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Evdedeiyuévn xpnon

AESKULISA® dsDNA-Check eival pia Ev{upoavoooloyikrp YéBod0G OTEPENG QACNG TTOU TIEPIEXE!
avBpwTmvo avacuvduacuévo OikAwvo DNA (dsDNA) yia Tov OAIKG TTOGOTIKO KOl TTOIOTIKO
TTpoodiopiopd Twv IgA-,1gG- kai IgM- autoavTiowpdTwy évavtl Tou dsDNA oTtov avBpwTrivo opd. Ta
avTi—dsDNA avTicwpata avayvwpifouv Kupiwg TIGC QWO@POopIKEG Oouddeg Tou popiou Tou DNA,
ouvdéovtal eTopEVWG Kal pe JovokAwvo DNA (ssDNA). MNa Tov €18IKG TTO00TIKO TTPOCdIOPIoUS TwV
avTi—dsDNA avtiowpdtwy, otnv Trpokeiyevn péBodo €xel ammokAeioBei n mBavoeTnTa TTPOoUIENG TOou
avTiyévou pe ssDNA.

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

KAIVIKR ) epappoyn Kal apxég Tng pE6odou

Ta avricwpara évavti Tou DNA avAkouv oTnv opdda Twv avTITTupnVvIKwy avTiowpdtwy (ANA), Ta
otroia gp@avifovral og peyaAo apiBud autodvoowv vOoNPATWY. AvVTICWUATA, T OTToia cuvdEovTal PE
QUOIKO BikAwvo (ds)-DNA, BswpouvTai €101Koi BEIKTES yIa TO cuaTnUATIKG puBnuaTwdn AUko (ZEA) kai
dlatmioTwvovTal oxedov o1o 50-80% Twv acBevwv.

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

O1 repioadTepol aoBeveig £xouv avTi-dsDNA-avTiocwpaTa TnG uttoouddag IgG, autd aoxeTiCovTal Ye TNV
EMQAvIoN TNG vePpiTIdag Tou AUKou. 2xedov 10 30% Twv acBevwyv TTou TTaoxouv amo EA éxouv
mpodoBeTta avti-dsDNA-avTicwpata Tng utoouddag IgA. Mvotav utmoBéoeig om 1a avti-dsDNA-
avTICWPaTa opifouv pia utrooudda acBevwyv pe ZEA. Mopeoe va atrodeiyxBei 611 Ta avriowuata 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
Kal PE TIG KAIVIKEG TTOPANETPOUG TNG OEPMATIKAG QyYEITIOAG, TNG VEKPWONG TWV GKPWV Kal Tou
€PUOANATOG, WATOCO OtV eaviovTal oTn VEPPITIOO Kal TNV apBpiTida.

Ta avri-dsDNA-avTiowpara Tng utroopddag IgM diamoTtwvovTal o1o 52 % Twv acBevv TToU TTATKOUV
atd ZEA. Ze avtiBeon pe TG uttoouddeg IgG kai IgA, autd Ta avTicwuaTta O oXeTiCovTal PE 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
TN vEQPIKA guppeToxn. MNa 1o Adyo autd, amodidetal ota avti-dsDNA-avTicwpata TnG uttoopddag IgM,
Mia TTPOCTATEUTIKA IKAVOTNTA €vavTl TNG EKONAWONG VEPPITIOOG TOU AUKOU.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £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-avVOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 1o culeuypa (CUlEUYMEVEG OVOOOCQAIPIVEG)
OUuVOEETAl UE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVES
avoooo@aIpiVEG ATTOPOKPUVOVTAl OTO €TTOPEVO BANA TTAUoONG. H dlatTioTwon Twv ouvieuévwy
QAVTICWHATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUPEVO 0EU (aAAayn xpwong oe kiTpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwpoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUyUaTOg 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 A0 TH XPHZH

. . Xpwua Xpd)ya . .
2T0IXEIO MoodtnTa KATTAKIOU ngAupaT Mepiypaen / Mepiexopevo
51TAGoI0 OUYKEVTPWON
PuBuioTiké didAupa delypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bégiou
(5x) 1 x20ml Aeukd Kitpivo opou (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 501TAGoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO diahupa mhuong 1 X 20ml Neuko Mpdoivo = Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katakio  diaAUpar  Mepiypagn / Mepiexduevo
0 oG
. . . . . AvBpwTTIvog 0pd¢ (diaAupévog), aABoupivn Bogiou
ApVTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo - Alauyég opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKo)
. . . . . AvBpwTTIivog 0pAdg (Slahupévog), aABoupivn Boéeiou
OETIKGS 0pOg EAEYXOU 1x1,5mi Kokkivo - Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiko)
AvTidpaoTripio Baduovéunong . AvBpwTTIvVog 0pA8g (BlaAupévog), aABoupivn Boeiou
OpPIOKAG TIUAG 1x1,5ml MrmAe Kitpivo opou (BSA), o&gidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
Juykévipwon kaBe avtidpaoTnpiou Babuovéunaong: O,
AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwmivog 0pog

