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OcHoBoK rpu _nposedeHHi aHaridy € opueiHan iHempyKuii

aHenilcbKo MO08o, ekradeHoi 8 Habip. Homep i dama
e8epcii _opueiHany ma __nepeknady [HCMPYKUii MO8UHHI
— criienadamu.

HA3BA | MIPUSHAYEHHA 3ACTOCYBAHHA

CnpaBxHii Habip BMKOPWCTOBYE MPWHLMM HEMPSIMOro TBepA0da3oBOro
I®A - ELISA. BiH po3pobneHuin ans siKiCHOro CKpUHIHTY aHTUTIn knacy
I9G no sgepHux aHTureHis, wo ekctparytoTecs (ENA) B cupoBartui abo
nnasmi noguHn. MpusHavaeTbCcs TiNbkM ANS BUMKOpUCTaHHA B in-Vitro
AiarHocTuui.

KNIHIYHE 3HAYEHHS (Jue. OpuziHan iHcmpykuii).

APUHUUN TECTY

Cymiw oumwieHunx aHtureHis SS-A 52, SS-A 60, SS-B, Sm, RNP/Sm, Scl-
70 Ta Jo-1 B HaHeceHa B MiKPOMYHKWN.

AHTUTING OO UMX aHTUreHiB, SKWO MPWUCYTHI B pPO3BEOEHOMY 3pasKy
nauieHta, 3B'A3ylOTbCA 3  BiANOBIAHMM  aHTUMreHom. [lpomuBaHHSA
MIKpONyHOK BuAansie HecneumngivyHi KOMNOHEHTU Nna3Mm abo cMpoBaTK.
AHTU-NIOACHKI aHTUTINa, KOH'IoroBaHi Nepokcuaasol XpoHyY, iIMyHOMNOrYHO
3B'A3YIOTbCA 3 NOB'A3aHVMMM aHTUTINaMy nauieHta, opmytoYn KoH'torat-
aHTUTINO-aHTUreH  komnnekc. [MpoMuBaHHS  MIKPONMYHOK  BuAanse
HesB's3aHuii KoH'toraT. EH3MMHMIA cyGecTpaT B NPUCYTHOCTI MOB'sI3aHOro
KOH'tforaTy rigponisyetbcs A0 popmyBaHHS GnakuTHOro 3abapBrieHHs.
[ofaBaHHS KMCNOTW 3YyNUHAE peakuito, GopMytoun KiHLEBUI NpoayKT
KOBTOFO KOMbOPY. |HTEHCUBHICTb LbOr0 XOBTOFO KOMbOPY BUMIpHOETLCS
doTtomeTpuyHOo npu 450 HM. IHTEHCMBHICTb 3abapBneHHs npsiMo
npornopLjiiHa KOHUEeHTpaUii aHTUTIM, WO NPUCYTHI B opuriHani 3paska.

BMICT HABOPY

MikponnaHweT, Wo cKknagaetTbca 3 12 CMyXoK no 8 nyHok

KOXHa. [OTOBWIA 4O BUKOPUCTaHHS. 1
KoHTpornb A (HeraTuBHWiA), WO MicTUTb aHTUTINa ENA B
cupoBaTKoBi/6ydepHin maTtpuui (PBS, BSA, mutounii 3acio,

NaN; 0,09%), >xoBTuit. [0TOBWIN 4O BUKOPUCTaHHS. 1x1.5mn
KoHutponb B (cut-off), wo wmictute aHTtuTina ENA B
cupoBaTkoBil/6ydepHii matpuui (PBS, BSA, mutounii 3aciob,
NaN; 0,09%), >xoBTuit. [OTOBWIN 4O BUKOPUCTaHHS. 1x1.5mn
KoHnTponb C (no3wtuBHuWi), wo Mictutb aHtutina ENA B
cmpoBaTKoBi/OydepHii matpuui (PBS, BSA, muioumnii 3aci6,
NaNj3 0,09%), >xoBTuiA. FOTOBUI [0 BUKOPUCTAHHS. 1x1.5mn

Bydep ans 3paskis P; mictute PBS, BSA, mutounin 3aciob,
KOHCepBaHT asuay Hatpito 0,09%, xoBTui, KoHueHTpaT (5 X).
DepMeHTHUI KOH'loraT, WO MICTUTb aHTUMACBKI aHTWTINa
IgG, MmiveHi nepokcupaso XxpoHy; Mictute PBS, BSA,
aetepreHT, koHcepBaHT [MpoknunH 0.05%, CBITNO-4epPBOHMWIA.
[OTOBWI 1O BUKOPUCTAHHS.

