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Evdedeiypyévn xpnon

AESKULISA ANA-HEp-2 quantitative ecivar pia Ev{upoavoooAoyikr] péBodog OTEPENG
QPAoNG TTou ETTITPETTEI TOV OAIKO TTOCOTIKO KAl TTOIOTIKO TTPOCOIOPIOUS aVTIOWHUATWY TNG
uttoopddag IgG, ta otroia TdooovTal évavtl KUTTApwv Hep2 oTtov avBpwTrivo opd. Kdbe
uttodOoXEaG €ival €MKAAUPPEVOSG HE KUTTapa Hep2 tmou €xouv utrooTei Auon. H dokipaaia
avixvevel e kdBe uttodoxéa Ta oAIKA ANA évavtl dikhAwvou DNA (dsDNA), 1otévwy, SS-A
(Ro), SS-B (La), Sm, snRNP/Sm, Scl-70, Jo-1 Kal KEVTPOUEPIDIOKWY TTPWTEVWV OTTWG
€1TioNg 0poUg ol oTToiol gival BeTikoi oTov avooo@Bopioud (IFT) ue HEp2.

H dokipyacia €EUTINPEETEl OTN TWV CUCTNUATIKWY PEUPATIKWY TTaBRcewy OTTwG €ival o
OUOTNMOTIKOG €pubnuaTwdngG AUKog (ZEA), o1 HIKTEG TTABROEIC TOU CUVOETIKOU 10TOU, N
okAnpodeppia, To auvdpopo Sjdgren, n TTOAUPUOGITIOA KAl N SEPUATONUOCITIOA.

KAIVIKR ) epappoyn Kal apxég Tng uE6odou

a avTirmupnVvika avtiowparta (ANA) Tdooovtal evavtia evog peyaAou apiBuou TTUpnVIKWY Kal
KUTTAPOTTAQOMOTIKWY avTIYOVWY Kal gP@avidovTal e uywnAr ouxvotnTa O0€ CUCTNHATIKEG
PEUMATIKEG VOoOUG. Na 1o Adyo autd o TTpoadiopiouds Toug eival éva onuavtikd Bonontiké
Méoo vyia Tn diagopodiayvwon. ‘Etol, myx. 1a avriowuara SS-A (Ro)- kai SS-B (La)
ouoxeTiCovTtal ge To ZEA kal e To ouvdpopo Sjogren (SS), Ta avri-dsDNA avTicwuaTta Kai Ta
avTi-Sm avriowuata pe 10 ZEA, Ta avricwpaTta €vavil 1IoTovwv JE To ZEA kair pe TO
QPAPMOKEUTIKO AUKO, Ta avTi-RNP- avTiowuata pe TIC MIKTEG TTABACEIS TOU OUVOETIKOU 10TOU
Kal ge 1o ZEA, Ta avti-Scl-70 avriowparta pe TN okAnpodepuia (TTPO0BEUTIKY) CUCTNUATIK
OKAfjpuvon) Ta avTi-Jo-1 avTICWHPATA PE TNV TTOAUPUOGITION Kal T EPUATOPUOCITION Kal Ta
QVTICWHATA £VAVTI TWV KEVTPOUEPIDIOKWY TTPWTEIVWYV e To ouvdpouo CREST.

‘Ewg onuepa, n HEBOdOG ekAoyng yia Tnv avixveuon Twv ANA ATaV O €PPECOG
avooo@Bopioudg (IFT) oe eukapuwTikd KUTTapa OTTwWG eival Ta KUTTapa Hela kai Hep2. O
IFT eivar BéBaia pia euaioBntn péBodog, n dokipacia peydAou apiBuou opwv SPwg eival
KOTTIOOTIKF). AKOun eival duvatd 10 cUOTNPA SOKIPNOOIAG va UTTOKEITAI OPIOHEVWY AaBwv,
AOYw TNG epunveiag TWV OTTOTEAEOUATWY ATTO TO TTPOCWTTIKO TOU EPYACTNPIOU KAl TwV
dI10POpPWV PETAEU YIKPOOKOTTIWV avooo@Bopiopou. To cuotnua dokipaciag ELISA atroteAei
€101 Pia e€aipetn evAAAAKTIKN) AUon wg TTpog Tov IFT, yia Tnv €&€Tacn opwv 600V agopd Tnv
utmapén kAiviké onuavtikwv ANA.

