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Evoedeiypévn Xpion

AESKULISA® Cenp-B ELISA civai pia Evfupoavoooloyikii péBodog oTepeng ¢pAaang Trou
TepIEXEl KaBapr] avacuvduaopévn avBpwtivn 80 kDa kevrpouepidiakr Tpwteivn (Cenp-B).
H dokipoaoia emITPETTEI TOV TTOOOTIKO KAl TTOIOTIKG TTPO0dIOPICHS 1gG-avTIOWPATWY €VavTi TOU
Cenp-B oTtov avBpwtivo opd pe uywnAdtatn €dkéTATa Kai euaicbnoia. H dokipacia
gtuttnpeTei 010 va T€Bei n diAyvwon TNG CUCTNUATIKAG OKARPUVONG Kal Tou ouvOpoduou
CREST.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

To PBaoikd onueio oUvOEONG EUKAPUWTIKWY XPWHOOWHATWY, OTO OTIoi0 01 adeApég
XPWHOTIOEG BpiokovTal OTEVA OUVOEDEUEVEG, OPICETAl WG KEVTPOWEPIDIO. To KevTpouepidlo
TTaidel onUAvTikKé POAO OTO JIAXWPICHO TWV XPWHOCWHATWY KATA TN dIAPKEIA TNG MITWTIKAG
Kal MEIWTIKAG KUTTAPIKNG dlaipeang. H TTOAUTTAOKN TTEPIOXH TOU KEVTPOMEPIdIOU dopeiTal atrd
VOUKAEOTIOIKG  TuAPOTa  Kal  ammd  didgopeg  TpwTeiveg. O1  Tpelg  oTroudaldTEPES
KevTpouepPIdIaKES TTpwTEivES eival: Cenp-A (17 kDa), Cenp-B (80 kDa) kai Cenp-C (140 kDa).
H cuoTtnpaTtiki okAApuvon gival éva TTOAUCUOTAUATIKO aUTOAVOCO vOonua TToOU TTAPOUCIACEI
OuUCTNUATIKA ivwon Tou CUVOETIKOU 10TOU KAl XOPAKTNPIOTIKA QUTOAVTICWHATA £VAVTI TWV
KevTpouepidlakwy TpwTeivwy Kal TNG DNA- Totmoioopepdong | (Scl-70). Ta avricwuata
EvavTl TNG KEVTPOUEPIBIOKAG TTpwTEIVNG B gival xapaktnpioTiké yia 1o ouvdpouo CREST, 1o
oTroio eival pia apyd e€feAlcoduevn Yop@n TNG CUOTNUATIKAS OKARpuvong. 210 oUvOPOuO
CREST TtrapartnpouvTtal Ta €£1¢ cuptTwpaTa: Aspuatikr) acBéotwon, eaivopevo Raynaud,
dlaTapax£G TNG KIVATIKOTNTAG TOU 0100QAY0U, AKPOOKANPODEPUIA, KAl TEAEQYYEIEKTATIEG.
Méxpr ka1 70-80 % Twv acBevwv pe ouvdpopo CREST kai 25 % Twv acBevwyv TTOU
eupavifouv @aivopevo Raynaud éxouv avTIOWPATA EVAVTI KEVTPOUEPIDIOKWY TTPWTEIVWV.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiyuata opou emmwdlovral OTIG MIKPOTTAAKESG, Ol OTToieg €ival
ETTIKOAUPPEVEG PE TO €1BIKO avTiyovo. Katd tn didpkeia NG €mwaong ouvdéovTal Ta
€I0IKA avVTIOCWHATA aTTd TOV 0pO TWV aCBevwY, €AV AUTA UTTAPXOUV, HE TO avTiyOvo TTOU
BpiokeTal oTnv TAGKA, TO PN OUVOEUEvVa OTOIXEID TOU OpoU OTTOMOKPUVOVTAlI OTO
eméuevo Bripa TTAUONG. 'ETTEiTa TTPpocBETovTal avTI-avBpWITTIVEG AvOCOC@AIPIVESG, Ol
oTToieg gival oufeuypéveg pe utrepo&eiddon atrd pagavida (oUlsuyua). Katd mn didpkeia
Miag eTwaong, 10 oUleuypa (OUCEUYUEVEG AVOOOOPAIPIVEG) OUVOEETAI UE TO CUUTTAOKO
avTIiyovou — QvTICWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVEG AVOCOOQPAIPIVES
atropakpuvovTal oTo  €mOhevo Bripa TAUong. H diamioTwon Twv ouvlePévwy
QVTIOWPATWY  TTPOYUATOTIOIEITAI  PE  €VOUUATIKA XPWOTIKN avTidpacon (UTTAE) Tou
UTTOOTPWHATOG, N oTToia avaoTEAAeTal pe SiaAupévo ogu (aAAayr xpwong ot Kitpivo). O
BaBubég oxnuaTiopgol XPWHOTOG atmd To XpwHoydvo eEaptdral atmd TNV TTo0o0TNTA
ouCelyuaTog TToU PBpiokeTal ouvoedEPEVN WE TO CUUTTAOKO QavTIyOVOU-QVTIOWHOTOG KOl
€101 gival av@dAoyog TTPOG TNV ApXIKA CUYKEVTPWON TWV QVTIOTOIXWV AVTICWHATWY OTO
O¢ciyua aocBevouc.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN ATl1O TH XPHZH

