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OCHOB0IO Npu NpoB8eOeHHi aHanizy € opueiHan iHcmpykuil
l aHaniticbkolo Mo8oto, 8kaadeHoi 8 Habip. Homep i dama sepcii
opuziHany ma nepeknady iHCmpykuii No8uHHI cnisnadamu.

MPU3HAYEHHA

Habip AMA-M2 - ue TecToBa cucTemMa Ha OcHoBi IDA gna KinbkicHoro
BM3HAUYEHHA ayToaHTUTIN Knacy |gG Ao MITOXOHAPIanbHOro aHTUreHy nigTuny
M2 y 3paskax nofcbKoi crpoBaTkin abo nnasmu. Lieit npoayKT nprusHayeHuin
TiNbKW Ans NpodecinHOro BUKOPUCTAHHSA B in Vitro giarHocTuui.

Llein TecT BUKOPUCTOBYETbCA AK Aornomora B gudepeHuianbHiin giarHoctuui
nepBrHHOro 6GiniapHoro umMpo3y (PBC). ¥ mauieHTiB 3 iHWUMMN ayTOIMyHHUMYN
3aXBOPIOBAHHAMN BUABNEHHA aHTMTIn AMA MoXyTb OyTM nos'asaHi 3
po3BUTKOM abo acouiaui€to PBC.

OuiHKa pe3ynbTaTiB TecTy 3aBXAu MOBWHHA BpaxoByBaTW BCi KMiHIYHI Ta
nabopaTopHi AiarHOCTUYHI BUCHOBKM.

NPUHLUUMN TECTY

BucokoouuweHnin mitoxoHapianbHuin aHTuren nigtun M2 (PDC-E2, BCOADC-
E2, OGDC-E2) HaHeceHUi1 B MiKPONYHKMW.

AHani3 Alegria® Bkntouae B cebe 8-MUITYHKOBI MIKPOCMY»KKI 3i LUITPUX-KOAAMMU,
AKi Ha3mBaloTbcA TecT-cMyxkamm Alegria®. KoxHa cMyXKa npusHauyeHa ans
aHanisy ofHoro 3paska nauieHTa. TectoBa CMy»KKa MiCTUTb MOBHUI 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 HenpAMii pepMEeHTHO-NOB'A3aHIN  IMYyHHIl
peakuii 3 HaCTyNHUMK CTagiamMn: AHTUTING, NPUCYTHI B NO3UTUBHUX 3pasKax,
3B'A3YIOTbCA 3 @AHTUTEHOM, HAaHECEHMM Ha MOBEPXHIO ABOX PeaKLiiHUX lYHOK,
YTBOPIOKOUN KOMMNEKC aHTUreH-aHTuTino. Micna iHky6auii, Ha nepomy etani
NPOMVBaHHA BMAANATLCA He3B'A3aHi | He cneuudiuHo NoB'A3aHi Monekynu.
MocnigoBHO AopaHWin depMeHTHUIA KOH'loraT 3B'A3yeTbcs 3 iMMOGini3oBaHUM
KOMMMEeKCOM aHTUTINo-aHTuUreH. MMicna iHky6auii nmig yac gpyroi npoMuBKM
BULANAETbCA He3B'A3aHUN  PepMeHTHWMI KoH'loraT. [lofaBaHHA pPO3UMHY
depmeHTHOro cybCcTpaTy NpU3BOANTbL AO riaponisaLii i po3BUTKY KONbopy i
yac iHKy6auil. IHTEHCUBHICTb CMHBOIO KONMbOPY BiAMOBIfAE KOHUeHTpaUil
KOMMAeKCY aHTUTINO-aHTUreH i Moxke 6yTn BUMipsAHa doToMeTpuyHo npu 650
HM.