H €101IkoTNTa TWV Pepovwuévwy ANA gival duvaTtd va TTpoodIopIoTeEl HEoW TNG DOKIPOCIag YE
€10IkG ELISA, Ta otroia xpnoiyotrololv Ta avTioToixa avTiyova. AuTd €TTITPETTEI Wia aTTAn Kal
agiomoTn diagopotroinon Twv ANA cUP@wva PE TNV €I8IKOTNTA TOUG.
ApXég TnG doKipaoiag

Ta diaAupéva 1:101 deiypaTta opou eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKeia TG €TWacng cuvdEovTal Ta EI0IKA AVTICWHATA aTTd TOV
opo Twv acBevwy, €dv autd uttédpyxouv, PE TO avTiyovo TTou PpiokeTal OTnv TTAGKA, Ta un
ouvdeuEva aTolxeia Tou opoU aTTopakpUvovTal aTo TTOUEVO BAua TTAUCNG. 'ETreita TrpogBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVES, 01 OTTOIEG €ival OUleuyuéveG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piag €mwacng, 1o ouUleuypa (CUleUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVEG
avoooo@alpiveg atTopakpuvovTal 0To €TTOPEVO BApa TTAUong. H diattioTwon Twv ouvdeuévwyv
QVTICWUATWY TTPAYUATOTTOIEITAI UE EVCUPOTIKN) XPWOTIKA avtidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diahupévo o&U (aAhayny xpwong o€ kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo e¢aptdtal atrd Tnv TT000TNTA OUleUypaTog Tou BpiokeTal
ouvdedepévn PUE TO OUUTTAOKO avTIyOVOU-QVTICWHATOG KAl €TO1 gival avadAoyog TTPog TNV apXIKNA
OUYKEVTPWAN TWV QVTIOTOIXWV AVTICWHUATWY OTO deiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

Xpwua Xpwua
2T0IXEI0 MoooétnTa Katrakio  dloAUpar  Mepiypaen / Mepiexduevo
0 oG

5TTAdoIa0 OUYKEVTPWON
1 x 20ml Neukd Kitpivo Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiko)

PuBuioTiké didAupa delypdtwy
(5x)

PuBpioTiko didAupa TTAUoNg 50mAdaia ouykévipwaon

(50%) 1 X 20ml Neukd Mpdoivo Tris, NaCl, Tween 20, o&gidio Tou vatpiou < 0,1%
(ouvtnpnTIKO)
ETOIMA lIA XPHZH
Xpwpua Xpwpa
2T0IXEIO MogoétnTa Katrakio  diaAUpar  Meprypagn / Mepiexdpevo
0 oG
. . . . . AvBpwTIvog 0pog (diaAupévog), aABoupivn Boeiou
ApvnTIKGG 0pog EAEyXOU 1x1,5ml Mpdowvo - Aiauyég opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKO)
. o ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Boéeiou
Oerikdg 0pSg eAtyxou 1x1,5ml Kokkvo - Kirpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTnpnTiko)
Avnﬁgaomplo BaBuovéunong 1x15ml MriAe Kfrpivo AVGE)UI)T[IVOQ op('?v; (6|aAupévqg), aABogpivn Boeiou ]
OPIOKAG TIUAG opou (BSA), o&gidio Tou vatpiou < 0,1% (ouvtnpnTikd)
Zuykévipwan KaBe avTidpaaTnpiou Babuovéunong: O,
AvtidpaoTripia BaBuovounong | 6 x 1,5ml N\eukd Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpumivog 0pog

(diaAupévog), aABoupivn Bdeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvTnpnTiKO)

ZUCTATIKA oToIXEia: AVTI-avOpwITIvh avoooo@alpivn
>ulevyyaTa, IgG 1 x15ml MrrAe MrTAge onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
aABoupivn Bogiou opol (BSA)

>108epoTToinuévn TeTPpapeBUABEVISivn Kal

Yméotpwha TMB 1 x15ml Madpo  AIGUYES e nogeisio Tou uBpoy6vou (TMB/H;O,)
AidAupa diokoTig avTidpaong | 1 x 15ml A\€UKO Alouyég 1M Y3poxAwpikd o0&l
Aev

Aev gival | Me ammoomwuevoug uttodoxeig. Avatpégte oTnv

. . 12x8 givai . . . .
MAd&ka pikpoTiITAOTTOINONG Taieg Si0BEoIy SIGGEGIH 21%&2\)(\53;?10 1 yIa TTANPOQOPIEG OXETIKA PE TNV
o .

