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Evdedeiypyévn xpnon

AESKULISA SS-A cgivar pia Evfupoavoooloyikr] péBodog oTepeng @AONG yia TOV TTOCOTIKO KAl
TTOIOTIKO TTPOCBIOPIoUS AVTICWHATWY £vavTl Tou Ro/SS-A oTtov avBpwTrivo opd. H dokipagia TTepIEXEl
wg avTiyévo, uwnAng kabapdtnrag avBpwtivo 60kDa SS-A kai avacuvduacpévo avBpwtivo 52 kDa
SS-A. Ta avti- SS-A avriowuata gival €181k yia Ta €idog (Tdooovtal pévo évavtl avBpwtrivou SS-A)
Kal ouvdéovTal KaTd TTpoTiunon We Tn Quaikh 60 kDa tpwTteivn. AvTIBETWG, Ta QVTICWHATA EVOVTI TNG
52 kDa mpwTeivng avayvwpiouv Katd TrpoTiunon 1o getouaiwpévo 52 kDa pépio.

H péBodog efutmnpetei otn didyvwan Tou ouvdpduou Sjogren Kal TOU CUCTNUATIKOU €puBnuatwon
AUkou (ZEN).

KAIVIKR ) epappuoyn Kal apxég Tng uE6odou

To SS-A cival pia ovopalouevn piBovoukAeotrpwreiv, RNP (éva uopio atroteAcital amd RNA kai
TPWTEIVES), N oTroia BpiokeTal oe 6Aoug Toug IaTOUG. ATroTeAiTal atmd duo TrpwrTeiveg (60 kDa kai 52
kDa), oI oTroieg oxeTiovTal e TOUAGXIOTOV TEOOEPA PIKPA TTAOUCIO O€ oupldivh) KUTTAPOTTAQCGUATIKA
RNA (hyRNA, human cytoplasmic RNA). H Aeitoupyia Tou TTpog 10 TTapov gival akoun ayvwaoTn.

Ta autoavTiowpaTta évavtl Twv SS-A (TTaAaidTepa ovopagdoTav avriyovo Ro katd tov acBevr ,Robert”)
kKal SS-B (TTaAaiéTepa yvwoTéG wg avtiydévo La katd 1o 6voua Tou acbBevr ,Lane”) atroteAolv
XOPAKTNPICTIKOUG OEIKTES YIa TO CUCTNUATIKO £puBnuaTwdn Auko (ZEA) kai To ocUuvdpopo Sjogren (SS),
000 gUOTNUATIKA AUTOAVOCO VOOHUATA AyVWAOTOU AITIOAOYIaG, Ta OTToia TTPoaBAAOUV KATA TTPOTINNGN
yuvaikeg. 210 SS TmpoofdaAAovTal o1 e§wKpIveiG adéveg, oI OaKPUYOvol Kal OleEAoyovol adéveg atrd
XPOvIoug epebiopolg pe emkparoloa dIRBNON TTAACPOKUTTAPWY. AUTO €XEl WG ATTOTEAEOPA TNV
TIPOOJEUTIKI) ATTWAEIQ TNG AEITOUPYIKOTNTAG TwV adévwyv, n OoTroia XapakTnpidetalr wg aUvOpPouo
&npoTtnTog (Sicca). H didyvwaon tou SS Bacietal atmd Tn pia otn d1IATiOTWON TOU TTEPIOPICUOU TNG
€EWKPIVOUG AciToupyiKOTNTAG GTOV OQPBAANSG KOl OTOUG OleAoyoOvoug adéveg, Kal ammd Tnv GAAn otn
diatrioTwon avti- SS-A kai avti -SS-B avriowpdtwv.

AvTiocwpata £vavTl Kal Twv dUo Twv SS-A mpwrTeividv aveupiokovtal o€ 70-80% Twv acBevov e SS,
40-94 % Twv acBevwv auTwy gu@avifouv TTPOOHBETA Kal avTICWHATA €vavTi Tou avTiyévou SS-B/La.
25-40 % Twv aoBevwv pe ZEA BeTikd og ANA €xouv avti -SS-A (ANA: avTiTtupnvik@ avticwpara). H
SIATTIOTWAON QUTWY TWV AVTICWHATWY UTTOPEI va TTpoyvwael TNV €EENIEN evog ouvOpoOuou EnpdTnTod.
avTi -SS-A uovo, Bpiokouue ae 65 % oTov utTtogU deppaTikd EA. Otrwg Ta avti -SS-A €101 Kal Ta avTi-
SS-B oxertifovTal ye TNV EPPAVION TOU GuyyeVoUG KapdIakoU aTToKAEITHOU.

