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Evdedeiyuévn xpnon

AESKULISA® tTg-G New Generation véag yevidg eival pia Eviupoovoooloyikr] péBodog aTeperg
(AoNG yia TOV TTOOOTIKO Kal TTOIOTIKO TTPOCdIoPICUO avTiowudtwy IgG évavt véo — €mTOTTWV TNG
avBpwTmvng avaouvduaouévng I0TIKAG TpavayAoutapivaong (tTG) atov avBpwtrivo 0pd. Méow Tng
EQAPPOYAG avBpwTTivng avacuvOUaoMEVNG I0TIKAG TpavoyAouTauivdong ouv Ta €10IKA TTETTTIOIN
yAiadivng emdeikviovtal véo — eTritoTra TNG tTg, KAT aAuTOV TOV TPOTTO ETTITUYXAVETAI Hid ONUAVTIKN
auénon tng €1I8IKOTNTAG Kal TNG euaioBnaoiag Tng dokiyaoiag. H dokipyacia e§utrnpeTei oTo va 1€B¢€i n
O1dyvwan Kal aTnv TTapakoAoUBnaon TnNg KOIANIOKAKNG (evTepoTrdBela atrd yAouTtévn).

KAIVIKR epappoyn Kal apxég Tng HEBodou

H evrepotmdBeia amd yAouTtévn 1 KOIANIOKAKN XOPOKTNPICeTal atrd atpo®ia Twv AAXVwV Tou AETTTOU
EVTEPOU, ME OTTOTEAEOPO TNV «EMTTEdWON» Twv Adxvwv Tou evrtepikoU PBAevvoyovou. Artia Tng
acBévelag ival pia TaBoAoyikr) ducavegia atn yAladivn. H yAiadivn gival To dIaAUTO o€ aAKOOAN TURAPA
NG YAouTévng, €vOG GUOTATIKOU OTOIXEIOU TOU aITapioU, TNG CiKaAng Kai Tou kpiBapiou. H aoBéveia
emayeTal ye TN ANWn yAoutévng. Q¢ Bepartreia TpETTEl va diatnpeital €9’ dpou CwNG Pia eAelBepn o€
yAoutévn Siauta, SI6TI TO CUUTITWUATA gPgavifovTal TTavToTe 6Tav AauBdAvetal ek véou yAoutévn. H
KOINIOKAKN ouoXeTiCetal ye 10 HLA, >95% Twv aoBevwv kwdikotroiovv 1o DQ2 pe DQA1*0501 kai
DQB1*0201. H vooog €ival duvatd va ekdnNAwBei e OAeg TIG NAIKIEG, WOTOCO OPWG eP@aviCeTal PE
MEYAAUTEPN ouxvOTNTA OTNV TTPWIKN TTaIdIKA nAikia, ev pépel AdN o veoyvd. H ouxvotntd Tng
avépxetal o€ 1/ 4000 éwg kar 1/ 300 otnv EupwTtn.

