AstraZeneca .

Ceprudukar cepuy 1eKapCTBEHHOr0 cpefcrBa N

Toprosoe HauMeHOBaHME
MHH

JlekapcTBeHHaa dopma
Josuposka

®opma BbITycKa

Crpana umnoprep

Homep u faTa perucTpalMoHHOro
YAOCTOBEPEHWUA

Homep HOpMaTHBHOM JOKYMEHTALUKN
Kop npopyxra

Homep cepun

Howmep cepun in bulk

O6bém cepun

Jlata mpousBosicTBa

I'open mo

Homep ceprudmkara aHanmaa

Haspanue, ajjpec u HomMepa
NULEH3UN BCEX
MpPOU3BOACTBEHHBIX IIOLAfIOK

(c ykasaHueM cTagui
NPOM3BOMCTBA), MECT IIPOBEJIEHNUA
KOHTPO/NA KayecTsa U
cepTUUKATBI COOTBETCTBUA
TpeGOBaHMAM MTPABUII HaJTeXKaMlei
MPOM3BOJICTBEHHOM MPAKTUKH
EA3C s Bcex maomiagox

Kon dopmsi: COM.QA.002.001

000 «Acrpa3enexa MHpacTpus»
249020, Kany»ckan o6,

Boposckuit paitos, fepests Jlo6puno,
1-n1it BocToumblit mpoe3y;, Bnajenue 8

40000371617

BpununTa®

Tuxarpenop

TabneTKy, OKPbIThIE IVIEHOYHO 060/04KOI
90 mr

TabneTku, MOKPHITbe MieHOuHOM obonoukoi, 90 mr (6muctep)
14 x 4 (mauka KapTOHHaA)

Poccuiickas Pepepanys

JITI-001059 para permcrpaumm: 27.10.2011, para BHeceHHA
usmeHenuit B PY 17.12.2020

JIT1 001059-271011 (M3m. Nel - Nel2)
100012013

8881023

12064

7654 V11

10.2023
09.2026
107 or 25.01.2024

ITpoussoputens (Bce cTagum npousBoACTBa) M BbITYCKaIOWMIA
koHTpo/b KavectBa: OO0 "Acrpa3eneka Unpactpus”, Pocens,
249020, Kanysxckas o6i1., paiton Boposckui, 1. [lobpuso,
npoesy 1-it Bocrounsit, Bnp. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022
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000 «Acrpa3enexa Vpactpus»
\ 249020, Kanyxckas o611,

P
N, s
Astrazeneca gf'fl Boposckwuit paiton, nepess Jlobpuno,

1-p1i1 BocTounslit npoesn, Bafenue 8

Cepmudukar cepun nekapcrBeHHOro cpegcrea Ne 40000371617

HacroAmmm A NOATBEpKHa0, 4TO NpMBefeHHas Bblle MH(OpMaLMA ABNAETCA OCTOBEPHON M TOYHOI. ITa
cepus NMPOAYKLMM MpousBefieHa (BK/IKYasA YIaKOBKY (MapKMPOBKY) M KOHTPO/Ib KayecTBa) Ha BbileyKasaHHOM
TIPOM3BOACTBEHHON MUiomake (MIolaakax) B MOMHOM COOTBeTCTBMM ¢ TpeboBammamu [lpasun Hajmexaniei
IIPOM3BOJICTBEHHONM NpakTHKM EBpasmiickoro 9KOHOMMYECKOTO COK3a M TpeOOBaHMAMM KOHTPO/S KayecTBa
TIEKapCTBEHHBIX CPEJCTB, a TaK)Ke B COOTBETCTBMM CO CreNMPUKALMAMM, COAEPKAMUMUCA B PETMCTPALIMOHHOM
focke. 3anMCH TO TPOM3BOACTBY, YNAKOBKE M aHAIN3Yy IIPOBEPEHbI, M YCTAaHOBAEHO WX COOTBETCTBME
Tpebosanuam [Ipasun Hajyiexxaneit Mpou3BOACTBEHHOM NMPaKTUKM EBpasniickoro SKOHOMMYECKOTO COK03a.

