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Evdedeiyuévn xpnon

AESKULISA® Vasculitis-Screen ELISA civar yia EviupoavoooAoyiky péBodog oTepeRs eaong yia
TOV TTOC0OTIKO Kal TToIoTIKG OAIKO TTpoadiopioud  avTicwpdtwy évavtl Twv PR3 kai MPO oTov
avBpwTmivo opd. KdBe utrodoyxéag cival emKaAupgpuévog pe Quaikr mTpwreivdon 3 (PR3) kal guoikni
puehoUTtrepoeiddon (MPO), kai Ta dUo avTtiydéva eival uwnAAg kKaBapdTnTag TrpoepxOueEva atmo
avBpwTmva oudeTepOPIAa KOKKIOKUTTapa. Ta avti-PR3 kai avt-MPO avTicwpata avayvwpifouv €idIKd
etmiToTTa dlIaPOPPWONG, Ta OTToia UTTAPYXOUV Kal €ival TTPOCITA YOVO yIa T QUOIKA avTiyova-oTtoxoug. O
TPOCBIOPIOUOG QUTWY TWV AVTIOWUATWY £XEl onuacia oTtn d1agopodidyvwaon Twv auToavOoWVY
ayyeimidowyv.

KAIVIKR ) epappoyn Kal apxég Tng HEBodou

Ta avriowparta évavtl TG Tpwteivaong 3 (PR3) kai puehoUtrepogeidaon (MPO) avrikouv otnv oudda
TWV  avTI-OUBETEPOPIAWV-KUTOTTAAOPOTIKWY — avTiowpdTwy  (ANCA) (Anti-neutrophil cytoplasmic
autoantibocies), Ta omoia TadcoovTal €18IKA €VAVTIO CUOTATIKWY OTOIXEIWY TOU KUTOTTAAOUATOG TWV
OUBETEPOPIAWY KOKKIOKUTTAPWY KAl TWV PHOVOKUTTAPWYV. H dI1atmioTwaor Toug yivoTav apXIkK& HEow diag
éupeong dokiyaaiag avoco@Bopiopou (IFT) oe oudeTepOPIAG KUTTAPA, OTOBEPOTTOINUEVA PE QIBAVOAN.
Me Baaon TiG dIGPOPES TTAPATNPOUUEVEG OXNMATOUOPYPEG PBOPIoHOU ETTITUYXAVOTAV £vVaG OIaXWPICTHOG
Twv ANCA oe cANCA pe KUTOTTAQOUOTIKA oxnuaTtopop®r] @Bopiouol kal oe pANCA [e TTEPITTUPNVIKN
oxnuatopop®r @Bopicouol. E@décov 6uwg Kai ol dUo oxnuaTtodopég @Bopiouol Trapouaidlouv
avTIdpAoelG evavTia o€ TTOAG dIoQOoPETIKA avTiyova, o IFT amodeikvueTal wg eAAXIoTa KATAAANAOG yia
TN d10QoPOodIAyvwaon Twv ayyeiimdwy, Ba £TpetTe AoimTdyv, yia 10 Adyo auTd, To atrotéAeoua Tou IFT va
ETTIKUPWVETAI JEOW €VOG €101KOU TTPOTdIOPICHOU TwV avTICWPATWwY PE To ELISA.

Ta cANCA tdooovtal kupiwg evavtia otn PR3, ta pANCA evdavtia otn MPO. O trepimrupnvikdg
®BopIoPOG woTdoO0, dev oPeileTal yovo oTtnv avridpaon Evavti Tng MPO, aAAd kai evdvTia og didgopa
GAAa avTiyéva (11.x.: eAaaTaon, kaBewivn G, Aakto@epivn kal Aucgoliun).

