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Evoedeiypévn Xpion

AESKULISA® Cardiolipin-A ELISA civai pia Ev{upoavoooloyikry péBodog OTEPENG GAONG TIou
TEPIEXE UPNAAG KaBapdTNTAG KaPSIOAITTIVN Kal QuOIKA avBpwrivn B2-yAukotrpwrteivn |. ETiTpéTrel Tov
OAIKO TTOOOTIKO Kal TTOIOTIKO TTPOCOIOPICHO TWV IgA- avTICWHATWY £vavTl TNG KAPSIONITTiVNG OToV
avBpwTmvo 0pd6. H mAciown@ia Twv avTIKApOIOAITTIOIKWY AvTICWHATWY avayvwpiouv €IBIKA ETTITOTTA
o€ éva oUUTTAEYUa To oTToio aTtroTeAgiTal ammd KapdioAimTivn Kai B2-yAukotrpwrteivn . Ta €10IKA eTTiTOTTA
ekdnAwvovTal Adyw TNG aAAnAemidpaong Tng KapdioAirivng e TN PB2-yAukotrpwreivn 1. O
TTPOCOIOPIOUOG QUTWYV TWV AVTICWHATWY €EUTTNPETEI OTO va TeBei n didyvwaon Kal va ekTiunBei o
Kivouvog Bpoupwoews oe aoBeveic TTAoXoVTEG aTTd cuaTNUATIKG £puBNuaTWoNn AUKo (ZEA).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avriowuarta €vavT TNG KapdIoAITTivnG avAKouv oTnV OPAda TwY avTIQWOQOAITTIOIKWY AVTICWHATWY,
Ta otroia TAooovTal €I0IKA eVAVTIO ApPVNTIKA QOPTIOCUEVWY QWOQOAITISiwY, TTOU Egival CuOTATIKA
oToixeia BloAoyikwyv pegBpavwy. H kapdloAiTTivn gival éva Tapdywyo TnG YAUKEPIVNG Kal OVOUAOoTNKE
étal 1o 1941 Q16T amopovwbnke amd kapdid Pooecidwyv. H eu@dvion avTigowo@oAITTIOIKWY
QVTICWHATWYV TTEPIYPAPETAI TUXVA OTO GUOTNUATIKG £puBnuaTwdn AUKo (ZEA) kal ag GANEG TTapOUOIESG
a0BEveIEg, N CuXVvOTNTA EUPAVIONG AVTIKAPSIOAITTIVIKWY avTICWHATWY 010 ZEA ava@épetal o€ 24 £wg
50% Twv TTEPITITWOEWV.

Tnv €ueAvion Twv AvTIKAPSIOAITTIVIKWY AVTICWHATWY O€ QUTEG TIG A0BEVEIEG, TN XOPAKTNPICOUNE WG
OeutepoTTadr) avTi@wao@oAIMOIKG ouvopouo (ADL). AvTIBETWG, TO TTpwToTTaBég ADY yapakTnpileTal
atrd avTIKapSIOAITIVIKA avTICWUATA XWPIS TN GUPMETOX GAAwWvV autodvoowv Tradrocwyv. EEeTdoeig
£0e1Eav, OTI UTTAPXEI OTEVOG OUOXETIOWOG METAEU Bpoufwocwy, BpOoUBOKUTTAPOTIEVIWV Kal CUVABEIG
oTTOBOAWY (WG CUVETTEIO TTAOKOUVTIOKOU EN@PAKTOU). O pOAOG TwV AVTIQWCQOANITTISIKWY AVTICWHATWY
atnv eEENIEN TNG BpouPwaong, dev €xel akOUN EekabapiaTei TTARPWG.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PMIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd UuTTdpXOUV, PE TO AvVTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal oTo £TOUEVO BANA TTAUONG. ETTeima TTpooBEéTovTal
avTI-aVOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 1o culeuypa (CUuleUYNEVEG OVOOOCQAIPIVEG)
OuVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVEG
avoooo@aIpiVEG ATTOPOKPUVOVTal OTO €TTOPEVO BANA TTAUoONG. H dlatTioTwon Twy ouvOeuévwv
QAVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUpEVO 0EU (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTmd TO XpwHoyovo e€aptdtal ammd Tnv TT0o00TNTA CUleUyuaTog Tou BpiokeTal
ouvOedePEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTPOG TNV apXIKN
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWHATWY aTOo Ogiyua aoBevolg.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AMO TH XPHEH