Xpwua e
2T0I1XEIO MogétnTa KATTaKIOU dioAUpaT  [Mepiypagr) / Mepiexdpevo
og
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa derypdrwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Boeiou
(5%) 1 x20ml Aeukd KItovo 500 (BSA), 0teidio Tou varpiou < 0,1 %
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%BX‘;'OT'KO OiGAupa mAGong 1 X 20ml Neukd Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1 %
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa katakio  diaAupar  [lMepiypaen / MNepiexduevo

0 0g

AvBpWwTTIvog 0pAd¢ (dlahupévog), aABoupivn Bdeiou
ApvnTIKOG 0pOG EAEYXOU 1x1,5ml Mpdoivo = Alauyég opou (BSA), o&gidio Tou vatpiou < 0,1 %
(ouvTnpnTIKO)

AvBpWwTTIvog 0pAd¢ (dlahupévog), aABoupivn Bodeiou
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo opou (BSA), o&gidio Tou vatpiou < 0,1 %
(ouvtnpnTIKO)

AvBpWwTTIvog 0pAdg (dlahupévog), aABoupivn Bodeiou

Avmispactripio BaBpovopnong 1x1,5ml MrrAe Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1 %

OpIaknG THNS (ouvTnpnTIKO)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml N\eukd Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwrmivog 0p6g

(Sd1aAupévog), aABoupivn Boeiou opol (BSA), ogeidio
Tou vaTpiou < 0,1 % (ouvtnpnTikd)

uoTaTiKa oToIXEia: AVTI-avBpwTTivn avocoo@aipivn
>ulelypara, IgG 1x15ml MTTAe MrtTAe onuadepévn pe utrepoeIdaon atrd pagavioa,
aABoupivn Béeiou opou (BSA)

>1aBepotroinuévn TETPapEBUABEVISivN Kal

YmooTpwya TMB 1x15ml Madpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1 M YdpoxAwpik6 o&u
12x8 é\%l Aegv givai Me amooTwevoug uttodoxeic. Avatpégte aTnv
MAdka pikpoTiTAoTroinang Tawieg SioBEoIy Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
o o EMKAAUYN.

