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AESKU,DIAGNOSTICS  Heoes s

Evoedeiypévn xpion

AESKULISA® dsDNA-A ELISA cival pia Eviupoavoooloyikr YéBodog OTEPENG QACNG TTOU TTEPIEXEI
avBpwTmvo avacuvduacuévo OikAwvo DNA (dsDNA) yia Tov OAIKG TTOGOTIKO KOl TTOIOTIKO
TPoadiopioud Twv IgA- autoavTicwudtwy évavtl Tou dsDNA oTtov avBpwTrivo opd. Ta avti—dsDNA
QVTICWPATA avayvwpidouv KUPIiwg TIG QLOPOPIKES OPADES Tou Popiou Tou DNA, cuvdEovTal ETTOUEVWG
Kar pe povokAwvo DNA (ssDNA). Ta Tov €10Ik6 TTooOoTIKO TIpoadiopioud Twv  avTi—dsDNA
QVTICWUATWY, OTNV TTPOKEiNEVN PEB0DO £xel aTTOKAEIOBET N MOavOTNTA TTPOCHIENG TOU AVTIYOVOU HE
SsSDNA.

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

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avricwpara évavti Tou DNA avAkouv oTnv opdda Twv avTITTupnVvIKwy avTiowpdtwy (ANA), Ta
otroia gp@avifovral og peyaAo apiBud autodvoowv vOoNPATWY. AVTICWUATA, T OTToia cuvdEovTal PE
QUOIKO BikAwvo (ds)-DNA, BswpouvTai €101Koi BEIKTES yIa TO ouaTnUATIKG £puBnuaTwdn AUko (ZEA) kai
olammoTtwvovTal oXeddv ato 50-80% Twv agbevwov.

Avtiowpata évavti Tou dsDNA BpiokovTal o€ evepyég @aaoelg Tou EA, n ouykévipwaon opou eival
avdéAloyn e mn Baputnta TG acBévelag. MNa 1o Adyo autd n SIoTTIoOTWON AUTWY TWV AUTOAVTICWHATWY
givar onuavTikA yia T 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-avTiIowpaTa 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-avTicwuata TG utroouddag IgA. Tivotav utroBéoeic om T1a avTi-dsDNA-
avTiIowpaTa opifouv pia uttooudda acBevwy pe ZEA. Mmopeoe va atrodeixBei 611 Ta avTiowyata IgA
oXeTiCovTal PE TTAPAPETPOUG, OI OTToiEG KaBopiouv Tn dpacTnpEIOTNTA TNG acBéveiag, €101 TT.X. YE TNV
auénuévn kabinon Twv epUBPOKUTTAPWY, TNV KaTavaAwaon Tou Trapdyovia C3 Tou CUPTTANPWHOTOG
KOl PE TIG KAIVIKEG TTAPAPETPOUG TNG OEPMPATIKAG ayyelimdag, TNG VEKPWONG Twv GKPWV Kal Tou
€PUBANATOG, WATOCO Bev eavifovTal oTn VEPPITIOO Kal TNV apBpiTida.

Ta avti-dsDNA-avTicwpaTta TnG utroouddag IgM diammioTwvovTal 6To 52 % Twv acBevyv TTou TTAGXO0UV
atmd ZEA. Ze avtiBeon pe Tig uttoouddeg IgG kai IgA, autd Ta avTicwuaTta &g oXeTICovTal e TNV TTOPEIa
NG véoou. Mapatnpndnke pia TTOAU ONPAVTIKA apvnTIKA GUOXETION YETASU Tng dlammioTwaong Twv IgA
Kal TNG ENPAvIoNG VEPPITIOAG Tou AUKOU OTTWG £TTIONG TWV EPYACTNPIAKWY TTOPAPETPWY TTOU AQOpPOoUV
N veQPIKA ouppeToxh. MNa 10 Adyo autd, atmmodidetal ota avTi-dsDNA-avTicwuaTa TnG uttoopadag IgM,
Mia TTPOCTATEUTIKN IKAVOTNTA £VaVTI TNG EKOAAWONG VEPPITIOAG TOU AUKOU.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn diIdpKela TNG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIYOVO TToU BpiokeTal oTnv TTAAKA, TO [N
ouvdepéva aTolxeia Tou opoU aTTopakpUvovTal 0To £TOUEVO BANA TTAUONG. ETTeita TTpooBEéTovTal
avTI-avOPWITTIVEG AVOCOOQAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 culeuypa (CUuleUYMEVEG OVOOOCQAIPIVEG)
OUuVOEETAl UE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVES
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 0&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTd TO XpwHoyovo e€aptdtal ammd Tnv TT000TNTA CUleUyuaTog Tou 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

