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Evdedeiyuévn xpnon

AESKULISA® Ethanolamin-GM ELISA civai pia Ev{upoavoooAoyikry pEBodOg OTEPENRG
@aong Tou TTEPIEXEl UPNAAG KaBapdtTnTag @wao@aTtidulo-aiBavoAauivn kKal QuoIK B2—
yAukotTpwreivn |. EmTpéTTel Tov TTOOOTIKO Kai TToIoTIKO TTpocdiopiopd 1gG- kai/ R IgM-
QVTICWHATWY  €vavTl TNG Qwo@aTiduAo-aiBavolapivng otov avBpwTrivo opd. Autd Ta
avTICWHATa avayvwpifouv €I0IKA €TTITOTTA O €va CUPTTAEYUA TO OTTOIO aTTOTEAEiTAl OTTO
ewao@aTidulo-aiBavoAapivn kai B2-yAukotrpwreivn |.

O T1poodiopIouds AUTWY TWV AVTICWUATWY €EUTTNPETEI OTO va TeBei n didyvwon Kal va
eKTIUNOBEI 0 Kivduvog BpouPuwoews o aoBeveic TTAOXOVTEG ATTO CUCTNHATIKG €puBnuaTwdn
AUKo (ZEA) kai ADZ.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avricwuata €vavtl TNG wo@aTIdUAo-aIBavoAapivng, evog QuO@OAITTIOIKOU TTapaywyou
TNG YAUKEPIVNG aVvAKOUV 0TV Ooudda Twv avTiIQWO@QOAITTIOIKWY avTICWUATWY, TA OTToia
TdooovTal €I0IKA eVAVTIA 0 QWOQOANITTIOIO OTTWG gival TT.X. N KAPSIOAITTIVN, N @uoPATIBUAO-
ogpivn, -IVOOITOAN, -XOAivn, n o@lyyouueAivn Kai To @wao@aTidiké ofu. Ta pwagoAimidia sival
OUOTATIKA OTOIXEIO BIOAOYIKWY HEPBPAVWV.

H eu@davion avTiQwWo@OAITTIOIKWY aVTIOCWHATWY TTEPIYPAPETAI CUXVA OTO OCUCTNUATIKO
epubnuaTtwdn Auko (ZEA) kal ae GANeG TTapOUOIEG OODEVEIEG.

Tnv eu@Avion Twv avTIQWOPONITTIOIKWY AVTICWUATWY OC€ auTéG TIG aoBEveleg, TN
XapakTnpifoupe w¢ OeuTEPOTTABEG AvTIQWOPOANITTIOIKG CUvOpouo (ADZ). AvTIBETWG, TO
TPWTOTTABEG ADZ XapakTnEiCeTal atrd avTIQWO@OAITTIOIKA QVTICWHOTA XWPEIG TN CUPPETOXNA
GAAwv autodvoowv TTaBnocwyv. EEetdoeig £d0eifav, 0TI UuTTApXEl OTEVOG OUOXETIONOG METAEU
Bpoupwoewv, BPOPPBOKUTTAPOTTEVILWV Kal CUVABEIS aTTOBOAWY (WG CUVETTEIA TTAOKOUVTIOKOU
eUPPAKTOU). O POAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY oThV £EENIEN TG Bpoupwong,
Oev £xel AKOWN EekaBapioTel TTANPWG.