Ta avri-52kDa SS-A avriowuaTta povo, dnA. Xwpig Tn ouduetox Twv avti - 60kDa SS-A,
aveupiokovTal KUpiwg oTo oUvdpopo Sjogren, Ouwg kal atov apvnTikd ota ANA gpuBnuaTtwdn AUko
(EN) ka1 o€ 95 % TOU veoyvikou EA.

ApXég TnG dokKipaoiag

Ta diaAupéva 1:101 deiypaTta opou eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPMEVEG
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TWacnsg cuvdEovTal Ta EIBIKA avTIoWPaTa aTtrd TovV
opo Twv acBevwy, €dv autd UuTTdpXOuV, PE TO AVTIYOVO TTOU PPIOKETAl OTNV TTAGKA, TA Wn
ouvdeuéva aToixeia Tou opoU aTTopakpUvovTal aTo €TTOUEVO BAua TTAUGNG. 'ETTeira TpoaBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVES, 01 OTTOIEG €ival OUeUyuEvEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard 1n didpkeia piag €mwacng, 1o ouleuypa (CULEUYHEVEG AVOTOOQPAIPIVEG)
OUVOEETAI PUE TO OUPTTAOKO avTIyGVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, Ol N OUCEUYUEVEG
avoooo@aIPiVEG ATTOPAKPUVOVTAlI GTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twv ouvdeuévwyv
QAVTICWUATWY TTPAYUATOTTOIEITAl HE EVCUPOTIKN) XPWOTIKA avtidpaon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diahupévo o&U (aAhayn xpwong oe 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 avaAoyog TTpOG TNV apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWUATWY OTo deiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

Xpwua p
2T0IXEIO MogoétnTa . dlaAupar  [Meprypapn / Mepiexdpevo
KOTTOKIOU oc
5TTAGCIO OCUYKEVTPWON
PuBuioTiké didAupa delypdrwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aguko Kirpivo opoU (BSA), o&eidio Tou vatpiou < 0,1%
(ouvtnpnTIKO)
C s . 501TAdoIa GUYKEVTPWON
(FZ.)%GX‘)“OT'KO OiGAupa mAGong 1 X 20ml N\eukd Mpdoivo = Tris, NaCl, Tween 20, o&eidio Tou vaTtpiou < 0,1%
(ouvtnpnTIKO)
ETOIMA IA XPHXH
Xpwua Xpwua
2T0IXEIO MogoétnTa Katrakio  diaAUpar  Meprypagn / Mepiexdpevo
0 [o]8
; o . . UAIKO eAéyxou (B1aAupévog), aABoupivn Bogiou opou
ApvnTIKOG 0pOG EAEYXOU 1x1,5ml Mpdoivo = Alauyég (BSA), oteidio Tou varpiou < 0,1% (OUVTNPENTIKG)
OeTIKOG 0pOG EAEyXOU 1x1,5ml Kokkivo | Kitpivo UAIKG eAEyxou (Blahupiévog), aBoupivn BGeiou opod

, 0g€idIo Tou vaTtpiou < 0,1% (auvTnENTIKO
BSA id i 0,1% .

UAIKoU BaBuovounong (diaAupévog), aABoupivn

AvtidpacTripio BaBuovéunong 1x1,5ml MrtrAe Kitpivo Boeiou opou (BSA), otgidio Tou varpiou < 0,1%

OopIaKng TiunS (ouvtnpnTiKO)
Zuykévipwan KaBe avTidpaaTnpiou Babuovéunong: O,
i . . . " 3, 10, 30, 100, 300 U/ml. uAikoU BaBuovéunang
AvtidpaoTripia BaBuovounong | 6 x 1,5ml N\eukd Kitpivo (S10AUEVOC), aABoupivn Bogiou opol (BSA), ofeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
2UOCTOTIKG OTOIXEIQ: avoooo@alpivn anuadepévn He
>ulevyyaTa, IgG 1 x15ml MrrAe MrTAge uTTEPOEEIdAON aTTo pagavida, aABoupivn Béegiou opou
(BSA)
. , . >108epoTToinuévn TeTPpapeBUABEVISivn Kal
Yméotpwha TMB 1x15ml Madpo  AIGUYES e nogeisio Tou uBpoy6vou (TMB/H;O,)
AidAupa diokoTig avTidpaong | 1 x 15ml A\€UKO Alouyég 1M Y3poxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me ammooTTypevoug UTTOB0XEIG. AvaTpEETE OTNV
MAd&ka pikpoTiITAOTTOINONG . . S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Taivieg Si106éoiy .
o o EMKAAUYN.

