AO

"IIpousBoacTBeHHas1 papManeBTHYECKAS] KOMIIAHHS

OBHOBJIEHUE"

NMACIOPT N 2.04

Haumenosanue NpoayKIniH Jiorann Gydye, pacisop ans uiberiuit, 100 mr/an,
2ya Ne 10

Homep cepnn 20421

Kosmuectso (yn.) 20 820

Jlata nponssoncrsa IV 2021

Jlara Beinycka 11.05.21 r.

Anasns seinonsed no HJL: JICP-001475/09-030309, Hanm. Ne -8, I'dd X111

VD -cnekmpodiontone mpus

rCx

Yapaxmepnan peakyua va x10puobt

Napaxmepnas peakyust B wa vampuii

PacTBOPa M pacTBOpA CTaHapTHOIO 06pasi-
Ta JH0KAHHA THAPOXJIopitig B 001acTH o1
220 210 350 HM 10K HBI HMETh MAKCHMYMBI
M MHHHUMYMB! TIPH OJIHIX 1 TeX e JUTHHAX
Bo/iH (padnen «KoinuecTBeHHO € onipeie-
JICHHE»)

Ha xpomatorpamme HCHLITYEeMOro pacTBo-
Pa NATHO 110 NOJOKEHIIO, OKPACKE H BEJIH-
UHHE JIOIAHO COOTBETCTBOBATE NATHY HA
XPOMATOrPAMME PACTBOPA CTAHAAPTHOID
00pa3sila MU0 K HHA TILIPOXTOPILLA

Coorserctayer tpeGosansin [ X111

Cootserctsyer Tpedosanivn [ XIII

Haumenosanue Tpebosannn HopMaTHBHOT PesyasTatsl
nokazarenett JIOKYMEHTR I ARANH3A ;
Onncanne [Tpospausnas BecnBeTHAS HAN CO CIErKa |
Buzvannuii KOPHUHEBATO %K EITOBATEIM OTTEHKOM ITpospaunas GecrBeTHas KIIKOCTh
AHJKOCTh
o pmuuocts YD-cneKTphl HOTIOMEHHA HCIIBITYEMOTO Y d-CcreKTphl NOIONIEHIA HCIIk -

TYEMOTO pacTBOPA H pacTso pa
CTAHIAPTHOTO 00pa3ia TII0KaHHA
rispoxiopnaa B ob6aacti ot 220 1o
350 HM HMEIOT MAKCHMYMEL H M-
HHMYMBI TTPH OJIHHX I TEX KE
JUTHHAX BO.TH

Ha xpomaTtorpamme 1cnsitveMoro
pacTBOpA NATHO 110 NOJOKEHHIO,
OKPACKE H BEJIHUYIHE COO TBETCTBY-
CT MATHY HA XPOMATOTPAMME pac-
TBOPA CTAHJAAPTHOIO 06[)&'}"1’1 JH-
AOKa HHa NJIpoXJIOpIL1a

Coorsercrayer TpeGoBaHIEM
I'd X1

Coorsercrayer TpeGoBaniaM |
I"'d XI11

Ipospaunocts

[Mpenapat fomkeH GhiTs NPO3paAUHEIM

[Tpenapat npospausstii

LiBerHocTh

Okpacka nperapara
HE JIOUKHA NPEeBLIIaTE 31aM0H BY,

Oxpacka npenapata
MeHee Jtasiona BY,

pH

Hameryrosempuvecki

Or5.0m0 7.0

6.5

Mexannueckne BRIKYCH A
Busvatbusi seniod

Cuenino-homosempuucc ks memod
-

B coorsercrsmi ¢ tpeGosarsamn I'd XIII
JIOTKCH BBLICPAHBATE HCMBITAHI
Koanuecrro wactii

passeposm > 10 MKM - ne Goutee 6000
pasmepoM > 25 MM - He Gonee 600

Henvranne seiiepwano

Koanuectso wactiig:
pasmepom > 10 MM - 13
pasMepos > 25 Mxm — ()

Hswrekaensiii odwen -
i AR T

g | - X3 =

B cooTtsercrminm ¢ tpedosanman
' X111

2.0 ma
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BakTepnaibble DHI0TOKCHHLI
Anazns Ne 675

