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Evdedeiypyévn xpnon

AESKULISA DANA-PRO cival pia Evfupoavooohoyikr) pé6odog oTepeng @Aong TToU EMITPETTEI TOV
a1TAG TTOIOTIKO TTPOCIOPIoUS AVTICWHATWY TNG uTToouddag IgG, Ta oTtroia TACOCTOVTAl EVAVTI OKTW
KUTTOPIKWY Kal TTUPNVIKWY avTiyovwy aTtov avBpwTrivo opd. O1 uttodoxeig eival emKAAUPpévol Pe
avaoguvduaopévo dsDNA, 6TTwg eTTiong Kal Pe TIG avacuvouaouéveg TTpwreiveg 70 kDa U1 snRNP,
SS-B, SS-A 52 kDa, Scl 70, kevipouepidiakr tpwTeivn B (CenpB), Jo-1 kai pe TIG uwnAng
KaBapdTNTAg QUOIKEG avBpwTTIveG TTpwTeiveg Sm kai SS-A 60 kDa. H dokiyacia egutrnpetei oTn
O1a¢popodIdyvwan TwWV CUCTNHATIKWY PEUMATIKWY TTABNCEwWV.

KAIVIKR ) epappuoyn Kal apxég Tng uE6odou

H diamiotwon avrimmupnvikwv avTiowudatwy (ANA) otov opd Traifel amo@acioTiké poAo OTn
01a¢popodIdyvwarn TwV CUCTNUATIKWY PEUNATIKWY TTabriocwyv. H diatriotwon twv ANA yivotav apxiké
pe TN dokiyagia Tou éuuecou avooopBopiopou (IFT) og eukapuwTikd KUTTapa OTTWG T1.X. Ta KUTTApaA
HelLa. Me Bdon TIG SIQQOPETIKEG OXNUATOUOPPES TOu GOBopIoUOU gival duvaTtd va diakpiBei n IdIKOTNTA
Tou K&Be ANA, n diaTTioTwaon OPWG TwV autoavTiIowPdaTwy aTo ELISA ue Ta avrioToixa €1d8ikd avTiyéva
EMTPETTEI Yia EUKOAOTEPN Kal TTI0 agIoTTIoTn dlagopoTroinan Tov ANA cUugwva Je TNV 10IKOTNTA TOUG.
Ta ANA ep@avifovtal oTov €vepyd Kal Un €vepyd cuoTnuaTikd epubnuatwdn AUko (ZEA), o€ JIKTEG
voooug Tou ouvdeTIKoU 10ToU (MCTD), Tn okAnpodeppia, TNV TTOAUPUOCITIOO Kal o€ AAAEG aoBEvelEG.
Ta avTicwpaTta Evavri:

- Aikhwvo DNA (dsDNA) tédoocovtal evavria g @wo@aTtikng opddag tou DNA. Ta avri-dsDNA
avTiowuaTa gu@avifovral oTnv evepyn @don Tou 2EA kai ouoxeti¢ovtal e Tn BaputnTa NG aoBEvelag.
Ta avTi-dsDNA avticwpata ammoteAolv €va atro Ta évdeka kpitrpia ACR yia 1n didyvwon tou 2EA
.U1snRNP cuvdéovtal pe Tnv mpwrteivn 70 kDa tou U1 snRNP. Eivar TraBoyvwpovikd yia TIG JIKTEG
vOOoouUg TOU OUVOETIKOU 10TOU Kal uwnAoi TITAOI auTwvV gival XapakTnpIoTIKOI yia To auvdpopo Sharp.
‘Sm (Smith antigen), tdooovtal evavria kevipikwv Tpwrteivwv (B,B°, D1-D3, E, F, G), pikpwv
TTUpnVIKWV piBovoukAcotrpwteiviov (SNRNPs). Ta avti-Sm 1mapoucidlouv TTwG Kal Ta avTicwuarta
évavtl Tou dikAwvou DNA (dsDNA) uwnAn €10IkoTnTa yia Tov ZEA kai amoteAouv €101 €va atmd Ta
Kpitipia didyvwong Tou ZEA..

SS-A (Ro)kal avriowpata €vavtl SS-B (La), uwnAoi TiTAoI aveupiokovTal ouviBwg OTO TTPWTOTTOBEG
Kal OguTepoTTaBég aUvdpopo Sjogren, eugaviovial 6uws kal oto ZEA, oto ouyyevy kapdiako
QTTOKAEIONO KAl OTO VEOYVIKO AUKO.

