AstraZeneca(%

Ceprnduxar cepuu 1eKapcTBeHHOTO cpefcTBa Ne

Toprosoe HanmeHoBaHMe
MHH

JlexapcTBennas popma
Jlosuposka

®opma Bbimycka

Crpana umnoprep

Howmep u narta perucTpaumoHHOro
YAOCTOBEpEHUA

Homep HopMaTHBHOI JOKYMEHTaLMU
Kon npopyxra

Homep cepuu

Howmep cepuu in bulk

O6mném cepun

Hata npoussozacTsa

Topen oo

Howmep ceprudukara ananusa

Haspanue, afpec u Homepa
JNULIEH3UI BCex
NPOU3BOJCTBEHHBIX IOLIANIOK

(c yxasanuem crapuit
MPOU3BOJICTBA), MECT NTPOBEeHUA
KOHTPO/IA Ka4yecTBa U
cepTudMKaTBI COOTBETCTBUA
Tpe6GoBaHMAM MpaBU/ HaJIeXKallei
NPOU3BOACTBEHHOM MPAKTHKU
EA3C mna Bcex muomagox

Ko dopstsr: COM.QA.002.001

000 «Acrpa3enexa VngacTpus»
249020, Kanyxckas 0611.,

Bopogckuit paiton, nepesua J1o6puno,
1-bit BocTounsiit npoesn, Bnagenue 8

40000378119

Dopcura

JHanarnmudnosnn

TabneTKu, MOKPHITHIE MIEHOYHOM! 060MOYKO
10 mr

TabneTKM, MOKPBIThie TUIeHOYHOM obonoykoit, 10 mr (6aucrep)
10 x 3 (mayka KapToHHasA)

Poccuiickaa Pepepanus

JIT1-002596 para peructpaumn: 21.08.2014, para BHeceHus
usmenenuit B PY 16.03.2022

JIT1 002596-210814 (Msm. Nel-Ne10)
100012522

1840224

12485

13196 YII

- 02.2024

01.2027
359 or 20.03.2024

ITpouseoautens (Bce crapmm nponsBojcTBa) U BHIMYCKAKOMMIA
koHTponb KavectBa: OO0 "Acrpa3enexa Mupactpus”, Poccus,
249020, Kanyxckas o6n., paiton Boposckuit, i. lo6puno,
npoesy 1-i1 Bocrounsiit, Bap. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022

«AcTpa3eHeka
dapmacbloTukans»

ANs NOKYMEHTOB

Limited liability compawfP
: AstraZeneca
Pharmaceuticals




000 «Actpa3enexa Ungactpus»
249020, Kanyxckas o6n.,
Boposckuit paiton, niepesus Jlo6puno,

AstraZeneca i

1-b1it BocTounsiit mpoesy, Bnanenue 8

Cepruduxar cepuu neKkapcTBeHHOro cpegcrsa Ne 40000378119

Hacroamum s mopTBepkpalo, 4TO NpuBeeHHas Bbille WHPOPMaLMA ABIAETCA JOCTOBEPHOM M TOYHOIM. IJTa
cepus NMPOAYKLMM MpousBefieHa (BKIIOYAA YNAKOBKY (MapKMpPOBKY) M KOHTPO/Ib Ka4yecTBa) Ha BblleyKasaHHON
NIPOM3BOJCTBEHHOM MIomaaKe (NIOUAIKAX) B MOMHOM COOTBETCTBMM ¢ TpeboBammamu [IpaBun Hapmexaues
NPOM3BOJICTBEHHOM TNPAaKTUKM EBpasuiflckoro sKOHOMMHYECKOTO CO0I03a M TpeOOBaHMAMM KOHTPONA KadyecTBa
TeKapCTBEHHBIX CPEAICTB, a TAKXKE B COOTBETCTBMM CO Crenudumkaumamu, COAepKAMMIUCA B PErUCTPALHOHHOM
mocke. 3amMcu IO TNPOU3BOACTBY, YNAKOBKE M aHANM3y IPOBEPEHbI, M YCTAHOBIEHO WX COOTBETCTBME
TpeboBanuam [Ipasun Hajyexaeit MPOU3BOACTBEHHOM NPAaKTUKU EBpasuitckoro 9KOHOMMYECKOTO COM03a.

