AHTUTIIA IgG O PO3YUNHHOIO AHTUTFEHY
MNEYIHKA

Anti-SLA

Kam.Ne:  ORG 257 Jama esunycky iHcmpykuii: 2018-01-02

Bepcia4

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-SLA aBnae coboto TecT-cuctemy Ha 6asi IOA pgna kinbkicHoro
BMMIpIOBaHHA ayTOaHTMTIN Knacy |gG A0 PO3YMHHOrO aHTUreHa MeyiHkn y
3paskax CMpoBaTKM abo nmnasmm noauHu. Llein npofdyKT npusHaueHnin TinbKu
ans npodecinHOro BUKOPUCTAHHSA B in vitro giarHocTtuui.

BuABneHHA aHTUTIN [0 PO3YMHHOIO aHTWreHy nedyiHKu/neviHkm Ta
nigwnyHkoBoi 3ano3n (aHTn-SLA/LP) cnpuse andepeHuinoBaHin giarHoctuui
aytoimyHHoro renatuty (AIH). AHntutina aHTW-SLA/LP € cneundiyHumm
Mapkepamu AlH-1, 0cobnMBo y Maui€eHTiB, AKi € cepoHeraTMBHUMMK AnA
3BMYanHux aytoaHTuTin AlH-1 (ASMA, ANA).

NPUHLUUMN TECTY

BrcokooumnwweHnin peKoMOiHaHTHUIN aHTUTEH PO3UYMHHONO aHTUIeHa MeyiHKn
(SLA) HaHeceH A B peaKUiiHi TyHKW.

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

Br3HaueHHA [pPYHTYETbCA Ha HenpAMmii pepMEeHTHO-NOB'A3aHIN  iIMYHHI
peakuii 3 HaCTyNHUMK CTagiamMn: AHTUTING, NPUCYTHI B NO3UTUBHUX 3pasKax,
3B'A3YIOTbCA 3 @AHTUTEHOM, HAaHECEHVM Ha MOBEPXHIO ABOX PeaKLiiHUX lYHOK,
YTBOPIOKOUN KOMMNEKC aHTUreH-aHTuTino. Micna iHky6auii, Ha nepwomy etani
NMPOMVBaHHA BMAANATLCA He3B'A3aHi | He cneuudiuHo NoB'A3aHi Monekynu.
MocnipoBHO AopaHWin GepMeHTHUIA KOH'loraT 3B'A3yeTbcs 3 iMMOGini3oBaHUM
KOMMMEeKCOM aHTUTINo-aHTuUreH. MMicna iHky6auii nmig yac gpyroi npoMuBKM
BULANAETbCA He3B'A3aHUN  PepMeHTHWUI KoH'loraT. [lofaBaHHA pPO3UMHY
depmeHTHOro cybCcTpaTy NpU3BOANTb AO riaponisaLii i po3BUTKY KONbopy i
yac iHKy6auil. IHTEHCUBHICTb CMHbOFO KONMbOPY BiAMOBIfAE KOHUEHTpauil
KOMMAeKCY aHTUTINO-aHTUreH i Moxe 6yTn BUMipsaHa doToMeTpuyHo npu 650
HM.

[aHuni TecT 3acHOBaHWUI Ha 3anaTeHToBaHin SLAC®-TexHonorii (Sensotronic
Memorized Calibration): iHdpopmaLisa Npo TecT, aHani3 Ta MOro ouiHKa, a TaKoX
TEPMiH NPUAATHOCTI ANA KOHKPETHOI MapTii MICTATbCA Ha LWTPUX-KOAi,
3a3HaYEHOMY Ha KOXHill TecT-cmyxLi Alegria®.