He Gosxee 0,3 Lomr

Menee 0,3 ED/Mmr

CrepiiILHOCTS

Memoo MenGpankoi uabmpayuu
Anain Ne 563

IMpenapaTt 10 rACH OblTh CTEPIILIBIM

[Tpenapar cTepieH

AHOMANILHAA TOKCHYHOCTD

[lpenapat Ao rkeH OhlTh HETOKCHUHBIM

[Tpenapar HETOKCHYEH

TTepuiuubie aPOMATHMECKIE aMIHDI
Kozopumemptivecking

He Gonee 0,04 %

Menee 0,04 %

Ko tnuecTBEHHOE OTIPE/ICICHHE
Vi -cnexmpodomonempus

Or 95,0 1o 105.0 Mr JHIOKANHY
rzipoxjopnsa B 1 s npenapari

101,0 mr

YnakoBka

[To 2 Ma B amnynasl NOTHMEpHLIE 13 NO-
JHOTIVIEHA BLICOKOTO JIa BICHHA,

[To 10, 100 aMmyit noaisepHbIX ¢ HACT-
pyKilieis 110 NPHMEHEHHIO LIOMEIAKT B
rmayky us kaprona mwa no 100 amny: no-
AMMEPHBIX C HHCTPYKIUel 10 NpiMeHe-
HHIO TIOMENA0T B KOPOOKY W3 KapToHa A
norpedume/LeKoil Taphl.

[To 2 M B aMnIyiasl TIOJHMEPHBIC
13 MOIDTHIEHA BBICOKOTO JlaBie-
HHA.

[To 10 aM1y HOJANMEPHBIN C HH-
crpykiefi 10 DpIMEHEHIO no-
MelTieHsl B NatKy 13 KapToH.

Mapxnposxa

1) MMepeuunasn yakoBRa JerapeTBed-
HOTO npelnapata

Ha srixerke aMuysisl nojumepHoli yka-
JRIBAIOT TOBAPHLLT SHAK, TOProBOC HAIMC-
HOBAHIE JICKAPCTBCHHOTO Mpenapati, KoH-
HEHTPAILIO B MILIHIPAMMAX HA MIULIH-
JIHTP, 00BEM JIEKAPCTBEHHOIO HpenapaTa 8
MILLTIIINTPAXN, HOMEp CepHil. CpOK T'O/HO -
et

Ha srikerke aMIiy/inl HomnepHoit i s
TEKCTE, HAHOCHMOM HENOCPE/ICTBCHHO HA
AMIIYJTY [I0JHMEPHYIO METOJIOM Karliect-
pyitroit meuari, npn VCIOBHI HAHCCCHNA
HOMEpa Cepill H CPOKA TOJHOCTH HENo-
CPEICTUSHHO HA AMITYITY NOHMEPHYIO Me-
TOJIOM KarutecTpyiiHoil neuati wiIH METO-
J0M  peabe(HOro THCHCHIA, YKAILIBAIOT
toBapHbill 3HAK, TOProBOC HAHMEHOBAHIEC
JIEKAPCTBEHHOIO NPEnapara, KOHIEHTpA-
HHH B MIWLTHIPAMMax MILTTILTHTD,
o0LeM JICKUPCTHEHHOID Tipetapara B ML=
JIMANTPAX.

Ha

2) Bropmusas ynaxoska

Ha nauke VKQ3bIBAOT TOBUPHIT 3HAK,
TOProBoe HANMECHOBIHIE JICKAPCTBEHHOTO
npetapara, HETIATCHTO-
panHoe Hanmenosamie, «BYOYCT», e
KapeTseHHy (OpMy. KOHUEHTPAIULO B
MIULTHIPAMMAX HA MIULTHANTP, KOMIYECT-
BO AMTYJ ¢ yKasaHueM 00bEeMa [IcKapeT-
BEHHOIO Npenapata B MIUIIHTPaX, Co-
CTAB JIGKAPCTBEHHOTO Ipenapara (B COOT-
BETCTBIM ¢ payietom: «Cocrasy HOpMa-
msHOl  JOKyMeHTan),  «CTepiIbHO»,
«Cr10cob npuneHeHis: CoracHo HHCTPYK-

