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Evoedeiypévn Xpion

AESKULISA® ANA-HEp-2 cival pia EviupoavoooAoyikf YéBodog oTeperG @AaNg TToU ETITPETTE TOV
OAIKG TTOIOTIKO TTPOGCOIOPICUSG AVTICWHATWY TNG uTtoouddag IgG, Ta otroia TGooovTal £vavtl KUTTApWY
Hep2 oTtov avBpwTrivo opd. KaBe utrodoxéag eival €MKAAUPPEVOG e KUTTapa Hep2 mou €xouv
uttooTei AUan. H dokipacia avixveuel pe kaBe utrodoxéa Ta oAIka ANA évavTi dikAwvou DNA (dsDNA),
10TovWwY, SS-A (Ro), SS-B (La), Sm, snRNP/Sm, Scl-70, Jo-1 Kal KEVTPOUEPIOIOKWY TTPWTEIVWV OTTWG
e1riong opoug ol otToiol gival BeTikoi oTov avoco@Bopioud (IFT) e HEp2.

H dokiyaoia e§utrnpeTei 0TN TWV CUCTNPATIKWY PEUPATIKWY TTaBRoEwv OTTwG €ival 0 GUOTNPATIKOG
epuBNuaTwdng Aukog (ZEA), o1 pikTéG TTaBroeIg Tou cuvdETIKOU 10TOU, N oKAnpodepuia, To oUVOPOUO
Sjégren, n TTOAUPUOGITIOO Kal N dEPUATOPUOCITIOA.

KAIVIKA epapupoyn Kal apxég TG HEBGdou

Ta avnimupnvikd avriowpatra (ANA) tdooovtalr evavtia evog peydAou apiBuol TTupnVvIKWY Kal
KUTTAPOTTAQOUATIKWY avTIiyovwy Kal gP@avifovtal e uPnAr] ouxvoTnTa O€ OUCTNUATIKEG PEUPATIKEG
vooous. lMNa 10 Adyo autd o TTpoadiopiopds Toug eival €va onpavtikG Bondntikd péco yia Tn
diagopodidyvwon. ‘ETol, .x. Ta avricwuara SS-A (Ro)- kai SS-B (La) cuoxeTiCovTtal pe 1o ZEA kai pe
TO0 oUvOpouo Sjogren (SS), Ta avti-dsDNA avTiowuata Kai 70 avti-Sm avricwyaTta pge 1o ZEA, 1a
QVTICWMPATA €VaVTI IOTOVWYV PE TO ZEA Kal hE TO QapUaKEUTIKO AUKO, Ta avTi-RNP- avTiowuarta e TIg
MIKTEC TTOBNOEIC TOU OUVOETIKOU 10TOU Kal pe To ZEA, Ta avti-Scl-70 avTicwuata ye T okAnpodepuia
(TTPOOJEUTIK CUCTNUATIKI OKAfpuvon) Ta avri-Jo-1 avTiowpata Pe Tnv TTOAUPUOGITIdOA Kal TN
OEPUATOUUOCITIOO KOl TA QVTICWHOTA €VAVTI TWV KEVTPOUEPIBIAKWY TTPWTEIVWV WE TO OUVOPOUO
CREST.

‘Ewg onuepa, n pEBodog ekAoyng yia Tnv avixveuon Twv ANA fATav o £éupecog avooo@Bopiopog (IFT)
0€ €UKOPUWTIKA KUTTapa OTTwG eival Ta KUTTapa Hela kai Hep2. O IFT eival BERaia pia euaiocObntn
pEBOBOG, N dokiyagia peydAou apiBuoU opwv OPWG gival KOTTIAoTIKA. AKOPN €ival duvatd 1o oloThua
dokiyaagiag va UuTtoKeITal opioPévwy AaBwyv, Adyw TnG e€pPNVEIaG Twv OTTOTEAEOUATWY aTTd TO
TTPOCWTTIKG TOU £PYOCTNPIOU Kal TwV dIaQopwV PETAEU HIKPOOKOTTiwvV avoco@Bopicpol. To aloTnua
ookipaaiag ELISA atroteAei étal pia e€aipetn evaAAakTiK AUon wg 1pog Tov IFT, yia tnv e&€Taon
opwv 6oov agopd Tnv Utrapén KAvikd onuavtikwyv ANA.