Tect-cmyxkn  Alegria® MoOXHa  BMKOPUCTOBYBAaTW 3 [iarHOCTUYHUM
iHCTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHVMM aHanizaTopom 3
[OBiNbHUM focTynom. 3a gonomorot SLAC®-TexHonorii AaHi, 3aKoaoBaHi Ha
WTPUX-Kofdi, nepedaloTbca Bif TecT-cMyKu Alegria® go npwnagy Ta aHanis
aBTOMATMYHO 0OPO6NAETbCA | OUiHIETbCA. Mpunag 3unTye fJaTy TepmiHy
npuaaTHOCTI i BiAKMAAE rMopanblly O6POOKY, fAKIWO BUALWOB TepMiH
NpWAATHOCTI TeCT-cMyKK Alegria®.

NMONEPEAXEHHA TA 3ACTEPEXKEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKM AnA AiarHOCTUKK in vitro.

. KoMnoHeHTV Habopy MICTATb MaTepiann NIOACbKOrO MOXOAMXEHHSA, AKi
npoTtectoBaHi metoaamu, cxBaneHumn FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BUI. OpHak, ofeH MeTof He MoXe rapaHTyBaTtw, WO
NPOAYKTW NIOACBKOIO NMOXOMKEHHA He iHdiKoBaHi. OTxe, 3 peareHTamu
Ta 3pa3Kamy CUPOBATKM CMif NOBOAUTUCDL SIK 3 MOTEHUINHO iHbeKLiiHO
Hebe3neyHnmn.

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

. YHuKanTte koHTakty 3TMbB (3,37, 5,5° - TeTpameTnn6eH3nanHom).

. 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
6e3nevHa.

. DepMeHTHUI KOH'loraT, KOHTponb i 6ydep ana 3paskiB mictatb ProClin
300 0.05% B sKOCTi KOHCepBaHTY. LiA KoHueHTpauia KnacndikyeTbca Ak
6e3nevHa.
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MNig 4yac 0ob6pobKM BCiXx peareHTiB, 3pa3kiB i CMPOBATKU [OTPUMYBaTUCA

icHytounx npaBun nabopaTopHOi 6e3neKm i HanexHoi TabopaToOPHOT MPaKTUKN:

. 3axoau nepuuoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTenbHoO
NPOMUTY BOLOIO 3 MUSIOM. 3HATW 3abpyAHEHWU ofsAr i B3yTTA | BUMUTU
nepep MoBTOPHUM BUKOPUCTaHHAM. AKLO pigMHa CUCTEMWU BCTYMNa€ B
KOHTAKT 3i LWKipoto, peTenbHO NpomMunTe Boaoto. [licna KOHTaKTy 3 oumma
peTenbHO NPOMUTW BiAKPUTE OKO MPOTOYHOIO BOAOID MPOTArOM He
MeHLwe 10 XBUNWH. 3BEPHITLCA A0 NiKaps, AKLWO Le HeobxiaHo.

. OcobucTa 6e3neKa, 3aXMCcHe CNOPALKEHHSA | HaA3BMYaAHI 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 HAHOCMTU MaKifK B TUX 06nacTaAX, Ae 3HaxoAATbcA

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

maTepianom i ytunisysatu.

. 3acobu iHamBigyanbHoro 3axucTty: OpAraTW 3axucHi pyKaBUUKK 3
HITPUTHOrO KayuyKy abo HaTypanbHOro natekcy. HociTb 3axucHi
oKynapwu.

. YMoBM, AKMX cniff yHUKaTy: Tak AK po3unH cybCcTpaTy € CBITIOUYTANBUM,
36epiraty cMy<kun Alegria® B TempsBi.

. [Ona yTunisauii nabopaTopHMX BigxomiB JOTPUMYBATUCA HaLiOHaNIbHOrO
abo perioHanbHOro 3aKOHOAABCTBA.

LoTprmyinTech pekomeHaaL il A4nA BUKOHAHHA KOHTPOMIO AKOCTI B MEANYHMNX

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

BMICT HABOPY

24 ORG 257 [locTaTHbO AnA NpoBeAeHHsA 24 aHanisis
TectoBi cMyxKu  TecT-cMyxkKun Alegria® € mogynamu no 8 nyHOK KOXHa,
Alegria 24  sKi cknapaTbca 3:

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

BKpuTi aHTUreHoM (peaKuinHi nyHKmn)
KoHTponb; »OBTOro Kosbopy; MiCTUTb
cneumndiyHi aHTuTING, PBS, BCA, Mutounin
3aci6, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.