21N BIBANoypagia TTEpIypAPETAl ETTAVEIANUPEVA, OTI TA AVTICWHATA £VaVTI TG @WOQATIOUAO-
a1iBavoAapivng gpgavifovtal o€ OUOIEG 1) TAUTOONUES TTABOYEVETIKEG CUOXETIOEIG OTTWG KAl TA
AVTIKAPSIOAITTIVIKA QVTIOCWUATO KOl TA AvTIOWHATA £vavtl TG @wo@atidulo-oepivng. H
ewaoeatidulo-aiBavoAapivn gival SITTOAIKO QWO @OAITTIOI0, TO OTToi0 BpioKeTal GTNV £EWTEPIKN
KAl €OWTEPIKA TTAEUPA TWV KUTTAPIKWY HEPBpavwy. MMBavweg OuuueTEXEl oTnv €&EAIEN
BpopBwTIKWYV eTTEICOdiWY, £pdoov Trailel kK&tmolo poAo oTnv 0d6 TnG TTpwTeivng C Kal aTnv
aTrevepyotroinon Tou Trapdyovra Va péow evepyotroinuévng mpwreivng C. Ta avTiowuata
EvavTl TNG ewoeaTidulo-aiBavoAauivng Ba prropolcav va TTai(ouv atmo@acioTIKO pOAo oThv
€CENIEN TNG vooou Tou ADZ, uéow avaoToAng TNG evepyoTroinuévng TTpwreivng C. Ze PEPIKES
TTEQITTITWOEIG  €UPAVICOVTOI TA QVTICWMOTA €vavTl TG Qwao@aTidulo-aiBavoAapivig wg
MOVOOIKA QVTICWMPATA Kal atroTeAOUV ETO1 Padi ME Ta avTIKOPDIOAITTIVIKG avTIoWPATA €va
oNPavTiKG dIayvWoTIKG PECO.
Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta E1I8IKA avTIoWPATa aTTd TovV
op6 Twv acBevwy, €dv autd UuTTAPXOUV, PE TO AvTIYOVO TTOU PPIOKETAI OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BAa TTAUONG. ETreira rpoaBEéTovTal
avTI-avOPWITTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn Oidpkeia piag €mwaong, 1o oUfeuypa (CUCEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl UE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avooO0o@AIPIVEG ATTONAKPUVOVTAl OTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twy ouvOeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayh xpwaong oe Kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo egaptdtal amd Tnv TT000TNTA OUuleUyuaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO aVTIYOVOU-AVTIOWHATOG KAl £TO1 €ival avdAoyog TTPog ThV apXIKhA
OUYKEVTPWON TWV QVTIOTOIXWV AvTICWUATWY OTo deiypa aoBevolg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

. 7 Xpwpua XpU’J!JG a .
2T0IXEIO MoodtnTa KQTTAKIOU 22}Aupm Mepiypaen / Mepiexopevo

51TAdoI0 OUYKEVTPWON
1 x 20ml 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 lA XPHZH
q 2 Xpwpa Xpu’u'pa a 2

2T0I1XEIO MogétnTa KQTTAKIOU ng)\upar Mepiypaer / Mepiexdpevo

. oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Boeiou
ApvnTIKGS 0pdG EAEyxOU 1x1,5ml - Tipdawo — AlOWYES (5 (BSAY), 0€eidio Tou vaTpiou < 0,1% (GUVTNENTIKG)
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo Kitpivo AvBpuwTrivog 0p6g (Biahupévag), akBouivn Boeiou

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

AvTidpaoTrpio Babuovounong AvBpwTTIvog 0po¢ (diaAupévog), aABoupivn Bogiou

OPIOKAG TIMAG 1x1,5ml MrAe Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKo)
ZuyKkEVTpwan KaBe avTidpaaTnpiou Babuovounong: O,
B} . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTivog opd
AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml NeUKO Kitpivo (SI0AUEVOC), GABOULIVN B(’)elgu opoog(BpSPf) oteidIo
Tou vaTpiou < 0,1% (ouvtnpnTikd)
Sulevypata, IgG 1 x 15ml MTTAe MTTAe ZUOT(]TIK(:}( oTolxeia: AVTl-qyepwnlyn avoogocpmpivn
i i onuadepévn pe uTrEPogeIdAoN atrd pagavioa,
IgM 1x15ml Mpdoivo Mpdoivo aABoupivn Béeiou opou (BSA)
. , . Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwha TMB 1xsml - Madpo  AIOWYEG e neeisio Tou uBpoyGvoU (TMBIH,O5)
AidAupa diokoTg avtidpaong | 1 x 15ml Neukod Alouyég 1M YBpoxAwpikd o&u

Aegv givai Me amrooTrwevoug uttodoxeig. Avatpégte aTnv
Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
o) EMKAAUYN.

