«YTBEPXKTAIO»
00 «JIMOKOP»

. Toxryr
023 r.

ML.IL

Dotorpadutieckne n3obpaxkenns o6mero Buaa

«HaGop pearentoB «Jlnznaé AMyp CA 19-9» s KONHUECTBEHHOTO ofpeaeNeHUs
pakxosoro anTureHa 19-9 (CA 19-9) B cEIBOpoTKe M nnasme KpOBH 4eJloBeKa
MCTOLOM MMMYHOXEMATIOMARECLICHTHOrO aHamu3a (MXJIA) na ananmsatope
aBTOMATHIECKOM HMMYHOXeMU/TIOMHHECLeRTHOM «JTumnaé Amyp» s
AHArHOCTHKH in vitro no TY 21.20.23-220-65614693-2022»

-,

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



KapTpumxk (B cocTaBe. PeareHT napamarHUTHbIX Mukpodaetuy, (R1), 3,5 mn/yn., PeareHT MeyeHbIX
aHtuten (R2), 4,0 mn/yn.)

NIMAKOP ELLLLI
NvwpnabAmyp
CA19-9

SO

20230701 2 01.07,ma

Mapoun30NALMOHHBIE KPbILLIKU

’ ‘n/lu,vm
1 InpnabAmyp

[ CA19-9
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Kanmnbpatop 1(CALI), nmodmnmsnpoBaHHbIiA, 1,0 Mi/quiakoH

1/\/\

Kanuépatop 2 (CAL2), nnotunmanpoBaHHbli, 1,0 mn/hnakoH
T

OB600L
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Kanun6patop 3 (CAL3), nuounusmpoBaHHbliin, 1,0 ma/dnakoH

MoTpebuTenbcKas ynakoBKa

nnanao

Nuana6 Amyp oW o,
CA19-9 ARpE BT

Ha6op peareHToB Ha 100 TecToB B 01 T

3.Kanubpatop 2 (CN12), wochumkadoaaHHlii.
T.OHn/hnakon-1wT.:
4 Kanubpatop 3 (CAL3).namoduncadoal«<bid
- . PnCAnMO rOmn/hnanom-1w,
5. TYXU3aIANVOHHbIE KDbLLKA -BLLIT. !
Cl0LOGAR3 g et Rt I BavD L,
1wir| 20230701 LW | 01,07.2024 |FEr| C860Q7 7. AvamITISROMANACIOpT -,

nuakop

MoTtpebuTensckas ynakoska 100 TecToB (B Criepean)
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. JUKP

ii PoccT 620102.Cmmimam o6nacT r,0.ropea&carepMmuoypr.
r.Eiarepi##”.~ T[locaBaely orp.23.cq «
Twedom:S800500 7128 LLI KKXTM

MoTpebuTensckas ynakoska 100 TecToB (BUA C/ieBa)
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[lns npocheccnoHanbHOro NPUMeHEHNS

MoTpebuTenbckas ynakoBka 100 TecToB (BUA c3aan)

nnanab

Nlngna6d Amyp ruta

CA19-9

Habop peareHToB Ha2 00 TearoB

»-Fw'ProoCL #
lyOTt 20230701181 0107.2Q2A |HEr  tasooT

CoeTpBuragsnus

rkalnpmTCBCO«1|*p{Hr«<r
nuxMmanatmaMud cHaciT (LW ).

. 3gmetngpbtr«« f (R 2 ) .

211U M [unpl (CAU). wKIhHMO YX»a»<Hbl i
IO Mmn<d THan-2urr.:

1 1CBW|B§BTop2 {CA12). nnochunMamMpoBaHMbT.

