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Evdedeiypyévn xpnon

AESKULISA® U1-70 c¢ivar pia Evlupoavoooloyikr) WEBODOC OTeEPERG @AONG  ME
avaouvouacopévn avBpwtrivn 70 kDa mrpwteivn Tou cupttAdkou U1-snRNP yia Tov TT000TIKO
Kal TTOIOTIKO TTPOCdIOPIoUS avTiIowuaTwy évavtl Tng 70 kDa mpwrteivng Tou U1-RNP oTtov
avBpwtivo opd. H Odokiyacia etutrnpetei otn diIdyvwon Twv JIKTWY TTaBfocewv Tou
ouvoeTikoU 10ToU (mixed connective tissue diseases, MCTD) kai TOU GQUOTNUATIKOU
epuUBNUaTWdN Aukou (ZEA).

KAIVIKR ) epappoyn Kal apxég Tng HEBodou

To guutrAoko U1-snRNP eival éva pikpd Tupnvikéd pifovouKAEOTTPWTEIVIKO cwiartidlo (small
nuclear ribonucleoprotein particle, snRNP) kai atroteAgital atrd mAololo oe oupidivn (U),
MIKpO TTUpnVIKO RNA Kal TTpwTEiveS, OTIG OTTOIEG EKTOG aTTd TO avTiydvo Sm (Smith) avAkouv
kal o1 piBovoukAeikég TTpwTteiveg (RNPs) A kair C 6Ttwg etmiong kai pia 70 kDa mrpwrteivn, n
oTroia gp@avieTtal €1dIKa Povo o1o oUutTAoko U1-snRNP. To avtiyévo Sm atroTteAcital atmmo
okTw Tpwrteiveg: B/B®, D1, D2, D3, E, F kai G.

2UPQWVa e Ta oUOTATIKA Tou oToixeia Sm kal RNPs, To GUUTTAOKO XapakTnpileTal cuyxvda Kal
ws RNP/Sm.

To U1-snRNP atroteAei ouoTaTtikG OTOIXEIO TOU CUPTTAEYUATOG TTOU gival UTTEUBUVO yia TO
MATIOMA, TO OTTOiI0 CUMUETEXEI OThV wpigavon Ttou TTPo-mRNA oe RNA oTOvV KUTTOPIKO
TTUpva.

Ta avricwpata évavtl g 70 kDa trpwrteivng Tou cuptmAdkou U1-snRNP avriikouv oTtnv
ETEPOYEVI] OMAdO TWV avTITTUPNVIKWY avTiowpdatwy (ANA), Ta otroia eu@avifovial o€
dI1d@opeg autodvooeg aoBéveleg. TaooovTal evAvTIa g€ OIAPOPES TTPWTEIVEG TOU KUTTAPIKOU
mupAva. H diatmiotwon Twv ANA yivotav apxikd@ pe Tn OOKIJOCia TOU EUPECOU
avooo@Bopiopol (IFT) oe eukapuwTIKG KOTTApa OTTWG TT.X. Ta KUTTapa Hela. Me Bdaon T1ig
OIAPOPETIKEG OXNMATOUOPPES TOU PBOPICHOU ival duvaTo va dlIakpiBei n 1IdIKOTATA Tou KABE
ANA, n diatTioTwon OPWS Twv autoavTIcwPATwy oTo ELISA pe ta avriotoixa €181kd avTiyéva
EMTPETTEl Wia €ukoAOTEPN Kai o agiémaoTn dlagopotroinon tov ANA ocUpgwva PE TNV
€10IKOTNTA TOUG.