*H évtaon Tou XpWHOTOG QUEAVETAI E TN CUYKEVTPWON
Amraitouueva UAIKQ:

O avayvwoTng TTAaKWVY pIKpoTITAoTToinang 450 nm avaylyvwokel QiATpa avayvwaong Kail TTpoaipeTikd 620 nm @iATpa avagopdg
(600-690 nm). MNuaAiva egaptrpata (KUAIvEpog 100-1000ml), dokipaaTikoi CwARVeG yia diaAUpaTa. AovnTrg avapigng, TTPOX0IdEG
akpiBeiag (10, 100, 200, 500, 1000 pl) 4 TTpocappolouevn TToAuTrpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
eTmavaAapBavopevn TTpoxoida, i Tpoxoida TOAAATTAWY KavaAiwv A autopaToTroinuévo oUaTnua), amoppo@nTiké xapTi. Ol
OOKIPOTIEG HAG €XOUV WG OXEDIOOTEI yIa va xpnaigoTroinBouv pe kabapd Udwp cUPPWVA UE TOUG OpITPOUG TNG PapuaKoTToliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaiknig @apuakotroiiag (Eur.Ph. 4th ed.).

®UAagn kail xpovog diatipnong

Ta avTidpacTripia Tou GUVOAOU avTIOPACTNPIWY Kal N UIKPOTTAGKG TTPETTEI Vo pUAGCoovTal
otoug 2-8°C/35-46°F péoa oToug auBevTIKOUG TTEPIEKTEG.  Apaiwpéva  diaAupata,
QuAdooovtal oTtoug 2-8°C/35-46°F vyia €éva prva. lMpémer va AapBdvovrar uttdyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE UCTATIKOU.

Mn xpnoiyoTrolsital Anyyéva ouoTaTik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétrel va
aTTOQEUYETAI N £vTOvn E£TTIOPACN QWTOG GTO dIGAUpA uTTooTPpWHATOG TMB. O1 JIKOTTAGKES VO
@uAdooovTal TTaviote peE ENPavtikG UAIKO KoAd KAsiopéveg péoa oTn PeRPPAvN TG
OuUOKeUaaoiag.
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Y1rodeigeig Kal TTpo@UAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO IMA EPFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTtTel va XpNoIYOTTIOIEITaI aTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KA EKTTAIOEUTEI 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 duvatd va TTPOKAAECoOUV €peBIoUSd Twv OPOOAUWY Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, €Aeyxol Kal puBuIoTIKG diaAUpaTa TTEpIEXOUV adidlo 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 oxnuatifovrag 101aiTepa €KPNKTIKA WETAAAIKG adidia. Katd Ttnv
aTroppPIYn, EETTAUVETE PE PEYAAO OYKO UDATOG yIa VA OTTOTREWETE TN dnuioupyia adidiwv.
MapakaAw avatpéete OTIC dladIKagieg atToAUpavong OTTwg TreplypagovTtal ammd 1 CDC R
GAAeG TOTTIKEG! €BVIKEG OBNYiEG.

Kard tn Si1dpKeIa TG EPYACiOg UE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XPNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avnidpaoTripia BIOAOYIKOG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ AUTO TO TTPOIOV ATTOdEIXTNKAV
Katda Tov €Aeyxo yia nmratinda B avriyovo emeaveiag (HbsAg), nmmatinda C kar HIV 1 kai 2 wg
apvnTikd. Opwg, oe TTpoiovTa PBIOAOYIKOG TTpoéAeucng Oe MTTOPEl TTOTE VA OTTOKAEIOTEN
TTARAPWGS N TBavéTNTA JOAUVONG PE TOUG ava@epOEVoUS A Kal e GANOUG akOun dyvwoToug
TTaBoydévoug opyaviopoug. a Tov Adyo autd, ol opoi eAéyxou, Ta QvTIdOPACTAPIO
BaBuovounong OTwg €TTiong Kal 01 0poi Twv aoBevwv xapakTnpidoviar wg SuvnTiKa
MOAUGUQTIKOI KAl TTPETTEI VA XPNOIMOTTOIOUVTAl CUUPWVA PE Ta €BVIKA VOUIKG agiwpaTa.

