AESKU.DIAGNOSTICS

AESKULISA

THE DIAGNOSTIC TOOL THAT WORKS






£33 AESKU.DIAGNOSTICS [z 5.

Manual Rev. No. 005: 2025-09-18

Odnyieg xpnong
Meprexopeva
T EVOEOEIVHEVIT XPIIOT] «eeetruuniieeeeieeettit i ee e e e e e e et ee et e e e e e e e e e e e et e e e eaeeeesassba e e eeaaeesesssaaaaaeaaes 1
2 KAIVIKR EQapUOYT KAl OPXEG TNG MEBODOU ..ot 1
3 ZuoTaTiK& OTOIXEID TTOU TTEPIEXOVTOI OTO OET ciivirriiuiieeeeeeeeiiiiiiaeeeeeeeeeeertnnaaaeeeeseeesssnnnanns 2
/SN 167, Yot g WCe {19 *(oTe )V o Tl o] o'y 1 0] s (o o IR 2
ST 61 (oo LAt =i Tag e (1 11T T() 10, Yo T 1 N 3
6  ANWn OeiyuaTog, TIPOETOIUACTA KA QUAGIEN .oeveeeeeiiieeeeeeeeeeeeiiiees e e e e e e eeeeatiea e e e e e e e e eeeeeennes 4
VARVAN o (e]1Ce (o1 To i £ Tl U FoX= [o o Lo LU IR OO PO PP PPPTUPPPRRR 4
L T N ToTo ot 11 g I e (e n (] o 1T g R o] T Y7 X o S S EPS 7
1S T o8 VA1 o Qo x {0 )€1 o USSP 8
(O (][0 2 1 £ Yoo Lo o TP 8
(I 21107 N[0}V o o (01T (oS U PP PR PO PORRRUSPP 9
P2 VLS U] T 1o 111 V] 1o,V (P 10

wl

Aesku.Diagnostics GmbH & Co. KG
Mikroforum Ring 2

55234 Wendelsheim

Germany

Tel: +49 6734 9622-0

Fax: +49 6734 9622-2222

Website: www.aesku.com

Mail: info@aesku.com



AESKU,DIAGNOSTICS e o

Manual Rev. No. 005: 2025-09-18

Evoedeiypévn Xpion

AESKULISA® dsDNA-G civar pia Eviupoavoooloyikhp péBodO¢ OTEPERS QACNG TIOU TTEPIEXE
avBpwTmvo avacuvduacuévo Oikhwvo DNA (dsDNA) vyia Tov OAIKG TI0CGOTIKO KAl TTOIOTIKO
mpoadiopioud Twy IgG autoavticwudtwy évavt Tou dsDNA oTtov avBpwtivo 0pd. Ta avti—dsDNA
QVTICWPATA avayvwpifouv KUPiwg TIG QLOPOPIKES OPADES Tou Popiou Tou DNA, ouvdEovTal ETTOUEVWG
kKar pe povokAwvo DNA (ssDNA). Ta Tov €10Ik6 TTooOoTIKO TTIpoadiopioud Twv avTi—dsDNA
QVTICWUATWY, OTNV TTPOKEiEVN PEB0DO £xel aTTOKAEIOBET N MOavOTNTA TTPOCHIENG TOU AVTIYOVOU HE
ssDNA.

H péBodog eCuttnpetei otn dla@opodidyvwan Tou cuoTnUATIKG epubnuatwon Auko (ZEAN).

KAIVIKA epapupoyn Kal apxég TG HEBGdou

Ta avricwpara évavti Tou DNA avAkouv oTnv opdda Twv avTITTupnVvIKwy avTiowpdtwy (ANA), Ta
otroia gp@avifovral og peyaAo apiBud autodvoowv VOoNPATWY. AvTICWUATA, TA OTToia cuvdEovTal PE
QUOIKO BikAwvo (ds)-DNA, BewpouvTai €101KOi OEIKTES yIa TO CUCTAPATIKO £puBnuaTwdn AUko (ZEA) kai
diammoTwvovTtal oxeddv o1o 50-80% Twv acBevwv.

