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Evdedeiyuévn xpnon

AESKULISA® Hit Il eivar pia ev{upoavoooloyikh pEBOdOC OTEPENG PAONG YO TOV TTOCOTIKO Kal
TTOIOTIKO TTPOCOIOPICPO avTIOWUATWY IgG Tou TTpokaAouv BpopPokuttapotrevia Totou Il Adyw

Xopriynang nmapivng.

KAIVIKA epapupoyn Kal apxég TG HEBGdou

H BpoupokuttapoTrevia Adyw xopriynong nmapivng (HiT) eivar pia coBapr] €mimAokh TnNg
Bepartreiag pe nrrapivn Tmou gp@avifetal oto 1-3% Twv aoBevwyv TTou akoAouBouv avaloyn
aywyn.

Mtropei va TpokUywouv dUo TUTTOI BpopPBokuttapotreviag Adyw xopAynong ntrapivng: O
TUTTog HIiT | dev €xel KAIVIKA OXETIKOTNTA KAl XAPOKTNPIZeTal a1md TTAPOdIKA TTITWOoN Tou
aTTOAUTOU aPIBUOU AIPOTTETAAIWY, O OTTOI0G ATTOKABIoTATAI PJETA ATTO PEPIKEG NUEPES, aKOUA
KI av OUVEXIOTEI n xopriynon tng nmapivng. O t0tmog HIT 1l gival pia avoooAoyikr) yopen. O
aTTOAUTOG APIBPOG TWV QIYOTTETAAIWY PEIWVETAI OE TTOOOO0TO KATW aT1rd 170 50% TNG YPAUUNAG
Baong, 5 éwg 14 nuépeg Kkatdmv Tng €vapéng xopriynong nmapivng. O1 aoBeveig
QvaTITUOOOUV  QVTICWHATA TTOU  avayvwPifouv VEOETTITOTTOUG TTou  eKkTiBevtal amd TO
oUuTTAEyua Tou aigotreTaAlokou Trapdyovrta 4 (PF4) pe tnv nmapivn. Ta avricwuara TTou
aveupiokovTal avkouv ouvBwg oTtnv KaTtnyopia 1gG. QoTé00, Ta AVTICWHATA KATAYOPIag
IgM kai IgA eu@avifovtal oTTdvia Kal To TTaBoydvo aTToTEAECUA TOUG BPIOKETAI AKOUA UTTO
oulntnon. Ta autoavTticwparta HiT Il ytropouv va decPeUTOUV OTOV AIMOTTETAAIOKS UTTOO0XEA
Fcylla ka1 auT N avTidpaon TTPOKOAEI EVEPYOTTOINGN TWV QIPOTTETAAIWY, N OTToia 0dNyEei TNV
£KKPIOT TTNKTIKAG BpouBivng. Etriong, Ta evepyotroinuéva aipotreTdAia atrodeopetouv PF4, o
oTroiog OUUBAAAel OTn ouvéxion Tou KUKAOU TnNG €VEPYOTTOINONG QIMOTTETAAIWY AGYW
xopnynong nmapivng. AuTd TO ATTOTEAEOUA  ETTITUYXAVETAI AOYW TOU OXNUATIOWOU
OUMTTAEYUATOG TWV WOpPIWV TTOU HIouvTal Ta poépla Tng nmapivng (Benkh nmrapdvn) otnv
ETMPAvEIa TWV EVOOBNAIOKWY KUTTAPWY PE TOV QIMOTTETOAIOKO TTapdyovTa 4 TTou PTTOPED va
avayvwploTei atrd autoavTiowuata HiT 1. Autd, ye Tn ocipd Tou, PUTTOPEI va ETTAYEI EKPPacn
IOTIKOU TrapdyovTa Me TTepaITépw OIEYEPON TOU KATAPPAKTN TNG TNAENG Kal TTapaywyn
Bpoupivng. Auto €xel WG aTTOTEAEOUO PEYOAUTEPO KivOUVO VEWV apPTNPIOKWY Kal QAEBIKWV
OpOoUPOEUPOAIKWV ETTITTAOKWYV TTOU UTTOPEI va atmofouv Bavatngopes yia 10 10-15 % Twv
aoBevwv.