MY HAPO,THOC

1) Mepsuunas ynakoska jexkap-
CTBEHHOTI'O NpenapaTa

B rekcre, HAHECEHHOM
CPE/ICTBEHHO HA aMITY.TY NOJNMEp-
HYIO METONIOM KatuiecTpyiiHoit ne-
HAHCCEH HOMEp Cepuu n
CPOK TOJHOCTH HENOCPEACTBEHHO

HENo-

YaTH,

HA aMIIVIIY HOJHMCPHYIO METOI0OM
ranecTpylino it VKI3aH
ToBApHLIH IHAK. TOProBOE HAHME-
HOBaHHE JEKApPCTBEHHOrO npena-

1eYaTH,

pata, KOHIEHTPaIGI B MILLIH-
rpaMMax Ha  MIATLINTP, 00BeM
JEKApCTBEHHOTO LIPENapaTa B Mili-
JAHITPAX.
2) Bropununas ynakoska

Ha nauxe yxasaH TOBapHbli 3HAK,
TOProBOC HANMEHOBAHIEC JIEKAPCT-
BEHHOTO NperapaTa, MeKIYHApO1-
HOE HEMATEHTOBAHHOS HAHMCHOBA-
mie, «BYDOYC'», nexapersennas
opasa. KOHUIEHTPAIGIAE B MILLTH-
IPaMMAX HA MILLIHINTP, KOJAnue-

CTBO UMIY. ¢ YKO3IHHIEM o0beMa

JIEKAPCTHEHHOTO npenapara B M-
!

JUBITPAX, COCTAB JIEKAPCTBCHHOTO
lperapata (B COOTBETCTBHM C pas-
jenom:  «CocraBy
JIOKYMEHTaIN ), «CrepnibHon,
«Crocod npHMeHeHIv: COoracHo
HHCTPYKIHH 10 NIPHMEHCHHION,
yeaosns  XpaHenmus, «XpaHuth B
HEJOCTYITHOM Ui Jgevefi mecten,
YCJIOBUA OTIYCKA, PerHCTpaliioH-
Hbifi HOMEp, npearnpHaTHE-

HopMatTHsHofi |
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ITHH TIO NIPHMEHEHHION, YCJIOBHA XPAHCHHA,
«XpaHuTh B HEJOCTYTIHOM /LU JeTeli Mec-
Te», YCTOBHA OTMYCKA, perncTpaIHOHHLI
HOMEp, 11pe/INpHATHE-H3IOTOBHTEIL, CTPa-
HY TIPOI3BOJNTENA, TOPOJL, HOMEp CephH,
CPOK TOHOCTH, BOIMOKHO olo3HaueHHE
HOMEpPA  Cepui «LOT»,
060 3Hauenne cpoxa roanoctn Kax: «EXPy,
BO 3MOXHO HaHeceHne:  KOHTPOJIBHO-
HACHTH( KD IOHHOTO 3HaKa ( KH3), mex-
JYHAPO/AHOTO KO MAPKHPOBKI M YHETd
norneruecknx e (GTIN), cepnitio-
ro Homepa ynaxkoski (SER), mITpna-kod,
HAHOCAT TEMATHYECKHE PHCYHKN C yKasa-
HHEM 110 BCl\'pbl'ﬂlK) AMITY/ 1Bl HO.rlHMCpHOﬁ.
Ha nauke w10 amuya

KOK: BO 35 OHKHO

NOJIHMEPHBIX

JIOTIOTHHTEIBHO YKa3bIBAOT
«RENEWALD», ns0 Gpawalor AnsaiiHepexie
PHCYHKH.

