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Evdedeiypuévn xpnon

AESKULISA® ssDNA-Check civai pia Eviupoavoooloyikrl uéBodog OTePErG GAcNG TTOU TIEPIEXE!
avBpwTmvo avacuvouaouévo povokAwvo DNA (ssDNA) yia Tov OAIKO TTOOOTIKO Kal TTOIOTIKO
mpoadiopioud Twv IgG/A/M- autoavtiowpdtwy évavti Tou ssDNA oTtov avBpwTivo op6. Ta avrti—
ssDNA avTicwpata avayvwpifouv Kupiwg Tig Bacelg Tou yopiou Tou DNA, o1 otToieg 010 @uaoiké DNA
BpiokovTal eviég TG SoUNAG TNG EAIKAG, OTTOTE €ival KPUPUEVEG.

H péBodog eCuttnpetei otn dla@opodidyvwan TOU CUCTNUATIKOU epuBnuatwdn Alkou (ZEA).

KAIVIKR ) epappoyn Kal apxég TG peEBodou

Ta avriowuara évavti Tou DNA avAkouv oTnv opdda Twv avTITTupnVvIKWwy avTiowpdtwy (ANA), Ta
otroia gp@avifovral oe peyaAo apiBud autodvoowv vOoNPATWY. AvVTICWUATA, T OTToia cuvdEovTal PE
QUOIKO BikAwvo (ds)-DNA, BswpouvTai €101Koi BEIKTES yIa TO ouaTnUaTikG puBnuaTwdn AUko (ZEA) kai
diamoTwvovTtal oxeddv o1o 50-80% Twv acBevwv.

Avtiowparta évavti Tou dsDNA BpiokovTal o€ evepyég @aaelg Tou ZEA, n ouykévipwaon opou eival
avahoyn pe T Baputnta TG aoBéveiag. MNa 1o Adyo autd n diIoTmioTwon AUTWY TWV AUTOAVTICWHATWY
givar anuavTikA yia T didyvwaon Kai yia TNy KAIVIKA TTapakoAouBnan tou ZEA kai atroteAei éva atrd ta
évoeka Kpitipla ACR yia tn didyvwan Tou ZEA.

Ta avriowpata évavrl Tou povokAwvou (single stranded, ss)-DNA diatmoTwvovTtal o€ aoBeveig
TaoxovTeg atmd ZEA. Ze ofgia @aon Tng aoBéveiag eupavifovTal e ouxvotnta 87%, o€ un ogeia @aon
pe ouxvotnTta 43%. Autd Ta autoavTiowuaTa dev gival €10IKA yia To ZEA, epdoov epgavifovral Kal o€
Mia o€ipd AAwV aoBeveiwv OTTwG T1.X. 01N Aoiuwdn povottuprivwon (40%), oTnv autodvoon NTTaTiTIdN
(58%), otnv ofeia puehocid Acuxaiyia (89%), otnv ocia Aeu@ocidn Acuxaiuia, oTn Xpovia PHUEAOEION
Aeuxaipia (60%) kai oTn veavikr peupaTtocidr) apBpitida (35-50%).

Jupmrtwpata époia Tou 2EA eival duvartd va mTpokAnBouv atmmd @dapuaka. MNa 1n diagopodidyvwaon
gival TTOAU Xproigog o TTpoodiopiopog Twy avTi-ssDNA avTiowpdtwy. Ta avri- ssDNA avticwuara
gp@aviovtal oo 50% ToU PapPUAKEUTIKOU AUKOU.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG oUVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd uTTdpxXOuv, 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
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CUfEUYMEVEG QVOOOCQAIPIVEG)
OUuVOEETAl HE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol IN OUZEUYUEVEG
avoooo@aIpiVeG ATTOPOKPUVOVTal OTO €TTOPEVO BApa TTAUoNG. H dlatTioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPOYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO Xpwpoyovo e¢aptdtal amd Tnv T1000TNTA OUleUyhaTog Trou BpiokeTal
ouvOedePEVN PE TO OUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTPOg TNV apXIKN
OUYKEVTPWAON TWV QVTIOTOIXWV AVvTICWUATWY OTO deiyua acBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN AT1O TH XPHZH

