AHTUHEATPO®UIbHI LLUTOMNA3ZMATUYHI
AHTUTINIA, CKPUHIHT, BACOKOUYTNIBUN

ANCAscreen hs (high sensitive)
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Bepcia 3

OcHOB0I0 _Npu__NnposedeHHi _aHaAsi3y € OpueiHan _iHcmpykuil
aHeniticbkolo Mo8oto, 8k1adeHol 8 Habip. Homep i dama sepcii
opueiHaay ma nepeknady iHCmpykuil No8UHHI cnisnadamu.

MPU3HAYEHHA

Habip Alegria ANCAscreen hs (BMCOKOUYTNIMBMI) — Lie TeCToBa cMCTeMa Ha
ocHoBi IOA ana AKicHOro CKpuHiHry aytoanTutin knacy IgG go PR3 i MPO y
3pasKax NofCbKoi cMpoBaTKy abo nnasmu. Liei npoayKT npusHayeHnin Tinbkn
ans npodeciinHOro BUKOPUCTaHHA B in vitro giarHocTuui.

AHTUHeNTPOo®INbHI LuTonnasmaTnyHi aHTuTina (ANCA) go npoteiHasu 3 (PR3)
abo mienonepokcrpasv (MPO) € giarHOCTUUHVMM MapKepamm Ans NoB'A3aHmX
3 ANCA BickyniTis. PR3 € 3HauyLMmM aHTUreHOM B rpaHynemaTtosi 3 noniaHritom
(GPA, paHiwe rpaHynematos BereHepa). MPO andepeHLUitoe MikpocKoniuHWi
noniaHrit (MPA) Ta eo3uHodinbHUiA rpaHynematos 3 noniaHritom (EGPA). Tect
nigTpUMye AndepeHLinHy [iarHOCTVKY LIUX 3aXBOPIOBaHb MNPU BUKOPUCTAHHI B
KOMOGiHaUii 3 iHLWMI NabopaToOPHUMM Ta KNIHIYHUMU BUCHOBKaMMU.

APUHUUN TECTY

Cymiww ounwieHunx aHTureHiB PR3 i MPO HaHeceHa B MiKpOJTyHKM.

AHani3 Alegria® Bkntouyae B ce6e 8-MUITYHKOBI MiIKPOCMYXKM 3i LUITPUX-KOAaMU,
AKi HasvBawoTbcA TecT-cMmyKKamm Alegria®. KoxHa cMyXKa npusHaveHa ansa
aHanisy ofHoOro 3paska nauieHta. TectoBa CMy»KKa MiCTUTb NOBHUIA KOMMNEKT
pearenTiB. Ciogn BKoYeHi GepmMeHTHUIN KoH'toraT, depmeHTHMIN cybcTparT,
6ydep ana po3BeaeHHA 3paskiB i cneyndiuHMin TeCToBUA KOHTPOIb. Kpim
TOro, KOXHa CMy>KKa Ma€ ABi NyHKW, MOKPUTI aHTUTeHOM, AKi Cny»>KaTb B AKOCTi
peakuinHNX NyHOK ANA KOHTPOIO Ta 3pa3Kka nauieHTa.

Bu3HaueHHs TIPYHTYETbCA Ha HenpAMin  ¢depMeHTHO-MOB'A3aHIN  IMYHHIN
peakuii 3 HaCTyNHUMK cTagiamn: AHTWTING, NPUCYTHI B MO3UTUBHUX 3pa3Kax,
3B'A3YI0TbCA 3 @HTUr€HOM, HaHECEHVIM Ha MOBEPXHIO ABOX PeaKLiHNX JYHOK,
YTBOPIOOUN KOMMNNEKC aHTUreH-aHTuTino. Micna iHkybauii, Ha nepwomy etani
NPOMMBaHHA BUAANATbCA He3B'A3aHI | He cneyndiyHO NoB'A3aHi Monekynu.
MocnigoBHO gofaHuii GepMeHTHUI KOH'IoraT 3B'A3YETbCA 3 iIMMOGINi30BaHNM
KOMM/EKCOM aHTUTiNo-aHTureH. MNicna iHKy6auii nig yac gpyroi NpommBKM
BUJANAETbCA He3B'A3aHNN  (epMeHTHWUI KoH'loraT. [lofaBaHHA PO3UKHY
depmeHTHOrO CybCTpaTy NPU3BOANTL AO rifponisalii i PO3BUTKY KONbopy Mig
yac iHKy6aUii. IHTEHCUBHICTb CUMHBOTO KONbOPY BiANOBIfA€E KOHLEHTpaLil
KOMIMNIEKCY aHTUTINO-aHTUreH i MoXe 6yTu BUMipsAHa poToMeTpmnyHO npu 650
HM.

