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Evdedeiyuévn xpnon

AESKULISA® PR3 sensitive €ival pia EvfupoavoooAoyiky HEBODOG OTEPENG PAONG TTOU TTEPIEXEI
UYnAAG KaBapotntag @uoiky Tpwrteivdon 3 (PR3) mpoepxopevn atmd avlpwTriva oudeTePOPIAQ
KOKKIOKUTTApA. ETITpETTEl TOV TTOCOTIKO KAl TTOI0TIKG TTPOadIopIcHS avTiIowdaTwy évavTl TG PR3 oTtov
avBpwTvo opd. Ta avtl- PR3 avriowpaTta avayvwpifouv €10IKA €TTITOTTA dIauop@waong, Ta OTroia
UTTAPXOUV Kal gival TTPoaitd pévo otn Quoikr) PR3. O mmpoadlopioudg auTwV TWV aVTICWUATWY £XEI
onuacia atn d1aPopPodIAYVWaN TWV AUTOAVOTWYV AYYEITIOWV.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avriowuara évavti Tng mpwrteivaong 3 (PR3) avrikouv otnv opdda Twv avTi-oUSETEPOPIAWV-
kKutoTTAaopatikwy avriowpdtwyv (ANCA) (Anti-neutrophil cytoplasmic autoantibocies), Tta otroia
Tdooovtal  €I6IKE EVAVTIO OUCTATIKWY OTOIXEIWV TOU KUTOTTAAOUOTOG TWwV  OUSETEPOPIAWY
KOKKIOKUTTAPWY KOl TWV MOVOKUTTApwv. H diamioTwar] Toug yivotav apXIKd Péow Miog €PPeong
dokipaaiag avooopBopiopou (IFT) o€ oudeTepdPiAa KUTTAPA, oTaBepoTroinuéva pe ailBavoin. Me Bdon
TIG OIAQPOPEG TTAPATNPOUUEVEG OXNMOTOUOPYEG PBOPIoUOU eTITUYXAVOTAY €VaG OIOXWPICHOG TWwV
ANCA oe cANCA pe KUTOTTAQGUQTIKN oxnuatopop®r @Bopiguol kai g€ pANCA pe TTEPITTUPNVIKN
oxnuatopop®r @Bopicuol. E@décov 6uwg Kai ol dUo oxnuatodopég @Bopiouol Trapouaidlouv
avTIdPAcoeIG evavTia o€ TTOAG dI0QOoPETIKA avTiyova, o IFT amodeikvueTal wg eAAXIoTa KATAAANAOG yia
TN d10QOoPOodIAYVWaON TwV ayyeiiTidwy, Ba £TTpeTTe AoITTOV, yia To Adyo auTd, To atroTéAeoua Tou IFT va
ETTIKUPWVETAI JEOW €VOG €101KOU TTPOadIoPICHOU TwV avTIowHATwyY Pe To ELISA.

H PR3 ¢ival pia mpwredon oepivng pe popiakd Bapog 29 kDa, n omoia Bpioketal ata aloupo@iia
KOKKia (AucoowpudTia) Twv oudeTepOPIAwWY. H kamiovik TpwTEivn TTapoucidlel TTPWTEOAUTIKEG
1I010TNTEG atTévavTl oTnv EAacTdon, TNV aipoa@aipivn Kol To KoAayovo VI, ektég autou eival o Béon
padi pe Tnv kaBewivn G va evepyoTTolei Ta AIOTTETAAIO KOl va aTTevepyoTroiei Twv C 1 —avaoToAéa.

