AESKU.DIAGNOSTICS

AESKULISA

THE DIAGNOSTIC TOOL THAT WORKS






£ AESKU.DIAGNOSTICS e {2

Manual Rev. No. 004: 2024-11-25

Odnyieg xpnong
Meprexopeva
I oYt e T 1Y/ W 1AV, g T (oL o2 1 RS 1
2 KAIVIKN €QOPUOYH KOl OPXEG TNG MEBODOU ..ottt e e e e 1
3 ZuoTaTiK& OTOIXEID TTOU TTEPIEXOVTOI OTO OET coivrrrriuuuieeeeeeeeeriinaaseeeeeeessrnnnaaaeeeeeeesssnnnnnnns 2
4 OUAAEN KO XPOVOG BIOTAPNONG s eeeeeeeeeeeaeee e e e e e e s e e s e s e e e s e e e e e e e s e e e e e e s e e e e e e e e e e e e e e e e e e e e e e e e e e e aaaeeas 2
5  YTTOOEIGEIG KAl TIPOQUAGGEIG ...ttt 3
(VAN o117 o W T1Y2 U o g o Tl s foToY:4 Yol T To (oo W o (I 01U, Vot o [P 4
FARRVAN o (o] 1o (o1 To i £ Tl U FoX= To o Lo LU IR 4
S T 1 o1 ) 1124 8 T =10 [ V2 (o R 7
LS T o8 VA1 o o 1 {0 )€1 o S 8
IO TIPS o) €A o 7N 1 oo o Yo 1 o [« PP 8
0 =1 G oY/ o o (] o RSP 9
2 = T o § 1o o U] U €T o SR 10

wl

Aesku.Diagnostics GmbH & Co. KG
Mikroforum Ring 2

55234 Wendelsheim

Germany

Phone: +49 6734 9622-0

Fax: +49 6734 9622-2222

Website: www.aesku.com

Mail: info@aesku.com



Manual Rev. No. 004: 2024-11-25

53 AESKU.DIAGNOSTICS |22 oiee.

Evdedeiypuévn xpnon

AESKULISA® ENA-6-Stripes cival pia Evfugoavoooloyikr péBodog oTepefic PACNG TTOU ETTITPETTEI
TOV ATTAG TTOIOTIKO TTPOCDIOPICHO AVTICWHATWY TNG UTToouddag IgG, Tta otroia TdooovTal évavTl €€
KUTTOPIKWY KOl TTUPNVIKWY avTiyovwy oTov avBpwTrivo opd. KdaBe utrodoxEag gival TTIKAAUPUEVOG UE
TIG avaouvduaopéveg TTpwreiveg SS-B, SS-A 52 kDa, Scl 70, Jo-1 kal pe TIG uWwnAAg KaBapdTnTag
QUOIKEG avBpwTTIveg TTpwTEivEG SNRNP/Sm, Sm kai SS-A 60 kDa.

H dokipagia eguttnpetei oTn d1a@opodidyvwon TwWV CUCTNUATIKWY PEUHPATIKWY TTABACEWV.

KAIVIKR ) epappoyn Kal apxég TG peEBodou

H diamiotTwon avTimmupnvikwy avtiowudtwy (ANA) otov opd Traifel ammo@acioTiké pOAo OTn
O1apopodIAyvVwan TwV CUCTNUATIKWY PEUMATIKWY TTaBRccwyv. H diatriotwan twv ANA yivotav apxikd
pe TN dokiyacia Tou éuuecou avooopBopiopou (IFT) og eukapuwTikd KUTTapa OTTWG T1.X. Ta KUTTApaA
Hela. Me Bdaon TIg SIGQPOPETIKEG OXNUATOUOPPESG TOU GOOPIoUOU gival duvaTtd va dIakpIBEi n €18IKOTNTA
Tou KaBe ANA, n diatmioTwaon OPwG Twv autoavTiIowudaTwy oTo ELISA pe Ta avrioToixa €18ikd avTiyéva
EMTPETTEI Pia EUKOAOTEPN Kal TTIo agIdTToTn dlagopoTtroinan Tov ANA cUugwva e TNV 18IKOTNTA TOUG.
Ta ANA gugavifovtal oTov evepyd Kal pn evepyd ouoTnUAaTikG £pubnuaTtwdn AUko (ZEA), og PIKTEG
véooug Tou ouvdEeTIKoU 10ToU (MCTD), Tn okAnpodeppia, TNV TTOAUPUOCITIOO Kal o€ AAAEG aoBEvEIEG.
Ta avTicwuarta EvavTl:

‘Sm (Smith antigen), Tadooovtal evavtia kevipikwv Tpwreivwv (B,B°, D1-D3, E, F, G), pikpwv
TTUPNVIKWV pifovoukAcotrpwTeividv (sNRNPs). Ta avrti-Sm Tmapoucidfouv OTTwG Kal Ta avTicwuarta
évavtl Tou dikhwvou DNA (dsDNA) uwnAr €dikétnTa yia Tov XEA kai amoteAolv €101 €va a1t TO
Kpiripia didyvwong Tou ZEA.