H €1dikétnTa TV pepgovwpévwy ANA gival duvatd va TTpoodiopioTei Péow TNG dokipaoiag pe €10IKG
ELISA, Tta otroia xpnoiyoTroloUv Ta avTioTolxa avTiyova. Autd emTPETTEl Wia OTTAR Kal aglommoTn
diagopotroinon Twv ANA cUp@wva pe TNV €IBIKOTNTA TOUG.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PMIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG oUVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
op6 Twv acBevwy, €dv autd UuTTAPXOUV, PE TO AvTIYOVO TTOU PPIOKETAI OTNV TTAGKA, TA Wn
ouvdeuéva aTolxeia Tou opol aTTopakpuvovTal 0To eTTOUEVO BANA TTAUONG. ETTeiTa TTpooBEéTovTal
avTI-avVOPWITTIVEG AVOCOOPAIPIVES, Ol OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 culeuypa (CUuleUYMEVEG OVOOOCQAIPIVEG)
OuVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol IN OUCEUYUEVEG
avoooo@aIpiVEG ATTOPOKPUVOVTal OTO €TTOPEVO BApa TTAUoNG. H diatTioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPAYUATOTTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAupévo ofu (aAAayry xpwaong o€ Kitpivo). O BaBudg oxnuatiouou
XPWHATOG aTmd TO XpwHoyovo e€aptdtal ammd Tnv TT000TNTA OUleUyuaTog Tou BpiokeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIOTOIXWV AvTICWUATWY OTO deiyua aoBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN ATl1O TH XPHZH

Xptpa Xpwua
2T0IXEIO MoooTtnTa . dioAUpaT  lMeprypagr / Mepiexdpevo
KOTTaKIOU oc
5TTAdCIO OCUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo vatpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aeukd Kitpivo opou (BSA), o&eidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
s , 50TTAGCIa CUYKEVTPWON
(FZ_)%BX‘;'OT'KO OiGAupa mAGong 1 X 20ml N\€UKO Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lIA XPHZH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katrakio  dloAUpar  Mepiypagn / Mepiexduevo
0 oG
. . . . . AvBpwTTIivog 0pdg (SlaAupévog), aABoupivn Bogiou
ApVnTIKOG 0pog EAEyXOU 1x1,5ml Mpdoivo  Aiauyeg opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTnpnTiKO)
i ) ) . . AvBpwTTIvog 0pAdg (dlahupévog), aABoupivn Bogiou
OETIKGG 0pOg eAEyXOU 1x1,5ml Kokkivo - Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKO)
Opiak6g opdg AvTiIdPACTAPIO 0 5 ¢ i 5
P C pog pacTnp 1x 1.5ml MrrAe KiToIvo Avepwmvog 0pog (6|0Aupavqg), G)\BOL(;I[,IIVI] Boeiou ]
BaBuovounong opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)

ZUOCTATIKA OTOIXEIQ: AVTI-QvBpWITIVR avOoG0ooc®aIpivn
>ulelyparta, IgG 1x15ml MTTAe MrtTAe onuadepévn pe uTrEPogeIdAoN atrd pagavioa,
aABoupivn Béeiou opou (BSA)

>1aBepotroinuévn TETPaPEBUABEVISivN Kal

YméoTpwpa TMB 1 x 15ml Matpo Aiauyeg utrepogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
12x8 é\%l Aegv givai Me amrooTrwevoug uttodoxeig. Avatpégte aTnv
MA&ka pikpoTiTAoTroinang Taiec SiaBgoy S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o o ETMIKAAUYN.

* H évtacon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON

Amaitouugva UvAIka:

O avayvwoTng TTAaKWV pikpoTiTAotroinang 450 nm avaylyvwokel QiATpa avayvwong Kal TTpoaipeTikd 620 nm @iATpa avagopdg
(600-690 nm). MNuaAiva egaptripata (KUAIVEpog 100-1000ml), dokipaoTikoi CwARVEG yia diaAUpaTa. AovnTAg avapIEng, TTPOX0IBES
akpiBeiag (10, 100, 200, 500, 1000 pl) i Tpocapuolduevn TToAuTTpoxoida (100-1000ul). Zuokeur TTAUONG pikpoTTAdkag (300ul
eTmavaAauBavopevn TTpoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv i auTopatoTToiNuévo oUaTnua), amoppopnTiké xapTi. Oi
OOKIPOTIEG HAG €XOUV WG OXEDIAOTEI yIa va xpnoipoTroinBouv pe kabapd Udwp cUPPwva Pe Toug opiopoug TG PapuakoTroliag
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakoTroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avTidpacThpIa Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKA TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa OTOUuG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAlpaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva prva. MNpétrer va AauBavovtal utrown ol
nuepounvieg AAENG TTou avaypd@ovTal Tn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE ouoTATIKOU.

Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn peRPpavn NG
OUOKEUOOiag.
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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 XpnOIMOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €10IK&
oTn xpnoigotroinon in vitro d1IayvwoTIKWY UAIKWY. Av Kal autd To TTPoidv dev Bewpeital
1I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHONG, OUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dloQUAALN TNG PEYIOTNG GOQPAAEIAG:

Zuortdosis Kal uérpa mpoeuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIOPOOTNPiwY TTEPIEXOUV BUVNTIKA ETTIKivOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIOUd Twv 0POOAUWY Kol TOou
0éppartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidio Tou
vaTpiou (NaNs:) wg ouvinpnmikd. To NaNs; pmopei va civar 10EIkO €dv TTpoAneBei 1
atropponBei atmd 1o déppa A Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU Kal XOAKoU oxnuaTtiCovtag 101aiTepa  eKPNKTIKA HETAAANIKG adidia. Katd Ttnv
aATToOpPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd T CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn di1dpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpaoThpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAl O€ QUTO TO TTPOIGV (opoi
eAéyxou kal avTidpaoTrpia BaBuovopnong) amodeixTnkav Katd Tov EAeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avBpwTTIvng TTPoéAcuong de PTTopei TTOTE va atTokAEIoTEl TTAAPWG N TBavoTNTA HOAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovialr w¢ duvnTIKA HOAUCHATIKOI Kal TTPETTEl va  XPNOIMOoTTolouvTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeaidl 10 KIT TTEPIEXEl UANIKO CWIKNG TTPOEAEUONG, OTTWG QvVAQEPETAl OTOV  TTiVOKQ
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

Mevikég utrodEigeIg

A@noTe OAa Ta CUCTATIKA 2TNV TTEPITITWON KATA TNV OTToia OI TTANPOYOPIEG TOU TTPOIOVTOG,
OUMTTEPIAAUBAVOPEVWY TWV ETIKETWYV, €ival EANITTEIG 1} EOQPOAUEVEG, ETTIKOIVWVAOTE PE TOV
KATOOKEUQOT] 1] TOV TTPOUNOEUTA TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNYroEl o€ ATTOKAICEIS OTA ATTOTEAEOUATA.

Tou O€T va AdBouv Bepuokpacia dwpaTtiou TpIv amd Tnv évapgn tng Odokipaciog (20-
32 °C/68-89,6 °F) kai avapueifte kKaAd. lMNpémel omwodATIOTE va TNpPEiTal To KaBopIoPEVo
TTPWTOKOAAO yia Tn dlEaywyr) TNG doKIpaciag.

Emwaon: Zuviotoupe amédoon Sokiprpg otoug 30 °C/86 °F yia autopatoTTinuéva
OUOTANATA.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIOPACTNPIWY OE BEPUOKPATiEG Avw TwV
37 °C/ 98,6 °F. Xpnoiyotroigite yia TN Aqwn Tou OI0AUUATOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUCKEUOOWEVA pUYXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTIOVO QwG. Mn xpnoIdoTToIEiTE yia TO SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTA@A YE GAAa avTIdpaACTAPIA.
H tehik kKAIVIKR Sidyvwon dev mpémmel va TiBeTal pévo pe Baon Ta aroTeEAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amd Tov 1aTp6 Aappdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuara. H didyvwon mpétrel va emIRERAIWVETOI XPNOIJOTTOIWVTAG
S1a@opeTIKEG BIAYVWOTIKEG HEOODOUG.
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ARQyn deiyparog, rpoeTolIacia Kal QUAagn

2uvIoTATal N Xpnon @PEoKwv BelyddTwy opol. H Afyn Tou aipatog TTPETTEl va YiveTal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTQIMIKG,
aigoAupéva | poAucpéva atrd Baktrpia deiygarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeTouvVTal PE XAPNAR TaxUTNTa 0T CUOKEUN uyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal KeEva QIaAidia.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEl va XPNOIKMOTToINBoUv €viog Twv
TPWTWYV 8 WpPWvV, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F vyia 48 wpeg To UEYIOTO. & TTEPITITWON TTOU TTPORAETTETAI PEYOAAUTEPN
o1dpkela QUAAENG, Ta deiyuata TPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYUATWYV: apalwveTe 1:5 pe atrooTayuévo vepod (Tr.x. 20
ml cuv 80 ml).

