
PA3PETIIEHIIE
Ha BBoA B rpax/IaHcKl4f o6opor e Poccaficrcofi @eAepary?tv cepuIa hnvilaprku4

lpol43BeAeHHoro s Poccuficxofi @eAepa\uvr aJrr4 BBo3r{Moro e Pocc[ficxyro @e4eparlr4]o
zurvryH o6a ororrzq ecKo ro neKapcrBeHHoro rrpelap ara

Ilb P006-0 01 l0-7 7 I 03220847 or 1 8.09.2025

BuAauo AxrluouepHoMy o6nlecrny "Hayruo-nporr3BOACTBeHHoe o6:se4zueur4e rro MeAr4rIr4HcKr4M

utruyuo6raorotuqecKflM [penaparaM "MtaKporeH", Poccu-r, 1 15088, r. Mocrna,
yrl. I-s Ay6poscxas, n. 15, clp.2.l4HH:1122422231.

( Hauvr e u o eaHl4e lop lrlr4qec Ko ro nvr\a, rop u LLrqe cxu fi aApe c, I,IHH)
(DegepalrHafl cJryx6a uo HaA3opy n cQepe 3ApaBooxpaHeHnq Ha ocHoBaHr.rr.r 3amJuoqeHr.rfl
I4CrIbITareJlbHOfO UeHTpa 3KCneprl43r,r KarrecrBa MeAI4IIHHoKI4X r.tltntyHo6Iaorofur{ecKl4x
[pe[aparoe Oe4epanbHoro rocyAapcrBeHHoro 6ro4Neruoro f{pexAeHuq "HayrHr,rfr ueHTp
3KcneprI43LI cpeAcrB MeAIzIII4HoKolo ilpI4MeHeHHr" MuriucrepcTBa 3ApaBooxpaHeHr4s Poccufrcr<ofi
6e nena r rar

(uaranreHoeaHlre Qe4epa,u,Horo rocy.qapcrBeHHoro 6rc4xeruoro yupeN4eHa.a)

or 16.09.2025 i\b 997IFIU3CMI pa3peuaer BBoA B rpalmAaHcxufi o6opor- (Arrr) (r"r"p)
n Poccuficrcofi OeAepaquu u*rruyno6noJrorrrrrecKoro,'reKapcrBeHHoro flpeflapa'ra

B arquua ry6 epryle 3Hafl, !,ns. rqa4ru1efi uepnauHofr rrMMyHrr3aqrali (EUX -M)
(roproeoe uaaneuorauxe)

Barquna 4:rx npo$raJraKrrdKr4 ry6epxynesa
(vreNgynapoAHoe He[areHroBaHHoe Har4MeHoBaHrae (rpynlupoBoqHoe nlu xurvruuecroe)

:u'IoQr:ra:ar AJUI trpnroroB,TeHl4-f, cycrreH3rdr4 nr",r BH]TprrKoxHoto BBeAeHr4-s 0.025 rur/Ao:a
0.5 ur (20 aos) - aMilynbl (5 urr.) - rar{Kr4 KaproHHr,re /n ronrn:rexre c pacrBoprrreJreM:

Harpvrs xnopaA pacrBopl4Tenb .4n-s [pl4roroBneHr4q neKapcrBeHHbrx Qoprrr nnr HHEeKrIurt 0.9Yo
(arvrnynsr) 2 r.r^rr- 5 ut .l - 4rx :reue6uo-nporf ranaKrHqecKr4x yrpeN4eurafi

(rloplta BLIrtycKa (c yra:aHueu JIeKapcrBeHHoii Qopvru, Ao3[rpoBKlt, Sacoercr,r) 14 Korrr4qecrBo n ynaroexe)

cepru C51125 (ceprax pacrBopr4re:rs T1010424) ,
o6reu ceprrrr
r.rJrrr [apTrrlt 1656 ,

(xoruuecrno
yuaronor)

roAeH Ao 09.2026
(cpor< ro4uoc'rn)

rlpoI{3BoAcrBa Axquouepuoro o6qecrna "Halruuo-npolr3BoAcrBeHHoe o6r,e4r.iuenre ilo
MeAI4TIIaHcKI4M I4MMyso6uorornqecKr4M rfpe[aparaM "Mzxporen" (AO "HIIO "MuxporeH"),
Pocca-r,355019, Cranponolrcrufi rpafi, r. Craeponor'rb, yn. Ezo:rorraqec:ras,, A.20 (ece cra4Lrr4,
BKJIIoqaJT nuuycr<aroqufi Kar{ecrBa).