W -
YnonuomodenHoe muio  Pykosogurens OOK u cobmopenna rpebosanmit, [llepbenko T.A. M
Homxuocts, PUO, nognucey {7 0 g

Hara 05.02.2024
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AstraZeneca%

HaumeHoBaHue npoaykra:

Homep cepuu:
Konuyectso B cepuu:
[ara npouasoacTea:

lNopgeH go:

WcnbiTaHus npouasefeHbl B
COOTBETCTBUM C:

000 «Actpa3eHeka NHaacTpua»
249020, Kanyxckas obn.,

BopoBCKkuiA paitoH, AepeBHs [obpuHo,
1-biii BocTouHbIl Npoe3s, enagexue 8
Ten. +7 (48438) 26100

dakc +7 (48438) 261 09

CEPTUOUKAT AHATTU3A Ne 107

«BpunuHTa®, TabneTku, NoKpbiThie NNéHoYHoA o6onoykon 90 Mr», Ne 56

8881023

7654 yn.
10.2023

09.2026

HA NN 001059-271011 «BpunuHTa®, TabneTku, NOKpbITbIE NNEHOYHOM
oBonoukoit, 90 mr; Mam. Ne1 ot 27.08.2012 r. (/11 001059-270812); Nam.
Ne2 ot 08.05.2013 r. (/1N 001059-080513); Mam. Ne3 ot 28.10.2013 r. (JIN
001059-281013); Wam. Ne4 ot 12.08.2014 r. (JIN 001059-120814); N3m. Ne5
ot 15.01.2016 r. (JIM 001059-150116); W3m. Ne6 ot 28.04.2016 r. (JIN
001059-280416); WUam. Ne7 ot 29.08.2018 r. (FIN 001059-290818); N3m. Ne8
ot 03.12.2018 r. (JIM 001059-031218); Wam. Ne9 ot 14.08.2019r. (NN
001059-140819); W3m. Ne10 ot 28.05.2019 r. (11N 001059-280519); Nam.
Ne11 ot 17.12.2020 r. (N1 001059-171220), Mam. Ne12 ot 21.12.2022 .
(N 001059-211222).

HauwmeHoBaHue nokasarteneu

TpeboBaHMa HOPMATUBHOM
AOKyMeHTaLuum

[ara PeaynbTarbl MCNbITAHUIA

UcnbiTaHUA

15.01.2024 -
25.01.2024

OnucaHue Kpyrnble, ABOAKOBbINYKNbIe TaBNeTkn,
NOKPbITbIE MNEHOYHON 060N0HKOA
KenToro ueeTa, ¢ rpaevposkoi 90/ T

Ha OAHOWM CTOPOHE

CootsetcTByeT

MogTeepxaeHa

MoanuHHOCTL Bpems yaepxmBaHus OCHOB. MUKa Ha
XpomaTtorpaMmme WUcnbiTyeMoro
pacTeopa A0/PKHO COOTBETCTBOBATh
BpEMEHN yAepKUBaHUS NuKa
TUKarpenopa Ha xpoMmaTorpamme
cTaHAapTHOro pacTeopa.
Y®-cnekTp nornoLieH1Ms oCHOB. NuKa Ha
XpoMaTorpamme UCnbiTyemoro
pacTeopa [0rKeH COOTBETCTBOBaTb
Y®-cnekTpy nornoLieHnsa 0CHOB. NuKa B
Ha Xpomarorpamme CTaHaapTHOro / Vil i
|
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fara HaumeHosaHnue nokasarenen TpebGoBaHua HOpMaTHBHOM Pesynbrarsl MCbITaHWiA
MCNbITaHWIA OOKYMeHTaLuu
OT 3asIBNEHHOro
cofepxaHus
CpenHee CooTBeTtcTBYET 90 %
3Ha4YeHve HO
MakcumansHoe CootsetcTByeT 91 %
3Ha4YeHwe HO
MuHumaneHoe Cootsercrayer 89 %
3Ha4YeHne HO
PogcreexHbie npumecu Moboin He 6onee 0,2 % 0.1 %
©4NHUYHOW
npuMecu
Cymma He Gonee 0,5 % 0.1%
npumecen

