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Evdedeiyuévn xpnon

AESKULISA® Phospholipid-Screen civai pia Ev{upoavocoAoyikiy pé6odog ateperic ¢Aong yia Tov
TTOI0TIKO OAIKO TTpoadiopioud 1gG kai IgM- avTiIowPAaTwy oToV avBpwITIvo 0psd £VavTl QUOQOAITTISIWVY.
Kd&Be utrodoxéag eival €TMKOAUPPEVOG HE UWNAAG KaBapdTnTag avBpwTivn B2-yAukoTTpwreivn,
KapOdIoAITTiV Kal @ua@aTidUAO, -XoAivn, -aiBavoAapivn, -IvoaITOAn, -oepivn Kal GQIYYOUUEAIvVN.

O 1TpOoCdIoPIoUOG QUTWV TWV AVTICWUATWY €EUTTNPETEI OTO va TeBEi n diIdyvwon Kal va ekTiundei o
Kivouvog Bpoupwoews oe aoBeveic TTAoXovTEG aTTd cuoTnUaTIKG £puBnuaTwdn AUko (ZEA).

KAIVIKR epappoyn Kal apxég Tng HEBodou

Ta avriowpaTa £vavtl Twv QOQOANITTIOIWY, CUCTATIKA oToiXeia BioAoyikwv peuBpavwy, TACCOVTal
€I0IKA evAvTIa o€ @WOPONITTIdIa OTTWG gival N KapdIoAITTivn, N euo@aTIdBUAO-IVOCITOAN,-a1BavoAayivn, -
XOAivn, N o@iyyopueAivn Kai TO QuaopaTidIKO o&u.

H epeavion avTiQua@OAITTIOIKWY QVTICWHATWY TTEPIYPAPETAI CUXVA OTO GUOTNUATIKG €puBNuUaTWON
AUKo (ZEA) kai g dAAeg TTapduoleg aoBEveieg.

Tnv egeAvion Twv avTiIQWa@OAITTIOIKWY AVTICWUATWY OE AUTEG TIG a0oBEVEIEG, TN XAPAKTNEICOUPE WG
OEUTEPOTTABEG AVTIQWOPONITTIOIKG aUvOpopo (ADZ). AvTIBETWG, To TTpwToTTabég ADZ xapakTnpieTal
atrd avTIQWAO@OAITTIOIKA QVTICWHATA XWPEIG TN CUPUETOX GAAwv auTtodvoowyv TTaBnocwv. EEeTdoeig
£0€1Eav, OTI UTTAPXEI OTEVOC CUOXETIOWOG METAEU Bpoufwocwy, BpOoUBOKUTTAPOTIEVIWV Kal GUVABEIG
aTTOBOAWY (WG CUVETTEIQ TTAOKOUVTIOKOU ENPPAKTOU). O pOAOG TWV aVTIQUOQOAITTIOIKWY AVTICWHATWY
otnVv €EENIEN TNG BpOPPwOnNG, dev €xel akoun EekabapiaTei TTARPWG.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €18IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG ouvdEovTal Ta E1I8IKA avTICWPATA aTTd TOV
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIyOVO TTou BpiokeTal oTnv TTAGKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal oTo eTOUEVO BANA TTAUONG. ETTeira TpooBEéTovTal
avTI-avVOPWITTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVEG
avoo0o@aIPiVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAupévo 0EU (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO XpwHoyovo e€aptdral ammd Tnv TT0o00TNTA OUleUyuaTog Tou BpiokeTal
ouvdedepévn UE TO OCUUTTAOKO aVTIYOVOU-QVTIOWHATOG KAl £TO1 €ival avdAoyog TTpog Thv apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHzH

. . Xpwua Xpd)ya . .
2T0IXEIO MocodtnTa KATTAKIOU S:;a)\upm Mepiypaen / Mepiexopevo
51TAdoI0 OUYKEVTPWON
PuBuiaTiké didAupa delypdtwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béciou
(5%) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou varpiou < 0,1%
(ouvtnpnTIKO)
s . 501TAdoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO diahupa mhuong 1 X 20ml Neuko Mpdoivo | Tris, NaCl, Tween 20, ogeidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katakio  dioAUpar  Mepiypaen / Mepiexduevo
0 oG
i ) i . . AvBpwTTIvog 0p6¢ (diaAupévog), aABoupivn Bogiou
ApVTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo - Alauyég opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKo)
. e . . AvBpwTTIvog 0p6g (SlaAupévog), aABoupivn Boeiou
Oerikdg 0pSg eAtyxou 1x1,5mi Kokkivo - Kirpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiko)
Opiakdg op6g AvTIdPAGTHPIO i . 3 i 5
P C POg pacTnp 1x1,5ml MTAe KiTpIvo AvB;;wmvog 0pog (6|a)\upqug), G)\BOLDJUIV[] Boeiou )
BaBuovéunong opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTikd)
. . . ZUoTaTikO aToIxXEIo: AVTI — avBPWTTIVI avoooo(alpivn
2uleuyuara, IgG/M 1 x15ml N\€UKO Kokkivo ONUABELEV W UTTEPOEEIBACT GTTG PAGAVISA.
. . . Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal
YmooTpwya TMB 1x15ml Madpo  AldUYES e o e6idi0 Tou UBEOYOVOU (TMB/H,O,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neukod Alouyég 1M YBpoxAwpikd o&u
12x8 ﬁ\%l Aev givai Me amrooTrwuevoug uttodoxeig. Avatpégte aTnv
MAdka pikpoTiTAoTroinang . . Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
TaIvieg d106¢01u .
o o] EMKAAUYN.

* H évtaon Tou XpWwHaTOG QUEAVETAI PE TN OUYKEVTPWON
Amairodueva vAika

O avayvwaoTng TTAAKWY JIKpoTITAOTToinoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArAveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeur TTAUONG WIKPOTTAGKAG (300ul
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmoppo@nTikd xapTi. Ol
doKIpaagieg Hag £Xouv wg oXeBIOOTE yIa va XpnoipoTroinBolv pe kabapd Udwp cUPPwva PE Toug opiIopoUg Tng PappakoTToliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avridpacTripia Tou duvOAou avTIdPaACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAGooovTal
otoug 2-8 °C / 35,6-46,4 °F péoa oOTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva dloAuuara,
@uAdooovtal otoug 2-8 °C / 35,6-46,4 °F yia éva pniva. MNpémer va Aaupdavovtal uttéyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUOOIA Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigoTroicital Anyuéva ouoTaTIKA oToIXEia Tou ouvoAou avmidpacTtnpiwv! Mpétel va
aTTo@eUyETal N £viovn €TiOPACN QWTOG aTO diIdAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKESG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn PePPpavn 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 dlayvwoTiKwy UAIKWVY. Av Kal autd To TTpoidv Oev 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 XaAkoU oxnuaTtiCovrag 101aiTepa  eKPNKTIKA HETAAANIKG adidia. 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.

KaTtd Tn S1dpKEIa TNG €PYAOiag PE TO OET, ATTAYOPEUETAl 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.

Emeidr) 10 KIT TTEPIEXEl UANIKO CWIKNAG TIPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTivaKd
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITAOEIG TNG €6VIKAG
vopoBeaiag.

Fevikég utTodEigEIg

TNV TTEPITITWON KATA TNV OTToia 01 TTANPOQPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWY TWV
ETIKETWYV, €ival EANITTEIC 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KOTAOKEUAOTNA i TOV TTPOUNBEUTH
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 dokipaaoiag (20-32 °C / 68-89,6 °F) kal avauei¢te KaAd. Mpérel omwodnTTOTE Va TneEiTal
TO KABOPIoPEVO TTPWTOKOAAO yia T diEgaywyr) TNG doKipaaciag.

Emwaon: Zuviotolupe amdédoon dokipyng otoug 30 °C / 86 °F yia autopaToTTinpéva
OUOTAUATA.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY € BepuoKpacieg Avw Twv
37 °C / 98,6 °F. Xpnoiyotrolgite yia Tn Afyn Tou SIOAUPATOG TOU UTTOOTPWHATOG 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, 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
TPWTWV 8 WPWV, dIAQPOPETIKA TTPETTEI VA QUAGCOOVTAI KAEIOPEVA AEPOOTEYWS OTOUG 2-8 °C /
35,6-46,4 °F yia 48 wpeg 10 PEYIOTO. Z€ TTEPITITWON TTou TTPORAETTETAI YEYAAUTEPN BIdpPKEIQ
QuUAaéng, Ta deiypaTa TPETTEl va WuxovTtal oToug -20 °C /-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWHEVO PUBMIOTIKO O1dAupa OclyudTwy: apalwveTe 1:5 pe atmmooTayuévo 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, ouvioTdTal n CAPAVON TwWV KATTOKIWV Twv JId@opwv

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 KaAd kAsiopéva péoa otn hepBpdvn TG cuokeuaaiag o€ dpooepd uépog (2-8 °C / 35,6-
46,4 °F).
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7.2 ZXApa dlavounig avTidpacTnpiwv