- 70 ouptthoko sNRNP/Sm tdooetal evavria Twv Sm kal Twv mpwteiviov sNRNP (70 kDa, A kai C).
Aveupiokeral oto ZEA, aTo ouvdpopo Sjégren, otn okAnpodeppia Kal 0TnV TTOAUPUOGITIOA.

-SS-A (Ro)kai avriowpata évavti SS-B (La), ugnAoi TiTAoI aveupiokovTal GuvABwWGS GTO TTPWTOTTOB0EG
kal OguTepoTTaBég aUvOpopo Sjogren, eugavifovial Ouws kal oto XEA, oT1o ouyyevr) Kapdlako
QTTOKAEIONO KAl OTO VEOYVIKO AUKO.

-Scl-70 tdooovtail evavtia Tng DNA-Totmoicopepdong I. 'Exouv uwnAf €1dikdTnTA yia TN CUCTAPATIKY
okAnpodepuia kal utrodeIkvUOoUV Pia Bapid Tropeia TG TTAONoNG.

Jo-1 T1docovtal evavtia Tng I0TIOUAO-tRNA ouvBeTdong (Wia KUTTAPOTTAQOUATIKA TTPWTEIVN TG
TpwreivoouvBeang). Epgavifovral oto 20-40 % Twv aoBevwov TTOU TTAGYXOUV aTTO TTOAUPUOGITIOO KAl
deppaToUUOGITIOA.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG CUVOLoVTal Ta EIBIKA AVTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd UuTTdpXOUuV, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, Ta Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BApa TTAUONG. Etreira rpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUeUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 ouleuypa (CUulEUYMEVEG OVOOOCQAIPIVEG)
OuvOEETal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWMATOG TTOU OXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoooo@alpiveg atTopakpuUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO XpwHoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUYyUATOG TTou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIOTOIXWV AVvTICWUATWY OTO deiyua aoBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN AT1O TH XPHZH

Xptpa Xpwua
2T0IXEIO MocodtnTa . OlaAupar  Meprypagn / Mepiexduevo
KOTTOKIOU oc
51TAdoI0 OUYKEVTPWON
PuBuiaTiké didAupa delypdtwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béciou
(5x) 1 x20ml Aeukd Kitpivo opou (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s , 50TTAGCIa CUYKEVTPWON
(FZ_)%GX‘;'OT'KO SiaAupa mAuang 1 X 20ml Neuko Mpdaoivo = Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpua
2T0IXEIO MoooétnTa Katrakio  dloAUpar  Mepiypagn / Mepiexduevo
0 oG
i ) i . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
APVNTIKGG 0pOG EAEYXOU 1x1,8ml Mpdovo  Alauyég opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKO)
. . . . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
Oerikdg 0pSg eAtyxou 1x1,8ml Kokkivo - Kirpivo opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)
Opiakdg opdg AvTIdPaCTHPIO it ¢ ¢ i 5
prak C POG AVTIOPACTHPI 6 x 1,5ml MriAe Kitpivo Avepwmvog 0pog (6|0Aupavqg), G)\BOL(;I[,IIVI] Boeiou ]
BaBuovounong opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKO)

>uoTaTiKa aToIxEia: AvTI-avBpwTTivn avocoo@aipivn
>ulelyparta, IgG 1x15ml MtTAe MrrAe onuadepévn Pe UTTEPOEEIBAC aTrd pagavida,
aABoupivn Bogiou opol (BSA)

>1aBepotroinuévn TETPaPEBUABEVISivN Kal

YméoTpwpa TMB 1 x 15ml Matpo Aiauyeg utrepogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diakoTg avTidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
Aev

Aev givai Me amrooTrwuevoug uttodoxeig. Avatpégte aTnv

MAdka pikpoTiTAoTroinang 12 X 8 evar S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Taivieg diabéoiy o ETTIKGAUYN
o .

