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Evoedeiypévn Xpion

AESKULISA® Thrombo-Profile gival pyia Eviupgoavoaoloyikr uéBodog aTepenS Aong yia TovV
TTOCOTIKO Kal TTOI0TIKO aTTAG TTpocdiopiopod Twv IgG kal/ ) IgM avTicwudTwy oTov avBpwTmivo
opd évavtl wo@oAmdiwv. H dokipyacia TTepIEXEl WG avTiyova: uywnAng kabapdtnTag
avBpwrivn B2-yAukotrpwreivn |, kapdioAittivn kai B2-yAukotrpwteivn |, waoeaTidulooepivn
Kal B2-yAukotrpwreivn |, euwo@atiduloivociTéAn kai B2-yAukoTTpwrTeivn |, pwo@aTidikd ogu kai
B2-yAukotrpwreivn |, 6TTwG €TTiong Kal éva Piyua OAwv Twv @WO@OANITTIOIWY HE Kal Xwpig B2-
yAukoTtTpwreivn |.

O T1poodiopIouds AUTWY TWV AVTICWUATWY €EUTTNPETEI OTO va TeBei n didyvwon Kkal va
eKTIUNOBEI 0 Kivduvog BpouPuwoewg o aoBeveic TTAOXOVTEG ATTO CUCTNHATIKG €puBnuaTwdn
AUKo (ZEN).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avriowpara évavtl Twv QuOQOAITTISiwY, CUCTATIKA OToIXEia BIOAOYIKWY HeEUBpaAvWY,
TGooOVTal EI0IKA eVAVTIO O QWOEONITTIOIO OTTWG €ival n KAPOIOAITTiVR, N @woPaTiOUAO-
IVOOITOAN,-a1BavoAauivn, -XOAivn, N o@lyyouueAivn Kal ToO @wo@aTidiké ogu.

H eu@davion avTiQwWo@OAITTIOIKWY QVTICWHATWY TTEPIYPAPETAI CUXVA OTO CUCTNUATIKO
epuBnuaTwdn Auko (ZEA) kal o dAeg TTapOuoIEG OOBEVEIEG.

Tnv euEAvVIoOn TwV aVvTIQWOPONITTIOIKWY AVTIOWUATWY O€ auTéG TIG QO0BEveleg, TN
xapakTnpifoupe w¢ OeuTEPOTTABEG AvTIQWOPOANITTIOIKG CUVvOpouo (ADZ). AvTIBETWG, TO
TPWTOTTABEG ADZ XapakTnEiCeTal atrd avTIQWO@OAITTIOIKA QVTICWHOTA XWPEIG TN CUMPETOXNA
GAAwv autodvoowv TTaBrnoewv. EEetdoeig £deifav, 6T uTTép)El OTEVOG OUOXETIONOG METAEU
Bpoupwoewv, BPOPPBOKUTTAPOTTEVILWV Kal CUVABEIS aTTOBOAWY (WG CUVETTEIA TTAOKOUVTIAKOU
eUPPAKTOU). O POAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY OThV £EENIEN TG Bpoupwong,
Oev £xel akOun EekabBapioTei TTANPWG.

Apxég Tng dokipaoiag

Ta dioAupéva 1:101 deiypata opoU eTTWACOVTAI OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMPEVES
ME TO €101KO avTiyovo. Katd Tn didpkela TnNG €TTWACNG CuvOEovTal T EIBIKA AVTICWHATA aTTd TOV
opd Twv acBevwy, €dv autd uTTdpxXOuv, PE TO AvVTIYOVO TToU PpioKeTal OTNV TTAGKA, TA W
ouvdepéva oTolxEia Tou opou aTTopakpuvovTal oTo TTOUEVO BANA TTAUCONG. 'ETTeima TTpoocBETovTal
avTI-avVOPWITIVEG AVOCOOQAIPIVES, Ol OTTOIEG Eival OUZEUYUEVEG PE UTTEPOLEIDAOT aTTd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, To ouleuypa (OUlEUYPEVEG AVOOOOQAIPIVEG)
OuVOEETAl UE TO OCUUTTAOKO AVTIYOVOU — QVTICWHATOG TTOU OXNUATIOTNKE TTPIV, Ol I CUZEUYUEVEG
avoooo@aIpiveG ATTOPaKpUVOVTal OTO €TTOPEVO BANA TTAUoNG. H diatrioTwon Twv ouvOeuévwv
QVTICWUATWV TTPAYUATOTTOIEITAI UE EVCUPOTIKY) XPWOTIKA avTidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diaAupévo ofu (aAAayh xpwong oe Kitpivo). O BaBuog oxnuaTiouou
XPWHATOG a1md TO XPwMOoyovo efaptdtal ammd Tnv ToodTNTA OUuleUyuatog Trou BpiokeTal
ouvOedEPEVN PE TO CUUTTAOKO avTIyOVOU-QVTIOCWHATOG KAl £T01 €ival avaAoyog TTPOG TNV apXIKN
OUYKEVTPWOTN TWV QVTIATOIXWV AvTICWUATWY OTO deiyua aoBevoug.
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3  ZUOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET
AIAANYONTAI MPIN AINO TH XPHZH
Xpwua e s
2T0I1XEIO MoootnTa . dioAUpaT  TMepiypaor / Mepiexdpevo
KOTTOKIOU oc
s . 5TrAdoia cuykévtpwaon