.CenpB (80kDa kevtpopepidiakr mpwTeivn B)eival xapaktnpioTikd yia 1o ouvdpopo CREST (69% Twv
0aoBevwv TTOU TTAoYXOUV a1rd TO OUvOpopo Crest), TO oTToi0 €ival pia popPER TNG OUCTNUATIKAG
oKAnpodepuiag pe ATma TTopeia.

-Scl-70 tdooovtal evavria 1ng DNA-Tomoicopepdong |. ‘Exouv uwnAr €18IKOTNTA yia TN CUCTNUATIKN
okAnpodeppia kal UTTOBEIKVUOUV Wia Bapid TTopeia TG TABNong.

‘Jo-1 1docovtal evavtia TnG 10TIOUAO-tRNA cuvBetdong (pia KutTapoTmAaouatiky TpwTeivn NG
TpwTeivoouvBeong). Epgavifovral o1o 20-40 % Twv aoBevwv TTOU TTAOXOUV aTTé TTOAUMUOCITION Kal
OEPUATOUUOCITION.

ApXég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwAlOVTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKeia TG €TTWACNG cuvdEovTal Ta EI0IKA AVTICWHATA aTTd TOV
opo Twv acBevwy, €dv autd uTTdpXOUV, PE TO AVTIYOVO TTOU PPIOKETAl OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou opoU aTTopakpUvovTal aTo €TTOUEVO BAua TTAUCNG. 'ETreita TrpogBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVES, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(oUCeuypa). Kard 1n didpkeia piog €mwacng, 10 ouleuypa (OUZEUYPEVEG AVOCOOQAIPIVEG)
OouvoEeTal PE TO OUPTTAOKO avTiyévou — avTIOWHATOG TTOU OXNUATIOTNKE TTPIV, Ol N OUCEUYUEVEG
avoooo@aIpiveG ATTOPOKPUVOVTAl OTO €TTOMEVO BANA TTAUoONG. H diatTioTwon Twv ouvdeuévwy
QAVTICWUATWY TTPAYUATOTTOIEITAI e EVCUPOTIKR) XPWOTIKA avtidpaon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diahupévo o&U (aAhayry xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHOyovo e¢aptdtal atrd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £TO1 €ival avaAoyog TTpog TNV apxIK
OUYKEVTPWOT TWV QVTIGTOIXWV QVTICWHATWY OTO d€iyua aoBevoulg.
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ZUOCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAI IMPIN ANO TH XPHZH

2T0IXEI0 MooomTa SETET )6(1‘()!()\”1']] am [Mepi N / MNepiexopevo
X T KOTTQKIOU oc U plypaen PIEXOU
S5TAGOIa CUYKEVTPWON
PuBpioTik6 didAupa delypdrwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1x 20mi Aevxo Kitpivo opou (BSA), ogeidio Tou varpiou < 0,1%
(ouvinpnTmKo)
s . . 501AGoIa ouyKEVTpWON
fs%?(‘;'m'm OGAUpaTAGONG 4 % 20mI | Aeuko Mpdovo | Tris, NaCl, Tween 20, o€idio Tou vatpiou < 0,1%
(ouvinpnTmko)
ETOIMA A XPHZH
Xpwua Xpwua
2T0IXEiO MocomTa Kamakio  OlaAupar  Mepiypar / MNepiexouevo
V] o¢
. . " . . AvOpwTTivo¢ 0pO¢ (diaAupévoc), aABoupivn Bogiou
ApVITIKOC 0p6C eAEYXOU 2x1,8ml Npdowo | Alauyéc opou (BSA), ogeidio Tou varpiou < 0,1% (ouvinpnTiko)
o . 5¢ AVTID < avtiyovou-£10Ika (A-H) AvBpwmivog opog
pl(]KO? OpOG AVIDPaOTING 8 x1,5ml Aeuko Kitp vo (diaAupévoc), aABoupivn Bociou opou (BSA), oeidio
BaBuovopnong Tou varpiou < 0,1% (ouvinpnTiKo)

2UOTaTiKd aToIXEia: AvTi-avBpwITivi) avocoo@aipivn
2uleoypuara, IgG 1x15ml MrTAe MrTAe onuadepévn pe utrepoeidaon amé pagavioda,
aABoupivn Bociou opol (BSA)

21aBepotroinuévn TETPaPEBUABEV DIV Kai

Ymootpwua TMB 1x15ml Maupo Aauyég UTTEPOEEIBIO TOU UBPOYGVOU (TMB/H;O,)
AidAupa diakoTm¢ avtiopaong | 1 x 15ml Aeuko Aiauyég 1M YOpoxAwpiko 0&0
12x8 35‘(’“ Aev givan | Me ammooTiwpevoug uttodoxeic. AvatpéETe otnv
[MAGKa HIKPOTITAOTTOINONC TaViE SiadEo 0l00éoy | TTapdaypa@o 1 yia TTANPOPOPIEC OXETIKA HE TNV
o 0 EMKAAUYN.
* H évTaon TOU XpWHATOC QUEAVETAI JE T CUYKEVTPWON
Amaitoupeva vuAika