H €ykaipn O1dyvwaon Kal n avrikardotaon Pe KATAAANAO €VOAAGKTIKO QVTITTNKTIKG WTTOPEI
OaQWG VA EAAXIOTOTTOINCEI TO TTOOOOTO TTOU EPQPAVICEl ETTITTAOKEG.

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
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BAa TTAUONG. ETreira TpoaBEéTovTal
aVTI-avVOPWTTIVEG AVOCOOPaIPIVESG, 01 OTTOIEG €ival OUleUyuEVeES PE UTTEPOELEIdAoN atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwaong, 10 ouleuypa (CuleUydEVEG OVOOOCQAIPIVEG)
OuvoEeTal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWNATOG TTOU OXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoooo@alpiveg atTopakpuvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvieuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal Pe dlaAupévo o&u (aAAayry xpwong oe kKitpivo). O BaBudg oxnuatioyou
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), ogeidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%GX‘;'OT'KO OiGAupa mAGong 1 X 20ml Neukd Mpdoivo = Tris, NaCl, Tween 20, ogeidio Tou vaTtpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA INA XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa Katrakio  dioAUpar  Meprypagn / Mepiexduevo
0 oG
. oy . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Boéeiou
ApvTIKGG 0pOg EAEyXOU 1x1,5ml Mpdovo  Aauyég opou (BSA), o&gidio Tou vaTpiou < 0,1% (ouvTnpnTiko)
i . ) . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
OeTikdg 0pog eAEyxou 1x1,5ml Kokkivo - Kirpivo opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTikod)
Avnégaomplo BaBuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|a)\upqug), aABom:pwn Boeiou )
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiko)
ZuykEvTpwan kabe avtidpaaTnpiou Babuovounaong: O,
} . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTTivog opdg
AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml Neuko Kitpivo (S10AUEVOC), aABoUpiVN BOEIoU 0pol (BSAY), 0&idio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
. ZUoTaTikd aToIxXEio: AVTI — avBPWTTIVI avoooo@alpivn
2uCebypara, 19G 1x15ml MrrAe MrAe onuadepévn Pe UTTEPOEEIdAON atrd pagavida (BSA)
. . . >1aBepoTroinuévn TETPaPEBUABEVISivN Kal
Yméotpwua TMB 1 x15ml Maupo Alouyég UTTEPOEEIBIO TOU UBPOYGVOU (TMB/H,0)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me amooTwevoug uttodoxeic. Avatpégte aTnv
MAGka pikpoTITAoTToinong : . Si0Béaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg d106éo1y .
o o ETMIKAAUYN.

* H évtaon Tou XpwHaTOG QUEAVETAI PE TN GUYKEVTPWON

AmaitoUugva vuAika

O avayvwoTng TTAaKWV pikpoTiTAotroinang 450 nm avaylyvwokel QiATpa avayvwong Kal TTpoaipeTikd 620 nm @iATpa avagopdg
(600-690 nm). MNuaAiva egaptripata (KUAIVEpog 100-1000ml), dokipaoTikoi CwARVEG yia SiaAUpaTa. AovnTig avapIEng, TTPOX0IBES
akpiBeiag (10, 100, 200, 500, 1000 pl) A Tpocapuolduevn TToAuTTpoxoida (100-1000ul). Zuokeur TTAUONG pikpoTTAdkag (300ul
eTmavaAauBavopevn TTpoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv i auTopatoTToiNuévo oUaTnua), amoppopnTiké xapTi. Ol
OOKIPOTiEG HAG €XOUV WG OXEDIAOTE yIa va xpnolpoTroinBoulv pe kabapd Udwp cUPPWVA PE TOUG OPICHOUG TNG PapUaKOTTONaG
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakoTroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatnpnong

Ta avTidpacTripia Tou guvoAou avTiIdPaCTNPIWY Kal N MIKPOTTAGKG TTPETTEI VO QUAGTCOVTAI
otoug 2-8 °C/35,6-46,4 °F péoa oTOuG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dioAupaTa,
@uAdooovtal oToug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBdavovtal utrdéyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE ouoTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
aTTo@eUyETal N £viovn €TMidOPACN QWTOG aTO didAupa UTTooTPWHATOG TMB. OI PIKOTTAGKES VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn peRPpavn NG
OuOKeUaaoiag.
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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 (NaN3) wg ouvinpnmikd. To NaN3 pmopei va eivalr 10kO €dv TTPoAngBei n
atropponBei ammd 1o déppa A Ta pdtia. To NaN3 ytropei va avTidpdoel ue TNV EYKATAOTACN
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 utrodEigelg

TNV TTEPITITWON KATA TNV OTT0ia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWYV, €ival EANITTEIG 1] EOQPAAUEVEG, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

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 OET va AdBouv Bepuokpaaia 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

Xpnoiyotroifote deiydata opol i TTAAoPATOG TToU CUAAEXBNKav TTpOo@aTa HE TTPOCONKN
KITPIKOU VOTPIOU w¢ avTITTNKTIKOU o€ TToo0ooT0 3,2% 1A 3,8%. H AMjyn Tou aipatog TTpétrel va
yivetal oUupwva e TIG €BVIKEG VOUIKEG ammauThoelg. Na pnv XpnoIdoTTolouvTal: IKTEPIKA,
ATTQIMIKG, aigoAupéva A poAucuéva atrd BakTipla deiypaTa. ZuAAéyeTe Ta Seiypata aigaTog
o¢ KaBapd, oTeyvd Kal Keva @ioAidia. MeTd atmmd Tn QuUyoKEvVTPNOon, Ta dciypaTta TTAACUATOS
TIPETTEL VO XPNOIKMOTTOIOUVTAl APECWG, OIOQOPETIKA TTPETTEI va QUAACOOVTAI O€ €PUNTIKA
KAEIOTA @laAidia oToug 2-8 °C/35,6-46,4 °F yia OKTW WPEEG TO PEYIOTO 1, OE TTEPITITWON TTOU
TpoBAETTETAI HEyaAUTEPN BIGPKEIQ QUAAENG, TTPETTEI va wuxovTal oToug -20 °C/-4 °F.

Mnv XpnoIpOTTOIEiTE BEIYHATA E NTTAPIV WG AVTITINKTIKG 0€ aQUTHV T P€60do!

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 pUuBuIoTIKG SIdAupa TTAUONG: apaiwveTe 1:50 pe atrooTaypévo 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
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 hepPBpdvn TnG ouokeuaciag 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 NOXOTIKH epunveia MNa NOIOTIKH gpunveia
1 2 3 4. 1 2 3 4.

T cap lcaE ot T e

S oaA Tcae o0 T e S . E—

C CalB | CalF | P2 C | CC P3

D CalB | CalF | P2 D CC P3

E CalC | PC P3 E | PC

= - S = S D B

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 gpyaciag

Brpa  Mepiypaen

1. Mpiv amd 1o mmeTdpiopa BePaiwBeiTe OTI £XETE EKTEAEDEI TN BlaBIKOTIA TTPOETOINATIAG ATTO TO
Briua 7.1 TTapPaATIAVW.

ApnRaoTe 6Aa Ta ouoTaTikd Tou O€T va AdBouv Beppokpaacia dwpatiou TIpiv atrd TNV évapén Tng
dokipagiag (20-32°C/68-89,6°F) kal avapei¢Te KaAd. MpETTel oTTwWadATTIOTE va TnpEiTal To
KaBopiopévo TTPWTOKOAAO yia Tn die€aywyn TG OOKIYaAaiag.