Emeid) 10 KIT TTEPIEXEl UAIKO CWIKNG TIPOEAEUONG, OTTWG aAvOo@EPETAl OTOV  TTivAKa
TTEPIEXOMEVWIY, TIPETTEI VA TO XPNOIMOTIOIEITE CUPQWVA HE TIG ATTAITAOEIS TNG €BVIKAG
vopoBeaiag.

Fevikég utrodEiSEIg

TNV TTEPITITWON KATA TNV OTToia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUNTIEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG ) EOQAAUEVEG, ETTIKOIVWVAOTE PE TOV KOTAOKEUAOTH i TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utrAékete n avtikaBiotare MdapTupeg, BaBuovountég, Eviupa Z0gsuéng n MIKPOTTAAKEG
atTd SIAPOPETIKES TTAPTIOES. AUTO UTTOPEI VA 0dNYROEl € ATTOKAICEIG OTA aTTOTEAEOUATA.

ApnoTe OAa Ta cuoTaTikG Tou 0T va AdBouv Beppokpaacia dwuatiou TTpIv atmd TNV évapgn
NG dokipaciag (20-32°C/68-89,6°F) kal avapeiete KaAd. Mpétrel oTTwodATTOTE VA TNPEITAl TO
KaBopiopévo TTpwTOKOAAO yia Tn dieEaywyn TnG dokipaaiag.

Emwaon: Zuviotoupe amédoon Odokipyng otoug 30°C/86°F yia autopatoTrinuéva
OUOTAMATA.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpaacieg avw Twv 37
°C/ 98,6°F. Xpnoiyotroligite yia TN Awn Tou OIGAUPATOG TOU UTTOOTPWHATOG TTAVTOTE
KavoUplia — CUCKEUOOPEVA pUyXN YIO TNV TIITTETA, YIA VO QTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTA@L TOU OICAUUATOG UTTOOTPWHATOS HE EVIOVO QWwG. Mn xpnoidoTroiEiTe yia To diGAupua
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pBel O€ €TTa@A YE GAAQ avTIOPaCTAPIA.

H teAik KAIVIKA didyvwon dev mpémel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TNG
o1e§aypévng dokipaciag, aAAd amrd Tov 1aTpd AdupBdvovTtag utroywn 6Aa Ta KAIVIKA Kal
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epyaoTtnpiakd gupfuara. H didyvwon tmpémel va emiBeBaiwVeTal XPNOIHOTTOIWVTAG
O10POPETIKEG BIAYVWOTIKEG HEBSDOUG.

ARQyn deiyparog, rposTolacia Kal UAAgn

2uvioTdaTtal n XpAon @PEOKWV JEIYNATWY opou. H AAyn Tou aiyartog TTPETTEl va yiveTal
oupewva e Ta €0vikd vopikd agiwuata.Na pn XpnolhoTTolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva 1 goAuopéva atd Bakthpia dciygata opou. Atiyyata opwv TToU TTEPIEXOUV
owpaTidla, va ToTToBeTouvTal e XAUNAR TaxUTNTa OTn OUOKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aiyatog o€ KaBapd, oTeyvd Kal KeEVA QIaAidIa.

Katémyv diaxwpiopgou Ta deiyyata TTAACHATOG TIPETTEL VA XPNOIYOTTOINBoUV €viOg Twv
TPWTWV 8 WPWV, dIAQOPETIKA TTPETTEl VO QUAGCOOVTAl KAEIOPEVA AEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO YEYIOTO. X€ TTEPITITWON TTOU TTPORAETTETAI YEYaAUTEPN DIdpKEI
QuUAaéng, Ta deiyparta TTPETTEl va wuxovTtal otoug -20°C/-4°F. (Thomas: Labor und Diagnose;
CLSI Guideline GP44-A4).

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA BEIYHATWY: apalwveTe 1:5 pe atrooTayuévo vepo (Tr.x. 20
ml ouv 80 ml).

ZUMTTUKVWHEVO puBuIoTIKO SidAupa TTAUONG: apaiwveTe 1:50 ye atrooTayuévo vepd (r.x. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ouvioTdTal n OfPavon TwV KATTAKIWV Twv OIdgopwV

avTidpacTnpiwyv Babuovounong.