A.Kanm6psTop 3 (CAL3K stochu>manpoBamHbI it

1.0 yn/hna«aH -2 LLI-,
9 el

. no npumMeHexuto - 1w t,
7./blanun«yBc«<it nacnopt -1 Wt

MoTtpebuTenbckas ynakoBka 200 TecTos (BMA criepeam)
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000« TN AKOP»

Pf%%&%kﬁl a, r_sm%l Yo g
Ternegon 2803500 n g Ip.Vieeru

agopppar«nrm«/l BAHYPCA10"
Difgraa

anra 18-9101194} acvmlpormMal<nml«

yanoamw matBaCu laaipiO TiIHH niw aaiaoiaiw w fo
wamoa (MXfMOHa allilanatepe aamwim tiBeaBit
to>mp«ll lB«aBaaamalMn«««Vbainaeitoyp* ana “|
M8M«cTno«MyittonoTY?17.23-230-8581B93-

10 22.Ha6oppaarcktoaHa 300 Tactoa. AHTHTapa
aBWU-1,2n*»pycyr8nsnnaCuHBaflsoTcyTcraylsr

Homepu gataparmcapatlraHHoro ygocroaapaoga
PYM>X00X10080TXX XX

Mae 1a npoasopfcTT:
QlOO()«FIWlNQ)ﬂ»..p&XC*aBrO<LIJ. 0BpPBMNOBOa»
~00nacn. r. Elceiapiweypr, »n. Mipacmoaapexas i 15

Q OOO«maxop*. Pocevn. 14H81 Moce».bB

e r OyBHa. yr MNpuBOpcCTPOUTBNBIA. JS

MoTtpebuTensckan ynakoska 200 TecToB (BMA CreBa)

[lns npodheccuoHanbHOro NPUMEHEHNS

MoTtpebuTenbckan ynakoska 200 TecToB (BUA €3a4K)

nmanab

MoTpebuTenbeckas ynakoska 500 TecTos (BMA crepeam)
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MoTtpebuTensckas ynakoska 500 TecToB (BMA CreBa)

Jnanpodhecc/oHarnisHOro MpivieHeH s

MoTpebuTensckas ynakoska 500 TecToB (BWA c3aan)

nmanaé

Coera*«bIMa

Nunanab Amyp
CA19-9

H x» S15B/ppraraiT«dV|10p0Omos

‘un W

MoTpebuTenbckas ynakoska 1000 TecToB (Bug cnepeam)
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MoTpebuTensckas ynakoska 1000 TecToB (BUA CreBa)

MoTpebuTtenbckas ynakoska 1000 Tectos (BuUg c3a4m)
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nmmanab
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°* » Las'z.O W
\V:ou
r s o ' o p
Sy
Vbkuwrrr
nom pjAar«ocwoVn'<w

doTorpagms obulero Buaa Habopa peareHToB Ha 100 TecToB.
V
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TpaHcnopTHas ynakoBKa
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4ml

\EFT\

2111070}

H ~ p peareHToB «/Ingna6 Amyp CA 19-8» ans
KOMHYECTBEHK3M3 Onpearnerius pakoaora eHTure-
na 19-9 CCA 19”1 &« BOpOTKe 5 nmamvk*e hoaun
yenoseka MeToA0M L.«K*yU<»CBMHIIOMUHECLIBHTHOMO
swnu3a O'tXHA) 48 aHanunaaTope aBTOMAaTUYECKOM

VIMMYHOXEMU/IOMUHBCLEHTHOM «/lofnaGAMyp»
ANA AVarfacTiky in -wiro

T TY 21.207220-65614693-2022

0

W # g

Anarpodil/l«HANTkp rLrpar™

C!1] 01 »2023
Inv t 01.07.2024 fREF C86007

Hab6op peareHToB «/Ingna6 Amyp CA 18-9» ans
konuyectse WOTO onpefieneHns pakoBoro aHTure-
Ha 19-9 (CA 19-9) B CbIBOPOTKE M Nnasme KpoBwt
YanoTeka MeToACLL MIMMYHOXEMUTIOMUHBCLEHTHOTO
aHanusa <UXJ1A)  avanusarofe aBTOMaTM4YecKoM