2. AKOAOUBAOTE Ta TTAPAKATW BripaTa avaloya Pe Ta emMOUPNTA aTToTEAETUATA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEMXQOY & AEIFTMATA

3. Balete ota poPAeTopeva BuBioparta 100 ul atmd éva ammo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTavw:
a. Avmdpaotipia BaBuovounong (CAL.A €éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. AvndépaoTrpio BabBuovéunong opiakng TiuAg (CC) yia
u lOIOTIKH epunveia
Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TTapakdTw:

i gl o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG 0pdg eAEyxoU
(PC) kabwg kai

e AiaAupévo opd aocBevwy (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).

3x 3004l
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2YZEYTMA
6.

Baclete 100 pl diaAUpatog oulelypoTog oe  KABe utTodOXEQ

L

XPNOILOTTOIWVTAG TTITTETA.

+100 pl
7
Emwdadete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F.
30’
8.
!
MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIOTIKG diIGAUMA TTAUCNG
- —> (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl diaAupartog uttoaTpwuatog TMB oe kdBe uttodoxéa
u XPNOIUOTTOIWVTAG THV TTITTETA.
10. e
=
Emmwadete yia 30 Aetrtd o€ 20-32 °C/68-89,6 °F. MpooTarteuoTe ammo
@ TO £VTOVO QWG.
AIAAYMA AIAKOMHZ ANTIAPAZHE
11

Badete 100 pl diaAupatog dlakoTrAg avTidpaong o€ KA BuBioua e
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOIUOTTIOIWVTAG TV

TTITTETA.

\
+100 1
12. =
@ EmmwadeTe yia 5 AeTTTd TOUAGXIOTOV.
5

13. AVOKIVEITE TIPOOEKTIKA TNV TTAGKA YIa 5 OeUTEPOAETTTA.
14. |OD; ODG\ZUA/ 2e 30 Aemrra, deite TNV €vdeiln Tng amoppdenong ota 450 nm.
ZuvIOTATaI VO XPNOIUOTTOIEITE TN dlagopd aTNV atropPoPnan PETAgU

450/620 nm Twv 450 ka1 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.

[epioxy @UOIOAOYIKWYV TIHWV AtrpoodiépioTa O¢eTiKG aToTeEAéouaTa
<12 U/ml 12 -18 U/ml >18 U/ml

Mapadsiyua mpoadiopicuou
Auté TO TaPAdEIypa Oev eMITPETETAI VO XPNOIMOTOINGEi yia Tnv gppnveia Twv
ATTOTEAECHATWY TWV A0BEVWYV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,025 0,0
3 U/ml 0,139 3,5
10 U/ml 0,283 4,3
30 U/ml 0,598 4,0
100 U/ml 1,224 3,6
300 U/ml 2,123 2,8

lNapadeiyua urroAoyiouou

AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,793/0,801 0,797 47,7

P 02 0,308/0,333 0,321 12,1
Ta Ociyuata Pe TIHEG HEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong mpétrel va avagépovTal wg” >Méy.” Mpétrel va apaiwvovTal KaTAAAnAa Kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO EUPOG TIHWYV TWV aAVTIOpACTNPIWY
BaBuovounong TTpéTTel va avagEpovtal wg “<EAGX.”
Eidika oToixeia tng TTAPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKa epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG HE BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuuewva pe Tng pubuioeig NG E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAICUO Kal TTANBUOPOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEI va eTTAVaANQOE.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwv (TTou TTPOoETOINACTNKAY), 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 AVANEVOUEVEG TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIK TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdapTupa. MNa tnv ToIOTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ammpoodidpiota. OAa Ta deiypata pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TINEG ApVNTIKA.

