOKEUNG

- |dentificador tnico do dispositivo

Ce€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- Eupwraikn oupgwvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Tpoodiopiouoi
- 96 Testes

elFU

"y aesku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0BNYiEg Xprong

- Seguir as instrugdes electrénicas de utilizacdo

- Da utilizzarsi entro - Use by
- Utilise avant le - Utilizar antes de
- Verwendbar bis - Xprion péxp!

- Utilizar antes de

+8°C
+2°C

- 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)

- ®uhdooetal oToug 2-8°C (35.6-46.4°F)

- Conservar entre 2-8°C (35.6-46.4°F)

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeuageral ammé

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Opiakdg opdg AvridpacTrpio Babuovounang

- Calibrador de cut-off

CON|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- @ETIKOG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTiKéG 0pdG EAEyXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvtidpaoTrpio Baduovépnong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0geuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmKaAuppévn pIkpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio - Wash buffer
WAS H B 5 0 - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PuBpioTiké didAupa TAUoNng

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBpioTiké diGAupa UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpaOTHpIO BIGKOTIAG avTidpaong

- Solucéo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampén Muestras

- Probenpuffer

- PubuioTiké SidAupa delypdrwy

- Diluente de amostra
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