l(DSL:g“'GT'KO OiGAupa delypaTwy 1 x20ml N\€UKO Kitpivo Tris, xAwpioUyo varpio (NaCl), aABoupivn Bogiou

opou (BSA), ogeidio Tou varpiou < 0,1% (ouvineEnTIKO)

s . 50mAGoIa ouyKEVTPWON

l(DSLE)eXL)“GT'KO SiGAupa Adong 1 X 20ml N\€UKO Mpdaoivo Tris, NaCl, Tween 20, o&gidio Tou vatpiou < 0,1%

(ouvTnpnTIKO)

ETOIMA IA XPHXH
. Xpwpa
. . Xpwpa 5 . .

2T0IXEIO MoooétnTal KATTaKIOU ngAupaT Mepiypaen / Mepiexouevo
Avnégacrmgo BaBuovéunaong 1x 1,5ml MAe Kirpivo Avepwmvog 0pog (6|a)\uuqug), a)\Bongn Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidlo Tou vatpiou < 0,1% (cuvtnpnTiko)

Suykévtpwan kaBe avridpaoTnpiou Babuovéunong: O,
AvTidpaoTrpia Babuovéunong . . " 3, 10, 30, 100, 300 U/ml. AvBpwTTivog 0pdg
A-F 6x1,5ml | Aeuko Kitpivo (dlaAupévog), aABoupivn Boeiou opou (BSA), ogeidio

Tou vaTpiou < 0,1% (ouvtnpnTiko)
Zugeuypara, IgG 1x15ml MrrAe MrAe TuoTaTikd aTolxeio: AvTi — avBpwITIVR avoocoa@aipivn

IgM 1x 15ml Mpdacivo Mpaoivo = ONpadepévn pe utrepogeiddaon ammo pagavida
. . . >10BepoTroinuévn TeTpapeBUABeVISivn Kal
Yméotpwha TMB 1x15ml Madpo  AlGUVES e ooeeiSio Tou uBpoyvou (TMBH;O,)
AidAupa diokoTTAg avTidpaong | 1 x 15ml A\EUKO Alauyég 1M YdpoxAwpikd o&u
. Agv gival Me amrooTrwpevoug uttodoxeiG. AvaTpéSTe aTnVv
. . 12x 8 Agv gival . . . !
MAdka pikpoTiTAotroinang . . dia6éoiy Tapdypa®o 1 yia TTANPoQOopieg OXETIKA WE TNV
Tavieg di0Béoipo .
o] ETTIKAAUWN.
*H évtaon Tou XpWwHOTOG QUEAVETAI HE TN GUYKEVTPWON
AlMAITOYMENA YAIKA
AvayvwoTng TTAOKWV PIKPOTITAOTTOINGNG 450 Nm TTou avayiyvwaoKkel QIATpa avAyvwaong Kal TTpoalpeTiko 620 nm @iATpo avagopdg
(600-690 nm). TudAiva egaptripata (KUAIVOpog 100-1000ml), dokipaoTikoi cwARVES yia diaAlpaTa. AovnTAG avapigng, TTITTETEG
akpiBeiag (10, 100, 200, 500, 1000 pl) 3 mpooapuoldpevn ToAumméta (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKOG
(emavaAhapBavéopevn méTa 300ul /| TITTETA TTOAMOTTAWY KAvOAIWV 1] auTopaTtoTroiNuévo ouoTnua), amopponTiké xapTi. Ol
doKIpaaoieg Hag EXouv wg oxedIAaTEi yia va xpnaipotroinfoulv pe kabapd Udwp cUPPwVa Pe Toug opiopolg NG PapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaiknig @apuakotroiiag (Eur.Ph. 4th ed.).
4  @®UAagn kai xpoévog diatppnong

