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Evdedeiypyévn xpnon

AESKULISA RIB-P civar pia Eviupoavocohoyikfy péB0dOG OTeEPEAG PAONG TTOU TTEPIEXEI PUOIKEG
avBpwTiveg piBoowikés TTpwreiveg PO, P1 kair P2, TTou €xouv attopovwOei atrd pio EUKOpUWTIKA
KUTTOPIKI] O€Ipd yia TOV TTOCOTIKO Kl TTOIOTIKA TTPOCOIOPIONO AVTICWHATWY £vavTl PIBOCWHIKWY
mpwreivwv (rib-P). H eidikétnta twv avti - rib avricwpdtwy tepiopifeTal o€ £vav KOIVO AvTIYOVIKO
KaBopIoTIKO TTapdyovTa, O 0TT0iog BpioKkeTal KOVTE OTO KAAG ouvTnpnuévo KapPBOoEUAIKG AKpo Kal Twv
TPIWV P — TTpWwTEiVWV.

H dokipyacia egutrnpetei 010 va 1€B€i N didyvwaon Tou cuoThPATikou epuBnuatwdn AUkou (ZEAN).

KAIVIKR ) epappuoyn Kal apxég Tng uE6odou

O1 piBoowuikég pwagotpwreiveg PO (~38 kDa), P1 (~ 19 kDa) kai P2 (~17 kDa) BpiokovTal otnv 60S
uTTopovVAda Twv avBpwTIvwy pIBOCWHOTIWY. X& avTiBeon ME TIG TIEPICTOTEPEG PIPOCWHIKEG
TPWTEIVEG, 01 oTToiEg gival Baoikég, ol P1 kal P2 eival 6&iveg Tpwreiveg. O1 ipwTeiveg oxnuartifouv éva
TTEVTAUEPES POPIO, OTO OTToI0 ouvdEéovTal dUo P1/P2 eTepodiuep pEow Tou apivoTeAikoU dkpou Tng P2
otnv PO. To revrauepég BpiokeTal ae pia TTEPIOYN, N OTroia €ival KOAG TTPOCITH KAl KOVTA OTO HigX0 Tou
piBocwuaTog. Bioxnuikég peAéteg €dei€av 6T To P1/P2 Trailel ouoiaoTiké pOAo Kail aTIG TPEIG QATEIC TNG
ouvBeong TTOAUTTETTIOIWY OTO pIBOCWHA (Evapén, HETATOTTION, OAOKARPWON).

AuToQVTIOCWHATA TA OTTOIa TACCGOVTAI EVAVTIQ OTIG PIBOCWHIKEG TTPWTEIVES, ExOuv UWNAR €1I0IKOTNTA Yia
10 2EA, epdoov dev gppavifovial oe GAAeG auTodvooeg aoBéveleg (0UTe o€ AoIpwdn voonuara). 2 yia
Tuxaia guhAhoyr aoBevwv pe ZEA, n ouyxvotnta eival 10-20 % . Ta avri-rib-P avricwpaTa gvroti¢ovTal
ouxva o€ aoBeveig TTaoxovTeg atmd AUKO peE Bapiég WuxIkEG ekdNAWOEIG TNG acBéveiag. ExTdg autol
gival duvatd, Ta avri-rib-P avriowpata 1o cuoxeTifovial e AANEG OUPMETOXEG OpyAvwy OTTWG TT.X.
VEQPIKEG KOl NTTATIKEG OlaTAPAXEG.

ApXég TnG doKipyaoiag

Ta diaAupéva 1:101 deiypata opol eTTWALOVTAI OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn IdpKeia TG €TTWACNG cuvdEovTal Ta EI0IKA AVTICWHATA aTTd TOV
opo Twv acBevwy, €dv autd UuTTApXOUV, PE TO AVTIYOVO TTOU PPIOKETAl OTNV TTAGKA, TA Wn
ouvdguEva aToixeia Tou opoU aTTopakpUvovTal aTo €TTOUEVO BAua TTAUCNG. 'ETreita TrpogBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVES, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piag €mwacng, 1o oUleuypa (CUlEUYUEVEG QAVOTOOQAIPIVEG)
OuVvOEETal HE TO OUPTTAOKO avTiyévou — avTIOWHPATOG TTOU OXNUATIOTNKE TTPIV, OI N OUCEUYUEVEG
avoooo@alpiveg atTopakpuvovTal oTo €ToPevo BApa TTAUonG. H diatrioTwon Twv ouvieuévwyv
AVTICWUATWY TTPAYUATOTTOIEITAI HE EVCUPOTIKN) XPWOTIKA avTidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlahupévo o&U (aAhayry xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO Xpwpoyovo e¢aptdtal amrd Tnv TT000TNTA OUleUyPaTog TTou BpiokeTal
ouvOedEPEVN PE TO OUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £TO1 gival avdAoyog TTpog TNV apXIKN
OUYKEVTPWOTN TWV QVTIOTOIXWV QVTICWHATWY 0To Ogiyua aoBevolg.
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ZUOCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAI IMPIN ANO TH XPHZH