* H évTaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
AmaitoUugva vuAika

O avayvwoTng TTAaKWY pIKpoTITAoTToinang 450 nm avaylyvwoKel QIATpa avayvwaong Kal TTPoalpeTiko 620 nm @iATpa avapopdg
(600-690 nm). ludAiva efaptApata (kKUAIVOpog 100-1000 ml), dokipyooTikoi owAAveg yia diaAupara. AovntAg avapigng,
Tpoyoideg akpifeiag (10, 100, 200, 500, 1000 pl) A Tpocappolduevn ToAUTIpOoXOida (100-1000ul). Xuokeury TAUGNG
pIKpoTTAGKag (300 pl emavalapavopevn Tpoxoida, A TTPox0ida TTOANATTAWY KAVOAMIWVY 1) QUTOPATOTTOINUEVO CUCTNUA),
amoppo®nTikd xapTi. O1 dokihagieg Hag éxouv wg oxedlaoTei yia va xpnoigotroinBolv pe kabapd Udwp cUPPWVA UE TOUG
opiopoug Tng GapuakoTroliag Hvwpévwy MoAireiwv (USP 26 - NF 21) kai Tng EupwTraiknig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avTidpacTAPIO TOU CUVOAOU avTIOPACTNPIWY Kal N PIKPOTTAAKA TTPETTEI va QUAGCOOVTAI
otoug 2-8 °C / 35,6-46,4 °F péoa oOTOUG auBEVTIKOUG TTEPIEKTEG. Apaiwpéva dlaAuuara,
@uAaooovtal oTtoug 2-8 °C / 35,6-46,4 °F yia éva pniva. Mpémrer va Aaupdavovtal uttéyn ol
nuepounvieg AAENG TTou avaypd@ovTal GTN CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE CUCTATIKOU.

Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpacTnpiwyv! MNpémer va
aTToQeUyETaI N £viovn €TTiIOPACN QWTOG aTO dIdAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKEG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn hePPpavn NG
OuOKeUaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TNA EPFAZTHPIAKH
XPHZH (IN VITRO AIAFNQZTIKH).

MpéTTel va XpNoIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOIO £X€I KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn xpnolgotroinon in vitro dlIayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMIKIVOUVO UTTO OUVONAKEG evOedelyuévnNg XPHONG, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG ACPAAEIAG:

Zuordosis kal uétpa mpoeuiaéng

Meuyovwpéva ouoTaTikd Tou auvoAou avTIdpaoTnpiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAAECOUV €peBIOUd Twv 0POOAUWY Kol TOou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidlo Tou
vaTpiou (NaNs) wg ouvinpnmiké. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei amd 1o déppa | Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU kal XaAkoU oxnuaTifoviag 101aiTepa €KPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aATTopPIYn, EETTAUVETE UE PEYAAO OYKO UDATOG YIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg Teplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn didpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (opoi
eAéyxou kal avTidpaoTrpia BaBuovopnong) amodeixTnkav Katd Tov EAeyxo yia nmatimnda 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 ayvwoToug TTaBoydvoug opyaviopous. lMNa Tov
AGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovialr w¢ OuvnTIKA HOAUCUATIKOI Kal TTPETTEI va  XPNOIKoTTolouvTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvOQEPETAl OTOV  TTivaKd
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utTodEigEIg

TNV TTEPITTITWON KATA TNV OTTOIA 01 TTANPOYOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWYV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVAOTE PE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utTAékeTe n avrikaBioTdre Mdptupeg, BaBuovounTtég, Eviuua 20Csuéng N MIKPOTTAGKEG
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnRoel o€ aTTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Beppokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaaoiag (20-32 °C / 68-89,6 °F) kal avauei¢te KaAd. Mpérel omwodnTTOTE VA TnpeEiTal
TO KaBOpPIoHEVO TTPWTOKOAAO yia TN dieEaywyn TnG SoKIPaaiag.

Emwaon: Zuviotolupe amdédoon dokiuyng otoug 30 °C / 86 °F yia autopatotTinpéva
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIdPACTNPIWY O BEPUOKPACTieg Avw Twv
37 °C / 98,6°F. Xpnaoiyotroigite yia T Aqyn Tou SIGAUPATOG TOU UTTOOTPWHATOG TTAVTOTE
KaIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG KE EVTOVO QwG. Mn xpnoIuoTToIEiTe yia TO SIGAUNQ
ouleUyPaTOC TTOTE TA iBIa PUYXN TTITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE GAAa avTIdOPaACTAPIC.
H tehik KAIVIKR Si1dyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amrd Tov 1aTp6 Aaupdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIJOTTOIWVTAG
S10@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2UuvIOTATal N Xpnon @PEoKwv delyddTwy opol. H AfRwn Tou dipyatog TTPETTEl va yivetal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
aigoAupéva | poAucpéva atrd Baktrpia deiygarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeToUvVTal JE XAMNAR TaxUTNTAa 0T CUOKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal KeEva QIaAidia.

