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Evdedeiypuévn xpnon

AESKULISA® a=Fodrin-A civar pia Ev{upoavoooAoyikfi péBodOC OTeEPENG (PAONG TTOU TIEPIEXEI
avaouvOuaauévn avBpwTrivn a- @odpivn yia TOV TTOCOTIKO KAl TTOIOTIKO TTPOCdIOPIoUO avTICWHATWY
IgA €évavTi TG a-godpivng.

O 1poodiopIoudg AUTWY TWV AVTICWUATWY e§UTTNPETEI 0Tn diIdyvworn Tou cuvdpduou Sjégren.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

To auvdpopo Sjogren (SS) cival pia atd TIg ouXVOTEPEG auToAvooeS aobéveleg, e@doov agopd To 0.1
— 1% Tou TTANBucpoU. MNpodkeITal yia pia Xpovia @Aeypgovwdng cuoTNUOTIKI autodvoon acBévela, oTnv
otroia TTpooBAAAovTal 01 €EWKPIVEIG AdEVEG Kal TTEPICCOTEPO Ol DAKPUYOVOI KAl TlEAOYOVOI QdEVEG.
XapakTnpIoTIKEG €KONAWOEIG €ival N KEPATOETITTEQPUKITIOO OTTWG £TTIONG Kal N {nPOoOTOoMia, TTou
TTPOKOAOUVTAI OTTO AEPUPOKUTTAPIKEG OINBACEIG Twv alIEAOYOVWY Kal dakpuydvwy adévwy. H didyvwaon
Tou ouvdpduou Sjogren ptropei va amodeixTei wg eEAIPETIKA SUOKOAN, dIOTI Oev UTTAPXOUV eviaia
Kpithpia Tagivounong. EmRapuvTikd gival kal To yeyovog 0TI Ta KUPIA CUUTITWHATA, N ENpoaTouia Kai n
Enpo@baAyia cival OXETIKA OUXVEG Kal YEVIKEG evoxAAoelg. EkTOG auTtou o1 dokiyagoieg pérpnong Tng
TTapaywyng odAiou Kal dakpUwyv dev gival oUTeE APKETA euaiobNnTeC oUTe €10IKEG. AKOUN Kail n Blowia Tou
XEINKOU algAoydvou adéva TTapouciddel euaiobnaia povo 80% kal Tépa ammd auTd eival dUOKOAo va
ole€axOei. Akoun, n emTuxAg Oldyvwon efapTtdtal o€ peyGAo PBaBud amd Tnv euTreipia Twv
OUMMETEXOVTWV XEIPOUPYWV Kal TTaBoAoyoavatopwy. O1 onuavTikéTepol OikTeEG 0poU yia To SS ATav
MEXPI TTPOTIVOG Ta QUTOAVTICWHATA EvavTl Twv avTiyovwy SS-A/Ro kal SS-B/La, 6pwg cuyvd
SIATTICTWVOVTAI KAl TIEPAITEPW QVTITTUPNVIKA AVTICWHATA, OTTWG ETTIONG KOl PEUUATOEIOEIG TTAPAYOVTEG,
o1 oTroiol gival yev guaioBnTol, dpwg d¢ev eival €dIKoi yia To SS. Av kal Ta avTti- SS-A kal avti -SS-B
QVTICWHATA aveupioKkovTal ouxvd oTov opd acBevwv TTou TTAoyouv atrd auvdpopo Sjogren, dev
atroTeAoUV €I0IKOUG TTAPAPETPOUG, €QOCOV OIATTIOTWVOVTAlI KAl O€ Mia oeipd GAAwv autodvoowv
voonuaTtwy, 6Twg 1o 2EA kai mn peupatosidn apbpitida. MNpéceata duwg Tepypd@nke n a- eodpivn,
Mia evOOKUTTOPIKN TTPWTEIVN, N oTToia BpioKeTal CUVOEPEVN GTOV KUTTAPIKO OKEAETS, WG EURIoBNTOG Kal
€I0IKOG BeiKTNG 0poU yia To cuvdpopo Sjogren.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta E1I8IKA avTIoWPATa aTTd TovV
opd Twv aoBeviyv, €AV QUTA UTTAPYXOUV, ME TO avTIyOVO TToUu BpiokeTal oTnv TTAAKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal 0To eTOUEVO BANA TTAUONG. ETTeima TTpooBEéTovTal
avTI-avOPWITTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAoN atrd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CULEUYUEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUZEUYUEVEG
avoooo@aIPiVEG ATTOPAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
QAVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAupévo 0EU (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO Xpwpoyovo e¢aptdtal amd Tnv T1000TNTA OUleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO CUUTTAOKO aVTIYOVOU-QVTIOWHATOG Kal £TC1 gival avdAoyog TTpog Thv apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV AVTIOWUATWY OTO dEiyua aoBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN AT1O TH XPHZH