2T0IXEI0 MooomTa SETET )6(1‘()!()\”1']] am [Mepi N / MNepiexopevo
X T KQTTaKIoU oc U plypaen PIEXOU
S5TAGOIa CUYKEVTPWON
PuBpioTik6 didAupa delypdrwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1x 20mi Aevxo Kitpivo opou (BSA), ogeidio Tou varpiou < 0,1%
(ouvinpnTmKo)
s . . 501AGoIa ouyKEVTpWON
fs%?(‘;'m'm OGAUpaTAGONG 4y 20mI | Aeuko Mpdovo | Tris, NaCl, Tween 20, o€idio Tou vatpiou < 0,1%
(ouvinpnTmko)
ETOIMA A XPHZH
Xpwua Xpwua
2T0IXEiO MocomTa Kamakio  OlaAupar  Mepiypar / MNepiexouevo
v} og
. . " . . AvOpwTTivo¢ 0pO¢ (diaAupévoc), aABoupivn Bogiou
ApVITIKOC 0p6C eAEYXOU 1x1,5mi Npdowo | Alauyéc opou (BSA), o&gidio Tou varpiou < 0,1% (ouvinpnriko)
. . . . . AvBpwrrivog opog (diaAupévog), aABoupivn Bogiou
GemKoC 0pog EAEYXOU 1 x1,5mi Kokkwvo | Kitp vo opou (BSA), ogeidio Tou varpiou < 0,1% (ocuvinpnTiko)
Avnbgcmr']go BadBpovounong 1x1,5ml MiTAe Kitp vo AVOPwnlvog op("x_; (&aAuuévo_g), aABot:uivn Bogiou )
0PIaKAG TIUAG opou (BSA), ogeidio Tou varpiou < 0,1% (cuvimpnTiko)
2UYKEVTPWOT) KABE avnbpucm]piou Baeuqvéunong: 0,
Avnidpactpia BaBuovounong | 6 x 1,5ml Aeuko Kitp vo* 3, 10, 30, 100, 300 U/ml. AvBpu vog 0pog

(draAupévoc), aABoupivn Bociou opou (BSA), ogidio
Tou varpiou < 0,1% (ouvinpnTiké)

2UOTaTIKa oToIXEia: AvTI-avBpwITivi) avoooo@aipivn
2uleoypara, IgG 1x15ml Mr1TAe MriTAe onuadepévn pe utrepogeidaon amé pagavida,
aABoupivn Bociou opol (BSA)

21aBepotroinuévn TETPapeOUABEVIBIv Kai

Ywéorpwya TMB 1x 15mi Maupo Awauyig utrepogeidio Tou udpoyovou (TMB/H,0,)
AidAupa diakoTmc avtiopaong | 1 x 15ml Aeuko Aiauyég 1M YOpoxAwpikd 0&0
12x8 éf/‘él Aev eival | Me amooTrwpuevoug uttodoxeic. AvartpéEre amy
[MAGKa HIKPOTITAOTTOINONC Qe 51a6Ea1 Ol00éoy | TTapdypa@o 1 yia TTANPOPOPIEC CXETIKA HE TNV
¢ o o EMKAAUYN.
* H évTaon Tou XpWUAToC QuEAVETal WE T GUYKEVIPWON
Amaitoupeva uAika