(diaAupévog), aABoupivn Boeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvTnpnTiKO)

ZUoTaTikO aToIxXEIO: AVTI — avBPWTTIVI avoooo(alpivn
Yulelypata, IgA/G/IM 1 x 15ml NEUKO Kokkivo | ONHadepévn pe uTrepogeldacn a6 pagavida,
(ZuvTnpnTiko) (BSA)

>100epoTroinuévn TeTpapeBUABEVISivn Kal

YmooTpwya TMB 1x15ml Madpo  AlauYES e o t6idi0 Tou UBPOYOVOU (TMB/H,O,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
12x8 ﬁ\E/\c/n Aegv givai Me amooTwevoug uttodoxeic. Avatpégte aTnv
MAd&ka pikpoTiTAoTroinong Taieg Si0BEoIy Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
o o) EMKAAUYN.

* H évtaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
Amaitouueva UAIKQ:

O avayvwaoTng TTAAKWY JIKpoTITAOTToinoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). MNuaAiva egaptApata (KUAIVOpog 100-1000ml), dokipyaoTikoi cwArfveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pl) A TTpoocapuolopevn TToAuTTpoXOoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
doKIpaagieg Hag £Xouv wg oxXedIOOTE yIa va XpnoipoTroinBolv pe kabapd Udwp cUPPwva PE Toug opiopoug Tng PappakoTroliag
Hvwpévwy MoAireiov (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avridpacTripia Tou guvoAou avTidPaCTNPIWY Kal N MIKPOTTAGKG TTPETTEI VO QUAGCCOVTAI
otoug 2-8 °C / 35,6-46,4 °F uéoa OTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva diaAluara,
@uAaooovtal oTtoug 2-8 °C / 35,6-46,4 °F yia éva pniva. Mpémer va Aaupdavovtar uttéyn ol
nuepounvieg AAENG TTou avaypd@ovTal GTN CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE UCTATIKOU.

Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwv! MNpémer va
aTTo@eUyETal N £viovn €TiIOPACN QWTOG aTO dIdAUpa uTTOoTPWHATOG TMB. OI PIKOTTAGKEG VO
QuAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
ouOoKeuaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia Tnv vysia

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

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

Zuordosis Kal uétpa mpoeuiaéng

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

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

Ta avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (Opoi
eAéyxou kal avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avBpwTTIvng TTPoéAcuong de PTTopei TTOTE va atrokAEloTel TTAAPWG N TBavoTNTa POAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. lMNa Tov
AOGYyO auTo, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKoTTolouvVTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeaidl 10 KIT TTEPIEXEl UANIKO CWIKNG TIPOEAEUONG, OTTWG QvVAQEPETAl OTOV  TTiVOKQ
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

Fevikég utTOdEigEIg

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

Mnv ptrAékete n avrikaBiotate MdpTtupeg, BaBuovountég, EvQupa Z0Zeuéng n MIKPOTTAGKEG
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaaciag (20-32 °C / 68-89,6 °F) kai avapei&te KaAd. MpETel oTWOdATTOTE va TNPEITaI
TO KaBopPIoHEVO TTPWTOKOAAO yia TN dieEaywyn TnG doKIPaciag.

Emrwaon: Zuviotoupe amédoon dokiuAg otoug 30 °C / 86 °F yia auTtopaTOTTINUEVA
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIdPACTNPIWY O 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 €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TNITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE GAAa avTIdOPaACTAPIC.
H tehik KAIVIKR Sidyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd gupfuara. H didyvwon mpétrel va emIRERAIWVETOI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

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

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWY 8 WPWYV, dIAPOPETIKA TTPETTEI VO QUAACOOVTAI KAEIOPEVA aEPOOTEYWS 0TOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 10 PEYIOTO. Z€ TTEPITITWON TTou TTPORAETTETAI YEYAAUTEPN BIdpPKEIQ
QUAaéng, Ta deiypaTa TPETTEl va wuxovTtal otoug -20 °C /-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

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

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

MNa tnv amoguyn Tuxov AaBwv, ouvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwy:

Aciyyata opou: apaiwvete kal avaueryvoete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPG
OelypaTWY, T.X. (1X) 1000 pl puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didAupa TTAUoNG (1x) ava 8 Bubiopata i 200 ml
ava 96 BuBioparta 1.X. 4 ml cupTTOKvVWPa cuv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa ™ Aeimroupyia Tou epyaAciou Kai To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUon:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw O¢ €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.

MikpoTtrAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAQ KAEIOPEVa péoa oTn PEPPPAVN TNG ouOKeuaaiag o€ dpoaepd Pépog (2-8 °C / 35,6-
46,4 °F).
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7.2 ZXApa dlavounig avTiIdpacTnpiwv

7.3

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

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

T cap lcaE ot T e

B CalA | CalE | P1 B  NC P2

C CalB | CalF | P2 C | CC P3

S PTErTE 5 oo Y R

= e Tec U I R IS R

F CalC | PC P3 F | PC

G CalD | NC G P1

e e T T T T O A A
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC.: cut-off calibrator P3: patient 3

BAupara epyaciag

Brua

1.

Mepiypaen

Mpiv atmd 1o TiTeTapIopa BePaiwBeite 0TI £XETE eKTEAETEI TN dladikagia TTPOETOINATIAG ATTO TO
Briua 7.1 TTapaTIAVW.

AkolouBrioTe T  TTAPAKATW PBrAiyata  avdAoya pe  Ta  emOBuunTd  aTmToTEAETPOTA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

Badete ota mpoPAsTTOpeva BuBioparta 100 ul atréd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. Avmdpaotipia Babuovounong (CAL.A €éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotripio BaBuovéunong oplakng TIPAG (CC) yia

u MOIOTIKH eppnveia
Etriong, Baete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

IR i e ApvnTiKSS 0pd¢ eAéyxou (NC) Kai BETIKOS 0pdC EAEYXOU
(PC) kabwg Kkai

e AiaAupévo opd acBevwyv (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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3x 300ul
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450/620 nm

I

2XYZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kaBe opd pe 300 ul pubuIoTIKG diIGAUpA TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kdBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

Emmwadere yia 30 Aemta og 20-32 °C / 68-89,6 °F. lNpooTaTeloTe

atrd TO £VTOVO QPWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

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

TTITTETA.

ETwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1o00TIKOG TTPOCdIoPIoUOS emiTUYXAveTal BAcel piag TTPOTUTING KAPTIUANG, OTnv oTToia
METAQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovounong (aovag @) Evavtl NG
ouykévTpwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICHO CUVIOTATAI N PHETOPOPG
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOAUTTUAN €COKPIBWVETAI QTTO TNV OTITIKA
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.

Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<16 U/ml 16 - 24 U/mi >24 U/ml

Mapadsiyua mpoadiopicuou
Auté TO TOPAdeIypa Oev €mMITPETETAI VO XPNoIJoTroIindei yia Tnv gpunveia Twv
ATTOTEAECUATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)
BaBuovounong IgA/G/IM

0 U/ml 0,036 2,9

3 U/ml 0,176 2,3

10 U/ml 0,314 2,9

30 U/mi 0,618 2,9
100 U/ml 1,312 0,1
300 U/ml 2,076 0,7

lNapadeiyua urroAoyiouou
AcBevig EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

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

P 02 1,404/1,393 1,399 119,5
Ta Ociyuata pe TIHEG PEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong Tpétrel va avagépovtal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO £UPOG TIHWYV TWV AVTIOPACTNPIWY
BaBuovounong Tpétrel va avagépovtal wg "<EAdy."
Eidika oToixeia tng TTaPTidAg, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO 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 QUOCIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAICNO Kal TTANBUOPOUG aoBevwV.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUUPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTaVaANQOEi.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwv (TTou TTPOETOINACTNKAY), OUVONAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA i TOV TTPOUNBEUTH TOU KIT SOKIUNG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY ACOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTupa. MNa tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ampoodidpiota. OAa Ta deiypata pe
UWnAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TINEG apvnTIKA.

ApvnTIKO: OD oo8evi; < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
OcTIKO: OD qotevi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKO SelyuaTwy: Opd¢
Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SIAAUNQ

OEIYUATWY

OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C / 68-89,6 °F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C [ 35,6-46,4 °F oTIG auBevTIKEG PIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaaieg

10 Zroixeia Adédoong

10.1 AvaAuTtiki Evaiofnoia
Aokipagia Tou puBuioTIKOU dlaAUuaTtog deiypatog 30 @opég oe AESKULISA® dsDNA-Check
Oivel avaAuTiki evaioBnoia 1,0 U/ml.

10.2 E1dikéTnTa Kol EvaioBnoia
H TAGka pikpoTITAOTTOINGNG €ival emMKOAUPMEVN PE avaouvOuaopévo avBpwtrivo dsDNA. Ae
OIOTTIOTWVOVTAl EVEPYOTNTEG dlaoTaUPwONG MeE GAAa avtiyova. Ta avriowuata €vavTl Tou
dsDNA emmiTpétrouv pe TN dIayvwaoTIKN €I0IKOTNTA Tou 85% Tn dlagopoTroinon Tou ZEA atrd
GANEG QAeypoVWBEIG PEUPATIKEG a0Béveleg. Me To ouvduaopud Kal TwWV TPIWV UTTOOUAdWY
avoooo@alpIivwV N dokiyacia AESKULISA® dsDNA-Check @Tdvel pia dilayvwoTiKA euaicbnaoia
90%.

