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Evdedeiypuévn xpnon

AESKULISA® DANA-Pro cival pia EviupoavoooAoyikfi HE60d0¢ OTEPENG PAONG TTOU ETTITPETTIEI TOV
a1TAG TTOIOTIKO TTPOCBIOPIoUS AVTICWHATWY TNG UTToouadag IgG, Ta oTroia TdooovTal EVAVTI OKTW
KUTTOPIKWY KOl TTUPNVIKWY avTiyévwy oTov avBpwTrivo opd. O1 uttodoxeig €ival €TTIKAAUUUEVOL HE
avaouvduaopévo dsDNA, 6TTwg eTTiong Kal Pe TIG avacuvouaouéveg TTpwreiveg 70 kDa U1 snRNP,
SS-B, SS-A 52 kDa, Scl 70, kevipouepidiakr tmpwTeivn B (CenpB), Jo-1 kai pe TIG UWnAAg
KaBapdTNTag QUOIKEG avBpwTTIveg TTpwTeiveg Sm kai SS-A 60 kDa. H dokipacia egutrnpertei oTn
O1apopodIAyVWaN TWV CUCTNHATIKWY PEUMATIKWY TTABNCEWV.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

H diamiotwon avnirupnvikwy avtiowudtwy (ANA) otov opd Trailel amo@aoioTiké poAo OTn
O1apopodIAyVWAN TwV CUCTNUATIKWY PEUMATIKWY TTaBRoewyv. H diatriotwaon twv ANA yivotav apxikd
pe TN dokiyacia Tou éuuecou avooopBopiopou (IFT) og eukapuwTikd KUTTapa OTTWG TT.X. Ta KUTTApaA
Hela. Me Bdon TIg SIQPOPETIKEG OXNUATOUOPPESG TOU GOOPIoUOU gival duvaTd va dIaKPIBE n €18IKOTNTA
Tou KGBe ANA, n diatmioTwaon OPwG Twv autoavTiIowudaTwy oTo ELISA pe Ta avrioToixa 18ikd avtiyéva
EMTPETTEI Pia EUKOAOTEPN Kal TTIo a&IdTToTn dlagopoTtroinan Tov ANA cUugwva e Tnv 18IKOTNTA TOUG.
Ta ANA gu@avifovtal oTov evepyod Kal pn evepyd ouoTnUATIKG £pubnuaTtwdn AUko (ZEA), og PIKTEG
voooug Tou ouvdeTIKoU 10ToU (MCTD), Tn okAnpodeppia, TNV TTOAUPUOCITIOO Kal o€ AAAEG aoBEvelEG.
Ta avTicwuarta EvavTl:

- Aikhwvo DNA (dsDNA) tdcoovtal gvavria Tng @wo@aTtikng opddag Tou DNA. Ta avti-dsDNA
avTIoWUaTa gu@avifovral oTnv evepyn @don Tou ZEA kai ouoxetiCovtal Ye Tn BapudTtnTta TngG aoBéveiag.
Ta avTi-dsDNA avricwpaTta ammoteAolv €va atro 1a évdeka kpitripia ACR yia 1n didyvwon tou 2EA
.U1snRNP cuvdéovtal pe Tnv mpwrteivn 70 kDa tou U1 snRNP. Eivalr TaBoyvwuovika yia TIG PIKTEG
vbOooug TOU OUVOETIKOU 10TOU Kal uwnAoi TITAOI auTwV €ival XapakTnPIoTIKOI yia To auvdpopo Sharp.
‘Sm (Smith antigen), tdooovtal evavtia kevipikwv Tpwreivwv (B,B°, D1-D3, E, F, G), pikpwv
TTUpPNVIKWV piBovoukAeotrpwteiviov (SNRNPs). Ta avrti-Sm tmapoucidlouv OTTwG Kal Ta avTiowuarta
évavtl Tou dikhwvou DNA (dsDNA) uwnAr €1dikotnTa yia Tov XEA kai amoteAouv €101 éva amrd Ta
KpItipia didyvwong Tou ZEA..

