AESKU,DIAGNOSTICS

AESKULISA

THE DIAGNOSTIC TOOL THAT WORKS






3244

Cardiolipin-GM

AESKU,DIAGNOSTICS | teions

Manual Rev. No.

005: 2025-10-10

Odnyieg xpnong
Mepiexépeva
L Y7o Yoo FoA VAU EonY 1o g e o S 1
2 KAIVIKA €Qapuoyr] KAl OPXEG TNG MEBODOU ....oovviiiiiiiieiieeeecee et 1
3 ZuoTaTiK& OTOIXEID TTOU TTEPIEXOVTOI OTO OET civiriiiuieieeeeeeeeiiitiiaaeeeeeeeeeertanaaaeeeeseeessnnnnnnns 2
4 DOUAAEN KO XPOVOG OIOTAPNONG ¢t eeeieeeeeeeeeaaeaeaaeaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaens 2
ST 6 1 (oo LAt i Ta e (1 1 10T ()10, Yo T 1 RN 3
6  ANWn O€iyuaTog, TTPOETOILACTA KA PUAGEN .....oevviiiiieeieeeeeeeeeiieee e et e e e e eeeaaaaaes 4
VARVAN o (o]1Ce (o1 To i £ Tl U FoX= [o o Lo LU IR OO UPPPPTUPPPRR 4
L I N ToTo o 11 g I e (e n (] o 1T a TR o] T Y7 X o SRS 7
LS T I 554V 1o (o 1 (o] ) =1 (o P 8
L O (][0 2N 1 £ Yoo Lo o TP 8
R =717, N T}V o o ()T P 9
P2 V1S U] T 1o 111 V] 1o,V (P 10

wl

Aesku.Diagnostics GmbH & Co. KG
Mikroforum Ring 2

55234 Wendelsheim

Germany

Tel: +49 6734 9622-0

Fax: +49 6734 9622-2222

Website: www.aesku.com

Mail: info@aesku.com



Product Ref. 3244

AESKU.DIAGNOSTICS Product Dese. Gardolpin GM

Manual Rev. No. 005: 2025-10-10

Evdedeiyuévn xpnon

AESKULISA® Cardiolipin-GM ELISA civai pia Evlupoavoooloyikr yéBodog aTepeng @aong
TTOoU TTEPIEXEI UWNAARG KaBapdTtnTag KapdIoAITTivn Kal QuOIKr) avepwTrivn B2-yAukoTrpwreivn |.
EmTpétrel Tov OAIKO TTOCOTIKG Kal TTOI0TIKO TTpoodlopioud Twv 1gG kal/ i IgM - avTiIowudTwy
évavtl TNG KapdloAITivng oTov avBpwTivo opd. H TTAciogwngia Twv avTiIKapdIoAMTIOIKWY
QVTICWHATWY avayvwpifouv €IBIKA ETTITOTTA 0€ £va CUPTTAEYUA TO OTTOIO ATTOTEAEITAl ATTO
KapdloAirTivny  kail  B2-yAukotrpwteivn |. Ta €dikd eTmitoma  ekdnAwvovtal Adyw  Tng
aAAnAemTidpaong Tng kKapdioAITTivng pe TN B2-yAukotrpwrteivn |. O TTpoodIopIGUOG auTWY Twv
QVTICWHATWY €EUTTNPETEI OTO va TeBei n didyvwon Kal va ekTiunOei o Kivouvog BpouBwoewg
o€ aoBeveic TTAoyovTeg aTd oUOTNUATIKG £puBnuaTwdn AUko (ZEAN).