*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN CUYKEVTPWON
Amaitouueva UAIKQ:

O avayvwoTng TTAaKWVY pIKpoTITAoTToinang 450 nm avaylyvwaokel QiATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa avapopdg
(600-690 nm). MNnuaAiva egaptripata (KUAIvEpog 100-1000ml), dokipaoTikoi CwARVeG yia diaAUpaTa. AovnTrg avapiEng, TTPOX0Ideg
akpiBeiag (10, 100, 200, 500, 1000 pl) 4 TTpocappolopevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
eTmavaAauBavopevn Tpoxoida, f Tpoxoida TOAAATTAWY KavaAiwv A autopaToTroinuévo oUaTtnua), amoppo@nTiké xapTi. Ol
OOKIPOTiEG HAG €XOUV WG OXEDIAOTEI yIa va xpnoipoTroinBouv pe kabapd Udwp cUPPWVa Pe Toug opIopoUlg TG PapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng EupwTraikig @apuakotroliag (Eur.Ph. 4th ed.).

®UAagn kal xpovog diatipnong

Ta avridpacTApia Tou ouvOAou avTIOPACTNEIWY Kal N PIKPOTTAGKA TTPETTEl va QUAdCTOovTal
oTtoug 2-8°C/35-46°F péoa OTOUG QUBEVTIKOUG TTEPIEKTEG.  Apaiwpéva  diaAluara,
QuAdooovtal oTtoug 2-8°C/35-46°F vyia €éva prva. lMpémer va AapBdvovrar uttdyn ol
nUEPouNVieg ANéng TTou avaypd@ovTal 0Tn CUCKEUOTIQ Kal OTIG ETIKETEG TOU KAOE GUOTATIKOU.

Mn xpnoiygoTroisital Anyuéva ouoTaTik@ oToixeia Tou cuvoAou avTtidpaoTtnpiwyv! MNpétel va
atroeuyeTal n évrovn €midpacn ewTog 0To dIdAupa utTtooTpwHaTog TMB. O1 JIKOTTAGKEG va
@uAdooovTal TTaviote JeE &NPavtikG UAIKO KoA& kKAsiopéveg péoa oTn peuPpdvn Tng
OUOKEUATiag.
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Y1rodeigeig Kal TTpo@UAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

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

MpéTTel va XpNOIUOTIOIEITOI OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTEI KA EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
1I01aiTepa ToEIKG A €MKiVOUVO UTTO OUVOAKEG evdedelyuévnNG XpPriong, OUMBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAAln TNG PEYIOTNG AOPAAEING:

2uordosic Kai uétpa mpopuAiaéng

Mepovwpéva cuoTatikd Tou cuvoAlou avTidpaoTnpiwy TTEPIEXOUV dUVNTIKA ETTIKiVOuva
avTidpacThpia, Ta otroia gival duvaTtd va TTPOKAAECOUV €peBIOUO TwV OPOOAUWY  Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKA SIaAUpaTa TTEPIEXOUV aidio Tou
vatpiou (NaNs:) wg ouvinpnmkd. To NaNs; pmopei va eivar 10gIk6 €dv TTpoANgBEi n
atroppo@nBei atd 10 déppa | Ta pama. To NaNs ptropei va avtidpdoel ue TNV €yKatdoTaon
MOAUBOOU Kal XaAkoU oxnuatifovtag 101aitepa ekpnKTIKG HETAAMIKG alidia. Katd Ttnv
aTroppPIYn, EETTAUVETE PE PEYAAO OYKO UDATOG yIa VA OTTOTREWETE TN dnuioupyia adidiwv.
MapakaAw avarpéete oTIC dladikaoieg atToAUpavong OTTwg Treplypdgovrtal amd T CDC i
GAAeG TOTTIKEG! €BVIKEG OBNYiEG.