O avayvwoTtng TTAaK@V PIKpoTITAoTToinong 450 nm avaylyvwoKel @IATpa avayvwong Kai TTpoaipeTiké 620 nm @iAtpa ava@opdg
(600-690 nm). N'uahiva e€apmpara (kUAivdpog 100-1000ml), dokipacoTiKoi GwARVEC yia diaAupara. AovnTig avapigng, TTPoxoIdEC
akpiBeiag (10, 100, 200, 500, 1000 ul) i Tpooapuolopevn TToAutrpoxoida (100-1000ul). Zuokeun TTAUONG HIKPOTTAGKag (300l
emavaAapupBavopevn TTpoxoida, i mPoxoida TTOAAATTAWY KavaAIwV ) auTopatotroinuévo ouotnua), amoppo@ntike xapti. Ol
OoKIpaoieg pag £Xouv w¢ oxedIaoTEi yia va XpnoigoTroinBouv pe kabapd Udwp CUUPWVA PE TOUG OPICUOUC TNG PapuakoTIoliag
Hvwpévwy MoAreiwv (USP 26 - NF 21) kai ¢ EupwTraiki¢ eapuakotroliag (Eur.Ph. 4th ed.).

®UAagn Kail xpovog diatipnong

Ta avTidpacTrpia TOU CUVOAOU avTIOPACTNPIWY Kal N MIKPOTTAAKA TTPETTEl va QUAdCOoovTal
otoug 2-8°C/35-46°F péoca OTOUC QUBEVTIKOUC TTEPIEKTEC.  Apaiwpéva  dlaAupaTa,
QuUAdooovTtal otoug 2-8°C/35-46°F vyia éva pniva. [pémel va Aaufdvovralr uttown ol
NUEPOMNViES ANENG TTOU avaypd@ovTal OTH CUCKEUAOTIa Kal OTIC ETIKETEC TOU KABE CUCTATIKOU.

Mn xpnoiyoTrolgital Anypéva CUCTATIKA OTOIXEid Tou cuvolou avTidpaoTtnpiwv! lMpétrer va
aTmmo@eUyeTal n £vrovn £midpacn ewToC oTo didAupa utrooTpwHaTo¢ TMB. O JIKOTTAAKES va
QUAdoooOVTal TTAVTOTE ME &NPAVTIKO UAIKO KOaAd KAsiopévege MéEOa oOTn MEMBPAVN TNC
OUCKEUATIag.
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Y1rodeigeig Kal TTpo@UAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO IMA EPFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpNOIYOTIOIEITOI OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KA EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWwY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
1IO1aiTepa ToEIkG A emKivouvo UTTd ouvBnikeg evdedelyuévng Xpriong, OUMBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dlaQUAAEn TNG PEYIOTNG QOPAAEING:

2uordosic Kai uétpa mpopuAiaéng

Mepovwpéva cuoTatikd Tou cuvoAou avTidpaoTnpiwy TTEPIEXOUV dUVNTIKA ETTIKiVOuva
avTIdpacThpIa, Ta oTroia cival duvatd va TTPOKAAECOUV €peBICHO Twv OPOOAUWY Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKA SIaAUPaTa TTEPIEXOUV aidIo Tou
vatpiou (NaN;) wg ouvinpnmikd. To NaN; pmopei va eivar 10gIkK6 €dv TTpoAngBei n
atroppo@nBei atd 10 déppa f Ta pama. To NaN; ptropei va avTidpdoel ue TNV EyKaTaoTaon
MOAUBOOU Kal XaAkoU oxnuatifovrag 101aitepa ekpNKTIKG HETAAMIKG alidia. Katd Ttnv
aTToppPIYn, ECETTAUVETE PE PEYAAO OYKO UDATOG yIa VA OTTOTREWETE TN dnuioupyia adidiwv.
MapakaAw avarpéete oTIC dladIkagieg atToAUpavong OTTwg Teplypagovtal amd T CDC A
GAAeG TOTTIKEG! €BVIKEG OBNYiEG.

Kard tn didpKela TG Epyaciag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XpNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpacThpia avBpwTTIvVNG TTPOEAEUCNG TTOU TTEPIEXOVTAI O QUTO TO TIPOIdv (opoi
eAéyxou kal avtidpaoTrpia Baduovounong) atmodeixTnkav Katd tov éAeyxo yia nmatinda B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvnTikd. Ouwg, o€ Tpoidvta
avlpwTTIivng TTpoéAeucng de PTTopei TTOTE va ATTOKAEIOTEN TTAAPWG N TTBavOTNTA JOAUVONG e
TOUG ava@ePOUEVOUG 1 Kal JE AAAOUG aKkOUN AyvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOYO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwv xapakTtnpifovralr wg duvnTiIKA POAUCUATIKOI Kol TTPETTEI va  XpnOIJoTTolouvTal
oUPQWVA JE T €BVIKA VOUIKA agIuATa.

Emeidy 10 KIT TTEPIEXEl UAIKG CWwIKAG TTPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTiVAKO
TTEPIEXOMEVWIV, TIPETTEI VA TO XPNOIUOTIOIEITE OUPPWVA WE TIG ATTAITHOEIS TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEigelg

TNV TTEPITITWON KATA TNV OTToia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUNTIEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 ECQAAUEVEG, ETTIKOIVWVNOTE [E TOV KATAOKEUAOTA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv ptTAékeTe N avTikaBioTdre MdpTtupeg, BaBuovountég, Eviuua 20Csuéng N PIKPOTTAGKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO UTTOPEI VA 0dNYNROEl O€ ATTOKAICEIG OTA ATTOTEAEOUATA.

ApnoTe OAa Ta cuoTaTIKG TOUu OET va AdBouv Beppokpaacia dwuatiou TTpIv atmd TNV €vapén
NG dokipaaciag (20-32°C/68-89,6°F) kai avauei¢te KaAd. MpEmer oTwodNATTOTE Va TNPEiTal TO
KaBopiopévo TTPpwTOKOAAO yia Tn dieEaywyn Tng dokipaaiag.

Emwaon: ZuviotoUpe amoédoon OSokipyng otoug 30°C/86°F yia AUTOHATOTTINMEVA
ouUcTAHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpaacieg avw Twv 37
°C/ 98,6°F. Xpnoigotroigite yia TN Afwn Tou OIOAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KaIvoUpIla — CUCKEUAOPEVA pUyXN YIO TNV TTITTETA, VIO VO ATTOQPEUYETE HOAUVOEIG. ATTOQEUYETE
TAV £TTA@H TOU dICAUPATOG UTTOOTPWHATOG HE EVTOVO QWwG. Mn XpnoIUOTTOIEITE yia To dIGAUMA
ouleUyhaTOG TTOTE TA B0 PUYXN THITTETAG TTOU €X0UV £pB¢el o€ eTTa@ Pe AN avTIdpaoTrApIa.
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H teAik kKAIvIKA Si1dyvwon dev mpémrel va TiBeTal povo pe Baon Ta ATTOTEAECHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTpo AdupBdvovTtag utTrToywn 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emReRAIWVETAI XPNOIUOTTOIWVTAG
O10@POPETIKEG SIaYVWOTIKEG HEOOSOUG.

ARQyn deiyparog, rposTolacia Kal @UAagn

ZuvioTaTtal n Xpnon @pEéokwv OEIYNATWY opou. H Afwn Tou aiyatog TTPETTEl va yiveTal
oupgewva pPe 1o €0vIKA vopikd agiwuata.Na pn XpnoldoTrolouvTal: IKTEPIKA, AITTAIMIKE,
algoAupéva i poAuopéva atmd BakTtipia deiypara opou. Agiyuata opwyv TTOU TTEPIEXOUV
owpaTidla, va ToTToBeTouvTal JE XAUNAR TaxUTNTa GTn CUCKEUN QuyokévTpnong (<1000 x g).
2UMAéyeTe Ta deiypaTa dipaTog o€ KaBapd, oTEYVA Kal Keva @laAidia.

Karémmv diaxwpiopgou Ta deiydata TTAAGOPOTOG TTPETTEL va XPNOIMOTTOINBoUV €VTOG TWV
TPWTWV 8 wpWwv, dIAPOPETIKA TTPETTEI va QUAACGCOVTAI KAEIOPEVA OQEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO UEYIOTO. Z€ TTEPITITWOTN TToU TTPORAETTETAN PEyaAUTEPN DIdpKEIa
QuUAaéng, Ta deiypara TPETTEl va WuxovTtal otoug -20°C/-4°F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO SIGAupa deIyUATWYV: apalwveTe 1:5 pe atmooTayuévo vepo (Tr.x. 20
ml ouv 80 ml).