KAIVIKR epappoyn Kal apxég Tng HeEBodou

Ta avTiowpaTta évavtl TG KAPSIOAITTIVING aviAKouv oTnv OPAda Twv avTiQWo@OANITTIDIKWY
AvTICWHATWY, Ta oTToia TdgoovTal €I0IKA EVAVTIO apvNTIKA QOPTICHEVWY GWOPONITTIOIWY, TTOU
gival ouoTaTik@ oToixeia PioAoyikwy PeuBpavwv. H kapdioAmTivn cival éva mapdywyo Tng
yAukepivng kar ovoudotnke étol to 1941 16T amoupovwelnke ammd kapdid PBoocidwv. H
EUPAVION  AVTIQWOQONITTIOIKWY  AVTICWUATWY  TTEPIYPAPETAI  CUXVA OTO  OUCTNMATIKO
gepubnuatwdn Auko (ZEA) kai o€ AAAeg TTapopoleg acBéveleg, n ouxvoTNTa EUPAVIONG
QVTIKAPSIOAITTIVIKWY AVTIOWUATWY 0To ZEA avagépetal o€ 24 £€wg 50% TwV TTEPITITWOEWV.
Tnv euEAvIon Twv QAVTIKGPEOIOAITTIVIKWY AVTICWHATWY OE QUTEC TIG QOBEveIEG, TN
xapokTtnpifouye wg OeutepoTTadn avTiQWOoPOANITTIOIKG oUvdpouo (APL). AvriBETwg, TO
TpwToTTaBEG ADE XapakTnpileTal atrd avTIKOPSIOAITIVIKA QVTICWHATA XWPEIG TN CUUMETOXNA
GAwv autodvoowv TTaBnoswyv. EeTdoeig £deigav, 0TI UTTAPXEI OTEVOG OUOXETIONOG PETAEU
Bpoupwoewv, BPoPBOKUTTAPOTTEVILWY Kal CUVABEIS atTOBOAWY (WG GUVETTEIA TTAOKOUVTIAKOU
eUPPAKTOU). O POAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY OThV £EENIEN TG Bpoupwong,
Oev €xel akOPN EekaBaploTei TTANPWG.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €18IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG ouvdEovTal Ta E1I8IKA avTICWPATA aTTd TOV
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIyOVO TTou BpiokeTal oTnv TTAGKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal oTo eTOUEVO BANA TTAUONG. ETTeira TpooBEéTovTal
QAvTI-avVOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piag €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVEG
avoo0o@aIPiVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe diaAupévo o&U (aAAaynly xpwaong oe kitpivo). O BaBudg oxnuatiouou
XPWHATOG aTTd TO XpwHoyovo eCaptdtal ammd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO aVTIYOVOU-AVTIOWHATOG KAl £TO1 €ival avAAoyog TTPog ThV apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWUATWY 0To deiyua aoBevoulg.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHzH

. 7 Xpwpua XpU’J!JG a .
2T0IXEIO MocodtnTa KQTTAKIOU 2?)\upar Mepiypaen / Mepiexopevo

51TAdoI0 OUYKEVTPWON
1 x20ml N€UKO Kitpivo Tris, xAwpiouxo vatpio (NaCl), aABoupivn Bogiou
opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiko)

PuBuioTiké didAupa derypdrwy
(5x)

PuBuioTiké didAupa TAUoNG 50mAdaia guykévipwon

(50%) 1 X 20ml N€UKO Mpdoivo Tris, NaCl, Tween 20, o&gidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
. . Xpwua Xpu’u'pa . .

2T0IXEIO MogétnTa KQTTQKIOU ggx)\upar Mepiypaer) / Mepiexdpevo

. oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Boeiou
ApvTIKGG 0pOg EAEyXOU 1x1,5mi Mpdavo Aiauyég opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTikd)
OeTIKdG 0pOG EAEyXOU 1x1,5ml Kokkivo Kitpivo AvBpurmvog 0pog (Biakupévog), aABouivn Béeiou

opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiko)

AvTidpaoTrpio Babuovéunong
OPIOKAG TIUNAG

AvBpwTTIvog 0pAdg (dlahupévog), aABoupivn Bodeiou
opoU (BSA), o&gidio Tou vatpiou < 0,1% (ouvTnpnTiko)
ue 0, 8, 17, 35, 70, 140 U/ml

(H évtaon Tou XpwpaTog auEAveTal UE TN
AvTidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* OUYKEVTPWOTN: KITPIVO SIGAUNQ)

ZUOoTaTIKG oToIxeia: AvBpwTTivog 0pdg (SIaAUpEVOG),
O¢geidio Tou vaTtpiou < 0,1 % (XuvtnpnTikd)

1x1,5ml MrtTAe Kitpivo

ZUCTATIKA oToIXEia: AVTI-avOpWITTIVR avococ@alpivn

>ulelyparta, IgG 1 x 15ml MrtTAe MrtTAe " v v b
i i onuadepévn Pe UTTEPOEEIdACN aTrd pagavida,
IgM 1 x 15ml Mpdoivo Mpdoivo aABoupivn BéEI0U 0poy (BSA)

. , . Z1aBepoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwha TMB Tx15ml - Madpo  AlGUYES e nogciio Tou uBpoy6vou (TMB/H:O,)
AidAupa diakoTmg avtidpacng | 1 x 15ml NEUKO Alouyég 1M YBpoxAwpikd o0&l

12x8 Asv gival Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVaTpEETE OTNV

MAdka pikpoTiITAoTToinONG

Taieg SIOBETILIO SIGGEGIU TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV

EMKAAUYN.