Mukpo6uonoruyeckas yucrtoTa

O6wee ymucno
aspobHbIX
MUKPOOPraHnu3m
0B

He Gonee 10°
KOEB1r

Menee 10 KOEB 1T

Obuee ymcno

He Gonee 10?

Menee 10 KOEB 1T

APONOKEBbIX 1 KOEB1r
nrecHeBbIX
rpubos
Escherichia coli OtcyTcTBME He obHapyxeHo
Escherichia coli B
1r
OpHopoaHOCTL AO3MPOBAHUA Hopmbi Ans 10 Tabnetok CootBetcTByeT
AV <= 15,0 unu
Ansa 30 Tabnetok
AV <= 15,0 npu
YCNOBWM, 4TO
0,75 M <=xi <=
1,25 M
Kputepwid CootBeTcTBYET 1.2
NpUemMnemMocTH, HO
AV
KonuuecteeHHoe onpegenenune| OT 95 % ao 105 % ot 3asBneHHoro 100 % ot 3asen.
KonuyecTsa
Ynakoeka Mo 14 Tabnetok B 6nucrepe u3 CootBeTcTBYET
An/MBX/MNBAX. 4 6nuctepa ¢
MHCTPYKLUMEN MO MEANLMUHCKOMY
NPUMEHEHWIO B KAPTOHHOM Nadvke ¢
KOHTpONemM NepBoro BCKPbITUS
Mapkuposka . CootsetcTtByeT HI* CooteetcTByeT”
XpaHeHue Mpu Temnepartype He Bbiwe 30 °C oTBETCTBY

=/ «pcTpadereta

Cpok rogHocTH

3 roga
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* Tpebosanusa HO ans nokasatens «MapkMpoBKa»:

Ha pycckom sisblke ykasaHo:

Ha bnuctepe: TOProBoe HauMMEHOBaHWE npenapata C MpeaynpeauTensHod  MapkupoBkon ®,
MeX/AyHapoaHoe HenaTeHTOBaHHOe HauMeHOBaHWe, [03MpoBKa, NekapCcTBeHHas (opMma, AHW Hepenw,
cepus, rofeH / rogen Ao, «AstraZeneca». MoryT GbiTb HaHECEHbI TEXHUYECKUE KOAbI.

Ha KapTOHHOW Nauke: TOpProBoe HauMeHOBaHue npenapara ¢ npeaynpeauTensHOW Mapkupoekon ®,
MeXayHapoaHoe  HenaTeHTOBaHHOe  HauMeHoBaHue,  [03WpoBKa,  fiekapcTeeHHas  popma,
HauMeHOBaHWe U COAepXaHue [eiCTBYIOWEero BewecTsa B ogHon Tabnetke, «CoaepxuT MaHHUTON,
kapBoKcUMeTUrNKpaxman HaTpus, TUTaHa AMOKCUA M [ipyrue BCroMOraTenbHble BeLecTsa, ykasaHHble B
MHCTPYKLMM MO MPUMEHEHMIO», KONMYecTBo Tabnetok B mauke, cnocob npumeHeHws: «[na npuema
BHYTPb», YCNOBUA XPaHeHus, npepynpeauTensbHas Haanucb: «XpaHuTe B MeCTax, HefoCTYNHbIX AnA
[eTei», ycrioBus OTMycKa, FOroTUM AepKaTens perucTpalMoHHOro YAOCTOBEPEHUS Ha aHrnUiACKOM
a3blke "AstraZeneca", HOMep PerncTpauuoHHOrO yOoCTOBEPEHWUsA, HaMMeHOBaHWe W CTpaHa Aepxartens
PerucTpauroHHOrO  yAOCTOBEpEHWs;  HauMeHoBaHWe, MONHbIA  agpec,  TenedoH,  akc
hvpMbI-NpoussoanTens, Aata NPOU3BOACTBA, roAeH [0, cepus, WTPKX-koa, «BpunuHTa - TOBapHbIH
3HaK, coBCTBEHHOCTb rpynmbl KOoMnaHuin AcTpa3eHekar», 3HaK Konvpanta komnadwu. [ononHWTensHo
MOFYT  HaHOCUTLCS  CPeAcTea  MAeHTUVMKauWW  nekapcTBeHHoro npenapara  (rnobanbHbii
MAEHTUDUKALMOHHBIA HOMEp TOProBOM €AWHWLbI U WHOMBWAYANbHBIA CEPUAHLIA HOMEP BTOPUYHOW
(noTpebuTenbckol) ynakoeku AyBnMpYIOTCA B BMAE 4WTAeMOro neyartHoro Tekcra) W Apyrue