QepMeHTHUN KOH'toraT; CBiTNO-
YepBOHUI; MICTUTb aHTWoACbKI 1gG
aHTuTina, mivyeHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.
Bypep pmna po3BepgeHHA  3pa3kKis:
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.

LWrpnx-kopn: SLA Ha po3pgpykisui: Anti-SLA

JTyHKn 3+4:
JlyHka 5:
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JlyHKa 6:
JlyHka 7:

JlyHka 8:

1x20mn  lNpomuBHuIn Bydep, wo MicTuTb TpUc, MUIoUMA 3acib,
KOHCepBaHT a3ngy HaTtpito 0,09%; 50 x KoHLleHTpaT
1x25mn  CucremHa piguHa, MictuTb Kucnoty; 1000 X KOHLeHTpaT

1 Ceptudikar aHanisy

3BEPIFTAHHA TA CTABUIbHICTb

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

) He nigpaBatv peareHTn ans aHanisy BNAvBY Tenna, COHUA abo CUAbHOMO
cBiTna B nepebiry 36epiraHHA Ta BUKOPUCTAHHA.

. Tpumatn  MIiKpOMNaHWETHI  JIYHKM B TFePMETUYHOMY Milleyky 3
ocylyBayem.

. TepMiH NpupaTHOCTI 3ameyaTaHOro Habopy CTaHOBWTbL 15 MicAuiB Bif
[aTW  BUrOTOBNEHHA. PeareHTn cTabinbHi [0 3aKiHUEHHA TepMmiHy
npuAaTHOCTI Habopy.

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

HEOBXIAHI MATEPIANIN

. BopTekcHuin mikcep

. MineTkn Ha 10 mKkn

. MipHuia umniHgp Ha 1000 mn i 2500 mn
) OnctunboBaHa abo aeioHizoBaHa Boja

3bIP, 3BEPIFAHHA | POBOTA 31 3PA3KAMU

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

. [ante MOXNMBICTb KpPOBi 3ryctutuca i
LeHTpryryBaHHAM.

. CupoBaTka MOBMHHA O6yTW umucTOlO i HeremonizoBaHow. HeobxigHo
YHUKaTN reMoniTUYHOI abo ninemiyHoi cMpoBaTKu.

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

BiJOKpEMTe CUpOBaTKy



. YHUKaiTe NOBTOPHOIO 3aMOPOXKYBaHHA i PO3MOPOXKYBaHHA 3paskis. Lie
MO>Ke NPU3BeCTU A0 BTPATV aKTUBHOCTI ayTO aHTUTINamu.
. He pekomeH[j0BaHO TeCTyBaHHA iHaKTVBOBAHOI TEMIOM CUPOBATKN.

NMPOLUEAYPHI 3AYBAXEHHA

. He BUKOPWCTOBY/Te KOMMOHEHTV Habopy MicnA 3aKiHYEHHA TepMiHy
npyAAaTHOCTI.

. Bci maTepianu cnig npmBecTy o KiMHaTHOI TemnepaTtypu.

. [ns 3anobiraHHA 3a6pyaHEeHHs MIHANTE HAKOHEYHUKIM MiXK 3pa3kamu.

MIArOTOBKA PEATEHTIB

MpomueHuti 6ypep

Po36aBTe KoHueHTpaT [pomnBHOro bydepa (50x) 3 5-KpaTHUM KOHLEHTPATOM
6ydepa 3paskiB AMCTUNbOBaHOW abo AeiOHI30BaHOK BOAOK A0 KiHLEBOro
o6'emy 1000 mn nepen BUKOPWUCTaHHAM. BHecTu po3baBneHWin NpoOMUBHWN
6ydep B KOHTEMHEpP ANA peareHTy iIHCTPYMEHTY. fKLLO TiNbKM OAUH aHasi3 Ha
AeHb NpPOBOAUTUMETbCA, MW PEKOMEHAYEMO BHOCUTU Tinbkn 500 mn
po3segeHoro MpomuBanbHoro bydepa.

