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AHanuTUUYeCKU MacnopT Ha roToBY 0 NPOAYKLMIO

NuLEH3IKUs HA OCYWECTaNeHNE NPON3BOACTBA NeKapCTBEHHbIX CPEACTs Ne00153-NC oT 09 Hosbpa 2015 00O «HosapTvc Hesar
roaa Oopora e Kameny, a. 40, k. 3
194362, Cankt-MerepBypr. Poccus

] ) Tenedon: +7 812 336 9891
_ KouTtpons ka4ecTsa ' -

Hoﬁep;__:_,uaq}ib'pm:' i e L am ‘
HOMepIAG = - | 4-442-1220 Bepcus:1.0

1. OBLWASA WHOOPMALIUA
GENERAL INFORMATION

M : 7 “
HauMenoBAle Faneyc MeT®, TaBneTky NOKPbITbIE NNEHOUHO 0DOMOUKOM,
npoayKumm: 50 mr + 500 mr Ne30

Product Name_
_ ;i [ CP-001749/09-200918 Maneyc MeT®, BungarnunTuH + MeTHOPMWUH,
; : TaBneTiky NOKPbIThbIE NNEHOYHOW o6onoukoi 50 mr + 500 mr, 50 + 850 mr,
Mposepero Ha 50 + 1000 Mr

COOTBETCTBME C: MameHenue Ne 1 o1 12.11.2018

ey agamf MameHerue N2 2 ot 21.05.2020

SPEC FDF 00080122 sepcusa: 2.0

BHYTPEHHUN KOO

Product Code : : ——
Homep cepuu: | LAB8091120 [ata npon3soAcTBa: | 95 11.2020

Batch Number ‘Manufaciudng Date

Pasmep  cepuu

32

Easmencerd): = 11929 wr. BbLI4YETOM Npob: E e 2 11 91T wr.
Batch Size. ML = J
; Batch size without samples.. =
2. MONYYEHHbIE PE3YNbTATbI
TEST RESULTS
No I fokasarens - | = - TpeboBaHue : . Peayperar
5  Parameters Requirements ; - Resull o
M OBanbHble  TabneTkn co  ckolWeHHbiMu | OBanbHble TabneTkn CO CKOLEHHBIMA
KpasMy, MOKPLITHIE MIEHOYHOA 0B0NOHKCA | Kpaamu, NOKPbITEIE NNEHOYHOM
Oniicakivg | cetno-keénToro ¢o cnabsiM  PO30BaAT:IM obonoykont CBETNO-KENTOrO co
1 Appearance ‘OT‘TEHKOM useta. Ha opHon cTopoHe | cnabeiM po3oBaTsiM OTTEHKOM LBETA.
| Tabnetkn mapkmposka «NVR», Ha apyron | Ha oaHOM cTopoHe  TabneTku
ctopore - «LLO». mapkuposka «NVR», Ha apyrow
cTopoHe - «LLO».
‘Bpem YAEPKNBAHWUA OCHOBHOMO MNWKa Ha
rpa ncnb Mmor
loliRiocTE xpomaTorpamme WCNbLITyemMoro pactsopa 1
i LOIKHO COOTBETCTBOBATL BpemMeHu
Identification
yAEDKUBAHWA NUKa  BUNAArnunTMHa  Ha B3OXX. CooTBETCTBYET
X a MM Ta (o] c a
- BunaarAMNTIAH pomaTtorpamme CTaH4apTHOrC pacTeopa
PasHuua BO BPEMEHW YyAESPMWUBAHUA HE
nomkHa cocTaenaTs Gonee * 2,0%.
2 Bpems yAEpKWBAHWA OCHOBHOTO MuKka Ha
XpomaTorpamMme WCrbITYeMOoro pacTeopa 3
AOMKHO COOTBETCTBOBATL BpeMeH’
- MeTchopmuHa EpHNBAHUA nuka meTdhopmMuHa
dop YAep dop B3XX. CooTBETCTBYET
rmapoxnopua rugpoxnopwuaa Ha xpomartorpamme
cTaHaapTHoro  pacTeopa.  PasHuua 8O
BpeMEHN  yAepXuBaHuA He  OOJKHa
cocTaensaTs Bonee = 2,0%.
He MmeHee B80% (Q) oT 3asBneHHOra 100% OT 3anBMEHHOro CcoAepHKarus
epXaHWna a H Ha Y 3 WUHYT,
PacTeopeHue coaepxaH ungarnunTuHa  depez 30 | BunparnuntiHa Yepe 30 MUHYT,
3 . s MUHYT
Dissolution o 0
He wmeHee 80% (Q) ot 3asenenHoro | 100% OT 3anABNEHHOIO COAEPXaHWA
cogepaHua  MeTdopmuHa  rngpoxnopuaa MeThopmuHa rugpoxnopuaa yepes 30
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MUUEH3NA Ha OCYLIECTBNEHWE NPOM3BOACTBA NEKapCTBEHHBIX CPEACTs Ne(0153-NC ot 09 Hoadpa 2015
roaa