AIANYONTAI MPIN AMNO TH XPHZH

Xpwua e
2T0IXEIO MoodtnTa . OlaAupar  Meprypagn / Mepiexduevo
KOTTOKIOU oc
5TTAGCIO CUYKEVTPWON
PuBuiaTiké SidAupa 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 OiGAupa mAGong 1 x 20ml N\€UKO Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpua
2T0IXEIO MocdTnTa Katakio  diaAUpar  Mepiypagn / Mepiexduevo
0 oG
, s ] . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bégiou
ApVNTIKOG 0pog eAeyXOU 1x1,5ml Mpdoivo - Aiauyeg opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiko)
) i 3 . . AvBpwTTIivog 0pog (diaAupévog), aABoupivn Bogiou
OETIKGG 0pOg eAEyXOU 1x1,5ml Kokkivo - Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKo)
Avnégaorr']plo BaBuovéunong 1x15ml MAe Kitpivo Avepu')mvog opc’;g (6|a)\upévqg), aABom:pivr] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKO)
Juykévipwaon kGBe avtidpaotnpiou Babuovéunaong: O,
. . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTTivog opdg
AvmidpaoTtrpia fabuovounong | 6 x 1,5ml N\EUKO Kitpivo (SIAUEVOC), aABoupivn B6EIoU 0pow (BSAY), ofeidio
Tou varpiou < 0,1% (ouvTnpnTiKO)
, . . 2UOTaTIKO OTOIXEIO: AVTI — QVBPWTTIVI AVOC0O@aIpivn
ulelypara, IgA 1 x15ml Kokkivo | KOkkivo ONUABEPEVN E UTTEPOEEIBATN aTT6 pagavida (BSA)
. . . >100epoTToinuévn TeTpapeBUABEVISivn Kal
Yméotpwpa TMB 1 x15ml Maudpo Alauyég UTIEPOEEIBIO TOU UBPOYGVOU (TMB/H,05)
AidAupa diakoTig avtidpaong | 1 x 15ml Neukod Alouyég 1M YdpoxAwpikd o&u
Agv

Aev eival | Me amoomwuevoug uttodoxeig. AvaTpégte atnv

MAdka pikpoTiITAoTTOinONG 12 X 8 evar Slabéoiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg S106¢01u o S
o .

*H évtaon Tou XpWHOTOG QUEAVETAI PE TN GUYKEVTPWON

Amairodueva vAika

O avayvwoTng TTAaKWY PIKpoTITAoTToinang 450 nm avaylyvwoKel @iATpa avayvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPoX0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpooapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwv 1 auTopaToTroinpévo oUoTnua), atmoppodnTikd xapti. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUg opiopoug TG PapuakoTroliag
Hvwpévwv MoAireitdv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacThpia Tou GuvOAoU avTIOPACTNPIWY Kal N MIKPOTTAGKA TTPETTEI va QUAGooovTal
otoug 2-8 °C / 35,6-46,4 °F uéoa OTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva diaAluara,
@uAdooovtal otoug 2-8 °C / 35,6-46,4 °F yia éva priva. Mpétmel va Aaufdvovtal utréyn ol
nUEPopNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE CUOTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
QuAdooovTal TTavrtote WE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
OUOKEUOOiag.
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Y1rodeieig kal TTpo@uAGgeig

5.2

EmikivduvoTnTa yia TnV vysia

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

MpéTTel va XpnOIMOTTIOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €1I0IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
1I010iTepa TOEIKG A €TMKIVOUVO UTTO OUVONAKEG evOedelyuévnNg XPHONG, OCUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES yIa TN dla@UAaln TNG PEYIOTNG ACPAAEIAG:

Zuordosis Kal uétpa mpoeuAaéng

Meuyovwpéva ouoTaTikd Tou auvOAou avTIdpaoTnPiwy 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 amd 1o déppa f Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU kal XaAkoU oxnuaTioviag 101aiTepa €kPNKTIKG HETAAAIKG alidia. Katd Ttnv
aATToOpPPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG YIA VA ATTOTPEWETE TN dnuioupyia alidiwy.
MapakaAw avaTpégete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn di1dpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (opoi
eAéyxou kal avTidpaoTrpia BaBuovopnong) amodeixTnkav Katd Tov EAeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidévta
avOpwTTIVNG TTPoEAEUONG OE UTTOPEI TTOTE va atTokAEloTel TTAAPpWG N MBaveTNTa NOAUVONG ME
TOUG ava@epOpevous i Kal e GAAoUG akdun ayvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovialr w¢ OuvnTIKA HOAUCHATIKOI Kal TTPETTEI va XPNOIKoTTolouvTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTiVaKd
TTEPIEXOMEVWY, TIPETTEI VA TO XPNOIUOTIOIEITE OUPQWVA PE TIC ATTAITAOEIC TNG €6VIKNAG
vouoBeaiag.

Fevikég utTodEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE E TOV KOTAOKEUAOTA A TOV TTPOPNBEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Evupa 20Ceuéng n WIKPOTTAAKEG
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET Vva 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaaciag (20-32 °C / 68-89,6 °F) kai avapei&te KaAd. MpETel oTWOdNATTOTE va TNPEITaI
TO KaBOpPIoHEVO TTPWTOKOAAO yia TN dieEaywyn TnG SOKIPaaiag.

Emwaon: Zuviotolupe amdédoon dokiuyng otoug 30 °C / 86 °F yia autopatotTinpéva
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIOPACTNPIWY OE BEPUOKPACTieG 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 xpnoidoTToIEiTe yia TO SIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TTITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE AN avTIdOPaACTAPIC.
H tehik KAIVIKR Si1dyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon tmpémmel va emiReBAIWVETAI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2uvIoTATal N Xpron @PEoKwv delyddTwy opol. H AfRwn TOu aipyatog TTPETTEl va yiveTal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
aigoAupéva | poAucpéva atrd Baktrpia deiydarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeTouvVTal JE XAMNAR TaxUTNTAa 0T OUCKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aipatog o€ kabBapd, oTeyvd Kal KeEva QIaAidia.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEI va XPNOIKMOTToINBoUv eviog Twv
TPWTWY 8 WPWV, dIAPOPETIKA TTPETTEI VA QUAACOOVTAI KAEIOPEVA AEPOOTEYWGS OTOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 1O PEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYAAUTEPN DIGpPKEIQ
QUAaéng, Ta deiypaTa TPETTEl va wuxovTtal otoug -20 °C /-4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

2UNTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYHATWYV: apalwveTe 1:5 pe atmooTayuévo vepod (Tr.x. 20
ml ouv 80 ml).

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

MNa tnv ammopuyn Tuxov AaBwv, CuvioTATal N CANOVON TWV KATTAKIWY Twv OIdQopwv

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwyv:

Aciyyata opou: apaiwvete kal avauelyvoete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPG
OelypaTwy, T.X. (1X) 1000 pl puBpIoTIKG didAupa deiyudTwy + 10 pl opde.

MA0on:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 PuBiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKVWPa cuv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

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

XeipokivnTn wAUON:

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

MikpoTtrAdKeg:

ATTOpaKpUVETE Ta BuBicpaTta TTou dev £XOUV XPNOIKOTTOINOET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAQ KAEIOPEVa péoa oTn JEPPPAVN TNG oUOKEUaaiag o€ dpoaepd Pépog (2-8 °C / 35,6-
46,4 °F).
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7.2 XxApa dlavouRig avTiIdpacTnpiwv

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

OciypaTa wg €ENe:
MNa NOZOTIKH epunveia MNa NOIOTIKH epunveia
1 2 3 1 2 3

A CalA | CalE | P1 A | NC P2

S e lcae Tpr T G PN R E—

C CalB | CalF | P2 C | CC P3

D CalB | CalF | P2 D CC P3

E CalC | PC P3 E | PC

N ac [rc R E— e T

G CalD | NC G P1L

H CalD | NC H P11
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

1.

Tepiypagr
Mpiv amrd To mmeTdpIoua BePalwbeite OTI £XeTE eKTEAETEI TN OlAdIKACIiaA TTPOETOIMACIAG ATTO TO
BAua 7.1 Tapamavw.