*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN GUYKEVTPWON

AmaitoUugva vuAika

O avayvwaoTng TTAAKWY JIKpoTITAOTToiNnoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pul) A TTpooapuolopevn TToAuTTpoXO0ida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwy 1 auTopaToTroinpévo cUoTnua), atmoppo@nTikd xapti. Ol
OOKIPOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoiygoTtroinBoulv pe kabapd Udwp cUPPWva PE TOUG opiopoug TG PapuakoTroliag
Hvwpévwv MoAireibv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacThpia Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAdGooovTal
oTtoug 2-8 °C/35,6-46,4 °F péoa OTOuG QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
QuAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva prva. MNpémrer va Aaupavovtal utroywn ol
nUEPoMNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOCOIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpacn wToOg aTo dIGAupa uttooTpwHaTog TMB. O1 PIKOTTAAGKES va
QuAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
OUOKEUOOiag.
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Y1rodeigeig Kal TTpo@UAGEEIg

5.2

EmikivduvoTnTa yia TnVv vysia
AAYTO TO NPOION EMITPEMETAI NA XPHZIMOMOIEITAI MONO A EPFAXTHPIAKH
XPHZH (IN VITRO AIAITNQZTIKH).

MpéTTel va XpnOIMOTToIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KAl EKTTAIDEUTEI E10IK&
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv Oev Bewpeital
I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVOAKEG evOedelyuévnNGg XPHONG, OUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU QvTIOPOOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKivOUva
avTidpaoThpla, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidio Tou
vaTpiou (NaNs:) wg ouvinpnmikd. To NaNs; pmopei va ecivar 10EIKO €dv TTpoAneBei 1
atropponBei atmd 1o déppa f Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU Kal XaAkoU oxnuaTtiCovrag 101aiTepa eKPNKTIKA HETAAANIKG adidia. Katd Ttnv
aTroppIYn, CETTAUVETE HeE PEYAAO OyKO UDATOG yia va ATTOTPEWETE T dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg Teplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn 31dpKeIa TNG EPYACiOg JE TO OET, ATTAYOPEUETAlI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoThpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (Opoi
eAéyxou kai avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o Tpoidvta
avBpwTTIvnG TTPoéAcuong de PTTopei TTOTE va atTokAEIoTEl TTAAPWG N TBavoTNTa HOAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. MNa Tov
AGYyO auTd, o1 opoi eAéyxou, Ta avTidpacTrpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg OuvnTIKA HOAUCUATIKOI KAl TTPETTEI VA XPNOIKOTToIouvVTal
oUPQWVa JE Ta €BVIKA VOUIKA aglwuaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTiVaKa
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITAOEIS TNG €6VIKAG
vouoBeaiag.

Fevikég utTodEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYPOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOCQAAUEVEG, ETTIKOIVWVAOTE PE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evupa Z0Ceuéng n MIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNyroeEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kal avaueigte KaAdQ. MNpETTel oTTWodATIOTE va ThpEiTal TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia auToHATOTTINMEVA
OUOTAUATA.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY € BepuoKpacieg dvw Twv
37 °C/ 98,6 °F. XpnolyoTtrolgite yia 1N Afqyn Tou dIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoidoTToIEiTe yia TO SIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TNITTETAG TTOU £X0UV £pB¢l o€ eTTa@A PE GAAa avTIdOPaACTAPIC.
H teAik KAIVIKA Si1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTnplokd gupfuata. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rposToIacia Kal QUAagn

2UuvVIOTATal N Xpnon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog 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
TPWTWYV 8 wpwyv, dIAPOPETIKA TTPETTEI va QUAACCOVTAl KAEIOPEVO AEPOOTEYWG OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. & TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
oldpkela QUAAENG, Ta deiyuata TTPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

7.1

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYUATWYV: apalwveTe 1:5 pe atmooTayuévo vepod (T1.x. 20
ml ocuv 80 ml).

ZUMTTUKVWHEVO pUBNIOTIKO dIdAupa TTAUCNG: apaiwveTe 1:50 pe atmmooTayuévo vepod (.. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, cuvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv
avTidpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwyv:

Aciyyata opou: apaiwvete kal avauelyvoete 1:101 pe apaiwuévo pubuIoTIKG SIGAUPG
OelypdaTwY, T.X. (1X) 1000 pl puBpIOTIKG didAupa deiyudTwy + 10 pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikG 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 TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@Boulv uttéyn TTPOcOeTEG
TTOoATNTEG PUBUIOTIKOU dIaAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw Ot €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPIéveTE 20 deuTepOAeTTTa. ETTavaAdBeTe Tn Siadikacia akoun dUo QYopEc.

MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn pePPBpdvn TnG ouokeuaoiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 XXApa dlavouRig avTiIdpacTnpiwv

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

OciypaTa wg €€Ne:
MNa NOIOTIKH epunveia
1 2 g 4 5 6 7 8 9 10 11 12
SS-A SS-A  SS-B SS-B Sm Sm RNP/Sm RNP/Sm Scl70 @ Scl70 = Jo-1 @ Jo-1
CO P CO P CcO P CO CAL P Cco P CcoO P
A CAL CAL CAL RNP/Sm CAL CAL
SS-A SS-B Sm Scl70 Jo-1
CcO P CcO P CcO P CO CAL P CcO P CcO P
B CAL CAL CAL RNP/SmM CAL CAL
SS-A SS-B Sm Scl70 Jo-1
C PC P PC P PC P PC P PC P PC P
D NC P NC P NC P NC P NC P NC P
E P P P P P P P P P P P P
F P P P P P P P P P P P P
G P P P P P P P P P P P P
H P P P P P P P P P P P P
NC: negative control P: patient
PC: positive control CoCal: cut-off calibrator

7.3 BnRpata gpyaciag

Briua  Iepiypaen
1. MNpiv amré 1o miTTeTdpIopa BePaiwbeite 611 £xeTe ekTEAéOEl TN dladiKaoia TTPOETOINACIAG OTTO TO
BrAua 7.1 Tapattdvw.

2. AKOAOUBAOTE Ta TTAPAKATW BripaTa avaloya Pe Ta emMOUPNTA aTToTEAEOUATA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota poPAeTopeva BubBioparta 100 ul atréd éva atmo Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
AvTidpaoTipio BaBuovéunaong opiakig TiuARg (CC) yia
MOIOTIKH epunveia. (Cocal SSA-Jol)
u Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

o ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pOG EAEYXOU

+100 p (PC) kaB¢ Kai
e AiaAupévo opd aocBevwy (P11, P2...)
4, N
Emwddete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F.
5

!
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
— - (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 300ul

0D, OD%

450/620 nm

I

2YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog o€ KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKGBe opd pe 300 pl pubuIoTIKG diGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog d10KOTAG avTidpacong o€ kaBe BuBicua ue
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppognon ota 450 nm evidég 30 AemTtwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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TTOIOTIKN EPMNVEia

O mpoodiopioudg etiTuyXaveTal Baoel TNG oUYKPIoNG TNG OTITIKNAG TTUKVOTATAG TWV OEIYUATWY
TWV A0BEVWYV PE TNV OTITIKA TTUKVOTNTA TWV UTTOAOYIOUEVWY TTapapéTpwy Cut-off A-H. MNa
TOV UTTOAOYIOUO, TTPpOoBEiTe WG €¢AG. MNa TNV TTOIOTIKA AgloAGynon TTpoTEiVETAl va BswpouvTal
Ta dciyuaTta 20% yupw atmd tnv TIPR Tou pdptupa aav amrpocdiopiota. OAa Ta deiyparta e
uWnAOTEPEG TIMEG BewpouvTal BeTIKE, deiyuata e XaunAOTEPES TIMEG apvNTIKA.

ENA-6 Stripes 0.D. 450/620 nm
ApvnTIKOG £AgyX0G 0,033
Oplakog opdg Avnépamr’]pm 0,550
Babuovéunong
Moapadsiypa mpoodiopicuou
O oxedlaoudg TG KAPTTUANG CUVIOTATAI YIA KABE vEa doKipaoia.
TMICTOTTOINTIKO: Jo-1 MapdyovTag 0,95
METPNUEVN: Oplakodg 0p6G AvTIOpPaOTHPIO 0,550
BaBuovéunong (Jo-1)
UTTOAOYIOMOG: Mapdpetpog cut-off (Jo-1) 0,550 x 0,95= 0,5225
OeTIKG:: OD go6ev < 0,8 X OD Mgpgauerpog cut-off =0,8x0.5225 =0,418
ApVNTIKO: OD qoBevr >1,2x OD napaperpog cut-off =1,2x0.5225 =0,627
AtrpoodidpioTta: 0,418 < oD ao8evA <0,627
ApOp. deiyparog Tou OD-utroAoyiopog gpunveia
AgiypoTog acfevi
OD Jo-1
1 0,99 > 0,627 --->ApvnTIKO
2 0,49 20,418 und 0,627 --->A1poodIopIoTa
3 0,27 <0,418 --->OeTIKO

Auté TO TOpPAdeIypa Oev £MITPETETAI VO XPNOIYOTTOINGEl yio TNV gppnveia Twv
ATTOTEAECHATWY TWV ACBeVWV.

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 kai/ f} opoug atod TNV TPATTECa aipaTog ocuuewva pe TnG pubuioeig Tng E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUUPWVOUV HE T KPITHPIA, N
dokiun gival akupn Kal Ba TTPETTEl va eTTavaAn@oEi.