SS-A (Ro)kal avriowpaTta €vavTtl SS-B (La), uwnAoi TiTAoI aveupiokovTal ouvBwg 0TO TTPWTOTTABEG
kal OeuTepoTTaBég aUvdpopo Sjogren, eugavifovtal 6uwg kal oto ZEA, o10 ouyyevy kapdiakd
QTTOKAEIONO KAl OTO VEOYVIKO AUKO.

.CenpB (80 kDa kevtpouepIdiakn TpwTeivn B)eival xapakTnpioTIKG yia 1o ouvdpouo CREST (69 %
TWV a0Bevwyv TTOU TTAOXOUV atrd 1o ouvdpouo Crest), TO OTTOIO €ival pia Hop@r TNG CUCTNUATIKAG
oKAnpodepuiag pe ATTa TTopeia.

-Scl-70 Tdooovtal evavtia Tng DNA-Tomoicopepdong I. 'Exouv uwnAf €18IKOTATA yIa T CUGTNUATIKI
okAnpodeppia kal uTTodEIKVUOUV [ia Bapid TTopeia Tng TABNonNg.

-Jo-1 1docovtal evavTia TNG 10TIBUAO-tRNA cuvBetdong (pia KuTTapoTTAAoUaTIKA TTPWTEiVN TNG
TpwreivoouvBeang). Epgavifovral oto 20-40 % Twv aoBevwv TTOU TTAGYXOUV aTTO TTOAUPUOGITIOO Kal
deppaToUUOGITIOA.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG UVOLoVTal Ta EIBIKA AvTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd uTTdpxXOuv, PE TO AvVTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BApa TTAUONG. Etreira rpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn Oidpkeia piag €mwacng, 1o oUleuypa (CUfEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl UE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avoooo@aIpiveg aTTopaKpUvovTal OTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO aVTIYOVOU-QVTIOWHATOG KAl £TO1 €ival avdAoyog TTpog TnV apXIKnA
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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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 lIA XPHZH
Xpwpa Xpwpua
2T0IXEIO MoooétnTa Katrakio  dloAUpar  Mepiypagn / Mepiexduevo
0 oG
i ) i . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
APVNTIKGG 0pOG EAEYXOU 2x1,8ml Mpdovo  Alauyég opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKO)
Opiakde 0p6¢ AVIIBOAGTHDIO avTiyévou-eidikda (A-H) AvBpwTrivog opog
PIGKOG OpOS AVIIOPATTNR 8x15m  Asuké  Kipvo | (SiaAupévog), aABoupivn Bogiou opod (BSA), ofeidio
Paduovopnong Tou vaTpiou < 0,1% (GuvTNENTIKG)

>uoTaTiKa aToIxEia: AvTI-avBpwTTivn avocoo@aipivn
>ulelypara, IgG 1x15ml MTTAe MrtTAe onuadepévn pe uTrEPogeIdAoN atrd pagavioa,
aABoupivn Béeiou opou (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
Agv . . . .
12x8 eival Aev givai Me amrooTrwuevoug uttodoxeig. Avatpégte aTnv

Slabéoiy TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o ETMIKAAUYN.

MAGKa pikpoTITAOTTOINONG Taiec SiaBgoy

(o]

*H évTaon Tou XpWHOTOG QUEAVETAI HE TN GUYKEVTPWON

AmaitoUugva vuAika

O avayvwaoTng TTAAKWY JIKpoTITAOTToiNoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). MNuaAiva egaptipata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pul) A TTpooapuoldpevn TToAuTTpoXoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmoppo@nTikd xapTi. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigoTtroinBoulv pe kabapd Udwp cUPPWva PE TOUG opiououg TG PapuakoTroliag
Hvwpévwv MoAireitbv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpovog diatRpnong