Ta ANCA Tmrepiypd@ovtal wg anuavTikoi OikTeg atn d1a@opodidyvwan TwV AuToAvoowyV AyYEITIdwV.
Ta autoavTicwpaTa évavTl TG PR3 atroteAouv €181k6 deikTn 0poU yia TV KOKKIwPATwon Tou Wegener
(WG). Av kal n aimiohoyia kar n tmaBoyéveia NG acBéveiag autrg Oev €xouv akoOun &ekaBapioTei
TANPWG, atrodideTal KATTOI0G POAOG OTA auToavTICWHATA evavTia TG PR3 6cov agopd Tnv €€EAIEN TNG
vooou. YTapxel aTev) aoxéan YeTagu Tou TiTAOU Twv avTl- PR3 avTICWPATWY Kal TNG dpacTnpidTnTag
g WG. Ta avti- PR3 avricwparta gival oe 86an va avaoTéEAAOUV TNV TTPWTEOAUTIKA evepyoTNTA TNG
TpwTEivaong 3.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiypata opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €I0IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG cuvdEovTal Ta E1I8IKA avTIoWPATa aTTd TovV
op6 Twv acBevwy, €dv autd UuTTApXOUV, PE TO AvVTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BAa TTAUONG. Etreira TpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoo0o@AIPiVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal Pe dlaAupévo o&u (aAAayry xpwong o€ kKitpivo). O BaBudg oxnuatioyou
XPWHATOG aTTO TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO QaVTIYOVOU-QVTIOWHATOG KAl £TO1 €ival avdAoyog TTpog Thv apXIKnA
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

. 7 Xpwpa Xpd)ya a .
2T0IXEIO MoodtnTa KATTAKIOU ngAupaT Mepiypaen / Mepiexopevo
51TAGoI0 OUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo vatpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aeukd Kitpivo opou (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 501TAGoIa GUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGAupa mAdong 1 X 20ml N\€UKO Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katrakio  dloAUpar  Meprypagn / Mepiexduevo
0 oG
i ) . . . UAIKO eAéyxou (BlaAupévog), aABoupivn Boeiou opou
ApVNTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo  Alauyég (BSA), o&gidio Tou vatpiou < 0,1% (ouvtnpnTikd)
O€eTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo UAIKG eAéyxou - (Biahupiévog), ahBoupivn Béeiou opod

(BSA), o&eidio Tou varpiou < 0,1% (ouvinpnTiko)

UAIKOU BaBuovépunong (dlaAupévog), aABoupivn

Avridpacrhipio BaBpoveunang 1x1,5ml MtrAe Kitpivo Boeiou opou (BSA), o&eidio Tou varpiou < 0,1%

OpIaknG THNS (ouvTnpnTIKO)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
} . . . . 3, 10, 30, 100, 300 U/ml. uAikou BaBuovéunong
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml N\eukd Kitpivo (S10AUEVOC), aABoupivn Bogiou 0pol (BSA), 0E&idIo
Tou vaTtpiou < 0,1% (ouvtnpnTikd)
ZUCTATIKA OTOIXEIQ: avoooo@aipivn onuadeuévn Je
>ulelypara, IgG 1x15ml MtTAe MrrAe utrepogeIddon atrd pagavida, aABoupivn Bdegiou opou
(BSA)
. . . >1aBepotroinuévn TETPaNEBUABEVISivN 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 amooTrwuevoug uttodoxeig. Avatpégte aTnv
MAGka pikpoTITAoTTOINONG : . Si0Béaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg d106éo1y .
o o ETMIKAAUYN.

* H évtacon Tou XpwHaTog QUEAVETaI PE TN OUYKEVTPWON
AlMAITOYMENA YAIKA

O avayvwoTng TTAaKWV pikpoTiTAotroinang 450 nm avaylyvwokel QiATpa avayvwong Kal TTpoalpeTiko 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptripata (KUAIVEpog 100-1000ml), dokipaoTikoi CwARVEG yia SiaAUpaTa. AovnTig avapIEng, TTPOX0IBES
akpiBeiag (10, 100, 200, 500, 1000 pl) A Tpocapuolduevn TToAuTTpoxoida (100-1000ul). Zuokeur TTAUONG pikpoTTAdkag (300ul
eTmavaAauBavopevn TTpoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv i auTopatoTToiNuévo oUaTnua), amoppopnTiké xapTi. Oi
OOKIPOTIEG HAG €XOUV WG OXEDIAOTEI yIa va xpnoipoTroinBouv pe kabapd Udwp cUPPwva Pe Toug opiopoug TG PapuakoTroliag
Hvwpévwv MoAireibv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakoTroliag (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  dlaAlpaTa,
@uAdooovTal oToug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBavovtal utréoyn ol
nuepounvieg AAENG TTou avaypd@ovTal TN CUCKEUAOIa Kal OTIG ETIKETEG TOU KABE oUOTATIKOU.

Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpémer va
aTToQeUyETaI N £viovn €TTiIOPACN QWTOG 0TO diIdAupa uTTooTPWHATOG TMB. OI PIKOTTAGKEG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn PePPpavn NG
OuOKeUaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia Tnv vysia

AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TA EPFAZTHPIAKH
XPHZH (IN VITRO AIAFNQZTIKH).

MpéTTel va XpnOIWOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €1I0IK&
oTn Xpnolpotroinan in vitro diayvwoTIKwyY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMIKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHONG, OCUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

Zuordosis Kal uétpa mpoeuiaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIOPOOTNPiwv TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIoUd Twv O0POOAUWY Kol Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidlo Tou
vaTpiou (NaNs3) wg ouvinpnmiké. To NaNs; pmopei va civar 10EIKO €dv TTpoAneBei 1
atroppoPnBei amd 1o déppa | Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU Kal XOAKoU oxnuaTtiCovrag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. Katd Ttnv
aATTopPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn di1dpKela TG £pyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEITE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avTidpacTAPIa BIOAOYIKOG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ AUTO TO TTPOIOV ATTOBEIXTNKAV
Katd Tov £Aeyxo yia nmarinda B avriyévo emeaveiag (HbsAg), nmatimda C kar HIV 1 kai 2
w¢ apvnTikG. Opwg, o€ Tpoidvta PIOAOYIKOG TTPoEAEUCNG OE UTTOPEI TTOTE VO QTTOKAEIOTEL
TTAAPWGS N TBavATNTA WOAUVONG PE TOUG ava@epOEVOUGS 1 Kal e GAAOUG akOun dyvwoToug
TTaBoydvoug opyaviopoug. a Tov Adyo autd, o1 opoi eAéyxou, TO QvTIOPACTAPIO
BaBuovounong OTwg €Tmiong Kal O opoi Twv aoBevwv xapakTnpidoviar wg duvnTiKA
MOAUCUATIKOI KAI TTPETTEI VO XPNOIUOTTOIOUVTAI CUMPWVA PE TA €BVIKA VOUIKA agliouaTa.
Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvOQEPETAl OTOV  TTivaKd
TTEPIEXOMEVWY, TIPETTEI VA TO XPNOIUOTIOIEITE OUPQWVA PE TIC ATTAITAOEIC TNG €6VIKNAG
vouoBeaiag.

Fevikég utrodEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOQOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWwV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPONBEUTH
TOU KIT OOKIUAG.

Mnv ptrAékete n avtikaBiotdre MapTtupeg, BaBuovountés , EvQupa 20Ceuéng n MIKPOTTAAKES
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokiyaoiag (20-32 °C/68-89,6 °F) kai avapeifte KaAd. Mpérel omwodATIOTE Va ThPEITAI TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amédoon Ookipg otoug 30 °C/86 °F yia auTOHATOTTINMEVA
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIOPACTNPIWY € BEPUOKPATieG Avw TwV
37 °C/98,6 °F. XpnoiyoTrolgite yia TN Afwn Tou OIOAUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TNITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE GAAa avTIdOPaACTAPIC.
H tehik KAIVIKR Sidyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd gupfuara. H didyvwon mpétrel va emIRERAIWVETOI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeTolIacia Kal QUAagn

ZuvioTdTtal N xprion @pEéokwyv OelyuaTwy opol. H Afywn Tou aiyatog TTPETTEl va yiveTal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Agiyyara opwv TTOU TTEPIEXOUV
owpatidla, va ToTToBeTouvVTal PE XAPNAR TaxUTNTa 0T CUOKEUN uyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va  XPNOIMOTTOINBoUV €VTOG TwV
TPWTWYV 8 WpPWv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TToU TTPORAETTETAN PEYOAUTEPN
oldpkela UAagNG, Ta deiyparta TTPETTEl va wuyovTal aTtoug -20 °C/-4 °F. (Thomas: Labor und
Diagnose; CLSI Guideline GP44-A4)

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWUEVO PUBMIOTIKO dIdAupa 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, ocuvioTdtal n CAPAVON TWV KATTAKIWY Twv OlIdQopwyv

avTidpacTnpiwv Babuovounong.

Apdaiwon Twv deIyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyvoere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUG
oelypaTwy, 1.X. (1x) 1000 pl puBpIOTIKG didAUpa delyudTwy + 10 pl opde.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBuioTIkKG didAupa TTAUong (1x) ava 8 BuBiopara 1 200 ml
avd 96 BuBicuata 1.X. 4 ml gupTTUKVWPG ouv 196 ml aTTooTAYUEVO VEPO.