Xptpa Xpwua
2T0IXEIO MocodtnTa . OlaAupar  Meprypagn / Mepiexduevo
KOTTOKIOU oc
51TAdoI0 OUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béciou
(5x) 1 x20ml Aeukd Kitpivo opou (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s , 50TTAGCIa CUYKEVTPWON
(FZ_)%GX‘;'OT'KO OiGAupa mAGong 1 x 20ml N\€UKO Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA INA XPHXH
Xpwpa Xpwpua
2T0IXEIO MoooétnTa Katakio  diaAUpar  Mepiypagn / Mepiexduevo
0 oG
i ) i . . AvBpwTTIvog 0po¢ (diaAupévog), aABoupivn Bogiou
APVNTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo  Alauyég opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKo)
. . . . . AvBpwTTIivog 0po¢ (diaAupévog), aABoupivn Bogiou
OETIKGG 0pOg EAEYXOU 1x1,5ml Kokkivo - Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiko)
AvTidpaoTripio Baduovéunong . AvBpwTTIvog 0pA8g (SlaAupévog), aABoupivn Boeiou
OPIOKAG TIUAG 1x1,5ml MrmAe Kitpivo opou (BSA), o&gidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
Juykévipwon k&g avtidpaoTnpiou Babuovéunaong: 0,
. . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTivog 0pdg
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo (SIAUEVOC), aABoupivn B6EIou 0pou (BSAY), ofeidio
Tou vatpiou < 0,1% (ocuvTnpEnTIKG)
, . . >2UOTaTIKO OTOIXEIO: AVTI — QVBPWTTIVI GvOC0O@aIpivn
>uledypata, IgA 1 x15ml Kokkivo | Kékkivo ONUABEPEVN iE UTTEPOEEIBATN aTT6 pagavida (BSA)
. . . >100epoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwha TMB 1x15mi Magpo  AIGUYES e nogeisio Tou uBpoy6vou (TMB/H;O,)
AidAupa diakoTig avtidpaong | 1 x 15ml Neukod Alouyég 1M YBpoxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me ammooTTpevoUg UTTOB0XEIG. AvaTpEETE OTNV
MAdka pikpoTITAoTTIoiNONG . . Slabéaiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA UE TNV
Tavieg dlabéaiy .
o o) EMKAAUYN.

*H évtaon Tou XpWHOTOG QUEAVETAI PE TN GUYKEVTPWON

Amairodueva vAika

O avayvwoTng TTAaKWY PIKpoTITAOTToinang 450 nm avaylyvwoKel @iATpa avayvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva e€aptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArfveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
emmavaAapBavopevn Tpoxoida, f Tpoxoida TTOAAATTAWY KavaAlwv f auTopaToTroingévo oUoTnua), atmoppo@nTikd xapti. Ol
doKIpaagieg Hag £xouv wg oxXedIOOTE yIa va XpnoipoTroinBolv pe kabapd Udwp cUPPwva PE Toug opiIopoUg Tng PappakoTToliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avridpacTripia Tou duvOAou avTIdPaACTNPIWY Kal N MIKPOTTAGKO TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOTouG QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAdooovTal oToug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBavovtal utréoyn ol
nuepounvieg AAENG TTou avaypd@ovTal Tn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE ouoTaTIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wToOg aTo dIdGAupa uttooTpwHaTog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn pePPpavn NG
OUOKEUAOiag.
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Y1rodeieig kal TTpo@uAGgelg

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 avTIdOPaOTNPiwY 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 (NaNs) wg ouvinpnmikd. 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 XOAKoU oxnuaTtiCovrag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. 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.