12x8 Aev gival

MAGka pikpoTITAOTTOINONG Taieg SIaBEoI0

* H évtaon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON
AlMNAITOYMENA YAIKA

AvayvwoTng TTAQKWY HIKPOTITAOTToiNoNG 450 nm TTou avaylyvWokel QIATPa avayvwong Kal TTpoaipeTiké 620 nm  @iATpo
avagopdg (600-690 nm). NudAiva e€aptrpara (KUAIvOpog 100-1000ml), dokipacTikoi CwARVES yia SiaAuuaTta. AovnTAg avapigng,
méTeg akpifeiag (10, 100, 200, 500, 1000 pl) | TTpooappolduevn TToAuTITTETa (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKOG
(emavaAapBavépevn mmméTa 300ul | TITTETA TTOAMOTTAWY KAvaAIWV 1] auTopaTtoTToiNuévo ouoTnua), amoppopnTiké xapTti. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIAOTEI yIa va xpnaoipoTroinBouv pe kabapd Udwp cUPPwva Pe Toug opiopoulg TG PapuakoTroliag
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikig @apuakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacThpia Tou cuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKA TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa OTOug QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva prva. MNpémer va AauBavovtal utméoywn ol
NUEPOMNVIEG ARENG TTOU avaypd@ovTal 0T CUCKEUOTIQ KAl OTIG ETIKETEG TOU KABE oUOTATIKOU.
Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwv! MNpémer va
aTTo@eUyETal N £viovn €TiOPACN QWTOG aTO didAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKESG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn pePPpavn NG
ouOoKeuaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia
AAYTO TO NPOION EMITPEMETAI NA XPHZIMOMOIEITAI MONO A EPFAXZTHPIAKH
XPHZH (IN VITRO AIACNQZTIKH).

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 €TKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHOoNG, CUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

Zuordosis Kal uérpa mpoeuAaéng

Mepovwpéva cuoTatikd Tou OuvoAou avTidpaoTnpiwy TrepiEXouv  duvnTiKA ETTIKivouva
avTidpaoThpIa, Ta oTroia eival duvaTtd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidlo Tou
vaTpiou (NaNs) wg ouvinpnmiké. To NaNs; pmopei va civar 10EIKO €dv TTpoAneBei 1
atropponBei atrd 1o dépua n Ta pdtia. To NaN; ptropei va avrnidpdoel Je TNV eykaTaoTaon
MOAUBOOU Kal XaAkoU oxnuaTtiCovtag 101aiTepa  eKPNKTIKA HETAAANIKG adidia. Katd Ttnv
aTroppIYn, CETTAUVETE He PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg Teplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn di1dpKela TG £pyaoiag JE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTIOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEGW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TIPOIdV (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, e Tpoidvta
avBpwTTIvng TTPoéAcuong de PTTopei TTOTE va atrokAEloTel TTAAPWG N TBavoTNTa POAUVONG e
TOUG ava@pePOPEVOUG | Kal e GAAOUC akOun AyvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovralr wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKOTToIouvVTal
oUPQWVA JE Ta €BVIKA VOUIKG aglwuaTa.

