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Evdedeiyuévn xpnon

AESKULISA® SS-A-60 cival pia Eviupoavoooloyikiy péBodog oTepeg @AaNG yia ToV TTOCOTIKO Kal
TTOIOTIKO TTPOCdIoPIoHO avTiowudTwy évavti TNG 60 kDa Ro/SS-A mpwrteivng oTtov avBpwtrivo opd. H
dokipaaia TTepIEXEl WG avTiydvo, uwnAng kabapdtntag avbpwTivo 60kDa SS-A. Ta avTicwuaTta £vavrTl
Tou SS-A cival €10k yia Ta €idog (TdooovTal Yovo Evavtl avlpwTivou SS-A) kal cuvdéovTal KaTd
TIpoTiunon he TN @uaikh 60 kDa TTpwTeivn.

H péBodog efutmnpetei otn didyvwaon Tou cuvdpduou Sjdgren Kal TOU CUCTNUATIKOU €puBnuatwon
AUKkou (ZEN).

KAIVIKA epappoyn Kal apxég TG HEBOdou

To SS-A cival pia ovoupaldéuevn piBovoukAeotrpwreivn, RNP (éva popio amoteAcitar amd RNA kai
TPWTEIVEG), N oTroia PBpiokeTal ge GAoug Toug 10TOUG. ATToTeAgiTal atmd dUo TrpwrTeiveg (60 kDa kai
52 kDa), o1 otroieg oxeTiovTal ue TOUAAXIOTOV TEOOEPA PIKPA TTAOUCIA 0€ 0UPIBiVN KUTTAPOTTAOGUATIKA
RNA (hyRNA, human cytoplasmic RNA). H Aeitoupyia Tou Tpog 10 TTapdv gival akdun ayvwaTn.

Ta autoavTicwuarta évavT Twv SS-A (TTaAaidétepa ovoupalotav avTtiydévo Ro katd tov aoBevr) ,Robert”)
kar SS-B (Tmohaidtepa yvwoTéG wg avtiyovo La katd 1o Ovopa Ttou acBevr) ,Lane”) atroteAouv
XOPOKTNPIOTIKOUG OEIKTEG yIa TO CUCTNHATIKO £puBnuaTtwdn AUko (ZEA) kal To guvdpopo Sjogren (SS),
000 gUOTNUATIKA AUTOAVOCO VOO UATA ayVWAOTOU aITIOAOYIag, Ta oTroia TTpocBAAouv KaTd TTpoTiunon
YUVaikeg. 210 SS TpooBdaAAovTal o1 e€wKpIVEIG adéveg, oI OaKPUyovol Kal aleAoydvol adéveg atrd
XPOVIOUG €peBIoPOUG e emmKpaToUoa OIRBnon TTAACUOKUTTAPpwWY. AUTO €XEl WG ATTOTEAEOHA TNV
TIPOOBEUTIKA OTTWAEIO TNG AEITOUPYIKOTNTAG TWV adévwy, N OTroia XapakTnpiletal wg ouvOpouo
&npoTnTog (Sicca). H didyvwon Ttou SS BagifeTal amdé Tn pia oTn diaTmioTwaon Tou TTePIopIcPoU TNG
€EWKPIVOUG AciToupyikOTNTAG GTOV OQOOAUSG Kal OTOUG OlEAOYOVOUG adéveg, Kal ammd Tnv GAAn oTn
diatrioTwon avti- SS-A kai avti -SS-B avriowpdtwy.