HaHnin TecT 3acHOBaHWI Ha 3anaTeHToBaHin SMCC®-texHonorii (Sensotronic
Memorized Calibration): iHdopmaLis npo TecT, aHani3 Ta oro oLiHKa, a TaKOX
TePMiH NPWAATHOCTI ANA KOHKPETHOI napTii MICTATbCA Ha LWTPUX-Kofi,
3a3HaYEHOMY Ha KOXHill TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MOXHa  BMKOPWCTOBYBATU 3 [iarHOCTUYHUM
iHcTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTWM30BaHWM aHasi3aTopom 3
[oBiNbHUM fJocTynoMm. 3a gonomoroto SMC®-TexHonorii faHi, 3aKogoBaHi Ha
LUITPUX-KOAI, NepepaloTbca Bifi TecT-cMyxKn Alegria® o npwunagy Ta aHanis
aBTOMaTWYHO 06poONAETbCA | ouiHoeTbcA. lMpunaa 3uuTye paty TepmiHy
npugaTtHocTi i BigKMAae nopanblly 06pPOO6KY, AKWO BUNALIOB TepPMiH
nprAaTHOCTI TecT-cMy»KK Alegria®.

NMONEPEAXKEHHA TA 3ACTEPEXXEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKM ANA AiarHOCTUKK in vitro.

. KomnoHeHTV Habopy MICTATb MaTepiany JIOACbKOro MOXOAMEHHSA, AKi
npoTtectoBaHi meTogamu, cxsaneHummn FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BIl. OpgHak, »ofeH MeTOA He MOXe rapaHTyBaTtW, Lo
NPOAYKTU NIIOACHKOrO MOXOAXEHHA He iHdikoBaHi. OTxXe, 3 peareHTamu
Ta 3pa3kaMun CMPOBATKM CNif NMOBOAUTUCH AK 3 MOTEHLiNHO iHeKUinHO
Hebe3neyHnmu.

o Bruyaunin cuposatkoBuin anbbymiH (BCA), BUKOPUCTaHWI B KOMMOHEHTAX,
6yB npoTecToBaHWi Ha BSE i BUSIBMBCA HeraTUBHMM.

. YHukaiite KoHTakty 3 TMB (3,3", 5,5° - TeTpameTun6eH3ngnHom).

. PiguHa cnctemn micTnTb KUCHOTY, Knacudikauis - HebesneyHa. YHUKaTH
KOHTaKTY 3i WKipoto.

. KoHTponb, 6ydep ansa 3pa3kis i npomrBHUIA bydep MicTATb a3ng HaTpilo
0,09% B AKOCTi KOHCepBaHTy. Lla KoHuUeHTpauia Knacnoikyerbca sk
6e3neyHa.
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. DepMeHTHUI KOH'toraT, KOHTponb i 6ydpep ana 3paskiB mictatb ProClin
300 0.05% B AKOCTi KOHCepBaHTY. Lia KoHueHTpauia knacudikyeTbca AK
6e3neyHa.