Xpwua e
2T0IXEIO MocodtnTa KATTOKIO0 OlaAupar  Meprypagn / Mepiexduevo
oG
51TAdoI0 OUYKEVTPWON
PuBuiaTiké didAupa 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 SiaAupa mAuang 1 X 20ml Neuko Mpdaoivo = Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpua
2T0IXEIO MoooétnTa Katrakio  dloAUpar  Mepiypagn / Mepiexduevo
0 oG
i ) i . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
ApVTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo - Alauyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)
. . . . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
OeTIKOG 0pOG EAEYXOU 1x1,5ml Kokkivo | Kitpivo 0poU (BSA), O££idI0 ToU vaTpiou < 0,1% (GUVINENTIKS)
AvTidpaoTripio Baduovéunong . AvBpwTTIvog 0pAd¢ (SlaAupévog), aABoupivn Bodeiou
OPIOKAG TIUAG 1x1,5ml MrmAe Kitpivo opou (BSA), o&eidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwmvog 0pog

(diaAupévog), aABoupivn Béeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvTnpnTIKO)

>2UOTaTIKO OTOIXEIO: AVTI — QVBPWTTIVI AvOCo0O@aIpivn
Yulelypara, IgA/G/IM 1 x 15ml Neuk6 Kokkivo | ONHOdepévn pe utrepogeldacn ammo pagavida,
(ZuvTnpnTiko) (BSA)

Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal

YmooTpwya TMB 1x15ml Madpo  AldUYES e o e6idi0 Tou UBPOYOVOU (TMB/H,O,)
AidAupa diokoTig avtidpaong | 1 x 15ml A\€UKO Alouyég 1M YBpoxAwpikd o0&l
Agv

Aegv givai Me amooTrwevoug uttodoxeig. Avatpégte aTnv

MAd&ka pikpoTiTAoTroinong 12 X 8 evar Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
Tavieg dia6éoiu o ETTIKGAU
o wn.

* H évtaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
Amairodueva vuAika

O avayvwaoTng TTAAKWY JIKpoTITAOTToiNoNg 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva e€aptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
emavaoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
doKIpaagieg Hag £xouv wg oXeBIOOTE yIa va XpnoipoTroinBolv pe kabapd Udwp oUPPwva PE Toug opiopoug Tng PappakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacThpIa Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKA TTPETTEI va QUAGooovTal
oTtoug 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 AauBdavovtal utroyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
aTToQeUyETaI N £viovn €TidOPACN QWTOG 0TO didAupa UTTooTPWHATOG TMB. OI PIKOTTAGKEG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTtn hePPpavn NG
OUOKEUAOiag.

2/10



53 AESKU.DIAGNOSTICS 22— e

Manual Rev. No. 004: 2024-12-02

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 (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 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 TTEPIEXOVTAl O€ QuTO TO TTPOIGV (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 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 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
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. & TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
oldpkela QUAAENG, Ta deiyuata TTPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

7.1

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
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 pJePPBpdvn TnG ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZYXApa dlavouRig avTiIdpacTnpiwv

7.3

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

TR 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

Brua

1.

lNepiypagpn
Mpiv atmd 1o mITTETApIoPa BePaiwBeite OTI £xeTe ekTEAEDEI TN dladikaoia TTpoeToIyaciag amd 1o
BrAua 7.1 mapatTdvw.

AkolouBriote T  TTAPAKATW PBriyata  avdAoya pe  Ta  emOBuunTd  aTmToTEAETPOTA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

Bacete ota mpoPAeToueva BuBiopara 100 ul aréd éva atmo 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 atmd kaBéva atrd Ta TTAPAKATW:

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

e AiaAupévo opd aocBevwy (P11, P2...)

@ Emrwadere yia 30 Aetrta og 20-32 °C/ 68-89.6 °F.

30’

!
MAévete 3 Qopég, kGBe popd pe 300 ul pubuIoTIKG diGAupa TTAUCNG
- — (apaiwpévo 1:50).

3x 300ul

5/10
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10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 300ul

30

OoD,- ODGE/\./-

450/620 nm

I

2YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog o€ KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

Emwdadete yia 30 Aetrtd o€ 20-32 °C/ 68-89.6 °F.

MAévete 3 Qopéc, kKGBe opd pe 300 pl pubuIoTIKG diGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIUOTTOIWVTAG THV TTITTETA.