Kard tn didpKela TG Epyaciag € TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XPNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpacThpia avBpwTTIvNG TTPOEAEUCNG TTOU TTEPIEXOVTAI OE QUTO TO TIPoidv (opoi
eAéyxou kal avtidpacoTrpia Baduovéunong) atmodeixTnkav Katd tov EAeyxo yia nmatinda B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 w¢ apvnTikd. Ouwg, o€ Tpoidvra
avBpwTTIvng TTpoéAeucng de PTTopEi TTOTE va ATTOKAEIOTEN TTARPWG N MBavoeTnTa HdAUVONG JE
TOUG ava@ePOUEVOUG 1 Kal e AAAOUG aKkOUN AyvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOYyO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwyv  xapaktnpifovialr wg OuvNTIKG POAUCHATIKOI Kal TTPETTEl VO XPNOIMOTTOoIoUVTal
oUPQWVA JE Ta €BVIKA VOUIKA agIuaTa.

Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG avo@EPETAl OTOV  TTiVAKa
TTEPIEXOMEVWIY, TIPETTEI VA TO XPNOIMOTIOIEITE CUPQWVA HE TIG ATTAITAOCEIS TNG €BVIKAG
vouoBeaiag.

Fevikég utrodEiSEIg

TNV TTEPITITWON KATA TNV OTToia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUNTIEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 EOQAAUEVEG, ETTIKOIVWVIOTE E TOV KATAOKEUAOTA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv ptTAékeTe n avTikaBioTdre MdpTtupeg, BaBuovountég, Eviupa Zuleuéng n WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO UTTOPEI VA 0dNYNROEl O€ ATTOKAICEIG OTA ATTOTEAEOATA.

ApnoTe OAa Ta cuoTaTiKG Tou O€T va AdBouv Beppokpaacia dwatiou TTpIv atmd TNV €vapén
NG dokipaaciag (20-32°C/68-89,6°F) kai avauei¢te KaAd. MNpémer oTwodnATTOTE Va TnPEiTal TO
KaBopiopévo TTpwTOKOAAO yia Tn dieEaywyn Tng dokipaaiag.

Emwaon: ZuviotoUpe amodédoon OSokipyng otoug 30°C/86°F yia auTOHATOTTINMEV
ouUCTHHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTNPiwyY 0 Bepuokpaacieg avw Twv 37
°C/ 98,6°F. Xpnoipotroigite yia TN Afwn ToUu OIOAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KaIvoUpIa — CUCKEUOOPEVA pUyXN YIO TNV TTITTETA, VIO VO ATTOQEUYETE HOAUVOEIG. ATTOQEUYETE
TNV £TTA@H TOU dICAUPATOG UTTOOTPWHATOG HE EVTOVO PWG. Mn XPnOIYOTIOIEITE yia TO dIGAUPQ
ouleUyPaTOG TTOTE TA iBI0 PUYXN THITTETAG TTOU €X0UV £pB¢el o€ eTTa@ Pe GAAa avTIdpaoTrApIa.
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H teAik kKAIvIKA Si1dyvwon dev mpémrel va TiBeTal povo pe Baon Ta ATTOTEAECHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTpd AdupBdvovrag utroywn 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuarta. H didyvwon mpémel va emBeRAIWVETAI XPNOIMOTTOIWVTAG
O10POPETIKEG SIAYVWOTIKEG HEOOSOUG.

6  AQyn deiyparog, TrpoEToINaTia Kal UAAn
ZuvioTaTtal N Xpnon @pEéokwv OeIyuATwy opou. H Afwn Tou aiyatog TPETEl va yiveral
oupgewva pe 1o €0viKG voupikd agiwuata.Na pn XpnolgoTTolouvTal: IKTEPIKA, MITTOIMIKG,
aigoAupéva i yoAuopéva atmd BakTApla deiypaTta opou.
Agiyyata opwv TTOU TTEPIEXOUV CWUATIOIA, va TOTTOBeTOUVTAlI WE XaWNAR Taxutnta OTn
ouokeur Quyokévtpnong (<1000 x g). ZuAAéyeTe Ta deiypaTa aipaTog o€ KaBapd, OoTeEyva Kal
KEVA QlaAidia.
Katémyv diaxwpiopgou Ta deiygata TTAACHATOG TIPETTEL VA XPNOIYOTTOINBoUV €viOg Twv
TPWTWV 8 wpwv, OIAPOPETIKA TTPETTEI va QUAGCGCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO YEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI UEYaAUTEPN DIdpKEIX
QUAaéng, Ta deiypaTa TTPETTEl va WuxovTal aToug -20°C/-4°F.

