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Evdedeiyuévn xpnon

AESKULISA® Phospholipid-Screen-GM ¢ivai pia Evfupoavoooloyiky pébodog atepens @dong yia
TOV TTOCOTIKO Kal TTOIOTIKO aTTAG TTPoadiopioud Twy IgG-avTicwudtwy Kai/ 1 IgM-avTIowUaTwy oTov
avBpwTTvo opd évavTl GOoPOMITTIOIWV. KaBe uttodoxéag eival eMKAAUUUEVOS e UPNANG KaBapdTnTag
KapOIoAITTivny Booeidwyv Kal B2-yAUKOTTpWTEIVN, Kal @uwo@aTIdOUAO-IVOGITOAN, -aepivn, -aiBavoAayivn, -
XOAivn Kal o@IyyopueAivn.

O 1TpOoCdIoPIoUOG AUTWV TWV AVTICWUATWY €EUTTNPETEI OTO va TeBEi n diIdyvwon Kal va ekTiundei o

Kivdbuvog Bpoupwoewg o aoBeveig TTdoxovieg amd cuoTnUATIKO egpuBnuaTtwdn AUko (XEA) kai
avTIQWOPOAITTIBIKG oUvOpopo (ADT).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avTiowpaTa £vavtl TwY QOQOAITTIOIWY, CUCTATIKA OToIXEIG BIOAOYIKWVY HEUBpavwy, TACCGOVTaI
€I0IKA eVAVTIa € QWOPOAITTIOIa OTTWG €ival N KapSIOAITTIVN, N @uOoPaTIOUAO-IVOGITOAN,-a1BavoAayivn, -
XOAivn, N o@ryyopugAivn Kai TO Qo @aTIdIKO 0gU.

H ep@avion avTiQua@OAITTIOIKWY QVTICWHATWY TTEPIYPAPETAI CUXVA OTO CUOTNUATIKO €pUBNUATWON
AUKko (ZEA) kai o€ GAAeG TTOPOUOIEG AOBEVEIEG.

Tnv epeavion Twv avTiQWo@OAITIOIKWY AVTICWHATWY OE AUTEG TIG aoBEveieg, TN XaPaKTNPICOUUE WG
OeuTEPOTTOBEG aVTIQWOQOAITTIOIKG OoUVOpouo (ADZ). AvTiIBETWG, To TTpwToTTaBég ADE xapakTnpideTal
atrd avTIQWOPOAITTIOIKA AVTICWHATA XWPEIG TN CUMUETOXN GAAwv auTtodvoowyv TTabnoswy. E&etdoeig
£0e1Eav, OTI UTTAPXEI OTEVOG OUOXETIOWOG METAEU Bpoufwocwy, BpOoUBOKUTTAPOTIEVIWV Kal GUVABEIG
aTTOBOAWY (WG CUVETTEIO TTAOKOUVTIOKOU EU@PAKTOU). O pOAOG TwV AVTIQWCQOANITTISIKWY AVTICWHATWY
atnv eEENIEN TNG BpoPPwaOnNg, dev €xel akOUN EekabapiaTei TTARPWG.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG MIKPOTTAGKEG, 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 aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BApa TTAUONG. Etreira rpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOQPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CUfEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUZEUYUEVEG
avoo0o@AIPIVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayr xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTd TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvdedepévn PUE TO CUUTTAOKO aVTIYOVOU-AVTIOWHATOG KAl £TO1 €ival avadAoyog TTPog TnV apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPH:H

. . Xpwua Xpd)!m 5 A
2T0I1XEIO MogétnTa KATTAKIOU S?Aupm Mepiypaer / Mepiexdpevo
51TAdoI0 OUYKEVTPWON
PuBuioTiké didAupa derypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béeiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 50TTAGCIa CUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGhupa TAGoNG 1 X 20ml Neukd Mpdoivo = Tris, NaCl, Tween 20, ogeidio Tou vaTtpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA A XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa Katrakio  dioAUpar  [Meprypagn / Mepiexdpevo
0 oG
. . . . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
ApvnTIKGG 0pOg EAEyXOU 1x1,5mi Mpdowvo  Aiavyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)
. s ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
O€eTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo opou (BSA), oteidio Tou varpiou < 0,1% (GuvTneNTIKG)
Avnégaomplo BaBuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|0Auuavqg), G)\BOL[;I[,IIVI] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiKO)
ZuykEVTpwan Kabe avTidpaaTnpiou Babuovounong: O,
B} . . . & 3, 10, 30, 100, 300 U/ml. AvBpwivog opdg
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml N\eukd Kitpivo (SI0AUEVOC), aABoupivN BogIou 0pow (BSA), 0Eeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
SuZeOypara, 1gG 1% 15ml MiTAe MiAe ZUOT(]TIK(') atoixeio: Avti — ,avepwr,nvn avooooeaipivn
) ) onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
IgM 1x15ml Mpdoivo | lMpdoivo (SuvmpnTikd) (BSA)
. . . >1aBepotroinuévn TETPaPEBUABEVISivN Kal
Yméotpwua TMB 1 x15ml Maupo Alouyég UTTEPOEEIBIO TOU UBPOYGVOU (TMB/H,05)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
Agv

Aegv givai Me amrooTrwevoug uttodoxeig. Avatpégte aTnv

MAGka pikpoTITAoTToinong 12 X 8 EI'VGI’ Si0Béaiy TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA PE TNV
Taivieg dia6éoiu o ETTIKGAUYN
o .

