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Evdedeiyuévn xpnon

AESKULISA® MPO ELISA civar pia EvCupoavoooloyikn pEBODOOG OTEPENG QPACNG TTOU TTEPIEXEI
uYwnARG kabBapdTtntag uaiki puehouTrepogeiddon (MPO) Tpogpxouevn atrd avBpwITiva oUudETEPOPIAT
KOKKIOKUTTapa. ETITpETTeEl TOV TTOOOTIKO KaI TTOIOTIKO TTPOCdIOPIoUS  avTIowUdTwy évavtl Tng MPO
otov avBpwtivo opd. Ta avti- MPO avtiowuata avayvwpifouv €10IKA emmiToTTa dlauépewaong, Ta
oTroia uTTdpyouV Kai gival TTPooITd pévo otn uaoikr) MPO. O 1Tpoadiopiouog auTwY TWV avTICWHATWY
éxel onuagia atn d1aPopodIdyvwaon TwV auTOAVOTWY AYYEITIOWV.

KAIVIKA epapupoyn Kal apxég TG HEBOdou

Ta avricwpata évavt TG puehoitrepoéeiddon (MPO) aviikouv oTnv odada Twv avTi-OUSETEPOPIAWV-
kKutoTTAaopatikwy avriowpdtwyv (ANCA) (Anti-neutrophil cytoplasmic autoantibocies), Tta otroia
Tdooovtal  €16IKA EVAVTIO OUCTATIKWY  OTOIXEIWV TOU  KUTOTTAAOUATOG TWV  OUBETEPOPIAWV
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.

Ta cANCA Ttdooovtal kupiwg evdvmia otnv Tpwrteivdon 3. Q¢ Pacikd avtiyévo twv pANCA
avayvwpioTnke n puehouTrepoeiddon. MNapatnpABnke woTdo0o, OTI O TTEPITTUPNVIKOS POOPICUOG TwV
pANCAs dev ogeileTal yévo otnv avridpaon évavt 1ng MPO, aAAd kai evavria oe didgopa GAAa
avTiyéva OTTwG T1.X.: EAaoTAon, kaBewivn G, Aakto@epivn kKai Augoluun.

H MPO c¢ival éva (Tpdoivo xpwpuatiopévo) €viupo pe poplokd Bdpog mepitmou 140 kDa, 10 oTroio
BpiokeTal oTa BACIKA KOKKia Twv oUdETEPOPIAWY. Adyw Tou IoXUpoU KaTiovikoU @opTiou TG, N MPO
0€ KOKKIOKUTTapa oTabepotroinuéva Pe aiBavoAn, METAKIVEITAI TIPOG TIG OPVNTIKA QOPTIOUEVES
TTUpNVIKEG OopEG (TTupnvikr peuBpdavn, DNA) kai Trapdyel pia  TTEQITTUPNVIKA OXNUATOUOP®N
@BopicuoU.

Ta ANCA mrepiypdi@ovtal wg anuavTikoi O€ikTeg aTn d1Ia@opodIdyvwan TwV auTodvoowyv ayyeiiTIidwy.
AutoavTiowpata evavtia 1ng MPO epgavifovtal otnv 1810TTaBAG Kal OTn OXETICOPEVN PE ayyeiimida
TIPOOJEUTIKI]  VEKPWTIKA  oTTelpapaTovePpimda. Aveupiokovial ato  70% TG  WIKPOOKOTTIKAG
ToAuayyelimidag kai o1o 5-50% Tou cuvdpduou Churg-Strauss.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiyparta opoU eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLoVTal Ta EIBIKA AVTICWHUATA aTT® TOV
opo Twv acBevwy, €dv autd UuTTdpXOUV, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BANa TTAUONG. ETreita TpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mmwaong, 10 oUleuypa (CULEUYUEVEG QVOOOCQAIPIVEG)
OuvOEeTal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWNATOG TTOU OXNUATIOTNKE TTPIV, Ol N OUCEUYUEVEG
avoooo@alpiveg atTopakpuUvovTal aTo €TTOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
AVTICWUATWY TTPAYUATOTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&u (aAAayry xpwong oe kKitpivo). O BaBudg oxnuatioyou
XPWHATOG aTTO TO XpwHoyovo eCaptdral ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO aVTIYOVOU-QVTIOWHATOG KAl £TO1 €ival avadAoyog TTpog Thv apXIKhA
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AO TH XPH:H

Xpwua B
2T0I1XEIO MogétnTa KATTAKIOU S?Aupm Mepiypaer / Mepiexdpevo
51TAdoI0 OUYKEVTPWON
PuBuioTiké didAupa delypdTwv . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou vatpiou < 0,1%
(ouvTnpnTIKO)
s . 50TTAGCIa CUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGAupia Adong 1 X 20ml Neuko Mpdoivo | Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvtnpnTikd)
ETOIMA lA XPHZH
Xpwua Xpwua
2T0IXEIO MogétnTa Katrakio  dioAUpar  [Meprypagn / Mepiexdpevo
0 oG
. . . . . AvBpwTTIivog 0padg (dlahupévog), aABoupivn Boeiou
ApvnTIKGG 0pOg EAEyXOU 1x1,5mi Mpdowvo  Aiavyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTikd)
. e . . AvBpwTIivog 0pdg (SlaAupévog), ahBoupivn Bogiou
Oerikdg 0pSg eAtyxou 1x1,5ml Kokkivo - Kirpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiko)
Avnégaomplo BaBuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|aAupavqg), aABom;wvr] Bdeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiKO)
ZuykEVTpwan Kabe avTidpaaTnpiou Babuovounong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpcimnivog 0pog

(Bd1aAupévog), aABoupivn Boéeiou opou (BSA), ogeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)

ZUCTATIKA OToIXEia: AVTI-avOpWITTIVR avococ@alpivn
>ulevyyara, IgG 1 x15ml MtrAe MrrAe onuadepévn pe uTrEPogeIdAoN atrd pagavioa,
aABoupivn Béeiou opou (BSA)

Z1a0epoTroinuévn TeTpapeBUABEVISivn Kal

Yméotpwha TMB 1x15mi Magpo  AIGUYES e nogeisio Tou uBpoy6vou (TMB/H;O,)
AidAupa diokoTmg avtidpaong | 1 x 15ml A\EUKO Alouyég 1M YBpoxAwpikd o0&l
Agv . , . .
12x8 civa Aegv givai Me ammooTTpEVOUG UTTOBOXEIG. AVvaTpEETE OTNV

MAdka pikpoTiTAoTroinoNg Taieg Si0BEoIy

(o]

Slabéaiy TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA UE TNV
o) EMKAAUYN.

* H évtaon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON
AlAITOYMENA YAIKA

O avayvwoTng TTAaKWY pIKpoTITAoTroinang 450 nm avaylyvwokel QiATpa avayvwong kail TTpoaipeTikd 620 nm @iATpa ava@opdg
(600-690 nm). M'uaAiva e€aptApata (KUAIVEpog 100-1000ml), dokipaoTikoi wARVeS yia SiaAUpaTa. AovnTAG avapIENg, TTPOX0IBEG
akpiBeiag (10, 100, 200, 500, 1000 pl) 4 TTpocappolopevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG UIKPOTTAGKAG (300ul
eTmavaAapBavopevn TTpoxoida, i Tpoxoida TOAAATTAWY KavaAliwv A autopaTtoTroinpévo oUaTnua), amoppo@nTiké xapTi. Ol
SoKIpagieg Hag EXOuV wg oXedIATTEI yia va xpnalpoTtroinfoulv pe kaBapd Udwp cUPPWVa PE Toug opiopols TG PapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwraiknig @apuakotroiiag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacTAPIa Tou oUVOAOU AvTIOPACTNPIWY Kal N MIKPOTTAAKA TTPETTEI va QUAdOTOVTaI
otoug 2-8 °C/35,6-46,4 °F péoa oOToug QuBevTIKOUG TTEPIEKTEG. Apaiwpéva  dlaAluara,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva pnva. MNpémer va AauBdavovtal utrdoyn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOCTIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.

Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avtidpaoTnpiwyv! MNpémer va
atmo@elyeTal n évrovn €Tidpacn wTog aTo didGAupa uttooTpwuatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn PePPpdavn NG
OUOKEUAOiag.
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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 Xpnoipotroinan in vitro dlayvwoTIKWwY 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 avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (Opoi
eAéyxou kal avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avBpwTTIvng TTPoéAcuong de PTTopei TTOTE va atrokAEloTel TTAAPWG N TBavoTNTa POAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. lMNa Tov
AOGYyO auTo, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKoTTolouvVTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeaidl 10 KIT TTEPIEXEl UANIKO CWIKNG TIPOEAEUONG, OTTWG QvVAQEPETAl OTOV  TTiVOKQ
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

Fevikég utrodEigEIg

TNV TTEPITITWON KATA TNV OTToIA 01 TTANPOYPOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] ECQAAUEVEG, ETTIKOIVWVACTE JE TOV KATAOKEUQOTH i TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO YTTOPEI va 0dNYroEl o€ 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 KaAQ. MNpETTel oTTWOodATIOTE va TnpEiTal TO
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emwaon: Zuviotoupe amédoon Sokiprpg otoug 30 °C/86 °F yia autopatoTTinuéva
OUOTANATA.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BepUoKpaTieg Avw Twv
37 °C/98,6 °F. Xpnoiyotroigite yia TN Afqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpnoiyoTToiEiTe yia TO SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTa@A YE GAAa avTIdpACTAPIA.
H tehik KAIVIKR Sidyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amd Tov 1aTp6 Aappdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuara. H didyvwon mpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
S1a@popeTIKEG BIAYVWOTIKEG HEOODOUG.
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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 TTPORAETTETAI PEYOAAUTEPN
oldpkela QUAAENG, Ta deiyuata TTPETEN va wuyovTal oToug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

ZUMTTUKVWHEVO PUBMIOTIKO BIGAUPa OEIyUATWY: apalWVeTE 1:5 Pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWUEVO puBuIoTIKG O1dAupa TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ouvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwy:

Aciyyata opou: apaiwvete kal avaueryvoete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPG
OelypaTwy, T.X. (1x) 1000 pl puBpICTIKS didAUPa delyudTwy + 10 pl opde.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didAupa TTAUoNG (1x) ava 8 BuBiopata 4 200 ml
ava 96 BuBiouara 1.X. 4 ml cupTTOkvwPa ouv 196 ml ammrooTayuévo vepod.

Autoparotroinpévn rAuon:

MNa ™ Aeimroupyia Tou epyaAciou Kai To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUon:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw O¢ €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG o€ KAGBe BUBICPO XPNOIKMOTTOIWVTOG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.
MikpoTtrAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePBpdvn Tng ouokeuaaiag oe dpoaepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZXApa dlavopng avTidpaoTnpiwv

MpoTteivoupe TN Xprion ¢ MITTETAG yia avTIOpaoTApIa BaBuovéunong, opolg 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. [Mpiv amd 1o mmmeTdpiopa BePaiwBeiTe 0TI £XETE KTEAEOEI TN BlaBIKOTIA TTPOETOINATIAG 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 TTEPIYPAPETAI
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 diaAUpatog oulelypyoTtog o€ KGBe utTodOXEQ

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 diaAuuartog uttooTpwuatog TMB oe kaBe 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 O€IPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNCINOTTOIWVTAG ThV

TTITTETA.

ETwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTwv
(ouvioTdTal TTpoaipeTiKG Kal oTa 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 0.055 0,1
3 U/ml 0.195 0,7
10 U/ml 0.400 2,4
30 U/ml 0.785 0,5
100 U/ml 1.440 1,7
300 U/ml 2.300 0,9

lMapadeiyua ummroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,794/0,792 0.793 32,1
P 02 1,345/1,321 1.333 84,5

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
Mepioxn péTpNong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,47 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVvTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaTieg
10 Zroixeia Adédoong
10.1 AvaAuTtiki Evaiofnoia
O éAeyxog Tou puBpIoTIKOU dloAupatog 60 @opég oe AESKULISA® MPO kal 8 xaunAwv
apvnTIKWYV delyudaTwy yia 8 popéc atrédwae £va opio avixveuong 1,47 U/ml.
10.2 EidikéTnTa Kai EvaioOnoia

O1 PIKPOTTAGKEG  €ival  €TTIOTPWHEVEG Pe  evdoyevr] avBpwtTivn pughoUTTEpoEeddon. Ta
avTiowpata katd tng MPO cuoxeTiCovTal pe 1810TTa0r 1} OXETICOUEVN HE AYYEITIOO VEKPWTIKN
TaXEWG £CEAICOOUEVN OTTEIPAPATOVEPPITION KAI ATTAVTWVTAI CUXVA TTEPITTOU o€ TT0000TO 60%
TwV 0a00evWv PE MIKPOOKOTTIKA TroAuayyelimda, o€ 1oocootd 10-20% Twv aocBevwv pe
Kokkiwpdtwon Tou Wegener kai o€ 1mooootd 30-50% Twv aoBevwv pe ouvdpopo Churg-
Strauss.>°

151 opoi acBevwv TOU £€mmacxav amod  KokKiwudtwon Tou Wegener, MIKPOOKOTTIKNA
TTOAUQYYEITIOO KOl GAAEG auTodvooeg vooous eAéyxBnkav oto AESKULISA® MPO kai o€ pia
OUOKEUN TOU guTTopiou. ATTO autoug Toug opoulg, 79 deiyuata BpiokovTav eviog TwV Opiwv TNG
QOKIJACiag Kal XPNOoIKMOTToIRBnNKav yia Y CUYKPITIKA MEAETN JE IO OUOKEUNR TOU EUTTOPIOU.

2UOKEUN TOU EUTTOPIOU
AESKULISA® OET. |1000. APN. | Z0voho
MPO OET. 39 4 0 43
Apv. 0 7 29 36
Zuvoho | 39 11 29 79
95% C.1
2UVOAIKO TT0000TO TAUTIONG*  (94,9% 87,7% ¢wg 98,0%
O¢eTIKO TTOOOOTO TAUTIONG 100% 91,0% ¢w¢ 100%
ApvnTiké TTOOOOTO TAUTIONG*  |90,0% 77,0% ¢wg 96,0%

*‘Eva dIpOpoUPEVO ATTOTEAEO A TNG CUCKEUAG TOU EUTTOPIOU BEWPABNKE WG apvNTIKO YIO TO GUYKEKPIUEVO UTTOAOYIOUO.

MNa i ouykpImik  KAIVIK  HEAETN BewpnrOnkav w¢ BeTIKG yia TOV UTTOAOYIOUO TN
olayvwoTIKNAG euaioBnaiag/eidikdTnTag Pévo Ta deiydaTa Ta oTToia Ba ETTPETTE COPWG va
mepiExouv avriowpara MPO (oTreipapatoveppimida, PIKPOOKOTTIKN TToAuayyelimida). OAeg ol
GAAeg dlayvwoelg, TTapd Tnv evdexduevn TTapoucia avricwpdtwy MPO, Bewpnbnkav wg
«apvnTIKESY (TTAAPN OToIXEIO TTAPEXOVTAI KATOTTIV AITAUATOG).
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Aidyvwaon
AESKULISA® OET. | APN. | Zuvoho
MPO OET. 32 6 38
Apv. 2 99 101
ZUvoho | 34 105 139
95% C.I

2UVOAIKG TT0000TO TAUTIONG®  |94,2%

89,1% €wg 97,1%

OeTiké TTO0OOTS TAUTIONG™ 94,1%

80,9% £w¢ 98,4%

Apvntiké TToocooT6 TAUTIONG®  |94,3%

88,1% €wg 97,4%

* EAjeOnoav utréyn pévo deiypata TTabnoewy e oagn Trapoudia avtiowudtwy MPO.

ApIBUOG deIyUATWY PE AESKULISA® MPO
Aidyvwon OET. | APN. [ ZdvoAo
O¢eia ammwAela akong 1 0 1
Xpoévia veppoTrddeia 0 1 1
Churg-Strauss 0 2 2
COPD 3 0 3
No6oog Tou Crohn 0 6 6
EvdokapdiTida 0 1 1
>0vdpopo Goodpasture 0 1 1
Yyin aroua 1 0 1
HIV 0 1 1
MapdAucn 0 1 1
PeupaTikr) TroAupuaAyia (ayyelimidoa) 0 1 1
AvTIOpaaTIKA apBpiTIda 0 21 21
Peuparoeidng apbpitida 0 1 1
EpubnuaTtwdng Aukog 1 0 1
EAkwdNG KoAimda 0 6 6
EAkwdNG KOAITI®Q (ONTITIKF MUKNTIOON) 0 1 1
Kokkiwpdatwon Tou Wegener 0 56 56
Zmeipaparoveppitida (Bet. c-ANCA)* 0 1 1
2meipauaroveppitida (GN)* 2 0 2
mPAN* 30 0 30
Kokkiwparwaon tou Wegener/GN* 0 1 1
ZUuvoAo 38 101 139
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10.3 FpapMIKOTNTA

MNa emAeypévoug opoug uTTopece va e€CakpIfwOei pia ypaupikh ouvaptnon HETagu Tng
apaiwong Kal TG CUYKEVTPWONG TWV AVTICWUATWY O€ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OUwG, &ev gival duvaTd va atToKAEIOTE TO yEyovog OTI
MEMOVWUEVOI 0POi TTAPOUCIAZOUV UN YPOUMIKA CUMTTEPIPOPA.

ApiOp.
Agiyuatog
1

10.4 AkpiBeia

Apaiwon

1/100
1/200
1/400
1/800
1/100
1/200
1/400
1/800
1/100
1/200
1/400
1/800
1/100
1/200
1/400
1/800

METPNUEVN CUYKEVTPWON

(U/ml)
76,5
37,3
19,2
9,4
32,8
17,4
9,0
4,2
342,15
177,5
85,8
42
235,5
121,15
60,3
33,65

QAVOAUEVOUEVI OUYKEVTPWON

40.625

(U/ml)
78,0
39,0
19,5

9,8
33,0
16,5

8,3

4,1
325

162,5

81,25

252
126
63
31,5

Avaktnon (%)
90-110%
98,1
95,6
98,5
95,9
99,4
105,5
108,4
102,4
105,3
109,2
105,6
103,4
93,5
96,2
95,7
106,8

MNa Tov TTpoadiopioud TNG akpifelag TG dokiuaaiag afiohoynOnke n PeTABANTOTNTA (EVTOG
NG idlag dokiyaaoiag (intra-assay), HETalu dlaPoPETIKWY dOKIPaaIwy (inter-assay)) he e€€Taon
TNG ETTAVOANYIKNOTNTAG O€ OKTW OEiyHaTa opoU ETIAEYUEVA WG AVTITIPOOWTTEUTIKA YyIa €va

€UPOG TNG TTPOTUTING KAPTTUANG.

Evtég Tng idiag

dokipaciag
Ap16. Méoog CV (%)
deiyparog 6pog
(U/ml)
1 6,2 14,3
2 7,1 10,6
3 10,1 9,0
4 14,6 9,4
5 25,9 8,0
6 38,6 1,6
7 78,5 2,5
8 173,9 5,7

10.5 Alakpifwon

MeTagu

O10QPOPETIKWYV
SoKIJaoIWV

Api6.
deiyparog

1

2
3
4
5
6
7
8

I\I!écog CV (%)

6pog

(U/ml)
6,2 14,4
7,1 10,8
10,1 8,8
14,6 9,3
28,9 7,7
38,6 1,7
78,5 3,0
173,9 5,8

MeTaBAnToéTnTa
METASU TTaPTIOWV
Ap16. Mécog CV (%)
deiyparog 6pog
(U/ml)

1 6,2 12,7

2 7,0 10,8

3 10,1 8,8

4 14,3 9,2

5 25,6 6,5

6 32,7 3,7

8 162,3 7,4

9 53,5 8,2

To 1T000TIKO CcUOTNPA PETPNONG AOYw EAAEIYNG €vOg BIEBVOUG TTPOTUTTOU aVAQOPAS EXEI
OlaKPIBWOEi pe TTPOOWPIVEG HOVADEG PETPNoNG. Ta atroteAéopaTta didovTal o U/ml.
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12 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




