AHTUTINA IgG 4O MIKPOCOM 1-Io TUny
NEYIHKUA TA HUPOK

Anti-LKM-1

Kam.N¢:  ORG 253 Jama sunycky iHcmpykuyii: 2018-01-02

Bepcia 4

OCHOB0I Npu NpoB8edeHHi aHanizy € opueiHan iHcmpykuil
l aHaniticbkolo Mo8oto, 8kiadeHoi 8 Habip. Homep i dama sepcii
opuziHanay ma nepeknady iHCmpyKuii No8uHHI cnisnadamu.

MPU3HAYEHHA

Habip Anti-LKM-1 sBnsae coboto TecT-cuctemy Ha 6asi IOA ana kinbkicHoro
BMMIipIOBaHHA ayToaHTUTIN Knacy IgG Ao MiKPOCOM NeYiHKU-HNPOK 1-ro Tuny y
3paskax CMpoBaTKM abo mnasmm noauHu. Llein npofdyKT npusHaueHunin TinbKu
ans npodecinHOro BUKOPUCTAHHSA B in vitro giarHocTtuui.

AHTUTINA MIKPOCOM neviHKu-HupKu Tuny 1 (aHTn-LKM-1) € mapkepamun gna
OndepeHLianbHOI AiarHOCTVKM ayToiMyHHoro renatuty (AlH). HasBHicTb aHTu-
LKM-1 aHTuTin BKasye Ha AlH-2.

NPUHLUUMN TECTY

BricokoounwieHunin 6inok pPekomMbBiHAHTHOrO aHTUreHy Tuny 1 Mikpocoma
neyiHky Ta HUPoK (LKM-1) HaHeceHWIn B peaKUiiHi NyHKW.

AHani3 Alegria® Bkntouae B cebe 8-MUITYHKOBI MIKPOCMY»KKN 3i LUITPUX-KOAAMMU,
AKi Ha3mBaloTbcA TecT-cMyxkamm Alegria®. KoxHa cMyXKa npusHauyeHa ans
aHanisy ofHoro 3paska nauieHTa. TectoBa CMy»KKa MiCTUTb NOBHUIA KOMMNEKT
peareHTiB. Cloan BK/OUYEHi GepMeHTHUI KOH'loraT, depmeHTHUI cybcTpaT,
6ydep ana po3sedeHHs 3paskiB i cneundiuHNn TeCTOBMIN KOHTPOnb. Kpim
TOrO, KOXHa CMYXKa Ma€ ABi NyHKM, NOKPUTI aHTUreHOM, AKi ClyxaTb B AKOCTi
peakuiiHMX TYHOK ANA KOHTPOSIO Ta 3pa3ka naujieHTa.

Br3HaueHHA [PYHTYETbCA Ha HenpAMmii pepMEHTHO-NOB'A3aHIN  IMYyHHI
peakuii 3 HaCTyNHUMK CTagiamMn: AHTUTING, NPUCYTHI B NO3UTUMBHUX 3pasKax,
3B'A3YIOTbCA 3 @aHTUTEHOM, HAaHECEHMM Ha MOBEPXHIO ABOX PeaKLiiHUX YHOK,
YTBOPIOKOUN KOMMNEKC aHTUreH-aHTuTino. Micna iHky6auii, Ha nepwomy etani
NMPOMVBaHHA BMAANATLCA He3B'A3aHi | He cneuudiuHo NoB'A3aHi Monekynu.
MocnigoBHO AopaHWin depMeHTHUIA KOH'loraT 3B'A3yeTbcs 3 iMMOGini3oBaHUM
KOMMNEeKCOM aHTUTiNo-aHTuUreH. MMicna iHky6auii nmig uyac gpyroi npoMuBKM
BULANAETbCA He3B'A3aHUN GepMeHTHWMI KoH'loraT. [lofaBaHHA pPO3UMHY
depmeHTHOro cybCcTpaTy NpU3BOANTbL AO riaponisaLii i po3BUTKY KONbopy i
yac iHKy6auil. IHTEHCUBHICTb CMHbOIO KONMbOPY BiAMOBILAE KOHUeHTpauil
KOMMAeKCY aHTUTINO-aHTUreH i Moxe 6yTn BUMipsAHa doToMeTpuyHo npu 650
HM.

[aHunii TecT 3aCHOBAHUI Ha 3anaTteHToBaHin LKM-1C®-texHonorii (Sensotronic
Memorized Calibration): iHdpopmaLisa Npo TecT, aHasi3 Ta MOro ouiHKa, a TaKoX
TEPMiH NPUAATHOCTI ANA KOHKPETHOI MapTii MICTATbCA Ha LWTPUX-KOAi,
3a3HaYEHOMY Ha KOXHill TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MOXHa  BMKOPUCTOBYBAaTM 3 [iarHOCTUYHUM
iHCTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHVM aHani3aTopom 3
AOBiNbHUM gocTynom. 3a gonomoroto LKM-1C®-TexHonorii AaHi, 3akofoBaHi Ha
WTPUX-Kofdi, nepedaoTbca Bif TecT-cMyKu Alegria® go npwnagy Ta aHanis
ABTOMATMYHO 0OPO6NAETbCA | OUiHIETbCA. Mpunag 34nTye faTy TepmiHy
npuaaTHOCTI i BiAKMAAE rMopanblly O6POOKY, fKIWO BUALWOB TepMiH
NpWAATHOCTI TeCT-CMyXKK Alegria®.

NMONEPEAXEHHA TA 3ACTEPEXKEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKM AnA AiarHOCTUKK in vitro.

. KoMnoHeHTV Habopy MICTATb maTepiann NIOACbKOrO MOXOAXEHHSA, AKi
npoTtectoBaHi metoaamu, cxBaneHumu FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BUI. OpHak, ofeH MeTof He MoXe rapaHTyBaTtW, WO
NPOAYKTW NIOACBKOIO NMOXOKEHHA He iHdiKoBaHi. OTxe, 3 peareHTamu
Ta 3pa3Kamy CUPOBATKM CMif NOBOAUTUCDL SIK 3 MOTEHUINHO iHbEKLiiHO
Hebe3neyHnmu.

. Bryaunii cupoatkoBumin anbbymiH (BCA), BUKOPUCTaHUI B KOMMOHEHTaX,
6yB NpoTecToBaHM1 Ha BSE i BUABMBCA HEraTUBHUM.

. YHuKanTte koHTakty 3TMB (3,37, 5,5° - TeTpameTnn6eH3nanHoOMm).

. PionHa cnctemmn micTnTb KUCNOTY, Knacudikauis - HebesneuHa. YHUKaTH
KOHTaKTY 3i WKipoto.

. KoHTponb, 6ydep ans 3paskiB i npoMusHMi Bydep MicTATb asug HaTpilo
0,09% B AKOCTi KOHcepBaHTy. LlA KoHueHTpauia KnacnoikyeTbca sk
6e3neyHa.

. DepMeHTHUI KOH'IoraT, KOHTponb i 6ydep ana 3paskiB mictatb ProClin
300 0.05% B siKOCTi KOHCepBaHTY. LiA KoHUeHTpauia KnacndikyeTbca Ak
6e3neyHa.

Min yac 06pobKM BCix peareHTiB, 3pa3kiB i CMPOBATKM AOTPUMYyBATUCA

iCHytouMx npaBmn nabopaTopHoi 6e3neKkn i HanexxHoi N1abopaToPHOT MPAKTUKU:
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. 3axoau nepuuoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTenbHoO
NPOMUTY BOLOIO 3 MUIIOM. 3HATW 3abpyAHEHWU ofsAr i B3yTTA | BUMUTK
nepep MoBTOPHUM BUKOPUCTaHHAM. AKLWO pigvHa CUCTEMWU BCTYMNa€ B
KOHTAaKT 3i LWKipoto, peTenbHO NpomMunTe BoAoto. [licna KOHTaKTy 3 oumma
peTenbHO NPOMUTW BiAKPUTE OKO MPOTOYHOW BOAOID MPOTArOM He
MeHLwe 10 XBUNNH. 3BEPHITLCA A0 NiKaps, AKLWO Le HeobxiaHo.

