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Evdedeiyuévn xpnon

AESKULISA® Cardiolipin-GM ELISA civai pia Evlupoavoooloyikr yéBodog aTepeng @aong
TTOoU TTEPIEXEI UWNAARG KaBapdTtnTag KapdIoAITTivn Kal QuOIKr) avBpwTrivn B2-yAukoTtrpwreivn |.
EmTpétrel Tov OAIKO TTOCOTIKG Kal TTOIOTIKO TTpoodlopioud Twv 1gG kal/ i IgM - avTiIowudTwy
évavtl TNG KapdloAITivng oTov avBpwTivo opd. H TTAciogwngia Twv avTiIKapdIOAMTIOIKWY
QVTICWHATWY avayvwpifouv €IOIKE €TTTOTTA 0€ £€va CUPTTAEYUA TO OTTOIO aTroTeAEiTal aTTd
KapdloAirTivn  kai  B2-yAukotrpwteivn |. Ta €dikd eTmitoma  ekdnAwvovtal Adyw  Tng
aAAnAeTTidpaong TnG kapdloAITTivng 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 (ZEA).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avriowparta évavtl TNG KApSIOAITTIVING avAKOuv oTnv OPAda Twv avTiQwa@OAITTIOIKWY
QVTICWHATWY, Ta OTToia TACGCOVTAI EI0IKA EVAVTIA apvNTIKA QOPTIOUEVWY WCQOAITTIOIWY, TTOU
gival ouoTatiké oToixeia BioAoyikwy PeuBpavwv. H kapdioAitivn gival éva Tapdywyo Tng
yAukepivng kal ovoudotnke €tol To 1941 36T ammopovwlnke ammd kapdid Booecidwv. H
EMQAVION  AVTIQWOQONITTIOIKWY  AVTICWUATWY  TTEPIYPAPETAI  CUXVA OTO  CUCTAMATIKG
epuBnuaTwdn Auko (ZEA) kal oe AAAeg TTapOPoIEg aoBEveleg, N ouxvoTNTA EPPAVIONG
QVTIKOPBIONITTIVIKWV aQvTICWHATWY 0T0 2EA avagépetal o€ 24 £wg 50% TwV TTEQITITWOEWV.
Tnv eUEAvVIOn TwWV AVTIKOPOIOAITTIVIKWV  QVTIOWHUATWY O  AUTEG TIG OOBEveIEG, TN
xapakTtnpifoupe wg OeutepoTTadn avTIQWOPOANITTIOIKG oUvdpouo (ADPZ). AvmiBETwg, TO
TPWTOTTABEG ADY XapakTnEifeTal atTd aVTIKOPSIOAITTIVIKA QVTIOWHATO XWPIG TN OCUUMETOXA
GAwv autodvoowv TTaBnoswyv. EeTdoeig £deigav, 0TI UTTAPXElI OTEVOG OUOXETIONOG PETAEU
Bpoupwoewv, BPOPPBOKUTTAPOTTEVILWV Kal CUVABEIS aTTOBOAWY (WG CUVETTEIA TTAOKOUVTIOKOU
ep@pakTou). O pOAOG TwWV AVTIQWOPONITTIOIKWY AVTICWHATWY oTnV £EENIEN TNG BpouBwang,
Oev £xel AKOWN EekaBapioTel TTANPWG.

Apxég TnG doKipyaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €I0IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta E1I8IKA avTIoWPATA aTTd TOV
opo Twv acBevwy, €dv autd uTTdpxXOuv, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aTolixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BApa TTAUONG. Etreira rpocBEéTovTal
avTI-avOPWTTIVEG AVOCOOQAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piag €mwaong, 1o oUleuypa (CUfEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO aVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUZEUYUEVEG
avoo0o@AIPiVEG ATTOPAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPOYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&u (aAAayh xpwaong ot KiTpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO Xpwpoyovo e¢aptdtal amrd Tnv 1T000TNTA OUleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO OUUTTAOKO aVTIYOVOU-QVTIOCWHATOG KAl £€TC1 €ival av@Aoyog TTpOG TNV apXIKn
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWUATWY OTo deiyua aoBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

. 7 Xpwpua XpU’J!JG a .
2T0IXEIO MoodtnTa KQTTAKIOU gngupm Mepiypaen / Mepiexopevo

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

PuBuiaTiké SidAupa delypdTwy
(5x)

PuBpioTiko didAupa TTAUoNng 50mAdaia guykévipwon

(50%) 1 X 20ml N€UKO Mpdoivo Tris, NaCl, Tween 20, o&gidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
q 2 Xpwpa Xpu’u'pa a o