O avayvwoTtng TTAaK@V pIKpoTITAotroinong 450 nm avaylyvwoKel @IATpa avayvwong Kal TTpoaipeTiké 620 nm @iAtpa ava@opdg
(600-690 nm). N'vahiva e€apmpara (kUAivdpog 100-1000ml), dokipaoTiKoi CwANRVEC yia diaAupara. AovnTig avapigng, TTPox0IdEC
akpiBeiag (10, 100, 200, 500, 1000 ul) i Tpooappolopevn TToAutipoxoida (100-1000ul). Zuokeur TTAUONG PIKPOTTAGKag (300l
emavahapyBavopevn TPoxoida, 1 TPoxoida TTOAAATTAWY KavaAlwv 1 auTopatoTioinuévo oUoTNUA), ammoppo@nmikd Xapti. Ol
OoKIpaoieg pag £Xouv w¢ oxedIaoTEi yia va XpnoigoTroinBouv pe kabapd Udwp CUUPWVA PE TOUG OPICUOUC TNG PapuakoTIoliag
Hvwpévwy MoAmeiwv (USP 26 - NF 21) kai Tng Eupwraikic eappakotroliag (Eur.Ph. 4th ed.).

duAagn Kai xpoévog diatipnong

Ta avTidpacThpIa TOU GUVOAOU avTIOPACTNPIWY Kal n MIKPOTTAAKA TTPETTEI va QUAdCOOVTAI
oTou¢ 2-8°C/35-46°F péoa OTOUC QUBEVTIKOUC TTEPIEKTEC.  Apdiwpéva  dlaAuuaTa,
QUAdooovTal oToug 2-8°C/35-46°F yia éva pAva. [lpémer va Aaupdvovral utrown ol
NUEPOMNVIES ANENG TTOU avaypd@ovTal OTH CUCKEUAOIa KAl OTIC ETIKETEC TOU KABE CUCTATIKOU.

Mn xpnoiyoTroigital Anypéva CUCTATIKA OTOIXEid TOu cuvoAou avTtidpaoTtnpiwv! lMpétrelr va
ammo@evyeTal n £vrovn €midpacn QwTog oTo didAupa uttooTpwuaTtog TMB. O1 hIKOTTAdKES va
QUAdooovTal TTAvToTE ME &ENPAVTIKOG UAIKG KaAd KAciopéveg Méoa oTn MEMBPAvVN TNC
OUCKEUQTIag.
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Y1rodeigeig Kal TTpo@UAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO A EPIAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpNOIYOTIOIEITOI OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KA EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWwY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
iI01aiTepa ToEIKG R €mMKiVOUVO UTTO OUVONAKeG evdedelyuévng XPHonG, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dlaQUAAEn TNG PEYIOTNG QOPAAEING:

2uordosic Kai uétpa mpopuAiaéng

Mepovwpéva cuoTatikd Tou cuvoAou avTidpaoTnpiwy TTEPIEXOUV dUVNTIKA ETTIKiVOuva
avTidpacThpia, Ta otroia gival duvaTtd va TTPOKAAECOUV €£peBIOUO TwV OPOOAUWY  Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKA SIaAUPaTa TTEPIEXOUV aidIo Tou
vatpiou (NaN;) wg ouvinpnmikd. To NaN; pmopei va eivar 10gIkK6 €dv TTpoAngBei n
atroppo@nBei atd 10 déppa | Ta pama. To NaN; ptropei va avtidpdoel ue TNV €yKatdoTaon
MOAUBOOU Kal XaAkoU oxnuatifovrag 101aitepa ekpNKTIKG HETAAMIKG alidia. Katd Ttnv
aTToppPIYn, ECETTAUVETE PE PEYAAO OYKO UDATOG yIa VA OTTOTREWETE TN dnuioupyia adidiwv.
MapakaAw avatpéete oTIC dladikaagieg atToAUpavong OTTwg Treplypdgovrtal amd T CDC R
GAAeG TOTTIKEG! €BVIKEG OBNYiEG.

Kard tn didpKela TG Epyaciag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XpNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpacThpia avBpwTTIvVNG TTPOEAEUCNG TTOU TIEPIEXOVTAI OE QUTO TO TIPOidv (opoi
eAéyxou kal avtidpaoTrpia Baduovounong) atmodeixTnkav Katd tov éAeyxo yia nmatinda B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvnTikd. Ouwg, o€ Tpoidvta
avlpwTTIvng TTpoéAeucng de PTTopEi TTOTE va ATTOKAEIOTEN TTARPWGS N TBavoeTnTa HdAUVONG JE
TOUG ava@ePOUEVOUG 1 Kal JE AAAOUG aKkOUN AyvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOYO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwv  xapakTtnpifovralr wg OuvnTIKA HOAUCUATIKOI Kol TTPETTEI va  XPNOIJoTTolouvTal
oUPQWVA JE T €BVIKA VOUIKA agIuATa.