ZUMTTUKVWHEVO pUBNIOTIKO diIdAupa TTAUCNG: apaiwveTe 1:50 pe atmmooTayuévo vepod (.. 20
ml cuv 980 ml).

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

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwv:

Aciyyata opou: apaiwvete kal avauelyvoete 1:101 pe apaiwpévo pubuIoTIKG dIdAUPa
oelypaTwy, 1.X. (1x) 1000 pl pubuIoTIKO didAupa delyudaTwy + 10 pl opde.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 BubBicpata i 200 mi
ava 96 BuBiouara 1.X. 4 ml cupTTOKvwPa ouv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa TN Asimoupyia Tou gpyaAgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUuv uttéwn TTpooBeTeg
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw Ot €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTETA, TTEPINEVETE 20 deuTepOAeTTTA. ETTOVaAGBeTe TN diadikacia akdpn dUo QopEg.

MikpoTtrAdKeg:

ATTopakpUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePBpdvn Tng ouokeuaaiag oe dpoaepd 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:

1 2 3
NC P2
NC P2
CC P3
CC P3
PC
PC
P1
P1

I @ mm OO @ >»

PC: positiv-Controle P1: Patient 1
NC: negativ-Controle P2: Patient 2
CC: Cut-off Kalibrator P3: Patient 3

7.3 BnRpata gpyaciag

Bripa  IMepiypaery
1. MNpiv amré 1o mTTeTdpIopa BePaiwbeite OTI £xeTe ekTEAéDTEN TN BlAdIKACIA TTPOETOINACIOG OTTO TO
BrAua 7.1 Tapattdvw.

2. AKOAOUBAOTE Ta TTAPAKATW BrpaTa avaloya Pe Ta MOUPNTA aTToTEAEOUATA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTopeva BuBioparta 100 yl atmd éva atrd Ta
TTAPAKATW UANIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:

AvTidpacTipio BaBuovounang opiakAg Tiung (CC)

u Emiong, Baete atrd 100 pl ammd kabéva atrd 1a TTapakdTw:
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou
+100 pl (PC) kabuwg Kkai

e AiaAupévo opd aocBevwy (P1, P2...)

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

!
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUONG
- — (apaiwpévo 1:50).
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2XYZEYTMA
6.

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe uttodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pl

7.
Emwdadete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F.
30’
8.
!
MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG SiIGAUMa TTAUCNG
—> —> (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl dioAupartog utroatpwuatog TMB oe kGdBe uttodoxEa
u XPNOIYOTTOIWVTAG TNV TITTETA.

10. g

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

TO £VTOVO QWG.

30"

AIAAYMA AIAKOMHZ ANTIAPAZHZ

11.
\ Bacete 100 pl diaAUpaTog S10KOTTAG avTidpaong o€ kA Bubioua e
N ™ qalpd TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOIUOTTOIWVTAG TNV
i mméTa.
+100 i
12. —=
@ ETwadete yia 5 AeTrtd TOUAAYIOTOV.
s
13. AVOKIVEITE TTPOCEKTIKA TNV TTAGKA YIa 5 deUTEPOAETITA.

14. OQso- OD@A}

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(ouvioTdTar TTpoaipeTikG Kal oTta 450/620 nm).

450/620 nm
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nUITToooTIKA Epunveia

O mpoodioploudg etmiITuyXaveTal BAoel TNG oUYKPIoNG TNG OTTTIKAG TTUKVOTNTAG TWV BEIYUATWY
TWV a0BeVWY PE TNV OTITIKA TTUKVOTNTA Tou Oplakdg opdg AvTidpacThpio Babuovounong. e
TTEPITITWON TTOU N OTITIK TTUKVOTNTA Tou &giyuatog Tou aoBevh ival upnAdtepn ammod ekeivn
Tou Oplakdg opdg AvTidpacTAplo BaBuovounong, TOTE auTh XapakTnpideTal w¢ BeTIKA, av
gival XapunASTepn, €ival apvnTiKA. ZUYKPIVETE TNV OTITIKA TTUKVOTNTA TWV OEIyUATWY JE auTh
ToU pdptupa. lMNa TNV ToIOTIKY agloAdynon TrpoTeiveTal va Bswpouvtal Ta deiypata 20% yupw
amdé TV TIUAR Tou pdptupa oav ampoodidépiota. OAa T1a deiyuata Pe UWPNAOTEPEG TIPEG
BewpouvTal BeTIKA, deiyuaTa HE XAUNAOTEPEG TIMEG APVNTIKA.

