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Evdedeiyuévn xpnon

AESKULISA Inositol-GM ELISA eivai pia EviupoavoooAoyikh u€6odog oTepERS GACNG TTouU
TEPIEXEl UWNAAG KaBapOTNTaG QwOo@aTIOUAO-IVOCITOAN Kol QUOIKA B2—-yAukotrpwrTeivn .
EmTpETTel TOV TTOOOTIKO Kal TTOIOTIKO TTPpoodiopioud IgG- kal/ f IgM-avTicwpdtwy évavti Tng
QPWOoPATIOUAO-IVOCITOANG OTOV avBpwTTivo 0pd. AUTG Ta avTicwuata avayvwpiouv €idiké
EMTOTTA 0€ éva OUPTTAEYUO TO OTTOIO ATTOTEAEITAI ATTO QWOPATIOUAO-IVOCITOAN Kai (B2-
yAukotTpwreivn |. Ta e1dika etTiTora ekdnAwvovTal Adyw TNG aAANAETTIOpacng auTwy Twv dUo
Mopiwv. O TTpoadIoPICUOG AUTWYV TWV AVTICWHATWY €EUTTNPETEl OTO va TeBei n didyvwaon Kai
va eKTINNOei o Kivouvog Bpoufwoewg o€ acBeveic TTAOYXOVIEG OTTO  CGUCTNMUATIKO
epubnuatwdn AUko (ZEA) kai ADZ.

KAIVIKA epappoyn Kal apxég TG HEBOdou

Ta avricwuata évavtl NG wa@aTiOUAO-IVOCITOANG, evOG GWOPOANITTIOIKOU TTapaywyou TNg
YAUKEPIVNG aviAKouv OTNV opada Twv avTIPWO@OAITTIOIKWY avTICWHATWY, Ta OTroia TacoovTal
€I0IKA eVAVTIO 0 PWOQONITTIOIO OTTWG gival TT.X. N KAPBIONITTIVN, N @WOQATIOUAO-IVOOITOAN,-
alBavoAapivn, -xOAivn, n o@IyyopueAivn kal To @wo@aTIdIKG ogu. Ta Qwo@ONITTIdIa €ival
OUOTATIKA OTOIXEIO BIOAOYIKWY MEPPPAVWDV.

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

Tnv eu@Avion Twv avTIQWOQONITTIOIKWY AVTICWUATWY OC€ auTéG TIG aoBEveleg, TN
XopokTnpifoupe w¢ OeuTEPOTTOBEG AVTIQWOPONITTIOIKG oUVOpouo (ADZ). AvTIBETWG, TO
TpwWTOTTaBEG ADZ XapakTnEIiZeTal atrd avTIQWOPOAITTIOIKG QVTICWHOTA XWPEIG TN CUUKETOXA
GAAwv autodvoowv TTaBnocwyv. EEetdoeig £d0eifav, 0TI uTTApXEl OTEVOG CUOXETIONOG PETAEU
Bpoupwoewv, BPoPBOKUTTAPOTTEVILWY Kal OUVABEIS atTOBOAWY (WG GUVETTEIA TTAOKOUVTIAKOU
eUPPAKTOU). O POAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY oThV £EENIEN TG Bpoupwong,
Oev £XEl AKOWN EekaBapIoTel TTANPWG.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn didpKela TG £TTWACNG UVOLoVTal Ta EIBIKA AvTICWHUATA aTT® TOV
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIyOVO TTou BpiokeTal oTnv TTAGKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal oTo eTOUEVO BANA TTAUONG. ETTeira TpooBEéTovTal
avTI-avVOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 ouleuypa (CUuleUYPEVEG OVOOOCQAIPIVEG)
OuVOEETAl PHE TO OUPTTAOKO aVTIYOVOU — AVTIOCWMATOG TTOU OXNUATIOTNKE TTPIV, OI UN OUCEUYUEVEG
avoooo@aIpiVEG ATTOPOKPUVOVTal OTO €TTOPEVO BApa TTAUoONG. H diatTioTwon Twv ouvOeuévwy
QAVTICWHATWY TTPAYUATOTIOIEITAI HE EVCUUOTIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUPEVO 0EU (aAAaynl Xpwaong oe KiTpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal ammrd Tnv TTo00TNTA OUleUyuaTog Tou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog 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 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 TTAUoNg 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 o

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 AvBpwTmivog 0p6g (Biahupévag), akBoupivn Boetou

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)

ZuykévTpwaon KaBe avTidpaaTnpiou Babuovounong: O,
B} . . . & 3, 10, 30, 100, 300 U/ml. AvBpwTivog opdg

AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml NeUKO Kitpivo (SI0AUEVOC), aABoupivN BogIou 0pow (BSA), 0feidio
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 diokoTig 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 évtacon Tou XpwpaTog 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€aptripata (KUAIVOpog 100-1000ml), dokipaoTikoi 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
OOKIPOTiEG HAG €XOUV WG OXEDIAOTEI yIa va xpnaolpoTroinBouv pe kabapd Udwp cUPPWVA PE TOUG OPICHOUG TNG PapuUaKOTTONag
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacTrpia Tou GuvOAoU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOTouG QUBEVTIKOUG TTEPIEKTEG. Apalwuéva dlaAuuara,
@uAdooovtal oToug 2-8 °C/35,6-46,4 °F yia éva pAva. MNpétel va Aaupavovtal uttéwn ol
NUEPOMNVIEG ARENG TTOU avaypd@ovTal 0T CUCKEUATIQ KAl OTIG ETIKETEG TOU KABE oUOTATIKOU.
Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
QuAdooovTal TTavrtote WE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
OUOKEUOOiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO A EPIFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpnOIWOTToIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KOl EKTTAIOEUTE E10IKA
oTn xpnolgotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
1I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHONG, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva ouoTatikd TOu GUVOAOU avTIOPAOTNPiwY TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIOUd Twv 0POOAUWY Kol TOou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidio Tou
vaTpiou (NaNs) wg ouvinpnmiké. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei amd 1o déppa A Ta paTia. To NaNs ptmopei va avridpdoel ye TNV £yKataoTaon
MOAUBOOU Kal XaAkoU oxnuaTtiCovrag 101aiTepa  eKPNKTIKA HETAAANIKG adidia. Katd Ttnv
aATToOpPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIA va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn 3i1dpKeIa TNG EPYACiOg JE TO OET, ATTAYOPEUETAlI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoTpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TIPOIGV (opoi
eAéyxou kal avTidpaoTrpia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidévta
avOpwTTIVNG TTPoEAEUONG OE UTTOPEI TTOTE va atTokAEloTel TTAAPpWG N MBaveTNTa NOAUVONG ME
TOUG ava@epOpevous i Kal de GAAoug akdun ayvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AOGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovialr w¢ duvnTIKA HOAUCUATIKOI Kal TTPETTEI va XPNOIKoTTolouvTal
oUPQWVa JE Ta €BVIKA VOUIKA aglwuaTa.

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

Fevikég utrOdEiSEIg

TNV TTEPITITWON KATA TNV OTT0ia 01 TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Aev TTPETTEl va avTAAAGCOOVTAI JEPOVWPEVA auoTaTIKG SIAQOpwWY TTAPTIOWV Kal EpYAALia TNG
ookiyaaiag, dIOTI auTtd PTTopEi va 0dnNynRoel o€ aANOiwaN TWV ATTOTEAECHATWV.

ApnoTe 6Aa Ta cuoTaTikd Tou 0T va AdBouv Beppokpaacia dwuatiou TTpiv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kai avaueigre kaAd. Mpétrel omwodATTOTE va TRPEITAI TO
KaBopiouévo TTpwTOKOAAO yia Tn die§aywyn TnG doKIPaaiag.

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

Mnv ekBETeTE TTOTE TO OUCTATIKA TOU GUVOAOU QvTIOPAOTNPIWV Ot BepuoKpaaies dvw Twv
37 °C/ 98,6°F. Xpnoiyotroigite yia TN Afwn tou SIGAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KAIvoupIia — CUCKEUaOWEVA pUYXN VIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUMQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTA@A HE GAAa avTIdpACTAPIA.

H tehik KAIVIKR Si1dyvwon dev mpémel va TiBeTal pévo pe Baon Ta aToTEAéCoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKA Kal
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epyaoTtnplakd supfuara. H didyvwon tmpémrel va emBeRaiwvVeTal XPNOIMOTTOIWVTAG
O10QOPETIKEG SIaYVWOTIKEG HEBOSOUG.

AQyn deiyparog, TrposToipacia Kal UAagn

2UuvIOTATal N XpNon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog TTPETTEl va yivetal
oupgewva e Ta €0vikd vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKA,
aigoAupéva | poAucpéva atrd BakTtrpia deiydarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeToUVTal JE XAMNAR TaxUTNTA 0T CUOKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aipatog o€ KaBapd, oTeyvd Kal Keva @IaAidIa.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEl va XPNOIKMOTToINBoUv eviog Twv
TPWTWYV 8 wpwv, dIAPOPETIKA TTPETTEI va QUAACCOVTAl KAEIOPEVO AEPOOCTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO PEYIOTO. & TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
o1dpkela QUAAENG, Ta deiyuata TTPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWUEVO PUBMIOTIKO dIdAupa OclyudTwy: apalwveTe 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWHEVO pUBuIoTIKG SIGAUpha TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.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 avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUUa
OelypdaTwy, 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
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 SlIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.
MikpoTTAdKEG:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa atn pePPBpdvn TnG ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTidpaoTnpiwyv

2UVIOTOUUE VA TTITTETAPETE TA AVTIOPAOCTAPIO BaBUOVOUNONG, TOUG OpoUG €AEyXOU Kal Td
OciypaTa wg €€Ne:

ZHMEIQZH: Ze mrepimTwon mou mTPOKEITAI va TTPOCdIopIoTOUV SIAPOPES KATNYOPIES
avricwpdTwy (IgG kai IgM) mapdAAnAa, Ta avTidpaoTipia Baduovounong, ol opoi
eAéyxou Kal Ta OgiypaTta TTPEITEl VA TITTETAPOVTOI XWPIOTA yia KABe Karnyopia
AVTICWHATWYV.