H diayvwon teAikd T1iBeTan péow NG Plowiag Tou AeTTTOU evTEPOU, OTTOU QVEUPIOKETAI TO KAQOOIKO
«eTTiredo» PAevvoyovo, cuvodeudpuevn amd Oeikteg opou. Ta avriowyata évavtl TG yhiadivng kai
évavtl Tou gvdopuaiou (avTiowpara evdopuaiou, EMA) eival 1diaitepa onuavtikd yia Tnv KOINIOKAKN.
AlammoTtwvovTtal Je TN doKiyagia Tou €upecou avooo@Bopiouol (IFT), auti n dokiyacia Ouwg,
TTeplopideTal POVO aTOV TTPOCSIOPICUO TwV AvTICWUATWY TNG uttoouddag IgA. H avayvwpion g tTG
WG KUpIo avTiyovo — aTéxo Twv EMA, katéatnoe duvath Tnv €UKOASTEPN Kal o afiémaoTn didyvwaon
TNG KoIAlokAKNG. H tTG eivar éva évCupo, To otToio PeTalu GAAwV atreAeuBepwveTal Katé Tnv dIAPKEIQ
TNG KUTTOPIKAG PAAGBNG Kal GUUMETEXEI oTnV €mdIOpBwaon Twv IoTwyv. Ta avr — tTG avrniowuara
TTapouacidlouv uwnAdTepn euaicbnaia Kal €1I0IKATNTA WG TTPOG TNV KOIAIOKAKN aTtr’ OTI Ta avTIYAIadIVIKG
QVTICWHOTA Kol ouoxeTiCovTal éviova e TNV evepyotnTa TnG aoBévelng. MNa 1o Adyo autdv eivai
1I01aiTepa KAatdAANAa yia Tnv TapakoAouBnon 1ng diairag. Adyw Tou otaupodeapol Tng tTG pe e1dIka
meTTidIa yAiadivng emmayetal n dnuioupyia véo — emtéTTWY OTnVv tTg. EQdoov autd Ta véo — eTmiToTTa
MOIACoUV BOUIKA TTEPICTOTEPO OTA QUACIOAOYIKA ETTITOTTA ATT OTI TQ AVTIYOVA TTOU XPNOCIKJOTIOIOUVTO £WG
Twpa, o dokiyaoieg AESKULISA tTg autAg Tng véag Yeviag EmMTUYXAVOUV OOQWSG KAAUTEPES
euaioBnoieg kal €18IKOTNTEG. AuTd Ta eTTiToTTa dev ep@avifouv avTidpdoelg d1aoTalpwong wg TTPOG TN
yAiadivn. O 1poadiopiouog Twv avtl — tTG avTiowpdaTwy TnG utroouddag IgG eival onuavTikdg
1I010iTEPA YIa TO 2%-5% TWV acBewv, ol otroiol £€xouv EAAEIwn Tou IgA kal yI' autd dev gival duvaTth n
avixveuon pe Tov Tpoodioplopd Tou IgA. Nedtepeg peAéteg pe avtl — tTG avriowpaTa Pmrépecav va
atrokaAUWouv €va PeydAo aplBud UTTOKAIVIKWVY TTEPITITWOEWY KOIANIOKAKNG. To yeyovog autd, evioyUeEl
Bewpia OTI n TAEIOVOTNTO TWV TTEPITITWOEWY KOIANIOKAKNG, 1BIAITEPA OTOUG €VAAIKEG TTAPAUEVOUV
adIdyvwoTeg KI £€TO1 Kal Xwpig Bepartreia (MovTéAo Iceberg).

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PHIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG oUvOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
op6 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-avOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwaong, 10 ouleuypa (CuleUydEVEG OVOOOCQAIPIVEG)
OuvoEeTal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWATOG TTOU OXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoooo@aIpiveg atTopakpUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal Pe dIaAupévo 0&U (aAAayn xpwaong o€ kKitpivo). O BaBudg oxnuaTtiouou
XPWHATOG atmd TO Xpwpoyovo e€aptdtal ammd Tnv TTo0oTNTA OUleUyuaTog Tou BpiokeTal
ouvOedEPEVN PE TO OUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIGTOIXWV AvTICWUATWY OTO deiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHxH

Xpwua B
2T0I1XEIO MogétnTa KATTAKIOU S?Aupm Mepiypaer) / Mepiexdpevo
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa delypdTwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%GX‘;'OT'KO OiGAupa mAGong 1 X 20ml Neukd Mpdoivo | Tris, NaCl, Tween 20, o&eidio Tou vaTtpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA INA XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa Katrakio  dioAUpar  Meprypagn / Mepiexduevo
0 oG
. oy . . UAIKO eAéyxou (B1aAupévog), aABoupivn Boeiou opou
ApvnTIKOG 0pOG EAEYXOU 1x1,5ml Mpdoivo  Alauyég (BSA), oteidio Tou varpiou < 0,1% (GUVTNENTIKO)
OeTIKdG 0pOG EAEyXOU 1x1,5ml Kokkivo | Kitpivo UAIKG eAEyxou (Biahupiévoc), aABoupivn Béeiou opod

(BSA), o&eidio Tou varpiou < 0,1% (ouvtnpnTikd)

UAIKoU BaBuovounong (diaAupévog), aABoupivn

AvridpacTripio BaBuovéunong 1x1,5ml MtTAe Kitpivo Boeiou opoul (BSA), otgidio Tou varpiou < 0,1%