Ta avriowpara évavt Tng 70 kDa U1 €1dIKAG TTpwTEivNg aveupiokovTal 0€ PIKTEG VOOOUG TOU
ouvoeTIKoU 10ToU (mixed connective tissue diseases, MCTD) pe pia ouxvotnta 95 %,
epgavifovral Ouwg kal e ouxvotnta 40 % oTto cuoTnuatikd gpubnuatwdn AUko (ZEA).
Mepovwpévn epedvion avrti- 70 kDa avTIOWPATwY €ival XAapaKTnPIoTIKR yia TO cUvOPOUOo
Sharp. Ze avtiBeon pe autd, TO AVTICWHATA £vVaVTI TOU Sm €xouv uynAr €10IKOTNTA YIa TO
2EA kai atmmotehouv €101 éva ammd Ta Kpitipia didyvwong tou ZEA. avti-Sm avricwuoTa
epgavi¢ovtal o€ 20-30 % Twv aoBevwy TToU TTAoX0oUV aTro ZEA.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opoU eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €I0IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta E1I8IKA avTICWPATA aTTd TOV
opd Twv aoBevyv, €AV QUTA UTTAPYXOUV, KE TO avTIYOVO TToUu BpiokeTal oTnv TTAAKA, TO [N
ouvdepéva aTolxeia Tou opou atTopakpUvovTal oTo eTOUEVO BANA TTAUONG. ETTeira TpooBEéTovTal
AvTI-aVOPWITTIVEG AVOCOOPaIPIVESG, 01 OTTOIEG eival OUleUyUEVES PE UTTEPOELEIdAoN atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwaong, 10 ouleuypa (CUuleUyPEVEG OVOOOCQAIPIVEG)
OUVOEETAl UE TO OUPTTAOKO AVTIYOVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avoo0C@AIPIVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twy ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUPEVO 0EU (aAAayn xpwong oe kiTpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal amrd Tnv TT0o00TNTA OUleUYyUATOG TTou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTPOG TNV apXIKN
OUYKEVTPWAN TWV QVTIGTOIXWV AVTICWUATWY OTO deiyua acBevoug.
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3  ZUOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET
AIAAYONTAI TIPIN AT1O TH XPHZH
()](pwp Xpwua
2TOIXEIO MoooTtnTa KQTTaKI SloAupar  [Mepiypa@r| / Mepiexouevo
ou s
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa delypdrwv . . Tris, xAwpioUyo varpio (NaCl), aABoupivn Bogiou
(5%) 1x20ml Aeuko  Kitovo 0 5 (BSAY, oéeidio Tou vatpiou < 0.1 %
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%BX‘;'OT'KO SiaAupa mhuang 1X20ml N€UKO Mpdoivo Tris, NaCl, Tween 20, o&gidio Tou vaTtpiou < 0,1 %
(ouvTnpnTIKO)
ETOIMA llA XPHZH
()](pwp Xpwua
2T0IXEIO MogétnTa KQTTaKI SlaAupaT  Tlepiypaer / Mepiexdpevo
ou s
. . . Mpdoi . UAIKO eAéyxou (S1aAupévog), ahBoupivn Bogiou opol
ApvnTIKGG 0pOg EAEyXOU 1x1,5ml VO Aiauyég (BSA), o&eidio Tou varpiou < 0,1 % (ouvtnpnTiko)
. . . Kokkiv . UAIKO eAéyxou (B1aAupévog), aABoupivn Bogiou opou
OETIKGS 0pOg EAEYXOU 1x15ml o Kitpivo (BSA), o&eidio Tou vatpiou < 0,1 % (ouvtnpnTikd)
, ] UAIKoU BaBuovounong (SiaAupévog), aABoupivn
QVIT(;?(QG?IT”P'O BaBpovopnong 1x15ml MTtAe Kitpivo Boeiou opou (BSA), ogeidio Tou varpiou < 0,1 %
PIAKNG TIHNG (ouvtnpnTIKO)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: 0,
. . . . " 3, 10, 30, 100, 300 U/ml. uAikoU BaBuovéunang
AvmidpaoTtrpia Babuovounong | 6 x 1,5 ml NEUKO Kitpivo (SIGAUEVOC), aABoupivi B 0pol (BSA), Ofeidio
Tou vatpiou < 0,1 % (ouvtnpnTIKO)
ZUCTATIKA OTOIXEIQ: avoooo@alpivn onuadepévn Ye
>ulelypara, IgG 1x15ml MrrAe MrrAe uTTEPOEEIdACN aTTo pagavida, aABoupivn Béeiou opou
(BSA)
. . . >1aBepoTroinuévn TETPapEBUABEVISivn Kal
Ymootpwua TMB 1x15ml Malpo = Alauyég UTTEPOEEIBIO TOU UBPOYOVOU (TMB/H,05)
AidAupa diokoTrg avTidpaong | 1 x 15 ml Neuk6 | Alauyég 1 M YdpoxAwpiké o&u
ﬁf/\(;l Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVaTpEETE OTNV
MAdka pikpoTiTAoTToinoNG 12 x 8 Tawvieg 510050 S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o o ETMIKAAUYN.
* H évtaon Tou XpwHaTOG QUEAVETAI PE TN GUYKEVTPWON
AlMNAITOYMENA YAIKA
AvayvwoTng TTAAKWV HIKpOTITAOTTOINONG 450 nm TToU avaylyvwokel GIATpa avayvwong Kal TTPoalpeTikO 620 nm  @iATpo
avagopdg (600-690 nm). NudAiva e€aptripata (KUAIVOpog 100-1000ml), dokipaoTikoi CwARVES yia SiaAuuaTta. AovnTAg avapigng,
méreg akpifeiag (10, 100, 200, 500, 1000 pl) | Tpooappolduevn TToAuTTTETa (100-1000pl). Xuokeury TTAUONG HIKPOTTAGKOG
(emavahapBavépevn mréTa 300ul i ITTETA TTOAMOTTAWY KavaAiwv | autopatoTroinuévo oloTnua), amoppo@nTiké xapTti. Ol
OOKIPOTIEG HAG €XOUV WG OXEDIAOTEI yIa va xpnoipoTroinBouv pe kabapd Udwp cUPPwva Pe Toug opiopoulg TG PapuakoTroliag
Hvwpévwv MoAireidv (USP 26-NF 21) kai Tng Eupwtraikng gpappakotroliag (Eur.Ph. 4th ed.).
4  QUAagn kai xpoévog diatppnong