Ta avTidpacThpIa Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAdooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oOTOuG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAlpaTa,
QuAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. MNpétmrer va AauBavovtal utrown ol
NUEPOMNVIEG ARENG TTOU avaypdA@ovTal OTN CUCKEUOOIO Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.
Mn xpnolyotroigital Anypéva ouoTaTik@ OToIXEia Tou cuvoAlou avTidpacTtnpiwv! Mpétrel va
atmo@elyeTal n évrovn €Tidpacn wTog oTo dIGAUpa utTTooTpwHaTog TMB. O1 PIKOTTAGKES va
QuUAdooovTal TTAvToTE HE &ENPAVTIKG UAIKO KOAG KAelopéveg péoca oTn PeuBpdvn Tng
OUOKEUOOiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikKivouvoTnTa yIa TNV UyEia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO A EPFAZTHPIAKH
XPHZH (IN VITRO AIAITNQZTIKH).

MpéTTel va XpNOIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTE KAl EKTTAIOEUTE €1IOIKA
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWVY. Av Kal autd To TTpoidv dev Bewpeital
ID10iTepa ToEIKG A €TTIKIVOUVO UTTO OUVOAKEG evOedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

Zuordosis kal uérpa mpoeuiaéng

Mepyovwpéva ouoTaTikd Tou auvOAou avTIOPaoTnNPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpaoThpla, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
oépuartog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiEéxouv alidio Tou
vaTpiou (NaN3) w¢ ouvinpntikd. To NaN3 ptopei va eival TOgIKO €dv TTPoAngBsi 1
atmropponBei amd 1o déppa i Ta pdtia. To NaN3 utropei va avtidpdoel ue TNV EyKATAOTACN
MOAUBOOU Kal xaAkoU oxnuaTiovtag IdIaiTepa EKPNKTIKA JETAAAMIKG alidia. KaTtd Tnv amoppiyn,
EemAUveETE pE peydAo Oyko UBATOG yia va ATTOTPEWETE Tn dnuioupyia adidiwv. MNapakaAw
avaTpEgeTe OTIG DIadIKaTieg atToAUNavong 6TTwg TreplypdgovTal atmd Tn CDC A dAAeg ToTTIKEG/
€BVIKEG 00nyieg.

Katd 1n didpkeia TNG epyaaciag Je To OET, aTTayopeUETal TO @AyNTO, TO TTOTO Kal TO KATTVIOUA.Mn
XPNOIUOTIOIEITE TNV TTPOXO0Ida (TTITTETTA) dIa JECW TOU OTOPATOG, OPATE YAVTIa Wiag Xpriong.
Ta avnidpacThpia avBpwTTIVNG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ AUTO TO TTPOIOV (0POi EAEYXOU
Kal avTidpacTrpia Babuovounong) atodeixTnkav Kard tov €Aeyxo yia nmaTimda B avriyévo
emeaveiag (HbsAg), nmmatimda C kai HIV 1 kai 2 wg apvnTik&. Opwg, o€ TTPoidvTa avepuwtTivng
TpoéAeuong O¢ JTTOpEl TTOTE va ATTOKAEIOTEl TTANPWS N MBavotnTa POAuvong HE TOug
avaQePOUEVOUG A Kal e GAAOUG akoOun dyvwaoToug TTaboydvoug opyaviououc. Na Tov Adyo
auTd, 01 0poi eAéyxou, Ta avTiIdpaaTrpia BaBuovounong OTTwG ETTIONG Kal 0l 0poi TwWV a0BevWV
XOpakTnEi¢ovTal wg duvNTIKA JOAUGUATIKOI Kal TTPETTEI VA XPENOIUOTTOIOUVTAl CUPQWVA HE TA
€OVIKA vopikd adlwpara.

Etreidn 1o KIT repI€XEl UAIKO WIKAG TTPOEAEUONG, OTTWG AVOPEPETAI GTOV TTIVAKA TTEPIEXOUEVWY,
TTPETTEI VO TO XPNOIYOTTOIEITE CUPPWVA WE TIG OTTAITAOEIG TNG €BVIKNAG vOouoBeaiag.