*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN GUYKEVTPWON
AlMNAITOYMENA YAIKA

O avayvwaoTng TTAAKWY JIKpoTITAOTToINoNg 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi wArveg yia diaAlpara. AovnTAg avauigng, TTPoX0ideg
akpiBelag (10, 100, 200, 500, 1000 pl) A TTpoocapuolouevn TToAuTTpoXoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emavaoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUg opiopoug TG PapuakoTroliag
Hvwpévwv MoAireitdv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avTidpaoTApPIa Tou CUVOAOU avTIOPACTNEIWY Kal N MIKPOTTAAKO TTPETTEI va QUAdCCOVTaI
otoug 2-8 °C/35,6-46,4 °F péoa OTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAlpaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva prva. Mpémrer va AauBavovtal utméoywn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE oUoTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avtidpaoTnpiwyv! MNpétmer va
aTTo@eUyETal N £viovn €TMidOPACN QWTOG aTO didAupa UTTooTPWHATOG TMB. OI PIKOTTAGKES VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn PePPpavn NG
OuOKeUaaoiag.
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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 (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 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 TTANPOYPOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVACTE JE TOV KATAOKEUQOTH i TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
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 dokiyacoiag (20-32 °C/68-89,6 °F) kal avaueigte KaAQ. MNpETTel oTTWOodATIOTE va TnpEiTal 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. XpnoiyoTrolgite yia TN Afwn Tou OICAUPOTOG TOU UTTOOTPWHATOG 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

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

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
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 TTPORAETTETAN PEYAAUTEPN
oldpkela QUAAENG, Ta deiyuata TPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

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 amoguyn Tuxov AaBwv, ouvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwy:

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

MAdon:

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

Autoparotroinpévn rAuon:

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

XeipokivnTn TAUon:

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

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePBpdvn Tng ouokeuaaiag oe dpoaepd pépog (2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTidpaoTnpiwyv

MpoTteivoupe TN XpAoN TNG TITTETAG YIA AvTIOPACTAPIA BaBuovounong, opolg eAEyxXou Kal OEiyUaTa wg
£gng:

ZHMEIQZH: ZX& TrepiTTTwon T1TOU  TIPOKEITAI VA TTPOCOIOPICTOUV BIAPOPESG KATNYOPIES
avTiowpdTwy (IgG kai IgM) TrapdAAnAa, Ta avridpaoTipia BaBuovounong, ol opoi eAéyxou Kai
T SeiyHaTa TTPETTEI VO TIITTETAPOVTAI XWPIOTA YIa KABE KATNYyOopPia avTICWHATWY.

MNa NMOZOTIKH gpunveia MNa MOIOTIKH gpunveia
1 2 3 4. 1 2 3 4.

B cain lcaE Pl e .

B CalA | CalE | P1 B  NC P2

C CalB | CalF | P2 C | CC P3

S cas lcar Tre T e R B

TR P E— o S R R —

F CalC | PC P3 F | PC

G CalD | NC G P1

T T TS B R o T U S 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

BRupara epyaciag

Brpa  Mepiypaen

1. Mpiv amo To mTeTapioya BePaiwbeite 0TI ExeTe eKTEAEOEI TN Bladikaadia TTpoeToIpaaciag aTd 1o
Briua 7.1 TTapPaATIAVW.

2.  AkoAouBnoTte Ta TTapakaTw BAuaTa avdloya Pe Ta €mMOUPNTA atroTeEAéoUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3. Badlete ota mpoPAeTTopeva BuBioparta 100 ul atréd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETA
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia {
b. AvndpaoTripio BaBuovéunong oplakng TIAG (CC) yia
OIOTIKH epunveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pOG EAEYXOU
(PC) kaoBwg kai

E=

+100 pl

e AiaAupévo opd acBevwv (P11, P2..)

4.
@ Emwadete yia 30 Aetrta o€ 20-32 °C/ 68-89,6 °F.

!
MAévete 3 popég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
— — (apaiwpévo 1:50).
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6.

N

10.

11.

12.

13.
14.

OoD,- ODGE/\./-

450/620 nm

2YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog o€ KGBe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kKaBe opd ue 300 ul pubuIoTIKG didAupa TTAUONG
(apaiwpévo 1:50).

YMNOZTPQOMA

Bacete 100 pl dioAduartog uttooTpwuatog TMB oe kGBe uttodoxéa
XPNOIUOTTOIWVTAG THV TTITTETA.

Etrwadete yia 30 Aetrta o€ 20-32 °C/ 68-89,6 °F. MNpooTarevoTe atmod
TO €VTOVO QWG.