Mig yac 06po6KM BCiX peareHTiB, 3pa3kiB i CUPOBATKU [OTPUMYBaTUCA

icHytlouMx nNpaBus N1abopaTopHoi 6e3neKkm i HanexHoi 1abopPaTopPHOT NPaKTUKM:

. 3axoau nepuuoi gornomoru: MNpu NnonagaHHi Ha WKipy, HeraHo peTenbHO
NPOMUTY BOLOIO 3 MUIOM. 3HATW 3abpyAHEHWUA ofsAr i B3yTTa i BUMUTU
nepef NOBTOPHUM BMKOPUCTaHHAM. fKWO pifvMHa cucTemn BCTyMaE B
KOHTAKT 3i LWKipOoto, peTenbHO NpoMuiiTe Bofot. [licna KOHTaKTy 3 oumma
peTefibHO MPOMUTK BIAKPUTE OKO MPOTOYHOK BOAOI MPOTArOM He
MeHLe 10 XBUAIMH. 3BepHITbCA A0 nikaps, AKLO Le HeobXigHo.

. Ocobucra 6e3neka, 3aX1cHe CNopAIPKEHHSA | HaA3BMYalHI 3axoau:

[oTpumyBaTnca NpaBun TexHiKM 6e3neku nabopatopii. YHUKATN KOHTAKTY 3i

WKipoto Ta ounma. He koBTaTn. He ninetyBatn potom. He npuimatu ixy, He

MUTK, HEe KYPWUTM i He HaHOCUTWU MaKisX B TUX obnactax, Ae 3HaxoAATbcA

3pa3kum abo peareHTM Habopy. [Mpu po3nuBaHHi 3ibpaTn 3 iHEPTHUM

MaTepianom i yTunisysaTtu.

. 3acobu iHauBigyanbHOro 3axucty: OpAraT 3axUCHi  PyKaBUYKM 3
HITPUTHOrO KayuyyKy abo HaTypanbHoOro natekcy. HociTb 3axucHi
oKynapu.

. YMoBU, AKMX Clifl YHUKATK: TaK AK pO34YnH CybCTpaTy € CBITIOUYTIUBUM,
36epirat cmyxkm Alegria® B TeMpsBi.

. [nAa ytunisauii nabopaTopHMX BiAXoAiB 4OTPUMYBATMCA HaLiOHaNbHOrO
abo perioHanbHOro 3aKOHOAABCTBA.

LoTprmyinTecb pekomeHgaLi ANA BUKOHAHHA KOHTPOJIIO AKOCTi B MeAUYHMX

nabopaTtopisAx LWAAXOM aHani3y KOHTpoio i/abo 06'efHaHNX CPOBATOK.

BMICT HABOPY

24 ORG 389 [locTaTHbO AnA NpoBeAeHHA 24 aHanisis
TectoBi cMyxKkn  TecT-cmyxKki Alegria® € moaynamu no 8 NyHOK KOXHa,
Alegria24  sKi cknapaloTbcs 3:

JNlyHkn 1+2:  TMopoxHi i 6e3 HaHeceHHA (NMyHKW AnA
= po3BefeHHA 3pa3kiB)

- JlyHkn 3+4:  BKpwTi aHTUreHoM (peakuinHi nyHKm)

JlyHka 5: KoHTponb; »OBTOro Konbopy; MiCTUTb
cneyundiyHi aHTUTING, PBS, BCA, Mutounin
3acib, KoHcepBaHT a3ugy HaTpito 0,09% i
ProClin 300 0.05%.

JlyHKa 6: QepMeHTHMIN KOH'loraT; cBiTNO-
YepBOHWIA; MICTUTb aHTUMIOACLKI 19G
aHTuTINa, MiveHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.

JlyHka 7: Bydep nmonAa po3segeHHs  3pa3kKiB:
XoBTU; mictutb PBS, BSA, mutounn
3acib, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.

JlyHka 8: TMB cy6cTpat: npo3opuis; mictutb 3,3 ',
5,5' - TeTpameTn6EH3MANH.

LTpux-kopa: Ha po3gpykisui: ANCA-hs

ANCAscreen hs

1x20mn  lNpomuBHuin 6ydep, wo mictutb Tpic, Muounii 3acib,
KOHCepBaHT a3ugy Hatpito 0,09%; 50 X KOHLUeHTpaT
1x25mn  CucremHa piguHa, MicTUTb Kncnoty; 1000 X KOHLeHTpaT

1 Ceptudikat aHanisy

3BEPIFAHHA TA CTABUIbHICTb

. 36epiratu Habip npu 2 - 8 °C B TempsABi.