2UMTTUKVWHEVO pUBUIOTIKO diIdAupa TTAUONG: apaiwveTe 1:50 pe atrooTayuévo vepd (r.X. 20
ml ouv 980 ml).

MNa tnv amo@uyn Tuxov AaBwv, CUVICTATAl N GAPAVON TwWV KOTTAKIWY Twv OIAQopwV

avTidpacTnpiwv Babuovounong.

Apdiwon Twv delypdTwy TWyY acBevwy:

Aciypata opouU: apalwveTe Kal avauelyvoete 1:101 pe apaiwpévo pubBuIoTIKO BIGAuua
OelypAaTWY, T.X. (1X) 1000 ul puBPIOTIKS didAupa delyudTwy + 10 pl opdg.

MAOon:

Atrairouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUoNnG (1x) ava 8 BuBiopata ;' 200 mi
ava 96 BuBiopara T1.X. 4 ml cuuTTUKVWPG ouv 196 ml atrooTayuEVO VEPO.

AuTtoparotroinpévn TrAuon:

MNa ™ Aeimoupyia Tou epyaAciou Kai To vekpd OyKo TTPETTEI va An@Oouv uttown TTpOoBEeTEG
TTOoOTNTEG PUBUIOTIKOU dIaAUpaTog TTAUCNG

XeipokivnTn wAUON:

ATTOJAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKO ETTAVW OE €va aTTOPPOPNTIKO XapTi. BAleTe
300 pl apaiwpévo puBuioTikG didAupa TAUONG o€ KABe PBUBICPO XPNOIMOTTOIWLVTAG TNV
miTéTa, TTEpIéveTe 20 deuTepOAeTTTa. ETTavaAGBeTe Tn diadikaoia akdun dUo QYopEg.
MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev £XOuUvV XPNOIKMOTTOINOEI Kal QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn PePPBpAavn TNG cuokeuaciag oe dpooepd Pépog (2-8°C/35-
46°F).
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7.2 ZIXAua diavoung avTidpaoctnpiwyv

Mpoteivoupe Tn XPrion NG TITTETAG yia avTIOPACTAPIa Baduovounong, opoUc eAEyXou Kal

Oeiypata wg €ENG:

Antigen 1 [2 ]38 ]a]s
dsDNA A | CCA |NC | P1 |P2 |P3
U1-70-RNP B CCB |[NC |P1 |P2 |P3
Sm ol CCC |NC |P1 (P2 |P3
SS-A BN CCD |NC |P1 |P2 (P3
Ss-B E CCE |[NC |P1 [P2 [P3
' Scl-70 F CCF |NC | P1 | P2 |P3
CenpB Gl CCG [NC |P1 |P2 |P3
Jo-1 'H |CCH [NC |P1 [P2 |P3
NC: negative calibrator P1: Patient 1

CCA-CCH: cut-off calibrator A-H P2: Patient 2

7.3 Bniuara gpyaciag

Brpa  [lepiypagn

P3: Patient 3

1.  Tpiv amé 1o mmeTdpiopa BeBaiwbeite 6T £XeTE eKTEAETEI TN DlAdIKACia TTPOETOINATIAC ATTd TO

Brua 7.1 Tapamdvw.

2.  AxkoAouBnoTe Ta TTapakdTw Brpata avdloya Pe Ta eTOUUNTA ATTOTEAECHATA TTOIOTIKAG

gpunveiag:

3
+100
3O
5.
/1
S —

3x 300p!

OPOI EAEMXOY & AEITMATA

Baddlete ota rpoBAemropeva BubBicuata 100 ul amd éva améd Ta
TTAPAKATW UAIKA XPNOILOTTOIWVTAG TRV TITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTavw:
AvTidpaoTiipio Babuovépunong opiakig Tiung (CC) yia
IMOIOTIKH epunveia
Emiong, Balete amé 100 pl amd kabéva amméd Ta TapakdTw:
e ApvnTikég opdg eAéyxou (NC) kal
e AlaAupévo opd acBevwy (P1, P2...)

Emwadete yia 30 Aetrra o 20-32°C/ 68-89.6°F.

