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Evdedeiypuévn xpnon

AESKULISA® Rf-AGM civai pia Ev{upoavocohoyikr] péBodo¢ OTEPEAS GACNS TTOU TTEPIEXEI UWNARS
kaBapdTtnTag Tepdyia Fc avBpwtivwy avoocooaipivwv (IgG) yia Tov atmmAd TTOOOTIKO Kal TTOIOTIKO
TTPOCBIOPIoUS PEUPATOEIDWYV TTAPAYOVTWY TwV UTToopddwy IgG, IgM kai IgA atov avBpwTivo opd.

H péBodog eCuttnpetei 010 va 1ebei n didyvwaon Tng peupaTosidous apBpitidag (PA).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

O1 peupartocideic TapdyovTeg Teplypdenkav apxikd 1o 1940 wg avTicwuaTa, Ta OTToia GUVOEOVTal UE
y-oQaipiveg. TaooovTal evavTtia oto C-TeAikd TUAPA TNG oTABEPAGS TTEPIOXNAS TNS Bapldg aAuaidag Tou
IgG, 10 Aeyoduevo Fc — Tunua Tou IgG.

Av ka1 o1 RF €éAafav Tnv ovopacia Toug atmd TNV PE auToUG CUOXETIONEVN aoBévela, eggaviovtal Kal
oe GAAeg a0Béveleg, akoun Kai o€ uyir) dropa. Or ugnAoi TiTAol Twv RF xapaktnpifouv Tn peupaTosidn
apBpimida (PA, 50-90%)kai To ouvdpouo Sjogren (75-95%), aveupiokovtal OUwWGS Kal GTO CUCTNUATIKO
epubnuatwdn Alko (ZEA, 15-35%), otn cuotnuatiki okAnpuvon (20-30%), otn TmoAupuoacitida/
oeppatopuoaitida (5-10%), otn wuxpoogaipivaipia (40-100%) kal OTIG MIKTEG QOBEveleg Tou
ouvdeTIKOU IoTOU (mixed connective tissue diseases, MCTD; 50-60%).

Map’ 6Ao Tmou oTo TTapeABoV ioxue n diamioTwaon Twv RF tng utmoouddag IgM w¢ onuavTikoTEPOG
0€ikTng opoU yia Tn PA kI amroteAouae €101 éva atrd T1a Kpithpia Tng ACR yia Tn didyvwon 1ng PA,
MTTOpECE Va aTrodeIXTEl, 0TI Kal ol UTToouades IgG Kkai IgA éxouv eTTiong ueydAn onuaaia.

O TpoCdIoPIoCUOS AUTWV TWV HEMOVWHEVWY ICOTUTTWY TTAPEXElI TTPOCOETEG TTANPOPOPIEG YyIa TN
d1dyvwan, T dlagopodidyvwaon Kal TNV agloAdynon tng mopeiag TG PA e oUykpIion HE TIG KOIVEG
pMEBOOOUG OTTWG TT.X. N OUYKOAANGON Latex kai n vepeAoueTpia.

O RF IgM e¢ivai o mo guaioBntog mapdyovtag yia 1 didyvwon g PA kal yia 10 Adyo autd o
KAaTtaAANAGTEPOG yia Tn die€aywyn diayvwoTikwy egetdogewv. O1 RF tng utmoouddag IgG avtiBéTwg,
Exouv Tnv uwnAdtepn €1dIKOTNTA yia Tn PA kai cuoxetiCovral, OTTwg Kai o1 IgA, pe TIG KAIVIKEG
TTAPAPETPOUG Kal TNV evepyoTnTa TNG acBéveiag. H olyxpovn eU@Aavion Kal Twv TPIWV UTTOOPAdWY
eival 100% €101kn yia Tn PA.

