AstraZeneca

Ceprudukar cepun 1eKapcTBEHHOTO cpefcTBa Ne

Toprosoe HanMeHOBaHNE
MHH

JlexapcTBenHas dopma

[osnposka
@opma BBITTYCKa

Crpana nmnoprep

Howmep u garta permcTpayioHHOro
YAOCTOBEpPEHNA

Homep HOpMaTHBHOJ JOKyMeHTaIMK
Kox nponykra

Homep cepun

Howmep cepun in bulk

O6Bém cepun

JaTa nmpoussosicTBa

['omen mo

Howmep ceptudukara aHanmusa

Hassanue, afpec u Homepa
MUIEH3NI BCeX
NIPOM3BOACTBEHHBIX MIOIIA/I0K

(c ykasaHmeM crapmit
IIPOM3BOJCTBA), MECT IPOBEJEHMA
KOHTPO/sA Ka4ecTBa U
cepTU(MKATH COOTBETCTBUA
TpeOOBaHMAM MPaBU/ HaJIeXKales
IIPOM3BO/ICTBEHHO MPAKTHUKY
EA3C pgns Bcex miomagox

Ko %ﬁgnu: COM.gA.GUZ.DUI
LOKYMEHT Bbirpy&&H n3
ABTOMAaTW3MPOBAHHOMN CUCTEMbI MO
yrNpaeneHuio AoKyMeHTaMm1 KayecTsa
Ha SleKapCTBeHHbIe npenapaThi

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:02

000 «Acrpa3eneka Mupactpus»
249020, Kanysxckas 061,
Bopoeckuit paiton, gepesus [Jobpuso,

1-s15t BocTouneiit npoesp, BaafenHne 8

40000467353
Hexcnym
d3omenpason
TabMeTKy  KUIIEYHOPACTBOPYMMBIE,  MOKPBITHIE  IIGHOYHOM
060/104KOI1
20 mr
TabMeTKN  KUIIEYHOPACTBOPMMBIE, IIOKPBITbIE  IUIEHOYHOI

o6onoukoit, 20 mr (6mcrep) 7 x 4 (mauka KapTOHHAA)
Poccniickaa Qepepanns

JITT-Ne(009827)-(PI-RU) para permcrpaumm: 21.04.2025, para
BHeceHus usmenenuin: 26.11.2025

JITI-Ne(009827)-(PT-RU)-261125
110025356

6240226

15259

65321 YII

02.2026

01.2029

1243 or 02.09.2026

[Ipoussopurens (Bce crajuy nponsBoacTBa) M BBITYCKAIOLIHMI
KoHTponb Kayectpa: OO0 "Acrpa3eneka Mupnactpus”,
Poccuiickas ®epepauns, 249020, Kanyxckas o6n., paiton
Boposcxkuit, 1. Jo6puno, npoesn 1-it Bocrounsii, Bap. 8
Howmep nmnuensuu - J1012-00102-77/00010366

Homep GMP-ceprudukara - GMP/EAEU/RU/01350-2024
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AstraZeneca

Cepruduxar cepnu nekapcrsennoro cpegcrea N

000 «Acrpa3enexa Unpactpuan
249020, Kanyxckan 061,
Boposckuit paiton, pepesns [Jo6puio,

1-61i1 Bocrounnii npocesp, Bnagenme 8

40000467353

Hacrosmmm s nopteepikpaio, 4to npusepennas sbiue MHPOPMALINA ABNIAETCA AOCTOBEPHON M TOMHOM. Ira
CepA MPOAYKIMM NPOM3BEACHA (BKIIOYAsA YNIAKOBKY (MapKMpOBKY) M KOHTPONL KayecTBa) Ha BBIIIEYKa3aHHOM
NPON3BOACTBEHHO MIOMWaAKe (IUIOWAAKAX) B IIO/THOM COOTBETCTBMM C TPeGOBAHMAMM [TpaBun magnexames
NPOM3BOACTBEHHOM NpaKkTuiu EBpasuitckoro skoHOMm4eckoro cowsa u Tpe6OBaHMAMM KOHTPOJISA KayecTna
/IEKAPCTBEHHDIX CPE/CTB, A TAIOKE B COOTBETCTBUM CO CHELM(DUKALMAMY, CONEPHKAMMIUCH B perncTpaunoHHoM
AOCbe. 3ammMcM MO TMPOM3BOACTBY, YNMAKOBKE W AHA/IM3Y MPOBEPEHBI, M YCTAHOBIEHO WX COOTBETCTBHE
Tpe6oBanuam [pasun HamieKaweit TIPOM3BOJCTBEHHOM MPAKTUKKM EBpasmitckoro 9KOHOMMYECKOro cor03a.

Ynonnomouennoe mao  Menemkep 1o obecnedenuio KavecTBa, Mypauesa E.C. W

Hara 17.09.2026

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
" ynpaBiieHUio JOKYMEHTaMmn KadecTsa
* Ha NleKapCTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:02

Homxuocts, ®MO, nojnuce </
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AstraZeneca

HaumeHoBaHue npoaykra:

Homep cepum:
KonuyectBo B cepuu:

[ara npouseoacTea:

NopeH go:

WcnbitaHusa npou3BefeHsl B
COOTBETCTBMMU C:

000 «AcTtpa3eHeka MiHaacTpua»
249020, Kanyxckan obn.,

BopoBckuii paiioH, aepeBHs JobpuHo,
1-blii BOCTOYHBINA Npoesd, Bnapgexue 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 2 61 09

CEPTU®UKAT AHATIU3A Ne 1243

"Hekcuym, TabneTkn KMWEeYHOPacTBOPUMbIE, NMOKPLIThIE NNEeHOYHOW

o6onoukoi, 20 mr, Ne28"

6240226
65321 yn.
02.2026

01.2029

HA NN-Ne(009827)-(Pr-RU)-261125 Hekcnym, Tabnetku
KMLLIEYHOPACTBOPUMbIE, NMOKPbIThIE NNeHoYHoW o6ono4koit, 20 mr, 40 mr

UCNbiTaHWA

Dara HaumeHosanvwe nokasateneit TpeGosanus HOpMaTUBHOM

OOKYMEeHTaLmnm

PeaynbTatbl UCMbITAHWIA

20.08.2026 - | Onucanue
02.09.2026

HDO.[IOI'II'OBaTbIe OBOAKOBbINYKbie
TabneTkn CBETNO-PO30BOro LBeTa,
MOKPbLITbIE NNEHOYHOW 0B6ONOYKOIA; ©
rpasupoBkoi 20 mG Ha 0QHOW CTOpPOHE
v rpaBupoBkoil A EH Ha gpyron
CTOpPOHE

CootBeTcTBYET

Npoentudukayus
(O3omenpason)

Bpemsi ynepXuBaHus OCHOBHOrO Nuka
Ha XxpomaTorpamme WUCNbITYemMoro
pacTBOpa AOMMKHO COOTBETCTBOBATL
BpPEMeHW yaepXuBaHus nuka
330Menpasona Ha xpomaTtorpamme
CTaH4apTHOro pacTeopa

(MonTBepxageHa

Wpoentudukayus (Maruumia) Benn4ymHbl nornoLeHus UcnbITyemMoro

pacTBopa 1 pabouero cTaHAapTHOro
pacTsopa A0MKHbI BbiTb OAHOO
nopsaxka

MoareepxaeHa

eauHnY

JloKyMeHT BbIrJy>XeH 13
i ABTOMaTU3MPOHaHHON CUCTEMbI MO

L __YynpasieHuo AdKyMeHTaMuy KadecTBa

OpaHopogHocTb Ao3npoBaHHbiX | Kputepuit CootBeTcTByeT

np1MemnemMocTu HA
AV

12.7

Hopmbl [nsa 10 tabneTok
AV < 15,0 unm
ans 30 Tabnerok
AV <15,0

npv yCrnoBvu, YTO

CooTtBeTcTByeT

Ha JleKapCTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

JaTta n Bpemsa Bbirpy3sku: 19.10.2026, 12:02
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Nara HaumenosaHue nokasartenei

UCNbITaHWA

TpeboBaHus HOpMaTUBHOIA

AOKyMeHTauum

PeaynbTathl MCNbiTaHUA

0,75 M <xi <1,25
M

PacTtBopenne Hopmbl He meHee 70 % CooTteeTtcTBYET
(Q) ot
3anABJIEHHOT0
Konu4yecTea vepes
30 MuH
CpepHee CooTteeTtcTByEeT 90 %
3Ha4YeHue HO
MakcumanbHoe CooreeTcTBYET 93 %
3HayeHue HO
MuHumansHoe CooreeTtcrByeT 87 %
3HayeHune HAO
Mpumecu EauHunyHas He 6onee 0,5 % 0.0 %
naeHTUUUMPOs
aHHasA NpUMech
EauvHnuHan He 6onee 0,2 % 0.0 %
HewgeHTuduunp
OBaHHas
npuMech
Cymma He 6onee 2 % 0 %
npumecen
KonuuecteseHHoe onpepenenune| 95 - 105 % OT 3asIBNEHHOrO KONMYecCTBa 100 %

Mwukpobuonoruyeckas uncrorta

Obuwee umicno

He 6onee 10*

MeHee 10 KOEB 1T

a3pobHbIX KOEe1r

MUKPOOPraHu3m

OB

O6wee yncno He 6onee 10? Menee 10 KOEB 1T
OPOXOKEBBIX W KOEB1r

nrecHeBbIX

rpubos

Escherichia coli OTtcyTtcTBHe He o6Hapy»xeHo

Escherichia coli B
ir

Onucaxue ynakoeku

Mo 7 tabneTok B 6nmcTepe U3
aniMmHueBoit chonbri,
chOpMUPOBAHHOW M3 Nnonuammnaa/
anomuHng/ nonweuHunxnopuga (NBX),
3anevyataHHOM anioMUHUeBoW honbron
nakupoBaHHO; no 4 6nuctepa ¢
NUCTKOM-BKINaablllemM B KAPTOHHYIO
nayvky ¢ KOHTPONEM NEPBOrO BCKPbITUS.

CootBeTcTBYeT

Mapkupoeka

CooteetcTayeT pasgeny 1.3.2 moayns

1-*

CootsetcTByeT

Ycnosus xpaHeHus

4 [okKyMeHT BbIfpy>XeH n3
¢ ABTOMaTU3MPPBAHHON CUCTEMBI MO
- yrnpaBaeHUo lOKyMeHTaMn KayecTBa

Mpu Temnepatype He Bbiwe 25 °C

CootBeTcTByeT

Ha JleKapCTBeHHble npenapatbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:02

CEPTU®UKAT AHATNM3A Ne 1243
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[ata HaumeHosanwne nokasarenei TpebosaHusi HOpMaTUBHOM PeaynbTathbl ucnbitaHui
UCnNbITaHWUM DOKYMEeHTauum
Cpok rogHocTu (Cpok 3ropa CooteeTtcTByET
XpaHeHus)

* TpeboBanus HI ans nokasartens «MapkupoBkay:

MakeT nepsuyHoi ynakosku J11-Ne(009827)-(PI" -RU) ot 26.11.2025
MakeT BTopuuHO# ynakoBku J1M-Ne(009827)-(PIr -RU) ot 26.11.2025

3aknioyenune: [penapat "Hekcuym, TabneTku KMWEYHOPaCcTBOPUMbIE, NOKPLITbIE NneHouHow obonoukoid, 20 mr, Ne28"
cepumn 6240226 cootBeTcTBYeT TpeboBaHNAM
HA NM-Ne(009827)-(PMr-RU)-261125 Hekcuym, TabneTkn KULLEYHOPACTBOPUMbIE, NOKPLITLIE NNEHOYHOW
obonoukoi, 20 mr, 40 mr

[omKkHOCTb 7o) 02 CEH 2026

PykoBoguTens oTaena KoOHTporns KadecTea Akumosa C.B.

JloOKYMeHT BbIrpy>XeH 13
ABTOMaTU3NPOBAHHOW CUCTEMbI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa
Ha JleKapCTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKAGDMS) CEPTUGUKAT AHAII3A Ne 1243 3/3

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:02




