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Evdedeiyuévn xpnon

AESKULISA® Cardiolipin-Check ELISA civai pia Eviupoavoooloyikrl péBodog oTepeng
Qeaong Tou  TTEPIEXEl UYWNANG KaBapdTnTag KapdIOAITTiVR Kol QUOIKN avBpwTivn B2-
yAukotTpwreivn |. ETTPETEN TOV OAIKO TTOGOTIKO Kal TTo10TIKG TTPoadIiopioud Twv IgA-,1gG- kai
IgM- avTiowpdaTwy €vavTl TG KapdIoNITTivng aTov avBpwtivo opd. H mAsiopngia Twv
QVTIKOPBIONITTIDIKWV AVTICWHATWY avayvwpifouv €IBIKA ETTITOTTA 0 £€va CUPTTAEYUA TO OTTOIO
atroteAgital ammd KapdioATivn Kal B2-yAukotrpwTeivn |. Ta €18Ikd eTTiToTTa ekdNAWvovTal Adyw
NG aAAnAetidpaong Tng kapdioAittivng pe TN B2-yAukotrpwreivn . O TTpoadiopIouOG auTwyv
TWV AVTIOWPATWY €EUTTNPETEl 0TO va TeBei N didyvwon Kal va ekTiunBei o KivOuvog
Bpoupwoewg oe acBeveic TTAoYXOVTEG OTTO CUCTNMATIKG £puBnuaTtwdn AUKo (ZEAN).

KAIVIK e@apupoyn Kal apxég TG HEBOdou

Ta avriowpara €vavtl TG KAPDBIONITTIVING avAKouv oTnv OPAda TwV avTIQWOQOAITTIOIKWY
AvTICWHATWY, Ta oTToia TAgoovTal €1I0IKA EVAVTIO apvNTIKA QOPTICHEVWY GWOPONITTIOIWY, TTOU
gival ouoTamik@ oToixeia PioAoyikwy PeuBpavwv. H kapdioAmTivn civalr éva apdywyo Tng
yAukepivng kar ovoudotnke étol to 1941 16T amoupovwBnke ammd kapdid PBoocidwv. H
EUPAVION  AVTIQWOQONITTIOIKWY  AVTICWUATWY  TTEPIYPAPETAI  CUXVA OTO  OUCTAMATIKO
gepubnuatwdn Auko (ZEA) kai o€ AAAeG TTapopoleg acBéveleg, n auxvoTNTa EUPAVIONG
QVTIKOPBIONITTIVIKWV aQvTICWHATWY 0T0 2EA avagépetal o€ 24 £wg 50% TwV TTEQITITWOEWV.
Tnv €UEAvVIOn TwWV AVTIKOPOIOAITTIVIKWV QVTIOWHUATWY O  AUTEG TIG QOBEveieg, TN
xapokTtnpifouye wg OeutepoTTadn avTiQWOo@OANITTIOIKG oUvdpouo (ADPL). AvriBETwg, TO
TpwToTTaBEG ADE XapakTnpileTal atrd avTIKOPSIOAITIVIKA QVTICWHATA XWPEIG TN CUUMETOXNA
GAAwv autodvoowv TTaBnocwv. EEetdoeig £d0eifav, 0TI uTTapXEl OTEVOG OUOXETIONOG METAEU
Bpoupwoewv, BPOPPBOKUTTAPOTTEVILWV Kal CUVABEIS aTTOBOAWY (WG CUVETTEIA TTAOKOUVTIOKOU
EUPPAKTOU). O POAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY oThV €EENIEN TG Bpoupwaong,
Oev €xel akOUN ¢ekaBapIoTei TTANPWG.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PHIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd UuTTdpxXOuv, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal 0To ETTOUEVO BANA TTAUONG. ETTeira TTpooBEéTovTal
avTI-aVOPWITTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 culeuypa (CUuleUYNEVEG OVOOOCQAIPIVEG)
OuVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, OI UN OUZEUYUEVES
avoooo@aIpiVEG ATTOPOKPUVOVTAl OTO €TTOPEVO BANA TTAUoONG. H dlatTioTwon Twv ouvieuévwy
AVTICWUATWY TTPAYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUPEVO 0EU (aAAayn xpwong oe kiTpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal amrd 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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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPH:H

