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Evoedeiypévn Xpion

AESKULISA® ANA-HEp-2 quantitative eivai pia Ev{upoavoooloyikr] UéBodog oTepeng
@ACoNG TToU E€MMTPETTEI TOV OANIKO TTOOOTIKO Kal TTOIOTIKO TTPOCdIOPIoHS avTICWHATWY TNG
uttoopddag IgG, ta otroia Tdooovtal évavtl KUTTdpwv Hep2 oTtov avBpwTrivo opd. Kdbe
utTodOXEaG eival €TTIKOAUPPEVOSG PE KUTTapa Hep2 tmou €xouv utrooTtei Auon. H dokipaoia
avixvevel pJe kKGBe uttodoxéa 1a oAIkd ANA évavti dikAwvou DNA (dsDNA), 1otévwy, SS-A
(Ro), SS-B (La), Sm, snRNP/Sm, Scl-70, Jo-1 Kal KEVTPOUEPIDIOKWY TIPWTEIVWV OTTWG
£TTioNg opoUg ol oTToioI gival BeTIKOi oTOV avooo®Bopioud (IFT) ue HEpP2.

H dokipyaoia €EUTInEETEl OTN TWV CUCTNUATIKWY PEUMATIKWY TTaBAcEwY OTTwG €ival o
OUCTNMATIKOG €pubnuaTwdng AUkog (ZEA), o1 pIKTéEG TTABAOEIC Tou CUVOETIKOU 10TOU, N
oKAnpodeppia, To ouvdpopo Sjdgren, N TTOAUUUOGITION Kal 1 dEPUATONUOCITIOA.

KAIvIKA epapupoyn Kail apxég TnG HEB6dou

a avTimupnviké@ avticwuata (ANA) TdooovTal evavTia evog peyaAou apiBuou TTUPNVIKWY Kal
KUTTAPOTTAQCOUATIKWY avTIYOVWV KAl gU@avifovTal Pe uynAr ouxvotnTa O€ CUCTNUATIKEG
PEUMATIKEG VOooug. INa 1o Adyo autd o TTpoadioplouds Toug eival éva onuavtikd BononTikéd
Méoo yia Tn diagopodiayvwon. ‘Etol, m.x. 1a avriowuara SS-A (Ro)- kai SS-B (La)
ouoxeTiovtal Je To ZEA kal e 1o ouvdpopo Sjogren (SS), Ta avti-dsDNA avTiowuarta Kai Ta
avTi-Sm avriowuata pe 10 ZEA, 1O avTiowuota €vavTl IoTovwy PE To ZEA Kai pe TO
QPAPMOKEUTIKO AUKO, Ta avTi-RNP- avTicwuata Pe TIG MIKTEG TTABNOEIC TOU OUVOETIKOU IGTOU
Kal ge 1o 2EA, Ta avti-Scl-70 avTiowparta pe TN okAnpodepuia (TTPOOBEUTIKY) CUCTNUATIKN
OKAfjpuvon) Ta avTi-Jo-1 avTICWHOTA PE TNV TTOAUPUOCITIdOA Kal T dEPUATOPUOCITION Kal Ta
QVTICWHATA £VOVTI TWV KEVTPOUEPISIOKWY TTPWTEIVWYV HE TO oUvdOpouo CREST.

‘Ewg onuepa, n HEBODOG ekAoyng vyia Tnv avixveuon Twv ANA nATav 0 €PPECOQ
avooo@Bopiouodg (IFT) oe eukapuwTika KUTTapa OTTwg eivanl Ta KUTTapa Hela kar Hep2. O
IFT eival BéBaia pia euaioBntn péBodog, n dokipacia peydAou apiBuou opwv OPwg eival
KOTTIAOTIKA. AKOun €ival duvatd 10 oUCTNPA BOKIPMOCIAg va UTTOKEITAI OPICHEVWY AdBwv,
AOYW TNG epuNVEIAg TWV ATTOTEAECPATWY ATTO TO TTPOCWTTIKO TOU EPYOOTNPIOU KOl TwV
d1aopwV PETAEU PIKPOOKOTTIWV avooo@Bopiouol. To cuotnua dokipaciag ELISA atroteAei
€101 pia &aipetn evaAAakTIKA AUon wg TTpog Tov IFT, yia Tnv €¢étaon opwv éoov agopd TV
umapén kAIvikad anuavTtikwyv ANA.