Avticwparta évavti Tou dsDNA BpiokovTal o€ evepyég @aaelg Tou ZEA, n ouykévipwaon opou eival
avdAoyn pe TN Baputnta TG aaBévelag. MNa 1o Adyo autd n dIOTTIOCTWON AUTWY TWV AUTOAVTICWHATWY
givar onuavTikA yia tn didyvwaon Kai yia TNy KAIVIKA TTapakoAouBnan tou ZEA kai atroteAei éva atrd ta
évoeka Kpitipia ACR yia tn didyvwan Tou ZEA.

O1 repioadtepol aaBeveig £xouv avTi-dsDNA-avTiowpaTa TG uttoouddag IgG, autd oxeTiCovTal Ye TNV
EM@Avion TnG veppiTidag Tou AUkou. 2Zxedov 10 30% Twv acBevv TTou TTaoxouv atd ZEA €xouv
mpdoBeTa avti-dsDNA-avTicwpata TG utoouddag IgA. Tivotav utmoBéoeic om 1a avTi-dsDNA-
avTICWPaTa opifouv pia utrooudda acBevwyv pe ZEA. Mopeoe va atrodeiyxBei 61 Ta avriowuata IgA
oXeTiCovTal PE TTAPAPETPOUG, OI OTToiEG KaBopiouv Tn dpacTnpPIOTNTA TNG acBéveiag, €101 TT.X. ME TNV
auénuévn kabinon Twv epUBPOKUTTAPWY, TNV KaTavaAwaon Tou TTapdyovia C3 Tou CUPTTANPWHOTOG
KOl PE TIG KAIVIKEG TTAPAPETPOUG TNG OEPMPATIKAG ayyelimdag, TNG VEKPWONG Twv GKPWV Kal TOU
€PUOBANATOG, WATOCO Bev avifovTal oTn VEPPITIOO Kal TNV apBpiTida.