Emeidy 10 KIT TTEPIEXEl UAIKG CWwIKAG TTPOEAEUONG, OTTWG AVOQEPETAlI OTOV  TTiVAKO
TTEPIEXOMEVWIY, TIPETTEI VA TO XPNOIUOTIOIEITE OUUPWVA HE TIG ATTAITACEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utrodEiSelg

TNV TTEPITITWON KATA TNV OTToia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUNTTEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 ECQAAUEVEG, ETTIKOIVWVNOTE [E TOV KATAOKEUAOTA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv ptTAékeTE N avTikaBioTdre MdpTtupeg, BaBuovounTtég, Eviupa 20Csuéng N MIKPOTTAGKES
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO UTTOPEI VA 0dNYNROEl O ATTOKAICEIG OTA ATTOTEAEOATA.

ApnoTe OAa Ta cuoTaTIKG TOUu OET va AdBouv Beppokpaacia dwuatiou TTpIv atmd TNV €vapén
NG dokipaaciag (20-32°C/68-89,6°F) kai avauei¢te KaAd. MpEmer oTwodNATTOTE va TnPEiTal TO
KaBopiopévo TTPpwTOKOAAO yia Tn dieEaywyn Tng dokipaaiag.

Emwaon: ZuviotoUpe amoédoon OSokipyng otoug 30°C/86°F yia AUTOHATOTTINMEVA
ouUcTAHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpaaicg avw Twv 37
°C/ 98,6°F. Xpnoigotroigite yia TN Afwn Tou OIOAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KaIvoUpIla — CUCKEUAOPEVA pUyXN YIO TNV TTITTETA, VIO VO ATTOQPEUYETE HOAUVOEIG. ATTOQEUYETE
TNV £TTA@H TOU dICAUPATOG UTTOOTPWHATOG HE EVTOVO QWG. Mn XpnoIJOTTOIEITE yia TO dIGAUPQ
ouleUyPaTOG TTOTE TA iBI0 PUYXN THITTETAG TTOU €X0UV £pB¢l o€ eTTa@ Pe AN avTIdpaoTrApIa.
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H teAik kKAIvIKA Si1dyvwon dev mpémrel va TiBeTal povo pe Baon Ta ATTOTEAECHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTpd Aaufdvovrag utTroywn OAd Ta KAIVIKA Kal
gpyaoTtnplakd supfuara. H didyvwon mpémel va emBeRAIWVETAI XPNOIMOTTOIWVTAG
O10@POPETIKEG SIaYVWOTIKEG HEOOSOUG.

ARQyn deiyparog, rposTolacia Kal @UAagn

ZuvioTaTtal n Xpnon @pEéokwv OEIYNATWY opou. H Afwn Tou aiyatog TTPETTEl va yiveTal
oupgewva e Ta €0viKd voupikd agiwuata.Na pn XpnolgoTTolouvTal: IKTEPIKA, AMITTOIMIKG,
algoAupéva i poAuopéva atmd BakTtipia deiypara opou. Agiyuata opwyv TTOU TTEPIEXOUV
owpaTidla, va ToTToBeTouvTal JE XaUNAr TaxUTNTa GTn OUCKEUN @uyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aipatog o€ KaBapd, oTeyvd Kal KeEVA QIaAidIa.

Karémmv diaxwpiopgou Ta deiydata TTAAGOPOTOG TTPETTEL va XPNOIMOTTOINBoUV €VTOG TWV
TPWTWV 8 wpWwv, dIAPOPETIKA TTPETTEI va QUAACGCOVTAI KAEIOPEVA OQEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO WEYIOTO. Z€ TTEPITITWOTN TToU TTPORAETTETAN EYaAUTEPN DIdpKEIQ
QuUAaéng, Ta deiypara TPETTEl va WuxovTtal otoug -20°C/-4°F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO SIGAupa deEIyUATWYV: apalwveTe 1:5 e amooTayuévo vepod (Tr.x. 20
ml ouv 80 ml).

2UMTTUKVWHEVO pUBUIOTIKO diIdAupa TTAUONG: apaiwveTe 1:50 pe atrooTayuévo vepd (r.X. 20
ml ouv 980 ml).

MNa tnv amo@uyn Tuxov AaBwv, CUVICTATAl N GAPAVON TwWV KOTTAKIWY Twv OIAQopwV

avTidpacTnpiwv Babuovounong.

Apdiwon Twv delypdTwy TWyY acBevwy:

Aciypata opouU: apaiwveTe Kal avauelyvoete 1:101 pe apaiwpévo pubBuIoTIKO didAuua
OelypAaTWY, T.X. (1X) 1000 ul puBPIOTIKS didAupa delyudTwy + 10 pl opdg.