Fevikég utrodEiSEIg

TNV TTEPITITWON KATA TNV OTT0ia 01 TTANPOQPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Aev TTPETTEl va avTAAAGCOOVTAI JEPOVWPEVA auoTaTIKA SIAQOopwY TTAPTIOWV Kal EpYAALia TNG
ookiyaaiag, dIOTI auTtd PTTopEi va 0dnNynRoel o€ aAAOiwan TWV ATTOTEAECHATWV.

ApnoTe 6Aa Ta CUCTATIKA TOU OET va AdBouv Beppokpaaia dwpatiou TTpiv atrd Tnv évapgn T1ng
dokipaaciag (20-32 °C/68-89,6 °F) kal avauei¢te KaAd. MNpétmel oTTwWOdOATIOTE va Tnpeeital To
KaBopiouévo TTpwTOKOAAO yia Tn die§aywyn TnG doKIpaaiag.

Emmwaon: Zuviotoupe ammédoon dokiung otoug 30 °C/86 °F yia autopaTotrinuéva CUoTAPATA.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY € BepuoKpacieg dvw Twv
37 °C/98,6 °F. Xpnoiyotroigite yia TN Afqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KaIvoupia — CUCKEUaOWEVA pUyXN VIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTToIEiTe yia TO SIGAUMQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢&l O€ €TTa@A YE GAAa avTIdpaAcTAPIA.
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 KAIVIKG Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
O10QOPETIKEG SIAYVWOTIKEG HEBOSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

2UVIOTATAI N XPAon @PECKWY BEIYHATWY opoU. H Afyn Tou digaTtog TTPETTEl va YiveTal CUNQWVA
ME Ta €BvIKA vouika adlwpata.Na pn XpnoidoTTolouvTal: IKTEPIKA, AITTAIUIKE, alJOAUéva R
MoAucpéva atmd BakTApia deiypata opou. Agiypata opwv TTOU TTEPIEXOUV CwuaTiola, va
TOTTOBETOUVTAI PE XAUNAN TaXUTNTA OTH OUOKEUN QuyokévTpnong (<1000 x g). ZuAAéyeTe Ta
OciypaTa aiparog o Kabapd, oTeyvd Kal Keva @IaAidia.

Katdtmiv diaxwpiouou Ta deiyuaTa TTAACHATOS TTPETTEI VA XPNOIWOTTOINB0UV eVTOG TWV TTPWTWY
8 wpwv, dIaPopPeTIKA TTPETTEI v QUAAOCOVTAl KAEIOPEVO agPOOTEYWS oToug 2-8 °C/35,6-
46,4 °F yia 48 wpeg TO UEYIOTO. Xe TIEPITITWON TTOU TTPORAETTETA PEYAAUTEPN OIAPKEIN
QUAaéng, Ta deiypaTa TTPETTEl va wuxovTtal atoug -20 °C/-4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWUEVO PUBMIOTIKO BIGAUNa OEIYUATWY: apalWVeTE 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWHEVO puBUIoTIKG d1dAupa TTAUONG: apaiwveTe 1:50 pe ammooTaypévo vepod (T1.x. 20 ml
ouv 980 ml).

MNa tnv amopuyn Tuxov AaBwv, CuvioTATAl N CANOVON TWV KATTAKIWY Twv OIdQopwv

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwyv:

Aciypata opoU: apalwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUa
OelypaTwy, T.X. (1X) 1000 pl puBpIoTIKG didAupa deiyudtwy + 10 pl opde.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 Pubiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKVWPa ouv 196 ml atrooTaypévo vepod.

AuTtoparotroinpévn Auon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUlv uttéwn TTpooBeTeg
TTOoATNTEG PUBUIOTIKOU dIOAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAGKA €TTAVW O€ £va attoppo®nTikd xapTti. Balete 300
Ml apaiwpévo puBuioTikG didAupa TTAUONG o¢ KABE BUBICUA XPENOILOTTIOIWVTAG TNV TTITTETA,
Tepipévete 20 deutepoOAettTa. ETTavaAaBere Tn diadikacia akdun dUo PopEg.