(HaalreuonaHr4e r{ aApec npoz3BoAr{Tenx (c yra:ariaeru cra4afi

(norrrep cepuu)

)

TO MCAHIII4HCKUM

ldOKYiVIEHf II0IIMCAH
3JrEr<tP0ttl i rlli norlnuci,lo

Ceprztlrruar 421)1i324AD8lllBD I l -jIlD 126-ifE?CCBCll9

B:ru;lererl .flapxouerrro fllrg'rpuii Bcenrurolroerr.r

{er:imsrrreren c 07.04.2025 uo 1)1.07.2026

Perncrp aqlroHHoe yAocroBepenue J\b nn-Ilb(O0 5 822)-(PI-RU) or 1 8. 06

flepxare;rr perrrcrpaurroHHoro
npoH3BoIcrBeHHoe o6regraHeurae

yAocroBepeuufl Arquoriepnoe

"Muxporeu" (AO "HIO "MuxpoleH"), Poccax, 115088, r. Mocxna, yl.

3auecrurenb pyKo BoAHTen,
Pocs4panuaA3opa

(nararvreHonauue, a4pec)

[.B. IIapxoMeHKo

2.



1p0I cofi {It-no-08-025
/\ lr[H()HepHi)e {)6i rll]c rB0

<Hay,lHo-npoll3Bo.lcrtsettttoe o6'teJn,{eH}re rro Me;I14urrHcu}rr,r nvr.rvHo6sorror'r4qecKri}i npeilapa'ra;\t
<r\luxporeu>,

Alpcc llccrii oc-y- I tt€crB.teHn f n H ue ffi ,.I pye \toro Blr-la -lefl Ten bHocrH :

Poqcu:t, 355019, Craapono;:ucxari xpaii- r. Cranponr:nb- -v.1. Suo,,roruqecicar, r. ?0

ILACIIOPT *n ]21 om 1$.07.2$25 z.

'Ioprn,uoe HaHMeH.oBaHar:,ri[] Baruuna rvSepnrexsfl AJff xagxrlle$ nepBxq-
rnll n*r uy g nsarlu rr (EI{X{-M)

I'{extllxapo.rHoe HenareHloBaHHoe, H:la rp}-'nnltpoBL)q- Baxunua;ur:r npo$ruax'rnx}l'r16epr<y,.,rma
HOts, h'[!I KHMHLIECKOE HA}TMCHOBAIJHE

"J-lexapcreeuuar $op*ra ;ruo$u,:n:a:r ir,iu npxro'i'on,"rerrl1fl uycnen3an

-rjlr BHy-'TptrKOj{iHo t o BBe.{eHf i,l
l{o:upr;ara 0,025 rur/ro:a
PerNcrpauNuHHoe ).',to0roBepeHHe In-Ie(0{}5822)-(PI--RU)
;liara rocvrapcrrurxoil perncrpaunn;lll I8.06.2024 r.
,{ara eNeceuNr i.r:lr.reHeuufi

B per,rcrpaqlroHHoe y,llocroBepeHlre ilfl
(Iara :laneui,r perHcrpaqHoHnoro
y.rocroBepelral JII I)
F{onep cepr.ru CSl72;5 i{ara npox:r. 06 25 l-ores .ro 09 ?6
Kornsecreo, e,1. H3tltepellltff L656 ynaronor
I,l c r rr,r: rau un upo BereHbr no H{ JIn -}&(0058221-{ PI--RU ) - I 80624

Ilr.rxtlare.ru Tpe6osaxrx no HA nII-"H!({r05822i-(PI-RU)-
18$624

Pery;rr,'rarrr KoHTpoJlR

Onxcaune llrtprrcriu elacca, rropolxxoo6pa:nalr rr.ifi B Brrjle
rongoi.t a;,ry.prrolYr ra6":re] rlr 6e;toro !i--r!t cBeriro-
I{eITOTO [BeTa. ,lerKo OT]fe.flfircrllArc, npil tscl'pr{_\ri-