. OcobucTa 6e3neKa, 3axXMCHe CNOPALKEHHS | HaA3BMYaWHI 3axoaun:

[oTpumyBaTnca NpaBun TexHiku 6e3nekn nabopaTopii. YHNKATN KOHTAKTY 3i

WKipoto Ta ounma. He kosTatu. He ninetysatn potom. He npuiimatu ixy, He

NUTW, HE KYPUTU i He HAHOCMTM MaKifK B TUX 06nacTaAX, Ae 3HaxoAATbcA

3pa3ku abo peareHTU Habopy. [Mpu po3nuBaHHiI 3i6paTn 3 iHEPTHUM

maTepianom i ytunisysatu.

. 3acobu iHAMBiAyanbHOro 3axucty: OpfAraTV 3axXWMCHi PYKaBUYKM 3
HITPUTHOrO KayuyKy abo HaTypanbHOro natekcy. HociTb 3axucHi
oKynapwu.

. YMoBM, AKMX cnifi yHMKaTy: Tak AK po3unH cybCcTpaTy € CBITIOUYTANBUM,
36epiratyi cMy<kun Alegria® B TempsBi.

. [na yTunisauii nabopaTopHMX BigxomiB JOTPUMYBATUCA HaLiOHaIbHOro
abo perioHanbHOro 3aKOHOAABCTBA.

LoTprmyinTech pekomeHaaL il ANA BUKOHAHHA KOHTPOMIO AKOCTI B MEANYHMNX

naboparopisx WAAXOM aHasi3y KOHTPOIO i/abo 06'eagHaHNX CMPOBATOK.

BMICT HABOPY

24 ORG 253  [loctaTHbO AnA NpoBeAeHHsA 24 aHanisis
TectoBi cMyxKu  TecT-cMyxkKun Alegria® € mogynamu no 8 nyHOK KOXHa,
Alegria 24  sKi cknapaTbca 3:

JTyHKN 1+2: MopoxHi i 6e3 HaHeceHHA (NyHKW Ans
— po3BeAeHHA 3pa3kKis)

JlyHkun 3+4:  BKpwTi aHTreHom (peakuiHi nyHKu)

JlyHka 5: KOHTpOsb; KOBTOro KONbOpPY; MICTUTb
cneumndiyHi aHTuTING, PBS, BCA, Mutounin
3aci6, KoHcepBaHT a3uay Hatpito 0,09% i
ProClin 300 0.05%.
QepMeHTHUN KOH'lorar; CBiTNO-
YepBOHUI; MICTUTb aHTWoACbKI 1gG
aHTuTina, mivyeHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.
Bypep pgna po3BepgeHHA  3paskKis:
XKoBTWI; MicTuTb PBS, BSA, mutounii
3aci6, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.
TMB cy6cTpaT: npo3opuid; mictutb 3,3/,
5,5' - TeTpameTn6eH3nguH.
Wrpwux-kop: LKM-1 Ha po3gpykisui: Anti-LKM

JlyHKa 6:

JlyHka 7:

JlyHka 8:

1x20mn  lNpomuBHuin 6ydep, wo mictutb Tpic, Muounid 3acio,
KOHCepBaHT a3ngy HaTtpito 0,09%; 50 X KoHLleHTpaT
1x25mn  CuctemHa piguHa, MictuTb Kncnoty; 1000 X KOHLeHTpaT

1 Ceptudikar aHanisy

3BEPIFTAHHA TA CTABUIbHICTb

. 36epirati Habip npu 2 - 8 °C B TeMpsBi.

. He nippaBatv peareHTn ans aHanisy BNavBY Tenna, COHUA abo CUAbHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHSA.

. Tpumatn  MIiKpOMNaHWETHI  NIYHKM B FePMETUYHOMY Milleyky 3
ocylyBayem.

. TepMiH NpupaTHOCTI 3ameyaTaHoOro Habopy CTaHOBWTbL 15 MicAuiB Bif
[aTW  BUroTOBNEHHA. PeareHTn cTabinbHi [0 3aKiHYEHHA TepMmiHy
npuAaTHOCTI Habopy.

. Po3sseneHun bybep pna 3paskie Ta CuctemHa PignHa cTabinbHi
npviHamHi 30 gHiB Npu 2-8 °C. PeKOMeHAY€ETbCA BUKOPUCTAHHA B TOM Xe
[leHb.

HEOBXIAHI MATEPIANIN

. BopTekcHuin mikcep

. MineTkn Ha 10 mKkn

. MipHuia umningp Ha 1000 mn i 2500 mn
. OnctunboBaHa abo aeioHi3oBaHa Boja

3bIP, 3BEPIFAHHA | POBOTA 31 3PA3KAMU

. 36epiTb 3pa3ky LiNbHOI KPOBi, BUKOPWUCTOBYIOUM MPUAHATHY MeANYHY
TEXHONOTII0, YHUKaoun reMonisy.

. [ante MOXNMBICTb KpPOBi 3ryctutuca i
LeHTpryryBaHHAM.

. CupoBaTka MOBMHHA O6yTU umucTOlO i HeremonizoBaHow. HeobxigHo
YHUKaTN reMoniTUYHOI abo ninemiyHoi cMpoBaTKu.

. 3pa3ky NoBWHHI 36epiratuca npu 2-8 °C go 5 aHiB abo npm -20 °C go
LwecTn micauis.

. YHuKanTe NOBTOPHOrO 3aMOPOXYBaHHA i PO3MOPOXKYBaHHA 3paskis. Lie
MOXe MpU3BeCcTn A0 BTPATW aKTUBHOCTI ayTO aHTUTINaMW.

BiJOKpEMTe CUpOBaTKy



. He pekomeHAOBaHO TeCTyBaHHA iHAKTMBOBAHOI TENIOM CPOBATKMU.

NMPOLEAYPHI 3AYBAXEHHA

. He BuKOpuCTOBY/TE KOMMOHEHTV Habopy MicnA 3akiHYeHHA TepMmiHy
npuaaTHOCTI.

. Bci maTepianu cnig npmBecTy o KiMHaTHOI TemnepaTtypu.

. [na 3anobiraHHA 3a6pyAHEHHA MIHANTE HAKOHEYHVIKM MiXK 3pa3kamu.

MIAroTOBKA PEATEHTIB

lMpomueruti 6ypep

Po36aBTe KoHueHTpaT [NpomuBHoOro bydepa (50x) 3 5-KpaTHUM KOHLEHTPATOM
6ydepa 3paskiB AUCTMIbOBaHOW abo AeiOHI30BaHO BOAOK [0 KiHLEBOro
o6'emy 1000 mn nepen BUKOPWUCTaHHAM. BHecTu po3baBneHnin NpPoMUBHUN
6ydep B KOHTENHEP ANA peareHTy iIHCTPYMEHTY. fKLLO TifIbKW OAMH aHasi3 Ha
[leHb MpPOBOAUTUMETbCA, MU PEKOMEHAYEMO BHOCUTU Tinbku 500 Mmn
po3sepeHoro MpomusanbHoro bydepa.

CucmemHa piouHa

Po3Bectn KoHueHTpaT CuctemHoi Piguuu (1000x) 3 AnMCTUNbOBaHOW abo
[leioHi30BaHOI0 BOJOIO A0 KiHLEeBOro 06'emy 2500 mMn nepes BUKOPUCTAHHAM.
MepeHecTn posbasneHy CuctemHy PiguHy B KOHTeliHep ANs peareHTy
IHCTpYMeHTY.