TexHu4eckme / nHpopMaLMOHHbIE KOAb.
** Pesynetar no nokasarento «Mapkuposka»:

Ha pycckom si3blke ykasaHo:

Ha 6nucTepe: TOProBoe HauWMeHOBaHWe npenapata C npeaynpeauTensHOW Mapkupoekon ®,
MexayHapoaHoe HenaTeHTOBaHHOe HauMeHOBaHWe, NO3VPOBKa, fekapcTeeHHas gopma, AHU Heaenw,
cepus, rogeH go, «AstraZeneca». HaHeceHbl TEXHUYECKNE KOLbl.

Ha KAapTOHHOW nayke: TOProsoe HauMeHOBaHWe npenaparta ¢ npeaynpeauTensHoW Mapkuposkon ®,
MEXAyHapoaHOe  HenaTeHTOBaHHOE  HauMeHoBaHwe,  [03MpoBKa,  fiekapcTeeHHas  chopma,
HauMeHOBaHME W CoflepXaHWe AENCTBYIOLLEro BellecTBa B ofHoi Tabnetke, «CoaepkuT MaHHWTON,
KapboKCUMETUNKpaxmMarn HaTpusi, TUTaHa AMOKCWUA 1 Apyrve BCnomorartenbHble BeLLecTsa, ykasaHHbie B
MHCTPYKLUMM NO NPUMEHEHMIO», KONMYECTBO TabneTtok B nayke, cnocob npumeHeHus: «[Ana npuema
BHYTPb», YCNOBMA XPaHeHUs, NpeaynpeauTenbHas Haanucb: «XpaHuTb B MECTax, HeAoCTYMHbIX And
[eTei», yCroBus OTMycka, NOroTun AepXaTens perucTpauvoHHOrO YAOCTOBEPEHUA Ha aHrNUIACKOM
A3bike "AstraZeneca", HOMEp pPerucTpauMoHHOrO yaOCTOBEPEHUs, HauMeHoBaHWe U CTpaHa gepxartens
PErvCTPaUMOHHOrO  YAOCTOBEPEHWs;  HauMeHoBaHWe, MONHbI  agpec,  TenedoH,  dhakc
bMpMbI-Npon3BoaMTeEns], 4aTa NPOM3BOACTBA, FOfEH [0, Cepws, WTpUX-kod, «BpunuHTa - TOBapHbIN
3HaK, COBCTBEHHOCTb rPyNMbl koMmaHwi AcTpa3eHeka», 3HaK KonupaiTta Komnawwn. HaHeceHb
cpeAcTsa WAeHTU(UKALMM NEeKkapcTBEHHOro npenaparta (rnobanbHbii MAEHTU(UKALUMOHHBIA HOMEp
TOProBOM €AVHULBI W WHAMBUAYANbHBLIA CEPUIHBLIA HOMEp BTOPWU4HOW (NOTPEOMTENLCKOM) YnakoBKM
ny6nvpyloTcs B BUAE YMTAEMOro NeYaTHoro TeKCTa) U Apyrue TexHu4eckue / UHOPMAaLOHHbIe KOAbI.
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3aknioyenne: [lpenapar «BpunuHTa®, TabneTku, NOKpbITLIE NNEHO4HONM 06ono4Koit 90 Mr», Ne 56 cepum 8881023

