AstraZeneca

Cepruduxat cepun 1eKapCTBEHHOTO cpeacra No

ToproBoe HauMeHOBaHMe
MHH

JlexapcTBenHas gopma
Hosuposka

Qopma BhIMyCKa

Crpana uMnoprep

Howmep u gara perMcTpalMOHHOrO
YAOCTOBEPEHUSA

Homep HOpMaTHBHOM JOKYMEHTALIMMN
Kop nponyxra

Homep cepun

Howmep cepuu in bulk

O6bém cepun

HaTa npoM3BONCTBA

l'ogeHn mo

Homep ceprudukara anamnsa

HasBannue, afipec 1 HoMepa
NULICH3WK BCEX
IIPOM3BOACTBEHHBIX I/ION[A/[OK

(c ykasanuem crajui
NPOM3BOACTBA), MECT NPOBECHUA
KOHTPOJIA KayecTBa 1
cepTH¢HUKaTh COOTBETCTBUA
TpeGOBaHMAM TIPaBU/T HaJlIeXKalLen
NPOM3BOACTBEHHONM NPaKTHKN
EADC gna Bcex NoOLLaL0K

Kon dopmer: COM.QA.002.001

000 «Acrpa3enexa MnpacTpus»
249020, Kanysxckan ofn.,

Boposckuit paitos, fepesus Jobpuno,
1-biit BocTouHbI Npoesy, BnageHne 8

40000397197

Popcura

Nanarnudnosun

TabneTky, OKPHITbE N/IEHOYHOM 060MOUKOIM
10 mMr

TabneTKy, NOKPbITHIE I/1eHOYHO o6onoukon, 10 mr (6nucrep)
10 x 3 (nauyka xapTOHHaA)

Poccuiickan Qenepauns
JITI-Ne(005264)-(PT-RU) mara permctpaumu: 22.04.2024

JIT1-Ne(005264)-(PT-RU)-220424
100012522
7390824
13066
13402 V11
08.2024
07.2027
1129 ot 04.10.2024

[Iponssoputens (Bce cTaguy NpoM3BOACTBA) M BbIMYCKAIOLUIMA
xoHTponb KavecTBa: OO0 "Acrpa3enexa Mugactpus”,
Poccuiickasn Qegepauus, 249020, Kamyxckas o6n., pajion
Boposckuit, A. Jobpuno, npoesn 1-i BocToussiit, B1j. 8
Homep nnuensuu - 71012-00102-77/00010366

Homep GMP-ceptuduxara - GMP/EAEU/RU/01350-2024
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000 «Actpa3enexka Musacrpus»
249020, Kamyxckas 061,
Boponckuit paiton, fiepesn [lobpuito,

AStl’azeneca 1 -ptit BocTouubiit npoesyy, snajeHue 8

Ceprudukar cepuu 1eKapcTBeHHOTO cpegcrBa Ne 40000397197

HacroaumuM A noATBepxalo, YTO NpMBEJEHHAA Bbllle wncbopmau,ux ABJIeTCA AOCTOBEPHOM M TOYHOM, IAta
cepus NPOAYKLMM TIpouasejjena (BK/IOYAA YMAKOBKY (MapKMPOBKY) M KOHTPO/IDb KayecTBa) Ha BbllleyKa3aHHOM
IIPOM3BOACTBEHHONM 1iowagke (ma1owajKax) B I0/IHOM COOTBETCTBUM € ‘rpeﬁonaﬂnauu I'Ipaaml Haj/IeXxauen
NPOM3BOACTBEHHON Npaktuku EBPasuiickoro 9KOHOMMYECKOrO €OI03a M TPeOOBAHMAMM KOHTPONA Kadecrsa
NEKApCTBEHHBIX CPENCTE, @ TAK)Ke B COOTBETCTBUM CO CHCL{MQ)HKauHHMH, COMCPpXAIMMMUCA B PCrucTpalfMOHHOM
Aocbe. 3amMcyu IO NPOM3IBOACTBY, YINAKOBKE M QAHAAM3Y NPOBEPEHbI, M YCTAHOB/IEHO MX COOTBETCTBHME
’rpeﬁosauuﬂm Hpamm HaJineXkalle ponM3BOACTBEHHON MPAKTHUKM EBpasui(CKoro 3IKOHOMMYECKOro cOo3a.

Ynonnomouennoe o Pykosoaurens OOK npoussopctsa, 3opuna A H. L;j%/
Jlonxkuocts, PUO, nojnuch % .

