AstraZeneca

CepTuduxar cepum 1eKapcTBEHHOTO cpeacTBa N°

Toprosoe HanMeHOBaHMeE
MHH

JlexapcTBeHHaa ¢popMa

Jo3upoBka
dopma BbIITyCKaA

Crpana numnoprep

Homep u nata permcrpanmoHHoro
YAOCTOBEpEHMA

Homep HOpMaTHBHOM JOKYMEHTaLMU
Kox npoayxra

Howmep cepun

Homep cepun in bulk

O6BéM cepun

Jara mpousBojcTBa

Topen mo

Howmep ceptuduxara ananmnsa

Ha3eauue, aipec u HOMepa
JIULIEH3UI BCEX
MPOU3BOACTBEHHBIX IIOMIAIOK

(c ykasaHueM crajguit
NPOMU3BOJICTBA), MECT NPOBEJIeHNA
KOHTPO/IA Ka4ecTBa U
cepTudUKATHl COOTBETCTBUA
TpebOBaHMAM TIPaBU/I HaJyIeXKallen
NIPOM3BOJCTBEHHOM NPAKTUKK
EA3C pgnsa Bcex mioinagok

JloOKYMeHT BbIrpy>eH 13
ABTOMaTU3MPOBAHHOW CUCTEMbI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa
Ha JleKapCTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3sku: 13.10.2026, 16:15

000 «Acrpa3eneka Mupactpus»
249020, Kanyxckas o6i1.,
Boposckuit paiioH, gepesus Jobpuuo,

1-but BocTounsnit npoeas, saasenue 8

40000462297

Beranoxk® 30K
Meronponon

TabIeTKM C TPONOHTMPOBAHHBIM BBICBOOOXIEHUEM, MOKPHITHIE
060104KO¥

100 mr

Tab/eTKN C MPONIOHTMPOBAHHBIM BBICBOOOXEHUEM, MOKPBITbIE
ob6onouxon, 100 mr (6nucrep) 15 x 2 (mayka KapToHH2A)

Poccuitckaa Pepepauma

JIT1-Ne(002842)-(PI-RU) pmara perucrpaumm: 24.07.2023, nara
BHeceHus uamenenumit: 27.06.2025

JITI-Ne(002842)-(PT-RU)-270625
110030848
4700126
15154
81496 YII
01.2026
12.2028
954 ot 18.06.2026

[Tpoussomuresns (Bce crapum Mpou3BOACTBA) U BBIITYCKAKOIMIA
KoHTpo/b Kayectsa: OO0 "Acrpa3enexa Mupacrpus”,
Poccuitckan ®enepauus, 249020, Kanyxckas obn., paiton
Boposcxkuit, a. [lo6puno, nmpoesy 1-it Bocrouustit, Baf. 8
Homep muensun - J1012-00102-77/00010366

Homep GMP-ceptudmxara - GMP/EAEU/RU/01350-2024
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000 «Actpa3eneka Mupactpusn
249020, Kanysxckaa o6u.,

Astrazeneca Bopoeckuit pasion, fepests lobpuno,

1-piit Bocrouuptit npoesy, snagennce 8

Cepruduxar cepuu rekapcrBeHHOro cpegcrsa Ne 40000462297

Hacrosuwum s noaTsepixjaio, YTo NpuBefeHHas Bbille MHGOPMALMA AB/IAETCA KOCTOBEPHOM M TOYHON. ITa
cepusi NPOIYKIMM Npou3BefieHa (BK/IOYAsA YNaKOBKY (MapKMPOBKY) M KOHTPO/Ib KauyecTBa) Ha BbILIEYKA3aHHOM
NPOM3BOACTBEHHON TIomaaAKe (I/I0MaAKax) B MMOMTHOM COOTBETCTBMM C TpebGoBanusamm [IpaBun Hapgnexauei
MPOM3BOJICTBEHHON NpakTnku EBpasuitckoro 5KOHOMMYECKOTO CO0I03a M TPeOGOBaHMAMM KOHTPO/ISA KadecTBa
JIEKApPCTBEHHDIX CPECTB, a TaKXKe B COOTBETCTBUM CO Creln(PMKALMAMY, CONEPXKALIMMICA B PErMCTPALMOHHOM
foche. 3amucu 110 NPOM3BOACTBY, YIAKOBKE M aHA/NM3y IIPOBEPEHBI, M YCTAHOBAEHO MX COOTBETCTBME
Tpebosanyam [Ipasun Hayiexcaleit IPOU3BOACTBEHHOIM NPakTUKY EBPasuitckoro 9K0OHOMMYECKOro €oi03a.

i /
YnonnomouenHoe nuuo  Pykosoamrens OOK npoussojcrea, 3opuna A H. C é/

Momxuocts, PHUO, nognuck (
!,.

Hara 06.07.2026

Crpanmua 2 /2

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
< ynpaB/ieHUo AOKyMeHTaMun Ka4ecTsa
" Ha NekapcTBeHHble npenapaTbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3sku: 13.10.2026, 16:15




AstraZeneca

HaumeHoBaHue npogykra:

Homep cepuu:
KonnyecTtso B cepuu:
Harta npouasopacTea:
lopeH po:

WcnbiTaHna npoMaeefeHsl B
COOTBETCTBUMU C:

000 «Actpa3eHeka MHpacTpuan
249020, Kanyxckan obn.,

BopoBckuii paiioH, gepeBHs [JobpuHo,
1-biA BocTouHbil Npoesg, BnagexHve 8
Ten. +7 (48438) 2 61 00

dakc +7 (48438) 2 61 09

CEPTU®UKAT AHAJTU3A Ne 954

nokpbiTbie obonoykor 100 mr», Ne30

100 mr»

01.2026

12.2028

4700126
81496 yn.

«Beranok® 30K, TabneTtku ¢ NpONOHrMpOBaHHbIM BLICBOGOXAEHMEM,

HZ 1MN-Ne(002842)-(Plr-RU)-270625 «betanok® 30K, TabneTku ¢
NPONOHIMPOBaHHLIM BbiCBOBOXAEHUEM, NOKPLITLIE 06onoykon 25 mr, 50 Mr,

NOKPbITbIE 060NOYKOW; C HAace4KoW Ha
OAHOI CTOPOHE W rPaBUMPOBKOI A MS Ha
OpYro# CTOpoHe

[ara HauwmeHoBaHWe noka3lartenew TpeGoBaHua HOpMaTUBHOW PeaynbTaTbl UCNbITAHUIA
MCNbITaHWiA [OKYMEHTaLum
11.06.2026 - | Onucatxue Kpyrnble ABOAKOBbINYKNbIe TabneTku Kpyrnbie
18.06.2026 6enoro unu no4tu 6enoro ysera, [ABOSKOBbIMYKIblE

TabneTtkn 6enoro uysera,
NOKpPbITbiIE 060NOYKON; C
Hace4Koi Ha OgHON
CTOPOHEe ¥ rPaB1pPOBKON
A ms Ha Apyron CTOpOHe.

JlOKyMeHT BbIl
\ ABTOMaTU3NPO
] yrpasfieHuo 4

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3sku: 13.10.2026, 16:15

Wpentudukayus (Metonponon)| Bpems yaepxuBaHua OCHOBHOIO nuka MoaTeBepxaeHa
Ha xpomaTorpamme UCMbITyeMOro
pacTBopa AOMKHO COOTBETCTBOBATL
BpPEMEHW yAEePKMBAHUA OCHOBHOrO NKa
Ha xpomaTtorpamme cTaHgapTHOro
pacreopa
Maentudpukauyun (CykuymHar) WMK-cnekTp ucneityemoro o6pa3aya MoateepxaeHa
[OMKEH coBnagaTth CO CTaHAAPTHbIM
CNEeKTPOM SHTaPHOM KUCNOTbI
OpHopoaHOCTL A03upoBaHHLIX | Kputepuid CootseTcTBYET 5.2
eavHuLY, NpUemMneMocTu, HAO
AV
Hopmbl [Ons 10 TabneTok CootsetcTByeT
AV < 15,0 unm
Ons 30 Tabnetok
AV < 15,0 npun
ycnosum, 4to 0,75
M<xi<125M
Pacteopexue Yepes 1 yac He Gonee 25 % 13 %
OT 3asiBNEHHOro
g)lfr-?:mmcsmmemu no konuyectea
KyMeHTaMUn KayecTBa




95-105 % OT 3asBNEHHOro Konu4ecTsa

Nara HawmeHoBaHue nokasarenen TpebGoBaHma HOpMaTUBHOM PeaynsTaTbi UCnbITaHWUiA
UCNbITaHUA AOKYMeHTauum

Yepea 4 yaca 20-50 % ot 33 %
3aABIEHHOrO
Konu4ecTea

Yepea 8 yacos 35-65 % ot 53 %
3aABMIEHHOIO
Konv4ecrsa

Yepesa 20 yacos He meHee 80 % 92 %
OT 3afBfeHHOro
Konu4yecTea

KonuuecteeHHoe onpenenexdne| CopepxaHue meTonporona cykuuHaTa 99 %

Mukpobuonoruyeckas uncrora

He Gonee 10°
KOE/r

O6uwee uucno
aapobHbIX
MUWKPOOPraHuam
oB

Menee 10 KOEB 1T

O6uiee yncno He 6onee 10?

Menee 10 KOEB 1

APONOKEBLIX W KOE/r
NnecHeBbIX
rpu6os
Escherichia coli Otcyrcrene He oBHapyxeHo
Escherichia coli B
1r
OnwucaHune ynakosku Mo 15 TabneTok B antoMUHWA/ CootBeTcTBYET
NBX/NBAX 6nuctepe, 2 6nuctepa
BMECTE C NIUCTKOM-BKNaAbILLEM B
KapTOHHOW Nayke G KOHTPONeM Nepeoro
BCKpbITUSA
Mapkuposka B cooTteetcTBuMe ¢ pasgenom 1.3.2 CooteeTcTBYET
Moayns 1 permcrpaymoHHoro gocke.™
Ycnosus xpaHeHus XpaHuTb npu Temnepatype He Bbiwe 30 CooTtBeTcTBYET
°C
Cpok rogHocTu (xpaHeHus) 3ropga CootseTcTBYET

* TpeboBanus HO ansa nokasatens «MapkupoBka»:

MakeT nepeuyHoi ynakoeku J1M-Ne(002842)-(PIr'-RU) ot 27.06.2025

MakeT BTOpmyHOI ynakosku J1MN-N2(002842)-(PIr-RU) or 27.06.2025

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

JaTta n Bpemsa Bbirpy3sku: 13.10.2026, 16:15

CEPTUOUKAT AHAJIN3A Ne 954
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3akntovenune: [penapat «betanok® 30K, TabneTkn ¢ NPONOHIMPOBaHHbIM BbICBOBOXAEHMEM, NOKPbLITLIE 060NOYKOW
100 mr», Ne30 cepun 4700126 cooTBeTcTBYET TpeboBaHUAM
H[ 1MN-Ne(002842)-(PIr-RU)-270625 «betanok® 30K, TabneTtky ¢ NponoHrmpoBaHHbIM
BbicBOBOXAEHMEM, NOKPbITble oBonouykon 25 mr, 50 mr, 100 mr»

LomkHocTb oN0

PykoBogutens oTAena KOHTpons kayecTea Axmmosa C.B. 1 8 WIOH 7078
Joyinan LULO

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
Ha sleKapCcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A. CEPTMQMKAT AHA”H:BA NQ 954 3/3

JaTta n Bpemsa Bbirpy3sku: 13.10.2026, 16:15