OPIaKNG TIHNG (ouvtnpnTIKO)
ZuykévTpwan kaBe avTidpaaTnpiou Babuovounong: O,
. . . . " 3, 10, 30, 100, 300 U/ml. uAikoU BaBuovéunang
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo (SIGAUEVOC), aABoupivn BGeIou 0pol (BSA), ofeidio
Tou varpiou < 0,1% (ouvTnpnTiKO)
2UCTATIKG OTOIXEIA: avoooo@alpivn anuadepévn He
>ulevyyara, IgG 1 x15ml MtrAe MrrAe uTTEPOEEIdACN aTTo pagavida, aABoupivn Béeiou opou
(BSA)
. . . >100epoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwha TMB 1x15mi Madpo Aiauyég utTepogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diokoTmg avtidpaong | 1 x 15ml A\EUKO Alouyég 1M YBpoxAwpikd o0&l
12x8 ﬁ\%l Aegv givai Me ammooTTpeVOUG UTTOBOXEIG. AvaTpEETE OTNV
MAdka pikpoTiTAoTroinoNg : . S100éaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg Si106éoiy .
o o ETMIKAAUYN.

* H évtaon Tou XpwHOTOG QUEAVETAI PE TN GUYKEVTPWON
AITAITOYMENA YAIKA

O avayvwoTng TTAaKWY pIKpoTITAoTToinang 450 nm avaylyvwokel QiATpa avayvwaong Kal TpodipeTikd 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) 4 TTpocappolouevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
eTmavaAapBavopevn TTpoxoida, i Tpoxoida TOAAATTAWY KavaAliwv A autopaTtoTroinpévo oUaTnua), amoppo@nTiké xapTi. Ol
OOKIPOTiEG HAG €XOUV WG OXEDIAOTEI yIa va xpnaolpoTroinBouv pe kabapd Udwp cUPPWVA PE TOUG OpIcHoUg TG PapuakoTToliag
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacTAPIa ToUu CUVOAOU AVTIOPACTNPIWY Kal N MIKPOTTAAKA TTPETTEI va QUAdOTOoVTaI
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 prva. MNpémrer va AauBavovtal uttéoywn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOCTIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn hePPpavn NG
OUOKEUAOiag.

2/12



Product Ref. 3504

AESKU.DIAGNOSTICS Product Dese (Tq-G New Generato

Manual Rev. No. 006: 2025-02-18

Y1rodeigeig Kal TTpo@uUAGEeIg

5.2

EmiKivouvoTnTa YIa TNV UYEia

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

MpéTTel va XpnOIWOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €10IKA
oTn Xpnolpotroinan in vitro dlayvwoTIKWwY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVOAKEG evOedelyuévng XPHOoNG, CUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaPUAALN TNG PEYIOTNG GOQAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIdPAOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKiVOuva
avTiIdpaoThpla, Ta oTroia eival duvaTtd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidio Tou
vaTpiou (NaNs) wg ouvinpnmiké. To NaNs; pmopei va ecivar 10EIKO €dv TTpoAneBei 1
atropponBei atrd 1o dépua n Ta pdtia. To NaN; ptropei va avridpdoel Je TNV eykataoTaon
MOAUBOOU Kal XOAKoU oxnuaTtiCovtag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. Katd Ttnv
aTmroppIYn, CETTAUVETE Ue PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd T CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn di1dpKela TG £pyaCiag JE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTIOIEITE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avTidpacTApIa BIOAOYIKOG TTPOEAEUCNG TTOU TTEPIEXOVTAI O AUTO TO TTPOIOV (0pOoi EAEyYOU
Kal avTidpacTrpia Babuovounong) atmodeixTnkav Kard tov €Aeyxo yia nmaTtimda B avriyévo
emeaveiag (HbsAg), nmatinda C kar HIV 1 kai 2 wg apvnrikd. Opwg, oe mrpoidvra
BloAoyikng TTpoéAeucng de uTTopEl TTOTE va atToKAEIoTEl TTARPWGS N TBavoTnTa JOAuvong Je
TOUG ava@pePOPEVOUG | Kal e GAAOUC akOun dyvwaoToug TTaBoydvoug opyaviopous. MNa Tov
AOYyO auTd, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €TTIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg duvnTIKA HOAUCUATIKOI KAl TTPETTEI VA XPNOIKOoTToIouvVTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeaidl 10 KIT TrEPIEXEl UANIKO CWIKNG TTPOEAEUONG, OTTWG QvVAQEPETAl OTOV  TTiVOKQ
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITAOEIG TNG €6VIKAG
vopoBeaiag.