MikpoTtrAdkeg:

ATTopakpUveTe Ta BuBicpaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAEiopéva péoa otn gePPBpdvn Tng ouokeuaaiag oe dpoaepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2

7.3

ZXAMa d1avoung avTiIdpaoTnpiwv

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

ZHMEIQZH: ZX& TrepiTTTwon T1TOU  TIPOKEITAI VA TTPOCOIOPICTOUV BIAPOPESG KATNYOPIES
avTiowpdTwy (IgG kai IgM) TrapdAAnAa, Ta avridpaoTipia Babpovopunong, ol opoi eAéyxou Kai
Ta SeiyHaTA TTPETTEI VO TIITTETAPOVTAI XWPIOTA YIa KABE KaTnyopia avTiICWHATWY.

yla TNV TTOOOTIKY BaBuovounTég Xxpron epunveia yia mn
Snpioupyia piag TTPOTUTING KAPTTUANG

yla TNV TTOIOTIKI XPrion EPMNVEIQ OTTOKOTTAG
BaBuovountr kai Cal A wg apvnTIKGG HAPTUPAG
kal Cal F wg BeTIkS éAeyxo

avTIyovo 1 2 3 4 5 6 7 8 9 10 11 @ 12
Bauovéunon aviiyévo A CalA CalB CalC CalD CalE |CalF CalA CcC CalF
32-yAukotrpwreivn | g Pl P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 P12
KapdioAimivn c P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 |P12
>epivn p P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 P12
IvoaitoAn E P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 P12
DwoaTidIké o0&l g P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 |P12
Meiypa pe B-2 G P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 P12
Meiypa xwpig B-2 H P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 P12

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

C-F: Antigens coated in row C to F Cal. antigen: antigen coated for calibrators

BApata gpyaciag
Bripa  Mepiypaeri
1. TMpiv amd 10 MITETAPIoPA BERAIWOEITE OTI £xeTE eKTEAEOEI T SIOBIKOCIO TTPOETOINAGIOG ATTO TO
BAua 7.1 TTapatravw.

2.  AkoAouBrote Ta TTOPOAKATW  BAPATA
TTOIOTIKNG/TTOCOTIKAG EpUNveiag:

OPOI EAEMXOY & AEITMATA

3. Bdadete ota rpofAeTropeva BubBiouata 100 ul atmd éva ammd Ta
TTAPAKATW UAIKA XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTApaATTAvVW:
a. AvmidpaoTrpia Babuovounong (CAL.A éwg CAL.F) yia
MOZ0OTIKH gpunveia n
b. AvmidpacoTripio Babuovounaong oplakrg Tipng (CC) yia
[MOIOTIKH epunveia
Emiong, Badere a1 100 pl amd kabBéva atrd Ta TTAPOKATW:

avaioya Ta  emBuuntd atmoTeAéouarta

VI3

+100 pl
g o Apvnrikég 0pdg eAéyxou (NC) kal BeTIKOG 0pdg eAEyxoU

(PC) kabuwg kai
e AlaAupévo opo acBevwyv (P1, P2...)

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

:h
©

30

>
]
T
@

MAévete 3 Qopég, kK&Be gopd pe 300 pl puBpIoTIKG dIGAUPa TTAUONG
(apaiwpévo 1:50).

4

——

+

/=

3x 300ul
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2YZEYTMA

Balete 100 pl dioAUpatog ouleuypatog o€ KABe utrodoxéa

=

XPNOIJOTTOIWVTAG TTITTETA.

+100 pl
7.
Emmwddete yia 30 Aetrta o€ 20-32 °C/ 68-89,6 °F.
30
8.
!
MAévete 3 Qopég, k&Be @opd pe 300 pl puBpIoTIKG diIGAUpa TTAUONG
- - (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9.
Bacete 100 pl diaAuparog utrooTpwuatog TMB oe kdBe utrodoxéa
u XPNOIMOTTOIWVTAG TNV TTITTETA.
+100 pl
10. LS
g
Emmwdderte yia 30 Aetrrd o€ 20-32 °C/68-89,6 °F. NpoaTtateloTe atmd
@ TO £VTOVO QWG.
30
AIAAYMA AIAKOMHS ANTIAPAZHE
11.
Bdadete 100 pl diaAUpaTog dIAKOTTAG avTidpaons o€ KaBe BuBiopa pe
TN O€IP& TTOU TOTTOBETAONKE TO UTTOCTPWUA XPNOIMOTIOIWVTAG ThV
i e méTa.
+100 pl
12. e
@ ETmwddete yia 5 AeTTTd TOUAGXIOTOV.
5
13. AVOKIVEITE TTPOCEKTIKA TNV TTAGKA YIa 5 EUTEPOAETTTA.