Hara 14.10.2024
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AstraZeneca -~

HaumeHoBaHue NpoayKra:

Homep cepuu:
KonuyecTBo B cepuum:
[ara npouasogcTea:

MopeH po:

WcnbiTaHus npon3segeHbl 8
COOTBETCTBUM C:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas obn.,

Boposckuit paitoH, aepesHa [JobpuHo,
1-biit BocTouHbIA Npoean, Bnagexve 8
Ten. +7 (48438) 26100

dakc +7 (48438) 261 09

CEPTUOUKAT AHAJTA3A Ne 1129

7390824

08.2024
07.2027

13402 yn.

«®opcura, Tabnertku, NOKpsITLIe NNEHOYHOA 06onouKoi, 10 mr», Ne 30

NM-Ne(005264)-(Pr-RU)-220424 «®opcwra, Tabnetku, NoKpbiTbie
nnéHo4Hon obonoykon, 5 mr, 10 Mr»

Hara
WUCNbITAHWA

HaumeHoBaHue nokasareneu

TpeGosanns HOpMATUBHOM
AOKyMEeHTaLuun

Peaynbratbl UCNbITAHWIA

30.09.2024 -
04.10.2024

Onucanue

PombosuHbie OBOAKOBLINYKIbIE
TabneTky, NOKPbLITLIE NIIEHOYHOM
oBonovkoit XEnToro uyeeTa, ¢
rpaeupoBkoit «10» Ha OHOR CTOPOHE U
«1428» Ha apyron CTOpoHe

CootBertcrayer

WaoenTudukauyuna

Bpems yaepXuBaHUs OCHOBHOrO NWKa
Ha XpoMaTorpaMme MCnbITyemoro
pacTBOpa QOMKHO COOTBETCTBOBATh
BPEMEHN YASPKUBAHUS NWKa
panarnudroanHa Ha xpoMarorpamme
CTaHAapTHOro pacTeopa

MoaTteepxaeHa

PacnagaemocTb

HopMmbl

He Gonee 12
MUWHYT B
aueraTtHoOM
6ydepHom
pacrsope, pH 4,5,

npu TeMnepartype
37°C

CootBeTcTByeT

MakcumarbsHoe
Bpems
pacnagaemocTu

CooteetcTByeT

HA

4 MWH.

Bopa

He 6onee 5,4%

3.6%

OAHOPOAHOCTL [03MPOBaHHBIX
eavHuL

Kputepui
npuemMneMocTy,
AV

CootseTcrByeT
HA

24

Hopmbi

Ons 10 Tabnetok

CootseTcTByeT

173



Hara
WUCNbITaHWA

HaumeHoBaHue nokasarenew TpebGoBanus HOPpMATUBHOW PeaynbTaThl UCnbITaHWi
AOKYMEHTaLuK

AV £ 15,0 unn
Onsa 30 TabneTtok
AV < 15,0 npu
ycnosuu, uto 0,75
M<xi<125M

KonuuyectsenHoe onpepnenexune| % ot 01 90,0 go 110,0 98.9 %
3aABNEHHOro %
KonuyecTea

mr B Tabnerke 019,0 no 11,0 9.9 mr/Tab.
mr/tabnerka

Onucanune ynakosku Mo 10 Tabnerok B GrvcTepe n3 CootBeTcTBYET
anioMuH1eBson onbru,
chopMUPOBaHHOM 13 (POPMOBOYHOIO
namuHara, cCocTosLero ua nonuwamuaa /
MSArKOM anioMuHneBoi donbiy /
HennacTuUUMpOBaHHOW
nonueuHUnxXnopugHon (MNBX) nnexHku,
3anevyaraHHOM 3aKaneHHowW
anoMnuHMeBoin onbrow, NoKPLITON
Tepmonakom; no 3 6nuctepa ¢
NUCTKOM-BKNAALILLEM B KAPTOHHOW
riavke ¢ KOHTPOMeMm NepBoro BCKPbLITUS.

Mapkuposka CooteetcrByeTt pasgeny 1.3.2 mogyns CootBeTciByeT™
1

YcnoBus xpaHeHus Mpu TemnepaType He Bbiwe 30 °C CootBeTcreyer

Cpok rogHocTu {cpok 3rona CooTteeTtcTByeT

XpaHeHus)

* Tpebosanua HI ans nokazatens «MapkupoBKay:

1) MNepsBuuHan (BHYTPEHHARA) yNnakoBKa NEeKapCcTBEHHOro npenapara

Ha fnucrepe Ha pyccKOM A3blke YKasbiBaloT:

Toprosoe HawmeHoBaHue npenapata «dopcura», [O3MPOBKA, MEXAYHAPOOHOE HEenaTeHTOBaHHOe
HaUMEHOBaHME Ha PYCCKOM W aHIMACKOM S3blKax, COKPaLeHHOe HaVMeHOBaHMe Ipuandeckoro nuuya,
Ha WMsS KOTOPOTO BbiaHO PerucTpaLMoOHHOE YOOCTOBEpEeHMe, Ha aHrnmuickoMm sabike (AstraZeneca),
HOMEp cepuM, OaTta WCTEeYeHWs Cpoka rogHOCTM. [JONOnHUTENbHO MOFYT HaHOCWUTLCA 3aBofcKue
TEXHOMOrMYECKUe KOAbl U CUMBOIbI.