MAOon:

Atrairouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUoNnG (1x) ava 8 BuBiopata ;' 200 mi
ava 96 BuBiopara 11.X. 4 ml cuuTTUKVWPG ouv 196 ml atrooTayUEVO VEPO.

AuTtoparotroinpévn TrAuon:

MNa ™ Aeimoupyia Tou epyaAciou Kai To vekpd OyKo TTPETTEI va An@Oouv uttown TTpOoBEeTEG
TOoOTNTEG PUBUICTIKOU IaAUaTOG TTAUONG

XeipokivnTn wAUON:

ATTOPAKPUVETE TO UYPO XTUTTWVTAG TNV TTAGKA ETTAVW O€ £va atmroppo®nTikd xapTi. Badete
300 pl apaiwpévo puBuioTikG didAupa TAUONG o€ KABe PBUBICPO XPNOIMOTTOIWLVTAG TNV
méTa, TTepIpéveTe 20 deutepOAeTTTa. ETTavaAdpere Tn diadikacia akdun dUo QopEg.
MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev £XOUV XPNOIKMOTTOINBEI KAl QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn PePPBpAvn TNG cuokeuaciag oe dpooepd Pépog (2-8°C/35-
46°F).
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7.2 ZIXAua diavoung avTidpaoctnpiwyv

Mpoteivoupe Tn XPrion NG TITTETAG yia avTIOPACTAPIa Baduovounong, opoUc eAEyXou Kal

Oceiyuarta wg €€AC:
MNa NOZOTIKH epunveia MNa MOIOTIKH epunveia
1 [ 2 | 3 | a 1 2 3 [ 4.

A | CalA | CalE | P1 A | NC P2

B | CalA | CalE | P1 B | NC 2

€ |[calB |calF |P2 c|cc (P3|

D CalB | CalF | P2 D | CC P3

E |CalC | PC P3 E | PC

F [cac [pc [P3 F | rcC

G [caiD [NC 6 | P

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

7.3 Bniuparta gpyaciag

Brjpa  [llepiypaon
1.  MNpiv amé 1o mmetdpiopa BePaiwbeite 6T £XeTe ekTEAéDEI TN BladIKasia TTPOETOINATIAC ATTO TO
BApa 7.1 Tapamdvw.

2.  Axkoloubriote Ta TrApakdTw BAdara  avdloya e Ta emMOUPNTd  AtmroTeAéopaATa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIAg:

OPOI EAETXOY & AEITMATA

3. Bddete ota rpoBAemropeva BubBicuata 100 ul amd éva améd Ta
TIAPAKATW UAIKA XPNOILOTTOIWVTAG ThV TITTETA, OTTWG TTEPIYPAPETAI
OTO KeQAAQIo 7.2 TTapaTTdvw:
a. Avmidpactipia BaBuovounons (CAL.A éwg CAL.F) yia
MOZOTIKH egpunveia i

b. Avmidpactipio BaBuovounong opiakng Tiung (CC) yia
u MOIOTIKH punveia
Emiong, Balete amé 100 pl amd kabéva atmd Ta TAPAKATW:
oo e ApvnTik6g opdg eAéyxou (NC) kai BeTIkOG 0pog eEAEYXOU
(PC) kabwg kai
e AlaAupévo op6 acBevwy (P1, P2..))
4.
Emrwddete yia 30 Aetrta og 20-32°C/ 68-89.6°F.
-—
5.
|
‘ MAévete 3 Qopég, KABe @opd pe 300 pl pubpioTIkG BidAupa TTAUONG
— — (apaiwpévo 1:50).
3x 300ul
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2YZEYTMA

Bdalete 100 pl SioAvparo¢ oulelypato¢ oe KABe utrodoyéa
XPNOIUOTTOIWVTAG THTTETA.

Emwadere yia 30 Aetrtd o 20-32°C/ 68-89.6°F.

MAévete 3 Qopég, kaBe @opd ue 300 pl pubuioTIKG BidAupa TTAUONG
(apaiwpévo 1:50).

YTNOXTPOMA

Badete 100 pl diaAUpatog utrooTpwuatog TMB oe kdBe utrodoyéa
XPNOILOTTOIWVTAG TNV TTITTETA.

Emmwadere yia 30 Aetrrd oe 20-32°C/ 68-89.6°F. lNpooTareuoTe amod
TO VTOVO QWG.