10.3 FpappIKOTNT

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTatu Tng
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O€ autry Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OUwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEPOVWPEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (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 88,4 88,0 98,2
1/400 41,8 44,0 95,0
1/800 19,8 22,0 90,0
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Akpipeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES

TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog

ApiBp. Méocog 6pog CVv

Seiyparog (U/ml) (%)

1 > 300,0 2,1

2 138,0 2,4

3 26,4 4.7
Alokpiwon

Evdidaueon péBodog

ApiBp.
Seiyparog
1
2
3

Méoog 6pog
(U/ml)
463,3
171,6
58,2

CVv
(%)
2,6
2,3
4,6

To TMoooTIKO cuoTnPa PETPNONG AOYW EAAEIYNG evdg O1EBvoUG TTPOTUTTOU avaQopdg EXEl

OIaKPIBWOET pE TTPOOWPIVEG HOVADES WETPNONG. Ta attoTeAéopaTta didovTal o U/ml.

BiAloypagia

Tan EM, Cohen AS, Fries JF, et al. (1982). Revised criteria for the classification of systemic
lupus erythematosus. Arthritis Rheumatism 25: 1271-1277.

Witte T, Hartung K, Matthias T, Sachse C, Fricke M, Deicher H, Kalden JR, Lakomek
HJ, Peter HH, Schmidt RE (1998). Association of IgA anti-dsDNA antibodies with vasculitis
and disease activity in systemic lupus erythematosus. Rheumatol Int 18: 63-69.

Witte T, Hartung K, Sachse C, Matthias T, Fricke M, Deicher H, Kalden JR, Lakomek
HJ, Peter HH, Schmidt RE, SLE study group (1998). IgM anti-dsDNA antibodies in
systemic lupus erythematosus: negative association with nephritis. Rheumatol Int 18: 85-91.
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12 PuOuIoTIKA oUuBOAa

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 " Ap1Bpdg TTapayyeAiog
“ NUmero de catalogo
" Descrizione lotto " Lot
" Lot " Lote
L 0 T " Chargen Bezeichnung " Xapaktnpiopdg rapTidag
" Lote

uDI

- Identificatore 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

" EupwTraikn oupguvia

" Déclaracdo CE de Conformidade

96

" 96 determinazioni " 96 tests

" 96 tests " 96 pruebas

" 96 Bestimmungen " 96 Trpoodlopicuol
" 96 Testes

elFU

"y apsku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0BnYieg Xprong

- Seguir as instrugdes electrénicas de utilizagdo

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

” Utilizar antes de

+8C

+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)

wl

" Prodotto da

“ Manufactured by

" Fabriqué par

" Fabricado por

" Hergestellt von

" Karaokeudderar amd

" Fabricado por

CO-CAL

" Calibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

" Oplak6g 0pdg AvTISpaoTripIo BaBpovounong

" Calibrador de cut-off

CON|+

“ Controllo positivo

" Positive Control

" Contréle Positif

" Control Positivo

" Positiv Kontrolle

" @eTIKOG 0pOG EAEYXOU

“ Controlo positivo

CON]| -

" Controllo negativo

“ Negative Control

” Controle Négatif

“ Control Negativo

“ Negativ Kontrolle " ApvnTIKOG 0p6G EAEYXOU
" Controlo negativo
" Calibratore " Calibrator
" Etalon " Calibrador
CA L “ Kalibrator " AvTiSpaoTripio BaBpovounong

" Calibrador
"~ Coniugato " Conjugate
” Conjugé  Conjugado

C O N J ” Konjugat " Z0Ceuypa
” Conjugado

MP

" Micropiastra rivestita

” Coated microtiter plate

" Microplague sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" ETMKaAUPPEVN HIKPOTTAGKO

" Microplaca revestida

“ Tampone di lavaggio “ Wash buffer
W‘} S H B 5 O “Tampon de Lavage “ Solucion de lavado
X ~ Waschpuffer " PuBpioTiké Siahupa TTAUGNG

" Solucgo de lavagem

SUB

“ Tampone substrato

" Substrate buffer

" Substrat “ Tamp6n sustrato
" Substratpuffer " PUBIOTIKG SIGAUPA UTTOOTPWHATOG
" Substrato

STOP

" Reagente bloccante

“ Stop solution

" Solution d'Arrét

 Solucién de parada

" Stopreagenz

" AvTIdpacTApio SIAKOTIAG avTidpaong

" Solucédo de paragem

SB | 5x

” Tampone campione

” Sample buffer

“ Tampon Echantillons

“ Tampoén Muestras

" Probenpuffer

" PuBpIoTIkG SidAupa SelypdTwy

" Diluente de amostra

10/10