. He nigpaBatu peareHTn ansa aHanisy BNAUBY Tenna, COHUA abo C1bHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHS.

. TpumaTh  MIKpONAAHWETHI  NYHKNW B repMeTUYHOMY Milleyky 3
ocyLyBayem.

. TepMiH npupaTHOCTI 3anevyaTtaHoro Habopy ctaHoBUTHL 15 MmicAuiB Bif
[aTU BUrOTOBMNEHHA. PeareHT cTabinbHi [0 3aKiHUEHHS TepMiHy
npuaaTHocTi Habopy.

. PossepeHun bydep pna 3paskie Ta CuctemHa PignHa cTabinbHi
npuHaimMHi 30 aHiB Npun 2-8 °C. PeKOMeHAYETbCA BUKOPUCTAHHA B TON Xe
[eHb.

HEOBXIAHI MATEPIANIN

. BopTekcHuin mikcep

. Minetkn Ha 10 mkn

. MipHui unningp Ha 1000 mn i 2500 mn
) OnctunboBaHa abo AeioHi3oBaHa BoAa

3bIP, 3BEPIFAHHA | POBOTA 31 3PA3KAMU
. 36epiTb 3pa3ky LiNbHOI KPOBi, BUKOPWUCTOBYIOUM MPUAHATHY MeAnYHY
TEXHOMOTIt0, YHNKA0UMN reMonisy.



. Hanite  MOXNUBICTb
LeHTpUdyryBaHHAM.

e  CupoBaTka MOBMHHa OyTU umucTol0 i HeremonizoBaHow. HeobxigHO
YHUKATW reMosliTMyHoi abo ninemiuyHoi cpoBaTKu.

e 3pa3ky NoBUHHI 36epiratuca npu 2-8 °C go 5 gHiB abo npm -20 °C go
wecTn micauis.

. YHUKalTe NOBTOPHOIO 3aMOPOXKYBaHHA i PO3MOPOXKYBaHHA 3paskis. Lie
MOXe NPW3BECTW A0 BTPATU aKTUBHOCTI ayTo aHTUTINamMu.

e  He peKkomeHAOBaHO TECTyBaHHSA iHaKTMBOBAHOI TEMN/IOM CUPOBATKY.

KPOBi  3rycTutuca i BiJOKpemTe CMpOBaTKY

MPOLEAYPHI 3AYBAMEHHA

. He BUKOPUCTOBYINTE KOMMOHEHTW Habopy nicis 3aKiHUeHHA TepMiHy
npWAATHOCTI.

. Bci maTepianu cnif nprBecTu 4o KiMHaTHOI TemnepaTypu.

. [nAa 3ano6iraHHA 3abpyAHEHHA MiHANTE HAKOHEUYHUKN MiXK 3pa3Kamul.

NIArOTOBKA PEATEHTIB

lMpomusHuli 6yhep

Po3baBTe koHUeHTpaT MpomusHoro 6ydepa (50x) 3 5-KpaTHUM KOHLIEHTPaTOM
6ydepa 3paskiB ANCTUNIbOBaHOW abo [AeioHi30BaHOI BOLOK A0 KiHLEBOro
o6'emy 1000 mn nepef BUKOPUCTaHHAM. BHecT po36aBneHuii MpomMMBHMIA
6ydep B KOHTelHep ANA peareHTy iHCTPYMEHTY. fKLLO TiNbKW OAVH aHani3 Ha
fleHb MNPOBOAUTUMETHBCA, MU PEKOMEHAYEMO BHOCUTU Tinbku 500 mn
po3sBepeHoro MNpomusanbHoro bydepa.

CucmemHa piouHa

Po3sBectn KoHueHTpat CuctemHoi PiguHu (1000x) 3 AncTunboBaHol abo
[ZleioHi30BaHOI0 BOAOIO A0 KiHLEBOro 06'emy 2500 M nepes BUKOPUCTAHHAM.
MepeHectn posbaBneHy CuctemHy PignHy B KOHTelHep pAnis peareHTy
IHCTPYMEHTY.