Fevikég utrodEigelg

TNV TTEPITITWON KATA TNV OTT0ia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVACTE PE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNYroEl € ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta ouoTaTik@ Tou OeT va Adfouv Beppokpacia dwuatiou TTpiv atrd Tnv évapén
NG dokiyacoiag (20-32 °C/68-89,6 °F) kal avaueigte KaAAQ. MNpETTel oTTWodATIOTE va TnpEiTal TO
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

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

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY € BepuoKpacieg Avw Twv
37 °C/98,6 °F. Xpnoiyotroigite yia TN Afqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoupIia — CUCKEUaOEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTroigiTe yia 10 SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ £TTA@A e GAAa avTIdpACTAPIA.
H tehik KAIVIKR Sidyvwon dev mpémmel va TiBeTal pévo pe Baon Ta aroTeEAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amrd Tov 1aTp6 AdupdvovTag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuata. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
S1a@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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AQyn deiyparog, TrpogToipyacia Kal UAAgn

ZuvIoTATal N xpron @péokwyv OelyuaTwy opol. H Afywn Tou aiyatog TTPETTEl va yiveTal
oupowva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva 1 pyoAuouéva atmd PakTtApia deiyyata opou. Acgiyyarta opwv TTOU TTEPIEXOUV
owpartidla, va TotroBeTouvTal PE XapNAR TaxUTnTa aTrn oUoKeur uyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiydata TTAAGOPOTOG TIPETTEl va XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 WpPWwv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z€ TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
dldpkela pUAAENG, Ta deiypata TTPETTEN va wuxovTal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWUEVO PUBMIOTIKO Bi1dAupa OclyudTwy: apalwveTe 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWHEVO pUBuIoTIKG SIGAUpha TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, OUVIOTATAlI N CHAPAVON TWV KOTTAKIWY Twv OIdQopwV

avTidpacTnpiwv Babuovounong.

Apaiwon Twv deIyudTwy TWV aoBevwv:

Aciyyata opou: apaiwvete kal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPa
OelypaTwy, T.X. (1x) 1000 pl puBpICTIKS didAUPa delyudTwy + 10 pl opde.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didhupa TTAUoNG (1x) ava 8 BuBiopara i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKVWPa ouv 196 ml atTooTayPEVO vEPOD.

Autoparotroinpévn rAuon:

MNa ™ Aeiroupyia Tou epyaAciou Kal To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPOoBETEG
TTO0OTNTEG PUBNIOTIKOU BIGAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTéTa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo QYopEG.
MikpoTtrAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn JePPBpdvn TnG ouokeuaoiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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ZXAMa d1avoung avTidpaoTnpiwyv

MpoTteivoupue TN xprion TG TITTETAG YyIa AvTIOPACTAPIG BaBuovounong, opoug eAEyxou Kai
OciypaTa wg €€Ne:

MNa NMOZOTIKH gpunveia MNa MOIOTIKH gpunveia
. , 5 4 ............ . , ST 4 ...........
B can lcae W e e
S oaA Tcae o0 T e S . E—
C CalB | CalF | P2 C | CC P3
D CalB | CalF | P2 D CC P3
= e Tec U I R IS R
= e U = S D I R
G CalD | NC G P1
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

BAupara epyaciag

Brpa  Mepiypaen

1. TMpiv amo 1o mmeTapiopa BeBaiwdeite 0TI EXeTe ekTEAETEI TN BladiKaGia TTPOETOINATIAG ATTO TO
BriMa 7.1 TTapPaATIAVW.

2. AKoAouBnaTE Ta TTAPAKATW PriaTa avaloya Pe Ta emMBuPNTa atroTeAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTOpEva BuBiopara 100 pl atréd éva ammo Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. Avmdpaotipia BaBuovounong (CAL.A €éwg CAL.F) yia
MNMOZOTIKH gpunveia A
b. Avndpaotipio BaBuovéunong opiakng TiuAG (CC) yia

u MOIOTIKH eppnveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
HIE e ApvnTikAg 0pdc eAéyxou (NC) Kal BETIKOC 0pAC EAEyXOU
(PC) kaBwg kai

e AiaAupévo opd aaBevwyv (P1, P2...)

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

I
MAévete 3 Qopég, kGBe @opd pe 300 pl puBuIOTIKG didAupa TTAUONG
—_ —_ (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pi

®

30

3x 300ul

30

oD, ODGE/\/

450/620 nm

I

2XYZEYTMA

Badere 100 ul diahbpatog oulelyparog oe KGBe  utrodoxéa
XPNOILOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe opd pe 300 pl pubuIoTIKG diGAUa TTAUONG
(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttoaTpwuatog TMB oe kdBe uttodoxéa
XPNOIUOTTOIWVTAG THV TTITTETA.