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

MNa MOIOTIKH gpunveia

1 2 3
NC P2
NC P2
CcC P3
CC P3
PC
PC
P1
P1

I G Mmoo O W >

PC: positiv-Controle P1: Patient 1
NC: negativ-Controle P2: Patient 2
CC: Cut-off Kalibrator P3: Patient 3

7.3 BnRpata gpyaciag

Bripa  IMepiypaeri
1. MNpiv amré 1o miTTeTdpIopa BePaiwbeite OTI £xeTe ekTEAéDEI TN BlAdIKACIA TTPOETOINACIOG OTTO TO
Brua 7.1 TapatTdvw.

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

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTopeva BuBioparta 100 ul atréd éva atméd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:

AvTidpaoTipio BaBuovéunaong opiakig TiuAg (CC) yia

OIOTIKH epunveia
u Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTIKOG 0pOG EAEYXOU
IR i (PC) kaBw¢ Kal

e AiaAupévo opd acBevwv (P11, P2..)

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

!
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
— — (apaiwpévo 1:50).
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2YZEYTMA
6.

Bagere 100 pl SioAOpatog oufelypoTog Ot KGBE UTTOdOXEX
XPNOILOTTOIWVTAG TTITTETA.

L

+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 diGAUpA TTAUCNG
- —> (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa
u XPNOIUOTTOIWVTAG THV TTITTETA.

10. §

Emmwadere yia 30 Aemta og 20-32 °C / 68-89,6 °F. MNpooTaTeloTe
@ aTT0 TO €VTOVO PWG.
AIAAYMA AIAKOMHZ ANTIAPAZHE
11
Badete 100 pl diaAuparog dlokoTTAG avTidpaong o€ KaBe BuBioua Pe
o TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV
i mTETA.
+100 pl
12. —=_
EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.
s
13. AVOKIVEITE TIPOOEKTIKA TNV TTAGKA YIa 5 OeUTEPOAETTTA.

14. 0[250. 0D e@/\/

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).

450/620 nm
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TTOIOTIKI EPMNVEIa

O mpoodiopIouog eiTuyxaveTal BAoel TNG OUYKPIONG TNG OTITIKAG TTUKVOTNTAG TWV BEIYUATWY
TWV a0BevWY PE TNV OTITIKA TTUKVOTNTA Tou Oplakdg opdg AvTidpaoThpio Babuovounong. Ze
TTEPITITWOTN TTOU N OTITIKA TTUKVOTNTA Tou Ogiyuatog Tou aoBevh ival uwnAdTepn atmod ekeivn
Tou Oplakdg opdg AvtidpacThpio BaBuovounong, TOTE auTh XapakTnpietal wg BeTIKr, av
gival XapunASTepn, €ival apvnTiKA. ZUYKPIVETE TNV OTITIKA TTUKVOTNTA TWV OEIyUATWY WE auTh
TOU papTupa. Ma tnv ToIoTIKA agloAdynon TTpoTeiveTal va BewpouvTal Ta deiypata 20% yupw
armdé TV TIUAR Tou pdptupa oav ammpoodidépiota. OAa Ta deiyuaTta Pe uWPNAOTEPEG TIPEG
BewpouvTal BeTIKE, deiypaTa HE XAUNAOTEPEG TIMEG ApVNTIKA.

ApvnTiKO: OD qo8svi < 0.8 x OD cut-off
AtmrpoodidpioTa: 0.8 x OD cytoff < OD qotevy £ 1.2 X OD cutoft
GETlKé: OD aoBeviy > 12 X OD cut-off
AlakpIBwTtég O.D 450/620 nm. CV%
ApvnTiKOG ‘EAgyx0g 0,047 2,6
Oplakdg 0pdg 0,350 1.8
AvTidpaoTtriplofaduovounong
O¢eTikdG 'EAgyX0 1,259 0,7

TMapaderyua mpoadiopicuou
2uviordrar n &k véou giocaywyn tou Opiako¢ opo¢ Avrnidpaorhipio Babuovoéunong

XPNOILOTTOIWVTAS TNV TTPOX0ida yia KABs doKiuaoia.
OpluKéggg)pé:vg::]lgrp;gomplo Aciypa acBevi MnAiko OD Epunveia
0,35 0D 0,25 0D 0,75 apvnTiko
0,35 OD 0,40 OD 1,14 AtrpoodidpioTa
0,35 0D 0,56 OD 1,60 BeTIKO
0,35 0D 1,750D 5,00 BeTIKO

204G TTPOTEIVOUUE va €TTAVEEETAOTE Ta deiydaTa, Ta oTroia gival oplakd. EidIkA oToixeia tTng
TTOPTIdAG, avaypd@ovTdal OTO OUVATITOPEVO TTICTOTTOINTIKO €AEyxou. latpikd epyaocTipla
MTTOPOUV va BIEEAYOUV EAEYXOUG TTOIOTNTOG OTO XWPEO TOUG PE BIKOUG TOug eAEyXoug Kal/ N
0pOoUG aTrd TNV TPATTeCa aipatog cUP@wva Pe NG pubuioeig Tng E.E..

