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Evdedeiyuévn xpnon

AESKULISA® Parietal cell civai pia Evupoavogoloyikr uéB8odog aTePENG PAONG TTOU XPNCIKOTIOIE
uynAig kaBapdtntag @uaoikn H+ /K+ —ATPaon yia Tn XwpIoTH TTOCOTIKF Kal TTOIOTIKI avixveuon
QVTICWHATWY EVAVTI TOIXWHATIKWY KUTTAPWY OTOV avBpwITIvo 0po.

AvTiowpuarta evavTia o€ TolXwHaTIKG KUTTapa gival duvatod va BpeBolv oTnv Kakoren avaiyia.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

H kakon®ng avaiyia, n 1o koivA aitia avermdpkelag Pitapivng B12 oto dumikd TTANBUCOO,
xapaktnpietal amd TTaboAoyikEG BAGBEG Tou TTUBPEvVA KAl TOU CWHPOTOG TOU OTOUAYOU. ATpogia
YOOTPIKOU BAEVVOYOVOU, EKAEKTIKI OTTWAEIQ TOIXWHATIKWY KAl KUPIWV KUTTApwY Tou BAevvoyovou Kal
Aep@OKUTTOPIKY dIRBnNon Tou uTToPAEvvoydvIou I0TOU €ival N XOPAKTNPEIOTIKN €IKOVA aQuTAS TNG
0ao0B€velag.

H kakondng avaipia xapaktnpietal ammd auToavTiowuaTta evavtia oto évfupo H+ /K +—ATPaon T10
OTT0I0 PETOQEPEI UOPOYOVO OTA YAOTPIKA TOIXWHATIKA KUTTApa Kal gival apuddio yia Tnv 6&uvan Tou
auAoU Tou oToudYoU. Ta auTOaVTICWHATA QVTI-TOIXWHATIKWY KUTTApwV gival duvatd va avixveubouv
pMéow avooo@Bopiopolu oe 80-90% Twv acBevwv pe Kakorndn avaipia, aAAd pmropoulv €Tmiong va
Bpebouv kai 2-5 % o€ uyi artopa. Ta cuoTAparta dokipaciag ELISA yia tnv avixveuon autwv Twv
QUTOAVTICWHATWY TTapoucidfouv euaioBnoia TTepiTrou 80% Kkai €18IKATNTA TrEPiTTOoU 90 %.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypaTa opou eTwAovVTal OTIG WIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPUEVES
ME TO €18IKO avTiyovo. Katd Tn SIGPKEIQ TNG ETTWAONG CUVOEOVTal TA EIBIKA avTICWPATA aTTd TOoV
op6 Twv acBevwy, €dv autd uTtdpxouv, PE TO avTiydvo TTou PPIioKETal OTNV TTAGKA, TA N
ouvdeuéva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BAA TTAUONG. ETeima TpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVESG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kara tn didpkeia piog €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAI PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVEG
avoooo@aIPiVEG ATTOPAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
QAVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAhayn xpwong oe kKitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO Xpwpoyovo e¢aptdtal amd Tnv T1000TNTA OUleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO OCUUTTAOKO aVTIYOVOU-QVTIOWHATOG Kal £TC1 gival av@Aoyog TTpog Thv apXIKhA
OUYKEVTPWON TWV QVTIOTOIXWV AVTIOWHUATWY OTo deiypa aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHzH

Xpwua P
2T0IXEIO MocodtnTa KATTAKIOU dlaAupar  Meprypagn / Mepiexduevo
oG
51TAdoI0 OUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béciou
(5%) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou varpiou < 0,1%
(ouvtnpnTIKO)
s . 501TAGoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO diahupa mhuong 1 x 20ml Neuko Mpdoivo | Tris, NaCl, Tween 20, ogeidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwpa Xpwpa
2T0IXEIO MoooTtnTa katakio  diaAupar  lMepiypaen / MNepiexduevo
0 oG
) i ) . . AvBpwTTIvog 0pAdg (dlahupévog), aABoupivn Boeiou
ApvnTIKGG 0pGS EAEYXOU 1x1,5ml Mpdovo - Alauyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)
. o ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo opou (BSA), oteidio Tou varpiou < 0,1% (GuvTneNTIKG)
AvTidpaoTripio Baduovéunong . AvBpwTTIvog 0pAdg (SlaAupévog), aABoupivn Boéeiou
OpPIOKAG TIUAG 1x1,5ml MrmAe Kitpivo opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTikd)
ZuyKkEVTpwaon KaBe avTidpaaTnpiou Babuovounong: 0,
AvTidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwmvog 0pog