BaHlur or.;lHa ai,f nvrbr. i-ltrpocnontaqHa.
lJecc'rauoc:reHxa.q BaKurrHa - rp1'6o:ncnepcHalr
c).cneH3rrr de-{oro c cepoBarulill i.I':r}.r xeill'osaihrlr
ofi eurolu usera. 6e:l rrocropor.rl rix u r.:r reqe H rr ii.

flopncraR r{acca, iloporuroo6patHar urrlr n

aure roHxoii a;x.vpnofi ra6.rerna deroro uec-
'r'4. lterKo 0TIe"il,1}or[arcq npil Bc'rprxHBar{illt
oT -f Ila all.rr v- j !r,r. I-urpoc ro n x'r ua.
IJocc'rarloa-rreHHa, Bauurrga - rpy6o,rtrcucpc-
Hafl cYcIIeH3Iitg Sertoro c cgpoBarbrM orIerJ-
Ko\1 ueera, 6er nr-rc'ropoti B ltx Brttltoq e r{ll fr.

Cloo'rnetc'rar e r
flo:uuuriroc'rr I-iplr xrurpocrionHlr lr&]r(oe, oripaueHHrrx no (u-rrc-

Hx-ruceHy. .To-{xHbr onpete"rJ{'n cr oripauengbre B

rpactri'ifi qger (xrtc.ilo, oy'crr.riwrtar,te) ToHKrle. nFfl '
MLIe !L'M C-terKa l3orHyl'bte uiuolrrrt .*rlaxoii l-4
r!1Klt rI rIJllpnHo* 0.3-{).5 !v{}cM. qacTo c ue60.,rr,iuNyrr
B3ryrlJffiulr H& Konqax, ue o6pa::yxrulrj cnop ,l Kan,

rip, noa*r* Barlur4ubr Ha rlrorHyr{l cpe:r,v Jlererl-
rrrreiisa-freaceHa (fepe:l 28-..30 ci,r aHxv6auflu nprl
TeilrneparlrT)e (17!1 ) "C Ha noaepxlocrrr cpeJLl
.loirxHll BLrpacTaTb xapaK-repHLte uepoxoEaTtre
rLro'r'rrt'te Kolrol{l.r.r or 0,5 ;ro 8.[] vru B .[Hanertr)e
xe"IToBaToro uBeTa c Touh:l.r1{H HepoBHbtM!t KpaflM}j

Mnxpocuonna: orpa[JeHHbre r rpacur,ri {rer'
{rrrc;roroycroirunrure) roHK}re. cJlerKa 143o-

rr!-Tble nailoqKll ,l,1!rH0l:t l-.1 ltxlt H llIHpH-

uol'i 0,3-0.5 lr&'.M, c He6o.rburrrM!1 B3ryrrrqrux
Ha KoHuax. cnop !r Nancy"i Hc o6pa:vor
Coo'r*ercrnyeT

Xapamep pr)cra - urepoxoBarbte nio.rrrue
KorloHl{rr or 0..5 ,:o 8.{) r.rvr B :!ra}re1pe xerro-
BaTOTO UBeTa C TOHKIIiTI! HepOBHblMn Rpiut_llll

Coornetcrryer

Bpc'ltr eoccraHoBre-
Hfl' npenaDaTa

He Sonee L rur.ru. B re.{rrt}lc I uuu.
Ccrorserclsyel

llpoxornvocrL qepe3

Uf;ly
Cvc n e H:lrra npenapara nocile Bcrptrx trBal H fl .ro-tx Ha

cenfiotHo npoxo:f nrL B lnnpuu qepe'] !,Ir."ly* 0,,15x I l
t.{ l\l,

C1'cneu:na npcnapera rroc;e Bcrprx!ttsaHltl
csodoJHo npoxo.lllr B unp!1u qepe3 !rr'.ry
0,45x1I uu.
Coorae"rcrar-'er

O6iuee corlepxanue
Sarrepuri

f[oralare,.lr, onrtqecrori nJro'l]I.]oc ru Bar{tlfi Hr,r, pa]-
se,lenHoli ro eorepxaHux i),5 lrr rri.rrcpo6ulrr me-
ror [iLpK s I ni1 pacrBop]rrenr. .rojxeH 6r,rru e

npexe.rax 0, l7t0.tl2

0.r6-{}.17
Coorae"rcre\. er

Iincnepcxocru flrruanare;rr, jlucflepcHocrlr .ito-rxeH 6lrrs xe gaxe
i.5

I,6- l,ll
(. {rerrretcrnr. e, ,,, '

lkit*p,r B Macce nplr
Lrbtcv ttlllBaH!lil

He fio.ree 5 'j'i 111 t"