H eppdvion Twv RF o010 ZEA ocuvdéetal pe didgpopa paivopeva Tng acBéveiag: ouvopouo ENpdoTnTog,
UTTEPYOUACQOIPIVAIMIA, UwnAoi TiTAOI  QVTITTUPNVIKWY AVTICWUATWY, avaidia, OTTwg £TTiong  Kal
egeavion SS-A- kal SS-B- avriowpdTtwy. Kai ol 1peig uttoouddeg RF aveupiokovral ato YEA. O1 RF
IgA o€ aoBeveig TTou TToyouv ammd ZEA opifouv pia utroopdda pe dia@opeTikd autoavooa @aivoueva
Kal pia upnAf evepydTnTa TNG 0BEVEIAG PE aTTOUCia VEQPITIOAG TOU AUKOU.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG CUVOLoVTal Ta EIBIKA AVTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd UuTTdpXOUuV, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, Ta Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BApa TTAUONG. Etreira rpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 ouleuypa (CUulEUYMEVEG OVOOOCQAIPIVEG)
OuvOEETal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWMATOG TTOU OXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoooo@alpiveg atTopakpuUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO XpwHoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUYyUATOG TTou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWOT TWV QVTIGTOIXWV AVTICWHATWY aTo dgiyua aoBevoulg.
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3  ZUuOoTATIKA OTOIXEIO TTOU TTEPIEXOVTOI OTO OET
AIAAYONTAITIPIN A0 TH XPHZH
, Xpwpa
. 7 Xpwpa 2 a .
2T0IXEIO MoooTtnTa KATTAKIOU S:;a)\upm Mepiypaen / MNepiexouevo
51TAdoI0 OUYKEVTPWON
PuBuioTiké didAupa delypdrwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1 x 20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
s . 501TAdoIa GUYKEVTPWON
fs%e)(L;'GT'KO diahupa mhuong 1 X20ml Neuko Mpdoivo | Tris, NaCl, Tween 20, ogeidio Tou varpiou < 0,1%
(ouvtnpnTIKO)
ETOIMA llA XPHZH
Xpwpa Xpwpua
2T0IXEIO MoooTtnTa Katakio  diaAupar  lMepiypaen / MNepiexduevo
0 oG
. . . . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
ApVnTIKGG 0pOg EAEyXOU 1x1,5ml Mpdowvo  Aiavyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)
. s ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo opou (BSA), oteidio Tou varpiou < 0,1% (GuvTneNTIKG)
Avnéga(ﬂr’]plo BaBuovéunong 1% 1,5ml MAe Kfrpivo Ave;,)dmlvog op('?g (6|a)\upévqg), GABOEUWH Boeiou )
OPIOKAG TIUAG opou (BSA), o&eidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
ZuykEVTpwan KaBe avTidpaaTnpiou Babuovéunong: O,
B} . . . & 3, 10, 30, 100, 300 U/ml. AvBpwivog opdg
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neukod Kitpivo (SIGAUPEVOC), aABoupivn B 0pow (BSA), Ofeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
Zuevypara, IgA 1 x15ml Kokkivo | KOKkivo ZuoTaTikG OTOIXEID: AVTI — QvBpWITTIVI avocoo@aipivn
IgG 1x 15ml MTTAe MTTAe onuadepévn pe utrepogeIddon atmo pagavida,
IgM 1x 15ml Mpaoivo | Mpacivo | (Zuvinpnmiko) (BSA)
. . . Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwua TMB 1x15ml Maudpo Alauyég UTIEPOEEIBIO T UBPOYGVOU (TMB/H,0)
AidAupa diakoTmg avtidpacng | 1 x 15ml A\€UKO Alouyég 1M YdpoxAwpikd o0&
12x8 ﬁ\%l Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVaTpEETE OTNV
MAdka pikpoTITAoTToinONG . . Slabéaiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA UE TNV
Talvieg Si106éoiy .
o o EMKAAUYN.
* H évtaon Tou XpwHaTOG QUEAVETAI PE TN GUYKEVTPWON
MATERIALS REQUIRED, BUT NOT PROVIDED
O avayvwoTng TTAaKWVY pIKpoTITAoTToinang 450 nm avaylyvwokel QiATpa avayvwong Kail TTpoaipeTikd 620 nm @iATpa avagopdg
(600-690 nm). MN'uaAiva e€aptrApata (KUAIVEpog 100-1000ml), dokipaoTikoi wARveS yia SiaAlpaTa. AovnTAG avapIENg, TTPOX0IBEG
akpiBeiag (10, 100, 200, 500, 1000 pl) 4 TTpocappolouevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
eTmavaAapBavopevn TTpoxoida, i Tpoxoida TOAAATTAWY KavaAliwv A autopaTtoTroinpévo oUaTnua), amoppo@nTiké xapTi. Ol
doKIpaaoieg Hag EXouv wg oxXedIATTEI yia va XpnalpoTroinbouv pe kabapd Udwp cUPPwvVa Pe Toug opiopolg TnG PapuakoTroliog
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaikng @apuakotroiiag (Eur.Ph. 4th ed.).
4 @UAagn kai xpovog diatppnong

Ta avTidpacTAPIO Tou oUVOAOU avTIOPACTNEIWY Kal N MIKPOTTAAKO TTPETTEI va QUAdCOTOVTaI
otoug 2-8 °C/35,6-46,4 °F péoa oTouG QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAaooovtal otoug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBdavovtal utrdoyn ol
nuepounvieg AAENG TTou avaypd@ovTal GTN CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE UCTATIKOU.