AvTicwparta €vavTl Kal Twv dUo Twv SS-A Tpwreivwv aveupiokovtal g 70-80 % Twv agBevwy pe SS,
40-94 % Twv acBevwv auTwv gu@avidouv TTPOCOETA Kal avTiowpaTa £vavtl Tou avtiyovou SS-B/La.
25-40 % Twv aoBevwv pe ZEA BeTikd oe ANA €xouv avri -SS-A (ANA: avTiITTupnvika avricwpara). H
dIaTTIOTWAON QUTWY TWV OVTICWUATWY UTTOPEI va TTPOYVWOEl TNV £EENIEN evog ouvdpOuou EnNpoTNTOG.
avTi -SS-A povo, Bpiokoupe o 65 % oTov UTTOEU deppaTiKO EA. OTTwg Ta avTi -SS-A €101 Kal Ta avTi-
SS-B oxetiCovTal Ye TNV EPPAVION TOU CUYYEVOUG KApdIaKoU aTTOKAEITHOU.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €18IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta €18IKA avTIoWPaATa aTrd Tov
opo Twv acBevwy, €dv autd uTTdpxXOuv, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BAa TTAUONG. ETreira rpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOQPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog e€mwaong, 10 oUleuypa (CUfEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAI PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUZEUYUEVEG
avoooo@alpiveg atTopakpuvovTal aTo €TOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTd TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO CUUTTAOKO aVTIYOVOU-AVTIOWHATOG KAl £TO1 €ival avdAoyog TTPog ThV apXIKhA
OUYKEVTPWAN TWV QVTIOTOIXWV AvTICWUATWY OTO deiyua 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%) 1x20mi Aeuko Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1 %
(ouvtnpnTIKO)
s . 501TAdoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO diahupa mhuong 1x20ml Neuko Mpdoivo = Tris, NaCl, Tween 20, ogeidio Tou vaTtpiou < 0,1 %
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katrakio  dioAUpat  Mepiypagn / Mepiexduevo

0 oG

AvBpwTTIvog 0pAdg (dlahupévog), aABoupivn Boéeiou
ApvnTIKOG 0pAG EAEyXOU 1x15ml Mpdoivo | Alauyég opou (BSA), ogeidio Tou vatpiou < 0,1 %
(ouvtnpnTIKO)

AvBpwTTIvog 0pAdG (dlahupévog), aABoupivn Boeiou
OeTIKdG 0pOG EAEyXOU 1x15ml Kokkivo | Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1 %
(ouvtnpnTIKO)

AvBpwTTIvog 0pAdg (dlahupévog), aABoupivn Boeiou
1x15ml MrrAe Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1 %
(ouvtnpnTIKO)

AvTidpaoTrpio Babuovéunong
OPIOKAG TIUNAG

ZuykévTpwan kaBe avTidpaaTnpiou Babuovounong: O,
3, 10, 30, 100, 300 U/ml. AvBpwTivog opdg
(S1aAupévog), aABoupivn Boeiou opou (BSA), oteidio
Tou vatpiou < 0,1 % (ouvtnpnTIKO)

AvmidpaoTtrpia Babuovounong | 6 x 1,5 ml N\eUKO Kitpivo*

ZUCTATIKA OToIXEIa: AVTI-QvOPWITTIVR avococ@alpivn
>ulevyyara, IgG 1x15ml MtrAe MrrAe onuadepévn Pe UTTEPOEEIdAON atrd pagavida,
aABoupivn Bogiou opol (BSA)

>100epoTroinuévn TeTpapeBUABEVISivn Kal

Yméotpwha TMB 1x15ml Madpo Aiauyég uTtTepOogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diokoTrAg avtidpaong | 1 x 15 ml A\€UKO Alouyég 1M YdpoxAwpikd o&u
Aev

Aev eival | Me amoomwuevoug uttodoxeig. Avatpégte atnv
S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o ETMIKAAUYN.