ﬁb>><<yMOXEMVIﬂIOMMHe_UJ46HTHOM «ngnyb Amyp»
Ans fp*ammoctnky 1nvitro

21.20.27-220-68614693-2022

EB ""000 CLU

W<H»toWuiwaro npiweM»#®

Y U WO RRRARERI ikl CAl 010711

A\l TN

202.wtoi

ia 1l 01.07.2024 [REF C86007

P
)



Bcero npoLuHypoBaHo, NpoHyMepoBaHO
Y eKPErJIeHO Nneyarbio
M (1puuC(*uctm 6 )n,
KOTn
BEEF" u AvipexTop
n @)

[E. KO. loxryt/
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YTBEPXAAKO
Ovpekt™*p OO0 "NNAKOP"
.Foxryt

023 .

MAKET MAPKPOBKW

«Habop peareHToB «J/lngnad Amyp CA 19-9» 015 KONMYeCTBEHHOIO OrnpeeneHus
pakoBoro aHTureHa 19-9 (CA 19-9) B CbIBOPOTKe 1 N/ia3me KPoBU YenoBeka
METOLOM UMMYHOXEMUMIOMUHeCLIEHTHOro aHanun3a (UXJ1A) Ha aHann3aTope

aBTOMaTUYeCKOM MMMYHOXEMUIOMUHECLEHTHOM «J1ngiab Amyp» s
ANarHoCTMKM in vitro no TY 21.20.23-220-65614693-2022x»
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KapTpumk (B cocTaBe: peareHT napaMarHuTHbIX YacTuy, (R1), 3,5 mn/yn; peareHT

MeyeHHbIX aHTuTen (R2), 4,0 mn/yn.)

nngkop ™ A

Nvgnaé Amyp aH
CA19-9 '
. amn Ifn
oLl &

LOT 20230701 01.07.2024 1

Kannéparop 1 (CAL1), nMopunn3npoBaHHbIN

1.0mn KOT| 20230701
Is] 01.072024
IREFI C8600T

Kanubpartop 2 (CAL2), nMopunin3npoBaHHbIi

nmakop

10mn W 20230701
si 01,072024
CAL2Z Rer (86007

Kanuépartop 3 (CAL3), IModpunansnpoBaHHbIi

ﬂmoqg6AmprA 198

10mn  ItOTI 20230701
Isl 01,0720"
CAL3 |sr cs86007

Mapoun30NSLMOHHbIE KPbILLIKK
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nnakop
NnpnabAmyp
CA19-9

Mapou30/ALMOHHbIE
KPBILLIKY - h LLIT.

LOTm 20230701 I I

s 01.07.2024
REF C86007

QR-code

JUTBAWCALSa

LOr20230701 BEXP01072024

Habcnelika

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HaBOP PMIBHTO» «/IBra6 AmypCA19-9»

LM KONMYACTAAHHOTO TPABENAMUS PAKOBOTO
anTiirana 19-9 (CA19-9} aceiaoporkauratama
‘lmnoaar,ailiato[*ONlaaly o alrurkunmlae aln>nefo
anarmaa (MX/1A) Ha <)MBN«3aTOPa aaroHaTU4arcom
MUMYHOXAMUTK» MitnackanrHoM «/lnenaeA u A WW
Amarmocnemin® o noTY217.23-220-8581A893-
2022.Ha60op paaraHTos Ha 100 TacToa. AHTUTENa
KBNU-1.2m Bldp*ycy ranaTutaC u A«BAZ OTCYTCTaAT.

MomapamTa paTtcTpemaoluioro ynocToaapaiww
PY  xxxx/xxxx 0TXX i 000a

MecTonpsHiooacTee:

1 00O «MOKOP». Poccun. 620033. Ceepsinoaokm
“—* oBacTk. r. Exatvow Pypr.yn. Koacmogaockau. a. 1S

r. fly6Ha,yn npiGopoCTPONT«

Ha6op paaranToa «/1Hnna6 AuypCA 19-9»
AnMKOMbI»cTBe Mioro onpaoona»a*s pakoaoro
anTurana 19-9 10 A19-9} aceiopoTken nnama
UI0TOEEM»METOACM MMHYHOXEMUNUMMHECHEHTHOTO
amermm (MX/IA} He eHank3eTope arroHaTuueckom
lae>ysionera»niollll leuneutl i1« bune6 Amyp» ana
Auarnocnaw W<N1rono TY 21.20.23-220-858 1A893-
2022. HaGoppeareHToB Ha 200 TecTos. AHruTena
Kauu-Trneupycy renatutaC n HBSAQ 0TCyTCTBAOT.

