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Evdedeiyuévn xpnon

AESKULISA® SS-A cival pia EvquuoavoooAoyikr] péBodog oTepeng @AoNnG yia TOV TTOCOTIKO Kal
TTOIOTIKO TTPOCBIOPIoHUG AVTICWHATWY £vavTtl Tou Ro/SS-A oTtov avBpwTrivo opd. H dokiyaaia TrepI€XEl
wg avTiyovo, uwnAng kabapdtnrag avBpwtivo 60kDa SS-A kai avacuvduacpévo avBpwtivo 52 kDa
SS-A. Ta avti- SS-A avriowparta givar €18IKA yia Ta €idog (Tdooovtal gévo évavt avBpwtrivou SS-A)
Kal ouvdéovTal KaTd TTpoTiunon Pe Tn @uaikh 60 kDa trpwTeivn. AvTIBETWG, Ta AVTICWUATA EVAVTI TNG
52 kDa mpwT€Eivng avayvwpifouv Katd TTpoTiunon 1o peTouciwpévo 52 kDa poépio.

H péBodog efutmnpetei otn didyvwaon Tou cuvdpduou Sjdgren Kal TOU CUCTNUATIKOU €puBnuatwon
AUkou (ZEN).

KAIVIKR epappoyn Kal apxég Tng HEBodou

To SS-A cival pia ovopalduevn piBovoukAeotrpwreivn, RNP (éva popio atroteAcital amd RNA kai
TPWTEIVES), N oTroia BpiokeTal oe 6AoUG Toug ITOUG. ATroTeAeiTal atmd duo TrpwrTeiveg (60 kDa kai 52
kDa), ol oTroieg oxeTiovTtal e TOUAGXIOTOV TEGOEPA PIKPA TTAOUCIA € oupIdivh KUTTOPOTTAQCHATIKG
RNA (hyRNA, human cytoplasmic RNA). H Asitoupyia Tou TTpog 1o TTapov gival akoun ayvwaTn.

Ta autoavTiowpata évavTl Twv SS-A (TTaAaidTepa ovopaldoTav avtiyévo Ro kartd tov acBevr ,Robert”)
kal SS-B (TToAaiéTepa yvwoTéG wg avtiydévo La katd 1o 6voua Tou acbBevh ,Lane”) atoteAolv
XOPAKTNPICTIKOUG OEIKTES YIa TO OCUCTNUATIKO £puBnuaTwdn AlUko (ZEA) kai To auvdpopo Sjogren (SS),
000 gUOTNUATIKA AQUTOAVOCO VOO UATA AyVWAOTOU aITIOAOYiag, Ta oTroia TTpocBAAouv KaTd TTpoTiunon
yuvaikeg. 210 SS TpoofdaAAovtal o1 e§wKpIvEiG adéveg, oI dAKPUYOVOl Kal OleEAoyovol adéveg atrd
XPOvIoug epeBiopoUg pe emkpaTtoloa dINBNon TTAAOUOKUTTAPWY. AUTO €xEl WG ATTOTEAEOUA TNV
TIPOOJEUTIKI] ATTWAEIO TNG AEITOUPYIKOTNTAG TWV adévwyv, n OTmoia XapakTnpietalr wg oUvOPOuOo
&npoTtnTog (Sicca). H didyvwaon tou SS Bacietal amd Tn pia otn dIATiOTWON TOU TTEPIOPICUOU TNG
€EWKPIVOUG AciToupyikOTNTAG OTOV OQPOOAUSG Kal OTOUG OlEAOYOVOUG adéveg, Kal ammd Tnv GAAn oTn
diatrioTwaon avti- SS-A kai avti -SS-B avriowpdtwy.

