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voedeIyUéVN XpPRoN

AESKULISA® Serine-Prothrombin-Check ELISA eivai pia Evfupoavoooloyikr) péBodog oTeperg
QAong TTou TTEPIEXEI UYNAARG KaBapdTnNTag Guao@aTidUAO-oEpivn Kal QUAOIKA avBpwTTivn TTpoBpopufivn.
Emtpétrel Tov TTOOOTIKO Kal TTOIOTIKO OAIKO TTpocdiopiopd IgG kal/ A IgM -avTicwudTwy évavTi Tng
ewoeaTidulo-aepivng Kal TNG TTpoBpouRivng atov avBpwTrivo opod.

O 1TpOoCdIoPIoUOG QUTWV TWV AVTIOWUATWY €§UTTNPETEI OTO va TeBEi n diIdyvwon Kal va ekTiundei o
Kivouvog BpouBwaoews o€ aoBeveig TTAOXOVTEG ATTO CUCTNUATIKG £puBNUATWON AUKO (ZEA).

KAIVIKR ) epappoyn Kal apxég Tng pE6odou

Ta avriocwpata EvavT TG TTPoBpouRivng Kal TNG ewao@aTidUAO-aEPivNG, VoG 6EIvou @Wa@ONITTISIKOU
TTAPAYWYouU TNG YAUKEPIVNG, avAKOUV OTNV OPAda TwV avTIQWO@ONITTIOIKWY avTIoWPATwyY, Ta oTToida
TdooovTal €I0IKA EVAVTIA 0€ QWOPOANITTIOIA OTTWG gival TT.X. N KAapdIOAITTivN, N @uo@aTIOUAO-IVOGITOAN,-
aiBavoAapivn, -xoAivn, n o@lyyouueAivn, 10 wa@aTidiké ofu kai n Tpobpoufivn. Ta @waoAITTidia
gival ouaTaTIKG aToIXEIa BIOAOYIKWV HEURPAVWDV.

H mpoBpouBivn (avBpwTrivog Tapayovtag Il) gival éva upgoydvo Tou TTAGOUATOG, €XEl HOPIAKO BApog
75 kDa. H rpoBpouBivn cuvdEeTal ue TNV EVEPYOTTOINKEVN HOPYN TwV TTapayoviwy V, X OTTwg £TTiong
KAl ME QWOQOAITTIOIa Kal Onuioupyei €10l TO OUPTTAOKO TnG TTpoBpoufivaong, Miag KATaAUTIKAG
pMovadag, n OTroia WETOTPETTEI PE TNV TTOPOUCia IOVTWV aoBecTiou Tn ouvdepévn o€ PEUPRPAVES
TpoBpoupivn ag Bpouivn. ZTn cuvéxela n BpopPivn atreAeuBepwveral oTn diaAuTr @daon.

H ep@avion avTiQua@OAITTIOIKWY QVTICWHATWY TTEPIYPAPETAI CUXVA OTO CUOTNUATIKO €pUBNUATWON
AUKko (ZEA) kai g GANeg TTapOpoIeg aaBEvEIEG. TNV EUPAVION TWV AVTIQWOPOAITTIOIKWY AVTICWHATWY
0€ AuTEG TIG A0BEveEIEG, TN XaPAKTNPICOUPE WG OEUTEPOTTABEG avTIQWOQOAITTIOIKO cuvdpouo (ADZ).
AvTIBEéTWG, TO TTpwToTmaBég ADE xapakTnpeifetal ammd avTIQWO@OAITTIOIKE avTICWHATA XWPIS TN
ouppeTOXA GAAWYV auTodvoowy TTaBrRaewy. EEeTdaelg £DeIEav, OTI UTTAPXEI OTEVOG GUOXETIONOG PETAEU
BpouBwoewy, BPOUPBOKUTTAPOTTEVIWY KOl OUVABelG ammoBoAWV (WG OUVETTEID  TTAOKOUVTIGKOU
geM@pakTou). O pOAOG TwV avTIPWOPOAITTIOIKWY AVTICWHATWY aTnVv €EEAIEN TNG BpopPwaong, Oev £xel
aKoOun EekabaplioTei TTARPWG.

Mpbéogata Teplypd@nke, OTI N UTTAPEN avTiIcWUATwyY EvavTl TG TTPoBpoupivng Pévo, cuoxeTiCeTal
éviova ME TNV eu@avion amofoAwv euBplwv oto APE. OmoTe Ta avTiIoWPATa EvavTl Tng
TPoBpoupivng amoTeAoUv Tov TTPWTO O&iKTN yia QuTAV TNV €mMITTAOKN Tou ADZ, e@doov 6Aa Ta GAAa
AVTIQWOPONITTIOIKA avTICWHATA 8 axeTiCovTal e aTToBOAEG e pUwvy.