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

AIAAYMA AIAKOMHZ ANTIAPAZHZ

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

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.
AVOKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETTTA.

Metpriote Tnv amoppognon ota 450 nm evidég 30 AemTwv
(ouvioTdral TTpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA Kal TTOIOTIKA EPMNVEia

O 1To0o0TIKOG TTPOTdIoPIoHOG eTTITUYXAvETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpaoTnpiwv Baduovounong (dfovag g) Evavtl Tng
ouykévTpwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICPO CUVIOTATAI N PHETOPOPG
log/lin ka1 éva Fit 4 TTapauétpwy. Me BAon TNV KAUTTUAN €€akpifwveTal atmd TNV OTITIKA
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.
[epioxy @UOIOAOYIKWYV TIHWV AtrpoodiépioTa O¢eTiKG aToTeEAéouaTa
<12 U/ml 12 - 18 U/ml >18 U/ml
Mapadeiyua mpoadiopicuou
Autdé TO TrOpPAdelypa Oev EMITPETETAI VO XPNOIMOTTOINGEl yio TNV £ppnveia Twv

ATTOTEAECHATWY TWV ACOEVWV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0.073 3,1
3 U/ml 0.179 2,3
10 U/ml 0.342 1,2
30 U/ml 0.662 0,1
100 U/ml 1.310 0,9
300 U/ml 2.263 0,3

lMapadeiyua umroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) ATtrotéAeopa (U/ml)
P01 0,808/0,831 0.820 39,6
P 02 1,081/1,071 1.076 66,1

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
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@ovTial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPO TOUG e BIKOUG TOUG
eAéyxoug kail/ ] opoug atrod Tnv TPATTECa aipaTog ocuuewva pe Tng pubuioeig Tng E.E..
2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIONOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAICNO Kal TTANBUOPOUG aoBevwV.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV UE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOE.

Oa Tpétrel va eAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwv (TTou TTPOETOINACTNKAY), OUVONAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QWTOUETPO, OUVONKEG ETTWaONG Kal uEBodog TTAUONG.

Edv Ta oToixeia Ta omroia uTToBAABNKAV 0€ BOKIKN TTApPoUcIAfouv atrokAIon f GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN aITia, ETTIKOIVWVIOTE PE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPG OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv BSEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ampoodidpiota. OAa Ta deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTiKO: OD oo8evr; < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD qoegvr'] S 12 X OD cut-off
OETIK(): OD qqegvr'] > 12 X OD cut-off
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9  Texvikd oTolxeia
YAIKO SelyuaTwy: Opdg
‘Oykog delyudTwv: 10 ul opdg yia apaiwaon 1:101 pe 1x puBpIOTIKO SIAAUNG
OEIYUATWY
OAIKOG XpbOVOoGg £TTWAONG: 90 Aemrtd o€ Beppokpacia dwpatiou 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
ApIBu6G Twy TTpoodiopiopwy: 96 dOKIPATiEg
10 Zroixeia ATddoong
10.1 AvaAuTtiki EvaioBnoia
Aokiyaaia Tou puBbuioTikoU diaAUpatog deiypatog 30 @opéc o AESKULISA® tTg-G New
Generation divel avaAuTikr euaioBnaoia 1,0 U/ml.
10.2 E1diIkéTnTA KOl Evaiodnoia

O1 MIKPOTTAGKEG €ival ETTIOTPWHEVEG UE AVOOUVOUOCHEVN avBpwTTIV TPAVOYAOUTAUIVAOH
I0TOU Kai €18IKG TTemTidia yAladivng. Aev diamoTwbnkav dlaoTaupoUpeveS avTIOPAoEIC UE
GAa autoavTiyéva. TMa Tov €Aeyxo TnG diaocTaupoupevng avTidpaong HME Tn yAladivn
eAéyxOnkav 7 opoi BeTikoi atn yAiadivn o1 otroiol dev avtédpacav Pe autr Tn doKiyacia, av
Kal auTé uTtropei va diagépel yia GAAoug BeTiIkoug aTtn yAiadivn opoug.

MNa Tov TpoodiopIoud TNG eualioBnaiag kal TnG €I0IKOTNTAG afioAoynbnkav opoi 185 aoBevwyv
TTou £TTacyav amo KolAokdkn (n=122) kai ouyyeveic TaBAoEIS (OToIXEid OTOV TTOPAKATW
mivaka) oto AESKULISA o¢ 0¢ pia ouokeur] Tou gutropiou. Ta atmmoTeAECUATA UTTO HOPQN)
oUYKPIONG ME T OUOKEUNR TOU EUTTOPIOU Kal TTANPOQOpPIEG TNG TTABNONG TTapaTiBevral Toug
TTOPOKATW TTIVAKEG.