Ynonnomouennoe mio  Pyxosoaurens OOK npoussopctsa, 3opuna A.H. {
Homxuocts, PYO, nognuce é Jres

Hata 22.03.2024

:C/ ACTpadeHexa
DapmacbioTuKana»

,Jm bUKyMGmOB

Limited liability companggfas
AstraZeneca 3
Pharmaceuticals

Kon ¢popssa: COM.QA.002.001




A
AstraZeneca 2

HaumeHoBaHue npogyxra:

Homep cepuu:
Konu4ecTtso B cepuu:
[ara npouasogcTaa:

MopeH po:

WcnbiTanus npousseneHsbl B
COOTBETCTBMM C:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas obn.,

Boposckuii paitoH, AepesHs [obpuHo,
1-bii BocTOuHBIN Npoeag, Bnagexve 8
Ten. +7 (48438) 26100

®akc +7 (48438) 2 61 09

CEPTUDUKAT AHAJTU3A Ne 359

«®Popcura, TabneTku, NOKpbITbIe NNEHOYHOW 06onoykoin, 10 mr», Ne 30

1840224

13196 yn.
02.2024

01.2027

HI 1N 002596-210814 «®opcura, TabneTku, NOKPbITbIE NNEHOYHON
o6onoukoit, 5 mr, 10 mry.

Mam.Ne1 ot 29.06.2015 r. (/11 002596-290615); Mam.Ne2 ot 12.08.2016 r.
(11N 002596-120816); Nam.Ne3 ot 06.02.2017 r. (JIN 002596-060217);
Nam.Ne4 ot 28.07.2017 r. (J1MN 002596-280717); Nam.Ne5 ot 14.08.2018 .
(N 002596-140818); N3m.Ne6 ot 19.08.2019 r. (JIM 002596-190819);
Mam.Ne7 ot 25.06.2019 r. (J11 002596-250619); 1am.Ne8 or 23.06.2020 r,
(N 002596-230620); N3m.Ne9 ot 14.02.2020 r. (/11 002596-140220);
M3am.Ne10 ot 16.03.2022 r. (/11 002596-160322).

[ara HaumeHoBaHue nokasareneit TpeGosaHun HopMaTUBHOWM PeaynbTarsl ucnsitaHni

UCNbITaHWUA

AOKyMeHTauun

14.03.2024 - | Onucanue
20.03.2024

PomGoBunaHbIe ABOAKOBBINYKNbIE CooteetcrayeT
TabneTku, NOKPbITHIe NNEHOYHOM
060no4KOI XKENToro LBeTa, ¢
rpaBvpoBKoii «10» Ha 0QHON CTOPOHE U
«1428» Ha Apyron CTOpoHe

MoanuHHOCTL

Bpems yaepxvBaHusi OCHOBHOTO nuka MoarsepxaeHa
Ha XpomaTtorpamme UCNbITYyEMOro
pacTeopa AOMKHO COOTBETCTBOBATL
BPeMeHU yaepKUBaHUA nuka
AanarnudnoanHa Ha xpomartorpamme
pacTBopa cTaHgapTHoro obpasua

Pacnagaemoctb

HopMbi He 6onee 12 CoorBeTcTByeT
MUHYT B
auetaTHoM
6ydepHom

pacrsope, pH 4,5, 28 N

npu Temneparype / 9;/A 1 onexa D
5 ACTpaoECHEKd s
37 °C /:I (D,mMa'(;bK;TL‘.KZIDSY»\"

At TCTR A~
4 (\‘/‘-“ = .\.‘,,T\‘f #

MakcumanbHoe Coorsercrayer (||| 4Md "™ >
o\ Limited liability company /<y

BPGMR Hn \C~ AstraZeneca >

pacnagaeMmocTtu \Q P\ Pharmaceuticals
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Dara HaumeHosaHue nokasarenei Tpe6oBaHusi HopMaTUBHOW PesynbTatsl ucnbiTanuii
ucnbITaHun AOKYMEHTaLuu
Bopa He Gonee 5,4% 35%
OQHOPOAHOCTE [03UPOBAHUA Kputepui CootBetcTByeT 22
NpUeMNeMocTy, HA
AV
Hopmbl Ons 10 TabneTok CootseTcrayer
AV < 15,0 unn
Onsa 30 tabnetok
AV < 15,0 npu
ycrioeum, 4yto 0,75
M<xi<125M
KonuuecteeHHoe onpepenexue| % ot 0Ot190,0 go 110,0 98.6 %
3asiBNEHHOr0 %
KonuyecTea
Mr B Tabnetke 019,080 11,0 9.9 mr/Tab.
Mmr/Tabnerka
YnakoBka Mo 10 tabnetok B Grnucrepe u3 CoortseTtcrByeT
aniomuHneBoi gonbru; no 3 Gnucrepa
C UHCTPYKLMEN MO NPUMEHEHNIO B
KapTOHHOW nayke ¢ KOHTPOnemM Nepeoro
BCKPbITUA
Mapkuposka Coortsercreyer H* Coortsertcreyer™
XpaHeHue Mpu Temnepartype He Bbiwe 30 °C CoorBertcreyer
Cpok rogHoCTH 3ropga CootBeTcrayeT

* Tpe6oBanua HI ans nokasatens «MapkupoBKa»:

Ha pycckom si3bike ykasaHo:

1) NepBuy4Han ynakoBka nNekapcTBeHHOro npenapara
Ha 6nucrepe:

TOProBoe HauMeHoBaHue npenapara «dopcura», MeXayHapoaHoe HenaTteHTOBaHHOe HauMeHOBaHue,
[O3MpOBKa, NeKapcTBeHHas (hopma, COKPalleHHOe HauMEeHOBaHue pUAVMYEeCcKOro nuua, Ha ums
KOTOPOrO BbIAAHO PErucTpauMoHHOe YAOCTOBEPEHWe, Ha aHrnmuiickom s3bike (AstraZeneca), Homep
cepuu, roex ao.