14. Oqu- OD&?\G/\/_

450/620 nm

MeTtpAoTe TNV ammoppoenaon ota 450 nm evrdg 30 AeTrTwov (ouviaTaTal
TTPOAIPETIKA Kal aTa 450/620 nm).
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Moo oTIKA KAl TTOIOTIKA EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPICUO GUVIOTATAI N PHETAPOPE
log/lin kai éva Fit 4 TTapapétpwy. Me BAon TNV KAUTTUAN €SakpIfwveTtal attd TNV OTITIKN
TTUKVOTNTA TOU OEiYUATOG N CUYKEVTPWON TwV avTIowudatwy og U/ml.

Meploxf @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml

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

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

0 U/ml 0,023 0,5

3 U/ml 0,153 2,0

10 U/ml 0,304 1,6

30 U/ml 0,598 0,8
100 U/mi 1,253 0,6
300 U/ml 2,068 1,7

lNapadeiyua vurroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 1,239/1,228 1,235 98,1
P 02 0,587/0,583 0,585 27,8

Auté TO TOPAdeIypa Oev €MITPETETAI VO XPNOIYOTroINdei yia Tnv gpunveia Twv
ATTOTEAECHATWY TWV acBevwV!

Ta Ociyuata Pe TIHEG PeEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TwWV avTIdpaoThpiwv
BaBuovounong pétrel va ava@épovtal wg" >MEy." MNpétrel va apaiwvovTal KaTGAANAa Kai va
dokipagovtal gava. Ta deiypaTa he TIHEG MIKPOTEPES ATTO TO €UPOG TIHWV TWV avTIdOPACTNPIWY
BaBuovounong TTpétrel va ava@épovtal wg "<EAdy."

EidIka oToixeia Tng TTapTidag, avaypdpovTal GTO CUVATITOUEVO TTIOTOTTOINTIKO EAEyXOU. laTpIKA
EPYOOTHPIA UTTOPOUV Va SIEEAYOUV EAEYXOUG TTOIOTNTOG OTO XWPEO TOUG PE DIKOUG TOUG EAEYXOUG
Kal/ ] opoug atrd Tnv TPATTECA AiaTog CUN@WVA Pe TNG pubuioeig TG E.E..

2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QYUCIONOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAICNO Kal TTANBUOPOUG aoBevwV.

TNV TTEPITITWOTN KATA TNV OTTOIA Ol TIMEG TWV OPWV EAEYXOU BEV OUUPWVOUV HE TA KPITAPIA, N
OOoKIuN €ival dkupn Kal Ba TTPETTEl va ETTAVAANPOEi.

Oa Tmpémel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWAONG Kal UEBOSOG TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atod TIG AVANEVOUEVES TIUEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWpPIg eUAoyn aiTia, ETTIKOIVWVHOTE JE TOV KATAOKEUAOTA f TOV TTPOUNBEUTH TOU KIT SOKIMNG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTh Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmmd tTnv TiUA Tou papTupa cav ampoodidpiota. OAa Ta deiypaTa pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTIKO: OD qo8evi < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cut-off < OD aoevp £ 1.2 X OD cyteoff
OETIK(): OD qqegvr'] > 12 X OD cut-off
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9  Texvikd oToIxeia
YAIKS SelyuaTwV: Opdg
Oykog delyuaTwy: 10 pl 0pdg yia apaiwon 1:101 pe 1x puBUICTIKO diIGAUUA
OEIyNaTWY
OAIKOG Xpbdvog TTWaoNG: 90 AeTrTd O¢€ Bepuokpaacia dwuaTiou 20-32 °C/68-89,6 °F
MeploxA pétTpnong: 0-300 U/ml
AvaAuTtikr) EvaioBnoia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
Ap1Bubg Twv TTPOCdIoPICUWY: 96 dOKIYNACIES
10 Zroixeia Atrédoong
10.1 AvaAuTtiki EvaioBnoia
Aokipaaia Tou puBuIoTIKOU diaAUpaTog deiypaTog 30 popég oe AESKULISA® Thrombo-
Profile divel avaAuTikh euaioBnaoia 1,0 U/ml.
10.2 EidikéTnTa kKai EvaioOnocia
H 1Adka pikpoTITAoTToinong eival emKaAuppévn pe uWnAAg kaBapdtntag avBpwTrivn (2-
yAukotrpwteivn |, kapdloAimivn kol B2-yAukotrpwteivn |, woeandulooepivn kal B2-
yAukoTrpwTeivn |, puwo@atiduloivocitoAn kai B2-yAukotrpwrTeivn |, puwopaTidikd otu kal B2-
yAukotTpwreivn I, 6TTwg €TTiong Kal €va piyua OAwv Twv @Wo@OANITTISIWY PE Kal Xwpig B2-
yAukoTtrpwreivn |. Ae diatmioTwvovTal avTIdpACTIKOTNTEG dla0TAUPWANG e AAAa avTiyova.
E@ocov 1o Thrombo-Profil eivar emikaAupguévo pe didgopa avtiydova, ol TIHEG TOUG, EQOCOV Eival
YVWwOoTEG atmodidovTal edw PE TN HOPPH VOGS TTiVAKA.
EuaioBnaoia
32GPI 47%
KapdIoAITTivn 100%
10.3 FpappIKOTNT