1 conakoH 15 mn

1 cpnakoH 15 mn

Po3uunH cybeTpaty TMB, MIiCTUTb 3,3, 55'-
TeTpameTunbeH3namH, 6e36apBHUIA. [oToBWI no
BUKOPUCTaHHS. 1 conakoH 15 mn

CTON-pO34mH, MICTUTb KUCIOTY. [OTOBUIN 4O BUKOPUCTAHHS.
BydepHui po3umH Ans NpoMmMBaHHS, MiCTUTb Tris, AeTepreHT,
KOHcepBaHT asug HaTpito 0.09%; koHueHTpaT (50x) 1 conakoH 20 mn
IHCTPyKUisi N0 3acTOCyBaHHIO 1 wr.
CepTudpikaT KOHTPOSO SKOCTI 1 wr.

1 conakoH 15 mn

HEOBXIOHI MATEPIAIU

. MikponnaHweTHUA pigep 3 [0BXMHOW XxBuNi 450 HM; OMUiNHO:
KOHTPOMNbHUI inNbTp 3 AOBXMHOK XBWAi 620 HM

e [lporpamHe 3abe3neyeHHs Ans pigepa

BaratokaHanbHuii gucneHcep abo ninetka AnA 6aratopasoBoro

no3yBaHHs 06'emom 100 mkn

BopTtekcHuin mikcep

MineTkn Ha 10, 100 i 1000 mkn

Tanmep

OuctunboBaHa abo aeioHisoBaHa Boaa

MipHi uuniHgpu Ha 100 i 1000 mn

. lMnacTukoBuii KOHTEVHEp ANs 36epiraHHs Po3yMHY AnA NPOMVBaHHSA
Habopu Orgentec I®A nigxoasTe ANS BUKOPUCTaHHS Ha BiOKPUTMX
aBTOMaTM30BaHMX npouecopax. KoxeH aHania mae 6yTu OUiHEHW Ha
BiQNOBIgHIN aBTOMaTM30BaHi cuctemi. [letanbHa iHbopmaLis HagaeTbcs
3a 3anuToMm.

3bIP, 3BEPIFAHHA | POBOTA 31 3PA3KAMU

. 36epiTb  3pa3ku  UiNbHOI  KPOBi, BUKOPUCTOBYHOUU
MeOMNYHy TEeXHOMOTII0, YHUKa4M remMorniay.

. [anTe MOXNMBICTbL KpPOBI 3rycTUTUCHA | BIJOKPEMTE CUpOBaTKy
LeHTPUGYryBaHHAM.

. CuvipoBaTka noBuMHHa OyTu 4McTolo | HeremonizoBaHow. HeobxigHo
YHUKaTU remoniTnyHoi abo ninemivyHoi cupoBaTku.

. 3paskn noBuHHI 36epiratucsa npu 2-8 °C go 5 gHie abo npu -20 °C
[0 WwecTun Micauis.

e YHMKanTe NOBTOPHOIO 3aMOPOXYBaHHS i PO3MOPOXYBaHHS 3pa3kKiB.
Lle Mmoxe npusBecTv 40 BTpaTV aKTUBHOCTI ayToaHTUTENamu.

e  He pekomeHOoOBaHO TECTYBaHHS iHAKTMBOBaHOI TEMMOM CMPOBATKM.

NPURHATHY

3BEPIFAHHA TA CTABINBHICTb

. 36epirati Habip npu 2 - 8 °C

e  TpumMaTh MiKponnaHWeTHi NyHKU B TFEepMETUYHOMY Milleyky 3
ocyLlyBayeM.

. PeareHTu cTabinbHi 4O 3akiH4eHHA TepMiHy npuaaTHocTi Habopy.

e He nignaBaTtv peareHTM Ansa aHanisy BNNvBY Tenna, coHus abo
cunbHoro ceiTna B nepebiry 36epiraHHsi Ta BUKOPUCTaHHS.

. PosBegeHnin Oydep 3paska Ta npomuBHUIA Bydep cTabinbHi
npuHaimMHi 30 gHiB npu 2-8 °C. PekoMeHOyeTbCs BMKOPUCTaHHS B
TOW e A€eHb.

NPOLIEAYPHI 3AYBAXEHHA

. He BMKOPWCTOBYWTE KOMMOHEHTU HABOPY MICNSA 3aKiHYEHHS TEPMIHY
npuaaTHOCTI.

. He miHsATE KOMNOHEHTU HAbOPy MiX Pi3HUMU OTamu.

. Bci maTepianu cnig npuBecTv 4o KiMHaTHOI TeMnepaTypu.

. Bci peareHTu nepen noyaTkom aHamisy MoBWHHI OyTW roToBi Ao

pob6oTu. lMicna noyaTky aHania HeobxigHO nNpoBoauTH Ge3nepepBHO

ONS OTPUMaHHSA HafiNHUX | TOYHNUX pe3ynbTaTiB.

MpoBoabTe BCi KPOKM aHani3y B 3a3HaY€HOMY NOPSAAKY.

3aBxau BUKOPUCTOBYINTE CBiXXY po36aBneHy cupoBartky.

MineTysaTu BCi peareHTn Ta 3pa3ku Ha AHO NYHOK.

[nsa 3anobiraHHsA 3abpyAHEHHS MiHANTE HAKOHEYHUKN MiX 3pa3kamu

Ta pi3HMMK KOHTPOMNSAMKU Habopy.

e [lyxe BaxnuBO NpoMMBaTW NyHKW PeTernbHO i BMOAMATU MOBHICTIO
BCIO PiAVHY ANA OTPYMaHHSA ONTUMAarbHUX pe3ynbTaTiB.

. Bci kpoku iHKybauii MOBUHHI MPOBOAMTUCH Ha NPOTS3i BU3HAYEHOro
yacy.

. KoHTponbHa cupoBaTka NMOBWHHA aHamnidyBaTucCsa sIK HeBigoma Ans
nepeBipKu peareHTiB Ta aHaniay.

. He BMKOpPUCTOBYITE NOBTOPHO NYHKM MIiKPOMNMaHLLETIB.

I'IOI'IEPEJ:I,)KEHHﬂ TA 3ACTEPEXEHHA
Bci peareHTv Habopy Npu3HaYeHi Tinbky Ans AiarHoCTWKK in vitro.

> He 3MiLyinTe KOMMOHEHTN HABOPIB 3 Pi3HKX NOTIB.

»  KomnoHeHTV Habopy MiCTATb MaTepiany NOACHKOrO MOXOMKEHHS,
AKi nNpoTecToBaHi mMeTtogammu, cxsanenumu FDA, Ha BiACyTHICTb
aHTuTin go renatuty B i BIJl. OgHak, XogeH MeTod He Moxe
rapaHTyBaTy, WO NPOAYKTM NIOACHKOro NMOXOAXEHHSI He iHMiKoBaHi.
OTxe, 3 peareHTamMu Ta 3pa3kaMu CMpPOBaTKM Chif NOBOAUTUCH SIK 3
NOTEHLIAHO IHEKLiINHO HEBEe3NeYHNMN.

»  YHukawite koHTakTy 3 TMB (3,3°, 5,5 - TeTpameTnn6eH3vanHomMm).
Axwo TMB noTpanuB Ha LWKipy, peTenbHO BUMMWIATE BOAOK 3
MUIIOM.

»  CTon po3yMH MICTUTb KUCMOTY. FIKWO PO3YMH MOTPanvB Ha LUKipy,
peTenbHO NPOMUINTE BOAOI i 3BEPHITLCA A0 Mikaps.

» [eski KOMMNOHeHTU Habopy (Hanp., KoHTponi, Gydep 3paskiB i
OydepHuii MUIOYMIA  PO3YMH) MICTATb a3up  HaTpito B SIKOCTI
KOHCepBaHTy. A3u[ HaTpilo € BUCOKO TOKCUYHWMM i peakTUBHUM B
yucTin copmi. lMpu koHueHTpauii B npoaykti 0,09% npote He
Hebe3neyHnin. Beynepey knacudikauii sk 6e3neqHnin, M1 HacTiiHO
peKoMeHAYEMO BMKOPUCTOBYBATH 3BMYANHI NpaBuna 6esneku.

»  [eski Habopu wmictate MNpoknuH 300 B AKOCTi koHcepBaHTy. [lpu
3HULLIEHHI peareHTiB, Wo MicTaTb MpoknuH 300, npomMuinTe BENUKOO
KiNbKiCTIO BOAW AN po36aBneHHs KOMMOHEHTIB A0 HUXYe aKTUBHOMO
piBHS1.

»  BukopucToBy#Te pykaBu4ku npu poboTi i3 3paskamu i peareHTamMm i
peTenbHO MUIATE PyKM Nicns po6oTu.

» He ninetyBaTu poTom.

»  HeixTe, He nnitTe, He KypiTb i HE 3aCTOCOBYINTE KOCMETHKY Y MiCLsX
po6oTu i3 3paskamu abo peareHTamu Habopy.

» He ponyckanTe KOHTakTy MK OydepHMM po3yMHOM mnepekucy i
1erko  OKMCNIoBanbHUMK MaTepianamu: nigBuLLEHa TemnepaTtypa
MOXe BUKINMKATWN CMIOHTaHHWUIA cnanax.



»  [OoTpumyiiTecsa HacTaHOB LWOAO 3AIMCHEHHS KOHTPOMI SKOCTI B
nabopaTopii, BUKOPUCTOBYMTE [OCHIMKEHHS KOHTponiB Ta/abo
Hacu4yeHnx cupoBaToK. [lOTPMMYWTECs iCHYHOro 3akoHOA4aBCTBa
npu poboTi 3 yciMa peareHTamu Ta 3paskamu.

NPUrOTYBAHHA PEATEHTIB

lMpuzomyeaHHs1 po34uHy Onsi IPOMUBAHHS

PosbasTe BMIiCT cnakoHa 3 50-kpaTHUM KOHLEHTPaToOM MPOMUBANbLHOIO
6ydepa ancTunboBaHo abo AeioHiZoBaHOK BOAOK A0 KiHLEBOro ob'emy
1000 Mn nepea BUKOPUCTAHHAM.

lpuzomyeaHHs1 6ychepa Ons 3paskie

PosbaBTe BMIiCT ¢hrnakoHa 3 5-kpaTHUM KOHUeEHTpaToMm Gydepa 3paskis
ONCTUNbOBaHOK abo [eioHi30BaHO BOAOK A0 KiHueBoro o6'emy 100 mn
nepef BUKOPUCTAHHSAM.

lpuzomyeaHHs 3pa3ka

PosbaBte 3pasku nauieHTiB 1:100 Oycdepom pans 3pas3kiB nepej
aHanisoM. [ns uboro gogante go 10 mkn 3paska 990 mkn Gydepa ans
3paska B npobipui 3 monictupony. PeTenbHo nepemilianTe.

Mpumitka: Kanibpatopu/KoHTponi rotoBi [0 BWKOPUCTaHHSA, iX He
noTpibHO po3GaBnaTH.

NPOLIEAYPA AHANI3Y
MpuroTyTe [OCTaTHIO KINbKICTb CMYXOK ANsi KOHTpornis/kanibpaTopis i
npo6 navieHTiB.
1. [Hopante 100 mkn kanibpatopiB, KOHTPOMIB i po3BeAeHUX 3paskiB
nauieHTiB B KOXHY NYHKY.
IHKkyOynTe 30 XBUNUH Npu KiMHaTHIN Temnepatypi (20-28 °C).
Bupanite BMicT nyHOK i Tpudi npomunte 300 Mkn
NPOMWBHOIO PO3YMHY.
2. [Oopante 100 MK po3yMHy (hepMEHTHOrO KOH'torata B KOXHY NyHKY.
IHKyBynTe 15 XBUNUH Npu KiMHATHIN TemMnepaTypi.
Bupanite BMICT nyHOK i Tpuyi npomunte 300 Mkn
NPOMWBHOIO PO3YMHY.
3. [Hopaiite 100 mkn cybctpaty TMB B KOXHY MyHKY.
IHKy6yiTe 15 XBUNUH Npu KiMHATHIN TemnepaTypi.
4. [Oopante 100 MKN CTON PO3YMHY B KOXHY NYHKY i BUTpuMante 5
XBUNUH npu KT.
3untante ONTUYHY wWinbHiCTE npu 450 HM | pospaxynte
pesynbtaTn. BixpomaTnyHe BMMIiptoBaHHS npoBoabTe npu 600-
690 HM™.
3abapBneHHs, sike PO3BUHYNOCS, 3anNNLLIAETLCS
cTabinbHum npoTsarom 30 XBWUMWH. 3uMTaiTe ONTUYHY
LWiNBHICTL 3a Lien yac.

Mpuknag nineTyBaHHs:
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P1 ... - 3pa3ku nauieHTiB, A-C - KoHTponi
OLUIHKA

[aHun TecT BBaXaeTbCa OINCHUM Tinbku B pasi, akwo O npu 450 HmM
ans kanibpatopie/koHTponto i pesynbTaTiB KOHTponiB 36iraeTtbcs 3
BigNoBigHMM Adiana3oHoM, 3a3HadeHum y CepTudpikaTti KOHTPONO AKOCTI,
Lo AofdaeTbCca A0 Habopy. AKWOo skuii-Hebyab i3 3a3HayveHnx KpuTepiiB
He BignoBigae, pe3ynbTaTM MawTb OyTW BW3HaHI  HediicHUMK i
TeCTyBaHHS Mae ByTu NOBTOPEHO.

PO3PAXYHOK PE3YNIbTATIB
[ns skicHnx pe3ynbTaTiB onTUYHY LWinbHicTb (OLL) 3pa3ka nopisHIOWTL 3
OMNTUYHOIO LWinbHicTIo KoHTponto B:

HeratmsHuin: OLL 3pa3ska < OLL KoHTponto B
MoautmeHuin: OLL 3paska = OLL KoHTponto B

Ons KinbKiCHUX pes3ynbTaTiB ONTUYHA LWiMbHICTb 3pa3ka BUpaXaeTbCs K
3HaYeHHs iHOeKcy:
IHpekc = OLL 3paska/OLL, KoHTponto B

XAPAKTEPUCTUKU TECTY

KaniopyBaHHs

Cuctema aHanisy kanibpyeTbCs npoTM  MiXHapoOOHO
KOHTpOnbHOI cupoBaTkm Big CDC, AtnaHTa, CLUA.

BU3HaHOI

[iana3oH BMMiproBaHHA
He 3aCTOCOBYETLCS

OuikyBaHi 3Ha4eHHsA
Y HopmanbHOMY Jiana3oHi LOCHi[XEeHHs i3 3paskamMu Big 300pOBMX
[OHOPIB KPOBi HACTYMHi Aiana3oHn Gynv BCTaHOBMEHI 3 UMM aHanizom

I®A: 'paHnyHe 3HadeHHs Cut-off IHoekc 1.0
IHTepnpeTauin pesynbTtaTis
HeraTtuHuii: IHoekc < 1.0
Mo3nTuBHUIA: IHoekc = 1.0
NMiHinHicTb

3pasku nauieHTIB, WO MICTSATb BUCOKI PiBHI cneumdivyHnX aHTUTIN, cepiiHo
po3soaunu B Gydepi Ana 3paska, Wwob NpoaeMOHCTPYBaTN AMHAMIYHUIA

fdianasoH aHanidy. AKTMBHICTb [ANs  KOXHOTO po3BefeHHst Byna
po3paxoBaHa sk 3HaYeHHs |[HOekcy.
3pasok Po3Be- OtpumaHe OuikyBaHe 0/0,
OEHHSA 3Ha4eHHs lHgekcy 3Ha4YeHHs lHgekcy %
1 1:100 5.4 5.4 100
1:200 2.9 2.7 107
1:400 1.5 14 111
1:800 0.7 0.7 104
1:1600 0.4 0.3 110
2 1:100 6.3 6.3 100
1:200 3.4 3.2 108
1:400 14 1.6 91
1:800 0.6 0.8 81
1:1600 0.4 0.4 107

Mexa BusBneHHsA
He 3aCTOCOBYETLCS

BiaTBOploBaHicTb

ToyHicTb B Mexax TecTy: KoediuieHT Bapiauii (CV) po3paxoByBanu ans
KOXXHOrO 3 TPbOX 3paskiB 3 pe3ynbTatiB 24 BU3Ha4YeHb B OQHOMY aHanisi.
PesynbTaTy NS TOYHOCTI B MeXax aHanisy HaBefeHi B Tabnuui Huxkye.
MixcepiiHa TouHicTb: KoediuieHT Bapiauii (CV) pospaxoByBanu ans
KOXHOro 3 TpbOX 3paskiB 3a pesynbrataMmu 6 Bu3HaAYeHb B 5 pi3HUX
aHanisax. Pe3ynbTaT Ana BUKOHaHHS A0 3amnycky TOYHOCTI HaBedeHi B
Tabnuui HUXYe.

B cepeguHi aHanisy Mix aHanizamu
CepenHe Ccv CepenHe cv
3pasok 3HaYeHHs [%] 3pasok 3HaYeHHs [%]
IHoekcy IHOekcy
1 0.2 6.0 1 0.2 6.9
2 1.0 2.2 2 1.1 1.2
3 2.2 1.6 3 2.4 1.6

IHTepdepytoyi pe4oBUHMU

He cnocTtepiranocs iHTepdepeHLUii npy TecTyBaHHi 3paskiB 3 remoniaom
(mo 1000 mr/gn), ninemieto (no 3 r/an Tpurniuepuais) abo niaBULLEHUM
BMicToM 6inipy6iHy (8o 40 mr/an). He cnoctepiranocs 0yab-koro BAnmBy
npu BUKOPWUCTAHHI aHTMkoarynsHTiB. OpfHak, He peKoMeHOYeTbCs
BMKOPMCTOBYBATU 3pas3ku 3 CUMbHUM reMonizom abo ninemieto.

Pe3ynbTaTtu gocnigxeHb

Study population n n Pos %
SLE 25 22 880
Sjogren's Syndrome 10 10 100.0
MCTD 10 10 100.0
Sclerodarma 10 ] 90.0
MNormal human sera 60 2 33
RA (rheumatoid arthritis) 20 1 5D

Clinical Diagnosis

Fos  Neg

ORG 506 Pos 1 3

Neg 4 T

.35 80 135
Sensitivity. 92.7 %
Specificity. 96.3 %
Cverall agreement: 94.83 %

OBMEXEHHA NPOUEAYPU

Llen aHamni3a npusHayeHun B AKOCTI AiarHOCTMYHOI gonomoru. [eBHuw
KMiHIYHUIA [iarHo3 He MOBWMHEH IPYHTYBaTUCS Ha pesynbTatax OJHOro
TecTy, BiH NOBUHEH ByTy 3pobneHuin nikapeM Nicns OuiHKK BCiX KMiHIYHUX
Ta nabopaTopHUX JOCNIOKEHb.

Takox KOXHe pilLeHHs Ans Tepanii cnig npuiMaTh iHauBiayanbHo.




Buwe 3asHayveHi natonorivHi i HOpMmarnbHi Adiana3oHn Ans aHTUTIN B
3paskax nauieHTa cnig po3rnagatv Tinbku sk pekomeHzauii. KoxkHa
nabopaTopisi MOBMHHA BCTAHOBWTW CBOI BrAcHi HOPMW, BiAMOBIAHO OO
1ISO 15189 abo iHwi aitovi npaBuna nadopaTopii.

CXEMA IHKYBALIIT

1 MineTtyBatn 100 Mkn kanibpaTopa, koHTponto abo B3ipuda nNauieHTa
IHKyByBaT 30 XBUIIUH Npu KIMHaTHI TemnepaTypi
i 2 BuaanuTu BMICT nyHokK i Tpuyi npomuty 3 300
MK MPOMMBHOIO PO34MHY

2 [opatn 100 MKn hepMeHTHOro KoH'torata
IHKyByBaT 15 XBUIIUH Npu KiMHaTHI TemnepaTypi
T BupganuTi BMICT NyHOK i TpWdi NnpomMuTy 3 300 MKn
NMPOMWBHOIO PO3YNHY

3 MinetyBatn 100 Mkn po3unHy CybecTpaTy
IHkyByBaTV 15 XBUNMH Npu KiIMHaTHIN TemnepaTypi

4 [opatn 100 mkn Cton po3yunHy
Butpumatn 5 xBunuH
3unTtatn pesynbTat npy 450 Hm

oIAMEB )
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