AkolouBriote T TOPAKATW Pripata  av@hoya pe  Ta  €mMOUUNTG  OTTOTEAEGPOTA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

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

a. AvmidpacoTrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotrpio BabBuovéunong opiakng TiuAG (CC) yia

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

o Apvntikdg opdg eAéyyou (NC) kal BeTIKOG 0pdg eAEyxoU
(PC) kabwg Kkai

e AiaAupévo opd aocBevwv (P11, P2...)

@ Emmwadete yia 30 Aetrta o€ 20-32 °C / 68-89,6 °F.

30’

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

3x 300ul
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2XYZEYTMA
6.

Balete 100 pl diaAUpatog oulelyyoTtog oe KABe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pl

7
@ Etrwddete yia 30 Aetrta oe 20-32 °C / 68-89,6 °F.
o
8.
I

MAévete 3 Qopég, kaBe popd pe 300 ul pubuIoTIKG diIGAUpa TTAUCNG

- —> (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl diaAupartog uttooTpwuarog TMB oe kGBe uttodoxéa
u XPNOIYOTTOIWVTAG TNV TITTETA.

10. g

Emmwadere yia 30 Aemta og 20-32 °C / 68-89,6 °F. lNpooTaTeloTe
@ aTT0 TO €VTOVO QPWG.
AIAAYMA AIAKOIMHZ ANTIAPAZHE
11
Bacete 100 pl diaAUpaTog S10KOTTAG avTidpaong o€ kaBe BuBicua ue
N TN O€IPA TTOU TOTTOBETABNKE TO UTTOCTPWHA XPNOCIKNOTTOIWVTAG ThV
i mTéTa.
+100 pl
12. =
EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.
-
13. AVOKIVEITE TIPOOEKTIKA TNV TTAGKA YIa 5 OeUTEPOAETTTA.
OD.- OD
14. w6 “enf\ MeTproTeE TNV aTOoPPO®non oTa 450 nm  eviog 30  AETTOV
450/620 nm (ouvioTdral TTpoaipeTikG Kal oTta 450/620 nm).
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Moo oTIKA KAl TTOIOTIKA EpUNnVvEia

O moooTIKOG TTPOoadIoPIoUOg emITUYXAvETal BACEI hiag TTPOTUTING KAWTTUANG, OTNV OTToia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpaoTtnpiwy Baduovéunong (aGovag y) Evav g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPIGUO GUVIOTATAI N PJETAPOPE
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOAUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTO TOU OEiyUATOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.

Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéoUATA
<12 U/ml 12 - 18 U/mi >18 U/ml

Mapadeiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPEMETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgA

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

lNapadeiyua urroAoyiouou

AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,799/0,744 0,772 40,3

P 02 1,404/1,393 1,39 119,5
Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong mpétrel va avagépovTal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO €UPOG TIHWYV TWV AVTIOpACTNPIWY
BaBuovounong TTpétrel va avagépovtal wg "<EAdy."
Eidika oToixeia tng TTaPTIdAg, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpiké epyacTApIa PTTopoUv va SIEEAyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kal/  opoug atd Thv TPATTECA aiaTog CUNPWYVA UE TNG pubpioeig TnG E.E..
2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QYUOCIOAOYIKEG TIUEG, BACIOUEVEG
0T OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE T KPITHPIA, N
OOoKIuN €ival dkupn Kal Ba TTPETTEl va ETTAVOANPOEI.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv 1a otoixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVES TIUEG ) €Av Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpPIg eUAoyN aITia, ETTIKOIVWVAOTE JE TOV KATAOKEUAOTA 1 TOV TTPOUNBEUTH TOU KIT SOKIUNG.
MNa 1roioTikA a§ioAéynon diaBAcTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv EIYUATWY ACOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTupa. MNa tnv ToIOTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWNAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TIMEG apvnTIKA.

ApvnTIKO: OD qo8evi < 0.8 x OD cut-off
Ampoodidpiota: 0.8 x OD cytoff < OD qotsvg S 1.2 X OD cut-off
O€TIKO: OD qo8evi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKG BelypdTwv: Opdg
‘Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SIAAUNQ

OclyudTwy

OAIKOG Xpbvog TTWaoNG: 90 AeTTTd O€ Bepuokpaaia dwuatiou 20-32 °C / 68-89,6 °F
Mepioxn pétpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C [ 35,6-46,4 °F oTIG auBeVvTIKEG PIAAEG
ApIBubG Twyv TTPOoodIopIoCPWY: 96 dOKIPOTIES

10 Zroixeia ATdédoong

10.1 AvaAuTtiki Evaiofnoia
Aokipacia Tou pubpioTikoU dlaAuuartog deiyuatog 30 @opéc o AESKULISA® dsDNA-A divel
avaAuTikA euaioBnoia 1,0 U/ml.

