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Evdedeiyuévn xpnon

To AESKULISA® Glycerol-GM ¢ival pia ev{UPoOavoooAoyIKr WEBOSOC OTEPERS PAONG ME
PWOoPATIOUAO-YAUKEPOAN UWNAAG KaBapdTNTAG YIa TOV TTOCOTIKO KAl TTOIOTIKO TTPOO0BIOPICHO
avTiocwpaTtwy IgG rfi/kar IgM évavT TG ewo@aTidUAO-YAUKEPOANG OTOV avBpWITTIVO 0p0. AuTd
TA AVTICWHATO Avayvwpi{ouv CUYKEKPIPEVA ETTITOTTA O€ £€Va CUPTTAEYUA TTOU OTTOTEAEITAI ATTO
PWoPaTiOUAO-YAUKEPOAN Kal R2-yAukoTTpwTEivn I.

H péBodog cuuBAMAEl oTn dIAyvwon KAl TNV EKTiKNON TOU KIVOUVOU BpouBwoews og aoBeveig
ME ouoTNUIKG epuBnuaTwdn AUko (ZEA) kal avTiowa@oAIdikd auvdpopo (APS).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avriowpoTa  €vavil  @WOQATIOUAO-YAUKEPOANG  avhikouv  OTnv  OhGda  Twv
QVTIQWOQOANITTIOIKWY AVTICWMATWY, Ta oTfroia eival €0IKA yia Qwo@oAimidia, OTTws N
KapdIoAITTivn, N @wa@aTiduAo-oepivn, N QWOPATIOUAO-IVOCITOAN, N C@IYYOUUEAiV Kal TO
QWOoEATIBIKO 0EU. Ta QWOEONITTIOIA gival cUCTATIKA TWV BIOAOYIKWY UEURPAVWIV.

Ta avTIQWOPONITTIBIKA AVTICWHATA CUVAVTWVTAI CUXVA 0€ 0opoUG aoBevwv UE CUCTNUIKO
epuBnuatwdn Auko (ZEA) kai dAAa oxetik& voonpata. H gu@davion avtiowo@OMITTIOIKWY
QVTIOWHATWY o€ aoBeveic pe ZEA kai GAAa OXETIKA vooAuaTta gival TUTTIKA TTPoUTTO08ean TNG
ommapéng  deutepoTTaBoug  avTIQWOPONITTIOIKOU  ouvdpdpou  (APS).  AvtiBeta, Ta
QVTIQWOQONITTIOIKA  avTIoWPaTa  0¢  a0Beveic Xwpig AAa  autodvooa  vooruaTa
xapaktnpifouv 10 TTpwTOTTABEC APS.

MMOANEG peAéTEG €xouv Ocigel éva OUOXETIONO METAEU QUTWV TWV AVTICWHATWY KAl HIOG
augnuévng ouxvotTnTag eu@aviong Bpoupwoewg, Bpoufotreviag kal cuvhbwv auBALCEWY
(wg atmoTéAeopa NG atmokOAANong TTAakouvTa). O1 akpIBEiG UNXaviouoi HEOW TwV OTToIWV Ta
mTaboyova avTiIQWOo@OMNITTIOIKG avTIowUaTa TTPOoKaAoUv BpouBwon Oev  €xouv akoua
avaKaAuQBei TTANpwG.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG PHIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €IBIKO avTiyovo. Katd Tn didpkeia NG £mwacnsg cuvdEovTal Ta €1I8IKA avTIoWPaTa aTrd Tov
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIYOVO TToU BpiokeTal oTnv TTAAKA, TO [N
ouvdepéva aTolxeia Tou opoU aTTopakpUvovTal 0To £TOUEVO BANA TTAUONG. ETTeita TTpooBEéTovTal
avTI-avVOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog €mwacng, 1o ouleuyha (OUCEUYUEVEG AVOOOOQAIPIVEG)
OuVOEETAl PUE TO OUPTTAOKO aVTIYOVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUZEUYUEVEG
avoo0o@AIPiVEG ATTOPAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe diaAupévo o&U (aAAayny xpwaong ot kitpivo). O BaBudg oxnuaTtiouou
XPWHATOG atmd TO XpwHoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUyhaTOg TTou BpioKeTal
ouvOedEPEVN PE TO CUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTPog TNV OpXIK)
OUYKEVTPWAN TWV QVTIOTOIXWV AVvTICWUATWY OTO deiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHzH

. 7 Xpwpua XpU’J!JG a .
2T0IXEIO MocodtnTa KQTTAKIOU zgx)\upar Mepiypaen / Mepiexopevo

5TTAdoIa OUYKEVTPWON
1 x 20ml N€UKO Kitpivo Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiko)

PuBuioTiké didAupa derypdrwy
(5x)

PuBuioTiké didAupa TAUoNG 50mAdaia guykévipwon

(50%) 1 X 20ml N€UKO Mpdoivo Tris, NaCl, Tween 20, o&gidio Tou vatpiou < 0,1%
(ouvtnpnTikd)
ETOIMA IA XPHXH
. . Xpwua Xpu’u'pa . .
2T0IXEIO MogétnTa KQTTQKIOU ng)\upar Mepiypaen / Mepiexopevo
; oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Boéeiou
ApvnTIKGS 0pdG EAEyXOU 1x1,5ml - Tpdawo — AlOWYEG (15 (BSA), o€eidio Tou vaTpiou < 0,1% (GUVTNENTIKG)
i . ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bogiou
OeTIKdG 0pOG EAEyXOU 1x1,5ml Kokkivo Kitpivo opou (BSA), o&eidio Tou varpiou < 0,1% (GuvTneNTIKG)
Avnégaomplo BaBuovéunong 1x1.5ml MriAe Kfrpivo Avepwmvog 0pog (6|a)\upqug), aABom:wvr] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKo)
2uykévipwon kGBe avtidpaoTtnpiou Babuovéunong:
ue 0, 3, 10, 30, 100, 300 U/ml (H évraon Tou
WHATOG QUEAVETAI PE TN CUYKEVTPWON: KITPIVO
AvmidpaoTtrpia fabuovounong | 6 x 1,5ml NEUKO Kitpivo* éfi’xAEpa)g g He T ovy pwon: kit
JuoTaTikd aToixeia: AvOpwTivog opdg (SIaAupévog),
O¢eidio Tou varpiou < 0,1 % (ZuvtnenTikd)
Sulevypata, IgG 1 x 15ml MTTAe MTTAe ZUOTC(TIK(?( oTolxeia: AVTl-qyepwnlyn avoogocpmpivn
i i onuadepévn pe uTrEPoeIdGoN aTrd pagavioa,
IgM 1x15ml Mpdoivo Mpdoivo aABoupivn Béeiou opou (BSA)
. , . >100epoTroinuévn TeTpapeBUABEVISivn Kal
Yméotpwpa TMB 1 x15ml Maupo Alauyég UTTEPOEEIBIO TOU UBPOYGVOU (TMB/H,05)
AidAupa diokoTig avtidpaong | 1 x 15ml NEUKO Alouyég 1M YdpoxAwpikd o0&l
. Aegv givai Me amrooTrwpevoug uttodoxeig. Avatpégte aTnv
. . 12x8 Aegv givai . ; . -
MAdka pikpoTiTAoTroinang . " Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
Tavieg SiaBéaipo -
o) EMKAAUYN.

* H évtacon Tou XpwHaTog QUEAVETaI PE TN OUYKEVTPWON
AlMNAITOYMENA YAIKA

AvayvwoTng TTAAKWY PIKPOTITAOTToiNoNG 450 nm TTou avaylyvWoKel QIATpa avayvwong Kal TTPoaipeTikd 620 nm  @iATpo
avapopdg (600-690 nm). MudAiva e€aptripara (kUAivopog 100-1000ml), dokiyacTikoi wAnAveg yia diaAUpaTa. AovnTAg avauigng,
méTeg akpifeiag (10, 100, 200, 500, 1000 pl) | TTpooappolduevn TToAuTITTETa (100-1000pl). Xuokeur) TTAUONG HIKPOTTAGKOG
(emavaAhapBavépevn mméTa 300ul | TITTETA TTOAMOTTAWY KAvOoAIWV 1] auTopaTtoTroiNuévo oloTnua), amopponTiké xapTti. Ol
SoKIpagieg Hag EXOuV wg oXedIATTEI yia va xpnalpoTtroinfoulv pe kaBapd Udwp cUPPWVa PE Toug opiopols TG PapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaikng @apuakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacThpia Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAdGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa OTOUG QUBEVTIKOUG TTePIEKTES. Apaiwpéva  dlaAluara,
QuAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. MNpémer va AauBavovral utrown ol
NUEPOMNVIEG ARENG TTOU avaypd@ovTal 0T CUCKEUOTIQ KAl OTIG ETIKETEG TOU KABE oUOTATIKOU.
Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avtidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn peRPpavn NG
OUOKEUAOiag.
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Y1rodeigeig Kal TTpo@uUAGEeIg

