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Evoedeiypévn Xpion

AESKULISA® ENA-6Pro cival pia Ev{upoavoooloyikii uéBodog oTepeng @Aong TTou €TITPETIEI TOV
aTTAG NMITTOCOTIKO TTPOCOIOPICHSG AVTICWHATWY TNG UTToouddag IgG, Ta omoia TdocovTtal £vavTl €E
KUTTOPIKWY KAl TTUPNVIKWY avTiyovwy aTov avBpwTrivo opd. O1 uTTodoxEiG €ival ETTIKAAUNPEVOI PE TIG
avaouvouaaouéveg TTpwreiveg SS-B, SS-A 52 kDa, Scl 70, Jo-1 kail pe TIg UPnAAG KaBapdTNTAG QUAOIKES
avBpwTmveg Tpwreiveg snRNP/Sm, Sm kai SS-A 60 kDa. H odokiyacia eEutrnpetei oTn
01agop0odIAyVwWan TWV CUCTNUATIKWY PEUMATIKWY TTABACEWV.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

H diamiotTwon avTimmupnvikwy avtiowudtwy (ANA) otov opd Traifel ammo@acioTiké pOAo OTn
01agOopodIAyVWON TWV CUCTNUATIKWY PEUUATIKWY TTaBroewy. H diatrioTwon tTwv ANA yivétav apxikda
pe TN dokiyagia Tou éuuecou avooopBopiouoU (IFT) oe eukapuwTikd KUTTapa OTTWG TI.X. Ta KUTTApaA
Hela. Me Bdon TIg SIQQOPETIKEG OXNUATOUOPPESG TOU GOOPIoUOU gival duvaTd va dIaKPIBE n €18IKOTNTA
Tou KGBe ANA, n diatmioTwaon OPwG Twv autoavTiIowudaTwy oTo ELISA pe Ta avrioToixa €18ikd avtiyéva
EMTPETTEI Pia EUKOAOTEPN Kal TTIo agIdTToTn dlagopoTtroinan Tov ANA cUugwva e Tnv 18IKOTATA TOUG.
Ta ANA gu@avifovtal oTov evepyO Kal Jn evepyd ouoTnuatikd epubnuatwdn AUko (ZEA), o€ PIKTEG
voooug Tou ouvdeTIKoU IoTou (MCTD), Tn okAnpodepuia, Tnv TTOAUPUOGITIOO Kal 0€ GANEG a0BEvVEIEG.
Ta avTiowpaTa £vavri:

‘Sm (Smith antigen), Tadooovtal evavtia kevipikwv Tpwreivwv (B,B°, D1-D3, E, F, G), pikpwv
TTUPNVIKWV pifovoukAeotrpwTeividv (sNRNPs). Ta avti-Sm Tmapoucidfouv OTTwG Kal Ta avTicwuarta
évavtl Tou dikhwvou DNA (dsDNA) uwnAn €0IkoéTnTa yia Tov ZEA kal amoteAolv €101 €va a1t Ta
KpItipia didyvwong Tou ZEA.

* 70 oupttAoko sNRNP/Sm tdooetal evavtia Twv Sm kal Twv mpwTeiviov sNRNP (70 kDa, A kai C).
Aveupioketal ato ZEA, oto auvdpopo Sjogren, aTrn okKAnpodepia Kal GTnV TTOAUMUOCITIOA.

-SS-A (Ro)kai avriowpata évavt SS-B (La), ugnAoi TiTAoI aveupiokovTal GuvABwWGS GTO TTPWTOTTOOEG
Kol &eutepoTTaBég auvdpopo Sjogren, epgavifovial Ouwg kal oto XEA, 010 ouyyevr) Kapdlako
OTTOKAEIOPO KAl OTO VEOYVIKO AUKO.

-Scl-70 tdooovtal evavtia Tng DNA-Tomoicopepdong I. ‘Exouv uwnAf €18ik&TATA yia TN CUCGTAUATIKY
okAnpodepuia kal uttodeIkvUouV Wia Bapid Tropeia TG TTAGNoNG.