2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAéyXOUG, EEOTTAICUO Kal TTANBUOPOUG aoBevwV.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
OOoKIuN gival dkupn Kal Ba TTPETTEN va ETTAVAANPOEI.

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

Edv ta oToixeia ta omoia uttoBAABNKav o€ dOKIKN TTapoucidfouv atmokAion 1 dAAou gidoug
dlagpopoTroinon atod TIG AVANEVOUEVES TIUEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWpPIg eUAoyn aiTia, ETTIKOIVWVHOTE JE TOV KATAOKEUQOTA i TOV TTPOUNBEUTH TOU KIT SOKIMNAG.

H dnuioupyia evég TTnAikou OD emitpérmel TTpoOcBeTa évav NUITTOCOTIKG TTPOCOIoPICUS TWV
aTtrotTeAEOPATWY. Na va oupPei autod, dlaipeital n OTITIKA TTUKVOTNTA Tou OEiyHaTOG TOU 00Bevh
d1a TNG OTITIKAG TTUKVOTNTAG Tou OpIakdg opdg AvtidpaoTripio Babuovounong (Cut-off).

OD (&eiypa acBevn)
MnAiko =

OD (Opi1ak6g op6g AvTidSpaoTiplo Baduovopunong)
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ApvnTIKO: MnAiko <0,8
Ampoodiépiora: 0,8  TnAiko <1,2
OeTIKO: MnAiko >1,2
9  Texvikd oToIxeia
YAIKO SelyudaTwy: Opdg
‘Oykog delyudTwv: 10 ul opdg via apaiwaon 1:101 pe 1x pubuIoTIKO SiIAAUMQ
OEIYUATWY
OAIKOG Xpbvog TTWaONG: 90 AetrTd 0€ Bepuokpaaia dwuatiou 20-32 °C / 68-89,6°F
duAaén: o€ 2-8 °C/ 35,6-46,4 °F OTIG auBeVTIKEG QIAAEG
ApIBuSGS Twv TTPOodIoPIoCPWY: 96 dOKIPOTiES
10 Zroixeia Arédoong
10.1 EidikéTnTa Kai EvaioOnoia
H mAdka pikpoTiTAotroinong eival €mkaAuppévn pe B2-yAukotrpwreivn |, kapdioAimTivn,
QPWaoPaTIdOUAO-X0Aivn, -aiBavoAapivn, -IvOOITOAN, -GEpiv KOl OQIYYOUUEAIvVN.
Ta avm-B2 GPl  (YAUKOTTPWTEIVIKA) avTiICwWUATa  €XOUV  ONUAVTIK)  OUOXETION  JE:
aptnpliookAnpuvon (38%), BpouPwoclg (64%), CUPHETOXN Twv Kapdiakwy BaABidwv (20%)
Kal kudvwon -Livedo Recticularis (17%). Ta avTIKapdIoAITIVIKE avTICWHATA £XOUV CGNUAVTIKH
ouoXETIoN WE TNV eTavaAauBavopevn nuikpavia (17%). Eedéoov 1o Phospholipid-Screen eivai
ETTIKAOAUMPEVO pE DId@opa avTiyéva, ol TIMEG ToUG, EpOoOV ival yWwOoTEG atTodidovTal £dw HE
TN Hop@r] evog TTivaka (APS).
EvaioBnoia | EidikéTnTO
KapdIoAITTivn 67% 73%
B2-yAukoTtTpwreivn 69% 69%
dwaopaTiduloaepivn 62% 83%
o@aTIdUAOIVOTITOAN 69% 75%
dwaoparnduioaiBavoiapivn 62% 78%
PwapaTidOUAOXOAIVN 62% 79%
10.2 TpapMIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOel pia ypauuikh ouvaptnon PETagU NG
OIdAuonG Kal TNG OUYKEVTPWONG TWV QVTICWHUATWY O€ auth Tn Ookiyaoia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEPOVWPEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

