AstraZeneca

CepTnduxar cepuy 1eKapCcTBEHHOIO CpecTBa NO

Toprosoe HauMeHOBaHMe
MHH

JlexapcTBeHHas popma
JlosupoBka

®opwma BeITyCKa

Crpana uMnoprep

Homep u faTa perncrpainoHHoro
YAOCTOBEpEHUA

Homep HOpMaTHBHO JOKYMEHTALIMK
Kop mpopnykTa

Homep cepun

Howmep cepun in bulk

O61éM cepun

Jlata mpousBojICTBa

l'omeH mo

Homep cepruduxara ananmsa

Hassanne, agpec 1 HoMepa
JMMIIEH3UI BCeX
MpOU3BOACTBEHHDIX MIIOLIATIOK

(c yxasanmem cragui
NIPOM3BOACTBA), MECT IIPOBENEHUA
KOHTPO/1A KayecTBa U
cepTudUKATBI COOTBETCTBUA
TpebOBaHMAM NMPABUT HaJIeXanei
IIPOU3BOACTBEHHOM MPAKTUKM
EADC mnsa Bcex miomagok

Kop dropmsr: COM.QA.002.001

JloOKYMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOW CUCTEMbI MO
ynpaBiieHUo AOKyMeHTaMn KayecTBa
Ha JleKapCTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3sku: 20.10.2026, 16:02

00O «Acrpa3eneka Mugacrpus»
249020, Kanyxckan o6r.,
Boposcknii paston, gepesus JobpuHo,

1-b1it BocToYHBII NIpoesy, BnageHue 8

40000457558

®opcura

Hanarnmudnosun

Tab/IeTKN, TIOKPBIThIE IIEHOYHOM 060/T0YKOI!
10 mr

TabneTky, MOKphIThIE NIEHOUHOM obomoukoit, 10 mr (6mmcrep)
10 x 3 (mayka KapToHHas)

Poccmiickas ®epepanusa

JIIT-Ne(005264)-(PT-RU) pata permcrpaumu: 22.04.2024, para
BHeceHusa usmeHenuit: 12.01.2026

JITI-Ne(005264)-(PT-RU)-120126
100012522

3020326

14918

23248 V11

03.2026

02.2029
686 ot 05.05.2026

[Tpoussopnrens (Bce crapyuu npousBOACTBA) U BBITYCKAKOIMIA
KoHTponb Kayecra: OO0 "Acrpa3enexa Mnpactpus”,
Poccmitckasn @enepaums, 249020, Kamyxckas obi., paiton
Boposckuit, 1. [Jobpuno, nmpoesp 1-it Bocrounsiit, Baj. 8
Homep muuensum - 71012-00102-77/00010366

Homep GMP-ceptudmkara - GMP/EAEU/RU/01350-2024
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000 «Acrpa3enexa VMugactpua»
249020, Kanyxckas o6,

AStraZeneca Boposckwmii paiton, nepesns Jlo6puno,

I-pu1 BocrouHstit mpoesy, Bnajenue 8

Cepruduxar cepum nexapcrBeHHOro cpegcrBa Ne 40000457558

Hacrosumm s noprsepskpaio, 4to npuBefgenHas Bbime MHGOPMALMA ABAACTCA IOCTOBEPHON M TOYHOI. JTa
cepus NPORYKIMU Npou3BefieHa (BKMIOYas YIIAKOBKY (MapKMpOBKY) M KOHTPO/Ib KayecTBa) Ha BbIIIEYKa3aHHOM
TNPOU3BOJICTBCHHOM IUIOWa/Ke (MUIOUIA/IKAX) B [OTHOM COOTBETCTBMM C TpeboBanusamu I[lpaBun Haexamest
MPOU3BOJICTBEHHONM NPaKTHKM EBpPasuitckoro sKOHOMMYECKOro coo3a M TpeGOBaHMAMM KOHTPO/A Ka4ecrsa
NIEKAPCTBEHHBIX CPE/ICTB, & TakXKe B COOTBETCTBUM CO CrelU(MKANMAMU, COAEPIKALMUMUCS B PETUCTPALMOHHOM
AoChe. 3alMcu 1O TIPOM3BOACTBY, YNAKOBKE U QHAIM3Y NPOBEPEHbI, M YCTAHOBNEHO WX COOTBETCTBHE
TpeboBanuam [IpaBun HajyIexaleil IPOU3BOACTBEHHOI TPaKTUKYM EBPasnitckoro 5KOHOMIYECKOTO colosy,

7/
/’) 2
Ynonsomouennoe mmuo  Pykosopurens OOK npoussopcrsa, 3opuna A.H. w7
Homxnocrs, PHUO, nognucs o
"
Hara 14.05.2026
Kop dopmur: COM.QA.002.001 Crpamimiga 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: 20.10.2026, 16:02




AstraZeneca

000 «AcTtpa3eHeka NHpacTpua»
249020, Kanyxckas o6n.,

Bopogeckuit paioH, aepesHa [JobpuHo,
1-bliA BocTouHbIid Npoe3p, Bnagexue 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 2 61 09

CEPTU®UNKAT AHAJTTU3A Ne 686

HauwmeHoBaHue npoaykra: «®opcura, Tabnerku, NokpoiTbie nNnéHovHoi obonoukoi, 10 mr», Ne 30

Homep cepuu: 3020326

KonuuectBo B cepuu: 23248 yn.