* H évtaon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON
AlAITOYMENA YAIKA

AvayvwoTng TTAKWY HIKPOTITAOTToiNnoNG 450 nm TTou avaylyvWokel QIATPa avayvwong Kal TTpodipeTiké 620 nm  @iATpo
avapopdg (600-690 nm). NudAiva e€aptripara (kUAivopog 100-1000ml), dokipacTikoi wARveg yia diaAUpaTa. AovnTAg avauigng,
méteg akpifeiag (10, 100, 200, 500, 1000 ul) A Tpocappolduevn TToAutiréTa (100-1000ul). Zuokeun TTAUGNG MIKPOTTAGKAG
(emavaAapBavépevn mméTa 300ul | TITTETA TTOAMOTTAWY KAvOoAIWV 1] auTopaTtoTToiNuévo ouoTnua), amopponTiké xapTti. Ol
doKIpaaoieg Hag EXouv wg oxedIaaTei yia va xpnaipoTtroinfoulv pe kabapd Udwp cUPPwVa Pe Toug opiopoUg NG PapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaiknig @apuakotroiiag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avTidpacThpIa Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKA TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dioAupaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. MNpémer va AauBavovral utroywn ol
nuepounvieg ARENG TTou avaypd@ovTal 0T CUCKEUATIa Kal OTIG ETIKETEG TOU KABE cuoTATIKOU.
Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn pePPpavn NG
OUOKEUOOiag.
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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 AIAFNQZTIKH).

MpéTTel va XpnOIWOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KOl EKTTAIOEUTE E10IKA
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWVY. Av Kal autd To TTpoidv Oev Bewpeital
I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVOAKEG evOedelyuévng XPHOoNG, CUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaPUAALN TNG PEYIOTNG GOQAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIdPAOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKiVOuva
avTiIdpaoThpla, Ta oTroia eival duvaTtd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidio Tou
vaTpiou (NaNs:) wg ouvinpnmiké. To NaNsz ptopei va civar 10EIKO €dv TTpoAneBei 1
atroppo@nBei atrd 1o dépua n Ta pdtia. To NaNs ptropei va avrnidpdoel Je TNV eykaTaoTaon
MOAUBOOU Kal XaAkoU oxnuaTtiCovrag 101aiTepa  eKPNKTIKA HETAAANIKG adidia. Katd Ttnv
aTmroppIYn, CETTAUVETE Ue PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd T CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

KaTtd Tn S1dpKEIa TNG €PYAOiag PE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTIOIEITE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoThpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (opoi
eAéyxou kai avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov éAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avBpwTTIvnG TTPoéAcuong B¢ PTTopEi TTOTE va atTokAEIoTEl TTAAPWG N TBaveTNTa HOAUVONG e
TOUG ava@pePOPEVOUG | Kal e GAAOUC akOun dyvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AOYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg duvnTIKA HOAUCUATIKOI KAl TTPETTEI VA XPNOIKOoTToIouvVTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeidr) 10 KIT TTEPIEXEl UANIKO CWIKNAG TIPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTivaKd
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITAOEIG TNG €6VIKAG
vopoBeaiag.

Fevikég utTodEigEIg

TNV TTEPITITWON KATA TNV OTT0ia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWYV, €ival EANITTEIC 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KOTAOKEUAOTNA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNYroEl € ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaciag (20-32 °C/68-89,6 °F) kal avaueigte KaAAQ. MNpETTel oTTWOdATIOTE va ThPEiTal TO
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

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

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY € BepuoKpacieg Avw Twv
37 °C/98,6 °F. Xpnoiyotroigite yia TN Afqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoupIia — CUCKEUaOEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTroigiTe yia 10 SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ £TTA@A e GAAa avTIdpACTAPIA.
H tehik KAIVIKR Sidyvwon dev mpémmel va TiBeTal pévo pe Baon Ta aroTeEAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amrd Tov 1aTp6 AdupdvovTag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuata. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
S1a@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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AQyn deiyparog, TrposToipyacia Kal UAAgn