AanTlKé: OD dO’QEVI"] < 0,8 X OD cut-off
AtmrpoodidpioTta: 0,8 x OD cytoff < OD qotsvg £ 1,2 X OD cut-off
OeTIKO: OD ao6evi > 1,2 X OD cut-off

Mapddeiypa mpoodiopiouoU

2uvioTatal n ek véou eloaywyrp Tou Oplakdg opog AvtidpaoThpio Paduovéunong
XPNOIMOTTOIVTAG TNV TTPOX0ida yIa KABe dokiuaaia.

AlakpiBwrég O.D 450/620 nm. CV %
ApvnTikdg ‘EAeyxog 0,081 2,6
Opiakdg opdg AvtidpaoTripiofabuovounong 0,350 1,8
O¢eTIk6G ‘EAgyxo 1,259 0,7
OIPEEE EpE AVTIBpGO‘TﬁpIO Aciypa acBevi MnAiko OD Epunveia
Baduovépnong
0,35 0D 0,25 OD 0,75 apvnTiko
0,35 0D 0,40 OD 1,14 AtrpoadiépioTa
0,35 0D 0,56 OD 1,60 BeTIKO
0,35 0D 1,75 0D 5,00 BeTIKO

AuTO TO TTapPAdEIypa BEV ETTITPETTETAI VA XPNOIMOTTOINGEI yia TRV EpUNVEia TWV
ATTOTEAECUATWY TWV ACOeVWV!

Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpiké epyacTApIa PTTOopoUV va diEEAyouv EAEYXOUG TTOIOTATOG OTO XWPEO TOUG PE SIKOUG TOUG
eAéyxoug kai/ r} opoug atod Tnv TpATTeCa aipaTog ocuu@wva Pe Tng pubuioeig Tng E.E.
2UVIOTATOI O€ KABE £pyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOCIOAOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

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

Oa Tpétrel va eAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUCONG.

Edv ta oToixeia ta omroia uttoBAABNKav o€ dOKIKN TTapoucidfouv atmokAion 1 dAAou gidoug
dlagpopoTroinon atod TIG AVANEVOUEVEG TIUEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATOOKEUAOT] ) TOV TTPOUNBEUTH TOU KIT SOKIUNAG.

H dnuioupyia evég TTnAikou OD emitpémmel TTpOCOeTa évav NUITTOCOTIKO TTPOCOIOPICHO TWV
atroTeAeopaTWY. MNa va cuuBei autd, diaipeiTal N OTITIKA TTUKVOTNTA TOU BEiYHOTOG TOU acBevn
d1a TNG OTITIKAG TTUKVOTNTAG Tou Oplakdg opdg AvTidpacTipio Babuovounong (Cut-off).
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OD (dciypa aoBevn)

MnAiko =

OD (Opi1ak6g op6g AvTidpacThplo Baduovopunong)

ApvnTIKO: MnAiko <0,8
Ampoodiépiora: 0,8  TnAiko <1,2
OeTIKO: MnAiko >1,2
9  Texvikd oToIxeia
YAIKO SelyuaTwy: Opdg
‘Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SIGAUNQ
OEIYUATWY
OAIKOG Xpdvog TTWOONG: 90 AeTrTd O€ Bepuokpacia dwuatiou 20-32 °C/68-89,6 °F
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVTIKEG QPIAAEG
ApIBuSGS Twyv TTPOodIoPIoHWY: 96 dOKIPOTiES
10 Zroixeia Ardédoong
10.1 Ei1dikéTnTa Kail Evaiodnoia

H pikpomrAdka civalr  €moTpwuévn e Aupéva  kOTTapa HEp2. Aev  diamoTtwenkav
dlaocTaupolpeves avmidpdoelg Ye GAAa autoavtiyova (ITG, PR3, TPO, TG, yAiadivn). Ta
avricwpata ANA dev cival €I0IKG yia TO ocuoTnUIKG €puBnuatwdn AUko (SLE), aAAG
Bpiokovtar ce O1GQopeg peupaTikéG TaBnoelg. H avixveuon Twv ANA artroteAei évav
eCaIpeTIKG guaioBnTo deikTN yia Tov evepyd ouoTNUIKG £puBnuUaTWdN AUKO Kai gival BETIKA o€
TT0000T6 >99% TOU OUVOAOU TWV TTEPITITWOEWV.