AIAAYMA AIAKOIHZ ANTIAPAYHX

Badere 100 pl SiaAuparog diakoTrrg avTidpaong o€ kdBe BuBioua pe
TN o&lpd TToU TOTTOOETHONKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TV
MTTETa.

Emrwddete yia 5 AeTrTd TOUAdYIOTOV.

AVAKIVEITE TIPOCEKTIKA TNV TTAAKA YIa 5 SeuTePOAETITA.

Metpriote TV amoppdépnon ota 450 nm evrég 30 Aemmwov
(ouviotdral TpoalpeTiKd Kal oTa 450/620 nm).
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MoooTIKN Kal TTOIOTIKH EpMNVEia

O TTOOOTIKOC TTPOOdIOPICHOC £TTITUYXAVETAl BACEl Miag TTPOTUTING KAWTTUANG, OTNV OTToia
METAQEPETAI N OTITIKA TTUKVOTNTA TWV avTIdpacTnpiwyv Babuovéunong (dfovag W) Evavt TnG
ouykévtpwong og U/ml (d€ovag x). MNa Tov KaAuTepo TTPocdiopicud cuvIoTATAl N JETAPOPG
log/lin kai éva Fit 4 TTapauétpwy. Me Bdon TNV KAUTTUAN €EaKPIBWVETAI ATTO TNV OTITIKA
TTUKVOTNTA TOU BEiYHNATOC N CUYKEVTPWON TWV AVTICWHATWY o€ U/ml.
Meploxf UCIOAOYIKWYV TIHWV AtrpocdiépioTa OeTIKA atroTeEAéOUATA
<12 U/ml 12 -18 U/mi >18 U/ml
Mapadsiyua mpoodiopiouou
AuTO TO Trapadseiypa Oev EMITPEMETAI va XPNOIYOTTOINGEI yia TNV E£pHUNVEIad TwvV

ATTOTEAECHATWY TWV ACBEVWV.
AvTidpaoTripia OD 450/620 nm CV % (Alokopavon)

Babuovounong lgG

0 U/ml 0,048 0,3
3 U/ml 0,134 1.1
10 U/ml 0,280 24
30 U/ml 0,616 2,5
100 U/ml 1,201 1,8
300 U/ml 2,062 0,4

Mapddsiyua ummroAoyiouou
Acbevic = EmavdAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P 01 0,756/0,739 0,748 440

P 02 1,231/1,204 1,218 100,2
Ta Ociyyata He TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOC TIMWV TWV AVTIOPACTNEIWY
Badbuovéunong TpéTel va avagépovTtal we" >MEy." MNpéTTel va apaiwvovTal KATAAANAQ Kal va
dokiuaZovrtal Eavd. Ta deiyyata Je TIMEC MIKPOTEPES ATTO TO £UPOC TINWYV TWV AVTIOPACTNPIWY
Baduovéunong TRETTEN va avagépovTal we "<EAax."
EIBIkd oToixeia TnG TTaPTIdOC, aAvaypd@ovTal OTO CUVATITOMEVO TTIOTOTTOINTIKG €AEyxou.
laTpIKG epyaoTAPIO NTTOPOUV Va DIEEAYOUV EAEYXOUG TTOIOTNTOC OTO XWPEO TOUG UE BIKOUC TOUC
eAEyXOUG Kal/ i opoug atrd TNV TpdTTeda aipaTog cUNPWVA e TNS pubpuioeig TG E.E..
2UVIOTATAl 0€ KABE £pyacTripIo va dnuIoupyRoEl TIC OIKEC TOU QUGCIOAOYIKEC TINEC, BACIONEVES
oTn BIKN TOU TEXVIKN, EAEYXOUC, £EOTTAICNO Kal TTANBUCHOUC acOevwy.
2NV TTEPITITWON KATA TNV OTTOIA Ol TIMEC TWV OPWV EAEYXOU BEV CUNQPWVOUV [E TA KPITHPIA, N
OOKIMN gival AKupn Kal 6a TTPETTEl va ETTAVOANQOE.

Oa TIpéTTel va eAeyxBoUv TA TTOPAKATW TeEXVIKA InTAMaTa: Hpegpoupnviee ARENG Twv
avTIdpacTNEIiwV (TTOU TTPOETOINACTNKAV), OUVORKEC ATTOBAKEUONG, TTITTETEC, OUOKEUEC,
QWTOUETPO, CUVORKEC £TTWACNC Kal HEB0DBOC TTAUCNCG.