Apaiwon Twv delypdTwy Twv aocBevwv:

Aciyuata opou: apaiwvete kKal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIGAUNQ
OelyPATWY, T.X. (1X) 1000 pl puBpIOTIKS didAuua delyudTwy + 10 pl opdg.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUonG (1x) ava 8 BuBiopata ;200 mi
ava 96 BuBiouara .. 4 ml guuTTOkvwPa ouv 196 ml atrooTayuévo vepod.

AuTtoparotroinpévn TAUonN:

MNa TN Acitoupyia Tou gpyaAgiou Kal TO VEKPO OyKO TTPETTEl va An@Bouv uttoyn TTpdoBeTeS
TTO0OTNTEG PUBUICTIKOU SIGAUMATOG TTAUONG

Xeipokivntn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKO €TTAVW O€ €va ammoppo@nTikd xapTi. Badlete
300 pl apaiwpévo puBUIOTIKG BIGAupa TTAUONG O€ KABe BUBICPO XPNOIMOTTOIWVTAG TNV
miTéTa, TTepIpéveTe 20 deutepOAeTtTa. ETTavaAdBeTe Tn diadikaoia akdun dUo QYopEg.

MikpoTtrAdkeg:

ATtropokpuveTe Ta BuBiopata TTou dev £XOUV XPNOIKMOTTOINBEI KAl QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAeIopéva péca oTn PEPPBPAvVN TNG ouokeuaoiag ae dpooepd PEPOG (2-8°C/35-
46°F).
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7.2 ZXApA SlavouRg avTIdpacTnpiwv

7.3

Mpoteivoupe TN xprion g TITTETAG yia avTidpaoTApia Baduovounong, opouls eAEyXOU Kal

ociypaTa wg €ENe:
Ma MOZOTIKH epunveia Ma MOIOTIKH epunveia
1 2 3 1 . 3

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 améd 1o mimmeTdpiopa BeRaiwbeite 611 £xeTe eKTEAETEI TN dladIKAGIa TTPOETOIUATIAg ATIO TO
BrAua 7.1 Topatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrMaTa avadAoya Pe Ta TIBUPNTA aTTOTEAEOUATA
TTOIOTIKNG/TTOOOTIKAG EpUNVveiag:

+100 pl

3x 300ul

OPOI EAEMXOY & AEITMATA

Bacete ota mpoPAeToueva BuBioparta 100 ul atmd éva ammod 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
OIOTIKH epunveia
Emiong, Baete atrd 100 pl ammd kabéva atrd 1a TTapakdTw:
o ApvnTikég opdg eAéyxou (NC) kal BeTIKOG 0pdg eAEyxou
(PC) kabwg kai

e AiaAupévo opd aocBevwv (P1, P2...)

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

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

11.

12.

13.
14.

+100 pl

3x 300ul

30’

OD,; ODG\NA/

450/620 nm

>YZEYTMA

Balete 100 pl diaAUpatog oulelyyotog o€ KEBe  uttodoXEQ

XPNOIUOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKGBe popd pe 300 pl pubuIoTIKG diIGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAuuartog uttoaTpwuatog TMB oe kGBe utrodoxéa

XPNOIUOTTOIWVTAG TNV TTITTETA.

Emmwadete yia 30 Aetrtd og 20-32°C/ 68-89.6°F. MNpooTareloTe amod

TO £VTOVO QWG.

AIAAYMA AIAKOIMHZ ANTIAPAZHZ

Badete 100 pl diaAupatog dlakoTTAg avtidpaong o€ KA BuBioua e
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCIMOTTOIWVTAG ThV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXIOTOV.

AVOKIVEITE TTPOCEKTIKA TNV TTAAKA yia 5 deuTepOAETITA.