Ta avTidpacTAPIa ToUu CUVOAOU avTIOPACTNEIWY Kal N MIKPOTTAAKO TTPETTEI va QUAdCTOVTaI
otoug 2-8 °C / 35,6-46,4 °F péoa oOTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva dloAuuara,
@uAdooovtal otoug 2-8 °C / 35,6-46,4 °F yia éva priva. Mpémel va Aaudvovtal utréyn ol
NUEPOMNVIEG ARENG TTOU avaypd@ovTal 0T CUCKEUOTIQ KAl OTIG ETIKETEG TOU KABE oUOTATIKOU.
Mn xpnoigotroigital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avtidpaoTtnpiwv! MNpéme va
atro@elyeTal n évrovn €Tidpacn wTOg oTo dIGAUPA uTTooTpwWHATOoG TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn PePPpdavn NG
OuOKeUaaoiag.
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5.2

EmikivouvoTnTa yIa TNV UyEia
AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TA EPFAZTHPIAKH
XPHZH (IN VITRO AIAFNQZTIKH).

MpéTTel va XpNOIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTE Kl EKTTAIOEUTE €1IOIKA
oTn xpnolgotroinon in vitro dlIayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
ID10iTepa ToEIKG A €TMIKIVOUVO UTTO OUVOAKEG evoedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG ACPAAEIAG:

Zuordosis kai uétpa mpoeuAaéng

Meuyovwpéva ouoTaTikd Tou auvoAou avTIOpaoTnNPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKAAECOUV €peBIoUd Twv 0POOAUWY Kol Tou
oépuatog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiEéxouv alidio Tou
vaTpiou (NaNs:) wg ouvinpnmikd. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atroppo@nBei atrd 1o dépua i Ta pdtia. To NaN; ptropei va avrnidpdoel Je TNV eykaTaoTaon
MOAUBOOU kal XaAkoU oxnuaTifoviag 101aiTepa €KPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aATTopPIYn, EETTAUVETE UE PEYAAO OYKO UDATOG YIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dIadIKAOieG atToAUuavong OTTwg TreplypdeovTtal amd ™ CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

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

Ta avridpaoTipia BIOAOYIKOS TTPOEAEUCNG TTOU TTEPIEXOVTAI OE QUTO TO TTPOIOV ATTOBEIXTNKAV
Katd Tov €AeyXo yia nmartinda B avriyovo em@dveiag (HbsAg), nmatimda C kar HIV 1 kai 2
w¢s apvnTiKA. Opwg, ot TTpoidvTa PBIoAoyikdG TTPoEAEUONG O PTTOPEI TTOTE VA ATTOKAEIOTE
TTARPWG N TBaveTNTA YOAUVONG PE TOUG avaPePOUEVOUG 1 Kal e GAAOUG akOun &yvwoToug
TTaBoydvoug opyaviopous. Na Tov Adyo autd, o1 opoi eAéyxou, Ta avTiIdpacTApIa
BaBuovounong OTwg €TTiong Kal O Opoi Twv aoBevwv  xapakTnpidovial wg duvnTiKa
MOAUGHQTIKOI KAI TTPETTEI VO XPNOIUOTTOIOUVTAI CUMPWVA PE Ta €BVIKG VOUIKA agltouaTa.

Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTivaKd
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEiselg

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

Mnv pttAékete n avtikaBiotdre MdpTtupeg, BaBuovountég , EvQupa 20Ceuéng n MIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNyroEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTik@ Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapén
NG dokipaaciag (20-32 °C / 68-89,6 °F) kai avapei&te KaAd. MpETel oTWOdATTOTE va TNPEITaI
TO KABOPIoPEVO TTPWTOKOAAO yia T diEgaywyr) TNG doKipaaciag.

Emrwaon: ZuviotoUpe amddoon OSokipyng otoug 30°C/86°F yia auTtopaTOTTINMEVA
OUOTAUATA.

Mnv ekBETeTE TTOTE TA OUCTATIKA TOU CUVOAOU QvTIOPAOTNPIWV O€ Bepuokpaaieg dvw Twv
37 °C / 98,6 °F. XpnoipoTrolgite yia TN Awn Tou SI0AUPOTOS TOU UTTOOTPWHATOG TTAVTOTE
KAIvoupIia — CUCKEUOOWEVA pUyXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUMQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTa@A YE GAAa avTIdpaAcTAPIA.
H teAik KAIVIKA S1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aapfdvovrag utTtown 6Aa Ta KAIVIKA Kal
epyaoTtnplakd supfuara. H didyvwon tmpémrel va emBefaiwveTal XPNOIMOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2uvIioTATal N Xpnon @PEoKwv BelyddTwy opol. H Afyn Tou aipatog TTPETTEl va YiveTal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTQIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Acgiyyarta opwv TTOU TTEPIEXOUV
owpartidla, va TotroBeTouvTal JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiypdata TTAAOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWY 8 WwpwvV, dIAPOPETIKA TTPETTEI va QUAAGCOOVTAI KAEIOPEVO AEPOOTEYWGS OTOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 1O PEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYAAUTEPN DIGpPKEIQ
QUAaéng, Ta Ociypata TPETTEl va Wuyxovtal otoug -20 °C / -4 °F. (Thomas: Labor und
Diagnose; CLSI Guideline GP 44-A4).

Aladikacia Tng peddédou

7.1

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTnPiwyV:

SUNTTUKVWHEVO puBuIaTIKG BIGAUpa BeIlyUATWYV: apaiwvete 1:5 pe amooTaypévo vepo (1r.x. 20 ml ouv 80 ml).

JUMTTUKVWHEVO puBpIoTIKG BIGAUpa TTAUCNG: apaiwveTe 1:50 pe amroaTtaypévo vepo (11.x. 20 ml guv 980 ml).

MNa tnv ammopuyn Tuxov AaBwv, CuvioTATal N CANOVON TWV KATTAKIWY Twv OIdQopwv
avTidpacTnpiwv Babuovounong.

Apdaiwon Twv delyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUG
OelypaTwy, T.X. (1x) 1000 pl puBpIoTIKG didAupa deiyudtwy + 10 pl opde.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUoNG (1x) ava 8 Bubiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKvWPa cuv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa ™ Aeiroupyia Tou e€pyaAgiou Kal To veEKPO OyKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTOoATNTEG PUBUIOTIKOU dIoAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOPAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppOo@PnTIKOG XapTi. BAleTe
300 pl apaiwpévo pubuIoTIKG SIGAUPA TTAUONG O€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETa, TTEPINEvETE 20 deutepOAeTTTa. ETTOVaAGBeTe TN Siadikacia akopn dUo QopEg.

MikpoT1rAdKeg:

ATTopakpuUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAEIOPEVa péoa oTn PEPPPAVN TNG ouoKeuaaiag o€ dpoaepd Pépog (2-8 °C / 35,6-
46,4 °F).
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ZXAMa d1avoung avTiIdpaoTnpiwyv
2UVIOTOUUE VA TTITTETAPETE TA AVTIOPACTAPIO BAaBUOVOUNONG, TOUG OpoUG €AEyXOU Kal Td
OciypaTa wg €€Ne:

MNa NOZOTIKH epunveia MNa NOIOTIKH epunveia

1 2 3 1 . 3
A | CalA |CalE | P1 A | NC P2
™ car lcae o1 = e S B
e (cas lcar (2 | o e
D | calB | CalF | P2 D | CC P3
E |CalC | PC P3 E  pC
= cac | e SR = S D B R
- PR T D N
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

BAupara epyaciag

Bripa  IMepiypaeri
1. MMpiv amd 1o mmetdpiopa BeBaiwBeite OT1 €xeTe ekTeEAéOEl TN dladikaoia TTPoETOINATiag AT TO
BrAua 7.1 mapatTdvw.