AuTtoparotroinpévn Auon:

MNa ™ Aeimroupyia Tou epyaAciou Kai To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTOoATNTEG PUBUIOTIKOU dIoAUNATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPOKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppo@PnTIKO XapTi. BAleTe
300 pl apaiwpévo pubuIoTIKG OIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIDVTAG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.

MikpoTTAdKEG:

ATtropokpuveTe Ta BuBiopata TTou dev €X0ouv XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa atn pePPBpdvn TnG ouokeuaaiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZXApa dlavouRig avTidpacTnpiwv

MpoTteivoupe TN Xprion T¢ TITTETAG YIA AvVTIOPACTAPIa BaBuovounong, opoug eAEyxou Kal

ociypara wg eEAG:
MNa NOXOTIKH epunveia MNa NOIOTIKH gpunveia
. , T . , T

T cap lcaE ot T e

B CalA | CalE | P1 B  NC P2

C CalB | CalF | P2 C | CC P3

S PTErTE 5 oo Y R

= e Tec U I R IS R

F CalC | PC P3 F | PC

G CalD | NC G P1

e e T T T T O A A
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 BnRpata gpyaciag

Brpa  Mepiypaen

1.  MNpiv amré 1o miTeTdpiopa BePaiwbeite 611 £xeTe ekTeAéoel T SladiKaoia TTPOETOINACIAG ATTO TO
Bria 7.1 TTapaTIAVW.

2. AKoAouBnaTE Ta TTAPAKATW PriaTa avaloya Pe Ta emMOuPNTa atmoTeAéopuaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEIFMATA

3. Badete ota mpoPAeTTOpEva BuBioparta 100 yl atmd éva atrd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotipio BaBuovéunong opiakng TiuAG (CC) yia
u MOIOTIKH eppnveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:

IR i e ApvnTikAg 0pdc eAéyxou (NC) Kal BETIKOC 0pAC EAEyXOU
(PC) kabwg kai

e AiaAupévo opd aaBevwyv (P1, P2...)

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

!
MAévete 3 Qopég, kaBe opd ue 300 pl pubuIoTIKG diGAupa TTAUONG
— - (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pi

®

30

3x 300ul

30

oD, ODBE/\/

450/620 nm

I

2XYZEYTMA

Balete 100 pl diaAOpatog ouleuypotog o€ KAOe uttodOoXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuUIoTIKG SiIGAUMa TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttoaTpwuatog TMB oe kdBe 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 diaAupartog dlakoTrAg avTidpaong o€ KA BuBioua e
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOCINOTTOIWVTAG ThV

TTITTETA.

ETwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTwv
(ouvioTdral TTpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1To00TIKOG TTPOTdIoPIoNOG eTTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpacTtnpiwv Baduovéunong (aGovag y) Evavl g
ouykévTpwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICHO CUVIOTATAI N PHETOPOPG
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOAUTTUAN €COKPIBWVETAI QTTO TNV OTITIKA
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.
Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadesiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPEMETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv

ATTOTEAECHATWY TWV ACOEVWV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0.040 0,7
3 U/ml 0.175 2,7
10 U/ml 0.350 1,8
30 U/ml 0.680 3,4
100 U/ml 1.220 0,4
300 U/ml 2.130 0,8

lMapadeiyua ummroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,557/0,572 0.565 23,0
P 02 0,998/1,045 1.022 63,8

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokiyagovtal Eavd. Ta deiypata he TINEG PIKPOTEPES ATTO TO UPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTaPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKG epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuu@wva pe TnG pubuioeig Tng E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAICUO Kal TTANBUOPOUG aoBevwV.