A6 peydAha voookouegia eAq@Bnoav 57 xapakTnpiohévol 0poi acBevwyv Ol OTToIoI £TTACXAV
atrd didpopesg autodvooeg voooug (Al) (SLE, MCTD, CREST kai ouvdpopo Sjogrens, BA.
TTapakdTw Trivaka) kai Atav BeTikoi o€ IFA HEp-2 ANA (21:160) eAéyxBnkav o€ OUOKEUR TOU
gUTTOPiOU Kal 0TO AESKULISA® ANA-HEp-2. 2 opoi TTou Atav apvnTikoi g€ IFA diamoTtwnke
OTI ATav €mmiong apvnTikl o€ AESKULISA® ANA-HEp-2. H TtadTmion Pe Tn OUOKEUR TOU
eutropiou Atav 100%.

Néoog # opwv TTOU
eAEyxOnKav
SLE 39
MCTD 3
CREST 4
2Uvdpopo Sjoegrens 4
Aldpopeg  autodvooeg 7
véool
2UCOKEUN TOU EUTTOPIOU
@e1. | Apvnt. | Z0volo
AESKULISA® | Oer. 57 0 57
ANA-HEp-2 | Apvnr. 0 2 2
57 2 59

Mia opdda paptipwy (n=80) Tpocdiopicbnke oTo OUVOAS TNG WG ApvVNTIKH 0TO AESKULISA®
ANA-HEp-2.
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10.2 TpapMIKOTNTA

MNa emAeypévoug opoug uTTopece va e€CakpIfwBel pia ypauuikf cuvaptnon PeETagu tng
OIdAuoNG Kal TNG OCUYKEVTPWONG TWwV QVTICWHUATWY o€ auth Tn Ookiyaoia. Adyw Twv
ETEPOYEVWV QVOPWTTIVWV AVTICWHATWY OUwG, dev gival duvaTo va ATTOKAEIOTE TO YEYOVOG OTI
MEMOVWUEVOI 0POi TTAPOUCIAZOUV UN YPOUMIKA CUMTTEPIPOPA.

ApiBp. Apaiwaon METPNUEVN CUYKEVTPWON QAVAUEVOUEVI OUYKEVTPWON Avadktnon (%)
Agiyuatog (MnAiko OD) (MnAiko OD)
1 1/100 4,10 4,200 97,6
1/200 2,10 2,100 100,0
1/400 1,00 1,050 95,2
1/800 0,55 0,530 103,8
2 1/100 6,10 6,200 98,4
1/200 3,00 3,100 96,8
1/400 1,59 1,550 102,6
1/800 0,79 0,775 102,0

10.3 AkpiBeia

MNa Tov éAeyx0o akpiBelag TNG PEBOdOU £CaKPIPWONKE HE TPEIG OPOUG O DIAPOPETIKEG TTEPIOXES
TNG TTPATUTING KAPTTUANG N E0WTEPIKN Kal evdidueon dlakuuavon.

EowTtepikn pé6odog Evdiaueon pébodog
ApiBp. Méoog 6pog CcVv ApiBp. Méoog 6pog CV
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

10.4 Aiakpiwon

To AESKULISA® ANA-HEp-2éxel dlakpIBwOei évavt evog opou avagopdg Tou CDC Atlanta
(Centers for Disease Control and Prevention).
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12 PuBuioTIKA cUuBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApIBu6g TrapayyeAiag
- Numero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog apTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- EupwTraikri oupguvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

M aesku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronsiche 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 Babpovounong

- Calibrador de cut-off

- Controllo positivo

- Positive Control

CON/|+

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- 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

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PUBpIOTIKG SIGAUPG UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaoTriplo JIaKoTIAG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra




