AstraZeneca

Ceprudukar cepuu 1eKapcTBEHHOTO CpeficTBa N

ToproBoe HaMMeHOBaHUE
MHH

JlexapcrBeHHas dopma
Ho3upoBka

®opMa BBIITYyCKa

Crpana umnoprep

Howmep u faTa perucTpaniuoHHOTO
YOOCTOBEPEHUA

Homep HOopMaTHBHOI IOKYyMEHTALMU
Kop npopyxra

Homep cepun

Howmep cepun in bulk

O61bém cepun

JlaTa mpou3BojcTBa

lomen mo

Homep ceprudmkara ananusa

Haspahue, agpec n Homepa
MMIIeH3N BCex
NPOMU3BOACTBEHHbIX IUIOIA/IOK

(c yxkasaHueM crapui
IIPOU3BOJICTBA), MECT MTPOBEEHMNA
KOHTPOJIA KayecTBa U
cepTudUKaThl COOTBETCTBUA
Tpe6GOBaHMAM NPaBM/I HaUIEXKAlIe
NpPOU3BOACTBEHHON IPAKTUKH
EA3C mnsa Bcex miomagox

Kop dpopmsr: 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: 29.10.2026, 16:01

00O «Acrpa3enexa Mupgacrpus»

249020, Kamy>xckas o6,

Bopogcxuit paitos, gepesus [Jobpuuo,
1-b1it BocTouHBLT poesy], BnageHme 8

40000457652

®opcura

Hanarmdnosux

Tab/1eTKH, TOKPBITHIE TUICHOYHO 060/104YKOI!
10 mr

Tab/neTKy, MOKPHIThIE I/IEHOYHOM obonoukoit, 10 mr (6mucrep)
10 x 3 (mayxa KapTOHHaA)

Poccuitckas ®epnepauns

JITI-Ne(005264)-(PI-RU) pmarta permcrpaumu: 22.04.2024, narta
BHeceHus uamenenuit: 12.01.2026

JITT-Ne(005264)-(PI-RU)-120126
100012522
3030326
14919
23080 YII
03.2026
02.2029
687 or 05.05.2026

ITpoussopurens (Bce cTafuy mpousBo/ICTBA) U BBIITYCKaIOLIMIA
KouTponb Kavectsa: OO0 "Acrpa3enexa Mumactpus”,
Poccuitckan ®epepauns, 249020, Kamyxckas o611, paiton
Boposckuit, . lobpuno, npoesp 1-it Boctounstit, Bip. 8
Homep muuensun - J1012-00102-77/00010366

Homep GMP-cepruduxara - GMP/EAEU/RU/01350-2024
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00O «Acrpa3eneka Mupacrpus»
249020, Kanyxckasn o6,

Astrazeneca Boposckuit paiion, nepesus [Jo6puno,

1-pst Bocrounsiit npoesy, snasgenne 8

Cepruduxar cepun JIEKApCTBEHHOrO cpeacrea Ne 40000457652

Hacroammum s IIOATBEPXK/IAI0, YTO IPUBEJEHHAS BBIIIE urdopmanma aBnseTcs JOCTOBEPHOM M TOYHOI. ITta
Cepui NPORYKLMM TIpou3BefieHa (BKIIOYAsT YNAKOBKY (MapKupoBKy) u KOHTPO/Ib Ka4YeCTBa) Ha BbIlICYKa3aHHOM
IPOM3BOICTBEHHOM ITTONAJKE (nmomiaaKax) B MOMHOM COOTBETCTBUM ¢ TpeboBaHUAMMU [IpaBun Hagnexamyei
TIPOM3BOJICTBEHHON NPaKTHKM EBpasuifckoro aKOHOMMYECKOTO CO03a 1 TpeboBaHUAMYU KOHTpONA KadecTsa
/IEKAPCTBEHHBIX CPEMICTB, & TAKXKE B COOTBETCTBUU CO cnenmnpuKanmamu, COMePXXAUMMMCS B PETUCTPALIMOHHOM
Jocke. 3anucu no NpOM3BONICTBY, YNAKOBKE M aHAIM3Y NPOBEPEHDBI, M YCTAHOBJIEHO WX COOTBETCTBUE
TpeboBanaM IIpaBun Haprexamei [IpOM3BOACTBEHHOM NPAKTUKM EBpasmitckoro 3KOHOMUYECKOTo Coio3a.

7 74
Ynonnomouennoe jmigo PykoBogurens OOK npoussosicrsa, 3opunHa A.H. £y

Homxnocrs, ®MO, noyrince g
g ~

Hara 14.05.2026

Koyt hopmm: COM.QA.002.001 Crpanua 2/2

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
" ynpaBiieHUio JOKYMEHTaMmn KadecTsa
" Ha NekapcTBeHHble npenapaTbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 29.10.2026, 16:01




AstraZeneca

HauwmeHoBaHue npoaykra:

Homep cepwu:

Konu4yecTBo B cepuu:

[ata npouseoacrsea:

logeH go:

UcnbiTanun npoun3sefeHbl B

COOTBETCTBUM C:

00O «AcTpa3eHeka VingacTpus»
249020, Kanyxckas obn.,

BopoBckuii paioH, aepesHs [lo6puHo,
1-blit BocTouHBI Npoean, BnageHve 8
Ten. +7 (48438) 2 61 00

dakc +7 (48438) 2 61 09

CEPTUOUKAT AHAJTUSA Ne 687

«®opcura, TabneTkun, NokpbITble NNéHoYHoW o6onoukoid, 10 mr», Ne 30

3030326

23080 yn.