AvTiowpata  €vavtl Tou GCUUTTAGKOU TTpoBpouBivng-ewogatidulooepivng ouaoxeTiCovTal PE TNV
EMQAVION QAEBIKWV KAl OpTNEIGKWY BpouBwoewy, Ol OTToiEG aTToTEAOUV pia OelTeEPn OpAda TWV
KAIVIKWV ekdnAwaewv Tou ADZ. Ta avTICWUATa £VavTl TOU CUPTTAOKOU &€V TTAPOUTIAdOUV Kalia axéon
pE aTroBOAEG epPpUWY. OTTOTE Kal 01 BU0 OPAdEG AVTICWUATWY ATTOTEAOUV £va GNUAVTIKO dIayVWOTIKO
BonBnTiké péoo aTn dIaPopPodIAyVwWaN TWV ETEPOYEVWV EKONAWOEWY Tou ADZ.

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 UVOLoVTal Ta EIBIKA AvTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd uTTdpxXOuv, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BApa TTAUONG. Etreira rpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOQPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwacng, 10 ouleuypa (CUlEUYMEVEG OVOOOCQAIPIVEG)
OuvOEeTal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWATOG TTOU OXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoooo@aIpiveg atTopakpuUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diaAupévo o&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwuoyovo e€aptdtal amrd Tnv TTo00TNTA OUleUyuaTog Tou BpiokeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIOTOIXWV AvTICWUATWY OTO deiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPHzH

Xpwua P
2T0IXEIO MocodtnTa KATTAKIOU dlaAupar  Meprypagn / Mepiexduevo
oG
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 lA XPHZH
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), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)
. o ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo opou (BSA), oteidio Tou varpiou < 0,1% (GuvTneNTIKG)
AvTidpaoTripio Baduovounong . AvBpwTTIvog 0pAdg (SlaAupévog), aABoupivn Boéeiou
OpPIOKAG TIUAG 1x1,5ml MrmAe Kitpivo opou (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTikd)
ZuyKkEVTpwan KaBe avTidpaaTnpiou Babuovéunong: O,
AvTidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwmvog 0pog

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

ZUoTaTiKO aToIxXEIO: AVTI — avBPWTTIVI avoooo(alpivn
Yulelypara, lgG/IM 1 x 15ml NEUKO Kokkivo | ONHadepévn pe utrepogeidaon ammé pagavida,
(ZuvTnpnTiko) (BSA)

>1aBepotroinuévn TETPapEBUABEVISivN Kal

YméoTpwpa TMB 1 x 15ml Matpo Aiauyeg utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
12x8 é\%l Aegv givai Me amooTrwevoug uttodoxeig. Avatpégte aTnv
MAdka pikpoTiTAotroinang Tawieg SioBEoIy Slabéaiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA UE TNV
o o) EMKAAUYN.

* H évtacon Tou XpWwHaTOG QUEAVETaI PE TN OUYKEVTPWON
AmaitoUugva vuAika

O avayvwaoTng TTAAKWY JIKpoTITAOTToinoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). M'uaAiva egaptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArfveg yia SiaAlpaTa. AovnTAg avauigng, TTPoxoideg
akpiBelag (10, 100, 200, 500, 1000 pul) A TTpooapuolopevn TToAuTTpoxoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
doKIpaaoieg Hag £xouv wg oXeBIOOTE yIa va XpnoipoTroinBolv pe kabapd Udwp cUPPwva PE Toug opiopoUg Tng PappakoTroliag
Hvwpévwy MoAireiov (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avridpacTripia Tou duvoAou avTI®PACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAGooovTal
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 utroyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.

Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpémer va
aTTo@eUyETaI N £viovn €TMiIdOPACN QWTOG 0TO didAupa UTTooTPWHATOG TMB. OI PIKOTTAGKES VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn pePPpavn NG
OuOKeUaaoiag.
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Y1rodeigeig Kal TTpo@UAAgeIg

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 ecivar 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.

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.

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 OTT0ia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUPTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVACTE PE 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
KaIvoupla — CUCKEUOOWEVA pUyXN YIO TNV TITTETA, YIA VO OTTOQEUYETE HOAUVOEIG. 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.

3/10



Product Ref. 3223

AESKU,DIAGNOSTICS Product Dese Serine-Prothrombin Check

Manual Rev. No. 004: 2025-01-27

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
TPWTWYV 8 WpPWwv, 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 avTIOPAoTNPiWwV:

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
avda 96 BuBiouata 1.X. 4 ml cupTTUKVWPa ouv 196 ml atrooTayUEVO VEPO.

Autoparotroinpévn rAuon:

MNa ™ Asiroupyia Tou epyaAciou Kai To VeEKPO OyKO TTPETTEI va An@Bouv uttéwn TTPO0BETEG
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 ouokeuaaiag 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 NMOZOTIKH gpunveia MNa MNMOIOTIKH gpunveia
. , 5 4 ............ . , ST 4 ...........
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C CalB | CalF | P2 C | CC P3
D CalB | CalF | P2 D CC P3
= e Tec U I R IS R
= e U = S D I R
G CalD | NC G P1
H CalD | NC H  P1
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC.: cut-off calibrator P3: patient 3

BAupara epyaciag

Brpa  Mepiypaen

1. TMpiv amo 1o mmmeTapiopa BeBaiwdeite 0T EXeTe ekTEAETEI TN BladIKAGia TTPOETOINATIAG ATTO TO
BriMa 7.1 TTapPaATIAVW.

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:
a. AvmidpacTrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A
b. Avndpaotripio BaBuovéunong oplakng TIPAG (CC) yia
u MOIOTIKH eppnveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

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

+100 pl

e AiaAupévo opd acBevwv (P11, P2..)