H MPO c¢ival éva (Tpdoivo xpwpuatiopévo) €viupo pe poplokd Bdpog mepitmou 140 kDa, 10 oTroio
BpiokeTal aTa BACIKA KOKKIa TwV OUBETEPOPIAWY. Adyw Tou IaxupoU KaTiovikou @opTtiou TG, . MPO
0€ KOKKIOKUTTapa oTabepotroinuéva Pe aiBavoAn, METAKIVEITAI TIPOG TIG OPVNTIKA QOPTIOUEVES
TTUpNVIKEG OopEG (TTupnvikr peuBpdavn, DNA) kai Trapdyel pia  TTEQITTUPNVIKA OXNUATOUOP®N
@BopicuoU.

H PR3 e¢ivar pio mpwtedon oepivng (29 kDa) ota aloupo@iAa Kokkia (AucoowudTia) Twv
0oUdETEPOPIAWY, TTAPOUCIALEl TIPWTEOAUTIKES 1010TNTEG ATTEVAVTI OTNV €AACTACT, TNV AIJOC@AIPIVN KOl
10 KOAAayovo VI, ek16¢ auTou gival o Béon padi pe Tnv kabewivn G va evepyoTTolEl TA AIUOTTETAAIQ KAl
va amevepyotroiei Twv C 1 —avactoAéa. Ta ANCA Treplypd@ovTal WG ONUAvVTIKOi OEIKTEG OTN
d1a@opodidyvwaon Twv autodvoowv ayyeiimdwy. Ta avti-PR3 atmorehouv €18ikd deiktn opou yia Tnv
KOKKIwpaTwaon Tou Wegener (WG) kai Ba ptropoucav va traifouv Katolo poho otnv €€€NEn Tng
acBévelag. YTmdpxel oTevly oxéon MeTagUu Tou TiTAOU Twv avti- PR3 avriowpdtwv Kai TG
dpaoTtnpidtnTag tng WG. Ta avti- PR3 avricwyuara gival g 8éon va avacTéANOuV TV TTPWTEOAUTIKA
evepyoTnTa TnG TpwrTeivaong 3. Ta avt-MPO epygavidovtalr otnv 1810TTa0AG Kal oTn OXETICOPEVN WE
ayyelimda TTPOOJEUTIKF) VEKPWTIKA OTTEIpaPaTOVEPPITIOA. Aveupiokovtal aTo 70% TnG MIKPOOKOTIIKAG
TToAuayyelimdag kal oto 5-50% Tou guvdpopou Churg-Strauss.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
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-avVOPWTTIVEG AvVOCOOPaIPIVESG, 01 OTTOIEG gival OUleUyPEVeES PE UTTEPOELEIdAoN atrd pagavida
(oUCeuypa). Kard 1n didpkeia piog emwaong, 1o ouleuypa (CuleUyUEVEG OVOOOCQAIPIVEG)
OuvOEETal PE TO OUPTTAOKO aVTIYOVOU — AVTIOWMATOG 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 dlaAupévo o&U (aAAayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG atmd TO Xpwpoyovo e€aptdtal ammd Tnv TTo00TNTA OUleUyUaTOg TTou BpioKeTal
ouvOedEPEVN PE TO OCUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £T01 €ival avaAoyog TTpOG TNV apXIKN
OUYKEVTPWAN TWV QVTIGTOIXWV AVTICWUATWY OTO deiyua acBevoug.
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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 derypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béeiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
s . 50TTAGCIa CUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGhupa TAGoNG 1 X 20ml Neukd Mpdoivo = Tris, NaCl, Tween 20, o&eidio Tou vaTtpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwua Xpwua
2T0IXEIO MogétnTa Katrakio  dioAUpar  [Meprypagn / Mepiexdpevo
0 oG
. . . . . AvBpwTTIvog 0pog (diaAupévog), aABoupivn Boeiou
ApvnTIKGG 0pOg EAEyXOU 1x1,5mi Mpdowvo  Aiavyég opoU (BSA), o&gidio Tou vatpiou < 0,1% (ouvtnpnTiko)
. s ; . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Bdeiou
O€eTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo | Kitpivo opou (BSA), oteidio Tou varpiou < 0,1% (GuvTneNTIKG)
Avnégaomplo Babuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|0Auuavqg), G)\BOL[;I[,IIVI] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvinpnTiKO)
>uykévTpwon kGBe avTidpaoTtnpiou Babuovéunong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpcimmivog 0pog