03.2026

02.2029

HAO NN-Ne(005264)-(Pr-RU) -120126 «®opcura, TabneTku, NoKpbITbIE

NNEHOYH

ow obonoykoi, 5 mr, 10 Mr»

Jarta
MCNbITaHWA

HawmeHoBaHue nokasarenen

Tpe6GoBaHuA HOpMaTUBHOW PeaynbTathl UCMbITaHUA

[OKyMeHTaLum

27.04.2026 -
05.05.2026

OnucaHue

PomBoBuraHble ABOAKOBbINYKNbIE CootBeTtcTByeT
TabneTku, NOKpbITbIE NIEHOYHOWM
060MoYKOM XKENTOrO LBeTa, ¢
rpaeuposkoi «10» Ha 0QHOM CTOPOHE U
«1428» Ha Opyroi CTopoHe

MaenTudukaumns

Bpems yaepxuBaHus OCHOBHOIO nuka MopTeepxaexa
Ha XpOMaTorpaMme WUCMbITYeMOro
pacTBOpa [JOMKHO COOTBETCTBOBATH
BpPeMeHU yaAepXMBaHUs nuka
aanarnudnoavtHa Ha xpoMaTorpamme
CTaH4apTHOro pacteopa

Maentudmkayun

WK-cnekTp ucnbiTyemoro obpaaua no MogTeepxaeHa
MONOXEHWUIO U OTHOCUTENBHOIA
WMHTEHCUBHOCTM NMONOC NOrMOLWEHns B
obnactu ot 4000 cm™ no 650 cm™
AomxeH cooTeeTcTBoBaTh NK-cnekTpy
cTtaHaapTHoro obpasua.

PacnapgaemocTb

JlOKyMeHT BbIl
L, AsTOMaTU3MpO

yXKEeH U3
aHHOW cMcTeMbl No

Hopmel He bonee 12 CootsercrayeT
MWHYT B
aueraTHOM
6ydepHom
pactBope, pH 4,5,
npu Temneparype

37 °C
MakcumansHoe CooTtBeTCcTBYET 2 MUH.
Bpems HO

Yoo

RYMEHTaOMUT RaTecTBa

Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 29.10.2026, 16:01




[lata HaumeHoBaHue nokasareneii
WUCNLITAHWUIA

TpeGoBaHWs HOpMATUBHOW
[OKyMeHTaLuu

PeaynbTarhl MCnbiTaHWiA

pacnagaeMmocTu I

Bopga

He Gonee 5,4%

3.6%

OQHOPOAHOCTL A03MPOBAaHHBIX
eavHuL

Kputepwia CootBeTtcTByeT
npUemMnNemMocTy, HO
AV

2.9

Hopmbi Onsa 10 TabneTok
AV < 15,0 unn
Insa 30 Tabnerok
AV < 15,0 npu
ycnoeuu, yto 0,75
M<xi<125M

CootBetcTBYET

KonuyecteeHHoe on peneneHwe

% oT OT1 90,0 o 110,0
3aABNEHHOro %
KonuyecTsa

99.0 %

Mr B TabneTke 019,00 11,0
mMr/TabneTka

9.9 mr/Tab.

OnucaHue ynakoBku

Mo 10 Tabnetok B Gnuctepe u3
antoMUHUEBON chonbrn,
cthopmupoBaHHOM U3 POPMOBOYHOIO
namuHara, cocTosLero u3 nonwamuaa /
MSIrKOA aritoMmH1eBoin honbru /
HennacTuULMpPoBaHHON
nonueuHUNxnopuaHou (MBX) nnexkw,
3anevaraHHOM 3akaneHHou
anioMUHWEBOR hONbLIroM, NOKPLITOR
Tepmonakom; no 3 6nucrepa ¢
NUCTKOM-BKNAAbIWEM B KAPTOHHON
nayke ¢ KOHTPonem Nepsoro BCKPbITUA.

CooreercreyeT

Mapkupogeka

CootsercteyeT pasgeny 1.3.2 mogyns
1 *

Cootsercteyet

Ycnosus xpaHeHus

Mpwn Temnepatype He Boiwe 30 °C

CootBeTtcTByET

Cpok rogHocTu (CpoK
XpaHeHus)

3ropa

CootBetcTByeT

* TpeboBanua HO ons nokasatensa «MapkmpoBKay:

MakeT nepsuyHoi ynakoeku J1M-Ne(005264)-(PIr-RU) ot 22.04.2024
Maket BTOpuuHor ynakosku J1M-Ne(005264)-(Pr-RU) ot 11.12.2024

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

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS) CEPTUOUKAT AHATMM3A Ne 687

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 29.10.2026, 16:01
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3aknouenve: [Mpenapat «®opcura, TabneTky, NOKpbITbie NNEHOYHOR 06onoykoit, 10 mry, Ne 30 cepun 3030326
cooTBeTCcTBYET TpeboBaHMAM
HA 1NN-Ne(005264)-(Pr-RU) -120126 «®opcura, Tabnetku, NokpbITbie NNEHOYHOI 06ono4kon, 5 mr, 10

Mr»
NE MAS N0
05 MAR 2076
AomkHocTb (olgle Moanuck
MeHemkep No NpoekTam KOHTPons KopoTteesa B.K. , } 7
KayecTBa /

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

(VKA D eKa GapmacyioTuKans! CEPTUOUKAT AHATU3A Ne 687 3/3

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 29.10.2026, 16:01