[aHuni TecT 3acHOBaHUWM Ha 3anaTeHToBaHin SMCC-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® MoOXHa  BMKOPUCTOBYBAaTW 3 [iarHOCTUYHUM
iHCTpymeHTOM Alegria® - MOBHICTIO aBTOMAaTM30BaHVMM aHani3aTopom 3
[OBiNbHUM gocTynom. 3a gonomoroto SMC®-TexHonorii AaHi, 3aKkofoBaHi Ha
WTPUX-KoZi, nepedaloTbca Bif TecT-cMyKu Alegria® go npwnagy Ta aHanis
aBTOMATMYHO 0OPO6NAETbCA | OUiHIETbCA. Mpunag 34nTye faTy TepmiHy
npuaaTHOCTI i BiAKMAAE mMopanblly O6POOKY, fKIWO BUALWOB TepMiH
NpWAATHOCTI TeCT-cMyKKM Alegria®.

NMONEPEAXKEHHA TA 3ACTEPEXXEHHA

. Bci peareHTV Habopy Npu3HayeHi TiNbKM AnA AiarHOCTUKK in vitro.

. KoMnoHeHTV Habopy MICTATb maTepiany NIOACbKOrO MOXOAXEHHSA, AKi
npoTtectoBaHi metoaamu, cxsaneHumn FDA, Ha BiACYTHICTb aHTUTIN Ao
renatuty B i BUI. OpHak, ofeH MeTof He MOXe rapaHTyBaTtw, WO
NPOAYKTW NMIOACBKOIO NMOXOKEHHA He iHdiKoBaHi. OTxe, 3 peareHTamu
Ta 3pa3Kamy CUPOBATKM CMif NOBOAUTUCDL SIK 3 MOTEHUINHO iHbEKLiiHO
Hebe3neyHrmn.

. Bryaunii cuposatkoBuin anbbymiH (BCA), BUKOPUCTaHUI B KOMMOHEHTaX,
6yB npoTecToBaHMi1 Ha BSE i BUABMBCA HEraTUBHUM.

. YHuKanTe koHTakty 3TMB (3,37, 5,5° - TeTpameTnn6eH3nanHom).

. PiovHa cnctemmn micTnTb KUCNOTY, Knacmdikauis - HebesneuHa. YHUKaTH
KOHTaKTY 3i WKipoto.

. KoHTponb, 6ydep ans 3paskiB i npoMusHMi Bydep MicTATb a3ug HaTpilo
0,09% B AKOCTi KOHcepBaHTy. LlA KoHueHTpauia KnacnoikyeTbca sk
6e3neuyHa.
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. DepMeHTHMIN KOH'IoraT, KOHTpOnb i bydep ana 3paskis mictatb ProClin
300 0.05% B sIKOCTi KOHCepBaHTY. Lia KoHUeHTpauina kKnacudikyeTbcs Ak
6e3neyHa.

MNig yac 0o6pobkM BCiXx peareHTiB, 3pa3kiB i CMPOBATKU [OTPUMYBaTMCA

icHytounx npaBun nabopaTopHOi 6e3NeKm i HanexHoi NabopaToPHOT MPaKTUKN:

. 3axoan nepuuoi gonomoru: MNpu nonagaHHi Ha WKipy, HeranHo peTenbHoO
NPOMWTY BOLOIO 3 MUIIOM. 3HATW 3abpyAHEHWU ofsAr i B3yTTA | BUMUTU
nepep MoBTOPHUM BUKOPUCTaHHAM. AKLWO pignHa CMCTEMU BCTYMNa€ B
KOHTAKT 3i LWKipoto, peTenbHO NpomMunTe Boaoto. [licna KOHTaKTy 3 oumma
peTenbHO NPOMUTW BiAKPUTE OKO MPOTOYHOIO 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 iHamBigyanbHoro 3axucty: OpAraTM 3axucHi pyKaBUUKK 3
HITPUTHOrO KayuyKy abo HaTypanbHOro natekcy. HociTb 3axucHi
oKynapwu.

. YMoBM, AKUX cniff yHMKaTy: Tak AK po3unH cybCcTpaTy € CBITIOUYTANBUM,
36epiraty cMyxkun Alegria® B TempsBi.