Mn xpnoigotroicital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwv! MNpémer va
aTToQeUyETaI N £viovn €TTiIOPACN QWTOG aTO dIdAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKEG VO
@uAdooovTal TTavrote WE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn PePPpdavn NG
OuOKeUaaoiag.

2/10



AESKU.DIAGNOSTICS  Hrmre onc

Manual Rev. No. 005: 2025-07-25

Y1rodeigeig Kal TTpo@UAGEEIg

5.2

EmikivduvoTnTa yia TnVv vysia

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

MpéTTel va XpnOIMOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €10IK&
oTn xpnoigotroinon in vitro dlIayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVOAKEG evOedelyuévng XPHONG, OCUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GCQAAEIAG:

Zuordosis kal uétpa mpoeuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIOPAOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIoUd Twv 0POOAUWY Kol TOou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUPaTa TTEPIEXOUV aidio Tou
vaTpiou (NaN3) w¢ ouvtnpntikd. To NaN3 pmopei va eival TOgIKO €dv TTPoAngBei 1
atroppoenBei atd 1o dépua A Ta paTia. To NaN3 utropei va avridpdoel Je TRV €yKATAOTOON
MOAUBOOU Kal XOAKoU oxnuaTtiCovtag 101aiTepa eKPNKTIKA HETAAANIKG adidia. Katd Ttnv
aATToOpPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG YIA va ATTOTPEWETE TN dnuioupyia alidiwy.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg Teplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn di1dpKela TG EPYOCiag JE TO OET, ATTAYOPEUETAI 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 TTEPIEXOVTAI OE QUTO TO TIPOIGV (opoi
eAéyxou kal avTidpaoTrpia BaBuovounong) amodeixTnkav Katd Tov €Aeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidévta
avBpwTTIvNG TTPoéAcUoNnG de PTTopEi TTOTE va atToKAEIoTEl TTAAPWG N TBaveTNTa HOAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. MNa Tov
AGYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0P0i Twv
aoBevwyv xapaktnpifovialr w¢ duvnTIKA HOAUCHATIKOI Kal TTPETTEl va  XPNOIKoTTolouvTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeidr) 10 KIT TTEPIEXEl UANIKO CWIKNAG TIPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTivaKd
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €BVIKAG
vopoBeaiag.

evikég utrOdEiSEIg

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

Mnv ptrAékete n avtikaBiotdre MapTtupeg, BaBuovountés , EvQupa 20Ceuéng n MIKPOTTAAKES
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTik@ Tou 0T va AdBouv Beppokpacia dwuatiou TTpiv atrd Tnv évapn
NG dokiyaoiag (20-32 °C/68-89,6 °F) kai avapeifte KaAd. Mpérel omwodATTOTE Va TRPEITAI TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg ortoug 30 °C/86 °F yia autopaTotTinpéva
OUOTAHATO.

Mnv ekBETeTe TTOTE TA OUCTATIKA TOU CUVOAOU QvTIOPAOTNPIWV O€ BepuoKpaaieg dvw Twv
37 °C/ 98,6 °F. XpnoiyoTtroigite yia 1 Aqwn Tou dIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
ouleUyPaTOC TTOTE TA iBIa PUYXN TIITTETAG TTOU £X0UV £pB¢l o€ eTTA@A 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 KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rposToIacia Kal QUAagn

2UuvVIOTATal N Xpnon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog TTPETTEl va yiveTal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTQIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Acgiyyarta opwv TTOU TTEPIEXOUV
owpaTidla, va ToTroBeTouvTal JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiypdata TTAAOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 wpwyv, dIAPOPETIKA TTPETTEI va QUAACCOVTAl KAEIOHEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg To WEYIOTO. & TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
oldpkela QUAAENG, Ta deiyuata TTPETEl va wuyovTal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

71

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwyv:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA DEIYUATWYV: apalwveTe 1:5 pe atmooTayuévo vepod (T1.x. 20
ml ocuv 80 ml).