[ononHUTENbHO MOryT HaHOCUTLCA 3aBOACKUE TEXHONOMMYECKUE KOabl.

2) BropuyHas ynakoska

Ha kapToHHOW navke:

TOProBoe HauMeHoBaHue npenaparta «Popcura», MeXayHapoAHOe HenaTeHTOBaHHOe HauMeHOBaHue,
nekapcTeeHHas opma, 403MPOoBKa, KONMYECTBO TabneTok B yrnakoBke, AENCTBYIOLEE BELecTBO 1 ero
coaepxaHue B ogHoi Tabnetke, cnocob npumeHeHus, npeadynpeauTenbHbie Hapnucu: «CoaepxuT
NakTody», «XpaHuTb B HEAOCTYNHOM ANs AeTer MecTe», YCrnoBus ornycxa HaumeHoBaHWe U CTpaHa
IOPUAMYMECKOTO NWLA, HA UMSA KOTOPOro BbIAAHO PEerucTpaymoHHoe HayR

NOnHbIiA agpec, TenedoH 1 (ake UPMbI-NPON3BOAUTENS, HOMEP PErnCTRAUMOHHOrO yAo

/ Blagahc pefifép

A NPOKSRRAGTEA, IPAR

KonupainTa KoMnNaHuu.
[ononHutenbHO MOryT HaHOCUTLCA CPeAcTBa uaeHTUdMKauum nekape ) ““ppenapara

CEPTUOUKAT AHATIU3A Ne 359 2/3



(rnobanbHbil MAEHTUUKALUOHHBIA HOMEP TOProBon eAuHULbI M UHAMBUAYaNbHbLIA CepuiiHbI HoMep
BTOPUYHOI (NoTpebuTenbckoil) ynakoBku Ay6nmpyloTcs B BUAE YUTAEMOro NeYaTHoro TekcTa) u aApyrve
TEXHU4eckne /MHPOPMaLMOHHBIE KOAb).

** PesynbTaTt no nokasartento «MapkupoBkar:

1) MepBuyHas ynakoBKa fnekapcTBeHHOro npenapara

Ha 6nucrepe:

TOProBoe HaumeHoBaHue npenapara «Popcura», MexayHapogHOe HenareHTOBaHHOE HauMeHOBaHue,
[03UpOBKa, nekapcTBeHHass opma, COKpalleHHOe HauMeHOBaHWe PUAUMYECKOro nuua, Ha UMA
KOTOpOro BblAaHO PerucTpauMoHHOoe yAOCTOBepeHue, Ha aHrmuiickom n3blke (AstraZeneca), Homep
cepuu, rogeH fo.

HaHeceHbl 3aBOACKWE TEXHONOrMYECKUe KOAbI.

2) BropuyHan ynakoBka

Ha kapToHHOI nayke:

TOProBoe HauMeHoBaHue npenapara «dopcura», MeXgyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHue,
nekapcTeeHHas opma, A03MPOBKa, KONMHECTBO TAbNETOK B yNakoBke, AeiCTBYIOLLEE BELIECTBO U ero
coaepXxaHue B ogHon Tabnetke, cnocob npuMeHexus, npegynpeauTenbHble Hagnucu: «CopepxuT
NakTo3y», «XpaHuTb B HEOOCTYMHOM ANs AETeil MecTe», YCroBUA OTNycka, HauMeHOBaHue U CTpaHa
IOPUANYECKOrO NULE, Ha WMS KOTOPOro BbIAAHO PErucTpauuoHHOE YAOCTOBEpEeHMe, HauMeHoBaHue,
nonHbivi agpec, TenedoH u gakc pUPMbI-NPOU3BOANUTENSA, HOMEP PEruCTPaLMOHHOIO YAOCTOBEPEHUS,
YCNOBUA XPaHEHWUsA, IOroTUn OPUAMMECKOro nuua, Ha WMS KOTOPOro BbiJaHO perucTpauuoHHoe
yOAOCTOBEpPEHUe, Ha aHrmuiACKoM si3bike (AstraZeneca), Homep cepuu, Aara NPoOU3BOACTBA, rogeH Ao,
WTpMx-kog, «dopcura - TOBApHbIA 3HAK, COBCTBEHHOCTb rpynnbl KOMnaHuui ActpaleHeka», 3HaK
KonupanTa KoMNaHuu.