ApvnTIKO: OD oo8evi; < 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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9  Texvikd oTolxeia
YAIKO SelyuaTwy: 0pOoU ] TTAAOHATOG e TTPOCBRAKN KITPIKOU VATPiou
‘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
AvaAuTtikr) EvaioBnaoia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBevTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 dOKIPATiEg
10 Zroixeia ATddoong
10.1 AvaAuTtiki EvaioBnoia
To 6pio avixveuong mou kaBopileTal atrd 81TAN e€€Taon TOUAAXIOTOV 8 apvnTIKWV SEIYUATWY
opou kai 60TTA0 TTPOCdIOPICHO PUBUIOTIKOU dIOAUATOG delyPATWY avépxeTtal oTo 1,0 U/ml.
10.2 EidikéTnTa Kal EvaioOnoia
Me T Xpnon KAIVIKG TTpoodIopIouEVWY OEIYUATWY OpoU PE YVWOTH avOOOAOYIKI KATAoTaon,
n d1ayvwoTIKA evaiobnaoia kabopioTnke o€ TTocoaTd 91 % Kai n €10IKOTATA O€ TTOCO0TO 97 %
yla TO AESKULISA® HiT .
10.3 FpapuIKOTNTA

MNa Tov KaBopiopd TNG YPAPMIKOTNTAG TOU AESKULISA® HIiT II, e¢eTdoTnkav diaAUupaTa opou
ogIplIakAG apaiwong. Ta amoTteAéopara Tou AA@Onkav npbav oe olykpion HE Ta
avauevoueva, Ta OTToia gixav uttoAoyioTel e BAon TO TTNAIKO TNG PETPOUMPEVNG TIMAG TNG
QMEOWG ETTOPEVNG UWPNAOTEPNG OUYKEVTPWONG dIa TOU TTapdyovTa apaiwong 2. H avakrtnon
TIPOCdIOPIOTNKE WG TO TTOGOOTO TNG YETPOUUEVNG TIMNAG TTPOG TNV AVAUEVOUEVN.

Ap1Bp. . OUYKEVTPWOTN HETPNHEV AVOUEVOUEVN . o
Acgiyparog Mgl aTov opd OUY(KLEJ\//rTnpl;” on auykévipwan (U/ml) e (%)
1 1/100 100% 184 184 100,0

1/200 50% 101,5 91,8 110,6
1/400 25% 55,3 50,8 108,9
1/800 12,5% 28,4 27,6 102,9
1/1600 6,25% 13,4 14,2 94,4
2 1/100 100% 158 158 100,0
1/200 50% 86,9 78,9 110,12
1/400 25% 48 43,5 110,3
1/800 12,5% 24,7 24 102,9

8/11



AESKU.DIAGNOSTICS

Product Ref.

3290

Product Desc.

HIT Il

Manual Rev. No.

005: 2025-01-31

U/mL

200
180
160—-
140—-
120—-
100 -
80—-
60—-
40

20

®  sample 1
O sample 2

y=157x+443
R’= 0,995

y=183x+452
R’= 0,995

60

Serum concentration [%]

T T
80 100

Ta dciyuata opoU uttd e€ETaon eu@aviCouv YPOUUIKO CUCXETIONO HETACU Tou OIaAUNATOG
OEiYMATOG KAl TNG CUYKEVTPWONG AVTIOWHATWY. QOTd00, AOYyW TNG £TEPOYEVOUG QUONG TWV
AVOPWITTIVWY AUTOAVTIOCWHATWY, EVOEXETAI VO UTTAPXOUV OEiYUATA TA OTTOIO TTAPOUCIAZoUV [N
YPOAMUIKA CUUTTEPIPOPA.

10.4 AkpiBeia

MNa Tov éAeyx0 akpiBelag TNG HEBOdOU eEaKPIBWONKE WE TPEIG OPOIcE DIAPOPETIKEG TTEPIOXES
TNG TTPOTUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakupavan.

EowTtepikn pé6odog

ApiBy.

Seiyparog

1

2
3
4

10.5 Alakpifwon

Méoog 6pog
(U/ml)
13
22
63
192

cv
(%)
5

5
4
7

Evdidueon pédodog

ApiBp.
Seiyparog
1

2
3
4

Méoog 6pog
(U/ml)
13
22
63
192

cv

(%)
8
6
6

11

Noyw Tng éNeiyng d1EBvoug avagopdg Babuovounong, autr n péBodog Babuovoucitalr o€
auBaipeTeg povadeg (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 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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