Algdyvwaon

Oe1. | Apv. | ZuUvoho

AESKULISA® O¢T. 80 5 85

tTg-G Apv. 4 96 100

2UvVoAo 84 101 185
TavTtion: 95,1%
EvawoBnoia: 95,2 %
EldkotnTa: 95,1%

2UCOKEUN TOU EUTTOPIOU

Oe1. | Apv. | ZuUvoho
AESKULISA® O¢T. 18 67 85
tTg-G Apv. 4 96 100
2UvoAo 22 163 185
IXET. TAUTLON: 61,6 %
SXET. evaloOnoia: 81,8%
IXET. ELOIKOTNTA: 58,9 %
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Noéoog # # OeTikwyv | # BeTIKWV
eheypév | AESKU OUOKEUNG
wv TOU
delypdTw EUTTOpPiOU
'

KoilAlokdKn 64/64 59 (96,5) |9 (14,0)

KoiAlokakn (EAAeiyn IgA) 20/20 18 (90,0) |9 (45,0)

KoiAlokdkn (81a1ToAGyI0 XWwpig 38/38 0 (0,0) 0 (0,0)

yAouTtévn)

MapTupag vocou (aUvoAo) 70/217 11 (5,1) 4 (5,7)

Néoog Tou Crohn 51/51 3(5,9) 2 (3,9

Néoog Tou Crohn 0/58 0 (0,0) n/d

EAkWONG KOAiTIdA 4/4 1(25,0) 1(25,0)

EAKWONG KoAiTIda 0/2 1 (50,0) n/d

EAuivBiaon 2/2 2(100,0) |1 (50,0)

Auoavegia yaAakTooakxdpou 2/2 2 (100,0) |0(0,0)

OcTiKoi 0TNn YAI0divn opoi o/7 0(0,0) n/d

Yyieig 801G 4/4 0 (0,0) 0 (0,0)

Yyieig dbteg 0/80 2 (2,5) n/d

10.3 FpappIKOTNT

MNa emAeypévoug opoug ptmopece va eEakpIBwOei pia ypappik ouvdptnon MeETagu Tng
apaiwong Kal TNG CUYKEVIPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp.
Agiypatog
1

Apaiwon

1/100
1/200
1/400
1/800
1/100
1/200
1/400
1/800

METPNUEVN OUYKEVTPWON

(U/ml)
41,3
22,2
11,2
55
86,6
42,9
23,9
11,9

QAVOUEVOUEVN OUYKEVTPWON

(U/ml)
41,0
20,5
10,3
51
87,0
43,5
21,8
10,9

AvakTnon (%)

100,8
108,3
109,3
107,1
99,5

98,5

109,7
109,4
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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TG HeEBOdoU £CaKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES
TNG TTPOTUTTNG KAPTTUANG N €0WTEPIKN Kal vOIAueon dlakupavon (n=18). To amodekTd Upog
yla CV gival 10%. (n=24/18)

EowTepikn pé6odog Evlidpeon pébodog
Api8p. Méoog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (U/ml) (%) oeiyparog (U/ml) (%)
1 19,2 3,1 1 16,7 4,3
2 100,8 3,5 2 97,4 7,6
3 152,8 4,6 3 194,4 9,1

10.5 Alakpifwon

To ToooTIKO cUoTNUa PETPNONG AOYW €AAEIPNG e€vog O1EBVOUG TTPOTUTTOU ava@popdc EXEl
OIaKPIBWOET pE TTPOOWPIVEG HOVADES PETPNONG. Ta atroteAéopaTta didovTal o U/ml.
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PuBuioTika ocUppoAa

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 catélogo

- 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

- Identifiant unique de I'appareil

- |dentificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG TUCKEUNG

- 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 TrpoadlopIopoi

- 96 Testes

elFU

"o agsku 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

- 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

- Oplakég opdg AvTidpaoTripio Babuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKOG 0pOG EAEyXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKOG 0pAG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaoTrplo Babuovounaong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmikaAuppévn pikpotrAdka

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PuBpioTikd didAupa TTAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

STOP

- Reagente bloccante

- Stop solution

- 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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