Emeidry 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTivaKa
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOQOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVHOTE JE TOV KATAOKEUQOTH ) TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyacoiag (20-32 °C/68-89,6 °F) kal avaueigte KaAdQ. MNpETTel oTTWodATIOTE va TnpEiTal TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia auTOHATOTTINMEVA
ouUCTAHATO.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIOPACTNPIWY OE BepuoKpacieg dvw Twv
37 °C/ 98,6 °F. Xpnoiyotroigite yia TN Aqwn Tou OI0AUUATOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA 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 YE GAAa avTIdpACTAPIA.
H teAik KAIVIKA S1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplakd gupfuarta. H didyvwon tpémel va emieBAIWVETAI XPNOIMOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

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

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 wpwv, dIAPOPETIKA TTPETTEI va QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. & TTEPITITWON TTOU TTPORAETTETAI PEYOAAUTEPN
oldpkela QUAAENG, Ta deiyuata TPETE va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

7.1

MpocToipacia
Apaiwon CUPTTUKVWHEVWY avTISpacTnpiwy:

ZUNTTUKVWHEVO PUBMIOTIKO BIGAUNa 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 amouyn Tuxov AaBwv, OuvIOTATal N CAPOVON TWV KATTAKIWV Twv O1aQopwV
avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwv:

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

MAdon:

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

AuTtoparotroinpévn Adon:

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

XeipokivnTn wAUON:

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

ATtropokpuveTe Ta BuBiopata TTou dev €X0oUv XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn pePPBpdvn TnG ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F
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ZXAMa d1avoung avTidpaoTnpiwyv

ZuvIoTOUUE va TITTETAPETE TA AVTIOPACTHPIa BaBuovounaong, Toug opoug eAEyxou Kal Ta OeiyuaTa wg
£gng:

ZHMEIQZH: ZX& TrepiTTTwon T1TOU  TIPOKEITAI VA TTPOCOIOPICTOUV BIAPOPESG KATNYOPIES
avTiowpdTwy (IgG A/kar IgM) rapdAAnAa, Ta avridpacTthpia BaBuovounong, o1 opoi eAéyyxou
KOl Ta deiyHaTa TTPETTEI VA TTITTETAPOVTAI XWPEICTA Yia KAOE KATNYOPia aVvTICWHATWY.

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

B can lcae pr e .

B CalA | CalE | P1 B  NC P2

C CalB | CalF | P2 C | CC P3

S eas Toar ;s T e R B

= e Tec P E— o S R R —

F CalC | PC P3 F | PC

G CalD | NC G P1

e e T 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
BApata gpyaciag

Bripa  Iepiypapr

1.  Mpiv ammé 1o mmeTdpiopa BePaiwbeite 0TI £XeTE ekTEAETEI T S1AdIKACIO TTPOETOINACIOG ATTO TO
BrAua 7.1 Topatdvw.

2. AkoAouBnoTte Ta TTapakdTw BrAPaTa avdAoya pe Ta emOuuNTa atroTeAéouaTa
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3. Balete ota mpoPAeToueva BuBiopara 100 ul atréd £va atmo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavw:
a. AvmidpacTtipia Babuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotrpio BabBuovéunong opiakng TiuAg (CC) yia
u lOIOTIKH epunveia

Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TTapakdTw:
+100 i . . . . . .
o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG 0pdg eAEyxoU

(PC) kabwg kai
e AloAupévo opo acBevwy (P1, P2...)

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

30’

5.  [washs]

|
MAévete 3 Qopég, kGBe @opd pe 300 pl puBuIOTIKG didAupa TTAUONG
— —- (apaiwpévo 1:50).

3x 300ul
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6.

N

10.

11.

12.

13.
14.

=

+100 pl

3x 3004l

0D, OD%

450620 nm

2XYZEYTMA

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe uttodoxEQ

XPNOIJOTTOIWVTAG TTITTETA.

Emwdadete yia 30 Aetrtd o€ 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. [NpooTaTeloTte atmod

TO £VTOVO QWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog S1okoTTAG avTidpaong o€ KA BuBioua Pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOCINOTTOIWVTAG ThV

TTITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA YIa 5 OeUTEPOAETTTA.