AvTiowpaTta £vavTi Kal Twv dUo Twv SS-A TpwTeiviuv aveupiokovTal o€ 70-80% Twv aoBevwv e SS,
40-94 % Twv acBevwv auTwV eP@avifouv TTPOCHBETA KAl QVTIOWUOTA €vavTi Tou avTiyovou SS-B/La.
25-40 % Twv aoBevwv pe ZEA BeTikd e ANA €xouv avti -SS-A (ANA: avTiTTupnvikd avriowpata). H
OIaTTIOTWAON QUTWY TWV QAVTICWUATWY UTTOPEI va TTpoyvwael TNV ££EMIEN evog ouvOpoOuou EnpdTnTod.
avTi -SS-A yovo, Bpiokoupe o€ 65 % aTov uTTogU depuaTiké EA. OTiwg Ta avti -SS-A £101 Kal Ta avTi-
SS-B oxertiCovTal ye TNV EPPAVION TOU GuyyevoUg KapdIakoU aTTOKAEITHOU.

Ta avrmi-52kDa SS-A avTiowpata povo, dnA. Xwpig Tn oupuetoxy Twv avti - 60kDa SS-A,
QveUpioKovTal KUpiwg oTo oUvdpopo Sjogren, Ouwg kal atov apvnTikd ota ANA gpuBnuaTtwdn AUko
(EN) ka1 o€ 95 % TOU veoyvikou EA.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €I0IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG cuvdEovTal Ta E1I8IKA avTIoWPATa aTTd TovV
op6 Twv acBevwy, €dv autd UuTTApXOUV, PE TO AvVTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BAa TTAUONG. Etreira TpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoo0o@AIPiVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO QaVTIYOVOU-QVTIOWHATOG KAl £TO1 €ival avdAoyog TTpog Thv apXIKnA
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

. 7 Xpwpa Xpd)ya a .
2T0IXEIO MoodtnTa KATTAKIOU ngAupaT Mepiypaen / Mepiexopevo
51TAGoI0 OUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bégiou
(5x%) 1 x20ml Aeuko Kitpivo opoU (BSA), ogidlo Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 501TAGoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGAupa mAdong 1 X 20ml N\€UKO Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katrakio  dloAUpar  Meprypagn / Mepiexduevo
0 oG
i ) . . . UAIKO eAéyxou (S1aAupévog), ahBoupivn Bogiou opol
ApVNTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo  Alauyég (BSA), o&gidio Tou vatpiou < 0,1% (ouvtnpnTikd)
O€eTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo UAIKG eAeyxou (Biahupiévog), aABoupivn Boeiou opod

(BSA), o&eidio Tou varpiou < 0,1% (ouvinpnTiko)

UAIKOU BaBuovépunong (dlaAupévog), aABoupivn

Avridpacrhipio BaBpoveunang 1x1,5ml MtrAe Kitpivo Boeiou opou (BSA), o&eidio Tou varpiou < 0,1%

OpIaknG THNS (ouvTnpnTIKO)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
} . . . . 3, 10, 30, 100, 300 U/ml. uAikou BaBuovounong
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml N\eukd Kitpivo (S10AUEVOC), aABoupivn BogIou 0pol (BSA), oteidio
Tou vaTtpiou < 0,1% (ouvtnpnTikd)
ZUCTATIKA OTOIXEIQ: avoooo@aipivn onuadeuévn Ue
>ulelypara, IgG 1x15ml MtTAe MrrAe utrepogeIddon atrd pagavida, aABoupivn Bdegiou opou
(BSA)
. . . >1aBepotroinuévn TETPaNEBUABEVISivN Kal
YméoTpwpa TMB 1 x 15ml Matpo Aiauyeg utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YdpoxAwpiké ogu
12x8 é\%l Aegv givai Me amrooTrwpevoug uttodoxeig. Avatpégte aTnv
MAGka pikpoTITAoTTOINONG : . Si0Béaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg d106éo1y .
o o ETMIKAAUYN.