Ha sraxerxy wia xopoOxu no 100 amny:
[OIMEPHBIX  VKI3BIBAIOT TOBAPHAII 3HIK,
TOProsoc HANMEHOBAHIE JEKIPCTECHHOIO
npenapari. MEKAYHAPOIHOE  HENATEHTO-
BamHoe Hammenosamue, «LY®YC», ne-
KApCTBEHHYIO (POPMY € YKA3AHHEM KOHIEH-
Tpaltnin B MHJHTPaOMMax Ha MIULTHHTD,
KOMUECTBO aMIlyl ¢ VKasaHuem o0bema
MeKApCTBEHHOTO [IPENapaTa B MILLTHINT-
pax, coCTaB JIEKAPCTBEHHOIO Npenapara (B
coorsercTBiy ¢ pastenom: «Cocras» HOp-
MatusHol JoxymenTaitin), «CrepHibHO»,
«Cnoco® npineHenits: CorlacHo MerpyK-
101 110 TIPUMEHEHIION, YCIO0BIA XPAHEHNA,
«XpaHuTh B HeJOCTYNIHOM b Jereli mec-
TEN, VCIOBHA OTOYCKA, perncTpaitioHHsI
HOMEP, HOMEp CEPHH, CPOK FOIHOCTH, BO3-
MO®HO 0003HAUCHIE HOMEPA CCpHH KAK:
«LOT», Bommoxkno obosnaveHne Cpoka
rosmocts Kax: «FEXPu, BOIMOWRHO HaHeCe-
HHC! KOHTpU.‘ll.HO-Il.‘lEH‘l’li(l)’HKﬂIU!UHHUIU
apaka (KH3), MesIyHapoaHoro Koja Map-
KHPOBKI! 1l YUETa JIOTHCTIUECKHX C/IHHNN
(GTIN), cepuilHoro HoMmepa  YUAKOBKM
(SER), HWTPHX-KOJI, npeanpHaTie-
W3O TOBHTENb, CTPAHY [POHIBOIHTEIA, 10~
pot.

Ha nauke u 3THKETKE /L1 KOpoOKH /1A
no3uponxil 20 MI/MI J0NOIHHTEIRHO YKA-
3uBaOT «MeCcTHOAHEC TEPYIONIEe  Cpea-
ctBon, «CMEIHBATE THAOKAHH C JIPYTHMH
JIEKApPCTBEHHLIMIL TIPENapaTaMi He peko-
MﬁH.’I)’ETCﬂ!». «BHHMATEILHO  03HAKOMb-
Tech ¢ HMHCTpyKitell nepeil npuMeHeHneM

H3TOTO BHTEMh, CTPAHA TNPOM3BOJIH-
Te14, TOPO/1, HOMEp cepiit 0003Ha-
uen kak: «LOT», CpoK roiIHoCcTH
obosHaden xak: «EXP», HaHe-
ceHo: KOHTPOIbHO-
wieHTHnxarmon e nax (KH3),
MERYHAPOIHBIH KOJI MAPKHPO BKH
M yuera JOTHCTHYECKHN eAHHHIL
(GTIN), cepuitHblii HOMED YIIAKOB-
ki (SER). 1TpHX-KOJ, HAHECCHBI
TeMATHUECKHE PHCYHKH € YKA3aHI-
@M [10 BOKPRITHIO aMITyJTBl NOJNH-

MepHo i

Ha nayke YRAFHO
«RENEWAL», wn30oOpawkeHnl H-
3afiHepCKHe pHCYHKIL

Ha mauke J1a  JIO3HPOBKH
100 Mr/ma yKka3aHo «AHTHAPHTMH-
geckoe  cpeacTson, «JlnoxanH

pacteop ¢ xonmnentpannedi 100
MI/MI MOKHO TIPHMEHATH TOABKO
nociae pasGasaennaly,  «Csewm-
BATH IMWIOKAHH € JIPYTHMI fleKap-
CTBEHHLIMH NIperapaTaMil He PeKo-
menayercal», «BHIMaTensHO 03
HAKOMbTECH ¢ HHCTpYKImelt nepei
[P HMEHEHHEN JEKAPCTBEHHOIO
npenapataln.
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Jexapc TEeHHOTO npenapataly,

Ha nauke # JTHKETKe U1l KOpoOKH [l
nosuposkn 100 Mr/ma JIOTIOIHHTENbHY YKE-
IBIBAIOT «AHTHAPHTMHUECKOE CPEIACTBOM,
«JIII0KAHH pacTBop ¢ xounentparueii 100
MI/MJI MOXKHO TNpPHMEHATH TO/IBKO TOCIE
pasGasicunsl, «Cmennsatt DUIOKAHH C
JAPYCHMH JIEKAPCTBEHHLIMM  [IPETIApATAMH
He pekomenyercaly, «BunmaTesIbHO O3HA-
KOMBTECH ¢ HHCTpYKilefi nepet npuMeHe-
HHEM JEKapCTBEHHOTO npenaparal»

Xpanenue

B aamuiieH oM 0T CBETa MeCTE
npit reMrepaType He Bhie 25 =

CootBeTcTBYeT

CpoK rotHOCTH

310/

Tlo V 24

Macnopt odopMun  Acajlunk 10.B.
OH.O.