Xpwua B
2T0I1XEIO MogétnTa KQTTAKIOU S?Aupm Meprypaen / Mepiexduevo

5TTAGOIa CUYKEVTPWON
1 x20ml N€UKO Kitpivo Tris, xAwpioUyo varpio (NaCl), aABoupivn Béeiou opou
(BSA), o&eidio Tou varpiou < 0,1% (ouvtnpnTiKS)

PuBuioTiko didAupa derypdTwy
(5x)

PuBuioTiké didAupa TAUoNg 50mAdaIa GUYKEVTPWON

(50%) 1 X 20ml N€UKO Mpdoivo | Tris, NaCl, Tween 20, o&gidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH

Xpwua e s
2T0IXEIO MogétnTa . SioAUpaT  Mepiypaer / Mepiexdpevo

KOTTaKIOU oc

. oy . . AvBpwTIvog opdg (SlaAupévog), ahBoupivn Bogiou

ApVnTIKGG 0pOG EAEyXOU 1x1,5ml Mpdovo Aavyeg opou (BSA), ogeidio Tou varpiou < 0,1% (ouvTnpnTiko)
OeTIKdG 0pOG EAEyXOU 1x1,5ml Kokkivo Kitpivo AvBpuwmvog 0p6g (Blakupévag), akBougivn Boeiou

opoU (BSA), oeidlo Tou varpiou < 0,1% (ouvTnpnTikd)

AvTidpaoTrpio Babuovounong AvBpwTTivog 0pdg (diaAupévog), aABoupivn Boeiou

OPIOKAG TIMAG Tx1,5mi MrAe Kitpivo opou (BSA), ogeidlo Tou vatpiou < 0,1% (ouvtnpnTiko)
Juykévipwon kaBe avTidpaoTtnpiou Babuovéunong: 0O,
B} . . . . 3,10, 30, 100, 300 U/ml. AvBpwTivog 0pd
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neukod Kitpivo (BIGAUPEVOC), aABoUpivN B(’)clgu opoUg(BpSA?) o€eidIo
Tou vaTpiou < 0,1% (ouvtnpnTiko)
. . . JuoTaTIkO OTOIXEID: AVTI — avOPWTTIVI Avoooo®aipivn
>ulelypata, IgA/G/IM 1x15ml Neuko Kokkivo ONUABEPEVR E UTTEPOEEIBATN aTT6 pagavida (BSA)
. . . >1a6epoTToinuévn TETPAPEBUABEVISivN Kal
Yméotpwha TMB Tx 15ml Magpo Aavyeg utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTmg avtidpaong | 1 x 15ml Neukod Alauyég 1M Y3poxAwpikd ofu
12x8 Asv gival Agv gival | Mg arooTrwpevoug UTTod0XEiG. AvaTpéETe TNV
MAdka pikpoTiTAoTToinoNG : . Ol06éoiy | TTapaypao 1 yia TTANPOPOpiEG OXETIKA PE TNV
Tavieg SiaBéaipo o eKAAUN,

* H évtacon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON

Amairodpeva vAika

O avayvwoTng TTAaKWY pIKpoTITAoTToinang 450 nm avaylyvwokel @iATpa avAyvwaong Kal TTpoalpeTiké 620 nm @iATpa avagopdg
(600-690 nm). M'uaAiva e€aptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArAveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpiBeiag (10, 100, 200, 500, 1000 pl) | TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwv 1 auTopaToTroingévo cUoTnua), atmoppo@nTikd xapti. Ol
doKIpaagieg Hag £Xouv wg oxXeBIOOTE yIa va XpnoipoTroinBoulv 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 avTidpacThpia Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAdooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oTouGg QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAaooovtal otoug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBdavovtal utrdoyn ol
nuepounvieg AAENG TTou avaypd@ovTal GTn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.

Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpacTnpiwv! MNpémer va
aTTo@eUyETal N £viovn €TiIOPACN QWTOG aTO dIdAUpa uTTOoTPWHATOG TMB. OI PIKOTTAGKEG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn peRPpavn NG
OUOKEUAOiag.
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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 Oev 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 (NaNs:) wg ouvinpnmikd. To NaNsz pmopei va civar 10EIkO €dv TTpoAneBei 1
atropponBei atmd 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.