Emeaidl 10 KIT TrEPIEXEl UANIKO CWIKNG TIPOEAEUONG, OTTWG QvAQEPETAl OTOV  TTiVOKQ
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 utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evupa Z0Ceuéng n MIKPOTTAAKEG
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. Mpétrel omwodATIOTE va TRPEITaI TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia auToHATOTTINMEVA
OUOTAHATO.

Mnv ekBéteTe TTOTE TA OUCTATIKA TOU CUVOAOU QvTIOPAOTNPIWV O€ BepuoKpaaieg dvw Twv
37 °C/ 98,6 °F. XpnoiyoTtroigite yia 1 Aqwn Tou dIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KaIvoupla — CUOKEUaouEva puyxn YIa TNV TIITTETA, YIA VO OTTOQEUYETE UOAUVOEIG. 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, rpoeToIacia 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
owpartidla, 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 KAEIOPEVO AEPOOTEYWG OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg To WEYIOTO. Zg TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
oldpkela QUAAENG, Ta deiyuata TTPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

7.1

MposToipacia
Apaiwon CUPTTUKVWHEVWY avTISpaoTnpiwy:

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
OelypdaTwY, T.X. (1X) 1000 pl puBpIOTIKG didAupa deiyudTwy + 10 pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUoNG (1x) ava 8 Bubiopata i 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 o€ 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 JePPBpdvn TnG ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTiIdpaoTnpiwyv

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

MNa NMOZOTIKH gpunveia MNa MOIOTIKH epunveia
1 2 3 1 2 3

A CalA | CalE | P1 A | NC P2

S oaA Tcae o0 T S e P R E—

C CalB | CalF | P2 C | CC P3

D CalB | CalF | P2 D CC P3

E eac Tec R E— Y-S A R —

N ac [rc R E— e T

G CalD | NC G P1

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

BAupara epyaciag

Bripa  lMepiypaen
1.  MNpiv amré 1o miTeTdpiopa BePaiwbeite 611 €xeTe ekTeEAéOEl T Sladikaoia TTPOETOINACIAG OTTO TO
BrAua 7.1 mapatTdvw.

2. AKoOAouBAaTE Ta TTAPAKATW PripaTa avaloya Pe Ta emMBuPNTa atmoTeAéouaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Balete ota poPAeTopeva BuBioparta 100 ul ard éva ammo Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:

a. AvmidpacoTrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. AvnidpaoTrpio BabBuovéunong opiakng TiuAG (CC) yia

u MOIOTIKH eppnveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

o ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pOG EAEYXOU
(PC) kabwg kai

e AiaAupévo opd aocBevwy (P11, P2...)

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

30’

5.  [washe]

!
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAUpa TTAUCNG
- — (apaiwpévo 1:50).

3x 300ul
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2XYZEYTMA
6.

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

L

+100 pl
7
Emwdadete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F.
30'
8.
!
MAévete 3 Qopég, kaBe opd pe 300 ul pubuIoTIKG diIGAUpa TTAUCNG
- - (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa
u XPNOIUOTTOIWVTAG THV TTITTETA.

10. g

ji) 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 d10KOTAG avTidpacong o€ kaBe BuBicua ue
N TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV
i MTETA.
+100 pl
12. =
EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.
-
13. AVOKIVEITE TTPOCEKTIKA TNV TTAGKA YIa 5 deUTEPOAETITA.
OD.- OD
14. w6 “enf\ MeTproTeE TNV aTOoPPO®non oTa 450 nm  eviog 30  AETTOV
450/620 nm (ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).