MAévete 3 Qopég, kKABe @opd ue 300 pl pubuioTiKG BidAupa TTAUONG
(apaiwpévo 1:50).
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2YZEYTMA

Bdalete 100 pl SioAvparo¢ oulelypato¢ oe KABe utrodoyéa

u XPNOIUOTTOIWVTAG THTTETA.
+100 pi
7.
Emwadere yia 30 Aetrtd o 20-32°C/ 68-89.6°F.
30
8
MAévete 3 Qopég, kaBe @opd ue 300 pl pubuioTIKG BidAupa TTAUONG
—> -> (apaiwpévo 1:50).
3x 300yl
YMOZTPOMA
9.
\ Badete 100 pl diaAUpatog utrooTpwuatog TMB oe kdBe utrodoyéa
u XPNOILOTTOIWVTAG TNV TTITTETA.
o] g
T Emmwadere yia 30 Aetrrd oe 20-32°C/ 68-89.6°F. lNpooTareuoTe amod
@ TO VTOVO QWG.
AIAAYMA AIAKOTHY. ANTIAPATHY
11
Badere 100 pl SiaAuparog diakoTrrg avTidpaong o€ kdBe BuBioua pe
- TN o&lpd TToU TOTTOOETHONKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TV
i TITTETAL.

12:
@ Emwadete yia 5 AeTrTd TOUAAXIOTOV.

13. AVOKIVEITE TIPOOEKTIKA TNV TTAGKA Yia 5 deutepdAeTITa.

14. 0[;)50- OD“\DA,

4501620 nm

Metpriote v amoppdéenon ota 450 nm evrég 30 Aemrrwv
(ouvioTdral TpoaipeTiKd Kai oTa 450/620 nm).
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TTOIOTIKA EPMNVEia

O mpoodiopioudg emmiTuyxaveTal Baoel TNG oUYKPIONG TNG OTITIKAG TTUKVOTNTAG TWV OEIYUATWY
TWV a0BEVWY PE TNV OTITIKA TTUKVOTNTA TwV UTTOAOYIOUEVWY TTapauéTpwy Cut-off A-H. MNa
TOV UTTOAOYIOUO, TTPOREITE WG €¢AGC. MNa TNV TTOIOTIKN aglIoAdynon TTpoTeEiveTal va BswpouvTal
Ta Sciypata 20% yupw atmd TNV TIPA Tou pdptupa cav atpoodiopiota. OAa Ta deiypata pe
uWnAOTEPEG TIMEG BewpouvTal BETIKA, deiyuaTa e XaunAOTEPEG TIMEG apvNTIKA.

DANA-Pro 0.D. 450/620 nm

ApvnTikdg €AeyXog 0,033

Opiak6G opdg AvTidpaaTrplo
BaBuovounong

Mapddeiypa mpoodiopiouoU

0,550

O oxediaou6g TNG KAPTTUANG ouvioTaTal yia KEBe véa dokiuaaia.

mioToTroInNTIKG:  Jo-1 MNapdyovTag : 0,95
HeTPNUéVN: ODopiakég 0pog AvTidpacTipio 0,550
BaBpovounang (Jo-1)
umoloyiopds:  ODngpaperpog cut-off (JO-1) 0,550 x 0,95= 0,5225
OeTIKO: OD 08w < 0,8 x OD Mgpguerpoc cut-off = 0,8 x 0,5225 =0,418
ApvnTiKO: oD aoBevh >1,2x OD NapdaueTpog cut-off =1,2x0,5225 =0,627
AtrpocodiépioTa: 0,418 < oD ao8evA <0,627
App. | deiyuartog Tou acBevry | OD-uttoAoyIouOG gepunveia
Agiypatog
OD Jo-1

1 0,99 > 0,627 ---> OeTIKO

2 0,49 20,418 und £ 0,627 ---> ATTpoodidpioTa

3 0,27 <0,418 -—-> ApvnTiKO

Auté 10 Tapddsiyua Os&v EMITPEMETAl va xpnoigorroin@si yia tnv gpunveia twv
ATTOTEAECOUATWY TWV ACOsVWV.

Eidikd oToixeia tng Taptidag, avaypd@ovial OTO OUVATITOUEVO TTIOTOTTOINTIKG E€AEyXOU.
latpiké epyacTApIa PTTOopoUV va dIEEAYOUV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG hE OIKOUG TOUG
eAéyxoug kai/ ] opoug atd Tnv TPATTECa aipaTog ocuu@wva Pe TnG pubuioeig TN E.E..
2uvioTdTal o€ KABe epyacTAPIO va dnuIoupynaoel TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAIONO Kal TTANBUOPOUG aoBevwV.

TNV TTEPITITWON KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV E TA KPITAPIA, N
OokIun gival dkupn Kal Ba TTPETTEl va ETTAVAANPOEL.

Oa T1pétrel va eAeyxbouv Ta TTOPOKATW TEXVIKA ¢nTApata: Hyuepopnvieg ARENg Twv
avTidpaoTnpiwv (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
QWTOUETPO, OUVOAKEG eTTWaONG Kal uEBodog TTAUONG.