Katétmv dlaxwpiopou Ta deiydata TTAAGOPOTOG TIPETTEl va XPNOIMOTTOINBoUV €VTOG TwV
TPWTWY 8 WPWV, dIAPOPETIKA TTPETTEI VA QUAACOOVTAI KAEIOPEVA AEPOOTEYWGS OTOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 10 PEYIOTO. Z€ TTEPITITWON TToU TTPORAETTETAI YEYAAUTEPN BIdpPKEIQ
QuUAaéng, Ta deiypaTa TPETTEl va WuxovTtal oToug -20 °C /-4 °F.

Aladikacia Tng pedddou

7.1

MposToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiWwV:

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

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

MNa tnv amopuyn Tuxov AaBwv, CuvioTATAl N CANOVON TWV KATTAKIWY Twv OIdQopwv
avTidpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwyv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG dIGAUUG
oeypdtwy, 1.X. (1x) 1000 pl pubpioTikd didAupa derypdtwy + 10 pl 0pdg.

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 OyKo TTPETTEI va AngBouv uttéwn TTPOoBETEG
TTOoOTNTEG PUBUIOTIKOU dIOAUPATOG TTAUCNG
XeipokivnTn wAUON:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atToppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo pubuIoTIKG SIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETa, TTEPIEVETE 20 deutepOAeTTTa. ETTavaAGBeTe Tn diadikacia akopn dUo QopEg.

MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0ouv XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAQ KAEIOPEVa péoa oTn PEPPPAVN TNG ouOKeuaaiag o€ dpoaepd Pépog (2-8 °C / 35,6-
46,4 °F).
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7.2 ZXAMA SIOVOURG avTIOpaCTNPIiwV

7.3

MpoTteivoupe TN Xprion T¢ TITTETAG YIA avTIdOPACTAPIa BaBuovounong, opoug eAEyxou Kal

deiypara wg egng:
MNa NMOZOTIKH gpunveia MNa MOIOTIKH epunveia
1 2 3 q 5 s o

A | CalA |CalE | P1 A NC P2

B | CalA |CalE | P1 B | NC P2

TR TR e oo Y R

S cas (car (p2 | = e

E CalC | PC P3 E  pC

F CalC | PC P3 E | pC

e o e | = I A R

o e T e TR
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. TMpiv amd 10 TTTETAPIoUA BEPAIWBEITE OTI £XETE eKTEAEDEI TN SlAdIKACIA TTPOETOINAGIAG ATIO TO
BrAua 7.1 opatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrpaTa avadAoya Pe Ta TBUPNTA aTToTEAEéOUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

3.
+100 pl
o)
5.
— —
3x 3004l

I

OPOI EAEMXOY & AEITMATA

Balete ota poPAeTopeva BuBioparta 100 ul aréd £va atmo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavw:
a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotrpio BabBuovéunong opiakng TIuAG (CC) yia
TOIOTIKH epunveia
ETriong, Bacete amd 100 pl atmd kabBéva atrd Ta TTaPAKATW:
o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG opdg eAEyxoU
(PC) kabwg Kkai

e AiaAupévo opd aocBevwv (P11, P2...)

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

MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
(apaiwpévo 1:50).
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N

10.

11.

12.

13.
14.

L

+100 pl

®

30°

3x 3004l

30’

OD,; ODG\NA/

450/620 nm

I

>YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kaBe @opd pe 300 ul pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIYOTTOIWVTAG TNV TITTETA.

Etrwadete yia 30 Aemrtd oe 20-32 °C / 68-89,6 °F. lNpooTtarevoTe

aTTo TO £VTOVO PWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog d10KOTTAG avTidpaong o€ kaBe BuBicua ue
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TNV

TITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTrwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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Moo oTIKA KAl TTOIOTIKA EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPICUO GUVIOTATAI N PHETAPOPE
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTA TOU OEiYUATOG N CUYKEVTPWON TwV avTIowudatwy og U/ml.
Meploxf @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadesiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPETETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv

ATTOTEAECHATWY TWV ACOEVWV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,049 1,9
3 U/ml 0,146 2,1
10 U/ml 0,337 2,7
30 U/ml 0,667 1,3
100 U/ml 1,246 1,6
300 U/ml 2,213 2,3

lMapadeiyua ummroAoyiouou

AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,814/0,795 0,805 44,3

P 02 1,568/1,553 1,561 141,7
Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovTal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiyagovtal Eavd. Ta deiypata Pe TINES HIKPOTEPES aTTO TO EUPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTrel va avagEpovTal wg "<EAay."
Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpikd epyacTApia PTTopoUlv va SIEEAyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA AiaTog CUNPWVA PE TNG pubpioeig TnG E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV HE TA KPITHPIA, N
OOoKIuN €ival dkupn Kal Ba TTPETTEl va ETTAVAANPOEI.