Cr)0TB:TaTB\ ir r
t,i

CrpaHirr-p 1 i.r: -l



601 cofi III-K0-08-025
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Toproe,:e HalinelroBaxne ,TII Baxqnw,a i r-6eprc,v,re:Ilafl jlJ1ff ualalllefi repun'rnoii ulrlmtyrtrrfaqxr{
(Erlifi-Nr)

Hourep ceprau C51715
Ko: r n,r ecrso. e,r. r.r3 \1 e pe H xc X656_rrrgsagoli

tr*epueTuuaocru

iearyym)

Avnwrt .to:rir;Hbl dt t't r' r'eplt e'rlrq Hu { l:a3oBa8 cpcila
B aMrvjrax llljll,xr.ra rtatsarb 6-{eqHo-rorvtjoe rrilr,r

r:o:oao- r0.-l) 6oe cBeqeH lre ,l

A.lt n;-rrlt repMeTr{,.1 l.lbl

Coorge'rcrsve'1'

O'r'rl rc'rsue nocr{}-

ll*r{J:r4x Oaxrepurl n

rpution

flocropoulrax uurporp-;lopa (6axrepuu. rpu6u;
.lonrltua o-tcyl:r;f i}{}8aTb l;1 lrci;r ]o,lc tr Ir crr r.r t itio6ax-
repuir 6l.liK

lloclopouHrr urixpo$,ropa (6axrepr.ni. rpu-
5u; otcr-rcrn)'lor 3a uc Krrorre Hfi eu ullxo6an-
repufi EI{){r.

Coorselcrsver
,{ircnarrnaa roxcuq-
t{ocTb

,ldo"irxHa 6 umu rieloxc rl.rur-rii flerorcnqnaa
C0crrBerctsver

Cr,r*uu$nuecxax
6elonaonoct

Baruuua lte noJ'tr{Ha cojtepxaru Brp,v-leHTltbrx }.rr.t-

ro6axreprii
Barunna fi c co.lepxn1' B lrpyleHTHtr x l.r !lKo-
6axreprfi
Coorsercrsyer

Cueux{rlrrecrar ax-
THBHOCTb

Or 15 ,ro 23 ulrr-r. xtt::agcnoco6HLrx Iirlerorr EL[i( a

I ur uuxo6arrepufr SLiiK
1615 u,ru./,inr
Coorserctsvet

I'eplrocta6 rrn r rrocrL4 ,{onxua 6urTr Tcpir.roc'r a(i ir-:lr,xoii

Pac:ruopuLe:ru. Bblu)c-
xaeu.t tft B Korru-reiire c

rrpcnaparor\,r

Harpaa x-rroprf paarBoplt'rel b :ir{ nprrrero B-leH rit
-IerapcrueHHbix $r-iplr rr:i r,rH'beiititri 0.9 {ic i[ll-
Nq(00] .l I 6)-(P|-R.U )- I 7 I 022 )

I'lri'pn;r sroprir pacrBopu'rcjrr, &r, Eplrroro*-
;rexlr:t .leKapcrBeHabrx $op:rr lu nrmerrul-r
A.q ,'( ),11 IIJ'I cepur (T10?S431)" ^irara !,cre-
qerill, cpiJHa rolHocTll Co (S3 29)
Coo'rnercrxl er

Onncasue J*Jraxor,it4 17 e pa u u u rw .v na h: oa h: 0

tr]axulrna - aMny-nbr a3 re\.lHoro (Kopu.rHeBoro)

erexr'ra 1-ro rrrpolrrruqecKol o Kjracca.
rlo 20 ;r0:l {0"5 -r.rr; tsnNu}1}u,r B a\{nrv-re.

Ha aunyr;- c BaKUHH{}ii HoHocrr 3THr{erKy ca$rc}r;rc-
rrrl,vK)cn.