><oMap W 4aTapaw CTPayuouHero yaecteeepaHus
PYH»XXXX«XXXO0MXX

pu 00O «IMKOP*. Poccus. 620033. Caspiinoacxes
06ractb. r. £«aTu»M6ypr. yn. KpacHogapckas, a 1S

r. fly6Ha yn. r>ubopocTpaut«ueA 3a

HaG6op paaraToa «/luewa6 Amyp CA 19-9»

ANS KONHACTAAWHW 0 ONPaAeNaHus PABEOBILO
anTurena 19-9 (CA 19-9} acbiakio Tke v iwsM>ia
4anoasKkaneToaom UMUYMO)» MANIOMUMECLUTHOTO
aHanusa (MX/IA) Ha ananusaTch aBTOMaTHUECKOM
iaa<yiioiiainio»MiacuiiTMOM </b«lTeblLin»yp> Ans
AwarHocTukAW vitro 1OTY21.20.23-220-656i693-
2022. Ha6op pclarentosHa 500 TecTos. AHTUTENA
«8MU-1.21 BupycyrenatutaC u HBe/la oTcyreTayioT.

WNemapH gata part>cTp ayunelsilero "agoctoaapanus
PY N* XXXX/XXXX0T XX XX XXXX

000 «/IMCKOP». Poccus. 620033. Ceepanoscium
o6nacts, r EA TEPUMBYTT. yn. KpacHogapckas, a 16

Ha6op paareutoa k/lnanas 4blyp CA19-9*

ANSI <OTMUACTBEIMKY 0 0T (h W » Bl pakoBoro
«uTurena 19-9 (CA 19-9) B cbiBOpOTKA M NNa3Me
4anoaekaMeToA0M MMMYLIOXaMANOH MHecy ST HOTo
anarmaa (MX/IA) Ha aHanu3aTope aBTOMaTH4eCKOM
MMMyMOxemMunio>anlacnantHom «iManaé Amyp» Ara
AUM-HOCTUKM U Vitro MOTY 21.20.r3-2»>-«581A693-
2022. Ha6op pearenTos Ha DOO TacToa. ATHTENA
KB T-12nBupycyranatutaC u HBSAgoTcyTCTayioT.

Mol p 1 4aTa parmMcTpayHeumMoroyAectoaepania

PY No XHKOCX/XXXX 01 XX XX XXXX

1~| 00O «/INAM3P». Poccws. 8110033, Ceapanoecxas

A o6roets. r. EkaTepuGypr, yn. KpacHoaapckas, a 15

r-} 000 «/IMIOMOP». Poccua. 1A1981.Moawsonso6nacts.
" 1. fly6Ha,yn MpubspocTpeuTenar. 3a
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MoTpe6uTenbcKas ynakoBka

Nnpna6 Amyp Pz

CA19-9
Hatop peareHTos Ha 100 TecToB

KXPBMKDG-LICD ® 1/01.07,2023
Jurr 20230701 Ja] o107 iRgl caBS0/

Nngna6 Amyp DHO

CA19-9
Habop pearexTos Ha 200 TecToB

K X CL” M H1101.07.2023'