7  Aadikaoia Tng pE66d0U

7.1 TMposcToipacia

Apaiwon CUUTTUKVWHEVWY avTIOPAOoTNPIWV:

ZUMTTUKVWHEVO PUBUIOTIKG SIGAUpa delyPATWYV: apalwveTe 1:5 e ammooTayuévo vepod (1r.x. 20
ml ouv 80 ml).

ZUMTTUKVWHEVO puBuIoTIKO SidAupa TTAUONG: apaiwveTe 1:50 pe atmmooTayuévo vepod (r.X. 20
ml ouv 980 ml).

MNa tnv amouyn Tuxév AaBwv, CuvIOTATAI N CAPAVON TWV KATTAKIWY Twv OIdpopwyv

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TV acBevwyv:

Aciypata opouU: apalwveTe Kal avauelyvoete 1:101 pe apaiwpévo pubBuIoTIKO didAuua
oeypdTwy, r.X. (1x) 1000 pl puBpioTiké didAupa derypdtwy + 10 pl 0pdg.

MAOon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNnNG (1x) avd 8 BubBicuata i 200 ml
ava 96 BuBiouarta .. 4 ml gupTrOkvwPa ouv 196 ml atrooTayuévo vepod.

AuTtoparotroinpévn rAuon:

MNa TN Asitoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUuv uttéwn TTpdoBeTeC
TTOoOTNTEG PUBUIOTIKOU dIaAUpaTog TTAUCNG

Xeipokivntn TAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKa €TTAvw O€ €va ammoppo@nTikd xapTi. Badlete
300 pl apaiwpévo puBuioTIKG didAupa TAUONG o€ KABe PBUBICPO XPNOIMOTTOIWVTAG TNV
mméTa, TTepIpéveTe 20 deutepOAeTtTa. ETTavaAdpere Tn diadikacia akdun dUo QopES.
MikpoT1rAdKeg:

ATTopaKpUVETE Ta BuBiopaTta TTou dev €XOUV XPNOIKOTTOINGET KAl QUAGCOETE TA JE ENPAVTIKO
UAIKO KOAG KAeIopéva péca oTn PEPPBPAvVN TNG ouoKeuaoiag oe dpooepd PEPOG (2-8°C/35-
46°F).
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7.2 ZXApA SlavouRg avTIdpacTnpiwv

7.3

MpoTteivoupe TN xprion g MITTETAG yia avTidpaoTApia Baduovounong, opoUlg eAéyxou Kal

ociypaTa wg €ENe:
Ma MOZOTIKH epunveia Ma MOIOTIKH epunveia
1 2 3 L 5 —

A | CalA |CalE | P1 A Ne -

B CalA |CalE |P1 B NG -

TR T R e oo Y B —

D cas (car (p2 | = e

E | CcalC | PC P3 E  pC

F calC | PC P3 F | pC

& o (e . I S R R—

a0 v T T
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

Brpa  Mepiypaen

1. TMpiv amd 1o meTapIopa BERaiwBEiTe OTI €XeTe ekTEAETEI TN BladIKAGIA TTPOETOINAGCIOG ATTO TO
BrAua 7.1 Topatdvw.

2. AKOAOUBAOTE Ta TTAPAKATW BrAMATA AvAAoya PE Ta ETTIOUUNTA ATTOTEAETUATO
TTOIOTIKNG/TTOOOTIKAG EpUNVveiag:

i

+100 pl

o

30

-1

3x 300ul

OPOI EAEMXOY & AEITMATA

Bacete ota mpoPAeTopeva BuBioparta 100 ul atmd éva ammo Ta
TTAPAKATW UAIKA XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:
a. AvmidpaoTrpia faBuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. AvmidpaoTrpio BabBuovéunong opiakng TiuAg (CC) yia
NOIOTIKH epunveia
Emiong, Baete atrd 100 pl ammd kabéva atrd 1a TTapakdTw:
o ApvnTikég opdg eAéyxou (NC) kal BeTIKOG 0pdg eAEyxou
(PC) kabwg Kkai
o AiloAupévo opd acBevwyv (P1, P2...)