Doc No. : FRM-8015490
Version : 3.0

AHanMTNYEcKMiA NacnopT Ha roTOBYH NPOOYKUWKD

000 «HosapTuc Hesa»
[opora 8 Kamenky, A. 40, k. 3
194362, Cankt-NeTepbypr, Poccua

KoHTponb kavecTea

Tenn_echow +7 812 336 9891

4-442-1220 ; Bepcua: 1.0
- MNokasatens TpeGoBaHue PeayneTar
- Parameters Requirements - Result
yepes 30 MUHYT. MUHYT
4 |Bopa He Gonee 1,0% 0.2%
Waler B '
202-01 - meHee npegena
KONTUYECTBEHHOTO onpeaeneHus
(0.1%);
209-01 - MeHee npegena
PoncTaeHHble 202-01 (amug): He 6c_>nee 0,5"@ KonmugcraeHHoro onpeaeneHna
209-01 (LUMKNUYECKUA aMUAKH): (0,1%);
npumMecw -
Solsiatisibslaneis He Bonee 0,2% 207-01 - MeHee npepena
207-01 (oukeTonunepasuH). KONWYECTBEHHOIO onpegeneHua
n He Bonee 0,2% (0,1%); %
e E / A EonHUYHAs HEWAEHTUULMpOBaHHaA
Bungarnmnvna ,DMHIA\-IH.DM HewaeHTMOUUMPOBaHHOU a a p
npvumeck: He Bonee 0,2% npyvMech - MeHee npegena
Cymma Bcex npumeceit: He Bonee 1,0% KONUYECTBEHHOIO onpegeneHuns
(0,1%);
5 Cymma BCEX npwmecen — MeHee
npegena KONMY4ECTBEHHOIO
onpenenerus (0,1%)
1-LmaHoryanmnauH: He Gonee 0,02% 1-UunaHoryaHuavH - MeHee npejena
EAMHUYHON HEWASHTUDULMPOBEHHOW KONMWYECTBEHHOrO onpeaenexHns
npumecwk: He Bonee 0,1% (0,01%);
Cymma Bcex npumecei: He Gonee 0,6% EfuMHWYHAs HewaeHTuduUMpoBarHan
- Mpumecy npuMmech - MEHee npeaena
MeTdopmuHa ?S%EEZ;TB%HOFO onpegeneHus
eI P Cymma Bcex nNpuMecelt — MeHee
npegena KOMUYECTBEHHOO
onpegaenexus (0,05%)
366-98 — He Gonee 0,2%. 366-98 ~ 0,04%
OAHOPOAHOCTL
6 A03NpPOBaHUA AV £ 15.0 Bungarnuntud: AV = 1,1
Uniformity of ‘ MeTcbomuna rugpoxnopua: AV = 2,0
dosage units
KonuyectBeHHOe 4 ¥
. A;say
- BungarnunTuH i :
rmgpoxnopua
KaTeropua 3A.
Mukpoduonoruue | Obujee 4ncno a3poBHBIX MUKPOOPraHn3MoB Mexee 10 KOEB 1 T;
g | cxas yncToTa - He Bonee 10°KOE B 1T,
Microbiological QbLWee YACNO APONOKEBbLIX U NNECHEBbIX Meree 10 KOEB 1T;
rpvbos — He Bonee 10° KOE B 11,

purity

OrcyTcTeue Escherichia colis 1T.

