AstraZeneca(%

00O «Actpa3enexa npmactpus»
249020, Kany>ckas o611.,
Boposckwuit paiton, nepesHsa Jlo6puHo,

1-b1it BocTouHbI Npoe3f, BrageHue 8

Ceprunduxar cepun nekapcrBeHHOro cpegcrea Ne 40000374378

Toprosoe HanmeHoBaHMe
MHH

JlexapcTBennas popma
Hosuposka

®opma BbImycKa

Crpana umnoprep

Homep u nara perucrpanmoHHoro
YAOCTOBEPEHNA

Homep HOpMaTUBHOM JOKyMEHTALMMU
Kon npopykra

Homep cepun

Howmep cepun in bulk

O6bém cepun

Hata npoussopcTBa

Topen o

Howmep ceptndukara ananusa

Haspanmue, ajpec 1 Homepa
JMULIEH3UN BCceX
MIPOM3BOJCTBEHHBIX TUIOIA/IOK

(c ykazaumem crammit
TIPOM3BOJCTBA), MECT NIPOBEAEHMA
KOHTpPO/IA Ka4yecTBa U
cepTMdUKATbI COOTBETCTBUA
TpebOBaHUAM MPaBUII HAJUIeXKallen
NPOU3BOJCTBEHHOM MPAKTUKM
EASC pgna Bcex miomagok

Kon opmbi: COM.QA.002.001

BpunnaTa®

Tuxarpenop

Tab/IeTKY, IOKPBITHIE IUIEHOYHOM 060/109KO0
90 mr

TabeTKM, MOKPHITbIe TUIEHOYHON 06omoukon, 90 mr (6mucrep)
14 x 4 (mauyka KapTOHHas)

Poccuiickas Penepanusa

JITI-001059 pmara perucrpamum: 27.10.2011, nara BHeceHus
usmenenni B PY 17.12.2020

JITT1 001059-271011 (M3m. Nel - Ne12)
100012013

770124

12315

7675 V11

01.2024

12.2026
224 ot 19.02.2024

ITpoussopguTtens (Bce cTagum npousBoACTBa) U BBIITYCKAIOIINIA
KoHTpo/b KavyecTBa: OO0 "Acrpa3eneka Mupacrpus", Poccns,
249020, Kanyxckas o611., paiton boposckuit, ji. [lo6puHo,
npoe3sn 1-i1 Boctrounsii, Bij. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022

s/ «ActpadeHeka \°
T/ dapmacbioTUkansa»

et
JUIR QOKYMEHTOB
——————————
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00O «Acrpa3enexa VIHgacTpus»
249020, Kanyxckas o6i1.,
Boposckuit paitoH, gepesns [Jobpuso,

AstraZeneca -

1-b1it BocTouHbIi1 Ipoe3y, Bnagexne 8

Cepruduxar cepun mekapcrseHHOro cpepcrsa Ne 40000374378

Hacroamum s mopTBepixfato, 4To mpuBefeHHas Bbllle MHQOPMALUUA ABIAETCA JOCTOBEPHON M TOYHOIM. JTa
cepusA NPOAYKLMM NPOU3BeENeHa (BK/IKYAA YAKOBKY (MapKMpOBKY) M KOHTPO/Ib KayecTBa) Ha BbIlIeyKa3aHHOM
IPOU3BOJCTBEHHON M/IOIaiKe (IUIOMafkaX) B IIOTHOM COOTBETCTBMM C TpeGoBammsmu IIpaBun Hapgexauies
IIPOMU3BOJICTBEHHOM NpPaKTUKM EBpasmitckoro 3KOHOMMYECKOTO COI03a M TpeOOBaHMAMM KOHTPO/IA KayecTBa
JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBMM CO CHELMPUKALMAMYU, COREPIKALMMMCT B PErUCTPALIUOHHOM
Aocbe. 3amucu TO TPOM3BOJACTBY, YINAKOBKE M aHAIM3Y IIPOBEPEHbI, M YCTAHOBIEHO WX COOTBETCTBUE
Tpe6oBanuam IlpaBy Hajlexxalelt TPOM3BOJCTBEHHON MPAKTUKU EBPasuiickoro SKOHOMIYECKOTO COM3a.