* H évTaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
Amaitouugva UAIka:

O avayvwaoTng TTAAKWY JIKpoTITAOTToinoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPoX0ideg
akpiBelag (10, 100, 200, 500, 1000 pl) A TTpooapuolduevn TToAuTTpoXOoida (100-1000pl). Zuokeury TTAUONG PIKPOTTAGKAG (300pl
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmoppo@nTikd xapTi. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigotroinBoulv pe kabapd Udwp cUPPwva PE TOUg opiopoug TG PapuakoTroliag
Hvwpévwv MoAireitbv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avridpacTripia Tou duvoAou avTI®PACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F F péoa oToug auBevTikoug TTEPIEKTEG. Apaiwpéva dloAupaTa,
@uAdooovTal oToug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBavovtal utréoyn ol
nuepounvieg AAENG TTou avaypd@ovTal GTN CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE UCTATIKOU.

Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpémer va
aTToQeUyETaI N £viovn €TTiIOPACN QWTOG 0TO diIdAupa uTTooTPWHATOG TMB. OI PIKOTTAGKEG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn PePPpavn NG
OuOKeUaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia Tnv vysia

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

MpéTTel va XpnOIWOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €1I0IK&
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv Oev Bewpeital
I010iTepa TOEIKG A €TMIKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHONG, OCUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

Zuordosis Kal uétpa mpoeuiaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIOPOOTNPiwv TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIoUd Twv O0POOAUWY Kol Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidlo Tou
vaTpiou (NaNs3) wg ouvinpnmiké. To NaNs; pmopei va civar 10EIKO €dv TTpoAneBei 1
atroppoPnBei amd 1o déppa | Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU Kal XOAKoU oxnuaTtiCovrag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. Katd Ttnv
aATTopPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn di1dpKela TG £pyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEITE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avTidpaoTipia BIOAOYIKOG TTPOEAEUONG TTOU TTEPIEXOVTAI OE€ QUTO TO TTPOIOV ATTOdEIXTNKAV
KaTtda Tov €Aeyxo yia nratitida B avriyovo emeaveiag (HbsAg), nmatinda C kai HIV 1 kai 2 wg
apvnTikd. Opwg, oe TpoidvTa BIoAoyIKOG TTpoéAeucong Oe MUTTOPE TTOTE VA OTTOKAEIOTEL
TTAAPWGS N TBavATNTA WOAUVONG PE TOUG ava@epOEVOUGS 1 Kal e GAAOUG akOun dyvwoToug
TTaBoydvoug opyaviopoug. a Tov Adyo autd, o1 opoi eAéyxou, TO QvTIOPACTAPIO
BaBuovounong OTwg €Tmiong Kal O opoi Twv aoBevwv xapakTnpidoviar wg duvnTiKA
MOAUCUATIKOI KAI TTPETTEI VO XPNOIUOTTOIOUVTAI CUMPWVA PE TA €BVIKA VOUIKA agliouaTa.
Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvOQEPETAl OTOV  TTivaKd
TTEPIEXOMEVWY, TIPETTEI VA TO XPNOIUOTIOIEITE OUPQWVA PE TIC ATTAITAOEIC TNG €6VIKNAG
vouoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOQOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWwV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPONBEUTH
TOU KIT OOKIMNG.

Mnv utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kai avapeifte KaAd. Mpérel omwodATIOTE Va ThPEITAI TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia auTOHATOTTINMEVA
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BEPUOKPACTieg Avw Twv
37 °C/98,6 °F. XpnoiyoTroigite yia TN Afwn Tou OSIOAUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TNITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE GAAa avTIdOPaACTAPIC.
H tehik KAIVIKR Sidyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd gupfuara. H didyvwon mpétrel va emIRERAIWVETOI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

ZuvIOTATal N xprion @péokwv OelyudTwy opol. H Afwn TOou aipyatog TPETTEl va yiveral
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Agiyyara opwv TTOU TTEPIEXOUV
owpatidla, va ToTToBeToUvVTal JE XAMNAR TaxUTNTA 0T CUOKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 WpPWv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
oldpkela UAagNG, Ta deiyparta TTPETTEl va wuyovTal aTtoug -20 °C/-4 °F. (Thomas: Labor und
Diagnose; CLSI Guideline GP44-A4).