‘Jo-1 T1docovTal evavria Tng I0TIOUAO-tRNA ouvBeTdong (Wia KUTTAPOTTAQOUATIKA TTPWTEIVR TG
TpwTeivoouvBeong). Epgaviovtal 1o 20-40 % Twv aoBevwv TToU TTACXOUV atrd TTOAUPUOCITI®O Kal
OepuaToUUOCITIOA.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLoVTal Ta EIBIKA AvTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd UuTTdpXOUV, PE TO AvVTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal oTo £TOUEVO BANA TTAUONG. ETTeima TTpooBEéTovTal
avTI-avOPWITTIVEG AVOCOOPAIPIVES, Ol OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 ouleuypa (CUlEUYMEVEG OVOOOCQAIPIVEG)
OUuVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol IN OUZEUYUEVEG
avoooo@aIpiVEG ATTOPOKPUVOVTal OTO €TTOPEVO BANA TTAUoONG. H dlatTioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPOYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dIaAupEvo 0&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwpoyovo e€aptdtal ammd Tnv TTo0oTNTA 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 A0 TH XPHZH

Xpwua e
2T0IXEIO MoodtnTa . OlaAupar  Meprypagn / Mepiexduevo
KOTTOKIOU oc
51TAdoI0 OUYKEVTPWON
PuBuiaTiké didAupa delypdTwy . . Tris, xAwpiouxo vatpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aeukd Kitpivo opou (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 501TAdoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO diahupa mhuong 1 X 20ml Neuko Mpdaoivo = Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpua
2T0IXEIO MoooTtnTa kotakio  diaAUpar  lMepiypaen / MNepiexduevo
0 oG
ZuykEvTpwan kaBe avtidpaaTnpiou Babuovounaong: O,
. . . . 10, 30, 100, U/ml. ZuaTatikd aToixeia: AvBpwIrivog
*
AvtidpaoTrpia BaBuovéunong | 4 x 1,5ml Neuko Kitpivo 0pd¢ (SiaAupévog), O&eidio Tou varpiou < 0,1 %
(ZuvTnpnTiKO)
Opiakdg op6g AvTIdPAGTHPIO 3 ia: 3 ' ¢
P C POg pacTnp 1x1,5ml MiTAe KiTpIvo Zucyanm oToIxeia: Avepcgmvog opog (é[aAupsvog),
Babuovéunong O¢&eidio Tou vaTtpiou < 0,1 % (ZuvtnpnTikd)

uoTaTiKa oToIXEia: AvTI-avBpwTTivn avocoo@aipivn
>ulelyparta, IgG 1x15ml MtTAe MrrAe onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
aABoupivn Bogiou opol (BSA)

>1aBepotroinuévn TETPaNEBUABEVISivN Kal

YméoTpwua TMB 1 x 15ml Madpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
Aev

Aev eival | Me ammoommwuevoug uttodoxEig. AvaTpégte oTnv

MAd&ka pikpoTiITAoTTOiNONG 12 X 8 evar, Slabéoiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg diaBéaiy o S
o .

*H évtaon Tou XpWHOTOG QUEAVETAI PE TN GUYKEVTPWON

Amaitouugva UvAika:

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
akpiBelag (10, 100, 200, 500, 1000 pl) A TTpooapuoldpevn TToAuTTpoxOida (100-1000pl). Zuokeury TTAUONG PIKPOTTAGKAG (300pl
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwv 1 auTopaToTroinpévo oUoTnua), atmoppo@nTikd xapti. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUg opiopoug TG PapuakoTroliag
Hvwpévwv MoAireitdv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (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 oToug aubevTIKoUG TTEPIEKTEG. Apalwpéva dlaAlpaTa,
QuAdooovtal oToug 2 - 8 °C / 35,6 - 46,4 °F yia éva univa. MNpétrel va AauBdavovtal utréyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUOOIA Kal OTIG ETIKETEG TOU KABE CUOTATIKOU.

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 KaAG KAsiopéveg péoa oTtn peRPpavn NG
OUOKEUOOiag.

2/10



AESKU,DIAGNOSTICS Product Rel 2103

Product Desc. ENA-6Pro
Manual Rev. No. 004 : 2025-03-21

Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TNA EPFAZTHPIAKH
XPHZH (IN VITRO AIANQZTIKH).