Tecmosi cmy»Ku

Lictath HeobXigHY KiNbKiCTb TeCT-CMYXOK 3 YMaKOBKW i npuBectn ix Ao
KiMHaTHOT Temnepatypu (20-28 °C). He 3HiMaTV NOKPUTTA 3 MOPOXKHIX NYHOK,
NOKMW BM He FOTOBI pO3MoyaTu aHanis.

METOAUKA NPOBEAEHHA AHANI3Y
Tect-cmyxkmn  Alegria® 3 TexHonorielo  SMC®
LiarHOCTUYHUM iHCTpyMeHTOM Alegria®.

[HeTanbHy iHpopMaLilo Npo poboTy 3 NPUNAAOM MOXHA 3HANTW B IHCTPYKLT

LLIOA0 3aCTOCYBaHHA.

1) 3HiMiTb NOKPUTTA 3 NOPOXKHIX NYHOK 1-4 Ha TecT-cMyxKax Alegria®.

He 3HiMmamTe NOKpMTTA 3 NYHOK 5-8 3 HaHeCeHMM Ha HUX WITPUX-
KofoM.

2) MinetyBatn 10 MKN Hepo3baBneHoro 3paska NaljieHTa (crpoBaTka abo
nnasma) B H/KHIO YaCTUHY JTYHKM 1.

3)  MNomicTiTb cMyXKy B SysTray.

4)  ToctaBuTU 3aBaHTaxeHU SysTray B NMpaBuibHe MOSIOXEHHA B Npunagi
Alegria® i nouyatm pob6oty. Bci mopanbwi Kpoku 6yayTb 3pobneHi
aBTOMaTWuHo. [poBefeHHA aHani3y BBaXa€TbCA 3aBEPLUEHVM, KOMn
npunag noYmMHae fpyKyBaTu pesysbTaTu.

BUKOPUCTOBYIOTbCA 3
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KAJNIBPYBAHHA
s cuctema aHanisy BigkanibpoBaHa Yy BIAHOCHMX YMOBHUX OAMHMLAX,
OCKiNbKM XOAEH MiXHapOAHWI eTaNloHHUI npenapat He AOCTYNHWIA AnA
[aHOro aHanisy.

NIAPAXYHOK PE3YJIbTATIB

3a ponomoroto SMC® TexHonorii BCi TecTOBi AaHi nepepaloTbca B cucTemy
yepes OKpeMi LITPUX-KOAW Ha TecT-CMyxKax. Po3paxyHOK i iHTepnpeTauis
pe3ynbTaTiB BUKOHYBaTUMYTbCA aBTOMaTUYHO.

POBOU4I XAPAKTEPUCTUKU
[liana3soH BUMiplOBaHHA

[Ona akicHux pe3ynbTaTiB "Index Value" (IHOeKC) aBTOMaTUYHO OGUUCIIOETHCA
wnsxom aineHHa OD 3pa3ka Ha OD BHyTpiWwHboro cut-off KoHTponio.

OuiKyBaHi 3HaYeHHA

Mepeknaday 3enexcokaT. |.

Y pocnifiXeHHi HOpPManbHOro Aianas’oHy 3 BMKOPUCTaHHAM 3pasKiB Bif
3[]0POBVX [JOHOPIB KPOBI TaKi AianasoHu Oynu oTprMaHi 3 JaHUM aHanizom:

['paHnuHe 3HaueHHa Cut-off: IHpekc 1.0
IHTepnperTauin pesynbraris
HeratnBHUn: IHgekc < 1.0
[Mo3nTBHUI: IHgekc = 1.0
OBMEXEHHA NPOLEAYPU