|wr| 20230701 Iil 01,07.r02i iRffl 086007

Nnpnaé Amyp ivmoi

CA19-9
Habop pearertoBHa 500 TecToB

®©
q) q) H1jo107 2023

1I0T1 202307011al 01,07,2026 iRff

Nnuana6 Amyp [Yroi

CA19-9
Habop peareHTos Ha 1000 TecToB

"/\ I7I B A)ﬂLLI (D q) rij01.07.2023

Item 20230701 Ittl oToTror/la C88007

CoctaBusgenus

1 XapTpbuax (BoocTase-peerin’
1 p 8uarkutHUoC MTpOUacTUy (R1).
346MAN~; peareHT MeuyeHbI*BHTAT»> (R2}
Aun/r)-2wT

2 Katu6petop! (CA11].NMO®ArMaMpPOBaHHbIN.
1.0 mrlicpnakon -1 wT;

3 Kanu6patcx)2{CAb2}.ral0chunnaldopaHHbiii.
10 mMn/pnKOH'! WT..

7 Kanu6patop 3 (CAL3), nuohkamaapoeabHslii.
1.0mnAnakoH -1 wr..

5.7 "DON3ONAWIOHHLIEKPLINB»1-BWIT..

B.Hmctjvojhbno npumene**eo-1 wr.;

7. AHanrrMueckuii nacnopt - 1wr.

CocrtaB nsgenus

1KapTpusix (B coctase pBBN>HT
nap OMOTHHTHtnc MukpouacTuy (R1).
3.5M/Yyn;peareHT »sauoMbix aMTMren (R2).
*Mnlyn)-iwT:

2.Kanu~rop 1ACAtl}. MochunHa)hosaHHbIN.
10 MTYdhnakeu - 2 wT.;

3 Kanu6patop 2 IC*L2). nuocurmatuaosaHmnmii.
TOmn/hnakoH- 2wr.;

i @Gpan)p:i (CAL3). nuo»nnHaTwoaalii<uii
Inipnaxom - 2wT..

5Map(M30NinNOHHbIE KPbILKN-16 WT.:
6. imcTpyle|Wiino npumenenso -1 wt.;

7. Anarenuueckuii Tacnopt -1 w.

CocrtaB usgenvs

1 KiapTpHOM (BratcTaBse’ paoreHT
napeMBTHImwu MucouacTmu (R1).
3.5Mn%yn,;petMWT MeTeHbIX aHTUTen 0»2).
Amnlyn)-10wT:

2. Kars)6patop | (CALL}. T«acpur»0ldpoBaHwii.
1,0mMn/dhnakon” 5w;

3.Kanu6patopr (CAL2). noubaldosaHblii.
lOmMn/hnawk' 5wT..

A Kanu6patop 3 (CAL3). nuochun9s>chosaNedbiii
1.0 MaAthnakoH - S wr..

5.1"pounsoniinnonnslie KIM7UKA - AOw T.

B. VIHCTPYKL WS N0 NPUMEHEHMUI0 -1 WT.

7. Auanrtuueaorit nacnopt -1 wr.

CocraB u3genvs

1KapTpuux (8 coctaBe pesrakt
NapBMarHnUTHIX MUKpoUacTuy 0M1)
3.5MA7YN .peareHT MedeHsIXBHTMTEN (112),
Amnyn)-20wrT:

2. Kenu(LJBrA1HFOM. 1} 11«>tmr 131haBNeHbliA.
1,0MnMdpnakon - 1O wT:

3 wﬁﬁjamx>2(CWMmﬁmnwaMpcaanwmﬂ.

A.xanu6patop 3 (CAL3). IMOhMMIUPOBEMHBIF.
10 HnadnadH - 1O wT.