2. AkoAoubnoTe Ta TTapakdTw Bripata avaloya pe Ta emOuUUNTa amoTeAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTopEva BuBioparta 100 yl atmd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETA
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTtipia Babuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A

b. Avndpaotripio BaBuovéunong opiakng TIHAG (CC) yia
u NOIOTIKH epunveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
+100 pl , , , . . .
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou
(PC) kaBwg kai
e AlaAupévo opo aoBevwy (P1, P2...)
4,
Emwddete yia 30 Aetrtd o€ 20-32 °C / 68-89,6 °F.
30
5
|
- - MAévete 3 Qopéc, KGBe @opd pe 300 ul puBUIOTIKG BIGAUPA TTAUONG
(apaiwpévo 1:50).
3x 300ul

5/10



3104

U1-70

Manual Rev. No.

53 AESKU.DIAGNOSTICS 222

005: 2024-11-21

10.

11.

12.

13.
14.

[ STOP|
\i R
100 pl
_—
5

9

0oD,; OD%

450/620 nm

2XYZEYTMA

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe uttodoXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kABe popd pe 300 pl pubuioTIKG didAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttoaTpwuatog TMB oe kdBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

Emmwadlete yia 30 Aemrrd oe 20-32 °C / 68-89,6 °F. lNpooTtateloTe

atTo TO £VTOVO PUG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Badete 100 pl diaAupatog dlakoTrAg avTidpaong o€ kA BuBioua e
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOCEKTIKA TNV TTAGKA yIa 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidg 30 AemTwv
(ouvioTdTal TTpoaipeTikG Kal oTta 450/620 nm).
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Moo oTIKA KAl TTOIOTIKA EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTISpaoTnpiwv Baduovounong (aovag g) Evavrl
TNG ouykévipwong oe U/ml (dEovag x). MNa Tov KOAAUTEPO TTPOCDIOPICHO CUVICTATAI N
peTagopd log/lin kai éva Fit 4 Trapapétpwy. Me Bdon TNV KAPTTUAN e§akpifwvetal atrd Tnv
OTITIKI) TTUKVOTNTA TOU OEIYUATOG N CUYKEVTPWON TWV avTiowpaTwy o U/ml.

Meploxr @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12-18 U/ml >18 U/ml

MNMapadeiyua mpoadiopicuou
Auté TO TOaPAdeIypa Oev €mMITPETETAI VO XPNOIMOTOINdei yia Tnv gppnveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,044 3,2
3 U/ml 0,132 0,6
10 U/ml 0,300 2,1
30 U/ml 0,557 2,8
100 U/ml 1,224 1,9
300 U/ml 2,130 0,3

lNapadeiyua urroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 1,156/1,108 1,132 86,9

P 02 0,543/0,564 0,554 29,9
Ta Ociyuata Pe TIHEG HEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong Tpétrel va avagépovTal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO EUPOG TIHWYV TWV AVTIOpACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."
Eidika oToixeia tng TTAPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA aiaTog CUNPWVA PE TNG pubpioeig Tng E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN], EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.
TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOE.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwv (TTou TTPOETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv 1a oToixeia Ta otroia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 €Av Oev TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpig eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA 1 TOV TTPOUNBEUTH TOU KIT SOKIMNAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY ACOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20 % yupw amd Tnv TIPA Tou papTupa cav atmpocdiopiota. OAa Ta deiyyaTta pe
UWnAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOGTEPES TINEG apvNTIKA.