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

LoTprmyinTech pekomeHaaL il A4NA BUKOHAHHA KOHTPOMIO AKOCTI B MEANYHMNX

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

BMICT HABOPY
24 ORG 216-24
TecToBi CMyXKU

[ocTtaTHbO AnA NpoBefeHHA 24 aHanisis
Tect-cmyxku Alegria® € mogynamm no 8 NyHOK KOXHa,

Alegria 24  sKi cknapaTbca 3:
JTyHKN 1+2: MopoxHi i 6e3 HaHeceHHA (NyHKW Ans
= — - po3BeAeHHA 3pa3kis)

JlyHkun 3+4:  BKpwTi aHTreHom (peakuinHi nyHKu)

JlyHka 5: KOHTpOsb; KOBTOro KONbOPY; MICTUTb
cneumndiyHi aHTuTING, PBS, BCA, Mutounin
3aci6, KoHcepBaHT a3uay HaTpito 0,09% i
ProClin 300 0.05%.

JlyHKa 6: QepMeHTHUN KOH'toraT; CBiTNO-
YepBOHUI; MICTUTb aHTWoACbKI 1gG
aHTuTina, mivyeHi HRP; PBS, BSA, mutounin
3aci6, koHcepBaHT ProClin 300 0.05%.

JlyHka 7: Bybep pna po3segeHHA  3pas3kKiB:
XKoBTWI; MicTuTb PBS, BSA, mutounii
3aci6, KoHcepBaHT a3uay Hatpito 0,09% i
ProClin 300 0.05%.

JlyHka 8: TMB cy6cTpaT: npo3opuid; mictutb 3,3 ',
5,5' - TeTpameTn6eH3nguH.

Wrpwux-kon: AMA-M2 Ha po3pgpykisui: AMA-M2

1x20mn  lNpomuBHui Bydep, wo MicTuTb Tpuc, MUoUMA 3aci6,
KOHCepBaHT a3ngy HaTtpito 0,09%; 50 x KoHLleHTpaT
1x25mn  CuctemHa piguHa, MictuTb Kucnoty; 1000 X KOHLeHTpaT

1 Ceptudikat 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  NIYHKM B TFePMETUYHOMY  Milleyky 3
ocylyBayem.

. TepMiH NpupaTHOCTI 3ameyaTaHoOro 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 umningp Ha 1000 mn i 2500 mn
. OnctunboBaHa abo AeioHi3oBaHa Boja

36IP, 3BEPITAHHA | POBOTA 31 3PA3BKAMU

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

. [ante MOXNMBICTb KpPOBi  3ryctutuca i
LeHTproyryBaHHAM.

BiJOKpEMTe CUpOBaTKy



e  CupoBatka MOBUHHa OyTM umucTOlO i HeremonizoBaHow. HeobxigHO
YHUKATU FreMosliTyHOl abo ninemiuHoi cpoBaTKu.

. 3pa3ku noBuHHI 36epiratca npu 2-8 °C go 5 gHie abo npwu -20 °C go
LecTn micauis.

. YHMKariTe NOBTOPHOrO 3aMOPO>KYBaHHA | pO3MOPOXKYBaHHA 3paskKis. Lle
MOXe MPU3BECTN 0 BTPATV aKTUBHOCTI ayTO aHTUTiNamu.

. He pekomeH[j0BaHO TeCTyBaHHA iHaKTVBOBAHOI TEMIOM CMPOBATKU.

NMPOLEAYPHI 3AYBAXKEHHA

. He BMKOPWCTOBY/TE KOMMOHEHTV HAbopy MicnsA 3aKiHYeHHs TepMiHy
npuAaTHOCTI.

. Bci maTepianu cnig npreectu Ao KiMHaTHOT TemnepaTypu.

. [ns 3anobiraHHA 3a6pyaHEHHA MIHANTE HAKOHEYHUKIM MiX 3pa3kamm.

NIArOTOBKA PEATEHTIB

lMpomueHuti 6ydpep

Po3Begitb  KoHuUeHTpaT [pomuBHOro 6Gydepa (50x) 3  5-KpaTHUM
KOHLieHTpaToM bydepa 3paskiB ANCTUIbOBaHOI abo [eioHi30BaHOW BOAOIO
[0 KiHueBoro o6'emy 1000 mn nepen BUKOPUCTaHHAM. BHecTn po3basneHuin
NPOMUBHUIA 6ydep B KOHTEVHep ANA peareHTy iHCTPYMeHTY. AKLWO TinbKu
OAVIH aHani3 Ha feHb MPOBOAUTUMETLCH, MM PEKOMEHAYEMO BHOCUTU TifIbKM
500 mn po3BeaeHoro MpommBanbHoro bydepa.