Tecmoei cmy»xKu

[licTaT HeobXigHY KinbKiCTb TECT-CMYXOK 3 YNakoOBKM i MpuBectn ix Ao
KiMHaTHOI TemnepaTypu (20-28 °C). He 3HimMaTV MOKPUTTA 3 MOPOXKHIX JIYHOK,
MOKW BM He FOTOBi pO3noyaTu aHais.

METOAUKA NMPOBEAEHHA AHANI3Y

Tect-cmyxkmn  Alegria® 3  TexHonorieto LKM-1C°®

AiarHOCTUYHUM iHCTpyMeHTOM Alegria®.

[leTanbHy iHpopmaLilo Npo poboTy 3 NpuaAoM MOXHa 3HaTK B iIHCTPYKLi

OO 3aCTOCYyBaHHA.

1) 3HiMiTb NOKPUTTA 3 MOPOXHiX NYHOK 1-4 Ha TecT-cMmyxKax Alegria®.

He 3HimaliTe NOKpUTTA 3 NIYHOK 5-8 3 HaHECEHMM Ha HMX WWITPUX-
Kopom.

2) NinetyBatn 10 MKN Hepo36aBneHOro 3pa3ka nNaiieHTa (cMpoBaTka abo
nnasma) B H/KHIO YaCTUHY NyHKM 1.

3)  TomicTiTb CMyXKy B SysTray.

4)  TocTtaBuUTW 3aBaHTaXeHW SysTray B NpaBW/ibHE MOMOXEHHA B npunagi
Alegria® i mouat poboTy. Bci mopanbwi Kpoku OyayTb 3pobneHi
aBTomMaTuyHO. lpoBefeHHA aHanisy BBaXKa€TbCA 3aBepLUEHMM, KON
npunag noYnHae ApyKyBaTu pesynbTaTu.

BUKOPUCTOBYKOTbCA 3

KANIBPYBAHHA
AHaniTMyHa cucTema BigKanibpoBaHa y BifHOCHMX YMOBHMX OAVHULAX, TOMY
O ANA LibOro aHanisy HemMae MixXHapoAHOI AOBIAKOBOI MiArOTOBKMN.

NMIAPAXYHOK PE3YJIbTATIB

3a ponomoroto LKM-1C® TexHonorii BCi TeCTOBi AaHi nepefaoTbCa B cncTemy
yepes OKpeMi LITPUX-KOAW Ha TecT-CMyXKax. Po3paxyHOK i iHTepnpeTauis
pe3ynbTaTiB BUKOHYBAaT/MYTbCA aBTOMATUYHO.

POBOYI XAPAKTEPUCTUKU

[liana3oH BUMipoBaHHA

[lianasoH po3paxyHKy Lboro aHanisy Alegria®: 0-100 Og/mn

OuiKyBaHi pe3synbtatn

Y pocnigXeHHi HOpManbHOro fianasoHy 3 BUKOPMWCTaHHAM 3pasKiB Bif
3[0pPOBYKX JOHOPIB KPOBI TaKi Aiana3oHn Oyny oTprMaHi 3 JaHUM aHanizom:
IpaHnuHe 3HauyeHHa Cut-off: 10 Op/mn

IHTepnpetauia pesynbTaris

HopmanbHui: <10 Op/mn
NinBrweHnn: >100a/mn
OBMEXEHHA NPOLEAYPU

Llen awnani3 npu3HaueHun B AKOCTI AiarHOCTMYHOI fonomoru. [leBHWIA
KNiHIYHWI AiarHo3 He MOBMHEH IPYHTYBAaTUCA Ha pesyfbTaTax OAHOro TecTy,
BiH MOBUHEH O6yTU 3pOONeHMI nikapeM MicnA OUiHKM BCiX KiHIYHUX Ta
nabopaTopHUX AOCHIKEHD.
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TaKkoK KOXKHe pilleHHA fna Tepanii cnig npuiAMaTy iHAMBIAYanbHO.