OTtcyTcTemue B 1 1.
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AHanMTMHECKMﬁ nacnopTt Ha roToByH npoayKuur
NuueH3aua Ha ocyllecTBneHne npou3BoACTEa neKapcTBeHHbIX CPRACTE Ne0D153-N1C o7 08 HomBpa 2015 00O «HosapTuc Hepan
[opora B Kamerky. A 40,k 3

roga
194362, CaHkr-MeTepbypr. Poccua

Tenechon: +7 812 336 9891

KoHTporb Ka4ecTea

Homep nacnopTa:

Certificate number =~ : |

Moka3aTenkb T TpebosaHune

i Paramelers | Requirements

Mo 6 TabneTok B BvcTep An/An.
Mo 5 GnucTepos BMecTe C MHCTPYKUWEA NO
npUMEHEHMNIo B NaUky. [onyckaeTca Hanu4ne
KoHTpons  MEPBUYHONO BCKpbITMA  H3
KapTOHHOW nadke.

B cnydae yrnakoBkn Ha 000 «HoeapTUC
Hesa» nokphbisaowan onera
cooTsetcreyer [OCT 745-2014, donbra
xonoaHoro  hopmoBaHna COOTBETCTBYET
rocT P 52145-2003, KapToHHas nadka
cooTeevcrayet FOCT 33781-2016.

Ha BbnucTepe Ha PYCCKOM A3LIKE VKasblBaoT:
noroTvn Komnaxum (Ha naTuHuue), TOprosoe
HaumeHoBaHWe npenapara c
npeuynpeaneanoﬁ MapKUPOBKOA ®,
DO3NPOBKY, neKkapcTBEHHYI0 hopmy,
rpynnupoBoYHOE HauMmeHoBaHue,  Aaty
OKOHY@HWA CpoKa TOAHOCTY, HOMEP CEpUK,
JaTy Npon3BOACTBA.

JonyckaeTtcs Hanuuywe BHYTPEHHUX
yNaKoBOYHbIX KOACB KoMnaHuu.

B cnyyae OCywlecTBneHWs nepBUHHON
ynakoskn Ha npomaacncmeHHom nnouiaake
000 «Hosaptuc Hesa», Poccus  pata
npou3BoACTBa HE yKa3blBaeTCH.

Ha kapToHHOW nadyke Ha pyCCKOM W
AHIIMACKOM _A3blKaX VKa3biBAIOT. noroTun
KomMnaHun (Ha naTuHuue), TOproeoe
HanmeHoBaHue npenapaTa c
MapkupoBKa npe.nynpep,nTeanom MapKupOBKOW ®,
Labelling rpynnMpOBOYHOE HaumeHopaKue, A03VPOBKY,
HazsaHMA WU COAepXaHue LENCTBYOLNX
pewects B 1 TabneTke, NeKapCTBEHHYKO
chopMy U KONUYECTBO TabneToKk B YyNaKoBKe,
«dns npuéma BHYTPbY, ycrosua XpaHexus,
ycnosua OTMYyCKa, «XpaHnTe B HeaoCTYyNHOM
OnA AeTen MecTe», «MoppobHeie yKkazaHwA
no npvMeHeHwto npenapara npueeneHsl B
NPUNOKEHRHON WHCTRY KUK, HOMEP
perncTpaUmroHHOro yAoCTOBEPEHUA (Ha | (Ha pyCCKOM a3plke), Ha3BaHve W
Py CCKOM A3blke), Ha3parHue 1 anpec (cTpaHa) | 2Apec (cTpaHa) KomnaHun -
koMnaHwy — Bnajensua pEerucTpaLnoHHoro Bnagensua pErucTPaumoHHoro
yAOCTOBEPEHUA, na3gaHue W agpec (ropoh, yAOCTOBEPEHNUA, HazeaHwe W anpec
cTpaHa)  Komnadwa - - npown3soanTeENA (ropod., cTpaHa) komnaHuw - =
(Bblnycxarou.lm KOHTPONb KauyecTBa), LWTPUX- npovasoauTens (Bblnycxauou_mm
koA, AaTy OKOHYAHMA CpoKa rOQHOCTW (Ha | KOHTPONb kauecTBa), WTPUX-KOA, AaTa
PyCCKOM A3plke), HOMEpP Cepuw (Ha pyCCKOM oKOHYaHwa  CpoKa roaHocTn  (Ha
A3blke), AaTy NPOM3BOACTEE (Ha PYyCCKOM | PyCCKOM gablke), HOMEP Cepunt (Ha
A3bIKE). pyccKoM fsblke), Aata npown3BoACTBA

4-442-1220 Bepcwsa:1.0

PeaynbTat
Result .