Edv Ta oTtoixgia Ta otroia uttoBARGnKav o€ SOKIUN TTapoucidalouv atrdkAIon i dAAou €idoug
OlapopoTroinon atmd TIC AVAMEVOUEVEG TIMEC 1} €dv Oev TTAnPOUVTAl Ta KPITHPIO EYKUPOTATOC
XWPIg eUAoOYN aITiA, ETTIKOIVWVHOTE PE TOV KATACOKEUAOTA 1} TOV TTPOMNBOEUTH TOU KIT SOKIMNG.
MNa 1roloTikn a§ioAdoynon diaBAoTe TNV OTITIKN TTUKVOTNTA TOU PAPTUPA QTTOKOTTAC (cut-off
calibrator) kal Tnv avTioToIXn TwV SEIYHATWY ACOEVWY. ZUYKPIVETE TNV OTITIKN TTUKVOTNTA TWV
OEIyNATWY JE AuT ToUu pdpTupa. Ma TNV TToIoTIKN afloAdynon TTpoTeiveTal va BewpouvTal Td
Ociyyara 20% yupw atrd Tnv TIUA Tou pdpTupa cav atmpoodidpiota. OAa Ta deiypyarta Ue
uWnASTEPEG TINEC BewpoUvTal BETIKA, deiyuaTa e XAUNASGTEPEC TINEC ApvNTIKA.

ApvnNTIKO: OD qo0evi <  0.8x0D .ytor
AmrpoodiopioTta: 0.8 x OD cytorr < OD qoeevii = 1.2 X OD cytorr
OfLTIKO: OD qoeevii > 1.2 X OD cutofr
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9 Teyvikd oTolxeia
YAIKO OelyudTWV: Opod¢
Oyko¢ delyudTwy: 10 pl opdc via apaiwon 1:101 pe 1x puBuICTIKG didAuUa

OelyudTwy

OAIKGC XpbVOoC eTTWAONG: 90 AeTrTd O¢ Bepuokpacia dwuaTiou 20-32°C/68-89,6°F
Mepioxn pétpnong: 0-300 U/ml
AvaAuTikr) Evaiocnaoia: 1,0 U/mi
dUAaén: o¢g 2-8 °C/35-46°F oTIC QUBEVTIKEC PIAAEC
ApIBudC Twv TTPpocdIopIcHWY: 96 BOKINOTIES

10 Zroixeia ATrédoong

10.1 AvaAuTtikil EvaiocBnoia
Aokiyacia Tou pubuIoTIKOU BiaAupaTog deiyuato¢ 30 @opéc o AESKULISA Rib-P divel
avaAuTiki euaioBnoia 1,0 U/ml.

10.2 EidikéTnTa Kai Evaiodnoia
H TTAdKa MIKPOTITAOTTOINONG €ival ETTIKAAUMMEVN ME QUOIKEC QVOPWTTIVEG PIBOCWHUIKES
mpwreive¢ PO, P1 kai P2. Aeg SiatmmioTwvovTal avTidpacTIKOTNTEG dlaoTaupwaong He dAAa
avtiyéva. Ta avri-rib-P avricwpara eu@avifovral og 10-20% Tuxaia emAeyHéEVWY acBevOV
TTou TTdoxouv atrd ZEA. Auénuévn eu@dvion dIaTTICTWVETAI 0 aoBeveic ue ZEA kal Baplég
WUXIOTPIKEC EKONAWOEIG.

10.3 MpappIkéTRTA

MNa emAeypévoug opoUl¢ UTTOpece va eEaKpIBwOEi Mia ypPAMMIKA ouvdpTnon METAEU TNnG
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY ot auTth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWYV QVTICWHATWY OUWC, dev gival duvaTtd va ATTOKAEIOTEI TO YEYOVOC OTI
MEMOVWHEVOI 0OPOI TTAPOUCIAZOUV N YPOUMIKE) CUMTTEPIPOPA.

ApIBp. Apaiwon METPNUEVN CUYKEVTPWON QVAMEVOUEVN CUYKEVTPWON AvdkTtnon (%)
Agiypartog (U/ml) (U/ml)
1 1/100 118,0 117,0 100,9
1/200 54,0 58,5 92,3
1/400 27,0 29,3 92,2
1/800 14,0 14,6 95,9
2 1/100 16,4 15,0 109,0
1/200 7,0 7,5 93,3
1/400 3,9 3,8 102,6
1/800 2,0 1,9 105,3

Page 8 of 9



E AESKU.DIAGNOSTICS e s

Product Desc. RIB-P
Manual Rev. No. 003 : 2015-11-26

10.4 AkpiBeia

[Na Tov éAeyX0 aKpiBelag TNG HEBOGDOU eEAKPIBWONKE HE TPEIC OPOUC OE DIAPOPETIKEC TTEPIOXES
NG TTPOTUTING KAMTTUANG N ECWTEPIKA Kal evOidueon diakuuavorn.