2T0I1XEIO MogétnTa KQTTAKIOU ggx)\upar Mepiypaer / Mepiexdpevo

. . . . . UAIKO eAéyxou (S1aAupévog), aABoupivn Boéeiou opou
ApvnTIKOG 0pOG EAEYXOU 1x1,5ml Mpaoivo Alauyég (BSA) oi\Qi(élo (Tou vaﬂpioEL 0 E% Fou?n%]pmmé)p
OEeTIKOG 0pOG EAEYXOU 1x1,5ml Kékkivo Kitpivo UAIKG eAEyxou (Blahupiévog), aBoupiivn BGeiou opol

(BSA), o&eidio Tou varpiou < 0,1% (ouvTnpnTikd)

UAIKoU BaBuovounong (SiaAupévog), ahBoupivn

AvridpacTripio BaBuovéunong 1x1,5ml MrrAe Kitpivo Boeiou opol (BSA), otgidio Tou varpiou < 0,1%

OpIaknG THNS (ouvtnpnTikd)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
, . . . " 3, 10, 30, 100, 300 U/ml. uAikoU BaBuovounat
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo (SlAUEVOC), GABoupivn BGEIoU gpo Lt’ (BSL/jAn) aniélo
Tou vaTpiou < 0,1% (cuvtnpnTikd)
Tulelypata, IgG 1x 15ml MTrAe MTrAe 2UOTATIKG OTOIXEia: avoocoo@alpivn onuadepévn e
i i uTTEPOEEIdACN aTTo pagavida, aABoupivn Béeiou opou
IgM 1 x 15ml Mpdoivo Mpdoivo (BSA)
. . . >1aBepotroinuévn TETPapEBUABEVISivN Kal
Yméotpwha TMB Tx 15ml Magpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTmg avtidpaong | 1 x 15ml Neukod Alouyég 1M YBpoxAwpikd o&u
12x8 Asv gival Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVvaTpEETE OTNV
MAdka pikpoTiITAoTToinONG : . S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA PE TNV
Tavieg SiaBéaipo .
o ETMIKAAUYN.

* H évtaon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON
AlAITOYMENA YAIKA

AvayvwoTng TTAQKWY HIKPOTITAOTToinoNG 450 nm TTou avaylyvWokKel QIATPA avayvwong Kal TTpoaipeTiké 620 nm  @giATpo
avapopdg (600-690 nm). MNudAiva e€apTipara (kUAivopog 100-1000ml), dokiyaoTikoi cwARveg yia diaAUpaTa. AovnTAg avauigng,
méteg akpifeiag (10, 100, 200, 500, 1000 ul) A Tpocappolduevn TToAutiréTa (100-1000ul). Zuokeun TTAUGNG MIKPOTTAGKAG
(emavaAapBavéopevn mméTa 300ul |} TITTETA TTOAMOTTAWY KAvaAIWV 1] auTopaTtoTToiNuévo ouoTnua), amoppopnTiké xapTti. Ol
doKIpaaoieg Hag EXouv wg oxedIAaTEi yia va xpnaipoTtroinfoulv pe kabapd Udwp cUPPwVa Pe Toug opiopolg NG PapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaiknig gapuakotroiiag (Eur.Ph. 4th ed.).

®UAagn ka1 xpovog diatpnong

Ta avridpacTripia Tou duvOAou avTI®PACTNPIWY Kal N MIKPOTTAGKO TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOTOoug QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAlpaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. Mpémrer va AauBavovtal utréoywn ol
nuepounvieg ARENG Tou avaypd@ovTal 0T CUCKEUATIa Kal OTIG ETIKETEG TOU KABE cuOTATIKOU.
Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
aTTo@eUyETal N £viovn €TiOPACN QWTOG aTO didAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKESG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn peRPpavn 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 XpnOIWOTTIOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KOl EKTTAIOEUTE E10IKA
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 (NaN3) wg ouvinpnmikd. To NaN3 pmopei va eival 10k6 €dv TTPoAngBei n
atroppoPnBei atrd 1o dépua A Ta paTia. To NaN3 utropei va avridpdoel Je TRV €yKATAOTOON
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 avTidpacTAPIa BIOAOYIKOG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ AUTO TO TTPOIOV ATTOBEIXTNKAV
Katd Tov £Aeyxo yia nmarinda B avriyévo emeaveiag (HbsAg), nmatimda C kar HIV 1 kai 2
w¢ apvnTikG. Opwg, o€ Tpoidvta PBIOAOYIKOG TTPoEAEUCNG OE UTTOPEI TTOTE VO QTTOKAEIOTEL
TTAAPWGS N TBavATNTA WOAUVONG PE TOUG ava@epOEVOUGS 1 Kal e GAAOUG akOun dyvwoToug
TTaBoydvoug opyaviopoug. a Tov Adyo autd, o1 opoi eAéyxou, TO QvTIOPACTAPIO
BaBuovounong OTwg €Tmiong Kal O opoi Twv aoBevwv xapakTnpidoviar wg duvnTiKA
MOAUCUATIKOI KAI TTPETTEI VO XPNOIUOTTOIOUVTAI CUMPWVA PE TA €BVIKA VOUIKA agliouaTa.
Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvOQEPETAl OTOV  TTivaKd
TTEPIEXOMEVWY, TIPETTEI VA TO XPNOIUOTIOIEITE OUPQWVA PE TIC ATTAITAOEIC TNG €6VIKNAG
vouoBeaiag.