2) Bropuunas (noTpebutensckan) ynakoska NekapcTBEHHOTO npenapara

Ha KapTOHHOWM Nayke Ha PYCCKOM A3bLIKE YKa3blBaloT:

TOProBOE HanMeHoBaHue npenapara «Popcuran, MexayHapoaHoe HenaTeHToOBaHHoe HauMeHoBaHue Ha
PYCCKOM 1 aHrNWIACKOM A3bikax, [03MPOBKA, KONUYECTBO TabneTtok B ynakoBke, nekapcrseHHas opma,
cocTas (HaMMeHOBaHWE U CcoAepKaHve AEWCTBYIOWEro BeulecTsa), npeaynpeautenbHbie, Haanucu:
«CoaepKnMT nakTo3y», «XpaHuTb B HEOOCTYNHOM ANA [AeTed MecTe», NyTb BBeaeHust, cnocob
NPpUMEHEHWS, YCNOBUA XpaHEeHUR, YCMoBMA OTNYCKa, HAUMEHOBAHKE W CTpaHa pPUANYEecKOra nuya, Ha
UMA KOTOPOro BbiaHO PErucTpayvoHHOe YOOCTOBEPEHWE, HaNMEeHOBAHMWE, NONHLIV agpec, TenedoH K
akc  UPMLI-NPOUIBOAUTENS,  NOTOTWN  IOPMAMYECKOrO  NMUa, Ha  WMS - KOTOPOrO  BbIAAHO
perncTpaunoHHoe YAOCTOBEpEHWEe, Ha aHrnuiickom snsbike (AstraZeneca), Homep cepuu, pata
NpoM3BOACTBA, [ara WCTEeMeHWs Cpoka rO4HOCTH, LWTpKUX-Kod, «dopoura - TOBapHbIA  3HaK,
COBCTBEHHOCTL FPynnkl KOMNaHuin Actpa3eHekar, 3HaK KOnupanta Komnavuu. [OnonHUTeNbHO MOryT
HaHOCUTLCH CcpeacTsa naeHTUdKUKaL MM NekapcTseHHoro npenapara (rnobanbHblil LAEHTUOWKALMOHHDINA
HOMEp TOProBOW eauHWLbl U WHAMBWOYANbHLIA CEepPUHBLIA HOMEpP BTOPWYHOW (NoTpebuTenbckoit)

CEPTUOUKAT AHATTU3A Ne 1129 2/3



ynakoBkn OyBrMpYlOTCA B BMOE YMTAEMOr0 Me4yaTHOro TeKcTa) W [pyrve  TexHuyeckue /
MHDOPMALMOHHbIE KOAbl U CUMBOTbI.

** PeaynbTaT no nokasatenio «MapkupoBka»:

1) [MepBuuHan (BHYTPeHHARA) yNnakoeKa NekapcTBeHHOro npenapara

Ha 6nucTepe Ha PYCCKOM A3biKe YKa3biBaOT:

TOprosoe HaMMeHoBaHWe npenapara «Popcura», O3NPOBKA, MEXAYHAPOAHOE HENATEHTOBAHHOS
HanMMeHOBaHME Ha PYCGCKOM W aHIMUACKOM A3biKax, COKpaLLeHHOe HauMeHoBaHue 1pnuanYeckoro nuya,
Ha UMA KOTOPOTO BbiA@HO PErVCTPaLMOHHOE YAOCTOBEPEeHUe, Ha aHrMUIACKoM Aabike (AstraZeneca),
HOMEp Cepuu, fara UCTeYeHus Cpoka rogHoCTH. HaHeceHb! 3aBOACKME TEXHONOMMYECKUe KOAb! 1
CHYMBOITbI.