MpéTTel va XpNoIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £X€I KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn xpnoigotroinon in vitro dlIayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
ID10iTepa ToEIKG A €TMIKIVOUVO UTTO OUVOAKEG evOedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

Zuordosis Kai uétpa mpoeuiaéng

Meuyovwpéva ouoTaTikd Tou auvoAou avTIOPaoTNPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpacThpia, Ta oTToia gival duvaTtd va TTPOKOAECOUV €peBIOUd Twv O0POOAUWY Kol TOou
oépuatog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiEéxouv alidio Tou
vaTpiou (NaNs) wg ouvinpnmiké. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei amd 1o déppa | Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU kal XaAkoU oxnuaTioviag 101aiTepa €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aATToOpPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dlIadIKAOieg atToAUuavong OTTwg TreplypdeovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Katd tn SidpKela TG €pyaciag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TIPOXO0idA (TTITTETTA) S1a HEOW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avmidpacTrpia avlpwTTivnG TTPOEAEUCNG TTOU TTEPIEXOVTAI OE QUTO TO TIPOoidv (opoi
eAéyxou kal avTidpaoTrpia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartimda C kai HIV 1 kal 2 wg apvntikd. Opwg, o€ TpoidvTa
avOpwTTIVNG TTPoEAEUONG OE UTTOPEl TTOTE va atTokAEIoTel TTAAPWG N MBaveTNTa NOAUVONG ME
TOUG ava@epOpevous i Kal e GAAoUg akdun ayvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTidpacThpIia BaBuovounong OTTwG €TTioNG Kal Ol 0POi Twv
aoBevwyv xapaktnpifovialr w¢ duvnTIKA HOAUCHATIKOI KAl TTPETTEI va XPNOIMoTTolouvTal
oUPQwWVa JE Ta €BvIKE VOUIKG aflwuaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTivaKa
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEiSEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWVY TWV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv ptrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET Vva 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikd Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapn
NG dokiyaciag (20 - 32 °C / 68 - 89,6 °F) kal avaueigte KaAd. Mpétrel omwodnToTE va
TNPEITaI TO KABOPIOUEVO TTPWTOKOAAO yia Tn diegaywyr TNG dOKIYACIag.

Emrwaon: Zuviotoupe amrédoon dokiuAg otoug 30 °C / 86 °F yiad QUTOMATOTTINHEVA
OUOTAHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKG TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpacieg dvw Twv 37
°C / 98,6 °F. Xpnoigotroleite yia TN Aqwn Tou OIOAUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUMQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TIITTETAG TTOU £X0UV £pB¢l o€ eTTA@ PE GAAa avTIdOPaACTAPIC.
H teAik KAIVIKA S1dyvwon dev pémrel 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 XPNOIUOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2UuvVIOTATal N Xpnon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog TTPETTEl va yivetal
oupgewva e Ta €0vikd vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKA,
algoAupéva | poAucpéva atmd Baktrpia deiydarta opol. Asiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeTouvVTal JE XAMNAR TaxUTNTA 0T OUOKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa dipatog o€ KaBapd, oTeyvd Kal KeEvA @IaAidIa.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEI va XPNOIKMOTToINBoUv €viog Twv
TPWTWY 8 WwPwV, dIOPOPETIKA TTPETTEI VA QUAACTOVTAI KAEIOPEVA AEPOOTEYWS OTOUG 2 - 8 °C
/35,6 - 46,4 °F yia 48 WpeG TO YEYIOTO. 2€ TTEPITITWOT TTOU TTPORAETTETAI PEYOAUTEPN OIGPKEIQ
QuUAaéng, Ta deiypaTa TTPETTEl va PuxovTal otoug - 20 °C /- 4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

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

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

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

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwyv:

Aciypata opoU: apalwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUa
OelypaTwy, T.X. (1X) 1000 pl puBpIoTIKG didAupa deiyudtwy + 10 pl opde.

MAdon:

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

AuTtoparotroinpévn Auon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUlv uttéwn TTpooBeTeg
TTOoATNTEG PUBUIOTIKOU dIOAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAAKa €TTdvw Ot €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo pubuIoTIKG SIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETA, TTEPINEVETE 20 deuTepOAeTTTA. ETTOVaAGBeTe TN Siadikacia akdpn dUo QopEg.