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 avtikaBiotdre MapTtupeg, BaBuovountés , EvQupa 20Ceuéng n MIKPOTTAAKES
aTTo JIAPOPETIKEG TTAPTIOES. AUTO UTTOPET VO 0dNYROEl O€ ATTOKAIOEIS OTA ATTOTEAEOATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kai avapeifte KaAd. Mpérel omwodATIOTE Va ThPEITaI TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia autopaTotTinpéva
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIOPACTNPIWY € BEPUOKPATieG Avw TwV
37 °C/ 98,6 °F. XpnoiyoTtroigite yia 1 Aqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG 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 ToTToBeToUVTaAl JE XAMNAR TaxUTNTA 0T OUOKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 WpPWwv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F vyia 48 wpeg TO WEYIOTO. Zg TTEPITITWON TTOU TTPORAETTETAI PEYOAAUTEPN
oldpkela UAagnG, Ta deiypata TpETel va wuyovTal otoug -20 °C/-4 °F. (Thomas: Labor und
Diagnose; CLSI Guideline GP44-A4)

Aladikacia Tng pedddou

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 (r.X. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ocuvioTdtal n CAPAVON TWV KATTAKIWY Twv OlIdQopwyv

avTidpacTnpiwv Babuovounong.

Apdaiwon Twv deIyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyvoere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUG
OelypaTwy, T.X. (1x) 1000 ul puBpIOTIKG didAupa delyudTwy + 10 Pl opdg.

MAdon:

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

AuTtoparotroinpévn Auon:

MNa ™ Aeimroupyia Tou epyaAciou Kai To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTOoATNTEG PUBUIOTIKOU dIoAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo pubuIoTIKG SIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.

MikpoTTAdKEG:

ATtropokpuveTe Ta BuBiopata TTou dev €X0ouv XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn pePPBpdvn NG ouokeuaoiag o dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTIdpaoTnpiwv

2UVIOTOUME va TITTETAPETE Ta aAvTIOPAOTAPIa BaBuovounong, Toug opoug eAEyXOu Kai Ta
OciypaTa wg €¢NG:

ZHMEIQZH: Xe trepimTTwon Tou TTPOKEITAI VA TTPOOCdIOPIOTOUV SIAPOPESG KATNYOPIES
avricwpdTtwy (IgG kai IgM) TapdAAnAa, Ta avridpaoTipia Badpovéunong, ol opoi
eAéyxou Kal TOo Ogiygara TTPEITEI VO TTITTETAPOVTAI XWPIOTA yia KAOe KaTnyopia
AVTICWHATWYV.

MNa NOXOTIKH epunveia MNa NOIOTIKH gpunveia
1 2 3 4. 1 2 3

A | CalA | CalE | P1 A | NC P2

S can lcae o T G S B

e cas lcar T2 T e oo S .

D |CalB |CalF | P2 D CC P3

E CalC | PC P3 E | PC

- e SR B o S O IS R

G | CalD | NC G P1

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

BApata gpyaciag

Brua  [epiypagn
1.  TMpiv amrd 1o mTTeTApIoPa BeRaiwOEeiTE OTI £XETE eKTEAETEI TN OIOBIKAGIQ TTPOETOIUATIAG ATIO TO
BAua 7.1 TTapatravw.