ZuvIoTdTtal N xpron @péokwv OelyudTwy opol. H AfRwn TOou aipyatog TPETEl va yiveral
oupowva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva 1 pyoAuouéva atmd PakTtApia deiyyata opou. Acgiyyarta opwv TTOU TTEPIEXOUV
owpartidla, va ToTroBeTouvTal JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiydata TTAAGOPOTOG TIPETTEl va XPNOIMOTTOINBoUV €VTOG TwV
TPWTWV 8 WpPWv, dIAQOPETIKA TTPETTEI VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F vyia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAAUTEPN
d1dpkela puAagNG, Ta deiypata TTPETEl va wuxovTal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

ZUMTTUKVWHEVO PUBMIOTIKO BIGAUPa OEIyUATWY: apalWVeTE 1:5 Pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWUEVO puBuIoTIKG O1dAupa TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

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

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwyv:

Aciyyata opou: apaiwvete kal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPa
oelypaTwy, 1.X. (1x) 1000 ul puBpIoTIKG didAupa delyudTwy + 10 pl opde.

MA0on:

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

Autoparotroinpévn rAuon:

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

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAAKa €TTdvw O¢ €va atroppo@nTikO 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 KOAG KAEIopéva péoa otn yePPBpAvn TnG ouokeuaaiog oe dpoaepd uépog (2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTidpaoTnpiwyv

2UVIOTOUME va TITTETAPETE Ta avTIOPAOTApPIa BaBuovounong, Toug opoug eAEyxou Kai Ta
OciypaTa wg €€Ne:

ZHMEIQZH: Xe mepimmTwon mou TPOKEITAI VA TTPOCdIOPIOTOUV SIAPOPES KATNYOPIES
avricwpdTtwy (IgG kai IgM) mapdAAnAa, Ta avridpaoTipia Baduovéunong, ol opoi
eAéyxou Kal Ta OgiypaTta TTPEITEl VA TITTETAPOVTOI XWPIOTA yia KABe Karnyopia
AVTICWHATWYV.

lMNa NOZOTIKH epunveia MNa NOIOTIKH epunveia
; 5 s T ; 5 o .

B coip lcaE |1 T NC e

B CalA | CalE | P1 B NC P2

C CalB | CalF | P2 C | CC P3

D CalB | CalF | P2 D CC P3

= oo [rc SO o I S B

F | CalC | PC P3 F | PC

G | CalD | NC G P1

T Y D A I OV AN R
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 amréd 1o mimeTdpiopa BeBaiwBeite 0TI £XeTe ekTEAEDEI TN dladIKACIO TTPOETOINATIAG ATTO TO
Bria 7.1 TTapaATTAVW.

2. | AkoAouBnoTe 1o TTapaKATW Pripata avaioya pe Ta €mMOuunTd amoTteAéopaTa TTOIOTIKAG /
TTOCOTIKAG EPUNVEIAG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTopeva BuBioparta 100 yl atmd éva atrd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. Avmdpaotipia BaBuovounong (CAL.A €éwg CAL.F) yia
MNMOZOTIKH gpunveia

b. Avndpaotripio BaBuovéunong opiakng TiuAG (CC) yia
u NOIOTIKH epunveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:

+100 pl
' o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou
(PC) kaBwg kai
o AloAupévo opd aoBevwy (P1, P2...)
4,
Emwadete yia 30 Aetrta o€ 20-32 °C/ 68-89,6 °F.
30
5.
T MAévete 3 Qopég, kaBe @opd pe 300 pl pubuIOTIKG didAupa TTAUCNG
g - (apaiwpévo 1:50).

3x 300ul
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n

10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 300ul

¥

+100 pl

®

30

%

\

+100 pl

“‘@/

oD, ODGE/\/

450/620 nm

—

2XYZEYTMA

Baclete 100 pl diaAUpatog oulelypoTog oe  KABe utTodOXEQ

XPNOILOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kKaBe popd pe 300 pl pubuIoTIKG diGAua TTAUCNG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAvuartog uttooTpwuatog TMB oe kdBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

Emmwadete yia 30 Aetrrd o€ 20-32 °C/68-89,6 °F. NMpooTarteuoTe ammo

TO £VTOVO QWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Badete 100 pl diaAupatog dlakoTrAG avTidpaong o€ KA BuBioua e
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV

TTITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AvVaKIVEITE TTPOTEKTIKA TNV TTAAKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppopnon ota 450 nm evidg 30 AemTwv
(ouvioTdTar TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EPUNVEia

O 1000TIKOG TTPOCdIoPIoNOS emiTUYXAveTal BAcel piag TTPOTUTING KAPTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpaoTtnpiwv Baduovéunong (aGovag y) Evavt g
ouykévTpwong oe U/ml (Ggovag x). INa Tov KaAUTEPO TTPOCDIOPICHO CUVIOTATAI N PHETAPOPG
log/lin ka1 éva Fit 4 TTapauétpwy. Me BAon TNV KAUTTUAN €€akpifwveTal atmd TNV OTITIKA
TTUKVOTNTA TOU OEiyUATOG N GUYKEVTPWOT) Twy avTiowudtwy ag U/ml.