5.1

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 dlayvwoTiKwy UAIKWVY. Av Kal autd To TTpoidv dtv 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 civar 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 avmidpaoThpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (opoi
eAéyxou kai avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov éAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avBpwTTIvnG TTPoéAcuong B¢ PTTopEi TTOTE va atTokAEIoTEl TTAAPWG N TBaveTNTa HOAUVONG e
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 utTodEigEIg

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 OOKIMNAG.

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Evupua Z0Ceuéng N WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNYroEl € ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpacia dwpatiou Tpiv atmd 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
epyaotnploakd supfuara. H didyvwon tmpémrel va emBeRaiwveTal XPNOIMOTTOIWVTAG
S1a@popeTIKEG BIAYVWOTIKEG HEOODOUG.

3/10



Product Ref. 3255

AESKU.DIAGNOSTICS Product Dese Siycorol oM

Manual Rev. No. 005: 2025-01-30

AQqyn deiyparog, TrposToipyacia Kal UAAgn

ZuvIoTdTtal N xpron @péokwv OelyudTwy opol. H AfRwn TOou aipyatog TPETEl va yiveral
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 JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<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 WpPWv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAAUTEPN
dldpkela puAagNG, Ta deiypata TTPETEN va wuxovTtal 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, cuvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv deIyudTwy TWV aoBevwv:

Aciyyata opou: apaiwvete kal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPa
OelypaTwWY, T.X. (1x) 1000 pl puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

MAdon:

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

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).

4/10



AESKU.DIAGNOSTICS Product Dese Siycorol oM

Product Ref. 3255

Manual Rev. No. 005: 2025-01-30

7.2 ZXApa dlavopng avTidpaoTnpiwv

7.3

2UVIOTOUME va TITTETAPETE Ta avTIOPAOTApPIa BaBuovounong, Toug opoug eAEyxou Kai Ta

OciypaTa wg €€Ne:

ZHMEIQZH: Xe& TrepimmTwon TTOU TIPOKEITAI VA TTPOCSIOPICTOUV BIAPOPES KATNYOPIEg
avTiowpdTwy (IgG kai IgM) TrapdAAnAa, Ta avTidpaoTipia Baduovounong, ol opoi eAéyxou Kai
TO SeiypaTa TTPETTEI va TTITTETAPOVTAI XWEICTA YIa KABE KATNyopia avTICWHATWY.

MNa NOZOTIKH epunveia

1
Cal A
Cal A
CalB
CalB
Cal C
CalC
CalD
CalD

I @ mm OO @ >»

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

BAupara epyaciag

Brpa  Mepiypaen

MNa NOIOTIKH epunveia

2 3 1 2 3
CalE | P1 A | NC P2
e e T G PN R E—
o e T - Y B —
CalF | P2 D CC P3
PC P3 E | PC
PC P3 F | PC
- = I DU B E—
NC H P11
CalD: calibrator D PC: positive control P1: patient 1
CalE: calibrator E NC: negative control P2: patient 2
CalF: calibrator F CC: cut-off calibrator P3: patient 3

1. Mpiv amé To meTdpiopa BeBaiwBeite 6T éXeTe ekTEAEDE! TN BladIkasia TTPOETOINATIAG OTTé TO
Bria 7.1 TTapaTIAVW.

2. AkoloubnoTe Ta TTapakdTw Bripata avaloya pe Ta emMOUUNTa ammoTeAéouaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

3.
+100 pl
MO
5
— —

3x 300yl

I

OPOI EAEIMXQOY & AEITMATA

Badete ota mpoPAeTTOpEva BuBioparta 100 yl atmd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTtrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia
b. Avndpaotipio BaBuovéunong opiakng TiuAG (CC) yia
NOIOTIKH epunveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdG EAEyXOU
(PC) kaBwg kai
e AlaAupévo opo aoBevwy (P1, P2...)