(diaAupévog), aABoupivn Béeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvTnpnTiKo)

ZUCTATIKA OToIXEia: AVTI-avOpWITTIVR avococ@alpivn
>ulevyyara, IgG 1 x15ml MtrAe MrrAe onuadepévn Pe UTTEPOEEIdAC aTrd pagavida,
aABoupivn Boégiou opol (BSA)

Z1aBepoTroinuévn TeTpapeBUABEVISivn Kal

Yméotpwha TMB 1x15mi Madpo  AIGUYES e nogeisio Tou uBpoy6vou (TMB/H;O,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neukod Alouyég 1M YBpoxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVvaTpEETE OTNV
MAdka pikpoTiITAoTToinONG Taieg Si0BEoIy S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA PE TNV
o o ETMIKAAUYN.

*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN GUYKEVTPWON
Amairodueva vAika

O avayvwoTng TTAaKWY PIKpoTITAOTToinang 450 nm avaylyvwoKel @IATpa avAyvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi wArveg yia diaAlpara. AovnTAg avauigng, TTPoX0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeur TTAUONG WIKPOTTAGKAG (300ul
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwy 1 auTopaToTroinpévo oUoTnua), atmoppo@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 ka1 xpodvog diatppnong

Ta avTidpacTrpia Tou cuvOAou avTIOPACTNPIWY Kal N MIKPOTTAGKG TTPETTEI VO QUAGCCOVTAI
otoug 2-8 °C/35,6-46,4 °F péoa oOTOUG QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. MNpémrer va AauBavovtal utroywn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOTIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpaan wTog aTo diIGAupa uttooTpwHatog TMB. O1 PIKOTTAAGKES va
QuAdooovTal TTavrote 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 ENITPEMNETAI NA XPHZIMOIMOIEITAI MONO A EPFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpnOILOTTIOIEITAl OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI E1O0IK&
oTn xpnoigotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMKIVOUVO UTTO OUVOAKEG evOedelyuévnNGg XPHONG, OCUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva ouoTatikd TOu GUVOAOU avTIdPOOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIOUd Twv 0POOAUWY Kol TOu
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidio Tou
vaTpiou (NaNs3) wg ouvinpnmkd. To NaNs; pmopei va civar 10EIkO €dv TTpoAneBei 1
atropponBei atmd 1o déppa A Ta paTia. To NaNs ptmopei va avridpdoel ye TNV £yKatdoTaon
MOAUBOOU Kal XaAkoU oxnuaTtiCovrag 101aiTepa  eKPNKTIKA HETAAAIKG adidia. Katd Ttnv
aATTopPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG YIA VA ATTOTPEWETE TN dnuioupyia adidiwy.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg Teplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn 3i1dpKeIa TNG EPYACiOg JE TO OET, ATTAYOPEUETAlI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTIOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HECGW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIdV (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 poidévta
avBpwTTIvng TTPoéAcuong de PTTopei TTOTE va atrokAEIoTEl TTAAPWG N TBavoTNTa HOAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. lMNa Tov
AGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv  xapaktnpifoviar wg duvnTIKAd POAUCHATIKOI Kal TTPETTEI VO XPNOIUOTTOIoUVTal
oUPQWVa JE Ta €BVIKA VOUIKA aglwuaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTivaKa
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITHOEIG TNG €6VIKAG
vouoBeaiag.

evikég utrOdEiSEIg

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

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Eviupa Z0Ceuéng N WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNYyroeEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta cuoTaTik@ Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kai avapeifte KaAd. MpéTrel oTwodnTToTE Va TNPEITal TO
KaBopiouévo TTpwTOKOAAO yia Tn die§aywyn TnG doKIpaaiag.

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

Mnv ekBETeTE TTOTE TA OUCTATIKA TOU GUVOAOU QvTIOPAOTNPIWV O€ Bepuokpaaieg dvw Twv
37 °C/98,6 °F. XpnoiyoTroigite yia TN Afwn Tou SIOAUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KaIvoupia — CUCKEUaOWEVA pUyXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUMQ
ouleUyPaTOG TTOTE TA B PUYXN TTITTETAG TTOU £X0UV £pB¢l o€ eTTA@NA PE GAAa avTIdOPACTAPIC.
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H teAikn KAIVIKA S1dyvwon dev Trpétrel va TifeTal poévo pe BAon Ta amroTeAéoHATA TNG
o1e§aypévng dokipaoiag, aAAd amd Tov 1aTp6 Aapfdvovrag utréoyn 6Aa Ta KAIVIKA Kal
gpyaoTnplokd supfjuara. H didyvwon mrpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
O10POPETIKEG BIAYVWOTIKEG HEBSDOUG.