Oa Tpétrel va eAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avmidpacTtnpiwyv (TTou TTpoeTOINAOTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUCONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTtroinon atd TIG AVANEVOUEVES TIHEG I €Av Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.

H dnuioupyia evog TTnAikou OD emiTpETTEl TTPOOHOETA €vavV NUITTOCOTIKO TTPOCOIOPIOUS TWV
atroTeAeopaTWY. MNa va cuuBei autd, diaipeiTal N OTITIKA TTUKVOTNTA TOU BEiYHOTOG TOU acBevn
ola TNG TTAPAUETPOU.
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OD (d¢iypa aoBevn)
MnAiko =

OD (MapdaueTpog cut-off)

ApvnTIKO: MnAiko OD <0,8
Ampoodiépiora: 0,8< TnAiko <1,2
OeTIKO: MnAiko OD >1,2
9  Texvikd oToIxeia
YAIKO SelypaTwy: Opdg
Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIOTIKO SiIAAUMQ
OEIYUATWY
OAIKOG XpOvOoGg £TTWAONG: 90 Aemrtd o€ Beppokpacia dwpaTiou 20-32 °C/68-89,6 °F
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVTIKEG QPIAAEG
ApIBuSGS Twv TTPOOdIoPIoPWY: 96 dOKIPOTiES
10 Zroixeia Aré6doong
10.1 EidikéTnTa Kai EvaioOnoia
H oTtepenl @aon eival emKaAuppévn Pe uywnAig kaBapdtntag kal/ i avaouviuaouéva
avtiyova (SS-A, SS-B, snRNP/Sm, Sm, Scl-70 ko Jo-1). Aeg diamoTwvovTal
avTIdPACTIKOTNTEG dlaoTaupwong Pe GAAa avtiydva. Ta ANA dev cival €10IKA yia To ZEA,
OAAG aveupioKOVTal O€ HEYAAO APIBUO TTEPAITEPW PEUMATIKWY GOOEVEIWVY.
10.2 TpapMIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTatu Tng
OIdAuoNG Kal TNG CUYKEVTPWONG TwV QvTICWUATWY o€ auth Tn Ookigaoia. Adyw Twv
ETEPOYEVWV QVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWHEVOI 0pOi TTAPOUCIAlOUV [N YPOUMIKE CUMTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Acgiyparog (MnAiko OD) (MnAiko OD)
1 1/100 6,1 6,1 100,0
1/200 3,1 3,05 101,6
1/400 1,49 1,53 97,3
1/800 0,71 0,76 934
2 1/100 3,2 3,4 94,1
1/200 1,6 1,7 94,1
1/400 0,81 0,85 95,3
1/800 0,41 0,43 95,4
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10.3 AkpiBeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakupavon.

EowTtepikn pé6odog Evdiaueon pébodog
ENA-6 Méocog 6pog CVv ENA-6 Méoog 6pog CcVv
Stripes (MnAiko OD) (%) Stripes (MnAiko OD) (%)

SSA 3,5 1,2 SSA 3,9 0,9
SSB 2,8 1,0 SSB 1,5 0,7
Sm 1,8 1,0 Sm 4,1 1,1
RNP/Sm 3,1 0,8 RNP/Sm 3,2 0,8
Scl-70 1,2 1,5 Scl-70 1,4 1,9
Jo-1 1,0 1,2 Jo-1 2,4 0,8

10.4 Alakpifwon

11

To AESKULISA® ENA-6 Stripes €xel dlakpIBwBei évavti evdg opou avagopds Tou CDC Atlanta
(Centers for Disease Control and Prevention).

BiAloypa@ia

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

Froelich CH, Wallmann H, Skosey JL and Teodorescu M. Clinical value of an integrated
ELISA system for the detection of 6 autoantibodies. The Journal of Rheumatology 1990; 17
(2): 192-200.

Mierau R, Genth E. Autoantikdrper 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-
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Autoantibodies, 2000.
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PulBuioTikd 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 péoo

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApiBu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog raptidag
- Lote

UDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKG GUOKEUNRS

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- EupwTrdikr oup@uwvia

- Déclaracdo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

"w agsku e

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AkoAoUBNOTE 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 0pAG EAEYXOU

- Controlo negativo

CONJ

- Coniugato - Conjugate
- Conjugé - Conjugado
- Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn PIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB |50x

- Tampon de Lavage

- Solucion de lavado

- Waschpuffer

- PuBpioTikd didAupa TAUoNG

- Soluco de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBpIoTIKO BIGAUpa UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaoThplo IaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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