Ta avTidpacThpia Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAdGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOTOUG QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAdooovtal oToug 2-8 °C/35,6-46,4 °F yia éva unva. lMpémrer va AauyBavovtal utréyn ol
nUEPoMNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOCOIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpacTnpiwv! MNpémer 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
ouOoKeuaaoiag.
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Y1rodeigeig Kal TTpo@UAGEEIg

5.2

EmikivouvoTnTa yIa TNV UyEia

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

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 GCQAAEIAG:

Zuordosis kal uétpa mpoeuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU QvTIOPOOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKivOUva
avTidpacThpIa, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOBAAPWY KAl TOu
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidio Tou
vaTpiou (NaNs:) wg ouvinpnmiké. To NaNs; pmopei va ecivar 10EIkO €dv TTpoAneBei 1
atropponBei amd 1o déppa f Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU Kal XOAKoU oxnuaTtiCovrag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. 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 di1dpKela TG EPYaCiag 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 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 e GAAoUG akdun ayvwoToug TTaBoydvoug opyaviopous. MNa Tov
AGYyO auTo, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKOoTToIouvVTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeaidl 10 KIT TTEPIEXEl UANIKO CWIKNG TTPOEAEUONG, OTTWG QvAQEPETAl OTOV  TTiVOKQ
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIYMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

Fevikég utrodEiSelg

TNV TTEPITITWON KATA TNV OTT0ia 01 TTANPOQPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVACTE JE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Eviupua Z0Ceuéng n WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO YTTOPEI va 0dNyroEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikd Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kal avaueigTe KaAd. MNpétrel oTTwodATTOTE va ThpEiTal To
KaBopiouévo TTPpwTOKOAAO yia Tn die§aywyn TnG doKIpaaiag.

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

Mnv ekBéteTe TTOTE TA OUCTATIKA TOU CUVOAOU QvTIOPACTNPIWY O€ BepuoKpaaieg dvw Twv
37 °C/ 98,6 °F. Xpnoiyotroigite yia TN Aqwn Tou OI0AUUATOG TOU UTTOOTPWHATOG TTAVTOTE
KaIvoupia — CUCKEUaOWEVA pUyXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTToigiTe yia 1O SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ £TTA@A e GAAa avTIdpACTAPIA.
H teAik KAIVIKA S1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
o1e§aypévng dokipaciag, aAAd amd Tov 1aTp6 Aappdvovtag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuarta. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
S1a@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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ARQyn deiyparog, rpoeTolIacia 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 AEPOOTEYWS 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 uttéwn TTpooBeTeg
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 ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZYXApa dlavouRig avTiIdpacTnpiwv

MpoTteivoupe TN Xprion T¢ TITTETAG YIA avVTIdOPACTAPIa BaBuovounong, opoug eAEyxou Kal
OciypaTa wg €€Ne:

Antigen ! LI R N e A
dsDNA A CCA NC P1 P2 P3
UL.70-RNP 5 cce Tne TP 5555
sm c cce Tne et 5555
SSA 5 cco e TP 5555
ss.B £ ccE Tne Tp1 5555
ST e ccE Tne TP 5555
CenpB G cce Tne e 5555
Jo.1 H ccn Tne TPt 5555
NC: negative calibrator P1: Patient 1

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

7.3 BnRpata gpyaciag

Brua

1.

Mepiypagn

P3: Patient 3

Mpiv ammd 1o mmeTdpiopa BeBaiwBeite o1 €xeTe ekTEAEOEI TN Sladikagia TTpogToIyaciag atmd 1o

Briua 7.1 TTapaTTAvVW.