ApvnTIKO: OD oo8evi; < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
O€TIKO: OD qo8evi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKO delyhaTwy: Opébg
Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SiIAAUMQ
OEIYUATWY
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C / 68-89,6 °F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 0,83 U/ml
duAaén: o€ 2-8 °C [ 35,6-46,4 °F oTIG auBeVvTIKEG PIAAEG
ApIBu6GS Twy TTpoodiopiIopwy: 96 dOoKIPaTiEg
10 Zroixeia Adédoong
10.1 EUpOG @UGCIOAOYIKWV TIHWV
Opoi aipaTtog uyiwv doTwv UTToBARBNKav oTnv avoooloyikr dokipyacia AESKULISA® U1-70
Kal atrd Ta ATTOTEAETUATO TTPOEKUWE 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 YUCIOAOYIKWY TILWV.
10.2 AkpiBeia
H oakpiBeia Twv ommoteAeopdTwy TTOU TTPOEKUWAV aTTd TNV  avoooAoyIKA dokipaaia
AESKULISA® U1-70, REF 3104 afiohoyribnke pe PAaon TOov TIPOCDIOPIOPSG  TNG
ETTAVOANYIKNOTNTAG KAl TG AVATTAPAYWYIKNOTNTAG KABWG Kal TNG dIakUUavong oOTIG avaAUoEIg
TTOAAWV BEIYUATWY OIOPOPETIKWV dPACTNPIOTATWY AVTICWHATWV.
TautéTnTa i Enqva)\nwlpémm i ﬂu?qvw\ 14OTNTA i 'AKpi €10
Seiyparog Méoog 6pog Méocog 6pog Méocog 6pog
(U/ml) cv (U/ml) cVv (U/ml) cV
Agiyua 1 8,38 8,4 % 8,38 11,0% 8,65 8,5%
Agiypa 2 18,58 57% 18,58 7,3 % 19,13 7,0 %
Agiypa 3 31,82 57% 31,82 9,7 % 33,78 4,1 %
Aciyua 4 65,94 6,3 % 65,94 129 % 71,84 5,9 %
Aciypa 5 205,91 5,4 % 205,91 7,6 % 214,21 4,4 %
10.3 EvaioOnoia kai e§e1dikeuon

AvaAuTIKA guaioBnoia

H avaoAutiki euaioBnoia €xel agiohoynBei pe Bdon TTOAAATTAEG avaAloelg deiyudtwy pe
PUOMIOTIKG OIGAUpa KAl XaPnAWv BeTiIKwv  OEIlyuATWY Kal PE UTTOAOYIOUO TOu opiou
avixveuong.

Ma 1N dokiyaocia AESKULISA® U1-70, REF 3104 éxel kaBopioTei éva 6plo avixveuong
0,83 U/ml .
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FpapuIKOTNTA

TpeIg opoi aipaTog TTou KAAUTITOUV TO GUVOAIKO €Upog TNG SoKIPaoiag apaiwbnkav o€ oeipd
ME éva apvnTIKO deiyua opol aigaTtog. OI TIEG TwV EEXWPIOTWYV SIOAUNATWY TTOU TTPOEKUYAV
atroé TN METPNON KAl Ol AVOUEVOWPEVEG TIMEG XPNOIKOTTOINBNKAY YIa TOV UTTOAOYIONO MIAg
YPOUMIKAG TTAAIVOPOUNONG. ZUPQWVA HE Ta OTTOTEAECHOTA TOU €AEYXOU YPOAUMIKOTNTAG
TpoadiopioTnke éva eUpog 3-300 U/ml yia T dokipacia AESKULISA® U1-70.

Alokpiwon
To AESKULISA® U1-70 éxel dlokpiBwOei  évavt evog opol avagopdc Tou CDC Atlanta
(Centers for Disease Control and Prevention). Ta ammoteAéopara didovral og U/ml.

11 AiaBeon
MapakoAouBnoTE TIG OXETIKEG KAVOVIOTIKEG OTTAITACEIG!
12 BiBAloypagia

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.

Guldner HH (1992) Mapping of epitopes recognized by anti-(UL1)RNP antibodies. Mol Biol
Rep 16: 155-164.

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 fir 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 PuOuIoTIKA ocUuBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApIBu6g TrapayyeAiag
- Numero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKkTnpiopog aptidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- EupwTraikri oupguvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

" aesku €N

- 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 utilizacido

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

- 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 amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakodg opdg AvtidpaaTripio Babpovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaoTrpio Babuovounong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmikaAuppévn pikpotrAdka

- Microplaca revestida

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

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiAupa uTTooTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIO SIOKOTIHG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIoTIKG SiGAupa SelydaTwy

- Diluente de amostra