ApiBy. Apaiwon METPNUEVN OUYKEVTPWOT OVOUEVOUEVN OUYKEVTPWON AvakTnon (%)
Agiyparog Méoog 6pog OD Méoog 6pog OD
1 1/100 1,584 1,600 99,0
1/200 0,831 0,800 103,9
1/400 0,410 0,400 102,3
1/800 0,215 0,200 107,5
2 1/100 0,953 0,930 102,5
1/200 0,477 0,450 106,0
1/400 0,217 0,225 96,4
1/800 0,108 0,113 95,6
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10.3 AkpiBeia

11

MNa emAeypévoug opoug uTTépece va eCakpIBwOel pia ypauuiKh ouvapTnon PETAgU NG
apaiwong Kal TG CUYKEVTPWONG TWV AVTICWUATWY O0€ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, &ev gival duvaTd va atmoKAEIOTE TO yEyovog OTI
MEMOVWUEVOI 0POi TTAPOUCIAZOUV UN YPOUMIKA CUPTTEPIPOPA.

EowTepikn pé6odog Evlidpeon pébodog
Api8p. Méocog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (OD) (%) Seiyparog (OD) (%)
1 1,567 1,5 1 1,459 3,5
2 0,896 2,1 2 0,904 2,5
3 0,246 3,0 3 0,277 19
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PuBuioTikad cUppoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagndstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péoo

- Para uso Diagnéstico in vitro

REF

" Numero d'ordine

" Cataloge number

” Référence Catalogue

“ Numéro de catélogo

" Bestellnummer " Ap1Buég TTapayyeAiag
" Numero de catalogo
" Descrizione lotto " Lot
Lot " Lote
L O T ” Chargen Bezeichnung “ Xapaktnpiopdg aptidag
" Lote

UDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador Gnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKO GUOKEUNG

- Identificador tnico do dispositivo

C€

” Conformita europea

“ EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad

" Europaische Konformitét

" EupwTrdikr oup@uwvia

" Déclaracéo CE de Conformidade

96

" 96 determinazioni " 96 tests

7 96 tests " 96 pruebas

" 96 Bestimmungen " 96 Trpoodiopiopoi
" 96 Testes

elFU

" agscu e

- 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

- AKOAoUBAOTE TIG NAEKTPOVIKEG 0BNYiEg Xprong

- Seguir as instrugdes electrénicas de utilizacdo

" Da utilizzarsi entro “ Use by
” Utilise avant le ” Utilizar antes de
“ Verwendbar bis " XpAion péxpl

 Utilizar antes de

+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)

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

- Conservar entre 2-8°C (35.6-46.4°F)

wl

" Prodotto da

“ Manufactured by

" Fabriqué par

" Fabricado por

“ Hergestellt von

" Karaokeuddetal amd

" Fabricado por

CO-CAL

" Calibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

“ Oplak6g opdg AvTidpaaTripio BaBuovopunong

" Calibrador de cut-off

CON]|+

" Controllo positivo

" Positive Control

" Controle Positif

" Control Positivo

" Positiv Kontrolle

" @ETIKOG 0pOG EAEYXOU

" Controlo positivo

CON]| -

“ Controllo negativo

“ Negative Control

” Controle Négatif

" Control Negativo

" Negativ Kontrolle " ApvnTIKGG 0pAG EAEyXOU
" Controlo negativo
"~ Coniugato " Conjugate
” Conjugé “ Conjugado
C O N J “ Konjugat " Z0Ceuypa
” Conjugado

MP

" Micropiastra rivestita

“ Coated microtiter plate

" Microplague sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" ETMKaAUPPEVN HIKPOTTAGKO

" Microplaca revestida

WASHB [50x

“ Tampone di lavaggio “ Wash buffer
” Tampon de Lavage " Solucién de lavado
” Waschpuffer “ PuBpioTiké Sidhupa TTAUGNG

" Solucgo de lavagem

SUB

“ Tampone substrato

" Substrate buffer

" Substrat “ Tamp6n sustrato
" Substratpuffer " PUBIOTIKG SIGAUPA UTTOOTPWHATOG
" Substrato

STOP

" Reagente bloccante

“ Stop solution

" Solution d*Arrét

 Solucién de parada

" Stopreagenz

" AvTISpacTApIo SIAKOTIAG avTidpaong

" Solucgo de paragem

SB | 5x

“ Tampone campione

” Sample buffer

“ Tampon Echantillons

“ Tamp6n Muestras

” Probenpuffer

" PuBpIoTIké SidAupa SelypdTwy

" Diluente de amostra
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