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

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

Apaiwon Twv delyndTwy TWV acBevwyv:

Aciyyata opou: apaiwvete kal avauelyvoete 1:101 pe apaiwuévo pubuIoTIKG SIGAUPG
OelypaTwy, T.X. (1x) 1000 ul puBpIOTIKG didAupa delyudTwy + 10 Pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBuioTikG didAupa TTAUoNG (1x) ava 8 BuBiopata 4 200 ml
avd 96 BuBiopara 1.X. 4 Ml cuuTTUKVWPA ouv 196 ml atrooTayuévo vepo.

AuTtoparotroinpévn Auon:

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

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw Ot €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG 0€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPIéveTE 20 deuTepOAeTTTa. ETTavaAdBeTe Tn Siadikacia akoun dUo QYopEc.

MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn pePPBpdvn NG ouokeuaciag o dpooepd pépog (2-8 °C/35,6-
46,4 °F
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ZXAMa d1avoung avTIdpaoTnpiwv

MpoTteivoupe TN xpAon TNG MITTETAG YIA avTIdpacTApIa BaBuovounong, opolg eAEyxXou Kal DEiyPaTa WG
£gNg:

ZHMEIQZH: ZXe& TrepiTTTwon T1TOU  TIPOKEITAI VA TTPOCOIOPICTOUV BIAPOPEG KATNYOPIES
avriowpdtwy (IgG, IgA f/kar IgM) mrapdAAnAa, Ta avridpactipia BaBuovéunong, or opoi
€Aéyxou Kal Ta SEiyHaTa TTPETTEI VO TIITTETAPOVTAI XWPIOTA YIa KABE KaTnyopia avTICWHATWY.

MNa NOXOTIKH epunveia MNa NOIOTIKH gpunveia

1 2 3 1 2 3
A | CalA | CalE | P1 A | NC P2
B caa (caE (p1 | G S B B
e caB lcar (2 | —r e
D CalB |CalF | P2 D CC P3
E CalC | PC P3 E | PC
e cac | pc SR B o I U IS R
& oo e | T = I A A
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

BRupara epyaciag

Brpa  Mepiypaen

1.  TMpiv atré 10 mTTeETApIopa BEPBaIWOEITE OTI £XETE eKTEAEDEI TN BIADIKOCIA TTPOETOINATIAG ATIO TO
Briua 7.1 TTapaATIAVW.

2. AkoloubroTe Ta TTapakdTw Bripata avaloya pe Ta emOuUUNTd ammoteAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAsTTopeva BuBioparta 100 yl atréd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTtrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A
b. AvndpaoTripio BaBuovéunong opiakng TipAg (CC) yia
u MOIOTIKH eppnveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

I e ApvnTikAS 0pd¢ eAéyxou (NC) Kai BETIKOS 0pdC EAEyXOU
(PC) kaBwg kai
e AiaAupévo opd aaBevwy (P1, P2...)
D
Emwadete yia 30 Aetrta o€ 20-32 °C/ 68-89,6 °F.
5

!
MAévete 3 popég, kaBe opd pe 300 pl puBuIoTIKG didAupa TTAUCNG
—_ —_ (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 300ul

OoD,- ODGE/\./-

450/620 nm

I

2YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog o€ KABe uttodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

Emrwadete yia 30 Aetrta og 20-32 °C/ 68-89,6 °F.

MAévete 3 Qopéc, kKGBe @opd pe 300 ul pubuIoTIKG diIGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl dioAduartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog d10KOTTAG avTidpacong o€ kaBe BuBicua pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOCEKTIKA TNV TTAGKA yIa 5 deuTepOAETTTA.

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

6/10




AESKU.DIAGNOSTICS  Hrmre onc

Manual Rev. No. 005: 2025-07-25

Moo oTIKA KAl TTOIOTIKN EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpacTtnpiwv Baduovéunong (aGovag y) Evav g
ouykévipwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICHO CUVIOTATAI N PHETAPOPG
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KAUTTUAN €COKPIBWVETAI QTTO TNV OTITIKA
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.

Meploxr @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA

<12 U/ml 12 -18 U/ml >18 U/ml

TMapadeiyua mpoodiopicuou
Auté TO TrOpPAdelypa Oev EMITPETTETAI VO XPNOIMOTTOINGEl yio TNV gppnveia Twv
ATTOTEAECHATWY TWV A0BEVWYV.