2) BropuyHas (noTpebuTenbckan) ynakoBka nekapcTBeHHOro npenapara

Ha KapTOHHOW NaYyke Ha PYCCKOM A3blKe YKa3bIBAIOT:

TOproBoe HauMeHoBaHwe npenaparta «Popcurar, MexayHapoaHoe HenaTeHToBaHHoe HauMeHoBaHWe Ha
PYCCKOM M aHrMUACKOM f3biKax, A03MPOBKA, KONW4ecTBO TabneTok B ynakoBKe, ekapcTeeHHas opma,
cocTaB (HaMMEHOBaHWe W CofepXaHve AeiCTBYIOWEro BewecTea), npeaynpeantenoHbie Haanucu:
«CopepxuT NakToay», «XpaHuTb B HEAOCTYNHOM ANA AeTed MecTe», NyTb BBEAEHUR, crnocob
NpUMEeHeHWs, YCNoBWA XpaHeHns, YCNoBKUA OTNyCcKa, HauMeHoBaHne K CTpaHa lpuauyeckoro nuua, Ha
MMS KOTOPOro BbiaHO PerucTpaunoHHOe yO0CTOBepeHne, HauMeHOBaHWe, NOMHbIA agpec, TenedoH u
hakc (hUpMbI-NIPOM3BOAUTENS, NOTOTUN KPUANHECKOrO NWULA, Ha UMA KOTOPOro BblAaHO
perucTpauuoHHoe YAOCTOBEpPEHWE, Ha aHIMWICKOM Aabike (AstraZeneca), Homep cepuu, gata
NpPOVW3BOACTBA, AaTa MCTEYEHNSA CPOKA FOAHOCTH, WTPKUX-KOA, «Dopeura - TOBapHbIN 3HaK,
COBCTBEHHOCTL Ipynnbl KoMNaHwid AcTpa3eHekay, 3Hak KonupaiTa koMmnaHun. HaHeceHsl cpeacTea
naeHTUdUKaLUM NekapcTBEHHOro npenapara (rnofanbHblii KAEHTUPUKAUMOHHDBIK HOMEP TOProBOK
eAMHWLbI M UHAMBUAYANbHLIA CEepMIAHbIA HOMEp BTOpUYHOI (noTpebuTensckoit) ynakosku aybnupyrotca
B BMOE YMTAEMOTO NeYaTHOro TeKcTa) u Apyrme TexHuveckue / MHOPMaUWUOoHHbIe KOAbl U CUMBObI.

3aknioyenne: [penapat «Popcura, TaBneTku, NoKpbiThie NNéHoYHOW oGonoykoi, 10 mr», Ne 30 cepun 7390824
cooTBeTCcTBYeT TpeboBaHnsaM
JN-Ne(005264)-(PIr-RU)-220424 «®opcura, TabneTku, NoKpbITble NnéHouHoi o6onoukoi, 5 mr, 10 mr»

g i{, {-‘.I{‘Q{ A1, . il -l :c o
LlomxHOCTb (17 Te) T 2024 Mognucs - ./{ /
PykoBogutens 014ena KOHTPOns Kkadecraa Axumosa C.B. I é
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PEAEPAABH;

B COEPE

AR CAVXCBA TI0 HAA3OPY

- SAPABOOXPAHEHMS

Hara suecenns B

Opramsauns, Homep Homep, nara
Tpouseoanrens . e
AHC Top o Crpana CBefieHns 0 CTaHAX NPOH3BOICTBA Hopmatnenas nokywenramus IR B CepHH, paspements Ha
Pocsapasamopa (BbImy KOHTPOIL) FPaKaaHCKHIT napTER T
oGopot
Dopesra; Tabrerks ObiecTso ¢ orpamsentof OBwecTBo ¢ OrpaHHYEHHOI OTBETCTBCHHOCTBIO "Actpaleneka Hunactphs® (000
NOKPBITHIC :._ana._zm_» OTBETCTBEHHOCTBIO "Actpa3enexa Hupactpus”), Poccus (Ipoussomurens (rotopoit JI®)): Obmecteo ¢
17.10.2024 oSonoukoi 10 mr 10 mr., "Actpadenexa Hupactpus” Poccus N.Hu::._n_d._*.omm_a;n._.nqﬂn:m_wﬁ?an.-}n:uuun:nxa Hinsacrpes A A»nwvnumsunzma» JIM-Ne(005264)-(PT-RU)-220424 000 ..>3mzmn=nzn 7390824
m::ﬂ.n_;z (3), mauky (000 "Actpaleneka AACTPHI ), Poccua (Y nakosumk/dacopmmx (8 MEPEHYHYIO ynarkorky)), Obmectso ¢ HHAACTPHI
XapTOMHHe! ~ Hanactpis”) OTPAHHYCHHOR OTBETCTBCHHOCTBIO "AcTpa3eneka Hiaactpus” (000 "Actpa3eneka

Hrpactpus®), Pocena (¥ nakosmm K/(hacoBIMK (BTOPHUKAS/TPETHYHAS YIAKOBKA))