H e1dIkéTnTa TWV depovwpévwy ANA eival duvatd va TTpoodiopioTei Jéow TNG dOKINAOIAg PE
€10Ika ELISA, Ta otroia xpnoiyoTroiolv Ta avTioTolxa avtiyova. AuTo €TTITPETTEI Yia OTTAN Kal
agiémaoTtn diagopoTtroinon Twv ANA cUp@wva Pg TNV €1I0IKOTNTA TOUG.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €I8IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG cuvdEovTal Ta E1I8IKA avTICWPATA aTTd TOV
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIYOVO TToU BpiokeTal oTnv TTAAKA, TO [N
ouvdeuEva aTolixEia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BANA TTAUONG. ETreita TpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOQAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kara tn Oidpkeia piag €mwaong, 1o oUfeuypa (CUCEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl UE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avooO0C@AIPIVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twy ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe diaAupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuatiopou
XPWHATOG aTTO TO XpwHoyovo eCaptdral ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvoedepévn PUE TO CUUTTAOKO aVTIYOVOU-QVTIOWHATOG KAl £TA1 €ival av@Aoyog TTpOG TNV ApXIKN
OUYKEVTPWON TWV QVTIOTOIXWV avTICWUATWY OTo deiypa aoBevoug.
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3  ZUOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET
AIAANYONTAI MPIN AlNO TH XPHZH
Xpwpa Xpwpua
2T0IXEIO MoodtnTa Katrakio  dloAUpar  Mepiypagn / Mepiexduevo
0 oG
s . 51TAdoI0 OUYKEVTPWON
(FZ.:(?“'OT'KO O1GAupa BelypdTwy 1 x 20ml Neukd Kitpivo Tris, xAwpiouxo vatpio (NaCl), aABoupivn Bogiou
opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiko)
s . 50TTAGCIa CUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGhupa TAGONG 1 X 20ml Neukd Mpdoivo Tris, NaCl, Tween 20, o&gidio Tou varpiou < 0,1%
(ouvtnpnTikd)
ETOIMA IA XPHXH
Xpwua Xpwua
2TOIXEIO MoooTtnTa Katakio  diaAupar  lepiypaen / MNepiexouevo
0 oG
. e . . AvBpwTIivog 0pdg (SlaAupévog), ahBoupivn Bogiou
ApvTIKGG 0pOg eAEyXou 1x1,5ml Mpdavo - Alauyég opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTikd)
) s . . AvBpwTivog 0pdg (SlaAupévog), aABoupivn Bogiou
Oerikdg 0pog eAEyxou 1x1,5ml Kokkivo - Kirpivo opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)
Avnégaomplo BaBuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|0Auuavqg), G)\BOL[;I[,IIVI] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKO)
ZuykEVTpwan KaBe avTidpaaTnpiou Babuovéunong: O,
} . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTTivog 0pdg
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo (S10AUEVOC), aABoupivn BogIou 0pow (BSA), 0feidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
ZUCTATIKA OToIXEIa: AVTI-avOpWITTIVR avococ@alpivn
>ulevyyara, IgG 1 x15ml MtrAe MrrAe onuadepévn pe uTrePogeIdAon atrd pagavioa,
aABoupivn Béeiou opou (BSA)
. . . Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal
YmooTpwya TMB 1x15ml Madpo  AlduyES e o e6idi0 Tou UBEOoYOVOU (TMB/H,O,)
AidAupa diokoTg avtidpaong | 1 x 15ml A\€UKO Alouyég 1M YdpoxAwpikd o0&
12x8 ﬁ\E/\c/n Aegv givai Me amrooTrwevoug uttodoxeig. Avatpégte aTnv
MAdka pikpoTiTAoTroinang . . Slabéaiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA UE TNV
TaIVieg d106éo1y .
o o €MKAAUYN.
* H évtaon Tou XpWwHaTOG QUEAVETaI PE TN OUYKEVTPWON
Amaitouueva UAIKQ:
O avayvwoTng TTAaKWVY pIKpoTITAOTToinang 450 nm avaylyvwoKel QIATpa avayvwong Kal TTPoalIpeTiko 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva e€aptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmoppo@nTikd xapTi. Ol
doKIpaagieg Hag £xouv wg oxXeBIOOTE yIa va XpnoipoTroinBouv pe kabapd Udwp cUPPwva PE Toug opiopoulg Tng PappakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).
4  QUAagn kai xpoévog diatppnong

Ta avTidpacTApPIa Tou oUVOAOU avTIOPACTNEIWY Kal N MIKPOTTAAKA TTPETTEI va QUAdCTOVTaI
otoug 2-8 °C/35,6-46,4 °F péoa oTOuG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dioAupaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva prva. MNpémrer va AauBavovtal utméoywn ol
nUEPopNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUATIa Kal OTIG ETIKETEG TOU KABE GUOTATIKOU.

Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn PePPpdavn NG
OuOKeUaaoiag.
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Y1rodeieig kal TTpo@uUAGEeIg

5.2

EmikivouvoTnTa yIa TNV UyEia
AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TA EPFAZTHPIAKH
XPHZH (IN VITRO AIAFNQZTIKH).

MpétTel va XpNoIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £X€EI KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWVY. Av Kal autd To TTpoidv Oev Bewpeital
ID10iTepa ToEIKG A €TTIKIVOUVO UTTO OUVOAKEG evOedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES yIa TN dla@UAaln TNG PEYIOTNG ACPAAEIAG:

Zuortdosis Kal uérpa mpoeuAaéng

Meuyovwpéva ouoTaTikd Tou cuvoAou avTIOPaOTNPIWY TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTiIdpaoThpla, Ta oTroia eival duvaTtd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
oépuatog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiEéxouv alidio Tou
vaTpiou (NaNs:) wg ouvinpnmikd. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei atrd 1o dépua n Ta pdtia. To NaN; ptropei va avridpdoel Je TNV eykataoTaon
MOAUBOOU kal XaAkoU oxnuaTifovrag 101aiTepa  e€kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aTmroppIYn, CETTAUVETE Ue PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dIadIKAOieG atToAUuavong OTTwg Treplypd@ovTtal amd ™ CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn di1dpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TTPOoX0ida (TNITTETTA) S0 HEOW TOU OTOMATOG, POPATE
ydvTia giag xpnong.

Ta avmidpacTrpia avlpwITIivnG TTPOEAEUCNG TTOU TIEPIEXOVTAI 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. Ouwg, o€ TpoidvTa
avOpwTTIVNG TTPoEAEUONG OE UTTOPEl TTOTE va atrokAEloTel TTAPpwWG N MBaveTNTa NOAUVONG ME
TOUG ava@pePOPEVOUG | Kal e GAAOUC akOun dyvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTiIdpacThpIa BaBuovounong OTTwG €TTioNG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg duvnTIKA HOAUCUATIKOI KAl TTPETTEI VA XPNOIKOoTToIouvVTal
oUPQwWVa JE Ta €BvIKG voUIKG agliwuaTa.

Emeidr) 10 KIT TTEPIEXEl UAIKO CWIKNG TIPOEAEUONG, OTIWG AVOQEPETAlI OTOV  TTivaKd
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWwV
ETIKETWV, €ival EANITTEIG 1) ECQAAUEVEG, ETTIKOIVWVACTE PE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET Vva 0dNyrnoel o€ ATTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaciag (20-32 °C/68-89,6 °F) kal avaueigte KaAAQ. MNpETTel oTTWOdATIOTE va ThpEiTal TO
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

Emrwaon: ZuviotoUpe amédoon Ookipug otoug 30 °C/86 °F yia auToOMATOTTINHEVA
ouUCTAHATO.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BepuoKpacieg Avw Twv
37 °C/ 98,6 °F. Xpnoiyotroigite yia Tn Aqwn Tou OI0AUUATOG TOU UTTOOTPWHATOG TTAVTOTE
KaIvoupla — CUCKEUOOWEVA pUyXN YIO TNV TITTETA, YIA VA OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTToiEiTe yia TO SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTa@A YE GAAa avTIdpACTAPIA.
H teAik KAIVIKA Si1dyvwon dev mpémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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6  AQyn deiyparog, TrpoEToINacia Kal UAASn
2UVIOTATal N XpNon @PEoKwv delyddTwy opol. H AfRwn Tou dipyatog TTPETTEl va yivetal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva 1 MOAuopEva aTtTd BakTrpla deiyuaTa opou.
Acgiypata opwv TTOU TTEPIEXOUV CWMATIOIO, va TotroBeToUvTal ME XaunAn Taxutnta oTn
OuoKeurn QuyokévTpnong (<1000 x g). ZuAAéyeTe Ta deiypaTa aipaTog o€ KaBapd, oTeyva Kal
KEVA QlaAidia.
Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TTPETTEl va XPNOIKMOTToINBoUv €viog Twv
TPWTWYV 8 WpPWwv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO UEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
oldpkela QUAAENG, Ta deiyuata TTPETTEI va WuyovTal oToug -20°C/-4°F,