Katd Tn S1dpKEIa TNG £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
ETIKETWYV, €ival EANITTEIC 1] E0QAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Evupa 20Ceuéng n WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO YTTOPEI va 0dNYroEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kal avaueigte KaAdQ. MNpETTel oTTWodATIOTE va ThpEiTal TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

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

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BepUoKpaTieg Avw Twv
37 °C/98,6 °F. Xpnoiyotroigite yia TN Afqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTToiEiTe yia TO SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTa@A YE GAAa avTIdpACTAPIA.
H tehik KAIVIKR Sidyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amd Tov 1aTp6 Aappdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
S1a@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2UvVIOTATal N XPnon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog TTPETTEl va yivetal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Acgiyyara opwv TTOU TTEPIEXOUV
owparTidla, va TotroBeTouvTal JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa dipatog o€ KaBapd, oTeyvd Kal KeEvA QIaAidIa.

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 wpwv, 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 TTPETEl va wuyovTal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

71

MpocToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

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

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

MNa tnv amouyn Tuxov AaBwv, ouvioTdtal n CAPAVON TWV KATTAKIWY Twv OlIaopwyv
avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwv:

Aciyyata opou: apaiwvete kal avauelyvoete 1:101 pe apaiwuévo pubuIoTIKG SIGAUPG
OelypaTwy, T.X. (1x) 1000 ul puBpIOTIKG didAupa delyudTwy + 10 Pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBuIoTikG didAupa TTAUoNG (1x) ava 8 BuBiopata 4 200 ml
avd 96 BuBiopara 1.X. 4 Ml cuuTTUKVWPA ouv 196 ml atrooTayuévo vepo.

AuTtoparotroinpévn Adon:

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

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw O¢ €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPIéveTE 20 deuTepOAeTTTa. ETTaVaAdBeTe Tn Siadikaoia akoun dUo QopE..

MikpoTTAdKEG:

ATtropokpuveTe Ta BuBiopata TTou dev €X0oUv XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn pePPBpdvn NG ouokeuaciag o dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 XyApa diavopng avTidpaocTnpiwv

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

OciypaTa wg €€Ne:
MNa NMOZOTIKH gpunveia

MNa MNMOIOTIKH gpunveia

7.3

1 2 3 1 2 3

A | CalA | CalE | P1 A | NC P2

B | CalA | CalE | P1 B NC P2

C CalB | CalF | P2 C | CC P3

5 cas Tcar e T 5 oo S R E—

E |CalC | PC P3 E | PC

F CalC | PC P3 F | PC

e cap e T T = IR O I

H | CalD | NC H P1
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

Brpa  Mepiypaen

1. Mpiv atméd 1o miretdpioya BeBaiwbeite OT1 ExeTe ekTeEAéTEl TN dladiKaoia TTPOETOINACiAg ATTd TO
Bria 7.1 TTapaTIAVW.

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

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAsTTopEva BuBioparta 100 yl atréd éva atmod 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 opiakng TipAg (CC) yia
u MOIOTIKH eppnveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

IR i e ApvnTikSS 0pdc eAéyxou (NC) Kai BETIKOS 0pdC EAEyXOU
(PC) kabwg kai
e AiaAupévo opd aaBevwy (P1, P2...)
4,
Emwddete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F.
5.
!
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAUpa TTAUCNG
— — (apaiwpévo 1:50).
3x 300ul
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6.

.

10.

11.

12.

13.
14.

L

+100 pi

®

30

3x 300ul

oD, ODBE/\/

450/620 nm

I

2XYZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

Emrwadete yia 30 Aetrta og 20-32 °C/ 68-89,6 °F.

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG diIGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAvuartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog S1okoTTAG 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 1To00TIKOG TTPOTdIoPIoNOG eTTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpacTtnpiwv Baduovéunong (aGovag y) Evavl g
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.