Emwdédete yia 30 Aetrtd o€ 20-32°C/ 68-89.6°F.

MAévete 3 Qopég, kGBe @opd pe 300 pl pubuIoTIKG didAupa TTAUONG
(apaiwpévo 1:50).
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10.

11.

12.

13.
14.

!

+100 pl

®

30°

3x 300pl

i

+100 pl

S

30

\r

+100 pl

O

OD,; ODG\ZU/\/_

450/620 nm

—

>YZEYTMA

Balete 100 pl diaAUpatog oulelypotog o€ KAOBe utTodOXEQ
XPNOIUOTTOIWVTAG TTITTETA.

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).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttoatpwuatog TMB oe kGBe uttodoxEa
XPNOIYOTTOIDVTAG TNV TTITTETA.

Emrwadete yia 30 Aetrtd o€ 20-32°C/ 68-89.6°F. MNpoaoTtateloTe atrd
TO €VTOVO QWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog S1akOTTAG avtidpaong o€ KA Bubioua e
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHAO XPNOIMOTTOIWVTOG TNV
MITETA.

EmwddeTe yia 5 AeTTTd TOUAGXIOTOV

AVOKIVEITE TTPOCEKTIKA TNV TTAAKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTwv
(ouvioTaTar TTpoaipeTikG Kal ota 450/620 nm).
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AESKU_DIAGNOSﬂCS

MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1ToooTIKOG TTPOOBIOPICHOG £TTITUYXAVETAI BACEl Hiag TTPATUTING KAUTTUANG, OTnV OTToid
METAQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpacTtnpiwv Baduovéunong (aovag y) Evavtl g
ouykévTpwong oe U/ml (agovag x). MNa Tov KaAUTEPO TTPOCBIOPICUS CUVICTATAI N JETAPOPA
log/lin kai éva Fit 4 TTapapétpwy. Me Bdon TNV KAUTTUAN €€akpIBwveTal amd Tnv OTITIKA
TTUKVOTNTA TOU OEiYNATOS N CUYKEVTPWON Twv avTiIowudtwy og U/ml.

[epioxry @UOIOAOYIKWYV TIUWV AtrpoadiépioTa O¢eTIKG aTToTEAéTUATA

<12 U/ml 12 -18 U/ml >18 U/ml
MNMapadsiyua mpoadiopicuoU
Autdé TO TaPAdelypa Oev €MITPETETAI VO XPNOIMOTTOINGEi yia TNV gpunveia Twv
ATTOTEAECHATWY TWV A0BEVWYV.

AvTidpaoTrpla OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,036 2,9
3 U/ml 0,176 2,3
10 U/ml 0,314 2,9
30 U/ml 0,618 2,9
100 U/mi 1,312 0,1
300 U/ml 2,076 0,7

lMapadeiyua ummroAoyiouou
AcBevAg EmavaAnuyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,799/0,744 0,772 40,3
P 02 1,404/1,393 1,39 119,5

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO MEYIOTO €UPOC TIHWV TWV avTIOPACTNPIWY
BaBuovounong Trpétel va avagépovTal we" >Méeéy." MNpétrel va apaiwvovTal KATAAAnAa kail va
ookiyalovtal ava. Ta deiyuata PE TIMES PIKPOTEPES ATTO TO EUPOG TIMWYV TWV AvVTIdOPACTNPIWY
BaBuovounong TpéTTel va avagEpovTal wg "<EAay."

Eidikd oToixeia tng TTaptidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTPIKA EpyaoThPIa JTTOPOUV va dIECAYOUV EAEYXOUG TTOIOTNTOG OTO XWEO TOUG HE BIKOUG TOUG
eAéyxoug kai/ ] opoug artrd Tnv TPATTECa aipaTog ocuu@wva pe Tng pubuioeig TN E.E..
2uvioTdTal o€ KABe epyacTAPIO va dnuIoupynaoel TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAICNO Kal TTANBUOPOUG aoBevwV.

TNV TTEPITITWOTN KATA TNV OTTOIA OI TINEG TWV OPWV EAEYXOU OEV CUNPWVOUV HE T KPITAPIA, N
dokKIun gival dkupn kai Ba TTPETTEI va eTTaVaAn@OEi.