. ) 12x8 eivai
MAdka pikpoTiITAoTTOINONG TaIvieg diaBéaiy
o

* Color increasing with concentration

MATERIALS REQUIRED, BUT NOT PROVIDED

O avayvwoTng TTAaKWY PIKpoTITAOTToinang 450 nm avaylyvwokel @IATpa avayvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPoX0ideg
akpipelag (10, 100, 200, 500, 1000 pl) A Tpocapuoldéuevn TToAuTTpox0ida (100-1000pl). Xuokeun TTAUONG PIKPOTTAGKAG (300 pl
emmavaAapBavopevn Tpoxoida, f Tpoxoida TTOAAOTTAWY KavaAlwy 1 auTopaToTroinpévo oUoTnua), atmoppodnTikd xapti. Ol
OOKIPOTIEG HAG EXOUV WG OXEDIOOTEI yia va XpnaoigotroinBoulv pe kabapd Udwp cUPPwva PE TOUG opiououg TG PapuakoTroliag
Hvwpévwv MoAireitbv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpovog diatppnong

Ta avTidpacTAPIO TOU CUVOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKG TTPETTEI va QUAGooovTal
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 yia éva pnva. MNpémer va AauBdavovtal utréoyn ol
nUEPopNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE GUOTATIKOU.

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

5.2

EmikivouvoTnTa yIa TNV UyEia

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

MpéTTel va XpnOIWOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €1I0IK&
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv dev Bewpeital
ID10iTepa ToEIKG A €TMIKIVOUVO UTTO OUVOAKEG evoedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU QvTIOPAOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpaoThpla, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
oépuartog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuIoTIKG diaAUpaTa TTepiExouv alidio Tou
vaTpiou (NaNs) wg ouvinpnmiké. To NaNs; pmopei va ecivar 10EIKO €dv TTpoAneBei 1
atroppo@nBei atrd 1o dépua n Ta pdtia. To NaN; ptropei va avridpdoel Je TNV eykaTaoTaon
MOAUBOOU Kal XaAkoU oxnuaTtiCovtag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. Katd Ttnv
aTroppIYn, CETTAUVETE Ue PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dIadIKAOieG atToAUuavong OTTwg TreplypdeovTtal amd ™ 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 TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpacTrpia avlpwTTivnG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ QUTO TO TIPoidv (opoi
eAéyxou kai avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov éAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartimda C kai HIV 1 kal 2 wg apvntikd. Opwg, o€ Tpoidvta
avBpwTTIvnG TTPoéAcuong B¢ PTTopEi TTOTE va atToKAEIoTEl TTAAPWG N TBavoTNTA POAUVONG e
TOUG ava@pePOPEVOUG | Kal e GAAOUC akOun dyvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTidpacThpIa BaBuovounong OTTwG €TTiONG Kal Ol 0POi TwvV
a0Bevwyv  Xapaktnpifovral wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKOTToIouvVTal
oUPQwWVa JE Ta €BvIKG vouIKa agliwuaTa.

Emeaidl 10 KIT TTEPIEXEl UANIKO CWIKNG TIPOEAEUONG, OTTWG QvVAQEPETAl OTOV  TTiVOKQ
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTIOIEITE OUPQWVA WE TIG ATTAITAOEIG TNG €6VIKAG
vopoBeaiag.

Fevikég utrOdEiSEIg

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

Mnv ptrAékete n avrikaBiotate MdpTtupeg, BaBuovountég, EvQupa Z0Zeuéng n MIKPOTTAGKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO YTTOPEI va 0dNyroeEl 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 omwodATTOTE Va TRPEITAI TO
KaBopiopévo TTpwTOKOAAO yia Tn die§aywyn TnG doKIpaaiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia auTOHATOTTINHEVA
OUOTANATA.