. . Xpwua Xpd)!m 5 A
2T0I1XEIO MogétnTa KATTAKIOU S?Aupm Mepiypaer / Mepiexdpevo
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa delypudtwyv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1 x 20ml Aeuko Kitpivo opou (BSA), o&eidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
s . 50TTAGC1a CUYKEVTPWON
fs%e)(L;'GT'KO SiGhupa TAGoNG 1 X 20ml N\eukd Mpdoivo = Tris, NaCl, Tween 20, o&eidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA A XPHXH
Xpwua Xpwua
2T0I1XEIO MogétnTa Katrakio  dioAUpar  Meprypagn / Mepiexdpevo
0 oG
. oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
ApvTIKGG 0pOg EAEyXOU 1x1,5mi Mpdovo  Aiauyég opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvrnpnTiko)
i . ) . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
OeTIKdG 0pOG EAEyXOU 1x1,5ml Kokkivo = Kitpivo opou (BSA), oteidio Tou varpiou < 0,1% (GuvTneNTIKG)
Avnégaomplo BaBuovéunong 1% 1,5ml MAe Kfrpivo Avepwmvog 0pog (6|0Auuavqg), G)\BOL[;I[,IIVI] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKO)
ZuykEVTpwan Kabe avTidpaaTnpiou Babuovéunong: O,
} . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTTivog 0pdg
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neukod Kitpivo (SIGAUPEVOC), aABoupivn BGeIoU 0poU (BSA), Ofeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
. . . ZUoTaTikKO aToIXEIO: AVTI — avBPWTTIVI) avoooo(alpivn
2ulevypara, IgA 1 x 15ml Kokkivo  KOkkivo ONUABELEVN W UTIEPOEEIBACN aTT6 pagavida (BSA)
. . . >1aBepotroinuévn TETPaPEBUABEVISivN Kal
Yméotpwua TMB 1x15ml Maupo Alouyég UTTEPOEEIBIO TOU UBPOYGVOU (TMB/H,05)
AidAupa diakoTg avtidpaong | 1 x 15ml N\eUKO Alauyég 1M YdpoxAwpikd o&u
Agv

Aegv givai Me amrooTrwpevoug uttodoxeig. Avatpégte aTnv

MAGKa pikpoTITAOTTOINONG 12 X 8 EI'VGI’ Si0Béaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA PE TNV
Taivieg dia6éoiu o ETTIKGAUYN
o .

* H évtaon Tou XpwHaTog QUEAVETaI PE TN OUYKEVTPWON

AmaitoUugva vuAika

O avayvwaoTng TTAAKWY JIKpoTITAoTToinong 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). M'uaAiva egaptApata (KUAIvEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPoX0ideg
akpiBeiag (10, 100, 200, 500, 1000 pl) A TTpooapuoldpevn TToAutTpoxoida (100-1000ul). Zuokeury TTAUONG HIKPOTTAGKaG (300l
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
OOKIPOTIEG HAG EXOUV WG OXEDIOOTEI yIa va XpnaoiygoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUG opiopoug TG PapuakoTroliag
Hvwpévwv MoAireibv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avridpacTripia Tou duvOAou avTIdPACTNPIWVY Kal N MIKPOTTAGKO TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOTOoug QuUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAlpaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. Mpémrer va AauBavovtal utméoywn ol
nuepounvieg AAENG TTou avaypd@ovTal Tn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE oUoTATIKOU.

Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
QuAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
OuUOKeUaaoiag.
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Y1rodeigeig Kal TTpo@uUAGEeIg

5.2

EmikivouvoTnTa yIa TNV UyEia

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

MpétTel va XpNoIPOTToIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £X€EI KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv Oev Bewpeital
ID10iTepa ToEIKG A TMIKIVOUVO UTTO OUVOAKEG evoedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES yIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

2uordosic Kai uETpa mpopuAaéng

Meuyovwpéva ouoTaTikd Tou auvoAou avTIdpaoTnPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpaoThpla, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
o0épuatog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiExouv alidio Tou
vaTpiou (NaNs:) wg ouvinpnmikd. To NaNsz ptopei va ecivar 10EIKO €dv TTpoAneBei 1
atroppo@nBei atrd 1o dépua n Ta pdtia. To NaNs ptropei va avridpdoel Je TNV eykaTaoTaon
MOAUBOOU kal XaAkoU oxnuaTifovrag 101aiTepa €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aTroppIYn, CETTAUVETE He PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dlIadIKAOieG atToAUuavong OTTwg Treplypd@ovTtal amd ™ CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn 3i1dpKeIa TNG EPYACiOg JE TO OET, ATTAYOPEUETAlI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTIOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpacTrpia avlpwITIivnG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ QUTO TO TIPoidv (opoi
eAéyxou kai avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartimda C kai HIV 1 kal 2 wg apvnTikd. Opwg, o€ Tpoidvta
avOpwTTIVNG TTPoEAEUONG OE UTTOPEl TTOTE va atrokAEloTel TTAAPpwWG N MBaveTNTa NOAUVONG ME
TOUG ava@pePOPEVOUG | Kal e GAAOUG akOun AyvwaoToug TTabBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTiIdpacThpIia BaBuovounong OTTwG €TTioNG Kal Ol 0POi TwvV
aoBevwyv  Xapaktnpifovralr wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKOTToIouvVTal
oUPQWVa JE Ta €BvIKG voUIKG agliwuaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG Ava@EPETAl OTOV  TTivaKa
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITAOEIG TNG €6VIKAG
vouoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOCQAAUEVEG, ETTIKOIVWVACTE PE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
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 O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaciag (20-32 °C/68-89,6 °F) kal avaueigte KaAQ. MNpETTel oTTWOdATIOTE va ThpEiTal TO
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

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

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWV OE BepuoKpacieg dvw Twv
37 °C/ 98,6 °F. Xpnoiyotroigite yia TN Aqwn Tou OI0AUUATOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUCKEUOOWEVA pUYXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO QwG. Mn xpenoiyoTToIEiTe yia TO SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTA@A YE GAAa avTIdpACTAPIA.
H tehik kKAIVIKR Sidyvwon dev mpémmel va TiBeTal pévo pe Baon Ta aroTeEAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amd Tov 1aTp6 Aappdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuarta. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
S1a@opeTIKEG BIAYVWOTIKEG HEOODOUG.
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AQyn deiyparog, TrposToipacia Kal UAagn

ZuvIOTATal N xpron @péokwv OelyudTwy opol. H Afwn TOou aipatog TPETTEl va yiveral
oupgewva pe Ta €Bvik& vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKG,
aigoAupéva | poAucpéva atmd Baktrpia deiygarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeTOUVTal JE XAMNAR TaxUTNTA 0T CUOKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aipatog o€ KaBapd, oTeyvd Kal KeEvA @IaAidIa.

Katémv dlaxwpiopou Ta dciypata TTAAGOPOTOG TIPETTEl va XPNOIKMOTToINBoUv eviog Twv
TPWTWYV 8 WpPWv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
dldpkela puAagNG, Ta deiypata TTPETEl va wuxovTal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

71

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWHEVO pUBUIOTIKO OIGAUMa OelyUATWYV: apalwveTe 1:5 e atmooTayuévo vepd (Tr.x. 20
ml ouv 80 ml).