Edv Ta oTtoixeia ta otroia uttoBARBnKav o€ doKIPr TTapouaidfouv atrokAion 1 GAAou €idoug
dlapopoTroinon ato TIG AVAPEVOPEVEG TIUEG | €Av dev TTANPOUVTAl TA KPITAPIA EYKUPATNTAG
XWPIG eUAOYN aITia, ETTIKOIVWVIOTE JE TOV KATAOKEUQOTI ) TOV TIPOUNBEUTA TOU KIT SOKIUAG.

H dnuioupyia evog TTnAikou OD emitpémmel TTPOCOETA évav NUITTOCOTIKO TTPOCOIOPICUO TWV
atoTeAeopaTwy. MNa va cuuBei autd, diaipeital n OTITIKY TTUKVOTNTA TOU BEiYHOTOS TOU acBevi)
ol TNG TTAPAPETPOU.
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OD (deiyua aocBevn)

MnAiko OD =

ApVNTIKO:

OD (MapaueTpocg cut-off)

AmpoodiopioTa: 0,85

OETIKO:

MnAiko <0,8
MnAiko <1,2
MnAiko >1,2

9  Teyvikd oToixeia
YAIKO OeIlyuATWV: Opob¢
Oyko¢ delyudTWV: 10 pl opdc via apaiwon 1:101 pe 1X pubuICTIKG BIdAUNa

OelyudTWy

OAIKO¢ Xpbvog eTTWAONG: 90 AetrTd O¢ Bepuokpacia dwuatiou 20-32°C/68-89,6°F
dUAaén: o¢ 2-8 °C/35-46°F oTIC QUBEVTIKEC QPIAAEC
ApIBUOC Twyv TTPoCdIopIoUWY: 96 doKINaTieg

10 Zroixeia ATrédoong

10.1 EidikéTnTa Kai Evaiobnoia
H oteperl @don €ival €mMKOAUPMEVN ME UWNAAC KaBapdtntag Kall i avacuvduaouéva
avtiyova (dsDNA, U1-snRNP 70kDa, Sm, SS-A, SS-B, Scl-70, CENP-B kai Jo-1). Aeg
dlammoTwvovTtal avTidpacTiKOTNTEC dlacTaupwaong e dAAa avtiyéva. Ta ANA Oev gival €I0IKd
yia 10 ZEA, aAAd aveupiokovTal o€ PeYAAO apIBUS TTEPAITEPW PEUMATIKWY aoBeveiwyv. H
OlatrioTwon Twv ANA gival pia TToAU euaicOnTn TTOPAUETPOC YIa ToV evepyd ZEA Kal o€ >99%
TWV TTEPITITWOEWV gival BETIKA.

10.2 MpAPMIKOTNTA

[MNa emAeypuévoug opolg UTTOpece va eEOKPIBwOEl Mia ypaWMIKA ouvdpTnon METAEU TNG
Ol1IdAuong Kal TNG OUYKEVTPWONG TWV avTIOWMATwWY o¢ auth Tn Ookiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OuwG, dev gival duvaTtd va ATTOKAEIOTEI TO YEYOVOS OTI
MEMOVWEVOI 0OPOI TTAPOUCIAZOUV N YPOUMIKE) CUMTTEPIPOPA.

ApIBp. Apaiwon METPNMEVN CUYKEVTPWON
Asiyparog Mécog 6pog trnAiko OD
1 1/100 6,1
17200 3.1
1/400 1,49
1/800 0,71
2 1/100 3,2
1/200 1,6
1/400 0,81
1/800 0,41

AVAMEVOUEVN CUYKEVTPWON AvdkTtnon (%)
Mécog 6pog 1TnAiko OD
6,1 100,0
3,05 101,6
1,53 97,3
0,76 93,4
34 94 1
1,7 94,1
0,85 95,3
0,43 95,4
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10.3 AkpiBeia

104

11

[Na Tov éAeyX0 aKpiBelag TNG HEBOGDOU eEAKPIBWONKE HE TPEIC OPOUC OE DIAPOPETIKEC TTEPIOXES
NG TTPOTUTING KAMTTUANG N ECWTEPIKA Kal evOidueon diakuuavorn.