Emmwadete yia 30 Aetrtd o€ 20-32 °C/ 68-89.6 °F. [NpooTaTeloTe atmod

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog d10KOTAG avTidpacong o€ kaBe BuBicua ue
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 AemTtwv
(ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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Moo oTIKA KAl TTOIOTIKN EpUNnVvEia

O ToooTikdG TTPoodIopIoPdG emmITUYXAveETal BACEl Piag TTPOTUTING KAPTTUANG, OTnV OTToid
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
TTUKVOTNTA TOU OEiyUATOG N GUYKEVTPWOT Twv avTiowudtwy og U/mil.
Meploxr @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<16 U/ml 16 - 24 U/mi >24 U/ml
MNMapadeiyua mpoadiopicuou
Auté TO TOPAdelypa Oev €mMITPETETAI VO XPNnoIgoTroIndei yia Tnv gpunveia Twv

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

Babuovopnang
IgA/G/M
0 U/ml 0,030 3,1
3 U/ml 0,143 2,9
10 U/ml 0,297 1,4
30 U/ml 0,692 3,0
100 U/ml 1,300 0,3
300 U/ml 2,200 1,2

lNapadeiyua urroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 1,267/1,253 1,260 91,6
P 02 0,583/0,573 0,578 25,1

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIHWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiyagovtal Eavd. Ta deiypata pe TINEG PMIKPOTEPES aTTO TO EUPOG TIWYV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKG epyacThpia PTTopouv va diEdyouv eAEyXoug TToIGTNTOG OTO XWEO TOUG PE BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuuewva pe TnG pubuioeig 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 OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEI va eTTaVaANQOEi.

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

Edv 1a otoixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa 1oioTikA a§ioAéynon diaBAcTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA 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 XaunAOTEPES TIMEG apvNTIKA.

ApvnTiKO: OD oqo8evr; < 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
OcTIKO: OD qotevi > 1.2 X OD cut-off
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Texvikd oToIxeia

10

YAIKO delyhaTwy: Opébg

Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SIGAUMQ
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

2roixeia AtTrédoong

10.1

10.2

10.3

AvaAuTikil EvaioOnoia
Aokiyaacia Tou puBuIoTIKOU diaAUpaTog deiypatog 30 gopéc oe AESKULISA® ssDNA-Check
oivelr avaAuTikni evaioBnoia 1,0 U/ml.

EidikéTnTa Ko Evaiodnoia

H TAdKa pIkpoTITAOTTOINONG €ival TIKOAUMPEVN e avaouvduaouévo avBpwTivo ssDNA. Ag
OIaTTIOTWVOVTAl avTIdOPACTIKOTNTEG dlacTaupwong Je GAAa avTiyova. Ta avTiowpata EvavTl
Tou ssDNA ep@avifovtal o€ apkeTég aoBéveleg. AUTEG TTepIAaPBAvovTal OTOV TTOPAKATW
Tivaka:

AcgBévela | Zuyxvotnta
2EA (o&eia @aon) | 87%
2EA (avevepyn @don) | 43%
Noiuwdn povotrupfvwon | 40%
ogeia puehocidn Acuxaipia | 89%
Xpovia puehocidrn Acuxaipia | 60%
autodvoaon nraTimida | 58%

VEQVIKN peupaTtoeldn apBpimida | 35-50%

FpappIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTatu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ authi Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWUEVOI 0POI TTAPOUCIACOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBp. Apaiwaon METPNUEVN CUYKEVTPWON QAVOUEVOMEVN OUYKEVTPWON Avaktnon (%)
Agiyuatog (U/ml) (U/ml)
1 1/100 68,9 70,0 98,4
1/200 33,5 35,0 95,7
1/400 16,8 17,5 96,0
1/800 8,4 8,8 95,5
2 1/100 47,6 48,0 99,2
1/200 23,1 24,0 96,3
1/400 11,5 12,0 95,8
1/800 5,9 6,0 98,3
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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 CVv ApiBp. Méoog 6pog CcVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 127,0 2,6 1 125,0 3,6
2 63,0 1,5 2 60,0 4,1
3 42,0 3,1 3 45,0 3,2

10.5 Alakpifwon
To ToooTIKO cUCTNUa PETPNONG AOYWw EAAEIPNG evog O1EBVOUC TTPOTUTTIOU ava@opdac E£XEl
OIaKPIBWOET pe TTPOOWPIVEG HOVADEG PETPNONG. Ta atroTeAéopaTta didovTtal 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 optidag
- 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

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 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

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electrénicas de utilizacédo

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

- Utilizar antes de

+8°C
+2°C

- Conservare a 2-8°C (35.6-46.4°F)

- Store at 2-8°C (35.6-46.4°F)

- Conserver a 2-8°C (35.6-46.4°F)

- Conservar a 2-8°C (35.6-46.4°F)

- Lagerung bei 2-8°C (35.6-46.4°F)

- ®uhdooeTal oToug 2-8°C (35.6-46.4°F)

- Conservar entre 2-8°C (35.6-46.4°F)

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeuageral amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakédg opdg AvTidpaaTripio Babpovounong

- 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

- EmikaAuppévn pikpotrAdka

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PuBpioTikd didAupa TAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon 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

- PuBpioTiké didAupa Serypdtwy

- Diluente de amostra
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