MikpoTtrAdkeg:

ATTopakpUveTe Ta BuBicpaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAglopéva péoa oTtn PEPPPAvVN TNG CuOKeuaaiag oe dpooepd PEPOG (2 - 8 °C /
35,6 - 46,4 °F).
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7.2 ZXAMA SIOVOURG avTIOpaCTNPIiwV

MpoTteivoupe TN Xprion T¢ TITTETAG YIA avTIdOPACTAPIa BaBuovounong, opoug eAEyxou Kal
dciypaTa wg €¢Ne:

Na MNOZOTIKH

KAPTTUANG

Cal antigen
Cal antigen
SS-A
SS-B
Sm
snRNP/Sm
Scl70
Jo-1

CalA: calibrator A
CalB: calibrator B
CalC: calibrator C

I O MmO m >

epunveia  xpnoigotroiolv | MNa TIOIOTIKH epunveia xpnoigoTToInoeTe
BaBuovountég yia Tn dnuioupyia piag TPOTUTING | ATTOKOTIAG  PaBuovount kai Cala  wg

1
CalA
CalA
P1
P1
P1
P1
P1
P1

7.3 BRpata gpyaciag

Bripa  Iepiypapr

apvnTikdG uapTtupag kai Cald wg BeTikd
€Aeyxo

2 1 2
CalB A CalA CcC
CalB B CalA | CC
P2 C P1 P2
P2 D P1 P2
P2 E P1 P2
P2 F P1 P2
P2 G P1 P2
P2 H | P1 P2

CalD: calibrator D P1: patient 1
CC: cut-off calibrator P2: patient 2
P3: patient 3

1. TMpiv améd 1o mTTeTdpIiopa BeRaiwbeiTe OTI £XETE eKTEAETEI TN DIOBIKAGIQ TTPOETOIUATIAG OTIO TO

BrAua 7.1 Topatdvw.

2. AKoAouBAOTE Ta TTAPAKATW BrMATa avadAoya Pe Ta €MIOUUNTA aTToTEAETUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

3.

+100 pl
N )
5

OPOI EAEMXOY & AEITMATA

Bacete ota poPAeToueva BuBioparta 100 ul atréd éva ammo Ta
TTAPAKATW UAIKG XPNOIUOTTOIVTAG TNV TITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:
a. Avmdpaotipia Babuovounong (CAL.A €éwg CAL.D) yia
MMO2OTIKH epunveia i
b. AvndépaoTrpio BabBuovéunong opiakng TIuAG (CC) yia
TOIOTIKH eppnveia
Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TapakaTw:
e Cal Akal Cal D kai

e AiaAupévo opd aoBevwy (P11, P2..)

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

MAévete 3 Qopég, kGBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
(apaiwpévo 1:50).
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>YZEYTMA
6.

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pl

7.
Emwadete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F.
30’
8.
I
MAévete 3 Qopég, kaBe @opd pe 300 ul pubuIoTIKG diGAupa TTAUONG
- - (apaiwpévo 1:50).
3x 3004l
YMOZTPQMA
9
Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxéa
u XPNOIYOTTOIWVTAG TNV TITTETA.

10. §

Etrwadete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F. lNpooTarteuoTe
@ aTTo TO £VTOVO PWG.
AIAAYMA AIAKOMHS ANTIAPAZHE
11
Bacete 100 pl diaAUpaTog d10KOTTAG avTidpaong o€ kaBe BuBicua ue
- TN O€IPA TTOU TOTTOBETABNKE TO UTTOCTPWHA XPNOCIKNOTTOIWVTAG ThV
i mTéTa.
+100 pl
12. =
EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.
s
13. AVOKIVEITE TIPOOEKTIKA TNV TTAGKA YIa 5 OeUTEPOAETTTA.
OD.- OD
14. w0 e\ Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTrwv
450/620 nm (ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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MoloTIKA KAl NUITTOCOTIKA avAdAuon

O ToooTikKdG TTPOoodIoPIoPSG emmITUYXAvETal BACEl Piag TTPOTUTING KAPTTUANG, OTnV OTToia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV JIAKPIBWTWYV (Agovag W) Evavtl TNG OUYKEVTPWONG O€
U/ml (&Eovag x). MNa Tov TTpocdiopioud ouvioTdtal n uetagopd log/lin kai éva Fit 4
TToOpAPETPWY. Me BAon TNV KAPTTUAN €CAKPIBWVETAI ATTO TNV OTITIKY TTUKVOTNTA TOU DEIYUATOG
N CUYKEVTPWON TwV avTiIowudTwy og U/ml.