CucmemHa piouHa

Po3sgect KoHueHTpaT CuctemHoi PigmHm (1000x) 3 AMcTUNbOBaHOW abo
[leioHi30BaHOI0 BOJOIO A0 KiHLEBOro 06'emy 2500 M nepef BUKOPUCTaHHAM.
MepeHecTn po3basneHy CuctemHy PiguHy B KOHTeHep ANA peareHTy
iHCTpYMeHTY.

Tecmosi cmyxku

[licTaTn HeobXigHy KinbKiCTb TECT-CMYXOK 3 YNakoBKM i mpuBectn ix Ao
KiMHaTHOI TemnepaTypu (20-28 °C). He 3HiMaTL NOKPUTTA 3 NOPOXKHIX NYHOK,
NOKW BW He FOTOBI pO3MnoYyaTy aHanis.

METOAUKA NPOBEAEHHA AHANI3Y
Tect-cmyxkn  Alegria® 3 TexHonorielo  SMC®
LiarHOCTUYHMM iHCTpyMeHTOM Alegria®.

JeTanbHy iHpopmaLilo Npo poboTy 3 NPUIAAOM MOXHA 3HANTW B IHCTPYKLUIT

OO 3aCTOCYBaHHSA.

1) 3HiMiTb NOKPUTTA 3 MOPOXHIiX NYHOK 1-4 Ha TecT-cMy»Kax Alegria®.

He 3HimaiiTe NOKpUTTA 3 NYHOK 5-8 3 HaHECEHMM Ha HUX WITPUX-
KofioM.

2) NinetyBatn 10 MKn Hepo36aBneHOro 3pa3ka nauieHTa (cupoBaTka abo
rnnasma) B HUXKHIO YaCTUHY NyHKH 1.

3)  TomicTiTb CMyXKy B SysTray.

4)  TocTaBuTK 3aBaHTaxkeHUN SysTray B npaBuiibHe MONOXEHHA B npunagi
Alegria® i noyatn po6oty. Bci nmopanmbwi Kpoku 6yayTb 3pobneHi
aBTOMaTuuHo. [poBeAeHHA aHanisy BBaXa€TbCA 3aBePLUEHVM, KOMW
npunag NoYnHae ApyKyBaTy pesynbTaTu.

BUKOPUCTOBYIOTbCA 3
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KANIBPYBAHHA
AHaniTMyHa cnctema BigkanibposaHa BifNOBIAHO A0 MiXXHAPOAHOT JOBIAKOBOT
nigrotokn BOO3 67/183 pna AMA-M2.

NIAPAXYHOK PE3YJIbTATIB

3a ponomoroto SMC® TexHonorii BCi TeCTOBi AaHi nepepalnTbca B CUCTEMY
yepes OKpeMi LITPUX-KOAW Ha TeCcT-CMyxKax. Po3paxyHOK i iHTepnpeTauia
pe3ynbTaTiB BUKOHYBaT/MYTbCA aBTOMATUYHO.

POBOYI XAPAKTEPUCTUKU
[liana3oH BUMipoBaHHA
Po3paxyHKoBuiA fiana3soH CTaHOBUTb: 0-200 Oa/mn

OuikyBaHi 3HaYeHHA

Y [ocnigKeHHi HopmanbHOro pfianas’oHy 3 BUKOPWCTaHHAM 3paskiB Bif
310POBYUX [AOHOPIB KPOBI TaKi Aiana3oHn Oynn oTprMaHi 3 JaHUM aHanizom:

IpaHnuHe 3HaueHHA Cut-off: 10 MOa/mn
IHTepnperTauina pesynbraris
HopmanbHuin: <10 MOa/mn
MigBrweHnn: >10 MOg/mn
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OBMEXEHHA NPOLIEAYPU

Len aHanis npu3HauyeHWn B AKOCTI [AiarHOCTMYHOI gonomoru. [leBHWIA
KNiHIYHWI fiarHO3 He NMOBMHEH FPYHTYBaTUCA Ha pesynbTaTax OAHOro TecTy,
BiH MOBUHEH OyTU 3pobneHWIn nikapem MicnA OUIHKM BCiX KNiHIYHMX Ta
nabopatopHUx pocnipKeHb. TaKoX KOXHE pilleHHA Aana Tepanii cnig
npuimaTt iHguBigyanbHo. Buuwe 3a3HauyeHi naTonoriyHi i HopmanbHi
fdianasoHn AnAa aHTUTIN B 3pa3kax nauieHTa cnif po3rnagatn Tinbky AK
pekomeHgauji. KoxHa nabopatopisi NOBMHHA BCTAaHOBUTU CBOI BIACHi HOpMU,
BignosigHo go ISO 15189 abo iHwWi gitovi npasuna naboparopii.

NininHicTb

3pasky, WO MICTATb BUCOKWUI piBeHb cneundiyHoro aHTWTING, CepiiiHO
po3baBnsaoTb y Gydepi Ans 3paska, Wo6 NPOAEMOHCTPYBATW AUHAMIYHUIA
fiana3oH aHanisy. AKTUBHICTb AN KOXKHOIO pO3BefeHHA pO3PaxOBYETbCA 3a
nonomoroto TexHonorii SMCe.

Sample Dilution Observed Expected O/E
Iu/mi Iu/mi [%]
WHO 1:100 102.5 100.0 103
1:200 57.4 50.0 15
1:400 257 25.0 103
1:800 126 12.5 101
1:1600 6.7 6.3 107
1:3200 37 31 118
1 1:100 49.2 492 100
1:200 214 246 87
1:400 10.2 12.3 83
1:800 6.4 6.2 104
YyTtnmsictb
OyHKUioHanbHa YyTAMBIiCTb cTaHoBUTL: 1 MOAa/mn

BigTBOpIOBaHICTL

TouHicTb B Mexax TecTy: KoediuieHT Bapiauii (CV) po3paxoBysanu ans
KOXHOrO 3 TPbOX 3pa3skiB 3 pe3ynbTaTiB 24 BM3HaYeHb B OJHOMY aHanisi.
Pe3ynbTaTtyt AN1A TOYHOCTI B MeXax aHanisy HaBeAeHi B Tabnuui HxKue.
TouHicTb Mix Tectamu: KoediuieHT Bapiauii (CV) po3paxoByBanu asisi KOXHOro
3 TpbOX 3pa3kiB 3a pe3ynbTatamMm 6 BU3HayYeHb B 5 pi3HMX aHanisax.
Pe3ynbTaTtyi N8 BUKOHAHHA [0 3anyCcKy TOYHOCTI HaBefeHi B TabnuLi HuxXue.

B cepepuHi aHanisy Mix aHanizamn
CepepHe cv CepepHe cv
3pasok 3HauyeHHsA [%)] 3pasok 3HauyeHHsA [%]
MOg/mn MOg/mn
1 19.6 4.6 1 20.2 6.5
2 41.5 6.4 2 44.6 9.6
3 118.0 6.1 3 122.8 6.9

IHTepdepyloui peuoBrHMN

He cnoctepiranoca iHTepdepeHuii Nnpu TecTyBaHHi 3pa3KiB 3 remonizom (go
1000 mr/gn), ninemieto (go 3 r/an Tpurniuepuais) abo NiABULLEHUM BMICTOM
6inipy6iHy (mo 40 mr/pn). He cnoctepiranoca 6yab-AKOro BRAWBY Mpu
BMKOPUCTaHHi aHTUKoarynanTtie (Uutpat, EOTA, renapuH). OpHak, He
pPEeKOMEHAYETbC BUKOPWCTOBYBATM 3pa3kM 3 CUNbHUM remosii3oM abo
ninemieto.

PesynbTaTtun focnigxeHb

Study population n npos %
Primary biliary cirrhosis (PBC) 143 139 972
Rheumatoid Arthritis 60 1 1.7
Normal human sera 267 17 64
Clinical Diagnosis
Pos Neg
ORG 216 Pos 139 18
AMA-M2 Neg 4 309
143 327 470
YytnmsicTtb: 97.2 %
CneundiyHicTb: 94.5 %
3aranbHa y3rofKeHicTb: 95.3 %
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