Mo 6 TabneTok B BnNCTEP An/An.
Mo 5 ©Onucrepos  BMECTE ¢
MHCTpYKLLVleffl Mo NpUMEHEHWo B
nauky. Hanwu4ne KOHTpONA
nepeUYHOrO BCKPBITAA Ha KapTOHHOW
nadke. MokpblBaoWwasn thonera
COOTBETCTBYET rocT  745-2014,
conera  XonoaHoro chopMOBaHWA
cooteercteyer OCT P 52145-2003,
kapTOHHas  nad-ka cooTBETCTBYET
rOCT 33781-2016.
Ha 6nucTepe Ha DYCCKOM A3LIKE
yKasadel: norotin komnadur  (Ha
natuHuue), Toproeoe HaumeHoBaHwe
npenapata ¢ npenynpeuMTenhHoﬁ
MapKUpOBKOW ®, [A03K1pOoBKA,
neKapcTBEHHAA dopma,
rpynnnpoBOYHCE HAWMEHOBAHWE,
fata  OKOHUaHuA  Cpoka rOAHOCTH,
HoMmep cepwu, BHYTpEHHWE
ynakoso4HbIE KOAS! komnaHuw. fata
npovasoACcTBa OTCYTCTBYET.

Ha KapTOHHOW Navke Ha pyccKkom W
aHTNMACKOM A3blKax yKasaHb. noroTun
(OMNaHAKM (Ha NaTvHULE). TOprosoe
HaumeHoBaHwe npenapara c
npenynpeAMTeanoﬁ MapKMpOBKoﬁ ®,
TpYyNMUPOBOYHOE HauMeHOBaHWE,
noavpoBka, HassaHwe W copepxadne
[evcTBYOLINX BEWeCTs B 1 TabneTke,
nekapcTseHHas gpopma 1 KONUYECTBO
TabneTok B8 YNakKoBKe, «na npuéma
BHYTpb», YCNOBUS XpaHEHUs, ycrnoews
oTnycka, «XpaHuTe B He0CTYMHOM
ONR  AeTen  MecTe», «MoapobHbie
ykaaadus no NpUMEHEHAIO npenapata
npuBeneHbl B NPUNOXEHHON
WHCTPY KLY, HOMEp
perncTpaumMoHHOro y40CTCBEPEHNA

YnaKoBKa
Packaging
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AHANMUTUUYECKMI NACMIOPT HA FOTOBYH MPOAYKLMIO

JMUEH3uA Ha ocyLLIECTBNEHWE NPOW3BOACTBA NEKapCTBEHHLIX CPEACTE Ne00153-NC ot 09 Hoadpsa 2015 OO0 «HosapTue Hesa»
rega [opora B KameHiy, A. 40, K. 3
194362, Canxr-NeTepbypr, Poccua

TenedoH: +7 812 336 9891
F - KoHTponb KayecTea - =
‘Homep nacnopra; - g ; } ]
I 4-442-1220 ' Bepcua: 1.0
FNQ MNokasaTenb ! TpeGosanue PesyneTaT
. Parameters Requirements bk mesll :
LonyckaeTcs Hanuuue BHYTPEHHMX | (H2 pYyCcCKOM s3bIKe), BHYTPEHHWE
YNaKoBOYHbIX KOAOB KOMMAHUM. yNakoBOUHbIE KOZbl KOMAAHMM.
JononHuTteneHo  MoryT LT HaHeceHbl | HaHeceHbl CpeACTBa naeHTUdrKaumn
CpeAcTsa MAEHTUMUKALUM ANA MOHUTOPUHIE ans MOHUTOPUHTa LBVKEHUA
[BWKEHVA NEKApPCTBEHHbIX Npenaparos AnA nekapcTBEHHbIX — npenapaTtos  ANA
MEONLUMHCKOrO npuMeHeHuA oT | MeanunHCKoro NpUMEHEHUA oT
NPOU3BOAUTENA A0 KOHEYHOrO noTpeBuTens. | npowssopuTeNs ao KOHEHYHOro
noTpebuTens.
CpoOK roagHocTH
] (MepuoAUUHOCTb
11 | koHTpons) 2 roga 2 ropa (31.10.2022)
Shelf life (Frequency
of control)
XpaHexwe o
12 Storage Mpu TemnepaType He Bollle 30°C.
3. 3AKNHOYEHUE
CONCLUSION
NekapcTaeHHbIA npenapar ansyc MeT®, Tabnetkn NOKpbIThie MIEHOYHOM oBonoukor, 50 mr + 500 mr Ne30,
Homep cepuu LA88091120, cooTBETCTBYET Tpe6oBaHUAM HOPMAaTUBHOW AOKYMEHTaLMUMA NICP-001749/09-2009184
nameHeHue Ne 1, uameHerve Ne2. 7
| KoopauHaTtop DMBNKO-XMMIUHECKOH
naBopaTopuu Anekcees B.O
[onmxkHocTs (Position) ®UO (Full name)
. ’{ Y r— [” LT 1
Version Description of change || - el e |
(Bepcwa) (Onu1canue naMeHeHW ) | vartis Neva L1g |/ &
1.0 Hoeblil nacnopt N\ BN TP tavecrna /5 ff
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5 NOVARTIS

NHanenayaneHbld Homep: 2812200951

MpouszseneHo:

000 «HoeapTic Heaan»

Jopora B Kamenky, A.40, kopn. 3, nut. A,
T, B

194362 CaHkT-NeTepbypr

[TacnopT kKayecTBa

FANBYC MET TAE N/MO 50MIM+500MI" Ne30
TabneTku, NOKPLITbIE NNEHoYHOW obonoykon

HauwmMeHoBaHue npogykra:
NekapcTBeHHan dopma:

Tun ynakosku: BNUCTEP
“PaamMep ynakoBKM: 5WT x 6 WUT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Kop maTtepuana: 44068549 Tun BbInNyckKa: Bbinyck Ha pbIHOK
BHYTpeHHWIA HOMep cepuu: LA8809 MevaTHbI Homep LA88091120
cepuu:
[arta npouzsoacTea: 25-HOHA-2020 [aTa Bbinycka: 28-[EK-2020
FopeH po: 31-0KT-2022 Beinyckaemoe 11917 WT
KOMU4ecTBO:
NpousBogcTBeHHan nnowaaka: 000 "HoeapTuc Heea"
[opora B KameHky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccun, CaHkT-MeTepbypr
Beinyckarouwmi KOHTponk. 000 "HoeapTuc Hesa"
KayecTsa Hopora B Kamenky, 4.40, xopn. 3, nut. A, nut. b
194362, Poccus, CaHkt-MeTepbypr
KoHTponb kavecTBa: 000 "HoeapTtuc Hesa"
[opora B KameHky, A.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaHkT-lNeTepbypr
CTpaHa-wmnopTep: HOMep peruncTtpalUMoHHOro yqoCToBEpPEeHUA.
Poccus JICP-001749/09 OT 10.03.2009
KoMnoHeHTbI:
HaumeHoBaHue maTepuana: FANBYC MET TABE N/NO 50Mr+500MI
Kon maTtepuana: 42027185 HepacdacosaHHbI NnpogykTt  Homep cepuu: KZ9379
O6uwee KonM4ecTBO 359385 WT

HepacdiacoBaHHOro NpoaykKra::

MpouzBogcTBeHHas nnowaaka: 000 "HoeapTuc Heea"
Hopora 8 KameHky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, Cankr-lNetepbypr

CrtpaHnuua: 1/3 MNoanucaHo 3aNekTPOHHO B COOTBETCTBUU C nonutukod Canaos no anekTPoHHbLIM NOANNCAM




U} N OVART I S MpousseneHo:

000 «HoeapTuc Hesa»