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

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

ZUMTTUKVWHEVO pUBuIoTIKG SIGAUpha TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ocuvioTdtal n CAPAVON TWV KATTAKIWY Twv OlIdQopwyv

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.

AuTtoparotroinpévn Auon:

MNa ™ Aeimroupyia Tou epyaAciou Kai To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTOoATNTEG PUBUIOTIKOU dIoAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo pubuIoTIKG SlIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.

MikpoTTAdKEG:

ATtropokpuveTe Ta BuBiopata TTou dev €X0ouv XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa atn pePPBpdvn TnG ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZXApa dlavopng avTidpaoTnpiwv

MpoTteivoupe TN Xprion ¢ TITTETAG YA avTIOPAOTAPIa PaBuovéunong, opous eAEYXOU Kal

ociypara wg eEAG:
MNa NOXOTIKH epunveia MNa NOIOTIKH gpunveia
. , T . , T

T cap lcaE ot T e

B CalA | CalE | P1 B  NC P2

C |CalB |CalF | P2 C | CC P3

S PTErTE 5 oo Y R

= oo [rc U I R IS R

F CalC | PC P3 F | PC

G | CalD | NC G P1

e e T T T T O A A
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

Brua  [lepiypagn
1. TMpiv amd 1o mTTeTdpIopa BeRaiwbeiTe OTI £XETE eKTEAETEI TN DIOBIKAGIQ TTPOETOIUATIAG OTIO TO
BAua 7.1 Tapamavw.

2. AKoAouBnaoTE Ta TTAPAKATW BrMaTa avaAoya Pe Ta TIBUUNTA atroTEAéoATa
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3. Balete ota mpoPAeTopeva BuBioparta 100 ul atréd £va ammo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:

a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A

b. Avndpaotripio BaBuovéunong oplakng TiIPAG (CC) yia
u lOIOTIKH epunveia
Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TapakaTw:

+ooul o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG opdg eAEyxOU
(PC) kaoBwg kai

e AiaAupévo opd aocBevwy (P11, P2...)

4.
@ Emwadete yia 30 Aetrtd o€ 20-32 °C/68-89,6 °F.

I
MAévete 3 popég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
—_ —_ (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pi

®

30

3x 300ul

30

oD, ODBE/\/

450/620 nm

I

2XYZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG diGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kdBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog dlokoTTAG avTidpaong o€ KA BuBioua Pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOCINOTTOIWVTAG ThV

TTITTETA.

ETwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(ouvioTdTal TrpoaipeTikG Kal oTta 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 KOAUTTUAN €COKPIBWVETAI QTTO TNV OTITIKA
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 0,021 1,9
3 U/ml 0,153 1,8
10 U/ml 0,326 1,7
30 U/ml 0,670 2,2
100 U/ml 1,373 0,3
300 U/ml 2,239 0,5

lMapadeiyua ummroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,979/0,969 0,974 54,6
P 02 0,575/0,583 0,579 23,4