Pacroopllle"ru (rrarpizfl xroplLt pacrBopHleJ,u nirr{
rTprroToBr-IeHHr leKapcTBeHNur-r r$opt r .I.Lr}I rrH'rreri-

ul.ui {}.9 (21 * alrny",rur r.!3 crexra vaprcr HC- 1, HC-3,
ycll-l u.ll.r NK, Iri1l, jlpvrne vapru crer:a l-ro
rHrlpoJr r{'r H qecH() ro Krlacca.

IIo2lurnaMnyile.
Ha altny;:rt Haxriel.rBaror ]TxfierKu lr:r 5y.16611 gu-

\{oKrefi ueric}I rlJ1lt Te KcT Ha HOcfl 'T He nOCpCAC'r'BC l.t HO

fra a]rrfl).l} i5rrcrpor:arpenifl ro r[errc{ NpacKot"l (.iep-
Hir.ltarf r{).

B nt u p tt, t u ttN v t'tilK a 8K e * fl aq Kal (apro H HiuI.

Kolrn,texr cocrottr !t3 I altnv;tgt Biti(ullttll vl

I arrnyaur pacrroplrrcjrx.
llo 5 roiun--rexroB B rritqtle !(apioll.llor"r c ,rHcrpy!(ul.t-
c!*l rro upr.&,ellL'ullo (:lltctxou - nr.ra-ILrr.ueM ) lt Ho-

;Koi\l aMnv,:rbHlr\{ r.T.lu cxapl.trfruxaropo}{ ar.rn}'rb-
$bl!1.

fl e p 6 ua v ;vq 117 dR {)&Ka

Barunuii - a&rlrljTu u3 revuoro (xoparlreao-

ro ) c'relijla I -rr.: ruJpo,:lltrulrec No.r o trnacca-

ilo J{) -tor (0.5 url Banu}rHbr B a}lfiy.re.
l-la alrny:ry c eaxunnoit lraHecelifl lrutterr&
cat{(}Kr.e., IlIa9cr.
PacrnoprrT e"r; ( H$'rpurr xjl{lpr.rr pacraopnrenb
nJ, npuro'roBirL'lrt{r .[eEapcrBeHHbr.r rlroprr

rlqr llH'beKltHii 0,9 (/o) - a,\ln-vJbl !r3 c]'cK,ra

*rapru l{C-3.

Ilolr.rrBaN{nvjle.
Ha ailrny:ry c pacrBopl!'rf.:reu HaHeceria :,Tn-
xel Ea calt0Kllefl mafcr,

Bnupu,tuua vndKoeKtl - naqKa NaproxHat.
Koiltn,texr cocroltr n': I alttrv"nst aaxultut t H 1

aful ny_iIbr pitcTBop r.1Te-:rr.

IIo 5 xoutn-lcrroB B naqxe KaproHnor't c !rs-
c:rp)'Nulre!"r rlo {rpnMefieu!{rl (lrrcrror,r-
er. ta,lbr uler.r i *,r c napu(t Hxa-repoil{ aM tl-v-.]"u,x],r n.
Co<.lrnE rctsve L

\lapnnposxa 1.1 l'trepuu.rrafl yrraKsBHa" Fla lnrxerxe a\!n!,irEt c
safiultrlr'ltrt vl(a3LrBator: conpar.ueltlroe roproBoe
liafii.reHoeaxre npenapara (Barrraxa EI(X-II). lo-
3xporrKy f0.025 nr/;ro:laJ. Ko.r'tlrrecrBrt npenapara B

arltrr)-Ie {20 .lorl. nyrb BBe;leHux (Bn,vrplrxox.Uo).
Hovep ccpuH {6yxaeuuo-uu$poaoc o6o'ruaqe-
une**), ra'ry ucreHellHr cp$Hit ro.Ir{rc1ri (ro.len
i.10... ).