Mnv ekBéteTe TTOTE TA OUCTATIKA TOU OUVOAOU aQvTIOPAOTNPIWY OE BEPUOKPATIEG Avw TWV
37 °C/ 98,6 °F. XpnoiyoTtroigite yia 1 Aqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoupIia — CUCKEUaOWEVA pUYXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNMQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢&l O€ £TTA@A YE GAAa avTIdpaACTAPIA.
H teAik KAIVIKR Si1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
epyaoTtnplokd gupfuata. H didyvwon tmpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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AQyn deiyparog, TrpogToipyacia Kal UAAgn

ZuvIoTdTtal N xpron @péokwv OelyudTwy opol. H AfRwn TOou aipyatog TPETEl va yiveral
oupowva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva 1 pyoAuouéva atmd PakTtApia deiyyata opou. Acgiyyarta opwv TTOU TTEPIEXOUV
owpartidla, va ToTrobeTouvTal JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiydata TTAAGOPOTOG TIPETTEl va XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 WpPWwv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z€ TTEPITITWON TTOU TTPORAETTETANI PEYOAUTEPN
dldpkela puAagNG, Ta deiypata TTPETEN va wuxovTtal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWUEVO PUBMIOTIKO Bi1dAupa OclyudTwy: apalwveTe 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

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

MNa tnv amoguyn Tuxov AaBwv, cuvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv deIyudTwy TWV aoBevwv:

Aciyyata opou: apaiwvete kal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPa
OelypaTwWY, T.X. (1x) 1000 pl puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

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 OykKo TTPETTEI va AngBouv uttéwn TTPOoBETEG
TTO0OTNTEG PUBNIOTIKOU BIGAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo QYopEG.

MikpoTtrAdKeg:

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

MpoTteivoupue TN xprion TG TITTETAG YyIa AvTIOPACTAPIG BaBuovounong, opoug eAEyxou Kai
OciypaTa wg €€Ne:

MNa NMOZOTIKH gpunveia MNa MNMOIOTIKH gpunveia
. , 5 4 ............ . , ST 4 ...........
B can lcae W e e
S oaA Tcae o0 T e S . E—
C CalB | CalF | P2 C | CC P3
D CalB | CalF | P2 D CC P3
= e Tec U I R IS R
= e U = S D I R
G CalD | NC G P1
H CalD | NC H  P1
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC.: cut-off calibrator P3: patient 3

BAupara epyaciag

Brpa  Mepiypaen

1. Mpiv amréd 1o mimetdpiopa BeBaiwBeite 0TI £XeTe eKTEAEDEI TN BladIKACi TTPOETOINATIAG ATTO TO
Briua 7.1 TTapaATIAVW.

2. Akohoubnote TO TOPOKATW Prjgata avaloya pe  Ta €mBupnTd  amoteAéoparta
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. AvmidpacoTrpia 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:
HIE e ApvnTiKAS 0pdC eAéyxou (NC) Kat BETIKOS 0pdC EAEyXOU

(PC) kaoBwg kai
e AiaAupévo opd acBevwv (P11, P2..)

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

I
MAévete 3 popég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
— —_ (apaiwpévo 1:50).
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6.

N

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 ul pubuIoTIKG diIGAUpa TTAUCNG
(apaiwpévo 1:50).

YMNOZTPQMA

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

Emmwadete yia 30 Aetrtd og 20-32°C/ 68-89,6°F. MNpooTareloTe ammod
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 TTOIOTIKA EPMNVEia

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 TOPAdeIypa Oev €mMITPETETAI VO XpnoigoTroinBei yia Tnv gpunveia Twv
ATTOTEAECHATWY TWV A0BEVWYV.

AvTidpacoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,018 2,9
3 U/ml 0,127 11
10 U/ml 0,263 0,3
30 U/ml 0,598 2,8
100 U/ml 1,215 11
300 U/ml 2,222 1,3

lNapadeiyua urroAoyiouou

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

P01 1,354/1,322 1,338 111,2

P 02 0,823/0,863 0,843 52,9
Ta Ociyuata Pe TIHEG HEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong mpétrel va avagépovtal wg" >Méeéy." MNpétmel va apaiwvovtal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyhaTa PE TINEG MIKPOTEPES aTTO TO £UPOG TIHWV TWV AVTIOPACTNPIWY
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 ACBEVWV. ZUYKPIVETE TNV OTITIKA 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 apaiwon 1:101 pe 1x pubuIoTIKO SIGAUNQ
OEIYUATWY
OAIKOG XpbOVOoGg £TTWAONG: 90 Aemrtd o€ Beppokpacia dwpatiou 20-32 °C/68-89,6 °F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaaieg
10 Zroixeia ATddoong
10.1 AvaAuTikn Evaiofnoia
Aokipaaia Tou puBuioTikoU diaAUpaTog deiypatog 30 popéc oe AESKULISA® SS-A-60 divel
avaAuTik evaioBnaoia 1,0 U/ml.
10.2 EidikéTnTa Kai EvaioOnoia
H 1TAdka pikpoTiTAotroinong eival emKaAuppévn pe @uoikd avBpwtivo 60 kDa SS-A. Ae
dlaTmoTWVOVTAl avTIdPACTIKOTATEG dlacTAUPWONG ME GAAa avTiyéva. AvTioWPaTa évavTl Tou
SS-A-60 epgavitovral oe didpopeg aoBéveieg. AuTEG TTEPIANAUBAVOVTAI OTOV TTOPAKATW
TTivaKa:
AcBéveia ‘ TuxvoTnTa
MpwTtotraBég SS 60-75 %
ZENA 40-50 %
10.3 FpappIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOel pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTd va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAlOUV [N YPOUMIKY) CUMTTEPIPOPA.

ApiOp. Apaiwon METPNUEVN CUYKEVTPWON QAVOUEVOMEVN OUYKEVTPWAON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 174,0 175,0 99,4
1/200 86,4 87,5 98,7
1/400 42,8 43,8 97,7
1/800 20,4 21,9 93,2
2 1/100 65,9 65,0 101,4
1/200 33,4 32,5 102,8
1/400 16,7 16,3 102,5
1/800 8,6 8,1 106,2
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Akpipeia

MNa Tov éAeyxo akpifelag TG HEBOdOU £CaKPIBWONKE PE TPEIG OPOUG O€ DIOPOPETIKES TTEPIOXEG
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) (%)
1 172,0 3,6 1 175,0 4,1
2 65,0 3,1 2 68,0 3,8
3 23,0 2,8 3 25,0 4,2
Alokpiwon

To SS-A-60 €£xel dlakpIPwBei  évavt evog opou avagopds Tou CDC Atlanta (Centers for
Disease Control and Prevention). Ta ammoteAéopara didovral og U/ml.

BiAloypa@ia
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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 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 TrapTidag
- Lote

UDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKG 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

- Déclaracdo CE de Conformidade

- 96 determinazioni - 96 tests
- 96 tests - 96 pruebas
- 96 Bestimmungen - 96 Trpoodiopiopoi
96 - 96 Testes
elFU - Rispettare le istruzioni elettroniche per l'uso - See electronical instructions for use

" agsku e

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAoUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electrénicas de utilizacédo

- Da utilizzarsi entro - Use by
- Utilise avant le - Utilizar antes de
- Verwendbar bis - Xprion péxpr

- Utilizar antes de

+8°C
+2°C

- Conservare a 2-8°C / 35,6-46,4 °F

- Store at 2-8°C / 35.6-46.4°F

- Conserver a 2-8°C / 35,6-46,4 °F

- Conservar a 2-8°C / 35,6-46,4 °F

- Lagerung bei 2-8°C / 35,6-46,4 °F

- ®uhdooeTal oToug 2-8°C / 35,6-46,4 °F

- Conservar entre 2-8°C / 35,6-46,4 °F

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeuageral amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakodg opdg AvtidpaaTripio Babuovounong

- 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 0pAG 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

- EmkaAuppévn JIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Soluci6n de lavado

- Waschpuffer

- PubpioTikd didAupa TTAUoNG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampoén sustrato
- Substratpuffer - PUBIOTIKG SIGAUNG UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- 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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