AvTidpaoTrpia OD 450/620 nm CV % (Alakupavon)
BaBuovounong IgA/G/M

0 U/ml 0,035 2,3

3 U/ml 0,138 2,6

10 U/ml 0,342 3,2

30 U/ml 0,632 3,2
100 U/ml 1,216 0,5
300 U/ml 2,178 0,1

lNapadeiyua urroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) ATtrotéAeopa (U/ml)
P 01 0,872/0,922 0,897 54,7
P 02 1,159/1,188 1,174 86,3

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiuagovtal Eavd. Ta deiypata Pe TINEG HIKPOTEPES aTTO TO EUPOG TIWYV TWV QVTIOPACTNPIWY
BaBuovounong TpéTTel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTaPTidAg, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouyv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECa aiaTog CUNPWVA UE TNG pubpioeig Tng E.E..
2uvioTAaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwV.

TNV TTEPITITWOTN KATA TNV OTTOIA OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOEi.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TeEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwyv (TTou TTPOoETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta otroia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTtroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv Oev TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyN aITia, ETTIKOIVWVHOTE JE TOV KATAOKEUAOTA 1 TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa 1oioTikn agioAdéynon diaBAoTe TNV OTITIKI TTUKVOTATA TOU PApTUpa aTTOKOTIHG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTh Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa T1a deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTiKS: OD qotevi < 0.8 x OD cut-off
AtrpocdidpioTa: 0.8 x  OD cutoff < OD gotevi S 1.2 X OD cut-off
OETIK(): OD qqegvr'] > 1.2 X OD cut-off
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9 Texvika oTolxeia
YAIKG OEIlyUATWV: Opébg
Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SiIAAUMQ
OEIYUATWY
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 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 auBevTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 dOKINATIEG
10 Zrtoixeia Adédoong
10.1 AvaAuTiki Evaiofnoia
Aokipaoia Tou puBuioTikoU diaAluaTtog deiypatog 30 popéc o AESKULISA® Rf-AGM divel
avaAuTikA euaioBnoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kol Evaiodnoia
H TTAGKa JIKPOTITAOTTOINONG €ival ETTIKOAUMMEVN PE TEPAXIA FC avBpwTTiviv avoooo@aipIvwv
(IgG). Ae diammoTwvovTal avTIdPACTIKOTNTES dlacTaupwaong YE AAAa avTiydva. Peupartoeideig
TTapdyovTeg aveupiokovtal 01o 70-90% Twv aoBevwv pe peupaTosidr apBpitida (PA).
10.3 MpaApMIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOel pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O autrhy Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 51,1 53,4 95,7
1/200 25,2 26,7 94,4
1/400 12,4 13,4 92,5
1/800 6,3 6,7 94,0
2 1/100 135,1 138,0 97,9
1/200 74,0 69,0 107,2
1/400 321 34,5 93,0
1/800 16,1 17,3 93,0
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10.4 AkpiBeia
MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdiaueon pébodog
ApiBp. Méocog 6pog CcVv ApiBp. Méoog 6pog (47
Seiypatog (U/ml) (%) Seiypatog (U/ml) (%)
1 15,2 0,4 1 18,3 1,0
2 43,4 4.5 2 52,1 4,6
3 288,8 8,9 3 322,7 8,2

10.5 Alakpifwon
To TT000TIKO ouoTnua PETPNONG Adyw EANAEIPNG evog dIEBvoUg TTPOTUTTOU avagopds Yia
PEUPATOEIDEIG TTAPAYOVTEG TWV UTTOOUAdWY IgA, 1gG kai IgM éxel SlakpIBwOEi Pe TTPOCWPIVES
Movadeg pétTpnong. Ta ammoteAéoparta didovtal og U/ml.

11 BipAloypagia

Peter JB, Shoenfeld Y (1996). Autoantibodies. Elsevier Sciences B.V., Amsterdam.

Witte T, Hartung K, Sachse C, Matthias T, Fricke M, Kalden JR, Lakomek HJ, Peter HH,
Schmidt RE (2000). Rheumatoid factors in systemic lupus erythematosus: Association with
clinical and laboratory parameters. SLE study group. Rheumatol Int 19: 107-111.
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PuBuioTikd cUpoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTikd péoo

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Numero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIopog TrapTidag
- Lote

UDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- |dentifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNRS

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- Eupwrdikr oupguwvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 TTPoadlopIoHOi
- 96 Testes

elFU

"w agsku e

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AkoAoUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electronicas de utilizagao

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

- Oplakédg opdg AvtidpaaTripio BabBpovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Contrdle 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 PIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Solucion de lavado

- Waschpuffer

- PubpioTikd didAupa TAUoNG

- Solucao de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampo6n Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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