Ha anrrv-rrc u:tu Ha l1 HKc1'!ie a\ut!.'jlLl c pactuo-
p lrTeI err ) Ka:lbr BaKIT: .rop roBoe Hail jlrf Hr}BaH !l( pac-
1'8UpNTeilfl. KL)HUeH'rpallH[l,)" KOjlllqec'l8L) B AMIiYjte
(e v-rt, nyrL Bae-leHux (ua ar.rnv;re - .,lfil, I.IHL-
EKUI.{t'i,," Ha lr}ltieTKe a\rnvjlbl * r![tl $flft,eli-
uil il* ). 1111111 gp c *p r,lH i fit !;BC H iio- r"tri{}p{,}Boc t}60,lua -

'{eHl.re'i 
* ), iIa'ry }rcre( I e H n, c prxii ro.l.Hocr !.,.

l) Ilepaa,ruar{ l"nakoe}ir. }la trll.xerxe a"lr-

n!irrll c eaxqltxoit yNaJallbl: coKparrteHHoe
T(lproBoe Haullcliotsarrllc ftpefiapara (Baruui-
Ha E(}*i-\I1, iolrlpoBila {U,0!5 urllo:1a1. xr:-
r"1u.{ecr80 fipelrapala B a.lrtlYre !20 ":o:], ir-v-rs

BBe lrHlrlt i Bn.v"'rplrxoxnr:), Halrep ceprirr
(C51725), .lara ucreqrar4, cpoua rorii()crn:
(ro,ten lo *9 2$.

I Ia irttre'rre a\l n) xbr r Jiilcr.auprr rc-rcu

-\'HalilrL,r: Topr0rJoc Halt\leHoBaHrre trlgpoph-
l cJUi ( r raT p rr{ x.ropHx prlcrBoFru.rejlb,\tr.tp,
('o r ()B,'rer {rt! .re rapc-raeunulr' drsR.rl a-,\,h{i"
e r UH il i, no H rle HTpA.[ir-q (O:1,"?j ],1 $$:r nr eC.rC{ri n

a\{nr.re Il ujt }. nt [b BBe.[BH]ifl,1+flri ].illrbe]i"

uilil-1. l{u]rcp cepuH iTI$704231',.:arg' ridc-
rlcHrf l cpoxa ro,tHuL-ri.r r03 39)+ ./, . .!"

16>

LrpilHtrui{Jilr+
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Ba rq n n* r-v-6e pry"rre':Haa,f{itfl rxa.rx urefi u e pan u Hoii }t M *Iyil rl3a q r H

i6IIi&-$I)
Toproroe HanueHoBaHue jlll

I lororep cepnN C5I725.
Horrltqe'creo, er. lr3ilepeufl t !.656_yIAxeg,

3 ! B;opouuas,vnaxoara.
Ha uaqrf )"Ka3blBar{)'I: Top.oBos IratnleHoBaHtte

npe napara ( Bonultra ry6epry,; tr'rrrall rr r uru-li u te ii
i rep8i.lqHC!"r nlr\.,ryHr.l3aulll.r t 6l lx-ivl ) t; r?) fl nilpo-
Boqlroe Halr rleHoBa Hne ( Barunsa :-ra npo{tH-rait:u-
rit4 ry6epry.'.rc:ra)l c{}xparueHHoq Harl}leHoBil}lHe

.Iep;4(arc.rfl perllcTpaurlulr rlolo .v.]oc'ruBepe-
ulrn/npoa.uo.ilrner:n -'reKapcrBeHHoro upcnapara
iAO "Hl{O "Marporeu>) u er.o roBapH-urir :}uax;

a.lptc !r re,le$oa -aepxareJrfl perllcrpatrJorrHoro
y.cocroBepeHnxArpou::eorlttelx reKapcrBeHxoro
nFenapara: conpaulenHr,rir alpcc npolt3BorcrBa

icrpaaa, ropo.r), ne(apcrBerilryro {xrplr-v (nuo$ra-
jl !r3i1 r JJr{ r]p}] roToB,"leHrix c,\ c I leH l H {{ I:1.{ BU}tpH"
KoxHoro BerfeHHfl): go3lrpoBK-v (0,015 rtr/lo:a):
lio,'l lfqeCTBO ;lc fi apCl'8f l{fl A r0 npe niipa l'a B } na KO B I{e

(5 aun.vr BaKrl,rur'r no 2{) go:jl un$opttaul.in o

cocTaBe,reHapcTBeliHoro npenapala; rjolrep cepHrl
(6y'rseHno-uuSpoaoe 06t>3Haxesuc'8i,) u rary
nporr3BorcrBa sarulifi ur (.{ara npou.in.): cne.resun
o pacTBopltTcjle : HaI't$eHotsalllic pacl'BopllTenr:
jleKapcrBenHar $opna; HoHtte]irpatlhr: cocraB (Ha
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