YnonHomouenHoe muo  Pykosogurens OOK npoussonctsa, 3opuna A.H.
Homxuocts, PUO, nopnuce o~

Hara 01.03.2024

«AcTpa3eHeka
dapmacsioTukana»

e
AN3 JOKYMEHTOR
M0e didiniaied dochibdbho il

Limited liability company
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AstraZenecad%

HaumeHoBaHue npogykra:

Homep cepuu:
KonuyectBo B cepuu:
[Nara npousBopcTBa:

logeH po:

WUcnbiTanus npou3segeHbl B
COOTBETCTBUMU C:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas obn.,

BopoBckuii paitoH, aepesHs [Jo6puHo,
1-biti BocToyHbIM Npoean, BnageHue 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 2 61 09

CEPTUOUKAT AHATTU3A Ne 224

«BpunuHTa®, Tabnetku, NOKpbITLIE NNEHOYHOK 06onoykoi 90 mr», Ne 56

770124
7675 yn.
01.2024

12.2026

HA J1M 001059-271011 «bpunuHTa®, Tabnetku, NoKpbITbIe NIIEHOYHOW
o6onoykoit, 90 mr; Mam. Ne1 ot 27.08.2012 r. (JT1 001059-270812); Uam.
Ne2 ot 08.05.2013 r. (J11 001059-080513); N3am. Ne3 ot 28.10.2013 r. (/1N
001059-281013); Mam. Ne4 ot 12.08.2014 r. (JI1 001059-120814); N3m. Ne5
ot 15.01.2016 r. (J1M 001059-150116); Uam. Ne6 ot 28.04.2016 r. (JIN
001059-280416); N3m. Ne7 ot 29.08.2018 r. (JZ1T1 001059-290818); N3am. Ne8
o1 03.12.2018 r. (J1M 001059-031218); Uam. Ne9 ot 14.08.2019 r. (1N
001059-140819); N3m. Ne10 ot 28.05.2019 r. (J1M 001059-280519); Uam.
Ne11 ot 17.12.2020 r. (JIN 001059-171220), N3m. Ne12 ot 21.12.2022 r.
(J1N 001059-211222).

DNara HaumeHoBaHue nokasarenei TpeGoBaHus HopmaTUBHO PesynbTaThl UCNbITAHWIA
UCNbITaHUN

LAOKYyMEHTaLuu

09.02.2024 - | OnucaHue
19.02.2024

Kpyrnble, ABOSIKOBbINYKIIble TAabneTku, CootBeTcTByET
MOKPbITbIE MNEHOYHOWM 060N0YKOA
XenToro useta, ¢ rpasupokon 90 / T
Ha OHOWN CTOpPOHE

MoanuHHOCTL

Bpems yaepxuBaHusi OCHOB. NUKa Ha MoaTteepxaeHa
XpomarorpaMmme UCrbITyeMOoro
pacteopa [JOMMKHO COOTBETCTBOBATb
BPEMEHWN YAEePXUBaHUSA NMUKa
TUKarpernopa Ha xpomarorpamme
CcTaHgapTHOro pacteopa.

Y®-cnekTp nornoweH1s OCHOB. NUKa Ha
XpomartorpaMmme UCrbITyeMoro / SBETCTEG,
pacTBopa [0/MKEH COOTBETCTBOBATL /ﬁ.f\‘//’
Y®-cnekTpy normnoLweHus OCHOB. Nu \/’m;[
Ha xpomaTtorpamme CTaH4apTHOro
pacteopa

cTpadeHeka \
MacbiOTUKan3» \=

e
o ANs QOKYMEHTOR

dliahility compan

PacTteopeHue

AstraZeneca

Hopmebl He menee 70 2COOTBET

(Q) yepes 45 mu
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Oara
UCnbITaHU

HaumeHoBaHue nokasatenei

Tpe6oBaHusi HOpMaTUBHOM
[OKyMeHTauuu

PesynbTaTbl ucnbiTaHui

OT 3asBNeHHOoro

cogepxxaHus
CpegHee CootBeTtcTByeT 88 %
3HayeHue HO
MakcumarnbHoe CootBetcTBYET 89 %
3HaYeHue HO
MwuHumanbHoe CootBeTcTBYET 87 %
3Ha4yeHue HO
PopacTtBeHHbie npumecu MoBon He 6onee 0,2 % 0.0 %
€IMHNYHON
npumecu
Cymma He 6onee 0,5 % 0.0 %
npumecewn
Mukpobuonoruyeckas uncrora | O6Liee uncno He 6onee 10° Menee 10 KOEB 1T
a3pOobHbIX KOEB1r
MMWKPOOPraHuam
0B

O6uiee yucrno

He 6onee 10?

MeHee 10 KOEB 1T

OPONOKEBbLIX U KOEB1T
nnecHesbIX
rpuéos
Escherichia coli OtcyTtcTBUE He obHapyxeHo
Escherichia coli B
1r
OaHOpOAHOCTL A03UPOBaHUSE Hopmbi Ona 10 Tabnetok CootBetcTBYyeT
AV <= 15,0 unu
Ona 30 TabneTtok
AV <= 15,0 npn
YCNOBUW, YTO
0,75 M <= xi <=
1,25 M
Kputepun CooTBeTcTBYET 25
NpUeMNEMOCTH, HAO
AV
KonuuectBeHHoe onpenenenue| OT 95 % 0o 105 % OT 3asiBNEHHOro 100 % ot 3asBn.
KonuyecTea
YnakoBka Mo 14 TabneTtok B 6nuctepe us CootBeTcTBYET
An/NBX/MBAOX. 4 6nuctepa ¢
WHCTPYKLMEN NO MeaULIMHCKOMY
NPUMEHEHUIO B KAPTOHHOW Nayke ¢
KOHTPOMEM NepPBOro BCKPbITUA
MapkupoBka CootBetctByeT H* C TBYyeT*"
o QX\".-‘LC\TE\‘{H
X e (j:\
XpaHeHue Mpu Temneparype He Bbiwwe 30 °C @egmmm\ye‘r\
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* TpeboBanusa HI ans nokasarens «MapkupoBkay:

Ha pycckom fa3bike ykasaHo:

Ha Gnucrepe: TOproBoe HavMMeHOBaHME npenapata C NpeaynpeauTensHoi MapkMpoBskoid ®,
MEXAyHapoAHOe HenaTeHTOBaHHOe HauMeHOBaHWue, [03MPOBKA, NeKapcTBeHHas opma, AHW Hegenw,
cepwus, roaeH / rogeH go, «AstraZenecay. MoryT 6biTb HaHECEHbI TEXHUYECKME KOoabl.

Ha KapTOHHOW nadyke: TOProBoe HaMMeHOBaHwWe npenaparta ¢ npeaynpeauTenbHO MapKupoBkon ®,
MeXOyHapogHOe  HenaTeHTOBaHHoe  HauMeHoBaHue,  [J03MpOBKa,  flekapcTBeHHas  opma,
HavMeHOoBaHWe U coaepxaHue AeicTBYIOLero BellecTsa B oaHou Tabnetke, «CoaepXuT MaHHUTON,
kapbGoKcUMeTUNKpaxman HaTpusi, TUTaHa AMOKCU N [pyr1e BCIOMOTaTeNbHbIE BELLECTBa, yKa3aHHbIe B
MHCTPYKUMW MO MPUMEHEHUIO», KONMYecTBO TabreTtok B nayke, cnocob npumeHenus: «[na npuema
BHYTPb», YCMOBUSA XpaHeHWs, npeaynpeauTenbHas Haanuch: «XpaHWTb B MecCTax, HeAOCTYNHbIX ANs
Aeten», ycnosus OTMyCKa, NOroTun Aepxartens perucTpaumMoHHOro YAOCTOBEPEHWS Ha aHrfMIACKOM
A3blke "AstraZeneca", HoMep perMcTpauMoHHOro yA0CTOBEPEHUS,, HAUMEHOBaHME WM CTpaHa AepxaTens
PerucTpaumMoHHOro  y[OCTOBEpPEeHusl;  HaumeHoBaHue, MNOMHbI  agpec, TenedoH,  dakc
hmpMbl-nponssoauTens, Aata NPOU3BOACTBA, roAeH [0, Cepusi, WTPUX-Kod, «BpunuHTa - TOBapHbIi
3HaK, COBCTBEHHOCTb rpynnbl KoMnauui AcTpa3eHeka», 3HaK KonupanTa KoMmnaHuw. [ononHUTEsbHO
MOryT  HAHOCUTLCS  CpeAcTBa  MAEHTU(PMKauMM  nekapcTBeHHOro npenapata  (rnobanbHbii
MOEHTUMUKALMOHHBIV HOMEP TOProBOM €AMHMULbI U WHAVBWAYANbHLI CEePUVHbLIA HOMEpP BTOPUYHOW
(noTpebuTenbckoil) ynakoBku OyOnupyloTCS B BuAe 4YMTAEeMOro nevaTHoro Tekcta) u  apyrue