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTatu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAlOUV [N YPOUMIKY CUMTTEPIPOPA.

ApiBy. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiyparog (U/ml) (U/ml)
1 1/100 168,0 170,0 98,8
1/200 83,5 85,0 98,2
1/400 43,6 42,5 102,6
1/800 22,5 21,3 105,6
2 1/100 1174 115,0 102,1
1/200 57,6 57,5 100,2
1/400 29,4 28,8 102,1
1/800 15,1 14,4 104,9
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AkpiBeia

MNa Tov éAeyxo akpifelag TG peBOdou e€akpIBwBNKE PE TPEIS OPOUC € DIAPOPETIKES TTEPIOXES
NG TTPATUTING KAWTTUANG N ECWTEPIKN Kal evoidueon diakuuavan.

EowTepikn pé6odog Evlidpeon pébodog
Thrombo-Profile U/ml CV (%) Thrombo-Profile U/ml | CV (%)
32-yAukotTpwrteivn | 23,4 2,4 [32-yAukotTrpwrTeivn | 25,4 3,5
KapdioAitrivn + 3-2 136,3 3,1 KapdioAitrivn+ B-2 141,3 2,2
Zepivn + B-2 50,4 3,8 Zepivn+ B-2 48,6 4,2
IvoaITéAn + B-2 27,1 2,7 IvooItéoAn+ B-2 30,5 3,8
Pwoeamndikd ogu + B-2 168,4 4,1 Pwoeatdiké ogu+ B-2 163,248
Meiyua pe B-2 134,4 4,5 Meiyua pe B-2 131,5 4,2
Meiypa xwpic B-2 36,6 4,8 Meiypa xwpig p-2 33,7 4,6
Alokpiwon

To TmocoTIKO cuoTnua PETPNONG AOyw EAAEIPNG evog O1EBvoUg TTPOTUTTOU ava@opdg £XEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETPNoNG. Ta atroteAéopaTta didovral og U/ml.
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12 PuBuioTika cUpoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagndstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - Ap1Buog TrapayyeAiag
- Numero de catélogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiouog TrapTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- |dentifiant unique de I'appareil

- Identificador Gnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKO GUOKEUNG

- Identificador tinico do dispositivo

3

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- Eupwraikn oupgwvia

- Déclaracdo CE de Conformidade

- 96 determinazioni - 96 tests
- 96 tests - 96 pruebas
- 96 Bestimmungen - 96 TTpoodiopiouol
96 - 96 Testes
elFU - Rispettare le istruzioni elettroniche per l'uso - See electronical instructions for use

"y apsku &N

- 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 utilizagdo

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

- 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 aToug 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

- Karaokeudderai ammé

- Fabricado por

CO-CAL

- Callibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Opiakdg opdg AvTidpacTrplo Babuovounong

- Calibrador de cut-off

- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvtidpaoTrpio Babuovépnong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmKaAuppévn pIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB |50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PuBpioTikd didAupa TTAUONG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiGAupa UTTOoTPWHUATOG
- Substrato

STOP

- Reagente bloccante

- Stop solution

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpaOTHpIO BIGKOTIAG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB [ 5x

- Tampon Echantillons

- Tampén Muestras

- Probenpuffer

- PuBpioTiké didAupa SelypdTwy

- Diluente de amostra
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