7  Aadikaoia Tng pE66doU

7.1 TMposToipacia

Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

2UNTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYHATWYV: apalwveTe 1:5 pe atmooTayuévo vepod (Tr.x. 20
ml ouv 80 ml).

2UMTTUKVWHEVO pUBUIOTIKO BIdAUpPa TTAUONG: apaiwveTe 1:50 pe atmmooTayuévo vepod (.. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ocuvioTdtal n CAPAVON TwWV KATTAKIWY Twv OIaQopwyv
avTiIdpacTnpiwv Babuovounong.

Apdaiwon Twv delyudTwy TV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUUG
OelypdaTwY, T.X. (1X) 1000 pl puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 Pubiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUkKvwPa cuv 196 ml atrooTaypévo vepod.

AuTtoparotroinpévn Adon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@Bouv uttdywn TTpooBeTEG
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atToppo@nTIKO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG O€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPIéveTE 20 deuTepOAeTTTa. ETTavaAdBeTe Tn Siadikacia akoun dUo QopE..

MikpOTTAdKEG:

ATTopakpUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn JePPBpdvn TnG ouokeuaoiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 XxApa dlavounig avTiIdpacTnpiwv

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

OciypaTa wg €€Ne:
MNa NMOZOTIKH gpunveia MNa MOIOTIKH epunveia
. , T . , e
T cap lcaE ot [ T e
B CalA | CalE | P1 B NC P2
C CalB | CalF | P2 C | CC P3
D CalB | CalF | P2 D CC P3
= cac [rc SR P T B
N ac [rc SR = S D B R
G CalD | NC G P1L
H CalD | NC H P11
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

7.3 BnRpata gpyaciag

Bripa  IMepiypaeri
1.  MNpiv amré 1o miTeTdpiopa BePaiwbeite 611 €xeTe ekTeEAéOEl TN Sladikagia TTPOETOINACIAG OTTO TO
BrAua 7.1 mapatTdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrMaTa avadAoya Pe Ta TIBUPNTA aTToTEAEOUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3. Badete ota mpoPAeTTOpEva BuBioparta 100 ul atréd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A

b. Avndpaotripio BaBuovéunong oplakng TiIPAG (CC) yia
u NOIOTIKH epunveia
Etriong, BaZete atmd 100 pl atmd kaBéva atrd Ta TTAPAKATW:
+100 pl . . . . . .
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pOG EAEYXOU
(PC) kaoBwg kai
e AlaAupévo opd aoBevwy (P1, P2..)
4,
Emwddete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F.
30’
5.
I
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
— — (apaiwpévo 1:50).
3x 300ul
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N

10.

11.

12.

13.
14.

!

+100 pl

®

30

3x 300yl

i

+100 pl

S

30

\i_)

+100 pl

D

oD,- ODGE/\./-

450/620 nm

—

2XYZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog o€ KABe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kaBe popd pe 300 pl pubuIoTIKG diIGAUpa TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxéa
XPNOIYOTTOIWVTAG TNV TITTETA.