EowrTtepikn péBodog Evliapeon péBodog

DANA-Pro EcwTepikn cv DANA-Pro Ecwtepikn (1)
uéBodog (%) péBodog (%)

Méoog 6pog Méoog 6pog

mnAiko OD mnAiko OD
dsDNA 2,1 04 dsDNA 4,2 1,0
U1RNP 3,1 0,8 U1RNP 3,2 0.8
Sm 1,8 1,0 Sm 4.1 1,1
SSA 3,5 1,2 SSA 3,9 0,9
SSB 2,8 1,0 SSB 1,5 0,7
Scl-70 1,2 1,5 Scl-70 1,4 1,9
CenpB 1,5 1.1 CenpB 2,5 1,2
Jo-1 1,0 1,2 Jo-1 24 0,8

AlakpiBwon

To AESKULISA DANA-Pro éxer diakpiBwOei évavrtl evdg opou avagopdg Tou CDC Atlanta
(Centers for Disease Control and Prevention).

BiBAloypagia

Antinuclear antibody. The Lancet 1984, Sept. 15: 611-13.

Froelich CH, Wallmann H, Skosey JL and Teodorescu M. Clinical value of an integrated
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Mierau R, Genth E. Autoantikérper bei systemischem Lupus erythematodes und verwandten
Erkrankungen In: Thomas L. (Hrsg.) Labor und Diagnose. TH-Books, Frankfurt, 1998, 5.
Auflage: 843-851.

Schmolke M, Oppermann M, Helmke K, Guder WG. Antibody determination against ENA-
a challenge for the routine laboratory. Poster P59, 5 th Dresden Symposium on
Autoantibodies, 2000.

Page 9 of 9






- 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 Diagnostico in vitro

" Numero d’ordine

" Cataloge number

" Référence Catalogue

" Numéro de catalogo

" Bestellnummer " ApiBudg Trapayyeliag

“ Numero de catalogo

" Descrizione lotto " Lot

" Lot " Lote

" Chargen Bezeichnung " XapoKTnpIopog TrapTidag
" Lote

" Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracion CE de Conformidad

" Europaische Konformitat

" EupwTraikf oup@wvia

" Déclaracdo CE de Conformidade

96

" 96 determinazioni " 96 tests

" 96 tests " 96 pruebas

“ 96 Bestimmungen " 96 Trpoodlopiouoi
" 96 Testes

" Rispettare le istruzioni per I'uso

" See instructions for use

" Voir les instructions d‘utilisation

" Ver las instrucciones de uso

" Gebrauchsanweisung beachten

" NaBete urdWn TIG 0dnyieg XProng

“Ver as instrucoes de uso

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

" Utilizar antes de

" Conservare a 2-8°C

" Store at 2-8°C (35-46°F)

" Conserver a 2-8°C

" Conservar a 2-8°C

" Lagerung bei 2-8°C

" ®uldooeTal oToug 2-8°C

" Conservar entre 2-8°C

" Prodotto da

" Manufactured by

" Fabriqué par

" Fabricado por

" Hergestellt von

" Kataokeuddetal amo

" Fabricado por

" Calibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

” Opiak6g 0pdg AvTIdpaoTriplo BaBuovéunong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

" Contréle Positif

" Control Positivo

" Positiv Kontrolle

" O€TIKOG 0pOG EAEyXOU

" Controlo positivo

" Controllo negativo

“ Negative Control

" Controle Négatif

" Control Negativo

" Negativ Kontrolle

" ApvnTIKAG 0p6G EAEYXOU

" Controlo negativo

" Calibratore " Calibrator

" Etalon " Calibrador

" Kalibrator " AvtidpaoTrpio BaBuovéunong

" Calibrador

" Recupero " Recovery

" Corrélation " Recuperado

R C “ Wiederfindung " Avaktnon

" Recuperacao

" Coniugato " Conjugate

" Conjugé " Conjugado
C O N J " Konjugat " Z0Ceuypa

" Conjugado

MP

“ Micropiastra rivestita

" Coated microtiter plate

" Microplaque sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" EmKaAuppévn PIKPOTTAGKO

" Microplaca revestida

WASHB [50x

" Tampone di lavaggio

" Wash buffer

" Tampon de Lavage

" Solucién de lavado

“ Waschpuffer

" PuBpioTiké SidAupa TTAUong

" Solucéo de lavagem

“ Tampone substrato

" Substrate buffer

SUB

“ Substrat " Tampon sustrato
" Substratpuffer " PuBuIoTIkG SIdAUpa UTTOOTPWHATOG
" Substrato

STOP

" Reagente bloccante

" Stop solution

" Solution d'Arrét

" Solucién de parada

" Stopreagenz

" AvTIdpaoTApIO JIOKOTIAG avTidpaong

" Solucéo de paragem

" Tampone campione

" Sample buffer

SB | 5x

" Tampon Echantillons

“ Tampon Muestras

" Probenpuffer

" PuBpioTiké didAupa SelyuaTwy

" Diluente de amostra