[epioxy @UOIOAOYIKWYV TIHWV AtrpoodiépioTa O¢eTiKG aToTeEAéouaTa

<12 U/ml 12 -18 U/ml >18 U/ml
Mapadeiyua mpoadiopicuou
Autdé TO TrOpPAdelypa Oev EMITPETETAI VO XPNOIMOTTOINGEl yio TNV £ppnveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,066 3,2
8 U/ml 0,162 0,4
17 U/ml 0,291 1,7
35 U/ml 0,597 1,3
70 U/ml 1,101 29
140 U/ml 2,039 0,4

lMapadeiyua umroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) ATtrotéAeopa (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 TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiuadovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO EUPOG TIHWYV TWV AVTIOpACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTapTidag, avaypd@ovTial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPO TOUG e BIKOUG TOUG
eAéyxoug kail/ ] opoug atrod Tnv TPATTECa aipaTog ocuuewva pe Tng pubuioeig Tng E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwV.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV UE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOE.

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

Edv Ta oToixeia Ta omroia uTToBAABNKAV 0€ BOKIKN TTApPoUcIAfouv atrokAIon f GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG EUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATOOKEUAOT] ) TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa 1roioTikn a§ioAéynon diaBAoTe TNV OTITIKY TTUKVOTATA TOU PApTUpa aTTOKOTIHG (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
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 cutoff < OD gooevi S 1.2 X OD cuteoff
OETIK(): OD aoBevi > 1.2 X OD cut-off
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9 Texvikd oTolxeia
YAIKO SelyuaTwy: Opdg
‘Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SiIGAUNQ

OEIYUATWY

OAIKOG XpbOVOoGg £TTWAONG: 90 Aemrtd o€ Beppokpacia dwpatiou 20-32 °C/68-89,6 °F
Mepiox péTpnong: 0-140 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 Zrtoixeia ATddoong

10.1 AvaAuTtiki EvaioBnoia
Aokiyacia Tou puBuioTIKoU diaAUpartog deiypatog 30 gopéc oe AESKULISA® Cardiolipin-
GM divel avaAuTikr euaiodnaoia 1,0 U/ml.

10.2 Ei1dikéTnTa Kol EvaioBnoia
H mAdka pikpoTiTAotroinong eival emMKOAUPPEVN HE UWNAAG KaBapdTnTag KapdIoAITTivn Kal
QUOIKN avBpwTTivn B2-yAukotTpwreivn . Ae diammoTwvovTal evepyoTnTeG dlaoTalpwaong HE
GAAa avTiyova.
AvTicwpara évavtl TG KapdioAmTivng diatmoTtwvovTal oto 70% Twv acBevwyv TTou TTAoX0oUV
atré ZEA.

10.3 MpapMIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOEl pia ypauuikh ouvaptnon MPETagU NG
apaiwong Kal TNG CUYKEVTPWONG TWV AVTIOWUATWY O€ autrhy Tn dokipacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OPWG, BeV gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWHEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuarog (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 17,7 101,1
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10.4 Akpifeia

MNa Tov éAeyxo akpifelag TG HeEBOdoU £CaKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES
TNG TTPATUTING KAPTTUANG N E0WTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn péBodog 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 PBaBuovopcital o€
auBaipeteg povades. Ta amroteAéoparta ekppdalovral ae U/ml.
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PuBuioTikad cUppoAa

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

- Elektronische 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 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)

- PuldooeTal 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

- Contréle Négatif

- Control Negativo

- Negativ Kontrolle - ApvNTIKOG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaTrplo 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

- EmikaAuppévn pikpoTrAdka

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PubpioTikd didAupa TAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PUBIOTIKG SIGAULG UTTOOTPWHATOG
- Substrato

STOP

- Reagente bloccante

- Stop solution

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampo6n Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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