AIAAYMA AIAKOIMNHZ ANTIAPAXHX

Bacete 100 pl diaAUpaTog d10KOTTAG avTidpacong o€ kaBe BuBicua pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV
mITETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(ouvioTdTal TTpoaipeTikG 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

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

TMapadesiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPEMETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

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

0 U/ml 0,056 2,5

3 U/ml 0,144 1,5

10 U/ml 0,311 2,4

30 U/ml 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)

P01 1,357/1,334 1,346 116,2

P 02 0,790/0,781 0,785 45,7
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 Tpérel 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 atrd Tnv TPATTECa QiuaTog cUPPWVa e TNG pubpioelg Tng E.E.
2uvioTAaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAIOUO Kal TTANBUOPOUG aoBevwV.
TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
OOoKIuN gival dkupn Kal Ba TTPETTEN va ETTAVOANPOEI.
Oa Tmpémmel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwyv (TTou TTPOoETOINACTNKAY), OUVONAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.
Edv 1a otoixeia Ta otroia uttoBARBNKav o€ dokiu TTapoucidfouv atrdékAion ) GAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG ) Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpig eUAoyn aiTia, TTIKOIVWVAOTE JE TOV KATAOKEUOOTA 1 TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa 1roioTikA a§ioAéynon diaBAoTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTh Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou PapTupa cav ampoodidpiota. OAa Ta deiypata pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TINEG ApVNTIKA.

ApvnTiKO: OD oqo8evr; < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cut-off < OD qoevp S 1.2 X OD cutoff
08TIK6: OD aofevi > 12 X OD cut-off
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9  Texvikd 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
Mepioxn péTpNong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaaieg
10 Zroixeia Arédoong
10.1 AvaAuTtiki Evaiofnoia
Aokipaoia Tou puBuioTikou diaAupaTog deiypaTtog 30 popéc oe AESKULISA® Phospholipid
Screen-GM divel avaAuTikn evaioBnoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kol Evaiodnoia
H 1TAdka pikpoTiTAotroinong €ival emMKOAUPPEVN peE B2-yAukotrpwrteivn |, KapdIoArTivn,
QWOPATIOUAO-XOAIVN,  -aiBavoAauivn, -IvOOITOAn, -ogpivn KAl OQIyyYOHuegAivn.  Ag
dlammoTwvovtal  avTidpacTikOTNTEG  dlaoTaupwong HMe  AAa  avTiyéva. E@oéocov 10
Phospholipid-8S  cival emkaAuppévo pe didgopa avTtiyova, ol TIHEG Toug, €pOoov Eival
yvwoTEG atrodidovtal edw Pe TN Hop@r) evog Trivaka (IgG).
EvaioBnoia | EidikéTnTa
KapdIoAITTivn 67% 73%
B2-yAukotrpwreivn | 69% 69%
dwaopaTiduloaepivn 62% 83%
o@aTI®UAOIVOTITOAN 69% 75%
dwaoparnduloaiBavoiapivn 62% 78%
PwaopaTnduloxoAivn 62% 79%
10.3 FpappIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikKA ouvaptnon WETAgU Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWHEVOI 0POi TTAPOUCIAZOUV N YPOUMIKA CUPTTEPIPOPG.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuatog (U/ml) (U/ml)
1 1/100 226,0 2240 100,9
1/200 109,0 112,0 97,3
1/400 57,0 56,0 101,8
1/800 26,0 28,0 92,9
2 1/100 170,0 173,0 98,7
1/200 87,0 86,5 100,6
1/400 41,5 43,3 95,8
1/800 20,8 21,6 96,3
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Akpipeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakupavon.

EowTtepikn pé6odog Evdidaueon péBodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 228,0 6,3 1 217,0 5,8
2 169,0 4.8 2 154,0 2,8
3 59,0 3,2 3 53,0 1,6
Alokpiwon

To ToooTIKO cuoTnPa PETPNONG AOYW EAAEIPNG evdg O1EBvoUG TTPOTUTTOU avaQopdg EXEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETpnonG. Ta atroteAéopaTta didovTal 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 AlayvwoTikd péoo

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catélogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIopog TrapTidag
- Lote

uDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- |dentificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- Eupwrdikr oup@uwvia

- Déclaracdo CE de Conformidade

- 96 determinazioni - 96 tests
- 96 tests - 96 pruebas
- 96 Bestimmungen - 96 Trpoodiopiopoi
96 - 96 Testes
elFU - Rispettare le istruzioni elettroniche per l'uso - See electronical instructions for use

i aesku SN

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBNOTE TIG NAEKTPOVIKEG 0Bnyieg Xpriong

- Seguir as instrugdes electrénicas de utilizagdo

- 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

- Contrdle 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 - AvTidpaaTnpio Babpovounang

- 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

WASHB |50x

- Tampon de Lavage

- Soluci6n de lavado

- Waschpuffer

- PubpioTikd didAupa TAUoNG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaoTriplo JIaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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