[ara npouasogcTBea: 03.2026

"opgex go: 02.2029

WcnbiTanua npousseaeHs! B HL J1M-Ne(005264)-(Prr-RU) -120126 «®opcura, TabneTtku, NoKpbITsie

COOTBETCTBUM C: NNEHOYH

oi o6onouykow, 5 mr, 10 mr»

[Oara HawmeHoBaHue nokasarenei
WCNbiTaHUA

TpebGoBaHus HOpMaTUBHOMA
DOKYMeHTauuu

Peaynbrarhbl MCMbITaHWiA

27.04.2026 - | OnucaHue
05.05.2026

PomBoBuaHble ABOSIKOBLINYKIbIE
TabneTku, NOKpbITbIE MIEHOUYHON
obonouko XeénToro uyeeTa, ¢
rpaBupoBKoi «10» Ha oaHOW CTOpPOHE U
«1428» Ha pyron CTopoHe

CooteeTcrByeT

MpeHTudukayus

Bpemsa yaepXvBaHWsi OCHOBHOTO NMuka
Ha XpoMarorpamMmMe UCNLITYeMOro
pacTBOpa AO/MKHO COOTBETCTBOBAThL
BpPeMeHV yaepXuBaHus nuka
AanarnugnoaunHa Ha xpomaTorpammMe
CTaHgapTHOro pacteopa

MoaresepxaeHa

WpeHTudukaums

MK-cnekTp ucneiTyemoro obpasua no
NONOXEHUIO U OTHOCUTENLHOM
WHTEHCUBHOCTM NOMOC NOrNOLLEHUs B
obnactu ot 4000 cm™ oo 650 cm™’
[omKeH cooTeeTcTBOBaTh VIK-cnekTpy
craHgapTtHoro obpasua.

MoaTeepxaeHa

Pacnapaemoctb

Hopmbl He Gonee 12
MUWHYT B
aueTtaTHoM
6ydepHom
pacrsope, pH 4,5,
npv Temneparype
37 °C

CootBetcTByeT

JloKyMeHT BbIry>XeH 13
i ABTOMaTU3NPORAHHON CUCTEMBI MO

MakcumansHoe CootsetcTBYET
Bpems HO

2 MVH.

YT EITe IO UKy e Ta M K TeCTB e
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

JaTta n Bpemsa Bbirpy3sku: 20.10.2026, 16:02




larta HaumeHoBaHue nokasatenei
MCNbITaHWK

Tpe6GoBaHua HOpMATUBHOM
AOKyMeHTauum

PeaynbTaTtbl UCnbITaHUiA

pacnagaemoctn |

Boga

He 6onee 5,4%

37 %

OQHOPOAHOCTL 103UPOBAHHbBIX
eqnHnL

Kputepuia CootBseTcTByeT
NpUemnemMocTi, HO
AV

1.9

Hopmbi Ona 10 TabneTtok
AV < 15,0 unn
[Ons 30 Tabnetok
AV < 15,0 npn
ycnosun, 4to 0,75
M<xi<125M

CootBercTByeT

KonuuectBeHHOE onpegenexne

% ot Ot 90,0 no 110,0
3aABNEHHOro %
KonuyecTsa

98.9 %

Mr B Tabnetke 019,000 11,0
Mmr/Tabnetka

9.9 mr/tab.

Onucaxue ynakoBku

Mo 10 TabneTok B 6nuctepe n3
anioMuHUeBon chonbru,
chopMUpoBaHHOM U3 POPMOBOYHOIO
namMuHara, cocTonALllero U3 nonuamuaa /
MSArKOW aniomMuHneBoin onbru /
HennacTuuympoBaHHOM
nonvBuMHUNxnopuaHoi (MNBX) nneHkn,
3anevyaTaHHOM 3aKkaneHHoN
antoMUHMEBOW HONLIroM, NOKPLITON
Tepmonakom; no 3 6nucrepa c
NNCTKOM-BKNaabllLeM B KAPTOHHOM
nayke C KOHTPOMNEM MEPBOTC BCKPbITUSA.

CootBeTcTBYET

MapkupoBka

CootsetctByeT pasgeny 1.3.2 moayns
1 *

CootBeTrcTByET

YcnoBus XxpaHeHus

MNpu Temneparype He Bblwe 30 °C

CootBeTcTBYET

Cpox rogHocTu (cpok
XpaHeHus1)

3 rooa

CooTBeTcTBYET

* TpeboraHusa HI ans nokasarens «Mapkuposkan:

MakeT nepBu4Hoin ynakoBku JTM-Ne(005264)-(PT-RU) ot 22.04.2024
MakeT BTopu4Hoi ynakosku JTM-Ne(005264)-(PTr-RU) ot 11.12.2024

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

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS) CEPTU®UKAT AHATIN3A Ne 686

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
JaTta n Bpemsa Bbirpy3sku: 20.10.2026, 16:02
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3akmouenue: [penapat «®opcura, Tabnetku, NOKpbITbie NNEHOYHOR o6onoukoi, 10 mry», Ne 30 cepum 3020326
cooTeeTcTBYeT TpeboBaHnaMm
HZ NN-Ne(005264)-(Pr-RU) -120126 «®opcura, TabneTtku, NoKpbiTbie NNEHOYHON 06onoykoi, 5 mr, 10
Mr»

05 MA# 2076
domkHocTb folg[e] Flognqu

MeHemkep No NpoeKkTam KOHTpons KopoTteesa B.K.
Ka4yecTBa

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

000 "AcTpa3eHeka ®apmacbloTuKans"
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