COOTBETCTBYET TpeboBaHusaM

HO 1IN 001059-271011 «BpunuHta®, Tabnerku, NoKpbITLIe NNEHOMHOR 06onoykoit, 90 mr; Uam. Ne1 ot
27.08.2012r. (1M 001059-270812); Uam. Ne2 ot 08.05.2013 r. (J111 001059-080513); M3m. Ne3 ot
28.10.2013 r. (11N 001059-281013); Mam. Ne4 ot 12.08.2014 r. (/11 001059-120814); Uam. Ne5 ot
16.01.2016 r. (111 001059-150116); WUam. Ne6 ot 28.04.2016 r. (/111 001059-280416); Mam. Ne7 ot
29.08.2018 r. (1IN 001059-290818); Mam. Ne8 ot 03.12.2018 r. (JIN 001059-031218); MUam. Ne9 ot
14.08.2019 r. (11N 001059-140819); WMam. Ne10 ot 28.05.2019 r. (/1M 001059-280519); WUam. Ne11 ot
17.12.2020 r. (/1N 001059-171220), Uam. Ne12 ot 21.12.2022 r. (NN 001059-211222).

HomxHocTb OUO0 25 fiHB 2024

PykoBoguTenb oTAena KOHTpons kadecTsa Axumosa C.B.
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GEAEPAABHAR CAVXEA 110 HAA30PY
3APABOOXPAHEHMA

B COEPE

«CBeeHnA, BHECEHHbIe B ABTOMaTWU3MPOBAHHYIO MHM
rPaXaaHCKWin 0BopoT cepuii, NapThil NeKapCTBEHHbIX
Ha BBOJ, B rpaxgaHckuii obopoT B Poccuiickoin ®epepa
npenapaTa, no coctoAaHunIo Ha 09.04.2024 14:41»

C

OpPMauuoHHylo cuctemy PocsapaBHag3opa nepes BBOAOM B
PeAcTs/ MHdopmauna o BbiAaHHLIX POC3ApaBHaA30pOM paspelweHnax
Lnn Cepuu unam napTum MMMyHOBM0N0rMHECKOro NeKapcTBeHHOro

Ham. Ne9 & JIN
001059-271011; Ham. Nel 1 k JI1 001059-27101 1; Haw. Nel 2  JIN1
001059-27101 1

HHAACTPHI"

« Jauus,
Hara suecennn s . . A Homep Homep, nara
. . Npowssoaurens : Ceenenna o cragnax : BLINY CTHBILAR B
AHC Toprosoe nanmenosanne X Crpana Hopmarusuas noxy menramms 4 CepH, paspewenns
. 2 (BRIYCKAIOWHI KOHTpoas) NPOHIBOACTBA IPasIaHcKni
Pocanpasmansopa 60poT napran ua HJIMN
s Hom, Ne2 k JIN
Bpuamita®; 1 - s Hv. Ned k JIN
E OGuwiec 180 ¢ orpannuennon T

IEPMTWE LA ITBETCTBEHHOCTHIO “AcTpadencka OTBETCTBEHHOCTRIO "AcTpadencka Hold 2ot x T 000 "Actpasenexa
07.02.2024 obonoukon 90 ur 14 wr., el | Pocons T (OO 001059-27101 M Ne8 & 111 ol 8881023

GnucTeput (4), navkn INmCIphE ArTpaSencr ,F:. il AETPAIoNERS 001059-271

xaprosHue/ - Hupactpus”) Hupactpus™), Pocena