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@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKG epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuu@wva 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 TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, 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 TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa Tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou PapTupa cav ampoodidpiota. OAa Ta deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG 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
YAIKO SelyuaTwy: Opd¢
Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x puBuIoTIKO SIGAUPQ
OEIYUATWY
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C/68-89,6 °F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,54 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
ApIBu6GS Twy TTpoodiopiopwy: 96 doKIPaaieg
10 Zroixeia Adédoong
10.1 EUpOg @UGCIOAOYIKWYV TIHWV
Opoi aipartog uyiwv dotwv utToRANBNKav otnv avoooloyik dokipyaciac AESKULISA® SS-A
Kal oTTd TA ATTOTEAETUATA TTPOEKUWE N aKOAOUBN KaTavoun:
Ap1Bu6g delypdTwy apvNTIKA oplaKd OeTIKA
174 172 (98,9 %) 0 (0 %) 2 (1,15 %)
2UVIOTOUUE, £TTIONG, KABE epyaoThpIo va KaBopioel To BIKO Tou €UPOG QUOIOAOYIKWYV TIHWV.
10.2 AkpiBeia
H oakpiBeia Twv ommoteAeopdTwy TTOU TTPOEKUWAV aTTd TNV  avoooAoyIKA dokipaagia
AESKULISA® SS-A, REF 3107 oa&ioAoyibnke pe Pdon Tov T1pocdiopiopyd Tng
ETTAVOANYIKNOTNTAG KAl TG AVOTTAPAYWYINOTNTAG KOBWGS Kal TG dlakUuavong oTIG avaAloEIg
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
Acgiypa 1 6,24 12,4% 6,24 14,1% 5,94 21,6%
Agiyua 2 20,86 8,0% 20,86 12, 7% 20,13 10,7%
Acgiypa 3 44,84 6,8% 44,84 13,4% 43,62 11,2%
Agiyua 4 88,98 9,7% 88,98 10,9% 88,84 11,6%
Aciypa 5 129,13 7,5% 128,44 14,5% 125,40 13,5%
10.3 EvaioOnoia kai €§e1dikeuon

AvaAuTIKA guaioBnoia

H avaAuTiki euaioBnoia €xel aglohoynBei pe Bdon TTOANATTAEG avaAlloelg deiyudtwy pe
PUBMIOTIKG SIGAUpa KAl XaPnAWv BeTiIKwv  OEIlyuATWY Kal PE UTTOAOYIOUO TOu oOpiou
avixveuong.
MNa 1™ dokipaoia AESKULISA® SS-A, REF 3107 éxel kabopioTei éva 6plo avixveuong
1,54 U/ml.
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FpapuIKOTNTA

TpeIg opoi aipaTog TTou KAAUTITOUV TO GUVOAIKO €Upog TNG oKIPaoiag apaiwbnkav o€ oeipd
ME éva apvnTIKO deiyua opoU aigaTtog. O1 TIEG TwV EXWPIOTWYV SIOAUNATWY TTOU TTPOEKUYAV
atmé Tn METPNON Kal Ol AVOUEVOMEVESG TIMEG XPNOIMOTTOINONKAV yia TOV UTTOAOYIONO MIOG
YPOUMIKAG TTAAIVOPOUNONG. ZUPQWVA HE Ta OTTOTEAECHOTA TOU €AEYXOU YPOAUMIKOTNTAG
TpoadlopioTnke éva eUpog 3 - 300 U/ml yia mn dokipacia AESKULISA® SS-A.

BaBuovounon

Noyw Tng éMAeiwng d1EBvoug avagopdg Babuovounong, auti n péBodog BaBuovopeital og
auBaipeTeg povadeg (U/ml).

11 AiaBeon
MapakoAoOUBNOTE TIG OXETIKEG KAVOVIOTIKEG ATTAITACEIG!
12 BiBAloypapia

Itoh Y and Reichlin M (1992). Autoantibodies to the Ro/SS-A autoantigen are conformation
dependent. Anti-60 kDa antibodies are mainly directed to the native protein; anti-52 kDa
antibodies are mainly directed to the denatured protein. Autoimmunity; 14: 57-65.

Kalden JR (1988). Sjogren-Syndrom. In Kalden JR (Hersg), Klinische Rheumatologie, S.
374-379; Springer-Verlag, Berlin.

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.

Harley JB (1998).Autoantibodies in Sjogren’s syndrome. J. Autoimmun 2: 383-394.

Slobbe RL, Pruijn GJM, Damen WGM et al. (1991). Detection and occurrence of the 60
kDa and 52 kDa (Ro (SS-A) antigens and of autoantibodies against these proteins. Clin Exp
Immunol 86: 99-105.

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 PuBuioTikd cUpBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro 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 - XapakTnpiopog optidag
- 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 electronicas 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 Babuovounong

- 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 Babuovounaong

- 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