MNa NOZOTIKH epunveia MNa NOIOTIKH epunveia

1 2 3 1 2 3

A CalA | CalE | P1 A | NC P2

B CalA | CalE | P1 B NC P2

C CalB | CalF | P2 C | CC P3

S oas Tcar 1ea T o U B

E CalC | PC P3 E | PC

F CalC | PC P3 F | PC

e o e T = I R R

H CalD | NC H P11
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC.: cut-off calibrator P3: patient 3

BAupara epyaciag

Bripa  Iepiypapr

1. Tpiv atmod 1o mMTmeTApIoua BeBaiwbeiTe 0TI £xeTe eKTEAETEI TN dIAdIKACIA TTPOETOINATIOG ATTO TO
Bria 7.1 TTapaTTavVW.

2. AkoAoubnoTe Ta TTapakdTw Bripata avaloya pe Ta emMOUUNTa ammoTeAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTopeva BuBioparta 100 yl atmd éva atrd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. Avmdpaotipia BaBuovounong (CAL.A €éwg CAL.F) yia
MMO2OTIKH epunveia i
b. Avndpaotrpio BabBuovéunong opiakng TiuAg (CC) yia
u OIOTIKH epunveia

100 ul Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
g o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou

(PC) kaBwg kai
o AloAupévo opd aoBevwy (P1, P2...)

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

30
5.
! MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUONG
- - (apaiwpévo 1:50).

3x 300ul
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N

10.

11.

12.

13.
14.

0D.- OD%

4501620 nm

2XYZEYTMA

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 popd pe 300 pl pubuIoTIKG diGAUa TTAUONG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl dloAupartog utmoaTpwuatog TMB oe kdBe utrodoxéa

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 diaAupatog dlakoTrAg avTidpaong o€ KA BuBioua e
TN O€IPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA YIa 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm eviég 30 AemTwv
(ouvioTdral TrpoaipeTikG Kal oTa 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.
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

0 U/ml 0,029 1,9
3 U/ml 0,138 2,1
10 U/ml 0,266 0,9
30 U/ml 0,550 14
100 U/ml 1,168 2,4
300 U/ml 2,024 1,0

lMapadeiyua ummroAoyiouou

AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,777/0,801 0,789 52,6

P 02 1,136/1,129 1,133 95,1
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 TapTidag, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO €AEYXOU.
latpikd epyacTApia PTTopoUV va SIEEAYouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kal/  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, EEOTTAICUO Kal TTANBUOPOUG 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 TEXVIKA ¢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 SOKIMNG.
MNa 1roioTikA a§ioAéynon diaBAoTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY 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
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
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 AvaAuTtiki Evaiofnoia
Aokipacia Tou puBuioTikoU dlaAupartog dciypatog 30 @opégc oe AESKULISA® Inositol-GM
Oivel avaAuTiki evaioBnoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kol Evaiodnoia
H mAdka MIKpOTITAOTTOINONG €ival ETMIKAAUMUEVN ME QUOIKN avBpwITivil @wa@aTiduAo-
IVOoITOAN. Ag dIATTIOTWVOVTAI QVTIOPACTIKOTATEG dIACTAUPWONG e GAAQ avTiyova.
10.3 FpapMIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOel pia ypauuikh ouvaptnon MPETagu NG
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O autrhy Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOg OTI
MEPOVWHEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBp. Apaiwon
Agiyuarog
1 1/100

1/200
1/400
1/800
2 1/100
1/200
1/400
1/800

METPNMEVN CUYKEVTPWAN

(U/ml)
125,0

64,0
30,5
14,6
96,0
48,0
23,4
11,8

QAVAPEVOUEVN GUYKEVTPWON

(U/ml)
126,0

63,0
31,5
15,8
98,0
49,0
24,5
12,3

99,2

Avaktnon (%)

101,6

96,8
92,4
98,0
97,9
95,5
95,9
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Akpipeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N E0WTEPIKN Kal evdIdpeon dlakuuavon.

EowTtepikn pé6odog Evdidaueon péBodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 29,1 2,1 1 32,9 2,6
2 64,4 5,5 2 66,7 5,0
3 104,5 8,4 3 100,6 8,9
Alokpiwon

To TMoooTIKO cUCTNPO PETPNONG AOYW EAAEIYNG evog B1EBvOUG TTPOTUTTOU avapopdg £XEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETpnoNG. Ta atroteAéopaTta didovral og 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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