Oa Tmpétrel va eAeyxBolv T TTAPOKATW TEXVIKA (nTAuata: Huepounvieg ARENG Twv
avTiIdpacTnpiwy (TTou TTPOETOINACTNKAYV), OUVBAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QWTOUETPO, OUVOAKEG eTTWaONG Kal pEBodog TTAUONG.

Edv Ta oToixeia ta otroia uttoBAABNKavV o€ dOKIUA TTapoucIafouv attokAion r} dAAou gidoug
dlapopoTtroinon atod TIG AvAPEVOPEVEG TIHEG ) €Av Oev TTANPOUVTAl TA KPITAPIO EYKUPOTNTAG
XWPIG eUAOYN aITia, ETTIKOIVWVNOTE PE TOV KATOOKEUAOTH 1) TOV TIPOUNBEUTH TOU KIT OKIMNAG
MNa 1roioTikA a§ioAéynon S1aBACTE TNV OTITIKA TTUKVOTNTA TOU JAPTUPO ATTOKOTTAG (cut-off
calibrator) kai Tnv avtioToiXn Twv SEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTATA TWV
OEIYMATWY WE auTA Tou PapTupa. lMNa TNV TTOIOTIKA agloAdynon TTPOTEIVETAI va BewpouvTal Ta
ociypata 20% yUpw atmmd Tnv TIPAR Tou PapTupa cav ammpoadidpiota. OAa Ta deciypata pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG apVNTIKA.

ApvnTIKO: OD qo6evs < 0.8 x OD cut-off
Amrpoodiopiota: 0.8 x OD cytoff < OD qopevg S 1.2 X OD cut-off
O€TIKO: OD qo8evs > 1.2 X OD cut-off
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9  Texvikd oToIXEiO
YAIKO Seiyudtwv: Opdg
Oykog delyudTwv: 10 ul opdg yia apaiwon 1:101 pe 1x puBuIoTIKG diIGAUlaA
OEIYUATWY
OAIKOG XpbOVog ETTWAONG: 90 AemTtd o€ Beppokpaaia dwuatiou 20-32°C/68-89,6°F
Meploxn pétpnong: 0-300 U/ml
AvaAuTikr) EvaioBnoia: 1,0 U/ml
duAaén: o€ 2-8 °C/35-46°F oTIG auBevTIKEG PIAAEG
ApIBubGg Twv TTPoodIopICPWY: 96 dOKIPATIESG
10 Zroixeia Amdédoong
10.1 AvaAuTiki EvaioBnoia
Aokiyacia Tou puBuioTIKOU SlaAupaTog dciypatog 30 @opéc oe AESKULISA ANA-HEp2
guantitative divel avaAuTikf euaicOnaoia 1,0 U/ml.
10.2 EidikéTnTa Kai EvaioOnoia
avTIOPaoTIKOTNTEG dlacTaupwong Pe GAa avtiyova. Ta ANA dev eival €10IKG yia 10 ZEA,
aAAG aveupiokovTal o€ NEYAAO apIBUO TTEPAITEPW PEUMATIKWY aoBevelwy. H diatrioTwon Twy
ANA ¢ival pia TTOAU euaioBnTn TTAPAUETPOG yia Tov evepyd ZEA kai oe >99% Twv
TTEPITITWOEWV €ival BETIKN.
10.3 F'pappIKOTRTA

MNa emAeyuévoug opoug PTTépece va €CakpIfwOel pia ypauuik ouvaptnon MPETagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AvTIOWPATWY O auTh Tn dokiyagia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV QVTICWHATWY OPWG, BeV gival SBuvaTO va aTTOKAEIOTEN TO YEYOVOG OTI
MEMOVWHEVOI 0pOi TTAPOUCIAZOUV N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp. Apaiwon UETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avadktnaon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 152,9 153,6 99,5
1/200 76,4 76,8 99,4
1/400 38,8 38,4 101,0
1/800 17,8 19,2 92,7
2 1/100 85,3 84,9 100,5
1/200 441 42,5 103,8
1/400 22,0 21,2 103,8
1/800 9,8 10,6 92,5
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Akpifeia

MNa Tov éAeyxo akpifelag Tng HEBOdOU £CAKPIPWONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOXES
TNG TTPOTUTING KAPTTUANG N ECWTEPIKN KAl evOIApeon diakuuavon.

EowTepikn pé6odog Evdidpeon pébodog
ApiBp. Méoog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (MnAiko OD) (%) Seiyparog (MnAiko OD) (%)
1 4,6 1,5 1 4,7 3,1
2 2,8 2,0 2 3,0 2,5
3 14 1.8 3 1,2 2,4
AlokpiBwon

To AESKULISA ANA-HEp2 quantitative €xel diakpiPwBei  évavTi evog opou ava@opds Tou
CDC Atlanta (Centers for Disease Control and Prevention).
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IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwaoTiké péco

- Para uso Diagnéstico in vitro

" Numero d’ordine

" Cataloge number

REF

" Référence Catalogue

“ Numéro de catélogo

" Bestellnummer " ApiBudg Trapayyeiag
“ Numero de catalogo
" Descrizione lotto " Lot
" Lot " Lote
L OT " Chargen Bezeichnung " XapakTnpiopdg TapTidag
" Lote

” Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad

" Europaische Konformitat

" EupwTraikf oupgwvia

" Déclaracdo CE de Conformidade

" 96 determinazioni " 96 tests

" 96 tests " 96 pruebas

" 96 Bestimmungen " 96 Trpoodiopioyoi
" 96 Testes

" Rispettare le istruzioni per 'uso

" See instructions for use

" Voir les instructions d‘utilisation

" Ver las instrucciones de uso

” Gebrauchsanweisung beachten

" N\GBete uTrdYn TIG 00NYiEG XPONG

" Ver as instrucoes de uso

" Da utilizzarsi entro " Use by
" Utilise avant le " Utilizar antes de
" Verwendbar bis " Xprion péxp!

" Utilizar antes de

" Conservare a 2-8°C

" Store at 2-8°C (35-46°F)

“ Conserver a 2-8°C

" Conservar a 2-8°C

" Lagerung bei 2-8°C

" ®uldooeTal oToug 2-8°C

" Conservar entre 2-8°C

" Prodotto da

“ Manufactured by

" Fabriqué par

“ Fabricado por

" Hergestellt von

" Kataokeuddetal amo

" Fabricado por

" Callibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

” Opiak6g 0pdg AvTIdpaoTriplo BaBuovéunong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

“ Contréle Positif

" Control Positivo

" Positiv Kontrolle

" O€TIKOG 0pOG EAEyXOU

" Controlo positivo

” Controllo negativo

" Negative Control

“ Controle Négatif

“ Control Negativo

" Negativ Kontrolle

" ApvnTIKAG 0pOG EAEYXOU

" Controlo negativo

" Calibratore " Calibrator
" Etalon " Calibrador
CA L " Kalibrator " AvtidpaoTrpio BaBuovéunong

" Calibrador

" Recupero " Recovery

“ Corrélation “ Recuperado

RC “ Wiederfindung " Avaktnon

" Recuperacao

“ Coniugato “ Conjugate

“ Conjugé “ Conjugado
C O N J " Konjugat " Z0Ceuypa

“ Conjugado

MP

" Micropiastra rivestita

" Coated microtiter plate

“ Microplaque sensibilisée

“ Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" EmKaAuppévn PIKPOTTAGKO

" Microplaca revestida

WASHB [50x

“ Tampone di lavaggio

" Wash buffer

" Tampon de Lavage

" Solucién de lavado

" Waschpuffer

" PuBpioTiké SidAupa TTAUong

" Solucéo de lavagem

“ Tampone substrato

" Substrate buffer

SUB

“ Substrat “ Tampon sustrato
" Substratpuffer " PuBpIoTIk6 SIdAupa UTTOOTPWHATOG
" Substrato

“ Reagente bloccante

" Stop solution

STOP

" Solution d'Arrét

" Solucién de parada

" Stopreagenz

" AvTIdpaaTrpio IAKOTIAG avTidpaong

“ Solucéo de paragem

" Tampone campione

“ Sample buffer

SB | 5x

“ Tampon Echantillons

“ Tampo6n Muestras

" Probenpuffer

" PuBpIoTIKO BidAupa SelyuaTwy

" Diluente de amostra