[Nopora 8 Kamenky, A.40, kopn. 3, nut. A,
nut. b

194362 CaHxkT-lNeTepbypr

NHaveuayansHein Homep: 2812200951

[MacnopTt kayecTBa

HaumeHoBaHue npoaykra: FANBYC MET TAB MN/MO 50MI+500MI™ Ne30

Kon maTepuana: 44068549 BHyTpeHHWH LAB809
HOMeEp cepuu:

KoMnoHeHTbI:

HauwmeHoBaHMe maTepuana: MET®OPMUWHA TMAPOXNOPWUA MPAH 910MT/T 010
Kon maTtepuana: 40006442 dapm. CybecTaHumsa Homep cepuu: B579410

MpouseopgcTBeHHas nnowagaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

epmaHus
Cepus npouasoguTens: WPL21

KoMnoHeHTLI:

HanmeHoBaHue maTtepuana: MET®OPMUHA TMAPOXNOPWO TPAH 910MI/T 010
Kopa maTepuana: 40006442 ®apm. CybeTanuus Homep cepuu: B579409

MpousBoacTBeHHas nnowaaka: Novartis Pharma Produktions Gm
Qeflingerstrasse 44
79664 Wehr

epmaHus
Cepwusa npoussoguTens: WPL20

KOMNOHEeHTbI:

HaumeHoBaHWe matepuana: BUNOATNMNTWUH CYBCTAHLUWMA-NOPOLWOK

Kog maTepuana: 40005211 ®apm. CybcTtaHuws Homep cepuu: B579399
MpouseoacTeeHHas nnowaaka: NOVARTIS PHARMA STEIN AG

SCHAFFHAUSERSTRASSE

4332 STEIN

LLseruapusa
Cepus npoussoguTens: C2471

CTpaHuvua: 2/3 MoAnMcaHo 3MNeKTPOHHO B COOTBETCTBUM C NONUTUKON CaHA03 NO ANEKTPOHHLIM NOAMUCHAM



MpoussegeHo:

Uﬁ NOVARTIS 000 «HosapTuc Hesa»

Jopora e Kamenky, .40, kopn. 3, nuT. A,
nut. b
194362 CankT-lNeTepbypr

WHauBKayanbHeld Homep: 2812200951

[TacnopT KayecTBa

HaumeHoBaHWe npoaykTa: FANBYC MET TAB M/NO 50MI+500MI™ Ne30

Koag maTepuana: 44068549 BHYTpeHHuUH LA8809

HOMep cepuu:

3akn4veHue

HacToswmmM A NOATBEPXAAID, YTO YKa3aHHaA MHGOPMaLMs SBNSETCA AOCTOBEPHO U TouHoW. Cepus npoaykTa, ykasaHHas Bhile
Bbina NpouaeedeHa, ynakoBaHa v NPOKOHTPONMpoBaHa Ha NPON3BOACTBEHHbIX NNOLWaaKax, ykasaHHbIX Bbille, B MOSIHOM
COOTBETCTBUM C TpeBOoBaHWAMMN NoKanbHLIX [paBun Hagnexalien NPOU3BOACTBEHHOM NPaKTUKK N PerucTpaLUmnoHHoro Aocke.
3anncu no NPOM3BOACTBY, YNAKOBKE N KOHTPOMIO Ka4ecTBa BbiNv COOTBETCTBYIOLMMU TPEBOBaHUAM

Mpasun Hagnexaluenh NPOU3BOACTBEHHON NPaKTUKK.

KommeHTapu# k cepTudukary:

B xoge NPOW3BOACTBEHHOrO Npouecca OTCYTCTBYKT OTKMOHEHWS, KOTOpbie MOryT NOBNWUATE Ha BbINYCK NPOAYKUWN.

Cepus BbINyLeHa: TaTbsAHa bygaeea, YnonHoMo4YeHHoOe NULo
Dara/ Bpems Bbinycka cepuu:  28-[EK-2020/08:50:12 UTC

[arta/ Bpems co3faHuA cepTudmkara:

08:51:50UTC

28-[1EK-2020/

Ctpanuua: 3/3 MNoanucaHo 3NekTPOHHO B COOTBETCTBMAMW C NONUTHMKOM CaHA03 No aNeKTPOHHBIM NOANUCAM