TeXHU4eckne / MHPOPMaLMOHHbIE KOAbI.
** Pesynbrat no nokasarento «Mapkuposkay:

Ha pycckom asbike yka3aHo:

Ha__6nucrtepe: TOProBoe HauMeHOBaHWME npenapata C npeaynpeauTenbHOW MapkupoBkon ®,
MexayHapoaHoe HenaTeHToBaHHOe HauMeHOBaHWe, [03MPOBKa, NeKapcTBeHHan hopMa, AHW Heaenu,
cepusi, roaeH o, «AstraZeneca». HaHeceHbl TeXHUYECKUE KOabI.

Ha_KapTOHHOW Mnayke: TOProBOoe HaMMeHOBaHWe npenapaTta C npeaynpeauTenbHON MapKupoBkon ®,
MexayHapoaHoe  HenaTeHTOBaHHOe  HauMeHOBaHue,  [03MpOBKA,  NekapcTBeHHas — opma,
HauMeHoBaHME W COAEepXaHWe OEeNCTBYIOLEro BellecTBa B oAHOW Tabnetke, «CoaepXuUT MaHHWTON,
KapbokcumeTunKkpaxman HaTpusi, TuTaHa AMOKCUA 1 Apyrue BCnoMoraTenbHble BellecTBa, ykasaHHble B
MHCTPYKLMUM MO MPUMEHEHUIO», KONMUYecTBO TabneTok B nayke, cnocob npumeHenus: «[ns npuema
BHYTPb», YCNOBUSi XpaHeHus, npeaynpeauTenbHas Haanucb: «XpaHuTb B MecTax, HEeAOCTYMNHbIX Ans
OeTei», yCrioBusi OTMycKa, JOroTUn Aepxartens perucTpauuoHHOro YOOCTOBEPEHUS! Ha aHrfMCKOM
a3blke "AstraZeneca", Homep perMcTpauuoHHOro yaoCTOBEpPEeHUs, HaMMeHOBaHe 1 cTpaHa aepxarens
PerucTpauuMoHHOro  YAOCTOBEPEHWUS;  HAWMEHOBaHwWe, MONMHbI  agpec,  TenedoH,  dakc
VpMbI-NPOM3BOAUTENS, AaTa MPOM3BOACTBA, MOAEH [0, Cepus, WTpuUX-kof, «bpunuHta - ToBapHbIN
3HaK, COBCTBEHHOCTb Trpynnbl KoMnaHwit AcTpa3eHeka», 3HaK Kkonupanta KomnaHui. HaHeceHbl
cpeacTBa MaeHTUMKaUUKM NeKapCTBEHHOro npenaparta (rnoGanbHelil MOEHTUUKALMOHHBLI HOMEp
TOProBON eauHWULbl U MHAVBUAYANbHLIA CEePUMHbLIA HOMEP BTOPWUYHOW (MOTPebUTenbcKoN) ynakoBKMU
nyonupyloTcst B BUAE Y4TaemMoro neyaTHoro Tekcra) u apyrme TexHumyeckve / tHdopmaymoHHble Koabl.
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3aknioyenme: [penapat «BpunuHTa®, TabneTkun, NoKpbITbIe NNEHOYHON 06onoukoit 90 Mr», Ne 56 cepumn 770124
COOTBETCTBYET TpeboBaHUAM
HJ JIM 001059-271011 «BpunuHTa®, Tabnetky, NoKpbITbie NNEHOYHON oBonoykon, 90 Mr; Mam. Ne1 ot
27.08.2012 r. (J11 001059-270812); WUam. Ne2 ot 08.05.2013 r. (/1M 001059-080513); U3m. Ne3 ot
28.10.2013 r. (J111 001059-281013); M3am. Ne4 ot 12.08.2014 r. (/1M 001059-120814); Mam. Ne5 ot
15.01.2016 r. (/1N 001059-150116); 3m. Ne6 ot 28.04.2016 r. (JI11 001059-280416); N3m. Ne7 ot
29.08.2018 r. (/1M 001059-290818); Uam. Ne8 ot 03.12.2018 r. (J1M 001059-031218); Uam. Ne9 ot
14.08.2019 r. (1M 001059-140819); Nam. Ne10 ot 28.05.2019 r. (JIM 001059-280519); U3m. Ne11 ot
17.12.2020 r. (1M 001059-171220), N3m. Ne12 ot 21.12.2022 r. (J111 001059-211222).