CucmemHa piouHa

PosBectn KoHueHTpaT CuctemHoi Pigunu (1000x) 3 AMCTUNbOBaHOW abo
[leioHi30BaHOI0 BOJOIO A0 KiHLEBOro 06'emy 2500 M nepes BUKOPUCTAHHAM.
MepeHectn posbasneHy CuctemHy PiguHy B KOHTelHep Ans peareHTy
iHCTPYMeHTY.

Tecmoasi cmyxKu

[licTaT HeobXigHy KinbKiCTb TECT-CMYXOK 3 YMakOBKM i MpuBectn ix Ao
KiMHaTHOI TemnepaTypu (20-28 °C). He 3HiMaTL NOKPUTTA 3 NOPOXHIX NYHOK,
NOKW BW He FOTOBI pO3mnoyaTu aHanis.

METOAUKA NMPOBEAEHHA AHANI3Y
Tect-cmyxku  Alegria® 3 TexHonorielo  SLAC®
LiarHOCTUYHMM iHCTpyMeHTOM Alegria®.

[leTanbHy iHpopmaLio Npo poboTy 3 NPUIaAoM MOXHa 3HaUTW B IHCTPYKLUIT

LLIOAO 3aCTOCYyBaHHS.

1) 3HIMiTb NOKPUTTA 3 MOPOXKHIX NYHOK 1-4 Ha TecT-cMy»Kax Alegria®.

He 3HimamTe NOKpMTTA 3 NYHOK 5-8 3 HaHeCEHMM Ha HWUX LWITPUX-
Kogom.

2) NinetyBatn 10 MKn Hepo3baBneHOro 3pa3ka nauieHTa (cupoBaTka abo
nnasma) B H/KHIO YaCTUHY NyHKM 1.

3)  TomicTiTb CMyXKy B SysTray.

4)  MNocTaBuTK 3aBaHTaxkeHUI SysTray B NpaBusibHe MONIOXEHHA B npunagi
Alegria® i nouatn po6oty. Bci nmomanblwi Kpoku OyayTb 3pobneHi
aBTOMaTM4YHO. [lpoBefieHHA aHanisy BBaXa€TbCA 3aBepLUEHMM, Koniu
npwniag noynmHae ApyKyBaTy pesynbraTu.

BUKOPUCTOBYIKOTbCA 3
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KANIBPYBAHHA
AHaniTMyHa cucTema BigKanibpoBaHa y BifHOCHMX YMOBHMX OAVHULSAX, TOMY
Lo ANA LbOro aHasisy HeMa€e MixXHapOAHOT AOBIAKOBOI NiArOTOBKMU.

NMIAPAXYHOK PE3YJIbTATIB

3a ponomoroto SLAC® TexHonorii BCi TeCcTOBi AaHi nepepalnTbca B cucTemy
yepes OKpeMmi LITPUX-KOAWM Ha TecT-CMyXKax. Po3paxyHOK i iHTepnpeTauia
pe3ynbTaTiB BUKOHYBAaT/MYTbCA aBTOMATUYHO.

POBOUI XAPAKTEPUCTUKU

[liana3oH BUMiploBaHHA

[liana3oH po3paxyHKy Liboro aHanisy Alegria®: 0-100 Op/mn

OuikyBaHi pesynbTaTu

Y [pocnipkeHHi HopmanbHOro pfianas’oHy 3 BUKOPWUCTaHHAM 3paskiB Bif
3[0pPOBYUX AOHOPIB KPOBI TaKi Aiana3oHn 6ynn oTprMaHi 3 JaHUM aHanizom:
IpaHnyHe 3HaueHHA Cut-off: 10 Oa/mn

IHTepnperTauina pesynbTaris

HopmanbHuin: <100a/mn
MNinBrweHnn: >100a/mn
OBMEEHHA NPOLEAYPU

Len aHania npu3HayeHUn B AKOCTI AiarHOCTMYHOI ponomoru. [leBHWIA
KNiHIYHWI fJiarHO3 He MOBWHEH FPYHTYBATUCA Ha pe3ynbTaTax OfHOro TecTy,
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BiH MOBUHEH OyTU 3pobneHWI nikapem MicnA OUIHKM BCiX KNiHIYHMX Ta
nabopaTopHUX JOCNIIXKEHD.

TaKkoXK KOXKHe pilleHHA fna Tepanii cnig npuiAMaTh iHAMBIAYanbHO.

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

JNininHicTb

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

Sample Dilution Observed Expected O/E
U/mi Uiml [%]
1 1:100 93.2 93.2 100
1:200 52.7 46.6 113
1:400 17.0 14.6 116
1:800 82 7.3 113
2 1:100 83.0 83.0 100
1:200 343 415 83
1:400 19.3 20.7 93
1:800 9.0 10.4 87
1:1600 54 52 103
3 1:100 76.4 76.4 100
1:200 357 38.2 93
1:400 18.7 19.1 98
1:800 9.7 9.6 101
Yytnmsictb
QyHKUioOHanbHa YyTnmBicTb cTaHOBUTL: 0.5 Op/mn

BinTBOpIOBaHicTL

TouHicTb B Mexax Tecty: KoediuieHT Bapiauii (CV) po3paxoBysanu pana
KOXHOrO 3 TPbOX 3paskiB 3 pe3synbTaTiB 24 BM3HaYeHb B OJHOMY aHanisi.
PesynbTaTy AN1s TOYHOCTI B MEXax aHanisy HaBedeHi B TabnuLi Huxkue.
TouHicTb Mix Tectamn: KoediuieHT Bapiauii (CV) po3paxoByBanu il KOXHOro
3 TPbOX 3pa3KiB 3a pe3ynbTaTamy 6 BU3HaueHb B 5 PIi3HUX aHani3ax.
Pe3ynbTtaTv ANA BUKOHaHHA [0 3aMyCcKy TOYHOCTI HaBeAIEHi B TabnuLi HYXKue.

B cepepuiHi aHanisy Mixx aHanisamn
CepepHe KB CepepHe KB
3pasok 3HayeHHA [%] 3pasok 3HayeHHA [%]
Op/mn Op/mn
1 6.7 4.8 1 6.9 3.7
2 10.0 9.5 2 15.8 10.8
3 33.8 9.1 3 29.6 8.6

IHTepdepyloui peuoBrHN

He cnoctepiranoca iHTepdepeHLii Npu TecTyBaHHi 3pa3kiB 3 remonizom (o
1000 mr/gn), ninemieto (po 3 r/an Tpurniuepugis) abo NigBMLLIEHNM BMICTOM
6inipy6iHy (o 40 mr/gn). He cnoctepiranoca 6yfb-Akoro BrAMBY npwu
BMKOPWUCTaHHI aHTuKoarynanTtis (Uutpat, EOTA, renapun). OpHak, He
PEKOMEHAYETbCA BUKOPUCTOBYBATWM 3pa3kM 3 CUIbHUM FemonizoM abo
ninemieto.

PesynbTaTti focnigKeHb

Study population n npos %
Autoimmune hepatitis (AlH) 82 33 402
diasease control sera 197 0 0.0
normal human sera 119 0 0.0

Clinical Diagnosis AlH

Pos Neg
ORG 257 Pos 33 0
Anti-SLA  Neg 49 316
82 316 398
YytnmsicTtb: 40.2 %
CneundiyHicTb: 100.0 %
3aranbHa y3rofKeHicTb: 87.7 %
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