EocwTtepikn pEBodOG Evdidpeon péBodog
Ap1Bp. Méoog 6pog cv ApiBp. Méoog 6pog cv
deiyparog (U/ml) (%) deiyparog (U/ml) (%)
1 94,3 9,3 1 98,6 6,2
2 11,7 0,7 2 14,9 1,4
3 8,3 0,8 3 10,2 0,8

10.5 Alakpifwon

11

To TT000TIKO cUCTNMA METPNONG ASYw EAAsIYng evog Bi1EBvoUC TTPOTUTTOU QVAQOPAC €XEl
OlaKPIBWOEI e TTPOCWPIVES Hovadeg PETpnong. Ta atroteAéouara didovral og U/ml.
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- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péoo

- Para uso Diagnéstico in vitro

“ Numero d'ordine

" Cataloge number

" Référence Catalogue

" Numéro de catalogo

" Bestellnummer " ApiBuég apayyeAiag

“ Numero de catalogo

" Descrizione lotto " Lot

" Lot " Lote

" Chargen Bezeichnung " XapokTnpiopog TapTidag

" Lote

" Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracion CE de Conformidad

" Europaische Konformitat

" EupwTraikf oupgwvia

" Déclaracdo CE de Conformidade

" 96 determinazioni " 96 tests

" 96 tests " 96 pruebas

" 96 Bestimmungen " 96 Trpoodlopiouoi
" 96 Testes

" Rispettare le istruzioni per I'uso

" See instructions for use

" Voir les instructions d‘utilisation

" Ver las instrucciones de uso

“ Gebrauchsanweisung beachten

" NaBete uTdWnN TIG 0dNYyieg XPRong

“Ver as instrucoes de uso

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

" Utilizar antes de

" Conservare a 2-8°C

" Store at 2-8°C (35-46°F)

" Conserver a 2-8°C

" Conservar a 2-8°C

" Lagerung bei 2-8°C

" ®uldooeTal oToug 2-8°C

" Conservar entre 2-8°C

" Prodotto da

" Manufactured by

" Fabriqué par

" Fabricado por

" Hergestellt von

" Kataokeuddetal amd

" Fabricado por

" Calibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

" Opiak6g 0pdg AvTidpacTiplo Babuovéunong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

" Controle Positif

" Control Positivo

" Positiv Kontrolle

" OETIKOG 0POG EAEYXOU

" Controlo positivo

" Controllo negativo

“ Negative Control

" Controle Négatif

" Control Negativo

" Negativ Kontrolle

" ApvnTIKOG 0pOG eAEyxOU

" Controlo negativo

" Calibratore " Calibrator

" Etalon " Calibrador

" Kalibrator " AvtidpaaoTrpio Babuovéunong

" Calibrador

" Recupero " Recovery

" Corrélation " Recuperado

R C " Wiederfindung " Avéktnon

" Recuperacéao

" Coniugato " Conjugate

" Conjugé " Conjugado
C O N J “ Konjugat " Z0Ceuypa

" Conjugado

MP

“ Micropiastra rivestita

" Coated microtiter plate

" Microplaque sensibilisée

" Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" EmikaAuppévn pIKpOTTAGKa

“ Microplaca revestida

WASHB |50x

" Tampone di lavaggio

" Wash buffer

" Tampon de Lavage

" Solucién de lavado

" Waschpuffer

" PuBpioTiké didAupa TTAlong

" Solucdo de lavagem

“ Tampone substrato

" Substrate buffer

SUB

“ Substrat " Tampon sustrato
" Substratpuffer " PuBuIoTIkG SIdAupa UTTOOTPWHATOG
" Substrato

" Reagente bloccante

" Stop solution

STOP

" Solution d'Arrét

" Solucién de parada

" Stopreagenz

" AvTIdpaoTApIO JIOKOTIAG avTidpaong

" Solucéo de paragem

" Tampone campione

" Sample buffer

SB | 5x

" Tampon Echantillons

“ Tampon Muestras

" Probenpuffer

" PuBpioTiké didAupa SelyuaTwyv

" Diluente de amostra