Buwie 3a3HauyeHi naTonoriyHi i HOpMasnbHi fAianasoHn ANA aHTUTIN B 3pa3Kax
nauieHTa cnig posrnagaty TiNbKM AK pekomeHzauil. KoxHa nabopatopis
NMOBVHHA BCTAHOBUTW CBOI BAacHi HOpMW, BignosigHo fo 1SO 15189 abo iHwi
Zitoui npaBuna nabopatopil.

JNininHicTb

Tpw 3pa3ku NauieHTiB, AKi MiCTATb BUCOKI PiBHI cneundiuHUX aHTUTIN, cepiliHo
po3Boaunu B Gydepi AnA 3paska, WOO NPOAEMOHCTPYBaTM AUHAMIYHUIA
Ziana3oH aHanisy. AKTUBHICTb il KOXHOIO po3BeAeHHs Byno po3paxoBaHO
3a gonomoroto TexHonorii SMC®.

Sample Dilution Observed Expected O/E
Ulml Ulml [%]
1 1:100 104.6 104.6 100
1:200 513 52.3 98
1:400 247 26.2 95
1:800 12.8 13.1 98
1:1600 6.6 8.5 101
2 1:100 48.1 481 100
1:200 277 24.1 115
1:400 13.9 12.0 116
1:800 6.6 6.0 110
3 1:100 2486 24.6 100
1:200 123 12.3 100
1:400 7.1 8.2 115
YyTnusictb
OyHKUioHanbHa YyTAMBicTb cTaHoBUTb: 0.5 Op/mn

BigTBOpIOBaHICTL

TouHicTb B Mexax TecTy: KoediuieHT Bapiauii (CV) po3paxoBysanu ans
KOXHOrO 3 TPbOX 3pa3kiB 3 pe3ynbTaTiB 24 BM3HaYeHb B OJHOMY aHanisi.
Pe3ynbTaTtyt 418 TOYHOCTI B MeXax aHanisy HaBeAeHi B Tabnuui Huxue.
TouHictb MixX aHanizamu: KoediuieHT Bapiauii (CV) po3spaxoByBanu Aans
KOXHOrO 3 TPbOX 3pa3KiB 3a pe3ynbTataMu 6 BU3HayeHb B 5 pi3HMX aHanisax.
Pe3ynbTaTtyi 4N18 BUKOHAHHA [0 3anyCcKy TOYHOCTI HaBefeHi B TabnuLi HuXue.

B cepepuHi aHanisy Mix aHanizamu
CepepHe KB CepepHe KB
3pasok 3HauyeHHsA [%)] 3pasok 3HauyeHHsA [%]
Opn/mn Op/mn
1 12.7 2.1 1 16.7 44
2 23.3 2.8 2 27.5 5.2
3 51.1 53 3 41.7 4.5

InTepdepyroui peuoBrHMN

He cnoctepiranoca iHTepdepeHuii Nnpy TecTyBaHHi 3pa3KiB 3 remonizom (go
1000 mr/gn), ninemieto (go 3 r/an Tpurniuepuais) abo NiABULEHUM BMICTOM
6inipy6iHy (mo 40 mr/pn). He cnoctepiranoca 6yab-AKOro BRAWBY Mpu
BMKOPWUCTaHHi aHTUKoarynauTtie (Uutpat, EOTA, renapuH). OpHak, He
pPEeKOMEeHAYETbCA BUKOPWCTOBYBATM 3pa3kM 3 CUNbHUM remosisoMm abo
ninemieto.

Pe3ynbTaTi flocnigKeHb

Study population L npos %
Autoimmune hepatitis (AlH) 129 32 248
Rheumatoid disorders 159 4 2.5
Coeliac disease 83 0 0.0
Normal human sera 90 1 1.1

Clinical Diagnosis AlH

Pos Neg
ORG 253 Pos 32 5 |
Anti-LKM-1  Neg a7 327 |
129 332 461
YyTnmsicTtb: 24.8 %
CneundiyHicTb: 98.5 %
3aranbHa y3rofkeHicTb: 77.9 %
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