2UMTTUKVWHEVO pUBUIOTIKO BIdAUpPa TTAUONG: 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 deIyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUa
oeypdtwy, 1.X. (1x) 1000 pl pubpioTikd didAupa derypdTwy + 10 Pl 0pag.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG diIdAupa TTAUoNG (1x) avd 8 BubiopaTta i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKVWPG ouv 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:

ATTOPAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppOo@PnTIKOG XapTi. BAleTe
300 pl apaiwpévo pubuioTIKG SlGAUPA TTAUONG 0€ KABe BUBICUA XPNOILOTTOIVTAG TNV
mTETa, TTEpIEVETE 20 deutepOAeTTTa. ETTaVaAGBeTe Tn diadikacia akopn dUo QopEg.
MikpOTTAdKEG:

ATTopakpUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePPpAvn TnG ouokeuaaiaog oe dpooaepd uépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZXxnpa diavopng avTidpaoTnpiwv

7.3

MpoTteivoupue TN xprion TG TITTETAG YyIa avTIOPACTAPIG BaBuovounong, opoug eAEyxou Kai

OciypaTa wg €¢Ne:

MNa NMOZOTIKH gpunveia

1
A | CaA
B | CaA
C | CalB
D | CalB
E | CalC
F | CalC
G CalD
H CalD
CalA: calibrator A
CalB: calibrator B
CalC: calibrator C
BApata gpyaciag

Brpa  Mepiypaen

2
CalE
CalE
CalF
CalF
PC
PC
NC
NC

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

P1
P1
P2
P2
P3
P3

MNa MNMOIOTIKH gpunveia

1
NC
NC
cC
cC
PC
PC
P1
P1

I G mmooO W >

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 a1moé 10 TITMETAPIoUa BeRaiwBeiTe OTI £xeTE eKTEAEDEI TN D1AdIKACIA TTPOETOINATIOG ATTd TO
BrAua 7.1 Topatdvw.

2. AkoAouBnoTe Ta TTapakdTw BrigaTta avaloya Pe Ta eMOUUNTA aTToTEAETUATO
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

i

+100 pl

4.@

)

3x 300ul

Badete ota mpoPAsTTopeva BuBioparta 100 ul atréd éva atmd Ta

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

a. AvmidpacTtrpia Babuovounong (CAL.A éwg CAL.F) yia

MNMOZOTIKH epunveia A

b. AvndpaoTripio BaBuovéunong opiakng TipAg (CC) yia

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

o Apvntikdg opds eAéyyou (NC) kal BeTIKOG opdg eAEyxoU

(PC) kaBwg kai

e AiaAupévo opd acBevwy (P1, P2...)

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

MAévete 3 Qopég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG

(apaiwpévo 1:50).
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10.

11.

12.

13.
14.

=

+100 pl

®

30

3x 300ul

30

OD,; OD‘K"/\,

450/620 nm

I

>YZEYTMA

Bacete 100 pl diaAUpatog oculelyuoTog o€ KABe utTtodOoXEA

XPNOILOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kaBe @opd ue 300 ul pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttooTpwuarog TMB oe kGBe uttodoxEa

XPNOIYOTTOIWVTAG TNV TITTETA.

Emrwadete yia 30 Aemrta o€ 20-32 °C/68-89,6 °F. lNpooTtaTteloTe atrd

TO €VTOVO QWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog Sl1okoTTAG avTidpaong o€ KA BuBioua Pe
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTTOIWVTAG TNV

TTITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTtwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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MoooTIKA KAl TTOIOTIKA EpUNVEia

O 1To0o0TIKOG TTPOTdIopPIoNOG eTTITUYXAvETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong oe U/ml (agovag x). Na Tov KaAUTEPO TTPOCOIOPICHO CUVICTATAI N PETAPOPG
log/lin ka1 éva Fit 4 Tapauétpwy. Me BAon TNV KAUTTUAN €€akpifwveTal atmmd Tnv OTITIKA
TTUKVOTNTA TOU OEIYUATOG N CUYKEVTPWON Twv avTIowudtwy o€ U/ml.
[epioxy @UOIOAOYIKWYV TIHWV AtrpoodiépioTa O¢eTiKG amToTeEAéouaTa
<12 U/ml 12 -18 U/ml >18 U/ml
TMapadeiyua mpoodiopicuou
Autdé TO TrOpAdelypa Oev EMITPETTETAI VO XPNOIMOTTOINGEl yio TNV £ppnveia Twv

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

BaBuovounong IgA

0 U/ml 0,066 3,2
3 U/ml 0,162 0,4
10 U/ml 0,291 1,7
30 U/ml 0,597 1,3
100 U/mi 1,101 2,9
300 U/ml 2,039 0,4

lMapadeiyua urroAoyiopou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P 01 0,772/0,752 0,762 48,8
P 02 1,058/1,038 1,048 82,9

