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Evdedeiyuévn xpnon

AESKULISA® Choline-GM ELISA ¢ivai pia Evlupoavoooloyikn WéBodOG OTepeng @Aong
TToU TTEPIEXEl UWNAAG KaABapdTnTag @uwao@aTtiduAoxoAivn kal Quoikf avBpwTtrivn 2-
yAukotTpwreivn |. EmTpETTel TOV TTOCOTIKG Kal TTOIOTIKO TTpoadiopioud Twv IgG kai/ ry IgM
QVTICWHATWY €vavTl TNG QwoPaTIdUAOXOAIVNG aTov avBpwTmvo opd. AuTd Ta avTiowpaTa
avayvwpifouv €dIkd emmitora TTOoU PBpiokovral otnv em@Aaveia evOG CUPTTAOKOU TTOu
atroTteAeiTal ard euo@aTiOUAOXOAiIvN Kail B2-yAukoTTpwTeivn 1.

O 1pocdiopIoudS aUTWY TwY AVTICWUATWY €gutTnpeTel 0TO va T€BEi n diIdyvwon Kal va
eKTIUNOBEI 0 Kivduvog BpopPwocwg o aoBeveig TTAOKOVTEG ATTO CUCTNPATIKO £puBnuaTwdn
AUKo (ZEA) kal avTigwo@oAImdIko ouvdpouo (APL).

KAIvIKA epapupoyn Kal apxég TG HEB6dou

Ta avriowpata évavtl NG ewoeaTidUAOXoAivng, evog @WOE@OANITTIOIKOU TTapaywyou TG
YAUKEPIVNG, QVKOUV OTNV OPAda TwV  aAvTIQWOQOAITTIOIKWY avTICWUATWY, Ta OTToid
TdooovTal €I0IKA eVAVTIA 0 QWOQONITTIOIO OTTWG gival TT.X. N KAPSIOAITTIVN, N @uoPATIOUAO-
ogpivn, -IVOOITOAN, -aiBavoAapivn, Kal OO@IYYOHUEAIVN Kol TO @QwoQaTidikdé o¢u. Ta
QWO POAITTIOIO €ival cuCoTaTIKA oToIXEIa BIOAOYIKWY UEURPOVWIV.

H eu@davion avTiQwWo@OAITTIOIKWY aVTIOCWHATWY TTEPIYPAPETAI CUXVA OTO OCUCTNUATIKO
epuBnuaTwdn Auko (ZEA) kal o dAeg TTapOuoIEG OOBEVEIEG.

Tnv eu@Avion Twv avTIQWOQONITTIOIKWY AVTICWUATWY C€ auTéG TIG aoBEveleg, TN
XopokTnpifoupe w¢ OeuTEPOTTOBEG AVTIQWOPONITTIOIKG oUVOpouo (ADZ). AvTIBETWG, TO
TpwWTOTTaBEG ADZ XapakTnEiZeTal atrd avTIQWOPOAITTIOIKG QVTICWHOTA XWPEIG TN CUUKETOXA
GAAwv autodvoowv TTaBnocwyv. EEetdoeig £d0eifav, 0TI uTTApXEl OTEVOG OUOXETIONOG METAEU
BpouPwoewy, BPOUBOKUTTAPOTTEVIWV Kal OUVABEIG aTTOBOAWY (WG CUVETTEIQ TTAAKOUVTIAKOU
EUPPAKTOU). O POAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY oThV €EENIEN TG BpouBwaong,
Oev €XEl AKOWN EekaBapioTei TTANPWG.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
op6 Twv acBevwy, €dv autd UuTTdpXOuV, PE TO AvTIYOVO TTOU PPIOKETaI OTNV TTAGKA, TA Wn
ouvdepéva aTolxeia Tou opoU aTTopakpUvovTal 0To £TOUEVO BANA TTAUONG. ETTeita TTpooBEéTovTal
avTI-avOPWITTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 culeuypa (CUuleUYNEVEG OVOOOCQAIPIVEG)
OuVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVEG
avoooo@aIpiveg atTopakpUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUPEVO 0EU (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUyuaTog Tou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIOTOIXWV AvTICWUATWY OTO deiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHxH

Xpwua B
2T0I1XEIO MogétnTa KATTAKIOU S?Aupm Mepiypaer / Mepiexdpevo
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa derypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béeiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%GX‘;'OT'KO OiGAupa mAGong 1 X 20ml Neukd Mpdoivo = Tris, NaCl, Tween 20, ogeidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA INA XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa Katrakio  diaAUpar  lMeprypagn / Mepiexdpevo
0 oG
. oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
ApvTIKGG 0pOg EAEyXOU 1x1,5ml Mpdovo  Aauyég opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvrnpnTiko)
i . ) . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Béeiou
OeTIKdG 0pOG 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% (ouvtnpnTiKo)
ZuyKkEVTpwan KaBe avTidpaaTnpiou Babuovounong: O,
} . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTTivog 0pdg
AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml Neuko Kitpivo (S10AUEVOC), aABoupivN BogIou 0pow (BSA), 0Eeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
SueOypara, 1gG 1% 15ml MiTAe MiAe ZUOT(]TIK(') atoixeio: Avti — ,avepwr,nvn avooooeaipivn
) ) onuadepévn Pe UTTEPOEEIdACN aTrd pagavida,
IgM 1x15ml Mpdoivo | lMpdoivo (SuvmpnTiKS) (BSA)
. . . >1aBepotroinuévn TETPapEBUABEVISivN Kal
Ymootpwua TMB 1 x15ml Maupo Alauyég UTTIEPOEEIBIO TOU UBPOYOVOU (TMB/H,05)
AidAupa diakoTg avTidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVaTpEETE OTNV
MAdka pikpoTiTAoTToinoNG . . S100éaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA PE TNV
Tavieg diaBéaiy .
o o ETMIKAAUYN.

*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN GUYKEVTPWON

Amaitouueva UvAIka:

O avayvwoTng TTAaKWY PIKpoTITAOTToinang 450 nm avaylyvwoKel @iATpa avAyvwaong Kal TTpoalpeTiké 620 nm @iATpa avagopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pul) A TTpooapuolopevn TToAuTTpoxoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emmavaAapBavopevn Tpoxoida, f Tpoxoida TTOAAOTTAWY KavaAlwy 1 auTopaToTroinpévo oUoTnua), atmoppodnTikd xapti. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigotroinBoulv pe kabapd Udwp cUPPwva PE TOUg opiopoug TG PapuakoTroliag
Hvwpévwv MoAireitbv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avTIdpacTAPIO TOU CUVOAOU AvTIOPACTNPIWY Kal 1 HIKPOTTAAGKA TTPETTEl va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oTtoug auBevTikoug TTePIEKTEG. Apaiwpéva  dlaAuuara,
@uAdooovtal oToug 2-8 °C/35,6-46,4 °F yia éva pAva. MNpétmel va Aappdavovtal uttéwn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.

Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpaan wTog aTo dIGAupa uttooTpwHaTog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn hePPpavn NG
OUOKEUAOiag.
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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 KATATOTTIOTEN KAl EKTTAIDEUTEI €10IKA
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 NaNs; pmopei va civar 10EIKO €dv TTpoAneBei 1
atropponBei atrd 1o dépua n Ta pdtia. To NaN; ptropei va avridpdoel 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 avrikaBioTdre MdpTtupeg, BaBuovounTtég, Eviuua 20Ceuéng N WIKPOTTAGKEG
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 dokiyacoiag (20-32 °C/68-89,6 °F) kai avauei§te KaAd. MpéTrel oTTwodATIOTE Va ThPEITal TO
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

Emwaon: Zuviotoupe amédoon Sokipng otoug 30 °C/86 °F yia auTtopatoTTinpéva
OUOTAUATA.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY € BepuoKpacieg Avw Twv
37 °C/98,6 °F. Xpnoiyotrolgite yia TN Afwn Tou SIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoupIia — CUCKEUaOEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIGAUNOTOG UTTOOTPWHOTOG HE EVTOVO QWG. Mn XpnOIUOTTOIEITE yIa TO SIAAUPQ
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
TPWTWY 8 WPWV, dIAPOPETIKA TTPETTEI VO QUAACOOVTAI KAEIOPEVA aEPOOTEYWS 0TOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 10 PEYIOTO. Z€ TTEPITITWON TToU TTPORAETTETAI YEYAAUTEPN DIdpPKEIQ
QuUAaéng, Ta deiypaTa TPETTEl va WuxovTtal oToug -20 °C /-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

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

2UMTTUKVWHEVO pUBUIOTIKO BIdAUpPa TTAUONG: apaiwveTe 1:50 pe atmooTayuévo vepod (r.X. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, cuvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv deIyudTwy TWV aoBevwv:

Aciyyata opou: apaiwvete kal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPa
OelypaTwWY, 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.

Autoparotroinpévn rAuon:

MNa ™ Aeiroupyia Tou epyaAciou Kal To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPOoBETEG
TTO0OTNTEG PUBNIOTIKOU BIGAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo QYopEG.
MikpoTtrAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KaA& kAsiopéva péca oTn HePPPAvn TG cuokeuaoiog oe dpooepd 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
Ta SEiyHaTA TTPETTEI VO TIITTETAPOVTAI XWPIOTA YIa KABE KaTnyopia avTiICWHATWY.