AQyn deiyparog, TrposToipacia Kal UAAgn

ZuvIioTdTtal N xpron @péokwv OelyudTwy opol. H Afwn TOu aipyatog TTPETTEl va yiveral
oupgewva e 1o €0vikK&A vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKA,
algoAupéva ) pyoAuouéva atmd PakTtApia deiyyata opou. Agiyyara opwv TTOU TTEPIEXOUV
owpartidla, 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 TTAAOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWV 8 wpwv, dIAPOPETIKA TTPETTEI va QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAAUTEPN
dldpkela pUAAENG, Ta deiyuaTa TTPETEN va wuxovTal otoug -20 °C/-4 °F.

Aladikacia Tng peddédou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiWwV:

ZUMTTUKVWHEVO PUBMIOTIKO di1dAupa OclyudTwy: apalwveTe 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWHEVO puBuIoTIKG SIdAupa TTAUONG: apaiwvete 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

MNa tnv amouyn Tuxov AaBwv, ouvioTdtal n CAPAVON TWV KATTAKIWY Twv OlIaopwyv

avTIdpaoTnpiwy Babuovounong.

Apdaiwon Twv delyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUT
OelypdaTwWY, T.X. (1X) 1000 pl puBpIOTIKG didAupa deiyudTwy + 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 ™ Asimroupyia Tou e€pyaAciou Kal To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPOOBETEG
TTOoOTNTEG PUBUIOTIKOU dIOAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atToppo@nTIKO XapTi. BaleTe
300 pl apaiwpévo pubuioTIKG SlGAUPA TTAUONG 0€ KABe BUBICUA XPNOILOTTOIVTAG TNV
mTéTa, TTEPIéEvETE 20 deuTepOAeTTTa. ETTavaAdBeTe Tn Sladikacia akoun dUo QopEc.
MikpoTTAdKEG:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KaAd KAciopéva péoa oTn HEPPPAVN TNG cuoKeuaaoiag oe dpooepd uépog 2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTidpaoTnpiwyv

MpoTteivouue TN xprion g MITTETAG yia avTidpacTApia Pabuovounong, opols eAEyXOU Kal

OciypaTa wg €€Ne:
MNa NMOZOTIKH gpunveia

1 2 3 4.

A | CalA |CalE | P1

S oaA Tcae o0 T
C (CalB |CalF | P2

D CalB |CaF | P2

= e Tec U
= e U
G | CalD | NC

H CalD | NC

CalD: calibrator D
CalE: calibrator E

CalA: calibrator A
CalB: calibrator B

CalC: calibrator C CalF: calibrator F

BAupara epyaciag

Brpa  Mepiypaen

MNa MNMOIOTIKH gpunveia

1
NC
NC
CcC
CC
PC
PC
P1
P1

I G Mmoo O W >

PC: positive control
NC: negative control

CC: cut-off calibrator

P2
P2
P3
P3

P1: patient 1
P2: patient 2

P3: patient 3

1. MNpiv amré 1o miTTeTdpIopa BePaiwbeite OTI £xeTe ekTEAéDEI TN BlAdIKACIA TTPOETOINACIOG OTTO TO

BriMa 7.1 TTapPaATIAVW.

2. AKoAouBnaTE Ta TTAPAKATW PriaTa avaloya Pe Ta emMBuPNTa atroTeAéopaTa

TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTopeva BuBioparta 100 ul atréd éva atméd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:

a. Avmdpaotipia Babuovounong (CAL.A éwg CAL.F) yia

MNMOZOTIKH gpunveia A
b. Avndpaotripio BaBuovéunong oplakng TIPAG (CC) yia

u MOIOTIKH eppnveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

e AiaAupévo opd acBevwv (P11, P2..)

+100 pl

(PC) kaoBwg kai
4, C)
5

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

o ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pOG EAEYXOU

I
MAévete 3 popég, 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, ODGE/\/

450/620 nm

I

2XYZEYTMA

Bagere 100 pl SioAOpatog oufelypoTog Ot KGBE UTTOdOXEX
XPNOILOTTOIWVTAG 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).