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

6/10




AESKU,DIAGNOSTICS  ~eaeves

Manual Rev. No. 004: 2025-01-16

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.
Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<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 % (Alokupavon)

BaBuovounong

IgG/M

0 U/ml 0,039 3,2
3 U/ml 0,172 5,4
10 U/ml 0,330 3,2
30 U/ml 0,663 0,6
100 U/ml 1,302 2,0
300 U/ml 2,115 0,6

lNapadeiyua urroAoyiouou

AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,917/0,910 0,914 52,0
P 02 0,443/0,454 0,449 15,8

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong pétrel va avagépovtal wg" >MEy." MNpétrel va apaiwvovTal KaTGAANAa Kai va
ookiyagovtal Eavd. Ta deiypata Pe TINEG HMIKPOTEPES aTTO TO EUPOG TIWV TWV AVTIOPACTNPIWY
BaBuovounong Tpétrel va ava@épovtal wg "<EAdy."

Eidika oToixeia tng TTaPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va diegdyouv eAEyXoug TToIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECa aiaTog CUNPWVA PE TNG pubpioeig TnG E.E..
2uvioTAaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAICNO Kal TTANBUOPOUG aoBevwV.

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

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

Edv 1a otoixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpig eUAoyn aiTia, ETMIKOIVWVAOTE JE TOV KATAOKEUQOTA 1 TOV TTPOUNBEUTA TOU KIT SOKIMNAG.
MNa 1oioTikA a§ioAéynon diaBAcTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ampoodidpiota. OAa Ta deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTIKO: OD oo8evi; < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD qoegvr'] S 12 X OD cut-off
OcTIKO: OD qotevi > 1.2 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 Adédoong

10.1 AvaAuTtiki Evaiofnoia
Aokipaoia Tou puBpIoTIKOU diaAupaTog deiyuatog 30 popég oe AESKULISA® Ethanolamine-
GM divel avaAuTikr euaiodnaoia 1,0 U/ml.

10.2 Ei1dikéTnTa Kol Evaiodnoia
H mAdka pIKpOTITAOTTOINONG €ival ETMIKAAUMUEVN ME QUOIKN avBpwITivil @wa@aTiduAo-
aibavoAauivn  kai  @uoikp  avBpwtivn  B2-yAukotrpwTteivn . Ag  diamoTwvovTal
avTIOPACTIKAOTNTEG dlACTAUPWONG HE AAAA avTiyova.

10.3 IFpappIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ authi Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWPEVOI 0pOi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuarog (U/ml) (U/ml)
1 1/100 123,0 125,0 98,4
1/200 61,3 62,5 98,1
1/400 29,7 31,3 94,9
1/800 15,2 15,6 97,4
2 1/100 81,4 80,0 101,8
1/200 42,8 40,0 107,0
1/400 21,4 20,0 107,0
1/800 9,8 10,0 98,0
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10.4 AkpiBeia
MNa Tov éAeyxo akpifeiag TG pEBOdoU eCakpIBWONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOXES
TNG TTPATUTING KAWTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdidaueon pébodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 132,0 5,3 1 128,0 4.8
2 84,0 3,7 2 82,0 3,3
3 35,0 2,5 3 33,0 2,7

10.5 Alakpifwon
To ToooTIKO cuoTnPa PETPNONG AOYW EAAEIPNG evdg O1EBvoUG TTPOTUTTOU avaQopdg EXEl
OIaKPIBWOET pe TTPOOWPIVEG HOVADES PETPNONG. Ta atroteAéopaTta didovTal o U/ml.
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PuBuioTikd cUpBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApIBu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog apTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tnico 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 Trpoodiopiopoi
- 96 Testes

elFU

"w agsku e

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electrénicas de utilizacédo

- 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)

- ®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

- Karaokeuageral amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakodg opdg AvTidpaaTripio Babpovounong

- Calibrador de cut-off

- Controllo positivo

- Positive Control

CON/|+

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- 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 - Z0Zeuypa
- 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 TAGoNg

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

STOP

- Reagente bloccante

- Stop solution

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIoTIKG SiGAupa SelypaTwy

- Diluente de amostra
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