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

A CalA | CalE | P1 A | NC P2

B CalA | CalE | P1 B  NC P2

e cas loar ;s T e oo Y R E—

S eas Toar ;s T e R B

E CalC | PC P3 E | PC

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  Mepiypaen
1. TMpiv améd 1o mTTeTdpIiopa BeRaiwbeiTe OTI £XETE eKTEAETEI TN OIOBIKAGIQ TTPOETOIUATIAG OTIO TO
BAua 7.1 Tapammavw.

2. AkoAouBnoTe Ta TTaPAKATW BAUATA avaAoya PE Ta ETTIBUPNTA ATTOTEAECUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3. Balete ota poPAeTopeva BuBioparta 100 ul atréd £va atmo Ta
TTAPAKATW UAIKG XPNOIYOTTOIVTAG TNV THITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavw:
a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MO2OTIKH epunveia i
b. Avndépaotrpio BabBuovéunong opiakng TIuAG (CC) yia

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

o Apvntikdg opds eAéyyou (NC) kal BeTIKOG opdg eAEyyOoU
(PC) kabwg Kkai

e AiaAupévo opd aocBevwy (P11, P2...)

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

MAévete 3 Qopég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
—_ —_ (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pi

®

30

3x 300ul

30

oD, ODBE/\/

450/620 nm

I

2YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog o€ KABe uttodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG diGAUpA TTAUCNG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

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

TTITTETA.

EmwdédleTe yia 5 AeTTTd TOUAGXICTOV.

AvVaKIVEITE TTPOTEKTIKA TNV TTAAKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTtwv
(ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EPUNVEia

O 1To0o0TIKOG TTPOTdIoPIoHOG eTTITUYXAvETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpaoTtnpiwv Baduovéunong (aGovag y) Evavt g
ouykévTpwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICPO CUVIOTATAI N PHETOPOPG
log/lin ka1 éva Fit 4 TTapauétpwy. Me BAon TNV KAUTTUAN €€akpifwveTal atmd TNV OTITIKA
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.
[epioxy @UOIOAOYIKWYV TIHWV AtrpoodiépioTa O¢eTiKG aToTeEAéouaTa
<12 U/ml 12 - 18 U/ml >18 U/ml
Mapadeiyua mpoadiopicuou

Auté TO TrapAdeiypa Oev EMITPETETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

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

0 U/ml 0,049 0,0

3 U/ml 0,164 2,6

10 U/ml 0,332 2,5

30 U/ml 0,675 0,9
100 U/mi 1,387 0,0
300 U/ml 2,272 0,5

lMapadeiyua umroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) ATtrotéAeopa (U/ml)
P01 1,093/1,105 1,099 77,8
P 02 0,804/0,820 0,812 46,7

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 YE TOV KATAOKEUQOTI ) TOV TTIPOUNBEUTA TOU KIT SOKIUAG.
MNa 1roioTikA a§ioAéynon diaBA0Te TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv BEIYUATWY AOBEVWV. 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 qo8evi < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
OETIK(): OD qqegvr'] > 12 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: 0-300 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 doKIPaaieg
10 Zroixeia Adédoong
10.1 AvaAuTikn Evaiofnoia
Aokipaaia Tou puBuioTikoU dlaAUpaTog deiypatog 30 @opéc oe AESKULISA® Choline-GM
Oivel avaAuTikA evaioBnoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kol Evaiodnoia
H TAdka pikpoTITAOTTOINONG  €ival  ETTIKOAUPMEVN HE  QWOQATIOUAOXOAIVN Kal  QUOIKNA
avBpwTrivn beta-2-yAukotrpwreivn I. Ae diamoTwvovTal avTIdPaaTIKOTNTEG dIacTaUPWaONG UE
GAAa avTiyova.
10.3 FpappIKOTNTA

MNa emAeyyévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ authi Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWHEVOI 0pOi TTAPOUCIAloUV [N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN OUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 141,0 140,0 100,7
1/200 69,0 70,0 98,6
17400 36,9 35,0 105,4
1/800 18,1 17,5 103,4
2 1/100 47,1 46,0 102,4
1/200 24,6 23,0 107,0
1/400 12,1 11,5 105,2
1/800 6,2 5,8 106,9
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10.4 AkpiBeia

10.5

11

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 CVv ApiBp. Méoog 6pog CcVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 145,0 2,8 1 150,0 3,1
2 48,0 3,6 2 53,0 4,2
3 21,0 2,2 3 24,0 4,8
Alakpifwon

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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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 - 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

- |dentificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG TUCKEUNG

- Identificador tnico do dispositivo

Ce

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién 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 electrénicas 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 negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- 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 TTAUoNG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaoThplo JIAKoTIAG avTidpaong

- Solucéo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampo6n Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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