Ta avti-dsDNA-avTicwpaTta TnG utroouddag IgM diammioTwvovTal 6To 52 % Twv acBevyv TTou TTAGX0UV
amd ZEA. Ze avtiBeon pe TG uTtoouddeg IgG kai IgA, autd Ta avTicwuaTta O oXeTiCovTal Pe TNV TTopEia
NG véoou. Mapatnpndnke pia TTOAU CNPAVTIKA apvnTIKA GUCXETION YETASU Tng diammioTwang Twv IgA
KAl TNG EMOAVIONG VEPPITIOOG TOU AUKOU OTTWG ETTIONG TWV EPYOCTNPIOKWY TTOPANETPWY TTOU aPOopoUV
TN VEQPIKA ouppeToxn. MNa 1o Adyo autd, amodidetal ota avti-dsDNA-avTicwpata Tng utroopddag IgM,
Mia TTPOCTATEUTIKA IKAVOTNTA £vVaVTl TNG EKBNAWONG VEPPITIOAG TOU AUKOU.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PHIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta E18IKA avTIoWPATA aTTd ToV
opd Twv aoBeviyv, €AV QUTA UTTAPYXOUV, KE TO avTIYOVO TToU BpiokeTal oTnv TTAAKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal 0To ETTOUEVO BANA TTAUONG. ETTeira TTpooBEéTovTal
avTI-aVOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 culeuypa (CUuleUyPEVEG OVOOOCQAIPIVEG)
OUVOEETAI PUE TO OUPTTAOKO aVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVEG
avoo0o@AIPiVEG ATTOPAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
QAVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal Pe dIaAupévo ofu (aAAayn xpwaong o€ kKitpivo). O BaBudg oxnuaTtiouou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUyuaTog Tou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWOTN TWV QVTIGTOIXWV AVTICWHATWY aTo d€giyua aoBevoug.
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3  ZUOTATIKA OTOIXEIO TTOU TTEPIEXOVTOI OTO OET
AIAANYONTAI MPIN AlNO TH XPHZH
. Xpwpa
. 7 Xpwpa 5 a .
2T0IXEIO MoodtnTa KATTAKIOU ngAupaT Mepiypaen / Mepiexopevo
51TAdoI0 OUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouyo vatpio (NaCl), aABoupivn Boegiou
(5x) 1x 20mi Aeuko Kitpivo opoU (BSA), o&eidio Tou vatpiou < 0,1%
(ouvtnpnTikd)
s . 501TAdoIa GUYKEVTPWON
fs%e)(L;'GT'KO diahupa mhuong 1 X20ml Neuko Mpdoivo | Tris, NaCl, Tween 20, ogeidio Tou varpiou < 0,1%
(ouvtnpnTIKO)
ETOIMA A XPHXH
Xpwpa Xpwpua
2T0IXEIO MoootnTa katakio  diaAupar  lMepiypaen / MNepiexduevo
0 oG
) i ) . . AvBpwTTIivog 0padg (diahupévog), aABoupivn Boeiou
ApvnTIKGG 0pGS EAEYXOU Tx1,5ml Mpdavo  Alauyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)
. e . . AvBpwTivog 0pdg (SiaAupévog), akBoupivn Bogiou
OETIKGS 0pOg EAEYXOU 1x1,5ml Kokkivo  Kitpivo opou (BSA), oggidio Tou varpiou < 0,1% (GUVTNENTIKG)
AvTidpaoTripio Baduovounong . AvBpwTTIvog 0pAdg (SlaAupévog), aABoupivn Bodeiou
OPIOKAG TIUAG 1x1,5mi MrmAe Kitpivo opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)
ZuyKkEVTpwan KaBe avTidpaaTnpiou Babuovounong: O,
. . . . . 3, 10, 30, 100, 300 IU/ml. AvBpwTivog opdg
AvTidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo (SIaAUEVOC), aABoupivn B 0pol (BSA), ofidio
Tou varpiou < 0,1% (ouvTnpnTIKO)
ZUCTATIKA oToIXEia: AVTI-avOpWITIVR avococ@alpivn
>ulevyyara, IgG 1 x15ml MtrAe MrrAe onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
aABoupivn Bogiou opol (BSA)
. . . Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwha TMB Tx 15ml Madpo  AIGUYES e nogeisio Tou uBpoy6vou (TMB/H:O,)
AidAupa diakoTmg avtidpacng | 1 x 15ml A\€UKO Alouyég 1M YBpoxAwpikd o0&l
12x8 ﬁ\%l Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVvaTpEETE OTNV
MAdka pikpoTiITAoTToinONG : . S100éaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg Si106éoiy .
o o ETMIKAAUYN.
* H évtaon Tou XpwHOTOG QUEAVETAI PE TN GUYKEVTPWON
Amaitouueva UAIKQ:
O avayvwoTng TTAaKWVY pIKpoTITAoTToinang 450 nm avaylyvwokel QiATpa avayvwong kal TTpoaipeTikd 620 nm @iATpa avagopdg
(600-690 nm). N'uaAiva egaptipaTta (KUAIvOpog 100-1000ml), dokipgaoTikoi CwARVEG yia diaAuuata. AovnTAg avAapigng, TTPOX0IdES
akpiBeiag (10, 100, 200, 500, 1000 pl) 4 TTpocappolouevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
eTmavaAapBavopevn TTpoxoida, i Tpoxoida TTOAAATTAWY KavaAlwv A autopaTtoTroinpévo oUaTnua), amoppo@nTiké xapTi. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIAOTEI yIa va xpnaolpoTroinBouv pe kabapd Udwp cUPPwva Pe Toug opiopoug TG PapuakoTroliag
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakoTroliag (Eur.Ph. 4th ed.).
4 @UAagn kai xpoévog diatRpnong

Ta avTIdpacTAPIa ToUu CUVOAOU AVTIOPACTNPIWY Kal N MIKPOTTAAKA TTPETTEI va QUAdOTOoVTal
otoug 2-8 °C / 35,6-46,4 °F péoa oOTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva dloAuuara,
@uAdooovtal otoug 2-8 °C / 35,6-46,4 °F yia éva prva. Mpémel va Aaufdvovral utréyn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOCTIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpaan wTog aTo diIGAupa uttooTpwHatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn PePPpavn NG
OUOKEUAOiag.
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Y1rodeieig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

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

MpéTTel va XpnOIWOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN Kal EKTTAIDEUTEI E10IK&
oTn xpnoigotroinon in vitro d1ayvwoTIKWY UAIKWY. Av Kal autd To TTPoidv dev Bewpeital
I010iTepa TOEIKG A €TMKIVOUVO UTTO OUVOAKEG evOedelyuévng XPHONG, CUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES yIa TN dla@UAaln TNG PEYIOTNG ACPAAEIAG:

Zuordosis kal uétpa mpoeuAaéng

Meuyovwpéva ouoTaTikd Tou auvOAou avTIOpaoTnPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAAECOUV €peBIoUd Twv 0POOAUWY Kol TOu
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidio Tou
vaTpiou (NaNs) wg ouvinpnmikd. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei atmd 1o déppa A Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU kal XaAkoU oxnuaTifovrag 101aiTepa €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aATTopPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIA va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd T CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn di1dpKela TG £pyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTIOIEITE TRV TTPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoThpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (Opoi
eAéyxou kal avTidpaoTrpia BaBuovopnong) amodeixTnkav Katd Tov €Aeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avOpwTIVNG TTPoEAEUCNG OE UTTOPEl TTOTE va atTokAEloTel TTAPpwWG N MBavoTNTa NOAUVONG ME
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovralr w¢ duvnTIKA HOAUCUATIKOI Kal TTPETTEI va  XPNOIKoTTolouvTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

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

Fevikég utrodEigEIg

TNV TTEPITITWON KATA TNV OTToia 01 TTANPOYPOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1 EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET Vva 0dNyrnoel o€ ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTik@ Tou O€T va AdBouv Beppokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaaciag (20-32 °C / 68-89,6 °F) kai avapei&te KaAd. MpETel OTWOdNATIOTE va TNPEITal
TO KaBOpPIoHEVO TTPWTOKOAAO yia TN dieEaywyn TnG SoKIPaaiag.

Erwaon: Zuviotolupe amdédoon dokiung otoug 30 °C / 86 °F yia autopatotrinpéva
OUOTAHATO.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BepUoKpaTieg Avw Twv
37 °C / 98,6 °F. XpnoipoTrolgite yia TN Awn Tou SI0AUPOTOS TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTToigiTe yia TO SIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TTITTETAG TTOU £X0UV £pB¢l o€ eTTA@ Pe GAAa avTIdOPaACTAPIC.
H tehik kKAIVIKR Si1dyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeEAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeTolIacia Kal QUAagn

2uvIoTATal N Xpnon @PEoKwv BelyddTwy opol. H Afyn Tou aipatog TTPETTEl va YiveTal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTQIMIKG,
aigoAupéva | poAucpéva atrd Baktrpia deiygarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeTouvVTal PE XAPNAR TaxUTNTa 0T CUOKEUN uyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal KeEva QIaAidia.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEl va XPNOIKMOTToINBoUv €viog Twv
TPWTWV 8 WPWV, dIAPOPETIKA TTPETTEI VA QUAGCOOVTAI KAEIOPEVA AEPOOTEYWGS OTOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg TO PEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYAAUTEPN DIdpPKEIQ
QUAaéng, Ta deiypaTa TpPETTEl va wuxovTtal otoug -20 °C /-4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYUATWYV: apalwveTe 1:5 pe atrooTayuévo vepod (Tr.x. 20
ml cuv 80 ml).

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

MNa tnv amopuyn Tuxov AaBwv, CuvioTATAl N CANOVON TWV KATTAKIWY Twv OIdQopwv

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwv:

Aciyyata opou: apaiwvete kal avauelyvoete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPG
oelypaTwy, 1.X. (1x) 1000 pl pubuIoTIKO didAupa delyudaTwy + 10 pl opde.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 BubBicpata i 200 mi
ava 96 BuBiouara 1.X. 4 ml cupTTOKvwPa ouv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa TN Asimoupyia Tou gpyaAgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUuv uttéwn TTpooBeTeg
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKA €Tdvw O¢ éva atroppo@nTike XapTi. Balete
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTETA, TTEPINEVETE 20 deuTepOAeTTTA. ETTOVaAGBeTe TN diadikacia akdpn dUo QopEg.