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

MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUONG
(apaiwpévo 1:50).
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450/620 nm

—

2XYZEYTMA

Badere 100 Il diahpatog oulelypatog oe KGBe  utrodoxéa
XPNOILOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kKaBe popd pe 300 pl pubuIoTIKG diGAua TTAUCNG
(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAvuartog uttooTpwuatog TMB oe kdBe uttodoxéa
XPNOIUOTTOIWVTAG THV TTITTETA.

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

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Badete 100 pl diaAupatog dlakoTTig avtidpaons os kaBe Bubiopa pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV
mITETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppopnon ota 450 nm evidg 30 AemTwv
(ouvioTdrar TrpoaipeTiké kKai ota 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 avTidpaoTtnpiwv Baduovéunong (aGovag y) Evavt g
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.

Meploxr @UOIOAOYIKWY TIHWV ATTpoodiéploTa OETIKA aTTOTEAETUATO

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

Mapadeiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPETETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alakupavon)
BaBuovounong IgG

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

lMapadeiyua ummroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 1.093/1.105 1.099 77.8
P 02 0.804/0.820 0.812 46.7

Ta Ociyuata Pe TIHEG PEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong mpétrel va avagépovtal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO EUPOG TIHWYV TWV AVTIOpACTNPIWY
BaBuovounong TTpétrel va ava@épovtal wg "<EAdy."

Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpiké epyacTApIa PTTopoUV va SIEEAYyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kail/ ] opoug atod TNV TPATTECa aipaTog ocuu@wva pe Tng pubuioeig Tng E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
0T OIKN TOU TEXVIKN], EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV UE TA KPITHPIA, N
OOoKIuN €ival dkupn Kal Ba TTPETTEl va ETTAVOANPOEI.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omroia uTtoBAABNKav o€ dOKIKR TTapouaidlouv atrokAion r; dAAou gidoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG ) Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATOOKEUAOT] ) TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa moloTikA agioAéynon SiIaBAoTe 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
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ampoodidpiota. OAa Ta deiypata pe
UWnAOTEPEG TIMEG BewpouvTal BeTIKG, deiyuaTa ue XaunAOTEPES TIMEG apvNTIKA.

ApvnTIKO: OD qo8evi < 0.8 x OD cut-off
Ampoodidpiota: 0.8 x OD cytoff < OD qotsvg S 1.2 X OD cut-off
O€TIKO: OD qo8evi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKO SelyuaTwy: Opdg
‘Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SiIGAUNQ
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 auBevTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaaieg
10 Zroixeia ATddoong
10.1 AvaAuTikn Evaiofnoia
Aokipaaia Tou puBuioTIKoU diaAUpaTog deiypatog 30 popéc oe AESKULISA® Glycerol-GM
Oivel avaAuTikA evaioBnoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kol Evaiodnoia
H pikpotrAdka eival eMKAAUPPEVN JE QuOPaTIOUAO-YAUKEPOAN Kai apiyh R2-yAukotrpwreivn I.
Agev dIATTIOTWVOVTAI AVTIOPACTIKOTNTES dlacTalpwaong e GAAa avTiyova.
10.3 FpapuIKOTNTA

MNa emAeyyévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O autry Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWUEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Agiyuatog (U/ml) (U/ml)
1 1/100 141,0 140,0 100,7
1/200 69,0 70,0 98,6
1/400 36,9 35,0 105,4
1/800 18,1 17,5 103,4
2 1/100 47,1 46,0 102,4
1/200 24,6 23,0 107,0
1/400 12,1 11,5 105,2
1/800 6,2 5,8 106,9
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Akpipeia

MNa Tov éAeyxo akpifelag TG HEBOdOU £CaKPIBWONKE PE TPEIG OPOUG O€ DIOPOPETIKES TTEPIOXEG
TNG TTPATUTING KAPTTUANG N E0WTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn péBodog Evdidaueon pébodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CcVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 145,0 2,8 1 150,0 3,1
2 48,0 3,6 2 53,0 4,2
3 21,0 2,2 3 24,0 4,8
Alakpifwon

To ToooTIKO cuoTnPa PETPNONG AOYW EAAEIPnG evdg O1EBvoUG TTPOTUTTOU avaQopdg EXEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETPNoNG. Ta atroteAéopaTta didovral ag U/ml.
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PuBuioTikad cUppoAa

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 catélogo
- 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

10/10