N

,’

%qupqeéqe CooTperctyet TpeGosanim H
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LanTnpnry

©H.0.
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Kynenko A.B.

AGRYIEHT MOANHMCAH
3NEKTPOHHOW NCANMCHI

Brageneys Havarsrim Lty Dbl KOH1DONS Kaqecitd
My y‘lmn At BAdannonin
Agicrereaen 18 Ue. dUG2\ nc \8.UZ U022

LepridireT: 5052026 844723330201 p73ica2eld 7501

L JICP-001475/09-030309. Ham. Ne 1-8, I'd X111

11.05.21r
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CEPTUOUKAT CEPUU / NOATBEPXOEHUE COOTBETCTBUA
Ne 3185234 ot 11.05.2021

CrpaHna-umnoprep: Poccun

HaumeHoBaHWe NPOW3IBOAUTENNA () NneKapCTBEHHOro Npenapara ¢ ykalaHuem cTaaud npoMaBoacTea:

AO «MN®K O6HoBneHves, npoussoauTens (BCe CTaAKM, BKMNGYAA BLINYCKAOWMUIA KOHTPONL Ka4ecTsa)

HaumeHoBaHMUe OpraHuaauMu, BLINYCKaloWen NekapcTEeHHbIA Npenapar B rpaxaaHckui o6oporT:

AQ «MNOK O6HosneHue»

Homep peructpayuoHHoro ygoctosepenus: [ICP-001475/09 ot 03.03.2009 (naTa 3amens 20.06.2018)

Homep HopMaTHBHOW AokymenTauuu: JICP-001475/09-030309, Nam.1-8

HaumeHoBanue pepxarena (Bnapgensua) perMcTpalMoOHHOrO YAOCTOBEPEHMA  NEKAPCTBEHHOro
npenapara: AxuyuoHepHoe ofuwecteo «[lpoussopcTeeHHas dapmaueeTuyeckana komnauuwa OBGHoenexue» (AO
«N®K OBHosnexuer), Poccus

Agpec MecToOHaXOXeHWA Aepxarensa (Bnagensua) perucTpauMoHHOro yAoCTOBEPeHUA NeKapcTBeHHOro
npenapara: 633621, Hosocubupckan obn., CyayHckui paioH, p.n. CyayH, yn. K. 3atekosa, A.18

HazsaHue npogykumm:

~ TOpProBoe@ HaMMeHOBaHKe NekapcTBeHHoro npenapara: flnaoxavt Bydyc

- Mex(dyHapoaHoe HenareMToBaHHOe HaMMEeHOBAaHMe NeKapCcTBEHHOro npenapara (rpynnMpoBOYHOe MK
XuMuyeckoe HaumaHoBaHMe): [lngokaun

DoavpoBka (aktusHOCTb): 100 mrimn

HanmeHoBaHue(n) d¢apmauesTuyeckon cyBcTaHuMKu(i), M3 KOTOpPOW npoW3BedeH neKapCTBeHHbIA
npenapar, ¥ HauMeHoBaHUe NPOU3BoaAUTENA(ei) yKa3aHHOW (hapMaueBTUYeCKOH cybcTaHUMMK(A):

Nuaokanxa ruapoxnopug, cyScranuma-nopowok, «ycuk Baiocaiiencus Nlumuteg»

NexapcTeeHHas popmMa: pacTeOp AN UHBLEKLIMA

Paamep W TMN ynakoBKu: 2 Mn amnynsl nonuMepHsie (10), naukn KapToHHbIe

Homep u 06bem cepuu: 20421 B konuuectse 20 820 ynakosok

[fara npouasoactea: [V 2021

Data okoH4aHus cpoka roaHocTu: ao V 2024

Apnpec(a) cknapa(os), Ha KOO pOM fipeaAnonaraeTcA OCyUBCTBNEHWS XPAHEHWA CepuM NeKapcTBeHHOro
npenapara nocne noATBAPX _ ynonuomo*eennbm NULOM . OT@4ECTBEHHOro MpPONU3IBOAUTENSA
nexKapcTBeHHbIX npanapar L: COOTBOT ApCTBEHHOro npenapara 'rpe GoBaHUAM, yc‘tauoaneunam

.4"’5 e %

HaasaHus, anpeca W HOMEP "P?!E%.W NCTE
KOHTPONA KayecTea: : ; et

Nuuenauna Ne 00060-/1C ot 05 anpenﬂ 2019

Mpou3BoACTBEHHLIE NNOWAAKK:

633621, Hosocubupckan o6nagdnC

633621, HosocuBupckas oSn

Cep*rmbnxaml COOTBETCTE HaH : ’
3aknioueHne o COOTBETCTEBMM npomaogmenﬂ (wHocTpaxHoro npomaonn‘renﬂ) NeKapcTBeHHbIX cpe.u.cma Ans
MepauLuHeKkoro.npumexenus TpeBoeanuan Mpasun Hagnexalei NpoU3BOACTBEHHOR NPaKTMKK

Ne GMP-0032-000324/18 ot 29 okTAGpa 2018 (633621, Hoeocubupckas obnacts, CysyHcknii paiton, pn. CyayH,
yn. Komuccapa 3aTbkoBa, 4. 18)

Ne GMP-0032-000323/18 ot 30 oktabpa 2018 (633621, Hosocubupckas ofnactb, CyayHckuid palioH, pn. CyayH,
yn. Komuccapa 3sTekoBa, A. 18a)

Ne GMP-0032-000318/18 ot 30 okrabpa 2018 (630096, Hosocubupckas obnacTe, r. HosBocHMBUPCK,
yn. CraHunonHas, a. 80)

PesynbTaTthl aHanuaos: nacnopt Ne2.04 seigad 11.05.2021 vadansHukom CKK genaptamenTa no koHTPOMO
kauectea AQ «MNdK O6HoBneHne»

KommenTapuu: cofepxur mapkvposky 2D-kog, GTIN, SER, EXP, LOT. Kog OKMNA2: 21.20.10.231

3anenenue o ceprudukauun: HactToawum s NOATBEPKAAK, YTO NPUBEAEHHAEA Beille UHGIOPMALIUA ABNAETCA
NOCTOBEPHOW ¥ TOYHOW, 3Ta CepuR NPOAYKUUM Npow3BegeHa (BKMIOYAA YNakoBky (MapkUpOBKY) W KOHTPOnb
Ka4yecTsa) Ha BbILU@YKA3AHHOW NPOM3BOACTBEHHOW nnowagke (nnowankax) B NONHOM COOTBETCTBMM C
tpebosaHusmu [lpasun Hagnexaweh nNPOM3BOACTBEHHOE npakTukd W TpeGoBaHMAMW KOHTPONA KadecTsa
NeKapcTBEeHHbIX CPeacTB, @ Taloke B COOTBETCTBAM CO CneundukauuAMK, COAEpXalUMWCA B PerucTpalvoHHOM
aocbe. 3anucu No NPOW3BOACTBY, YNAKOBKE U aHanu3y NpoBEepeHs!, U YCTAHOBNEHO uX COOTBeTCTBUE TpeboBaHUAM
Mpasun Haanexalwen NPoM3IBOACTBEHHON NPAaKTVKK, YTBEPHKAEHHLIX NPpUKaloM MUHUCTEPCTBA NPOMBILLINEHHOCTH K
Toproenu Poccuitckoi ®egepalium ot 14 nions 2013 r Ne 8916.

GaMunua M QOMKHOCTbL (3BaHWe) nuua, BbiAaBllero paspeleHne Ha Bbinyck cepuu: MatioxuHa Wpuna
BnaguMMuUpoBHE, BEAYLUMA WHXEHep NO KauecTsy /ynonHOMOYeHHoe nwuo npouasoauTens (npukas Mwxsgpasa

Poccuw Ne239 or 24.03.2021) AORYAENT n%imw
‘ v ~ INEKTPOHHON NOANKCHIO
/ ) Ceprndwar: 1211910001aC1 4904190246%27d2bIcS
Moanuck NMUA; BbiAABLWEro pa3peweHne Ha BbINYCK cepun BRaAeAeUr BeyUW ioxeren NO XRACTEY

Ma1QaAa Hpea BAIGISRoIMD
Asficrasrenss ¢ 29.01.2021 no 29.04.2073

MAara nognmucanns: 11 05 2021
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