2. | AkoAouBnoTe Ta TTapakdTw PripaTta avadloya e Ta emOUPNTA atroTeAéouATa
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3. Balete ota poPAeTopeva BuBioparta 100 ul atmd éva ammo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:

a. AvmidpacTtrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia {

b. Avndpaotripio BaBuovéunong opiakng TiuAG (CC) yia
u lOIOTIKH epunveia
Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TTapakdTw:
+100 ul . . . . . .
o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG 0pdg eAEyxoU
(PC) kabwg kai
e AioAupévo opo acBevwv (P1, P2...)
4,
Emwadete yia 30 Aetrtd o€ 20-32 °C/68-89,6 °F.
30
5
! MAévete 3 Qopég, kaBe opd ue 300 pl pubuIoTIKG diGAupa TTAUONG
- - (apaiwpévo 1:50).

3x 300yl
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.

10.

11.

12

3x 3004l

30

\i R
100 pl
Y
5

o

13.

14.

oD, ODGE/\/_

450/620 nm

—

2XYZEYTMA

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe uttodoxEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe popd pe 300 pl pubuIoTIKG diGAUa TTAUONG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAvuartog uttooTpwuatog TMB oe kdBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

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

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

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

O 1To00TIKOG TTPOTdIoPIoNOG eTTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTISpaoTnpiwv Baduovounong (aovag g) Evavrl
TNG ouykévipwong oe U/ml (dEovag x). MNa Tov KOAAUTEPO TTPOCBIOPICHO CUVICTATAI N
peTagopd log/lin kai éva Fit 4 Tmapapétpwy. Me Bdon Tnv KAPTTUAN e§akpifwveTtal atrd Tnv
OTITIKI) TTUKVOTNTA TOU OEIYUATOG N CUYKEVTPWON TWV avTiowpaTwy o U/ml.

Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA

<12 U/ml 12 -18 U/ml >18 U/ml

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

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)
BaBuovounong IgG

0 GPL/ml 0,066 3,2

3 GPL/ml 0,162 0,4

10 GPL/ml 0,291 1,7

30 GPL/ml 0,597 1,3
100 GPL/ml 1,101 29
300 GPL/mI 2,039 0,4

lMapadeiyua ummroAoyiouou

AcBevic EmavaAnyn (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 TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong mpétrel va avagépovtal wg" >Méey." MNpétmel va apaiwvovtal KatdAAnAa kai va
dokiyagovtal Eavd. Ta deiypata he TINEG PIKPOTEPES ATTO TO UPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong Tpétrel va ava@épovtal wg "<EAdy."
Eidika oToixeia tng TTaPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpikd epyacTApia PTTopoUV va SIEEAYouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug Kal/ ; opoug atrod Tnv TPATTECA QiuaTog CUPQWVA e TNG pubpioelg Tng E.E.
2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
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
OOoKIuN gival dkupn Kal Ba TTPETTElN va ETTAVOANPOEI.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TeEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwv (TTou TTPOoETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG ) Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpig eUAoyn aiTia, TTIKOIVWVAOTE JE TOV KATAOKEUQOTA 1 TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa moloTikA agioAéynon S1aBACTE TNV OTITIKN TTUKVOTNTA TOU PapTUpa atroKoTrig (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
ociypuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWnAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TINEG apvNTIKA.

ApvnTiKO: OD qo6evr; < 0.8 x OD cutoff
Atrpocdiopiota: 0.8 x OD cutoff < OD gotevi S 1.2 X OD cuteoff
O€TIKO: OD qo6evr > 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:
2ulelypata G 1,01 U/ml
2uletyuata M 0,97 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBevTIKEG QPIAAEG
ApIBubG Twv TTpoodIopIoPwY: 96 dOKIPOTiES
10 ZXrtoixeia Arédoong
10.1 EUpOg QUOCIOAOYIKWYV TIHWV
Opoi aipatog uyliwv doTwv utroBARBNkav otnv avoooAoyikh dokipyacia AESKULISA®
Cardiolipin-GM ka1 até Ta ammoteAéopara TTPOEKUYE N akOAouBn KaTtavoun:
2uleuyuara G
Ap1Bu6g SelypdTwy apvNTIKA oplaKd OeTIKA
144 142 (98,6 %) 2(1,4 %) 0 (0%)
2uleuyuara M
Ap1Bu6g SelypdTwy apvNTIKA oplaKd OeTIKA
144 144 (100 %) 0 (0 %) 0 (0%)
2UVIOTOUE, £TTIONG, KABE epyacThpIo va KaBopioel To BIKO Tou €UPOG QUOIOAOYIKWYV TIHWV.
10.2 AkpiBeia

H oakpiBeia Twv otmoTeAeOPdTWV TTOU  TTPOEKUWAV aTTd TNV  avoooAoyIKA doKipaagia
AESKULISA® Cardiolipin-GM, REF 3204 afioloyibnke pe BAcn Tov TTPOCdIOPIoHS TNG
ETTAVAANYINOTNTOG KAl TNG AvaTTapaywyluoTnTag Kabwg Kal Tng diakupavong oTIG avaAUOEIg
TTOANWV BEIYUATWY OIOPOPETIKWV dPACTNPIOTATWY AVTICWHATWV.

2uleuyuara G

TautéTnTa _ quva)\nqupémw i I'Ia;'myw\ IMOTNTA i 'AKpi €10

Beiyparog Méoog 6pog Méoog 6pog Méoog 6pog

(U/ml) Ccv (U/ml) Ccv (U/ml) cv

Acgiypa 1 27 10,0% 2,7 17,6% 3,0 12,8%
Agiypa 2 28,2 7,9% 28,2 19,2% 27,0 24,8%
Agiypa 3 63,3 6,8% 63,3 13,6% 66,4 12,5%
Acgiypa 4 90,2 5,3% 90,2 13,1% 99,4 10,8%
Agiypa 5 101,3 4,6% 101,3 14,2% 113,0 10,2%
Agiypa 6 2519 5,8% 251,9 12,4% 276,5 9,9%
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2uleoyuara M
TautéTnTa _ Enqva)\nwlpémw i I'Ia;')avw\ I4OTNTA i 'AKpi €10
SeiypoTog Méoog 6pog Méocog 6pog Méoog 6pog
(U/ml) (9" (U/ml) (9 (U/ml) Ccv
Acgiypa 1 15,6 4,5% 15,6 7,7% 12,9 16,8%
Agiypa 2 21,3 4,1% 21,3 7,2% 16,8 17,2%
Agiypa 3 35,5 4,6% 35,5 8,4% 31,5 11,7%
Acgiypa 4 76,3 3,2% 76,3 8,4% 66,0 21,0%
Agiypa 5 77,5 2,9% 77,5 8,5% 70,4 12,9%
Agiypa 6 174,1 5,0% 1741 7,9% 165,3 14,4%

EvaioOnoia kai €§e1dikeuon
AvoAuTIKA guaioOnoia

H avoAutikiy euaioBnoia €xel aflohoynBei pe Pdon TTOAAATTAEG avaAlcelg deiyudtwy Je
puBuIoTIKG dIdAupa Kal XapnAwv BeTIKWv OEIYMATWY KAl HE UTTOAOYIOUO TOu oOpiou
avixveuong.

Ma n dokiyacia AESKULISA® Cardiolipin-GM, REF 3204, >ulcUyuata G éxel kKaBoploTei
éva o6plo avixveuong 1,01 U/ml.

Ma 1 dokiyacia AESKULISA® Cardiolipin-GM, REF 3204, ulsUypata M éxel KaBopioTei
éva o6plo avixveuong 0,97 U/ml.

FpapuIkKOTNTA

TpeIg opoi aipaTog TTou KAAUTITOUV TO GUVOAIKO €Upo¢ TNG OKIPaCiag apaiwbnkav o€ oeipd
ME éva apvnTIKO deiyua opoU aigaTtog. O1 TIEG TwV EEXWPIOTWYV SIOAUNATWY TTOU TTPOEKUYWAV
atmé TN METPNON KAl Ol AVOAUEVOPEVEG TIMEG XPNOIKOTTOINBNKAY YIO TOV UTTOAOYIONO MIAg
YPOAMMIKAG TTAAIVOPOUNONG. ZUPPWVA HE TA OTTOTEAECOHUATA TOU €AEYXOU YPAMMIKOTNTAG
TpoodlopioTnke éva eUpog 3 - 300 GPL/ml 3 MPL/ml yia tn dokipyacia AESKULISA®
Cardiolipin-GM.

Alokpiwon

EMeiger d1eBvoug TTpoTUTTOU avagpopdg, To cUCTNPA TTOCOTIKAG METPNONG PaBuovopcital o
auBaipeTeg povades. Ta atroteAéoparta ek@pdlovtal o U/ml.

Ai1dBeon

MapakoAOUBAOTE TIG OXETIKEG KAVOVIOTIKEG OTTAITHOEIG!
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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 - Ap1Bu6g TrapayyeAiag
- Numero de catalogo
- 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 tnico 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

- 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 AvTidpaaoTripio BabBuovounong

- 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

- ApvnTIKGG 0pAG 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

- 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

- 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

- AvTIBpaaThiplo IaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBpIoTIKG SiGAupa SelypaTwy

- Diluente de amostra
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