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

I
MAévete 3 popég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG
— —_ (apaiwpévo 1:50).
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30

3x 300ul

30

oD, ODGE/\/

450/620 nm

I

2XYZEYTMA

Bagere 100 pl SioAOpatog oufelypoTog Ot KGBE UTTOdOXEX
XPNOILOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG diGAUpA TTAUCNG
(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kGBe uttodoxéa
XPNOIUOTTOIWVTAG THV TTITTETA.

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

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog dlokoTTAG avTidpaong o€ KaBe BuBioua Pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV
mITETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETTTA.

Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
(ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EPUNVEia

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
<16 U/ml 16 - 24 U/mi >24 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/M

0 U/ml 0,036 1,9
3 U/ml 0,168 2,6
10 U/ml 0,303 3,8
30 U/ml 0,579 1,4
100 U/ml 1,241 1,1
300 U/ml 2,130 0,5

lMapadeiyua urroAoyiopou
AocBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,705/0,769 0,737 38,3
P02 1,223/1,234 1,229 96,9

Ta Ociyuata pe TIHEG MEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokipagovtal gava. Ta deiypaTa he TIHEG MIKPOTEPES ATTO TO EUPOG TINWV TWV avTIdPACTNPIWV
BaBuovounong TrpéTrel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTapTidag, avaypd@ovrial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpikd epyacTApia PTTopoUV va SIEEAYouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kail/ f} opoug atod Tnv TpATTeCa aipaTog ocuuewva pe Tng pubuioeig Tng E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QYUOIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwV.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU DEV CUPPWVOUV E TA KPITHPIA, N
OOoKIuN gival dkupn Kal Ba TTPETTEN va ETTAVAANPOEI.

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 Ta oToixeia Ta omroia uTToBAABNKAV 0€ BOKIKN TTapoucIAfouv atrokAIon f dAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv Ogv TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATAOKEUQOTH) ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon SiafdoTe 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
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWnAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TINEG apvnTIKA.

ApvnTIKO: OD qo6evs < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD acBevn S 12 X OD cut-off
OETIK(): OD qqegvr'] > 12 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 auBeVvTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaaieg

10 Zroixeia Adédoong

10.1 AvaAuTikn Evaiofnoia
Aokipaoia Tou puBuioTikoU SloAupaTtog Ociyuatog 30 @opég o AESKULISA® Serine-
Prothrombin-Check divel avaAuTikf euaiobnaoia 1,0 U/ml.

10.2 Ei1dikéTnTa Kol Evaiodnoia
H mAdka pIKpOTITAOTTOINONG €ival ETMIKAAUPPEVN HE  QWOQATIOUAO-CEPIVR KAl  QUOIKA
avBpwTtivn TTpoBpoufivn. Ae diammoTwvovTal avTidpacTIKOTNTEG OlaoTalpwong Me GAAa
avTiyova. H dokipacia AESKULISA® Serine-Prothrombin-Check mapoucidlel diayvwaoTikn
€10IKOTNTa 93% Kai dlayvwaoTiKr euaicbnaia 89%.

10.3 FpappIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTatu Tng
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY Of€ authy Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV AVTICWHATWY OUWG, Oev gival duvaTd va ATTOKAEIOTE TO yEYOVOGS OTI
MEMOVWHEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 134,0 135,0 99,3
1/200 64,3 67,5 95,3
1/400 35,8 33,8 105,9
1/800 17,1 16,9 101,2
2 1/100 96,5 100,0 96,5
1/200 52,0 50,0 104,0
1/400 23,8 25,0 95,2
1/800 11,8 12,5 94,4
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Akpipeia

MNa Tov éAeyxo akpifelag TG HeEBOdoU £CaKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdidaueon péBodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CcVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 133,0 3,8 1 138,0 4,2
2 74,0 4,2 2 79,0 5,8
3 42,0 4,3 3 38,0 4.9
Alokpiwon

To ToooTIKO cUoTnua PETPNONG AOYyw EAAEIYNG evog O1EBvoUg TTPOTUTTOU ava@opdg EXEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETpnonG. Ta atroteAéopaTta didovTal ae U/ml.
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PuBuioTikd cUpBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTikd péoo

- 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

- |dentifiant unique de I'appareil

- |dentificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tinico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- Eupwrdikr oup@uwvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 TIpoodiopiopoi
- 96 Testes

elFU

"o aesku 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

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle

- ApvnTIKGG 0pAG EAEYXOU

- Controlo negativo

- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaTnpio Babpovounang

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn JIKpOTTAGKA

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB |50x

- Tampon de Lavage

- Solucion de lavado

- Waschpuffer

- PuBpioTikd didAupa TAUoNG

- Solucéo de lavagem

SUB

- Tampone substrato

- Substrate buffer

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SidAupa uTTooTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaoThplo IaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpioTiké didAupa Serypdtwy

- Diluente de amostra
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