(Sd1aAupévog), 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 XpWwHaTOG QUEAVETaI PE TN CUYKEVTPWON
Amaitouueva UAIKQ:

O avayvwoTng TTAaKWY pIKpoTITAoTToinang 450 nm avaylyvwokel @IATpa avAyvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). M'uaAiva egaptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwArfveg yia SiaAlpaTa. AovnTAg avauigng, TTPoxoideg
akpipelag (10, 100, 200, 500, 1000 pl) B TTpocapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
eTmavaAapBavopevn Tpoxoida, f Tpoxoida TTOAAOTTAWY KavaAlwy 1 auTopaToTroingévo cUoTnua), atmoppo@nTikd xapti. Ol
doKIpaaoieg Hag £xouv wg oxXedIOOTE yIa va XpnoipoTroinBoulv pe kabapd Udwp oUPPwva PE Toug opiopoUg Tng PappakoTroliag
Hvwpévwy MoAireiov (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avTidpacTAPIa Tou oUVOAOU AvTIOPACTNPIWY Kal N MIKPOTTAAKA TTPETTEI va QUAdOTOVTaI
oTtoug 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 AauBavovtal utréoyn 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 Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv Oev 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 utTOdEigEIg

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

Mnv utTAékeTe n avrikaBioTdre Mdptupeg, BaBuovounTtég, Eviuua 20Ceuéng n WIKPOTTAGKEG
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 avTIdPACTNPIWY O¢ BEPUOKPATies dvw 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, rpoeToIacia Kal QUAagn

ZuvIOTATal N xprion @péokwv OelyudTwy opol. H Afwn TOou aipyatog TPETTEl va yiveral
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Agiyyara opwv TTOU TTEPIEXOUV
owpatidla, va ToTToBeToUvVTal JE XAMNAR TaxUTNTA 0T CUOKEUN Quyokévipnong (<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 PEYOAUTEPN
oldpkela QUAAENG, Ta deiyuata TPETEN 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 puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didAupa TTAUoNG (1x) ava 8 Bubiopata i 200 ml
ava 96 BuBioparta 1.X. 4 ml cupTTUKvwPa cuv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa ™ Aeiroupyia Tou epyaAciou kai To VeEKPO OYKO TTPETTEI va An@OoUv uttéwn TTPOOBETEG
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€ KABe BUBICPO XPNOIKMOTTOIWVTAG 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 pePPBpavn 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 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 mpoPAsTTOpeva BuBioparta 100 ul atréd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAl
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacoTrpia Babuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotripio BaBuovéunong oplakng TIPAG (CC) yia
u MOIOTIKH eppnveia
Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTAPAKATW:

IR i e ApvnTiKSS 0pd¢ eAéyxou (NC) Kai BETIKOS 0pdC EAEYXOU
(PC) kabwg Kkai

e AiaAupévo opd acBevwyv (P11, P2..)

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

!
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAUpa TTAUCNG
— - (apaiwpévo 1:50).
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10.

11.

12.

13.
14.

L

+100 pi

®

30

3x 300ul

30

oD, ODBE/\/

450/620 nm

I

2XYZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG diGAUMA TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAduartog uttooTpwuatog 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 diaAuparog dlokoTTAG avTidpaong o€ KA BuBioua Pe
TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOCINOTTOIWVTAG ThV

TTITTETA.

ETwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVaKIVEITE TTPOOEKTIKA TNV TTAGKA yIa 5 deuTepOAETITA.