10.2 EidikéTnTa Kai EvaioOnocia
H 1TAGKa pikpoTITAOTTOINONG €ival ETTIKOAUPMEVN PE avaouvduaopévo avBpwtrivo dsDNA. Ag
OIOTTIOTWVOVTAl EVEPYOTNTEG dlaoTaUPwOoNG MeE GAAa avtiyova. Ta avTiowuata €vavTl Tou
dsDNA emTpémmouv pe T diayvwaoTik €10IKOTNTa Tou 85% Tn dlagopotroinon Tou XEA atmmd
GANEG QAeypovVWBEIG PEUPATIKEG a0Béveleg. Me To ouvdudaopud Kal TwV TPIWV UTTOOUAdWY
avoooo@alpivwv n dokiyacia AESKULISA® dsDNA-A @Tdvel pia SiayvwoTiK euaicOnaoia
90%.

10.3 FpappIKOTRTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikh ouvaptnon PETagu NG
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O autrhy Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWHEVOI OPOi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuarog (U/ml) (U/ml)
1 1/100 42,9 43,2 99,3
1/200 20,4 21,6 99,4
1/400 9,3 10,8 86,1
1/800 4.9 5,4 90,7
2 1/100 179,4 176,0 101,9
1/200 86,4 88,0 98,2
1/400 41,8 44,0 95,0
1/800 19,8 22,0 90,0
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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TG HeBOSoU eCakpIBWONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdidaueon pédodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 > 300,0 2,1 1 463,3 2,6
2 138,0 2,4 2 171,6 2,3
3 26,4 4,7 3 58,2 4,6

10.5 Alakpifwon

To ToooTIKO cUoTnua PETPNONG AOyw EAAEIPNG evog O1EBvoUg TTPOTUTTOU ava@opdg EXEl
OIaKPIBWOET pe TTPOOWPIVEG HOVADEG PETPNONG. Ta atroteAéopaTta didovTtal og U/ml.
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12 PuOuIoTIKA oUuBOAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagndstico 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 " ApIBuég TTapayyeAiag
" Numero de catalogo
" Descrizione lotto " Lot
Lot " Lote
L 0 T ” Chargen Bezeichnung “ Xapaktnpiopdg Taptidag
" Lote

uDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador Gnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKO GUOKEUNG

- Identificador tnico do dispositivo

C€

” Conformita europea

“ EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad

“ Europaische Konformitat

" EupwTrdikr oupguwvia

" Déclaracéo CE de Conformidade

96

" 96 determinazioni " 96 tests

7 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 electrénicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKoAoUBAOTE TIG NAEKTPOVIKEG OBNYiEg Xprong

- Seguir as instrugdes electrénicas de utilizacdo

" Da utilizzarsi entro “ Use by
” Utilise avant le " Utilizar antes de
“ Verwendbar bis " XpRon péxpl

" Utilizar antes de

- 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)

- ®uAdooeTal 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 AvTISpacTripio BaBuoveunong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

" Controle Positif

" Control Positivo

" Positiv Kontrolle

" @ETIKOG 0pOG EAEYXOU

“ Controlo positivo

" Controllo negativo

“ Negative Control

” Contréole 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

" Microplague sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" ETMKaAUPpEVN HIKPOTTAGKO

" Microplaca revestida

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

" Solucdo de lavagem

“ Tampone substrato

" Substrate buffer

" Substrat “ Tamp6n sustrato
" Substratpuffer “ PuBpIoTIké SIGAUNA UTTOOTPWHATOG
" Substrato

" Reagente bloccante

“ Stop solution

" Solution d'Arrét

“ Solucién de parada

" Stopreagenz

" AvTISpacTApIo SIAKOTIAG avTidpaong

" Solucgo de paragem

“ Tampone campione

" Sample buffer

“ Tampon Echantillons

“ Tamp6n Muestras

" Probenpuffer

" PuBpIoTIko SiaAupa SelypdTwy

" Diluente de amostra
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