Mapddeiypa mPoodiopiouoU:

2uvioTdtal n ek véou elcaywyn Tou Opiakdg opo¢ AvtidpaoTrpio Pabuovounong
XPNOIMOTTOIVTAG TNV TTPOX0ida yia KABe dokiuaaia.

AlakpiBwrég / 1gG OD 450/620 nm

0 U/ml 0,042 OD

10 U/ml 0,323 0D

30 U/ml 0,757 OD
100 U/ml 1,602 OD

Oplakdg opdg AvTIdpaoThpIo
BaBuovounong
15 U/ml 0,451 OD
Meploxf @UOIOAOYIKWY TIHWV ATTpoodiéploTa O¢cTikd aToTeEAéopaTa
<12 U/ml 12 - 18 U/mi >18 U/ml

lMapadeiyua umroAoyiouou:
AoBevric  EmavaAnyn(OD) Méoog 6pog (OD)  AmrotéAeopa  ATtrotéAeopua

TTOI0TIKOG NUITTOOOTIKOG (U/ml)
P01 0,188/0,186 0,187 OeTikd 50
P 02 1,334/1,335 1,335 ApvnTIKO 71,4

AutOé TO TOPAdelypa Oev €mMITPETETAI va Xpnoigotroindsi yia Tnv epunveia Twv
ATTOTEAECHATWY TWV A0BeVV!

Eidikd oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOUEVO TTIOTOTTOINTIKO €AEyXOU.
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 TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV E TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEI va eTTAVaANQOEi.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avmidpacTtnpiwyv (TTou TTpoeTOINAOTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUCONG.

Edv ta oToixeia ta omoia uttoBAABNKav o€ dOKIKN TTapoucidfouv atmokAion 1 dAAou gidoug
dlagpopoTtroinon atd TIG AVANEVOUEVES TIHEG 1 €Av &gV TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.

H dnuioupyia evog TnAikou OD emiTpéTTeEl TTPOOHOETA €vavV NUITTOOOTIKO TTPOCOIOPIOUS TWV
atroTeAeopaTWY. MNa va cuuBei autd, diaipeiTal n OTITIKA TTUKVOTNTA TOU BEiYHATOG TOU acBevn
dla TNG TTapPAPETPOU.
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Mol0TIKO6G TTPOCSIoPIoHOS

O 1pocdiopIouOg Tou AESKULISA® ENA-6Pro €TMITUYXAVETAI JEOW TNG APEONG OUYKPIONG TNG
OTITIKAG TTUKVOTNTOG (OD) Twv OelyuATWYV Twv aCBEVWYV PE TNV OTITIKA TTUKVOTNTA TOU
OplakdG opdG  AvTIdpaoTApIo PaBuovopnong. ZUYKPIVETE TNV OTITIKA TTUKVOTATA  TwV
OEIYMATWY WE auTA Tou papTupa. MNa Tnv ToIoTIKA afloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd TNV TIY TOU PAPTUpa oav atrpoodiopioTta. OAa Ta deiypata pe
UWNAOTEPEG TINEG BewpouvTal BETIKG, deiyuata e XaUNAGTEPEG TINEG apvnTIKA.

AanTlKé: OD aoBeviy < 08 X OD cut-off
AtmrpoodidpioTa: 0.8 x OD cytoff < OD qo8svg £ 1.2 X OD cut-off
OeTIKO: OD qo6evi > 1.2 X OD cut-off
9  Texvikd oTolxeia
YAIKO SelyudaTwy: Opdg
Oykog delyudTwv: 10 pl opdg via apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA
OEIYUATWY
OAIKOG XpbvOoGg eTTWAONG: 90 Aemrtd o€ Beppokpacia dwuartiou 20 - 32 °C / 68 - 89,6
°F
MeploxA pé€TpNong: 0-100 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: 0e2-8°C /35,6 - 46,4 °F oTIG AUBEVTIKEG QIAAEG
ApIBuSGS Twv TTPOCdIoPICPWY: 96 dOoKIPOTiEg
10 Zroixeia Aré6doong
10.1 AvaAuTtiki Evaiofnoia
Aokipaoia Tou puBuioTIKoU diaAupaTtog dciyuatog 30 popég oe AESKULISA® ENA-6Pro divel
avaAuTikA euaioBnoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kai Evaiodnoia

H oTtepen @daon eival emkoAuppévn Pe uwnAng kabapdtntag kal/ /| avaouvouaouéva
avtiyéva (SS-A, SS-B, snRNP/Sm, Sm, Scl-70, kai Jo-1). Ae diamOoTWVOVTQI
avTIdPACTIKOTNTEG dlAOTAUPWONG PE GAAD avTiyova.