HaneceHbl cpeacTea naeHTUdMKaumMm nekapcTeeHHoro npenapara (rnobanbHbin MASHTUPUKALMOHHbIA
HOMEp TOProBo €AUHMLIbI U UHAUBUAYANbHBIA CepUitHbIA HOMEp BTOPUYHOIA (NoTpebuTensckoin)
ynakoeku AyGnupyroTca B BUAE YUTAEMOro NeNaTHoro TekCTa) u Apyrue TexHu4eckue /MHopMaLoHHbIe

Kogbl.

3akmovenue: [penapar «Popcura, TabneTkn, NOKpbITbie NNéHoYHoM obonoykow, 10 mr», Ne 30 cepun 1840224
COOTBETCTBYET TpeboBaHNAM
HA NN 002596-210814 «®opcura, TabneTku, NOKpbiThIe NNEHOYHOK 06onoykoit, 5 mr, 10 Mr».
Mam.Ne1 ot 29.06.2015 r. (/1N 002596-290615); Uam.Ne2 ot 12.08.2016 r. (111N 002596-120816);
Wam.Ne3 ot 06.02.2017 r. (11N 002596-060217); N3m.Ne4 ot 28.07.2017 r. (J1IN 002596-280717);
M3m.Ne5 ot 14.08.2018 r. (/1M 002596-140818); Nam.Ne6 ot 19.08.2019 r. (1IN 002596-190819);
Wam.Ne7 ot 25.06.2019 r. (/1M 002596-250619); am.Ne8 ot 23.06.2020 r. (J11 002596-230620);
Mam.Ne9 ot 14.02.2020 r. (1M 002596-140220); U3m.Ne10 ot 16.03.2022 r. (]I 002596-160322).
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GEAEFAALHAS

1 CAYXEA T10 HAA30PY

«CBefleHnA, BHECEHHble B aBTOMaTU3MPOBaHHYI0 MH(OPMALMOHHYIO CUCTeMY Poc3ipaBHaA30pa nepes BBOAOM B

FPaXAaHCKU 060pOT cepuit, NapTUn NekapCcTBEHHBIX CPeAcTs/ MHMOPMaLMA o BblAaHHLIX Poc3apaBHaA30pOM pa3pelleHUsX
Ha BBOJ B rpaxfaHCcKui o60poT B Poccuinckoin defiepaLiu cepum uam NapTum UMMyHOBMONOrMYECKOro NeKapCTBEHHOMO

npenapara, no cocToAHWo Ha 21.04.2024 14:43»

@ b ,
B COEPE 3APABOOXPAHEHMA
JlaTa BHeceHHS B Toprosoe Ipousso -(:::;nma::::,- Homep Homep, nata
Al JURTENh C e
me::c pa HAHMEHOBaHHe (BBITYCKAKUHIA KOHTPOJIL) Crpana 0 CTAHAX NP TBa HopmaTHBHAs ToKyMeHTaIHS rpam.‘ —— :::::; P“P‘P‘l“;;_‘l“’ =
pot
gfggf:‘f ¢ :;’;"""“‘:m - A”‘"’:“""‘j Hipactpus JITT 002596-210814; Hawt. Nel x JITT 002596-210814;
Dopcura; Tabnetku, OBuecTsBo ¢ orpanHyueHHOM 10)); 06”121_50““3 v"na‘:w::“ )i Focenn ( pouaaoeu;cn:;oml?ou Ham. Ne2 x JIIT 002596-210814; Ham. Ne3 x JIIT
DOKpsTIse mcrowOH OTReTCTRCHEIOCTID i mmamitn. e s Hutstraa™ Ponag 002596-210814; Ham. Ned x JIIT 002596-210814; S—
22.03.2024 oGonouxoi 10 r 10 ur., "Actpa3enexa HugacTpus” Poccis ipactpis” (00O "Actpalesexa Heugactpus”), Poccua Ham. NeS x JITT 002596-210814; Hant. Ne7  JTIT 000 "Actp 1840224 -

Gamctepsl (3), nauku
KapTOHHbIe/ ~

(000 "Actpa3eneka
Hupactpns”)

(8% /b (B nep Y10 Y y)); O6mecTso ¢
OrpPaHHYEHHON OTBETCTBEHHOCTHIO "AcTpa3eneka Unaactpus” (000
"Actpa3enexa Hupactpus”), Poccus (Vnakosumk/dacosumx
(BTOpHYHAA/TPCTHYHAA YIIAKOBKA))

002596-210814; Ham. Ne6 x JIIT 002596-210814;
Ham. Ne9 x JITT 002596-210814; Ham. Ne8  JITT
002596-210814; Ham. Ne10 k JIIT 002596-210814

HHIACTpH3"