5. Mapon30NiAMNONHbIE KPLILKN - A WT.;

6.VHCrpyTama no npuma leisno-1 wr,;

7. ArionTuueckuiinsapo pr -1 wr.



IoTpebuTensckas kopobka
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TpaHcnopTHas ynakoBKa

Habop peareHToB «J/lugnaé Amyp CA 19-9» ans
KO/IMYECTBEHHOrO OnpeaesieHNns pakoBOro aHTure-
Ha 19-9 (CA 19-9) B CbIBOPOTKE U Msiasme KpoBu

yesiloBeka MeTOA0M MMMYHOXEMUAOMUHECLEHTHOrO
aHannsa (MXJ1A) Ha aHann3aTope aBTOMaTu4eCcKom
VIMMYHOXEMWU/TKOMUHECLLEHTHOM «Jlugnat Amyp»

ONs ANarHOCTUKN in vitro
no TY 21.20.23-220-65614693-2022

$AT T
. var?'o nug

[ns npodeccroHanbHOIo NPYMEHeHMSs

000« INIKOPy, Poccust 620102, CBepLi10BCKas 06/1aCTb, 0. ropof, i
ExarepuHbypr, r. ExareprHGypr, yn. Mocaackas cTp. 23, oguc 20A. i XX XX XXXX

LOT XXXXXXXX XX XX.XXXX  REF C86007

Habop peareHTtoB «/Ingnad Amyp CA 19-9» ans
KOJIMYECTBEHHOIO OMNpeaesieHns1 PakoBOro aHTure-
Ha 19-9 (CA 19-9) B CbIBOPOTKE U Naiasme KpoBU

yesloBeka MeToAOM MMMYHOXEMUHOMUHECLEHTHOTO
aHannsa (MXM1A) Ha aHann3aTope aBTOMaTUYECKOM
MMMYHOXEeMWTIOMUHECLUEHTHOM «Jlngnadé Amyp»

ONA ANarHOCTUKK in vitro
no TY 21.20.23-220-65614693-2022

N EoV™ CO®a>

[ns npcx})eccuoHanbHOro NPUMEHEHNS

OO0 «TNIKOP», Poccust 620102, CBep/a/ioBCKas 0671acTb, ro. T
d ExarepmHOypr, r. ExatepuHoypr, yn. ﬂ%,ckaﬂ CTp. 23, ogwmc 2829,3' d XX XX XXXX

LOT XXXXXXXX 2 XX.XX.XXXX REF C86007
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Ha6op peareHToB «J/lIngnadé Amyp CA 19-9» ans
KO/IMYECTBEHHOr0 OonpeesieHnsi pakoBOro aHTure-
Ha 19-9 (CA 19-9) B CbIBOPOTKE U Ns1a3Mme KpOBU

yesloBeka MeTOAO0M MMMYHOXEMUIOMUHECLLEHTHOIO
aHanusa (MXJ1A) Ha aHanmn3aTope aBTOMaTu4eckom
VMMYHOXEMWUTIOMUHECLLEHTHOM «Jlngnad Amyp»

ONS ANarHOCTUKM in Vitro
no TY 21.20.23-220-65614693-2022

$l \f < ~ 1 1
\J
AN ** C M rocMn 3
L Cldd

[nsa npodeccmoHanbHOro NPYMEHEHNS

St 1 e o g oo oo 38 o WE XX XX XXXX
LOT XXXXXXXX XX XX XXXX REF C86007

Habop peareHToB «J/lngnaé Amyp CA 19-9» ans
KO/IMYECTBEHHOI0 OonpeAesieHNs pakoBOro aHTUre-
Ha 19-9 (CA 19-9) B CbIBOPOTKE U naasme KpoBu

yesloBEKA METOAOM MMMYHOXEMUKOMUHECLLEHTHOTO
aHanunsa (MXJ1A) Ha aHa/IM3aTope aBTOMaTU4eCKOM
VMMYHOXEeMWTIOMUHECLUEHTHOM «Jlngnab Amyp»

019 AMarHOCTUKK in vitro
noTY 21.20.23-220-65614693-2022

I|| Procrn 300
n ﬂJ—I—IW 000 < $ > 0

LnanpogeccroHanbHOro NpYMeHeHns

| rfIxXx.xXxX.Xxxxx
JU)T| XXXXXXXX IS I XX XX.XXXX IPFF C86007
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Bcero MmpoLLHypoBaHo, NPOHYMEpPOBaHO
V1 CTrOen/IeHo MeyaTbio

T ( ).

[E. HO. T'oxryT/
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