Metpriote Tnv amoppoenon ota 450 nm evidg 30 AemTwv
(ouvioTaTar TTpoaipeTiKG Kai oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1ToooTIKOG TTPOOBIOPICHOG £TTITUYXAVETAI BACEl Hiag TTPATUTING KAUTTUANG, OTnV OTToid
METAQEPETAI N OTITIKA TTUKVOTATA TWV avTidpacTtnpiwv Babuovéunong (agovag y) Evavrl g
ouykévTpwong oe U/ml (agovag x). MNa Tov KaAUTEPO TTPOCBIOPICUS CUVICTATAI N JETAPOPA
log/lin kai éva Fit 4 TTapapétpwy. Me Bdon Tnv KAPTTUAN €EaKpIBWvETal ATTO TNV OTITIKA
TTUKVOTNTA TOU OEiYUATOS 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 TaAPAdelypa Oev €MITPETETAI VO XPnoIgomroIndei yia Tnv gpunveia Twv

ATTOTEAECHATWY TWV A0BEVWYV.
AvTidpaoTrpla OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,021 1,9
3 U/ml 0,153 1,8
10 U/ml 0,326 1,7
30 U/ml 0,670 2,2
100 U/mi 1,373 0,3
300 U/ml 2,239 0,5

lMapadeiyua ummroAoyiouou
AcBevAg EmavaAnuyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,979/0,969 0,974 54,6
P 02 0,575/0,583 0,579 23,4

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO MEYIOTO €UPOC TIHWV TWV avTIOPACTNPIWY
BaBuovounong Trpétel va avagépovTal we" >Méey." MNpétrel va apaiwvovTal KaTAAAnAa kai va
ookiyalovtal Eava. Ta deiyuata PE TINES MIKPOTEPES aTTO TO €UPOG TIHWYV TWV AVTIOpACTNPIWY
BaBuovounong TpéTTel va avagEpovTal wg "<EAay."

Eidikd oToixeia tng Traptidag, avaypd@ovial OTO OUVATITOUEVO TTIOTOTTOINTIKG E€AEyXOU.
laTPIKA EpyaoThPIa JTTOPOUV va dIECAYOUV EAEYXOUG TTOIOTNTOG OTO XWEO TOUG HE BIKOUG TOUG
eAéyxoug kai/ f} opoug atd Tnv TPATTECa aipaTog ocuuewva pe Tng pubuioeig TnG 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
doKIun gival dkupn kai Ba TTPETTE 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 YE TOV KATOOKEUAOT) 1) TOV TTPOUNBEUTH TOU KIT SOKIUNG.
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 auTh Tou PapTupad. lMNa Tnv TTOIOTIKA agloAdynon TrpoTeiveTal 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 XpbOVvog ETTWAONG: 90 AemTtd o€ Beppokpaaia dwuatiou 20-32°C/68-89,6°F
Meploxn pétpnong: 0-300 U/ml
AvaAuTikr) EvaioBnoia: 1,54 U/ml
duAaén: o€ 2-8 °C/35-46°F oTIG auBevTIKEG PIAAEG
ApIBubGg Twv TTPoodIopICPWY: 96 dOKIPATIESG
10 Zroixeia Amdédoong
10.1 EUpOG @UOCIOAOYIKWYV TIHWYV
Opoi aipaTog uylwv dotwy uttoBARBNKav oTnv avocooAoyikn dokiuagia AESKULISA SS-A kai
atrd Ta ATTOTEAECUATA TTPOEKUWE N akOAouBn KaTavoun:
ApI1Bu6g SelypdTwyv apVNTIKA oplaKd OeTIKA
174 172 (98,9 %) 0 (0 %) 2 (1,15 %)
2uvioToUg, eTTiong, KGBe epyacThpio va kabopioel To IKO Tou EUPOG PUCIOAOYIKWYV TIHMWV.
10.2 AkpiBeia
H akpiBeia Twv atmmoteAecudtwy TOU TIPoéKupay atmrd Tnv  avoooAoyikr) dokiyaaoia
AESKULISA SS-A, REF 3107 aiohoynbnke pe Pdaon Tov  Tpocdiopiond NG
ETTAVAANYINOTNTAG KAl TNG AVOTTAPAYWYINOTNTAS KABWG Kal TnG diakupavong oTIG avaAUOEIG
TTOAAWV dEYUATWY OIOPOPETIKWY dPACTNPIOTATWY AVTICWHATWV.
TautéTnTa _ E1T0’VOAI‘|I|JI|.|6TI‘]TG _ I'Ia;'myun IMOTNTA _ 'AKpi €10
SeiypoTog Méoog 6pog Méoog 6pog Méoog 6pog
(U/ml) cv (U/ml) cv (U/ml) cVv
Aciyua 1 6,24 12,4% 6,24 14,1% 5,94 21,6%
Aciyua 2 20,86 8,0% 20,86 12,7% 20,13 10,7%
Agiyuya 3 44,84 6,8% 44,84 13,4% 43,62 11,2%
Aciyua 4 88,98 9,7% 88,98 10,9% 88,84 11,6%
Agiyya 5 129,13 7,5% 128,44 14,5% 125,40 13,5%
10.3 EvaioOnoia kai €§e1dikeuon

AvaAuTIKA guaioBnoia

H avaAutikp euaicbnoia €xel aglohoynBei pe Bdon TTOAAATTAEG avaAloelg deiyudtwy pe
PUBMIOTIKO OIGAUpa KAl XaPNAWV BeTIKWV  OEIlyMATWY Kal PE UTTOAOYIOUO TOu oOpiou
avixveuong.