6/10




AESKU.DIAGNOSTICS  Hrmtes eorotin

Manual Rev. No. 005: 2024-12-11

Moo oTIKA KAl TTOIOTIKA 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

MNMapadeiyua mpoadiopicuou
Auté TO TOPAdelypa Oev €mMITPETETAI VO XPNnoIgoTroIndei yia Tnv gpunveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpacoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgA

0 U/ml 0,049 0,0
3 U/ml 0,164 2,6
10 U/ml 0,332 2,5
30 U/ml 0,675 0,9
100 U/ml 1,387 0,0
300 U/ml 2,272 0,5

lNapadeiyua urroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopua (U/ml)

P01 0,763/0,787 0,775 37,3

P 02 1,053/1,039 1,046 61,5
Ta Ociyuata Pe TIHEG HEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINEG MIKPOTEPES aTTO TO £UPOG TIHWYV TWV AVTIOPACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."
Eidika oToixeia tng TTAPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA aiaTog CUNPWVA PE TNG pubpioeig Tng E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN], EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.
TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOE.

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

Edv 1a oToixeia Ta otroia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 €Av Oev TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA i TOV TTPOUNBEUTH TOU KIT SOKIMNG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY ACOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWnAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOGTEPES TINEG apvNTIKA.

ApvnTIKO: OD oo8evi; < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
O€TIKO: OD qo8evi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKG OEIlyUATWV: Opébg
Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SiIAAUNQ

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 auBeVvTIKEG QIAAEG
ApIBu6GS Twy TTpoodiopiIopwy: 96 dOoKIPaTiEg

10 Zroixeia Adédoong

10.1 AvaAuTtiki EvaioBnoia
Aokiyagia Tou puBuIoTIKOU dlaAUuaTog deiypatog 30 gopéc oe AESKULISA® a-Fodrin-A
Oivel avaAuTikA euaioBnoia 1,0 U/ml

10.2 Ei1dikéTnTa Kol EvaioBnoia
H TTAGKa PIKPOTITAOTTOINONG €ival ETTIKAAUUPEVN HE avaouvOUAOUEVN avOpwWTTIVN a- YodpPivN.
Ae dIaTIOTWVOVTAl AVTIOPACTIKOTATEG dlacTaupwons Me AANa avtiyova. H dokipyagcia
a—Fodrin-A TTapouoiddel diayvwaoTIKr €1I0IKOTATA 98% kal diayvwaoTikh euaiodnoia 63% yia 10
IgA.
H o&okiyacia a-Fodrin-G Tmapoucidlel diayvwoTikr  €18IkéTNTA 96% Kai  dIayvWwOoTIKN
euaiobnaia 52% yia 1o 1gG.

10.3 FpappIKOTNT

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikh ouvaptnon PETagu TG
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O autrhy Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEPOVWHEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Agiyuarog (U/ml) (U/ml)
1 1/100 23,2 23,0 100,9
1/200 11,4 11,5 99,1
1/400 5,4 5,8 93,1
1/800 2,7 2,9 93,1
2 1/100 45,5 45,0 101,1
1/200 22,5 22,5 100,0
1/400 10,4 11,3 92,0
1/800 5,3 5,6 94,6
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10.4 AkpiBeia
MNa Tov éAeyxo akpifeiag TG peBOdoU eCakpIBWONKE UE TPEIG OPOUG OE DIAPOPETIKES TTEPIOXEG
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdiaueon pébodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CcVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 23,5 2,5 1 24,7 2,9
2 81,2 4.8 2 52,7 54
3 86,8 8.8 3 87,0 6,5

10.5 Alakpifwon
To TocoTIKO cUoTnua METPNONG AOYyw EAAEIYNG evog O1EBvoUg TTPOTUTTOU ava@opdg EXEl
OIaKPIBWOET pe TTPOOWPIVEG HOVADES PETPNONG. Ta atroTeAéopaTta didovTal og U/ml.
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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 catalogo

- Bestellnummer - ApiBu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIopog TrapTidag
- Lote

UDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tnico 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

"w agsku e

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AkoAoUBNOTE TIG NAEKTPOVIKEG 0BnYieg Xprong

- Seguir as instrugdes electrénicas de utilizacido

- 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

- Oplakég opdg AvtidpaaTripio Babuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle

- ApvnTIKGG 0pAG EAEYXOU

- Controlo negativo

- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaTnpio Babpovounang

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn JIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Soluci6n de lavado

- Waschpuffer

- PubpioTikd didAupa TAUoNG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampo6n sustrato
- Substratpuffer - PUBIOTIKG SIGAUNG UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra
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