AkoAouBroTe Ta TTapokdTw BripaTta avaloya pe Ta emOUUNTA atmoTeEAéoPATA TTOIOTIKAG

epunveiag:

+100 pl

3x 300ul

OPOI EAEMXOY & AEITMATA

Badete ota mpoPAsTTopEva BuBioparta 100 ul atréd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
AvtidpaoTiplio BaBuovounong opiakig Tiuig (CC) yia
NOIOTIKH epunveia
Etriong, BaZete atmd 100 pl atmd kaBéva atrd Ta TTAPAKATW:
e ApvnTiKOG 0pdg eAéyxou (NC) kai
e  AiaAupévo opd aoBevwv (P11, P2..)

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

MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
(apaiwpévo 1:50).
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2YZEYTMA
6.

Balete 100 pl diaAUpatog oulelypyoTtog o€ KABe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pl

7
@ Etrwadete yia 30 Aetrta og 20-32 °C/ 68-89,6 °F.
e
8.
I

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

- - (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa
u XPNOIUOTTOIWVTAG THV TTITTETA.

10. g

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

11.
\ Bacete 100 pl diaAUpaTog d10KOTAG avTidpacong o€ kaBe BuBicua ue
N ™ qslpd TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOIUOTTOIWVTAG TNV
i MTETA.
+100
12. —=
@ ETwadete yia 5 AeTrtd TOUAGXIOTOV.
s
13. AVOKIVEITE TTPOCEKTIKA TNV TTAGKA YIa 5 BeUTEPOAETTTA.

14. OD450- OD@A/_

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

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 UTTOAOYICHEVWY 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.

DANA-Pro 0.D. 450/620 nm
ApvnTIKOG £AEYXOG 0,033
Oplakog opdg Avnépamr’]pm 0,550
BaBuovounong
Moapadsiypa mpoodiopicuou
O oxedlaouog TNG KAPTTUANG ouvioTATal yia KABe véa dokipaaia.
mioToTroINTIKG:  Jo-1 MNapdayovTag : 0,95
HETPNPEVN: ODOpiakdg 0pog AvTiSpacTrpio 0,550
Badpovopnong (J0-1)
utmrohoyiopos:  ODngpguetpog cut-off (J0-1) 0,550 x 0,95= 0,5225
OETIKG: OD 4oBeviy < 0,8 X OD Mgpéperpoc cut-off =0,8x0,5225 =0,418
ApVNTIKO: OD qoBevr > 1,2 x OD ngpauerpoc cut-off =1,2x0,5225 =0,627
AtrpocdidpioTta: 0,418 < oD ao8evA <0,627
App. | deiypatog Tou aoBevly | OD-uttoAOYIOUOG EpMNveia
Agiypatog
OD Jo-1
1 0,99 > 0,627 ---> QETIKO
2 0,49 20,418 und £0,627 ---> ATTpoodIoPIoTa
3 0,27 <0,418 ---> ApvnTIKO

Auté 10 TMapddsiyua Oecv EMITPETETAI va Xpnoigomoinési yia tnv gpunveia twv
AMMOTEAEOUATWY TWV ACOsvWY.

Eidika oToixeia tng TTapTidag, avaypd@ovTial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG HE 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 TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV UE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOE.

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 ta oToixeia ta omroia uttoBAABNKav o€ dOKIKN TTapoucidfouv atmokAion 1 dAAou gidoug
dlagpopoTtroinon atd TIG AVANEVOUEVES TIHEG 1 €Av Oev TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.

H dnuioupyia evog TnAikou OD emiTpéTTel TTPOOOETA €vav NUITTOOOTIKO TTPOCOIOPIOUS TWV
atroTeAeopaTWY. MNa va cuuBei autd, diaipeiTal N OTITIKA TTUKVOTNTA TOU BEiYHOTOG TOU acBevn
dla TNG TTapPAPETPOU.
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MnAiko OD =

OD (d¢iypa aoBevn)

ApvnTiKO:

OD (MapdaueTpog cut-off)

Ampoadiépiora: 0,85

OETIKO:

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

9  Texvikd oTolxeia
YAIKO SelyudaTwy: Opdg
OykKog delyudTwVv: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA

OEIYUATWY

OAIKOG XpbvOoGg eTTWAONG: 90 Aemrtd o€ Beppokpacia dwpaTiou 20-32 °C/68-89,6 °F
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBevTIKEG QPIANEG
ApIBuSGS Twv TTPOCBIoPICHWY: 96 dOKIPOTiES

10 Zroixeia Aré6doong

10.1 EidikéTnTa Kai EvaioOnoia
H oTtepenl @aon eival emKkoAuppévn Pe uwnAig kaBapdtntag kal/ | avaouviuaouéva
avtiyova (dsDNA, U1-snRNP 70 kDa, Sm, SS-A, SS-B, Scl-70, CENP-B kai Jo-1). Ae
OIaTTIOTWVOVTAl avTIOPACTIKOTNTEG dlaoTaupwaong pe AAAa avTiyova. Ta ANA dev eival €IdIKa
yia 1o ZEA, aAd aveupiokovTtal o€ PEYAAO apIBUO TTEPAITEPW PEUMOTIKWY aoBevelwyv. H
diammiotwon Twv ANA gival pia TTOAU guaioBnTn TTaPAUETPOG yia Tov evepyd ZEA kal o€
>99 % TWV TTEPITITWOEWV €ival BETIKN.

10.2 T'papMIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikh ouvaptnon PETagu TG
OIdAuonG Kal TNG OUYKEVTPWONG TWwV QVTICWHUATWY O€ auth Tn OokKiyaoia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEI TO YEYOVOg OTI
MEPOVWPEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiOp. Apaiwon METPNUEVN OUYKEVTPWON
AgiypoTtog Méoog 6pog TrnAiko OD
1 1/100 6,1
1/200 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

QAVANEVOUEVN CUYKEVTPWON

Méoog 6pog TrnAiko OD

6,1
3,05
1,53
0,76

3,4

1,7
0,85
0,43

100,0
101,6

97,3
93,4
94,1
94,1
95,3
95,4

Avaktnon (%)

8/10




AESKU.DIAGNOSTICS

Product Ref.

3116

Product Desc.

DANA-Pro

Manual Rev. No.

004: 2024-11-25

10.3 AkpiBeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N E0WTEPIKN Kal evdIdueon dlakuuavon.

EowTepikn pé6odog Evlidpeon pébodog

DANA-Pro Eowrepikn cv DANA-Pro Eowrepikn Ccv
HéBodOog (%) HéBodOog (%)

Méocog 6pog Méoog 6pog

mnAiko OD mnAiko OD
dsDNA 2,1 0,4 dsDNA 4,2 1,0
U1RNP 3,1 0,8 U1RNP 3,2 0,8
Sm 1,8 1,0 Sm 4,1 11
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 15 11 CenpB 2,5 1,2
Jo-1 1,0 1,2 Jo-1 2,4 0,8

10.4 Alakpifwon

To AESKULISA® DANA-Pro éxel dlokpiBwbei  évavt evog opol avagopdg Tou CDC Atlanta
(Centers for Disease Control and Prevention).

11 BiBAloypapia

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-
a challenge for the routine laboratory. Poster P59, 5 th Dresden Symposium on
Autoantibodies, 2000.

9/10



12

. AESKU,DIAGNOSTICS

Product Ref.

3116

Product Desc.

DANA-Pro

Manual Rev. No.

004: 2024-11-25

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 - Ap1Bu6g TrapayyeAiag
- Numero de catélogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog 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

"oy agsku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electrénicas de utilizagdo

- 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 & 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

- Oplakég opdg AvTidpaoTripio BabBuovounong

- Calibrador de cut-off

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- Coniugato - Conjugate
- Conjugé - Conjugado
C O N J - 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

- Soluc&o de lavagem

SUB

- Tampone substrato

- Substrate buffer

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

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTiSpaoThpio JIaKoTAg avTidpaong

- Solucéao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampo6n Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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