Ta Ociyuata Pe TIHEG PEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIHWV TwV avTidpacTnpiwv
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokipdagovtal gava. Ta deiypaTa he TIHEG MIKPOTEPES ATTO TO EUPOG TINWV TWV avTIdPACTNPIWV
BaBuovounong TrpéTrel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTapTidag, avaypd@ovrial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpiké epyacTApIa PTTopoUV va dIEEAyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kail/ ] opoug atod Tnv TPATTECa aipaTog ocuuewva pe TnG pubuioeig Tng E.E..
2UVIOTATOI O€ KABE £pyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QYUCIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwV.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV HE TA KPITHPIA, N
OOoKIuN gival dkupn Kal Ba TTPETTEN va ETTAVAANPOEI.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTIdpaoTNpiwy (TTOU  TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
QWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv Ta oToixeia Ta otroia uTToBAABNKAV 0€ BOKIKN TTapoucidfouv atrokAion f dAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVES TIUEG ) €Av Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon S1aBACTe TNV OTITIKK TTUKVOTNTA TOU PdpTUpa atrokoTTAg (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTtupa. 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 qo6evs < 0.8 x OD cutoff
Atrpocdiopiota: 0.8 x  OD cut.off < OD gotevi S 1.2 X OD cut-off
OETIK(): OD qqegvr'] > 1.2 X OD cut-off
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9 Texvikd oTolxeia
YAIKO SelyudaTwy: Opdg
OykKog delyudTwVv: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUMA

OelyudTwy

OAIKOG XpbOvOog TTWAONG: 90 Aemrtd o€ Beppokpacia dwpatiou 20-32 °C/68-89,6 °F
Mepioxn pé€TPNONG: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG PIAAEG
ApIBubG Twv TTpoodIopIoPwY: 96 dOKIPOTiEg

10 ZXrToixeia Arédoong

10.1 AvaAuTtiki EvaioBnoia
Aokiyacia Tou puBuioTiKoU diaAUpaTog deiyuatog 30 gopéc o AESKULISA® Cardiolipin-A
Oivel avaAuTiki evaioBnoia 1,0 U/ml.

10.2 EidikéTnTa kai EvaioOnocia
H 1TAGKa pIKpoTITAOTTOINONG €ival €TTIKAAUPMEVN ME UWNANG KaBapOTNTag KaPSIOAITTiV Kal
QUOIKN avBpwTTivn B2-yAukotTpwreivn . Ae diamoTwvovTal evepyoTnTeG dlaaTalpwaong HE
AAAa avTiyova.
AvTicwpara évavtl TG KapdioAmTivng diatmoTtwvovTal oto 70% Twv aoBevwyv TTou TTAoX0oUV
ammo ZEA.

10.3 MpapMIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOel pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ aut Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWUEVOI OPOi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

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 TG HeEBOdoU £CaKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES
NG TTPOTUTING KAWTTUANG N ECWTEPIKN Kal evoidueon diakuuavan.

EowTepikn pé6odog Evlidpeon pébodog
ApiBp. Méocog 6pog Ccv Api8p. Méoog 6pog CcVv
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

11

EAAeipel dieBvoug TTpoTUTTOU avagopds, To cUCTNPA TTOOOTIKAG METPNONG PBaBuovopcital o€
auBaipeteg povades. Ta amroteAéoparta ekppdalovral ae U/ml.
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PuBuioTika ocUppoAa

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 Taptidag
- Lote

uDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador unico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador unico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- EupwTraikri oupguvia

- Déclaracao 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

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electronicas de utilizagao

- 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 BabBuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Contrdle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

- Controllo negativo

- Negative Control

CON]| -

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaoTrpio Babuovounaong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0euypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmikaAuppévn pikpotrAdka

- Microplaca revestida

- Tampone di lavaggio - Wash buffer
WAS H B 5 0 - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PubpioTiké didhupa TTAGoNG

- Solucéo 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

- AVTIBpacTrpIo SIOKOTIHG 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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