Oa Tmpémel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv ta oToixeia Ta otroia uTToBAABNKAV 0€ BOKIKN TTApPoucIAfouv atrokAIon f dAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG ) Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA f TOV TTPOUNBEUTH TOU KIT SOKIMUNG.
MNa 1roioTikA a§ioAéynon diaBAcTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv BEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA agloAdynon TTpoTeiveTal va BewpouvTal Ta
ociypuata 20 % yupw amd Tnv TIPA Tou papTupa cav atmmpocdiopiota. OAa Ta deiypaTta 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 oToIxeia
YAIKO delyhaTwy: Opébg
OykKog delyudTwV: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA
OelyudTwy
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C / 68-89,6 °F
MeploxA pETPNONG: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/ 35,6-46,4 °F OTIG auBeVTIKEG QIAAEG
ApIBubG Twv TTPOodIoPIoCPWY: 96 dOKIPOTIES
10 Zroixeia Arédoong
10.1 AvaAuTtiki EvaioBnoia
Aokiyacia Tou puBuioTikoU SiaAUpatog deiypartog 30 popéc o AESKULISA® Cenp-B divel
avaAuTikA euaioBnoia 1,0 U/ml.
10.2 EidikéTnTa kKai EvaioOnocia
H mAdka pikpoTiTAoTroinong eival emKkoaAuppévn pe avBpwtrivn avacuvduacouévn 80 kDa
KevipouepIdiakn TpwrTeivn B. Ae diamoTwvovtal avTidpacTiKOTNTEG dlaoTalpwaong Pe AAAQ
avTiyova. Méxpr kai 80 % Twv aoBevwyv pe ouvdpouo CREST kai 25 % Twv aoBevwv TTO0U
eppavifouv @aivopevo Raynaud éxouv avTIOWPATA EVAVTI KEVTPOUEPIDIOKWY TTPWTEIVWIV.
10.3 FpappIKOTNTA

MNa emAeyyévoug opoug PTTOpece va eEakpIBwOei pia ypappikh ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWUATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV AVTICWHATWY OUwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuatog (U/ml) (U/ml)
1 1/100 271,0 275,0 98,5
1/200 135,0 137,8 98,0
1/400 69,0 68,8 100,3
1/800 34,1 34,4 99,1
2 1/100 164,0 166,0 98,8
1/200 84,0 83,0 101,2
1/400 42,1 41,5 101,5
1/800 21,1 20,8 101,4
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10.4 AkpiBeia
MNa Tov éAeyxo akpifelag TG neEBOdoU £CaKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES
NG TTPATUTING KAWTTUANG N ECWTEPIKN Kal evoidueon diakuuavan.

EowTepikn pé6odog Evlidpeon pébodog
ApiBp. Méocog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (U/ml) (%) deiyparog (U/ml) (%)
1 265,0 1,5 1 261,0 1,4
2 122,0 2,3 2 119,0 2,5
3 44,0 4,1 3 46,0 3.8

10.5 Alakpifwon
To AESKULISA® Cenp-B éxel diakpiBwBei évavt gvog opol avagopdg Tou CDC Atlanta
(Centers for Disease Control and Prevention). Ta ammoteAéopara didovral oe U/ml.

11 BiBAloypapia
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12 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 péoo

- 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 optidag
- Lote

UDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- Eupwrdikr oup@uwvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

" 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

- Oplakég opdg AvTidpaaTripio Babpovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- 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 - AvTidpaaTnpio Babpovounang

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- 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 - PUBpIOTIKG 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

- Tampo6n Muestras

- Probenpuffer

- PuBpioTiké didAupa Serypdtwy

- Diluente de amostra