19 ®EB 2024

[omxHocTb (017 [e]

PykoBogurens otgena KOHTpons ka4yecTsa Axumosa C.B. {/3

AOKYMEHTOB
Ne 2
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PEAEPAALHAR CAYKEA TIO HAAZOPY
B COEPE 3APABDOXPAHEHMS

«CBeileHUA, BHECEHHbIE B 3BTOMATU3UPOBaHHYIO MH(OPMaLMOHHYIO cucTeMy PoC3apaBHa430pa Nepes BEOAOM B

rPaXAaHCKUiA 0860poT cepuid, MapTWiA leKapCTBEHHLIX cpegcTe/ UHdopmaLina o BbiAaHHLIX Poc3gpaBHag30poM paspeuieHnAax
Ha BBOJ, B rpaxaaHCcKuin 06opoT B Poccuiickoi degepalyu cepum uam napTum MMMYHOSMONOMMYECcKOro NleKapcTBEHHOro
npenapara, No coCcToAHWIO Ha 21.04.2024 14:30»

6nucTepH (4), mauku
KaproHHHe/ ~

Hupactpus” (OO0 "Acrpa3enexa
Hupactpus”)

Hupactpus” (OO0 "Actpa3eneka
Hupgactpus"), Poceus

001059-271011; Ham. Nel0 k JIIT 001059-271011; Ham. Ne9 k JHI
001059-271011; Mam. Nel 1 x JITI 001059-271011; Mam, Nei2 k JIIT
001059-271011

uHgacTpus”

Jata BHeceHun B ) FR— Creneimsi o nOpra m::’n Homep Homep, aata
AHC Toprosoe HaHMeROBaHHe - ﬂl: a10 gﬂ:ﬂ onn) Crpana Jleu" B :_a'fﬂ HopmaraBHas J0KyMeHTanms :uly R CepHH, paspemerus
Pocanpasnanzopa 'y TIVH KOHTP mpon3Bozy pa:;l;p“ mapTHr ra HJINL
JIIT 001059-271011; Mam. Nel x JIIT 001059-27101 L; Ham, Ne2 x JITT
Bpununta®; tabnetku, . 001059-271011; Ham. Ne3 x JIT 001059-27101 1; Ham. Ned x JIIT
P A —" oori“e‘:g:::;:g:;“x‘"%ema S&‘:ﬁﬁﬂ;gﬁ:}‘;"ﬁﬁg“"geﬂem 001059-271011; Hm. NeS & JITT 001059-271011: Ha, Ne6  JITT 000 “Actpasercra
04.03.2024 o6onouxo# 90 mr 14 mr., TP Poccns o P 001059-271011; Ham. Ne7 & JIIT 001059-271011; Mans. N8 x JIT P 770124 -