MepIOXr @UOIOAOYIKWV TIHWV AtrpocdidpioTa OeTIKG aTToTEAEOPATO

<16 U/ml 16 - 24 U/ml >24 U/ml

TMapadesiyua mpoadiopicuou
Autdé TO TrOpddelypa Oev £MITPETETAI VO XPNOIMOTTOINGEl yio TNV £ppnveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alakupavon)
BaBuovounong IgA/G/M

0 U/ml 0,056 2,5

3 U/ml 0,144 1,5

10 U/ml 0,311 2,4

30 U/mi 0,623 3,2
100 U/ml 1,228 3,1
300 U/ml 2,091 0,9

lMapadeiyua ummroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P 01 1,357/1,334 1,346 116,2
P 02 0,790/0,781 0,785 45,7

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWV TwV avTIdPAOTNPIiwY
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokiyagovtal Eavd. Ta deiypata he TINEG PIKPOTEPES ATTO TO UPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTaPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKG epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuu@wva pe TnG pubuioeig Tng E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwV.

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

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwyv (TTou TTPOETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI) ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa 1roioTikn a§ioAéynon diaBAoTe TNV OTITIKI TTUKVOTATA TOU PApTUPA aTTOKOTIHG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY ACOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA 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 TINEG apvnTIKA.

ApvnTiKOS: OD qotevi < 0.8 x OD cut-off
A1Tp005I6pIO'TG: 0.8 X OD cut-off S OD acBevin S 1.2 X OD cut-off
OETIK(): OD qqegvr'] > 1.2 X OD cut-off
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9 Texvika oTolxeia
YAIKO SelyuaTwy: Opd¢
Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SiIAAUMQ

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 QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 dOKIPATiEg

10 ZXrtoixeia Adédoong

10.1 AvaAuTiki Evaiofnoia
Aokiyacia Tou puBuiIoTIKoU diaAUpartog deiypatog 30 @opéc oe AESKULISA® Cardiolipin-
Check divel avaAuTikr euaicbnaia 1,0 U/ml.

10.2 Ei1dikéTnTa Kol EvaioBnoia
H mAdka pikpoTiTAotToinong eival emMKOAUPPEVN PE UWNAAG KaBapdTnTag KapdIoAITTivn Kal
QuoIKf avBpwmvn B2-yAukommpwreivn |. Ae dlatmioTwyvovTal evepyoTnTeG dlaocTaUupwong HE
GAAa avTiyova.
Avtiowpara évavt TG KapdloAmTivng diatmoTtwvovTal oto 70% Twv acBevwyv TTou TTAoX0oUV
atré ZEA.

10.3 MpaApMIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikh ouvaptnon MPETagU NG
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY Of€ authy Tn dokipacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 63,1 68,0 93,0
1/200 33,7 34,0 99,1
1/400 15,9 17,0 93,5
1/800 9,0 8,5 105,9
2 1/100 138,6 141,8 97,7
1/200 70,1 70,9 98,9
1/400 33,2 35,5 93,5
1/800 17,9 17,7 1011
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10.4 AkpiBeia
MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAWTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdidaueon pébodog
ApiBp. Méocog 6pog CcVv ApiBp. Méoog 6pog (47
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 586,2 1,5 1 499.,8 0,9
2 67,4 3,4 2 68,9 1,7
3 34,5 7,6 3 40,7 4,6

10.5 Alakpifwon
EAAeipel dieBvoug TTpoTUTTOU avagopds, To cUCTNPA TTOOOTIKAG METPNONG BaBuovopcital o€
auBaipeteg povades. Ta amroteAéoparta ekppdalovral ae U/ml.
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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 catélogo

- Bestellnummer - ApIBu6g TrapayyeAiag
- Numero de catélogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpiopog TrapTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador unico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador unico do dispositivo

Ce

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- EupwTraikri oupguvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 TIpoodiopiopoi
- 96 Testes

elFU

"o aesku 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

- Elektronsiche Gebrauchsanweisung beachten

- AKOAOUBNOTE TIG NAEKTPOVIKEG 0Bnyieg Xpriong

- Seguir as instrugdes electronicas de utilizagédo

- 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

- Karaokeudderar amd

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakég opdg AvTidpaoTripio BaBuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Contréle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

CON| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle

- ApvnTIKAG 0pAG EAEYXOU

- Controlo negativo

- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaoTrpio Babuovounaong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn JIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio - Wash buffer
WAS H B 5 O - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PubpioTiké didhupa TTAGoNG

- Solucao de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiAupa uTTooTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaTrplo JIaKoTIAg avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBpIoTIKG SiGAupa SelyaTwy

- Diluente de amostra
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