EvaioBnoia
SS-A | 80 % oTo ouvdpopo Sjogren
SS-B | 40-74% oT0 oUvdpopo Sjogren
Sm | 10-30% oT1o ZEA
U1-snRNP | 100 % oTIg MIKTEG VOOOUG TOU OUVOETIKOU 10TOU
Scl 70 | 20-48% oTn ocuoTnUATIK) OKANPOdEPUia
Jo-1 | 25% oTnv ToAupUoaiTIda Kal SEPUATONUOCITION
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10.3 FpappIKOTNTA

MNa emAeypévoug opoug uTTopece va e€CakpIfwBel pia ypauuikf ouvaptnon PeETagu Tng
OIGAuCoNG Kal TNG OUYKEVTPWONG TwV AvTICWHATWY O auth Tn dokipacia. Adyw Twv
ETEPOYEVWV QVOPWTTIVWV AVTICWHATWY OUwG, dev gival duvaTo va ATTOKAEIOTE TO YEYOVOG OTI
MEHOVWPEVOI OPOi TTAPOUCIACOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBp. Apaiwaon UETPNUEVN OUYKEVTPWON QAVOAUEVOMEVN OUYKEVTPWON Avadktnon (%)
Acgiyparog (U/ml) (U/ml)
Scl-70
1 1/100 112,0 110,0 101,8
1/200 56,4 55,0 102,6
1/400 28,0 27,5 101,8
1/800 14,3 13,8 103,6
2 1/100 83,8 85,0 98,6
1/200 41,1 42,5 96,7
1/400 20,8 21,3 97,7
1/800 9,8 10,6 92,5

10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TG HeEBSdoU £CaKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
NG TTPOTUTTNG KAMTTUANG N ECWTEPIKA Kal evOIAueon dlakupavarn.

EowTtepikn pé6odog Evoidaueon péBodog
ENA-6Pro Méoog 6pog Ccv ENA-6Pro Méocog 6pog CVv
(U/ml) (%) (U/ml) (%)
SSA 45,7 1,5 SSA 44,2 1,3
SSB 124,8 2,6 SSB 123,3 2,4
SnRNP 20,0 31 SnRNP 21,7 2,8
Sm 51,6 1,7 Sm 54,6 3,9
Scl-70 19,3 3,1 Scl-70 22,4 3,7
Jo-1 65,5 4,2 Jo-1 68,4 1,7

10.5 Alakpiwon

To AESKULISA® ENA-6Pro éxel OlakpIiBwOei évavtl evog opou avagopdg tou CDC Atlanta
(Centers for Disease Control and Prevention).

11 BiBAloypagpia

Antinuclear antibody. The Lancet 1984, Sept. 15: 611-13.

Froelich CH, Wallmann H, Skosey JL and Teodorescu M. Clinical value of an integrated
ELISA system for the detection of 6 autoantibodies. The Journal of Rheumatology 1990; 17
(2): 192-200.

Mierau R, Genth E. Autoantikdrper bei systemischem Lupus erythematodes und verwandten
Erkrankungen In: Thomas L. (Hrsg.) Labor und Diagnose. TH-Books, Frankfurt, 1998, 5.
Auflage: 843-851.

Schmolke M, Oppermann M, Helmke K, Guder WG. Antibody determination against ENA-
a challenge for the routine laboratory. Poster P59, 5 th Dresden Symposium on
Autoantibodies, 2000.
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12 PuBuioTika 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 - 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 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

"iw aesku S

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronische 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

- Oplakodg opdg AvtidpaaTripio Babpovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Contrdle 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

CONJ

- Coniugato - Conjugate
- Conjugé - Conjugado
- 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

- Solucion de lavado

- Waschpuffer

- PubpioTiké didhupa TTAGoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBpIoTIKO BIGAupa UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTISpaaoThplo JIaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIOTIKG SiGAupa SelyIaTWwV

- Diluente de amostra