MikpoTtrAdKeg:

ATTopakpUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAQ KAEIOPEVa péoa oTn JEPPPAvVN TNG ouokeuaaiag o€ dpoaepd pépog (2-8 °C / 35,6-
46,4 °F).
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7.2 ZXApA S1OVOURG aVTIOPACTNPIWY

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

OciypaTa wg €€Ne:

MNa NOZOTIKH epunveia

1
Cal A
Cal A
CalB
CalB
CalC
CalC
CalD
CalD

I ®@ Mmoo W >

CalA: calibrator A
CalB: calibrator B
CalC: calibrator C

7.3 Bnparta gpyaciag

Bripa  Iepiypapr

2
CalE
CalE
Cal F
Cal F
PC
PC
NC
NC

CalD: calibrator D
CalE: calibrator E
CalF: calibrator F

P1
P1
P2
P2
P3
P3

MNa MOIOTIKH gpunveia

1
NC
NC
CC
CC
PC
PC
P1
P1

I @ mmooO Wm >

PC: positive control
NC: negative control

CC: cut-off calibrator

P2
P2
P3
P3

P1: patient 1
P2: patient 2
P3: patient 3

1. Mpiv atré 1o mmmeTdpiopa BeBaiwbeite OTI £XETE EKTEAETEI TN BlABIKACIA TIPOETOINATIAG TG TO
BrAua 7.1 Topatdvw.

2. AkoloubroTe Ta TTapakdTw Bripata avaloya pe Ta emOuUUNTa atmoteAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

i

+100 pl

4.@

L1

3x 300ul

OPOI EAEIMXQOY & AEITMATA

Balete ota poPAeTopeva BuBioparta 100 ul atmd éva ammo Ta

TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:

a.

b. Avnidpaotripio BabBuovéunong opiakng TiuAg (CC) yia

AvTmidpaoTipia BaBuovounong (CAL.A €éwg CAL.F) yia

MNMOX20TIKH gpunveia i

TOIOTIKH eppnveia
Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TTapakdTw:

ApvnTIKOG 0pdg eAéyxou (NC) Kal BETIKOG 0pdG eAEyXOU

(PC) kabwg Kkai

AilaAupévo op6 aoBevwv (P1, P2...)

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

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

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe uttodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pl
7.
Emwadete yia 30 Aetrta o€ 20-32 °C / 68-89,6 °F.
30’
8.
!
MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG SiIGAUMa TTAUCNG
—> —> (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl dioAupartog utroatpwuatog TMB oe kGdBe uttodoxEa
u XPNOIYOTTOIWVTAG TNV TITTETA.

10. g

Emmwadere yia 30 Aemta og 20-32 °C / 68-89,6 °F. MNpooTaTeloTe
@ aTT0 TO €VTOVO QPWG.
AIAAYMA AIAKOIMHZ ANTIAPAZHE
11
Bacete 100 pl diaAUpaTog S10KOTTAG avTidpaong o€ kA Bubioua e
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TNV
i - mméTa.
+100 pl
12. ==
EmwdadeTe yia 5 AeTTT@ TOUAGXIGTOV.
-
13. AVOKIVEITE TIPOCEKTIKA TNV TTAGKA yia 5 SeuTepOAETITA.
14. 08 OD"E/\, Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTwv
450/620 nm (ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKA EpUNVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPATUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpaoTtnpiwv Baduovéunong (aGovag y) Evavl g
ouykévtpwong o€ IU/ml (a&ovag x). MNa Tov KaAUTEPO TTPOCBIOPIGUG CUVICTATAI N METAPOPG
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOAUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTA TOU OEiYUATOG N CUYKEVTPWOT) Twv avTicwudaTtwy o€ [U/ml.
Meploxr @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG amoTeEAéopaTA
<12 IU/ml 12 - 18 IU/ml >18 1U/ml
TMapadeiyua mpoodiopiouou
Autdé TO TrOpPAdelypa Oev EMITPETTETAI VO XPNOIMOTTOINGEl yio TNV gppnveia Twv

ATTOTEAECHATWY TWV A0BEVWYV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 IU/ml 0,036 2,9
3 IU/ml 0,176 2,3
10 [U/ml 0,314 29
30 1U/ml 0,618 29
100 IU/ml 1,312 0,1
300 1U/ml 2,076 0,7

lNapadeiyua urroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD)  AtrotéAeopa (IU/ml)
P 01 0,799/0,744 0,772 40,3
P02 1,404/1,393 1,399 119,5

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWV TwV avTIdPACTNPiwV
BaBuovounong mpétrel va avagépovtal wg" >Méey." MNpétmel va apaiwvovTal KatdAAnAa kai va
dokiyagovtal Eavd. Ta deiypaTa Pe TINEG PMIKPOTEPES aTTO TO UPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TTpétrel va ava@épovtal wg "<EAdy."

Eidika oToixeia tng TTaPTIdAg, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va diegdyouv eAEyXoug TTOIGTNTOG OTO XWPO TOUG HE BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA AiaTog CUNPWVA PE TNG pubpioeig TnG E.E..
2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QYUCIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE T KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEI va eTTaVaANQOE.

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

Edv 1a otoixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA i TOV TTPOUNBEUTH TOU KIT SOKIMUNG.
MNa moloTikA agioAéynon SiIaBAcTe TNV OTITIKK TTUKVOTNTA TOU PdpTupa atrokoTrig (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTtupa. 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 BeTIKG, deiyuaTa e XaunAOTEPES TIMEG apvNTIKA.

ApvnTiKO: OD qo6evri < 0.8 x OD cutoff
Atrpocdiopiota: 0.8 x OD cutoff < OD gooevi S 1.2 X OD cuteoff
O€TIKO: OD qo6evr > 1.2 X OD cut-off

7/10



Manual Rev. No. 005: 2025-09-18

AESKU,DIAGNOSTICS e o

9 Texvika oTolxeia
YAIKO delyhaTwy: Opébg
Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SIAAUNQ
OclyudTwy
OAIKOG Xpbvog TTWOONG: 90 AeTrTd 0€ Bepuokpacia dwuatiou 20-32 °C / 68-89,6 °F
Mepioxn péTpnong: 0-300 IU/ml
AvaAuTikr) EvaioBnaia: 3,0 IU/ml
duAaén: o¢ 2-8 °C / 35,6-46,4 °F oTIG auBevTIKEG PIAAEG
ApIBubG Twyv TTpoodIopIoPwY: 96 dOKIPOTiES
10 ZXrToixeia Adédoong
10.1 AvaAuTiki Evaiofnoia
To 6pio avixveuong Tou AESKULISA® dsDNA-G £xei diammotwBei om givar 3 1U/ml.
10.2 EidikéTnTa Kai EvaioOnoia

H pikpommAdka civar  emoTpwuévn  Pe  avaouvduacpévo avBpwTtivo dsDNA.  Aev
IaTTIoTWONKAY dIOCTAUPOUNEVES QVTIOPACEIS e GAAa auToavTiyéva. MNa Tov TTPoodiopioud
NG euaiocBbnaoiag kai €OIKOTNTAG €AéyxOnkav opoi 54 acBevwyv ol oTroiol £TTacyav atmmo
ouoTNUIKG £puBNUATWON AUKO (SLE) pe 10 AESKULISA® dsDNA-G kai PIO GUOKEUN TTOU
KukAo@opei Ndn otnv ayopd. Emriong eAéyxOnkav 80 uyieic d61e¢ oTo AESKULISA® dsDNA-G
Kal 6Ao1 TTpocdiopicOnKav wg apvnTIKOi.

Nooog # opwv TTOU
eAéyxOnkav
SLE 39
MCTD 3
CREST 4
2Uvdpopo Sjoegrens 4
AldQopeg  AUTOAVOOEG 7
voool
2UOKEUN TOU EUTTOPIOU
Oet. | Apvnrt. | Zuvo
Ao
AESKULISA® | ©@sT | 34 13 47
dsDNA-G .
Apv 0 7 7
34 20 54

KAvikA €181kotnTa: 80/80 = 100%
KAvikA evaioBnaia: 47/54 = 87%
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10.3 MpappIKOTNT

MNa emAeypévoug opoug uTTépece va eCakpIBwOel pia ypauuiKh ouvaptnon MPETAgU NG
apaiwong Kal TNG CUYKEVIPWONG TWV AVTICWUATWY o0€ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV AVTICWHATWY OuwWG, O¢v gival duvaTd va atToKAEIOTE TO yEyovOog OTI
MEMOVWPEVOI OPOI TTAPOUCIACOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiOp. Apaiwon
Agiyuatog
1 1/100

1/200
1/400
1/800
2 1/100
1/200
1/400
1/800

10.4 AkpiBeia

METPNUEVN CUYKEVTPWON

(IU/ml)
42,9
20,4

9,3
4.9

179,4
86,4
41,8
19,8

QAVOAUEVOUEVI OUYKEVTPWON
(1U/ml)
43,2
21,6
10,8
54
176,0
88,0
44,0
22,0

Avaktnon (%)

99,3
99,4
86,1

90,7
101,9
98,2
95,0
90,0

MNa Tov éAeyxo akpifelag TnNG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES

TNG TTPATUTING KAPTTUANG N ECWTEPIKN Kal evdidueon dlakuuavon.

EocwTtepikn pé6odog

Api8p. Méocog 6pog
Seiyparog (IU/ml)
1 199,88
2 80,14
3 12,71

10.5 Aiakpiwon

cv

(%)

1,00
1,68
5,91

Evdidaueon pébodog

ApiBp.
Seiyparog
1
2
3

Méoog 6pog
(IU/ml)
463,3
171,6

13,2

cv
(%)
2,6
2,3
5,9

To AESKULISA® dsDNA-G BaBuovopcsital o€ oxéon pe 1a avriowyata avri-dsDNA tou opoU
ava@opdg Tou Aoutroug (oAiyoeidikd) Tou MNOY. Ta ammoteAéouata ekppdfovtal o€ 1U/ml.
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12 PuOuioTika cupoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTikd péco

- Para uso Diagnéstico in vitro

REF

" Numero d'ordine

" Cataloge number

" Référence Catalogue

“ Numéro de catalogo

" Bestellnummer " ApIBudg TTapayyeAiag
“ Numero de catalogo
" Descrizione lotto " Lot
" Lot " Lote
L 0 T " Chargen Bezeichnung “ Xapaktnpiopdg aptidag
" Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador Unico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNG

- Identificador tnico do dispositivo

C€

" Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad

" Européische Konformitat

" EupwTrdikr oup@uwvia

" Déclaracéo CE de Conformidade

96

" 96 determinazioni " 96 tests

" 96 tests " 96 pruebas

" 96 Bestimmungen " 96 Trpoodiopiopoi
" 96 Testes

elFU

" agscu e

- 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

- AkoAouBnroTe TIg NAeKTPOVIKEG 0dnyieg Xpriong

- Seguir as instrugdes electronicas de utilizagao

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

" Utilizar antes de

+8°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)

- Gurdooetal 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

" Karaokeuddetal amd

" Fabricado por

" Calibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

" Opiak6g opdg AvTISpaoTripio BaBpovounong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

" Contréle Positif

" Control Positivo

" Positiv Kontrolle

" @ETIKOG 0pOG EAEYXOU

“ Controlo positivo

" Controllo negativo

" Negative Control

" Controle Négatif

" Control Negativo

" Negativ Kontrolle " ApvnTIKGG 0pAG EAEyXOU
" Controlo negativo
" Calibratore " Calibrator
" Etalon " Calibrador
CA L " Kalibrator " AvTiSpaoTripio BaBpovounong

" Calibrador
" Coniugato “ Conjugate
“ Conjugé “ Conjugado

C O N J “ Konjugat " Zogeuypa
" Conjugado

" Micropiastra rivestita

" Coated microtiter plate

" Microplaque sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" ETMKaAUPpEVN HIKPOTTAGKO

“ Microplaca revestida

" Tampone di lavaggio “ Wash buffer
" Tampon de Lavage " Solucién de lavado
" Waschpuffer " PuBpioTiké Siahupa TTAUGNg

" Soluco de lavagem

“ Tampone substrato

" Substrate buffer

" Substrat " Tampén sustrato
" Substratpuffer “ PuBpIoTIké SIGAUNA UTTOOTPWHATOG
" Substrato

" Reagente bloccante

" Stop solution

" Solution d'Arrét

" Solucién de parada

" Stopreagenz

" AvTIBpacTApIo SIAKOTTAG avTidpaong

" Solucao de paragem

“ Tampone campione

" Sample buffer

" Tampon Echantillons

" Tampoén Muestras

" Probenpuffer

" PuBpIoTIkG SiaAupa SelypdTwy

" Diluente de amostra
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