YMNOZTPQMA

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

Emmwadete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F. [NpooTaTeloTe atmod
TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog dlokoTTAG avTidpaong o€ KaBe BuBioua Pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV
mITETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.
AVOKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETTTA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(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

Mapadsiyua mpoadiopicuou
Auté TO TaPAdEIypa Oev eMITPETETAI VO XPNOIMOTOINGEi yia Tnv gppnveia Twv
ATTOTEAECHATWY TWV A0BEVWYV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,042 0,4
3 U/ml 0,163 2,6
10 U/ml 0,307 0,2
30 U/ml 0,615 15
100 U/ml 1,275 4,3
300 U/ml 2,082 3,8

lNapadeiyua urroAoyiouou

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

P01 1,376/1,389 1,383 122,5

P 02 0,610/0,620 0,615 33,3
Ta Ociyuata Pe TIHEG HEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong mpétrel va avagépovtal wg" >Méeéy." MNpétmel va apaiwvovTal KatdAAnAa kai va
dokipdagovtal gava. Ta deiypaTa he TIHEG MIKPOTEPES ATTO TO EUPOG TINWV TWV AvTIOPACTNPIWV
BaBuovounong Tpétrel va ava@épovtal wg "<EAdy."
Eidika oToixeia tng TTAPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG HE BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuuewva pe Tng pubuioeig NG E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
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
dokKiun gival dkupn kal Ba TTPETTEI va eTTAVaANQOE.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwv (TTou TTPOoETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTupa. MNa tnv ToIOTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ammpoodidpiota. OAa Ta deiypata pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TINEG 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: 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
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 AvaAuTikn Evaiofnoia
Aokiyagia Tou puBuIoTIKOU diaAUpaTtog deiypatog 30 popéc oe AESKULISA® Parietal Cell
Oivel avaAuTikA evaioBnoia 1,0 U/ml.

10.2 EidikéTnTa Kai EvaioOnoia
H mAdka pikpoTiTAoTToinOoNG €ival emMKAAUPPEVN ME uwnAng kKaBapdTtntag H+ /K+ —ATPaon.
Age diammoTWvVovTal evePYOTNTEG dlACTAUPWONG PE AAA avTiyova. Ta auToavTICWHATA AvTI-
TOIXWMATIKWY KUTTApwV €ival duvatd va avixveubBouv péow avooopBopiopou ae 80-90 %
TwV aoBevwyv pe Kakondn avaiyia, aAAd ptmopouv etmiong va Bpebouv kal 2-5 % o€ uyin
aropa. Ta cuotiuata dokipaciag ELISA yia tnv avixveuon auTwv Twv AuTOAVTICWHATWY
TTapoucidfouv suaiodnaia trepitrou 80 % kai 1dikdTNTA TTEPiTTOU 90 %.

10.3 FpappIKOTNT

MNa emAeyyévoug opoug PTTOpece va eEakpIBwOel pia ypappik ouvdptnon MeTagu Tng
apaiwonNg Kal TNG CUYKEVTPWONG TWV AVTIOWUATWY O autrhy Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 194,0 183,0 106,0
1/200 95,0 91,5 103,8
1/400 44,0 45,8 96,1
1/800 21,0 22,9 91,7
2 1/100 93,0 96,0 96,9
1/200 44,0 48,0 91,7
1/400 26,0 24,0 108,3
1/800 11,0 12,0 91,7

8/10




Product Ref. 3511
AESKU. DlAGNOSTlCS Product Desc. Parietal Cell
Manual Rev. No. 004: 2025-02-21

10.4 AkpiBeia

MNa Tov éAeyx0 akpiBelag TG HEBOdOU £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) (%)
1 191,0 4,1 1 195,0 4.5
2 90,0 3,2 2 96,0 3,1
3 33,0 4.5 3 36,0 2,8

10.5 Alakpifwon

To ToooTIKO cuoTnPa PETPNONG AOYW EAAEIPNG evdg O1EBvoUG TTPOTUTTOU avaQopdg EXEl
OIaKPIBWOET pE TTPOOWPIVEG HOVADEG PETPNONG. Ta atroteAéopaTta didovTal o U/ml.

11 BiBAloypapia

Gleeson PA, van Driel IR, Toh B-H (1996) Parietal cell autoantibodies. In: Peter JB,
Shoenfeld Y (eds.), Autoantibodies, pp 600-606, Elsevier, Amsterdam.
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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 positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKOG 0pAG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaoTrplo 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

WASHB [50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PuBpioTikd didAupa TTAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PUBIOTIKG SIGAUNG 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

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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