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

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwyv (TTou TTPoETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVEG TIHEG 1 Qv &gV TTANPOUVTAI TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE PE TOV KATOOKEUAOT ) TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa Tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou PapTupa cav ampoodidpiota. OAa Ta deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTiKO: OD oqo8evr; < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD qoegvr'] S 12 X OD cut-off
OcTIKO: OD qotevi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKO SelyuaTwy: Opd¢
Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SiIAAUMQ
OEIYUATWY
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C/68-89,6 °F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,39 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaTieg
10 Zroixeia Arédoong
10.1 EUpOg @UGCIOAOYIKWYV TIHWYV
Opoi aipatog uyiwv doTwv UTTORANBNKav oTnv avoooloyikf dokipacia AESKULISA® PR3
sensitive kal amd Ta ammoTeEAECUATA TTPOEKUYE N AKOAOUBN KaTavon:
ApI1Bu6G SelypdTwy apvnTIKA opIaKd OeTIKA
200 175 (87,5 %) 18 (9 %) 7 (3,5%)
2UuvIOTOUWE, €TTIONG, KABE epyaaTrpio va Kabopicel To BIKO ToU EUPOG PUCIOAOYIKWYV TIHWV.
10.2 AkpiBeia
H akpiBeia Twv atmoteAeoudtwy TTOU TTPOEKUWAY OTTO TNV  aVOOOAOYIKK)  doKipaaoia
AESKULISA® PR3 sensitive, REF 3302 agioAoynbnke pe Baon Ttov TTPOCBIOPICHO TNG
ETTAVOANYIKNOTNTAG KAl TG AVOTTAPAYWYINOTNTAG KOBWGS Kal TG dlakUuavong oTIG avaAloEIg
TTOAAWV BEIYUATWY OIOPOPETIKWV dPACTNPIOTATWY AVTICWHATWV.
TautéTnTa i Enqva)\nwlpémm i ﬂu?qvw\ 14OTNTA i 'AKpi €10
Seiyparog Méoog 6pog Mécog 6pog Méoog 6pog
(U/ml) cv (U/ml) cv (U/ml) cVv
Aciyua 1 11,3 10,9% 11,3 13,1% 12,5 0,1%
Agiyua 2 21,6 7,0% 21,6 8,9% 23,2 8,8%
Agiypa 3 28,8 10,6% 28,8 12,5% 30,8 16,3%
Agiyua 4 92,2 8,1% 92,2 8,7% 104,2 16,1%
Agiypa 5 213,6 10,0% 213,6 10,2% 236,7 18,0%
Aciyua 6 331,7 5,9% 331,7 6,5% 3755 17,7%
10.3 EvaioOnoia kai €§e1dikeuon

AvaAuTIKA guaioBnoia

H avaAuTiki euaioBnoia €xel aglohoynBei pe Bdon TTOAAATTAEG avaAlloelg deiypdtwy pe
puUBUIOTIKG diIdAupa Kal XapnAwv BeTIKWV OEIYUATWY KAl PE UTTOAOYIOUO TOu oOpiou
avixveuong.

lNa 1™ ookiyacia AESKULISA® PR3 sensitive, REF 3302 éxer kabopiotei éva oOplo
avixveuong 1,39 U/ml .
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10.4 FpApMIKOTNTA
TpeIg opoi aipaTog TTou KAAUTITOUV TO GUVOAIKO €Upog TNG oKIPaoiag apaiwbnkav o€ oeipd
ME éva apvnTIKO deiyua opoU aigaTtog. O1 TIEG TwV EXWPIOTWYV SIOAUNATWY TTOU TTPOEKUYAV
atmé Tn METPNON Kal Ol AVOUEVOMEVESG TIMEG XPNOIMOTTOINONKAV yia TOV UTTOAOYIONO MIOG
YPOUMIKAG TTAAIVOPOUNONG. ZUPQWVA HE Ta OTTOTEAECHOTA TOU €AEYXOU YPOAUMIKOTNTAG
TpoadlopioTnke éva eUpog 3 - 300 U/ml yia Tn dokipacia AESKULISA® PR3 sensitive.

10.5 BaBuovounon
Noyw Tng éNAeiwng d1EBvoug avagopdg Babuovounong, auti n péBodog BabBuovopeital og
auBaipeTeg povadeg (U/ml).

11 AidBeon
MapakoAouBnoTE TIG OXETIKEG KAVOVIOTIKEG ATTAITACEIG!
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13 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 AlayvwoTiké péoo

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catélogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIopog TrapTidag
- Lote

uDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- |dentificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- Eupwrdikr oup@uwvia

- Déclaracdo CE de Conformidade

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

i aesku SN

- 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

- Soluci6n de lavado

- Waschpuffer

- PubpioTikd didAupa TAUoNG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PUBIOTIKG SIGAUNG UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTIBpaaoTriplo JIaKoTIAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra