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

AIAAYMA AIAKOMHZ ANTIAPAZHZ

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

EmmwadeTe yia 5 AeTTTd TOUAGXIGTOV

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKA EpUNVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpaoTtnpiwv Baduovéunong (aGovag y) Evavl g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPICUO GUVIOTATAI N JETAPOPE
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOAUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTO TOU OEiyUATOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.
Meploxr @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG amoTeEAéopaTA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadeiyua mpoadiopicuou
Autdé TO TrOpPAdelypa Oev EMITPETTETAI VO XPNOIMOTTOINGEl yio TNV gppnveia Twv

ATTOTEAECHATWY TWV A0BEVWYV.
AvTidpaoTrpia 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/ml 1,312 0,1
300 U/ml 2,076 0,7

lNapadeiyua urroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopua (U/ml)
P01 0,799/0,744 0,772 40,3
P02 1,404/1,393 1,39 119,5

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong mpétrel va avagépovtal wg" >Méey." MNpétmel va apaiwvovTal KatdAAnAa kai va
dokiuagovtal Eavd. Ta deiyhaTa Pe TINEG MIKPOTEPES aTTO TO £UPOG TIHWV TWV AVTIOPACTNPIWYV
BaBuovounong TTpétrel va ava@épovtal wg "<EAdy."

Eidika oToixeia tng TTaPTIdAg, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va diegdyouv eAEyXoug TTOIGTNTOG OTO XWPO TOUG HE BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA AiaTog CUNPWVA PE TNG pubpioeig TnG E.E..
2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QYUCIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE T KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEI va eTTaVaANQOE.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwv (TTou TTPOETOINACTNKAY), OUVONAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv 1a otoixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUAOTA i TOV TTPOUNBEUTH TOU KIT SOKIWAG
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv BEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTtupa. MNa tnv ToIOTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou PapTupa cav ampoodidpiota. OAa Ta deiypata pe
UWNAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TIMEG apvNTIKA.

ApvnTiKO: OD oqo8evr; < 0,8 x OD cut-off
Ampoodidpiota: 0,8 x OD cytoff < OD qotevg S 1,2 X OD cut-off
O€TIKO: OD qo6evs > 1,2 x OD cut-off
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9  Texvikd oTolxeia
YAIKO delyhaTwy: Opébg
Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SIAAUNQ

OclyudTwy

OAIKOG Xpbvog TTWOONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C/68-89,6 °F
Mepioxn péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
ApIBubG Twv TTPpoodIopIoPWY: 96 dOKIPOTIES

10 Zroixeia ATdédoong

10.1 AvaAuTtiki EvaioBnoia
Aokipagia Tou puBuIoTIKOU SlaAUuaTog deiypatog 30 popéc oe AESKULISA® ANA-HEp-2
guantitative divel avaAuTikr) euaioBnaia 1,0 U/mil.

10.2 Ei1dikéTnTa Kai Evaiodnoia
avTIdPacTIKOTNTEG dlacTaupwong Pe GAAa avtiydva. Ta ANA dev gival €10iIkd yia 10 ZEA,
0AAG aveupiokovTal o€ HEYAAO apIBUO TTEPAITEPW PEUMATIKWY aoBevelwv. H diattioTwon Twy
ANA c¢ival pia TTOAU euaioBntn TTapdueTpog yia Tov evepyd ZEA kai oe >99% Twv
TTEPITITWOEWV €ival BETIKA.

10.3 FpappIKOTNT

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

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuatog (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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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TG peBddou eCakpIBWONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOXES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdidaueon pédodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CcVv
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

10.5 Alakpifwon

To AESKULISA® ANA-HEp-2 quantitative éxel dlakpiBwOei évavT evdg opol avagopdg Tou
CDC Atlanta (Centers for Disease Control and Prevention).
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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 catélogo

- Bestellnummer - Ap1Bu6g 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

- |dentificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tinico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- EupwTrdikr 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

i aesku SN

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AKOAOUBNOTE TIG NAEKTPOVIKEG 0Bnyieg Xpriong

- Seguir as instrugdes electrénicas de utilizagdo

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

- Utilizar antes de

+8°C
+2°C

- Conservare a 2-8°C (35.6-46.4°F)

- Store at 2-8°C (35.6-46.4°F)

- Conserver & 2-8°C (35.6-46.4°F)

- Conservar a 2-8°C (35.6-46.4°F)

- Lagerung bei 2-8°C (35.6-46.4°F)

- ®uhdooeTal oToug 2-8°C (35.6-46.4°F)

- Conservar entre 2-8°C (35.6-46.4°F)

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeudderar amd

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakég opdg AvTidpaoTripio BaBuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle

- 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 TAUoNG

- Soluco de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaoTriplo JIaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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