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

6/10




Product Ref. 3323

AE S K U' D lAG N O STl C S Product Desc. Vasculitis-Screen

Manual Rev. No. 004: 2025-02-14

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 0,101 4,1
3 U/ml 0,225 1,9
10 U/ml 0,380 4,3
30 U/ml 0,732 0,9
100 U/ml 1,277 0,8
300 U/ml 2,150 0,5

lMapadeiyua ummroAoyiouou
AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 1,405/1,383 1,394 110,8
P 02 0,909/0,931 0,920 49,3

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méeéy." 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 KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
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: 1,0 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 AvaAuTtiki EvaioBnoia
Aokipaoia Tou puBuIoTIKOU diaAUpaTog deiypaTtog 30 @opéc oe AESKULISA® Vasculitis-
Screen divel avaAuTikA euaicBnaoia 1,0 U/ml.

10.2 EidikéTnTa Kai Evaiodnoia
H 1TAGKa PIKPOTITAOTTOINONG €ival TTIKAAUPPEVN PE QUOIKA avBpwTTivn TTpwTeivdon 3 Kai
QUOIK  avBpwTtTiv  JUEAOUTTEPOEEIBAON  ammd  oudeTEPOPIAG  KOKKIOKUTTapa. A€
OIaTTIOTWVOVTAl  avTIOPACTIKOTATEG dlaoTaupwong HME GAa  avtiyova. H  dlayvwoTiK
eIdIKOTNTa Twv PR3- avriowpdtwy ot diIdyvwon Tng KOKKIwpdtwong Ttou Wegener
avépxetal oto 95%. H diayvwoTik euvaiobnoia Twv PR3- aviiowpdtwv yia v
KokKiwpudtwaon Tou Wegener Bpioketal o€ evepyr EENIEN oTa 90%, OTav dev UTTAPXEI VEPPIKN)
OupuETOXN, N dlayVWOTIKA gualodnaia gival povo75%. Ta avt-MPO aveupiokovtal 1o 70%
TWV a0BevwWV PE MIKPOOKOTTIKA TToAuayyeiimida kal oto 5-50% Twv aoBevidv pe ouvOpouo
Churg-Strauss.

10.3 FpapuIKOTNTA

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikh ouvaptnon MPETagU NG
apaiwonNg Kal TG CUYKEVTPWONG TWV AVTIOWUATWY O€ authy Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWPEVOI 0POi TTAPOUCIAZOUV N YPOUMIKA CUPTTEPIPOPG.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuarog (U/ml) (U/ml)
1 1/100 218,0 220,0 99,1
1/200 105,0 110,0 95,5
1/400 51,4 55,0 93,5
1/800 25,3 27,5 92,0
2 1/100 112,6 115,0 97,9
1/200 56,3 57,5 97,9
1/400 27,1 28,8 94,1
1/800 13,4 14,4 93,1
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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TG peBddou eCakpIBWONKE PE TPEIG OPOUG O DIOPOPETIKEG TTEPIOXES
TNG TTPATUTING KAPTTUANG N ECWTEPIKN KAl evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdidaueon péBodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 211.,4 3,2 1 209,4 3.4
2 118,9 2,9 2 120,9 2,5
3 88,9 1,5 3 94,3 2,8

10.5 Alakpifwon

To ToooTIKO cuoTnPa PETPNONG AOYW EAAEIPNG evdg O1EBvoUG TTPOTUTTOU avaQopdg EXEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETpnonG. Ta atroteAéopaTta didovTal ae U/ml.
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12 PuBuioTiIKd cUuBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApIBu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog apTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- EupwTraikri oupguvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

"w agsku e

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electrénicas de utilizacédo

- 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 a 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

- Karaokeuageral amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakodg opdg AvTidpaaTripio Babpovounong

- Calibrador de cut-off

- Controllo positivo

- Positive Control

CON/|+

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaoTrpio Babuovounaong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmikaAuppévn pikpotrAdka

- Microplaca revestida

- Tampone di lavaggio - Wash buffer
WAS H B 5 0 - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PubpioTiké didhupa TAGoNg

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

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

STOP

- Reagente bloccante

- Stop solution

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIoTIKG SiGAupa SelypaTwy

- Diluente de amostra