Lern aHani3 npu3HaueHWn B AKOCTI [AiarHOCTMYHOI ponomoru. [leBHuiA
KNiHIYHWI JiarHO3 He MOBMHEH IPYHTYBATUCA Ha pe3ynibTaTtax OfHOro TecTy,
BiH MOBWHeH OyTn 3pobneHWn nikapem MicnA OUIHKM BCIX KNiHIYHMX Ta
nabopaTopHuX JoCnigkKeHb. TakoX KOXHe pilleHHA ana Tepanii  cnig
npuimaTt iHgmeigyanbHo. Bule 3a3HayeHi naTtonoriyHi i HopmanbHi
fianasoHn AnA aHTUTIN B 3pa3kax nauieHTa cnig po3rnagatv TiNbKM AK
pekomeHpgauii. KoxHa nabopaTtopis NOBMHHa BCTAHOBUTY CBOI BNacHi HOpmMM,
BignogsigHo po ISO 15189 abo iHwi aitoui npasuna nabopaTtopii.

NininHicTb
Lle akicH1 aHani3. Bumorun go KinbKiCHUX aHani3iB He 3aCTOCOBYIOTbCA.

BigTBOpIlOBaHICTL

TouHicTb B Mmexax Tecty: KoediuieHT Bapiauii (CV) po3paxosyBanu pfna
KOXHOrO 3 TPbOX 3paskiB 3 pe3ynbTaTiB 24 BM3HayeHb B OJHOMY aHanisi.
PesynbTaTi AnA TOYHOCTI B MeXax aHanisy HaBedeHi B TabnuLi HKue.
MixkcepinHa TouHicTb: KoeodiuieHT Bapiauii (CV) po3paxoByBanu Ans KOXXHOro 3
TPbOX 3pa3kiB 3a pe3ynbTaTamu 6 BU3HaYeHb B 5 pi3HMX aHani3ax. Pesynbtatn
[NA BUKOHaHHA [0 3anyCcKy TOYHOCTI HaBefeHi B TabnuLi HuKue.

B cepeauHi aHanisy Mix aHanizamn

CepegHe v CepegHe v

3pasok 3HayeHHA [%] 3pasokK 3HayeHHA [%]
IHgeKc IHgeKc

1 (MPO) 1.4 2.4 1 (MPO) 1.1 2.2
2 (MPO) 1.0 33 2 (MPO) 0.7 6.5
3 (MPO) 2.2 2.7 3 (MPO) 2.3 6.4
1 (PR3) 2.3 2.7 1 (PR3) 1.4 5.7
2 (PR3) 44 4.2 2 (PR3) 4.0 15
3 (PR3) 44 34 3 (PR3) 2.3 6.1

InTepdepyioui peuoBrHMN

He cnoctepiranocsa iHTepdepeHLii Npu TecTyBaHHi 3pa3kiB 3 remonizom (oo
1000 mr/gn), ninemieto (go 3 r/pn Tpurniuepugis) abo NiABULLEHUM BMICTOM
6inipy6iHy (no 40 wmr/gn). He cnoctepiranoca 6yfb-Akoro BnavBy npu
BMKOPUCTaHHi aHTukoarynanTtis (Uutpatr, EOTA, renapwH). OpHak, He
PEeKOMEHAYETbCA BUKOPWCTOBYBATM 3pa3kM 3 CWIbHUM remosnisom abo
ninemieto.

Pe3ynbTaTu focnigKeHb

Clinical Diagnosis

Pos Neg
ORG 389 Pos 40 2
ANCAscreen hs Neg 2 40
42 42 84
YytnusicTb: 95.2 %
CneunodiyHicTb: 95.2 %
3aranbHa y3roaxeHicTb: 95.2 %
BUPOBHUK

OP[JXKEHTEK fiazHocmuka Tm6X
Kapn-Uatic-LLImpacce 49-51
55129 MatiHuy-Hime4yyuHa
TenegpoH: +49(0) 61 31/92 58-0
Dakc: +49 (0) 61 31/92 58-58
IHmepHem: www.orgentec.com


http://www.orgentec.com/

oIAMEB )

YMOBHOBAMEHUW NMPEACTABHUK

TOB «[JIAMEB»
8ys1. Yoproseona, 97
M. lsaHo-®paHkiecbk, 76005
men.: +38(0342) 775 122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.com
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