AstraZeneca

CepTudukar cepuu neKapCTBEHHOTO cpefcTBa N°

ToproBoe HauMeHOBaHMe
MHH

JlexapcTeennas popma

Hosupopka

Popma BbIyCKa

Crpana umnoprep

Homep 1 gaTa perucTpanoHHOro
yAOCTOBEpEHUA

Homep HOpMaTHBHOM JOKYMEHTALMU
Kop npopykra

Homep cepun

Howmep cepun in bulk

O6BéM cepun

JaTta npom3BojcTBa

Fomen mo

Homep ceptudmxara ananmsa

Hassauwue, agpec u Homepa
NMULIEH3NT BCeX
NPOU3BOACTBEHHDIX IIOLAOK

(c ykasaHmeM CTafimit
IIPOM3BOJICTBA), MECT NPOBEJIeHNA
KOHTPO/IA Ka4yecTBa U
cepTUDIKATBI COOTBETCTBUA
Tpe6OBaHMAM TIPABU/I HAJIeXKalel
MPOU3BOJCTBEHHO MPaKTUKM
EASC nnsa Bcex mmomamok

Kog dopmet: COM.QA.002.001

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

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 22.10.2026, 09:45

000 «Actpa3enexa Mupactpus»
249020, Kamyxckas 06,
Boposckuit paioH, nepesus JobpuHo,

1-b151 BocTouHslit nMpoesy, BnafeHue 8

40000466010
Hexcuym
S30omenpason
TabNeTKM  KUIIEYHOPACTBOPMMBIE, MOKPBITBIE  IIEHOYHOM
o6onoukoit
20 mr
TabneTKM  KMUIEYHOPACTBOPMMBIE,  TOKPHITHIE  IUIEHOYHOM

obonoukoit, 20 mr (61mcrep) 7 x 8 (mayka KapTOHHasA)
Poccuitckan Pepepauna

JIT1-Ne(009827)-(PT-RU) pmara permcrpaumu: 21.04.2025, para
BHeceHusA usMeHeHmin: 26.11.2025

JI[1-Ne(009827)-(PT-RU)-261125
110025571

5350126

15215

32400 YTI

01.2026

12.2028
1127 or 11.08.2026

[Ipoussoputens (Bce cTagmy mpon3BOACTBA) M BBITYCKAIOLIMA
KoHTponb Kadecta: OO0 "Acrpa3eneka Mnpactpus”,
Poccuiickas @epepauns, 249020, Kanyxckas o6i1., paiton
Boposckuit, j1. obpuno, npoesn 1-it Bocrounsiit, B, 8
Homep nnuensun - J1012-00102-77/00010366

Homep GMP-cepruduxara - GMP/EAEU/RU/01350-2024

Crpanmua | /2



000 «Actpa3enexa Mujractpus»
249020, Kanysxckasn obi.,

Ast razenec a Boposcxuit paiton, gepesina Jobpuuo,

[-b1st Bocrounstit npoeap, snajerue 8

Cepruduxar cepum nexkapcrBennoro cpeacrsa Ne 40000466010

Hacroamum s moprsepicpaio, 4To npuBefeHHas Bbile MH(POpMALMA SABIAETCA JAOCTOBEPHONM M TOYHOM. ITa
cepus NPOAYKIMM NpousBeieHa (BK/I0OYasA yNaKOBKY (MapKMPOBKY) M KOHTPO/Ib KayecTBa) Ha BBIIIEYKa3aHHOM
NPOU3BOJICTBEHHON MIOWajIKe (MIOMAAKaX) B MOMTHOM COOTBETCTBMM ¢ Tpebopanuamu IlpaBum Hagnexanmesn
MPOU3BO/ICTBEHHOM NPAaKTUKM EBpasmitckoro 3KOHOMMYECKOrO cOl03a M TpeGOBaHMAMM KOHTPO/IA KayecTBa
NIEKAPCTBEHHDBIX CPEICTB, @ TAKXKE B COOTBETCTBMM CO CrielMMKaumMaMM, COAECPXKALMMUCA B PErNCTPALMOHHOM
nocbe. 3anMcu 1O NPOM3BOACTBY, YNAKOBKE W aHANM3y IPOBEPEHBI, M YCTAHOBIIEHO WX COOTBETCTBUE
Tpebosanuam [Tpasun HaiexKalelt TIPOM3BOACTBEHHOI NpakTuku EBpasuitckoro BKOHOMH‘ICCKOI‘/COIOSZI..
_'}
Ynonnomouennoe muio  Menemkep o OK npenaparos mist KU, Mypadesa E.C.

TNomxuocts, DUO, nopmmck /(/

Hara 21.08.2026

Kojt hopmur: COM.QA.002.001 Crpanmiga 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.
[aTta n Bpemsa Bbirpy3ku: 22.10.2026, 09:45




AstraZeneca

HawmeHoBaHWe npoaykra:

Homep cepuu:
KonuuectBo B cepuu:

[lata npounasoacTsa:

lopeH po:

000 «AcTtpa3eHeka UHgacTpua»
249020, Kanyxckan o6n.,

Boposckuii paiioH, gepesHa JobpuHo,
1-bitd BocTouHbll Npoeag, Bnagexuve 8
Ten. +7 (48438) 2 61 00

®akc +7 (48438) 2 61 09

CEPTU®UKAT AHATIU3A Ne 1127

"HekcuyM, TabneTku kMwe4HOpPaACTBOPUMBIE, MOKPLITbIE NNEHOYHOM

oBonoukon, 20 mr, Ne56"

5350126
32400 yn.
01.2026

12.2028

McnbiTaHuA npovasegeHsl B
COOTBETCTBUM C:

HA NM-Ne(009827)-(PI-RU)-261125 Hekcuym, Tabnetku
KMLLEYHOPACTBOPUMbIE, NOKPLIThIE NNEHOYHoW o6onoykoi, 20 mr, 40 Mr

faTa
UCMbITaHWA

HaumeHoBaHue nokasareneu

TpeboBaHua HOpMaTUBHOW
AOKyMeHTauum

PeaynbTatbl UCNbITaHWUA

27.07.2026 -
11.08.2026

Onucanwue

Mpoponrosarble ABOAKOBLINYKNLIE
TabneTkn CBETNO-PO30BOro LBETa,
NOKPbITbIE NNEHOYHOM 060NOYKOIA; C
rpasuposkoil 20 mG Ha 0OHOW CTOpPOHE
1 rpasupoBkoii A EH Ha gpyroi
GTOpOHEe

CoorBeTcTBYET

NaenTudukayms
(930menpaaon)

Bpemsi yaep1BaH1A OCHOBHOFO Nuka
Ha XxpoMarorpammMe UCrbITYEMOro
pacTBOpa A0MKHO COOTBETCTBOBATL
BPEMEHMW yAEePXUBAHUA NWKa
330Menpasona Ha XxpomaTorpaMmme
CTaHAapTHOro pacTeopa

MoaTteepxaeHa

Waentudukauus (Marnuid)

BenuunHbl nornoweHna NcnbiTyemoro
pacTeopa u paboyero ctaHaapTHOro
pacTeopa A0MKHbI BbITb OAHOMO
nopagka

MoaTeepxaeHa

OaHOPOAHOCTL A403UPOBAHHbIX
eauHuL,

JlOKyMeHT BbIrf
= ABTOMEE

yXKEeH U3

o]

Kputepui CootBetcTBYET
NPUEMIIEMOCTU HA
AV

7.2

Ons 10 TabneTok
AV < 15,0 nnn
ansa 30 tabneTok
AV < 15,0

npwv yCnoBuu, 4To

Hopmel

CooTtBeTcTBYET

P
ynpaBneHUto JOKyMeHTaMn Ka4yecTBa
Ha eKapcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS)

NHuunaTop BoIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 22.10.2026, 09:45




Aara HaumeHoBaHue nokasatenen

UCNbITAHKUA

TpeboBaHna HOpMaTUBHOW
AOOKyMeHTauuu

Pe3ynbTaTbl UCNbITAHWIA

0,75 M =<xi 1,25
M

PactBopeHue Hopmbl He meHee 70 % CooTtBercTByeT
(Q) ot
3a5BMEHHOMO
Konu4yecTsa vepes
30 MuH
CpegHee CoorBetcTByeT 95 %
3Ha4YeHue HAO
MakcumaneHoe CootBeTtcTByeT 96 %
3Ha4YeHue HO
MuHumansHoe CooTBeTtcTBYET 94 %
3HaYeHue HO
Mpumecu EauHuyHasn He 6onee 0,5 % 0.0 %
naeHTUUUMpPOB
aHHas NpMMech
EanHuyHas He 6onee 0,2 % 0.0 %
HengeHTunymp
oBaHHas
npUMech
Cymma He Gonee 2 % 0%
npumecen
KonuuecteeHHoe onpepeneHune| 95 - 105 % oT 3asaBneHHoro konM4ecTea 102 %

M HKDOGKOHOTHHECKEIH YnucToTa

Obuwee yncno
a3pOobHbIX
MUKPOOPraHmam
0B

He 6onee 10°
KOEB1r

Menee 10 KOEB 1T

O6uwee ymcno
APOHOKEBBIX U
nnecHesblx
rpuéos

He Gonee 107
KOEB1r

Menee 10 KOEB 1T

Escherichia coli

OrtcyrcrBue
Escherichia coli B
1r

He oBHapyxeHo

OnucaHue ynakoBku

Mo 7 TabneTok B 6nivcrepe 13
anoMUHWUEBOW honbry,
cchopmupoBaHHor U3 nonuamuaa/
anoMuHus/ nonueuHunxnopuaa (MNBX),
3ane4yaTtaHHOM anioMWHUEBOW (PONbLrou
nakupoBaHHoR; no 8 6nucrepos ¢
NUCTKOM-BKNaAbILLEM B KAPTOHHYIO
nayky € KOHTPONeM NepPBOro BCKPbITUA.

CootBetcTByeT

Mapkuposka

CootsetcTByeT pasgeny 1.3.2 moayns

%

CoorsercrByer

YcnoBusa xpaHeHus

JloKYMeHT BbIrpy>XeH 13

MNpu Temnepartype He Bbiwe 25 °C

CooTBeTcTBYET

ynpaB/ieHUo AOKyMeHTaMn Ka4ecTsa
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

[aTta n Bpemsa Bbirpy3ku: 22.10.2026, 09:45

CEPTUOUKAT AHANN3A Ne 1127
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Dara HawumeHoBaHue nokasaTenewn TpeboBaHus HOpMaTUBHOI PeaynbTaTtbl UCMLITAHUA
WCMbITAHWA LOKyMeHTauuu
Cpok rogHocTH (cpok 3 roga CootBeTcTByeT
XpaHeHus)

* TpeboBaHua HIO ons nokasatens «MapkupoBKay:

MakeT nepeuyHoir ynakosku J1M-Ne(009827)-(PI' -RU) ot 26.11.2025
MakeT BTopuyHol ynakoeku J1M-Ne(009827)-(PIM -RU) ot 26.11.2025
3aknouenue: [lpenapart "Hekcuym, TabneTku KMLEYHOPACTBOPUMBIE, NOKPLITLIE NNeHoYHoW obonoykol, 20 mr, Ne56"

cepum 5350126 cooTBeTcTBYET TpeboBaHMAM
HO NM-Ne(009827)-(Pr-RU)-261125 Hekeuym, TabneTki KMLLEYHOPACTBOPWMBIE, NOKPbLITLIE NIEHOYHOM

obonoukoi, 20 mr, 40 mr

| 1 ABI" 2026 i
LomkHOCTb dUN0 Mognuce %275

PykoeBoguTenb oTAena KOHTPOns KavyecTsa Akvmosa C.B.

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka DapMmacbioTkans" CEPTUOUKAT AHATTN3A Ne 1127 3/3
(SOYKA:QDMS)
NHununaTop BbIrpy3ku: MBaweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 22.10.2026, 09:45