MNa ™ dokiyacia AESKULISA SS-A, REF 3107 éxel kaBopioTei éva éplo avixveuong 1,54
U/ml.
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FpapuIKOTNTA

TpeIg 0poi AipaTog TToU KAAUTITOUV TO OUVOAIKO €UpOG TNG SOKIPACIiag apalwbnkav o oeipd
ME éva apvnTiKO deiypa opoU aipgaTog. OI TINEG TwV EEXWPIOTWV BICAUPATWY TTOU TTPOEKUYAV
a1rd T METPNON Kal Ol AVOUEVOMEVEG TIMEG XPNOIMOTTOINONKAV yia TOV UTTOAOYICHO MIag
YPOUMIKAG TTOAIVOPOUNONG. ZUPQWVA PE Ta aTTOTEAEOHATA TOU €AEYXOU YPAMMIKOTNTAG
TpocdlopioTnke éva eUpog 3 - 300 U/ml yia mn dokipaocia AESKULISA SS-A.

BaBuovéunon

Noyw Tng éAAeiwng &1eBvolg avagopdg Babuovounong, auti n péBodog Pabuovopeital og
auBaipeTeg povadeg (U/ml).

11 AiaBeon
MapakoAouBnoTE TIG OXETIKEG KAVOVIOTIKESG ATTAITACEIG!
12 BiBAloypagia
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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

REF

" Numero d’ordine

" Cataloge number

" Référence Catalogue

“ Numéro de catélogo

LOT

" Bestellnummer " ApiBudg Trapayyeiag

“ Numero de catalogo

" Descrizione lotto " Lot

" Lot " Lote

“ Chargen Bezeichnung " XapakTnpiopdg TapTidag
" Lote

” Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad
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" 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 aToug 2-8°C

" Conservar entre 2-8°C

" Prodotto da

“ Manufactured by

" Fabriqué par

" Fabricado por

" Hergestellt von

" Kataokeuddetal amd

" Fabricado por

" Calibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

" Opiak6g 0pdg AvTidpacTiplo Babuovéunong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

" Contréle Positif

“ Control Positivo

" Positiv Kontrolle

" OETIKOG 0pOG EAEYXOU

" Controlo positivo

" Controllo negativo

" Negative Control

" Controle Négatif

“ Control Negativo

" Negativ Kontrolle

" ApvnTIKOG 0pOG eAEyxOU

" Controlo negativo

" Calibratore " Calibrator
" Etalon " Calibrador
CA L " Kalibrator " AvtidpaaoTrpio Babuovéunong

" Calibrador

“ Recupero “ Recovery

" Corrélation ” Recuperado

RC " Wiederfindung " Avéktnon

“ Recuperacao

" Coniugato ” Conjugate

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

" Conjugado

“ Micropiastra rivestita

“ Coated microtiter plate

" Microplaque sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" EmikaAuppévn pIKpOTTAGKa

“ Microplaca revestida

WASHB [50x

" Tampone di lavaggio

“ Wash buffer

“ Tampon de Lavage

" Solucién de lavado

“ Waschpuffer

" PuBpioTiké didAupa TTAlong

" Solucéo de lavagem

“ Tampone substrato

" Substrate buffer

SUB

" Substrat “ Tampon sustrato
" Substratpuffer " PuBpioTiké SidAuPa UTTOOTPWHATOG
" Substrato

" Reagente bloccante

" Stop solution

STOP

" Solution d'Arrét

“ Solucién de parada

" Stopreagenz

" AvTIdpaoTApIO JIOKOTIAG avTidpaong

" Solucéo de paragem

" Tampone campione

“ Sample buffer

SB | 5x

" Tampon Echantillons

“ Tamp6n Muestras

" Probenpuffer

" PuBpioTiké didAupa SelyuaTwyv

" Diluente de amostra




