AstraZeneca%

Cepruduxar cepuu 1eKapcTBEHHOT0 CpecTBa Ne

Toprosoe HanMeHOBaHuUE
MHH

JlexapcTBenHad popma
JlosupoBka

Popma BIyCcKa

Crpana umnoprep

Homep u gara perucrpayuoHHoro
YAOCTOBEpEHUA

Homep HopMaTuBHOM JOKYMeHTaL[Mu
Kop npopykra

Howmep cepun

Howmep cepun in bulk

O6bém cepun

Jara npousBopcTea

T'ogen no

Homep ceprudmrara ananmsa
Haspanue, afjpec u Homepa
NUIEH3UIT BCeX
NPOM3BOJCTBEHHBIX TVIOMAJOK

(c ykasanmeM craguit
NPOU3BOJICTBA), MECT NIPOBEEHUA
KOHTPOJ/IA Ka4yecTBa M
CepTU(PUKATEI COOTBETCTBUA
Tpe6OBaHMAM MPABII HAYIEKALIEN
HNPOM3BOJICTBEHHOM NMPaKTHUKK
EA3SC mna Bcex mnomagox

Kon dopmsi: COM.QA.002.001

000 «Actpa3enexa Mugacrpus»
249020, Kanyxckaa o6n.,

Boporckuit paiton, nepesna [lo6puso,
1-brit BocTounblit npoesn, snanenue 8

40000370963

BpununTa®

Tuxarpenop

TabneTKu, MOKpPhIThIE I/IEHOYHOM 060T0YKOI
90 mr

Tab/MeTKu, TOKpPbIThIe MUIEHOYHOM obomoukon, 90 mr (6mucrep)
14 x 4 (mayka KapTOHHas)

Poccuiickaa ®enepanusa

JITT-001059 pata permcrpammm: 27.10.2011, mara BHeceHus
usmeHenuii B PY 17.12.2020
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koHTpo/b KavecTBa: OO0 "Acrpa3eneka VMnpgactpus", Poccns,
249020, Kamyxckas o6m., paiton bopoeckuit, 1. [lo6puHo,
npoesp 1-it Bocrounsii, Bng. 8
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000 «Acrpa3eneka Mnaactpus»
249020, Kanyxckas o61.,

Astr azeneca@ Boposckuit paiton, gepesus [lo6puno,

1-p1it BocTounsiit mpoean, sragenue 8

Cepruduxar cepun nekapcrseHHoro cpegcrsa Ne 40000370963

Hacrosiuum s nopTsepikiaio, 4TO NMpuBeieHHAs Bbllle MHQPOPMALMA ABAAETCA JOCTOBEPHON M TOMHOI. ITa
Cepua MPOAYKIMY NpousBefieHa (BKIKOYAA YNIAKOBKY (MapPKMPOBKY) M KOHTPO/Ib KayecTBa) Ha BhIIIEYKa3aHHOI
NPOM3BOACTBEHHOM MuOMafKe (IUION[AfIKaX) B MOMHOM COOTBeTCTBMM C TpeGoBaHuamu [IpaBun Hagnexameit
TIPOM3BOJICTBEHHOM NpakTHKM EBpasuiickoro 3KOHOMMYECKOro CO03a ¥ TpeGOBaHMAMM KOHTPOIA KavecTBa
NIEKAPCTBEHHBIX CPEJICTB, @ TAKXKe B COOTBETCTBMM CO CHeUM(UKaLMAMMU, COfepKALMUMIC B PETUCTPALIMOHHOM
Aocbe. 3amMCKM 1O TPOMSBOACTBY, YNAKOBKE M aHAIM3y IIPOBEPEHBI, M YCTAaHOBNEHO MX COOTBETCTBHE
Tpe6oBanmam Ipasun Hajyexalell IPOMSBOJCTBEHHONM PAKTHKY EBpasuitckoro aKOHOMMYECKOT0O COH03a.

Ynonuomoyennoe muuo  Pykosogurens OOK npoussozcTsa, 3opuna A.H. éi/
Homxuocts, VO, nogmics ) -

Hara 30.01.2024

Koz opmer: COM.QA.002.001




AstraZeneca@

HaumeHoBaHue npoaykra:

000 «AcTtpa3eHeka MHaacTpuan
249020, Kanyxckas obn.,

Boposckuii paiioH, fepesHs [JobpuHo,
1-bii BocTouHbIA Npoe3a, BnageHue 8
Ten. +7 (48438) 26100

®dakc +7 (48438) 2 61 09

CEPTU®UKAT AHATTU3A Ne 75

«BpunuuTa®, TabneTku, NokpbITLie NNEHOYHOW 0Gono4koi 90 mr», Ne 56

Homep cepuu: 8671023
KonuyecTBo B cepum: 7678 yn.
[ara npouasopcTea: 10.2023
logen no: 09.2026

WMcnbiTaHus npoussegeHsl B
COOTBETCTBUM C:

HA 1N 001059-271011 «bpunuHTa®, Tabnetku, NOKPbIThbIE NNEHOYHOW
oBonoykoit, 90 mr; Mam. Ne1 ot 27.08.2012 r. (JIN 001059-270812); Uam.
Ne2 ot 08.05.2013 r. (J111 001059-080513); Nam. Ne3 ot 28.10.2013 r, (JIN
001059-281013); Uam. Ne4 ot 12.08.2014 r. (J11 001059-120814); Uam. Ne5
ot 15.01.2016 r. (/11 001059-150116); Nam. Ne6 ot 28.04.2016 r. (1IN
001059-280416); WUam. Ne7 ot 29.08.2018 r. (JIN 001059-290818); U3am. Ne8
o1 03.12.2018 r. (J1M 001059-031218); Uam. Ne9 ot 14.08.2019 r. (JIN
001059-140819); Mam. Ne10 ot 28.05.2019 r. (J1IM 001059-280519); Wam.
Ne11 ot 17.12.2020 r. (J1M 001059-171220), Nam. Ne12 ot 21.12.2022 r.
(1111 001059-211222).

HaumeHoBaHue nokasartenen

Dara

ucnbiTaHWn

TpeboBaHns HOpMaTUBHOM
AOKyMEeHTauum

Pesynbrarbl McnbiTaHuii

11.01.2024 -
22.01.2024

Onucanue

Kpyrnble, ABOAKOBbLINYKIbIe TabneTku,
NOKPLITLIE NNEHOYHOW 060N04YKOIA
)KENnToro ugeTa, ¢ rpaemposkoin 90 / T
Ha OHOI CTOPOHE

CootBetcrByeT

MoanuHHOCTL

Bpewmsa yaepxueaHua OCHOB. NKKa Ha
Xpomartorpamme UCHbITyeMoro
pacTeopa JOMKHO COOTBETCTBOBATL
BPeMeHW yaepXvuBaHua nuka
TUKarpenopa Ha xpomartorpamme
cTaHgapTHOro pacTeopa.

Y®-cnekTp NornoLieHns OCHOB. NUKa Ha
XpomarorpaMmme UCMbITYEeMOoro
pacTeopa [OmKeH COOTBETCTBOBaTb
Y®-cnekTpy NornoLeHnsa OCHOB. NuKa
Ha XxpomMaTorpamme CTaHAapTHOro
pacteopa

MogTBepxaeHa

PacTteopeHue

He meHee 70 %
(Q) yepes 45 muH

Hopmbl




[ara

UCNbITaHWN

HawmeHosaHme nokasartenei

Tpe6oBaHua HopMaTUBHOM
AOKyMeHTauuu

Pesynbrarbl MCnbiTaHWiA

OT 3anaBnNeHHOoro

coaepxaHus
CpenHee CootBeTtcTBYET 90 %
3Ha4veHune HO
MakcumansHoe CooteeTcTByET 91 %
3Ha4yeHue HO
MuHumansHoe CooteetcTByer 88 %
3HaveHue HO
PopacreeHHbie npumecu Mobon He 6onee 0,2 % 01%
eaUHUYHON
npuMecu
Cymma He 6onee 0,5 % 0.1%
npumecew
Mukpobuonoruyeckas umctora | Obiee 4icno He 6onee 10° Menee 10 KOEB 1T
aapobHbIX KOEB1r
MUWKPOOPTraHn3m
0B

O6wee uncno

He Gonee 102

MeHee 10 KOEB 1T

LPO)OKEBBIX W KOEB1r
nnNecHeBbIX
rpubos
Escherichia coli OtcyTctBHe He obHapyxeHo
Escherichia coli g
1r
OpHopopaHocTs A03MpoBaHMA Hopmbl Ansa 10 tabneTok CootseTtcrBYyeT
AV <= 15,0 unu
Onsa 30 Tabnetok
AV <= 15,0 npu
YCNOBUM, YTO
0,75 M <=xi <=
1,25 M
Kputepuii CooteercrByeT 34
nNpuemnemMocTy, HO
AV
KonuuecteenHoe onpegenenue| OT 95 % no 105 % oT 3asBNEHHOMO 101 % ot 3assn.
Konu4yectea
Ynakoeka Mo 14 Tabnetok B 6nucTtepe n3 CootBetcTByeT
An/MBX/MBAX. 4 6nuctepa ¢
WHCTPYKLMENR No MeauLMUHCKOMY
NPUMEHEHWUIO B KAPTOHHOW Navke ¢
KOHTPOSEM MepBOro BCKPbITUS
Mapkuposka Coorsetcteyer HI* Cootsercrayei’”
SN
P& NN
XpaHenue MNpw Temnepatype He Bbiwe 30 °C f;}Qﬁmermeye!rl \\_ f\}"
[d s |\

[ @apmacbrTukanad» \

Cpok rogHocTi
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{,'onmermym

B
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* TpebosaHma HI ans nokasarens « MapkMpoBkay:

Ha pycckom si3blke ykazaHo:

Ha 6Gnucrepe: TOProBoe HauMeHOBaHME npenaparta C nNpefynpeauTenbHOn  Mapkuposkold ®,
MEXOyHapoaHOE HenaTeHTOBaHHOe HauMeHOBaHue, [03MpOoBKa, NekapcTBeHHan dopma, OHWM Hepenw,
cepus, rogeH / rogeH ao, «AstraZeneca». MoryT GbiTb HaHECEHbI TEXHUHECKUE KOAbI.

Ha KApTOHHOWM nNayke: TOProBOE HauUMeHOBaHWE npenaparta ¢ npeaynpeavTensHoW MapkMpoBkol ®,
MeXAyHapoOoHOe  HEenaTeHTOBaHHOE  HavMeHOBaHWe,  [O03MpOBKa, fekapcTBeHHas  chopma,
HauMEHOBaHWe W COAepKaHwe OeiCTBYILWEro BewecTsa B oAHoW Tabnetke, «CoaepXKuT MaHHUTON,
KapBoKkcuMeTUnKpaxman HaTpus, TUTaHa AWOKCUA M Apyrie BCrioMmorarenbHble BellecTsa, YKkasaHHble B
MHCTPYKUWMM MO MPUMEHEHUIO», KonuuyecTso Tabnertok B nadke, cnocob npumeHenws: «[na npuema
BHYTPb», YCNOBUA XpaHeHus, npegynpeautenbHas Haanuch: «XpaHuTb B MecTax, HedoCTYMHbIX Ans
AeTen», YCrioBMA OTNYCKa, NOrOTUN AepXaTens perucTpauyMoHHOro yAOCTOBEPEHUA Ha aHrnuUCKOM
A3blke "AstraZeneca", HoMep perucTpayMoHHOro YAOCTOBEPeHWs, HavMeHoBaHWe U CTpaHa Aepxarens
pPerucTpaumMoHHOro  YAOCTOBEpPeHWsl;  HavMeHoBaHwe, MOMHbIA  agpec, TenedoH,  akc
dupMbI-npon3BoaUTens, Aata NPOU3BOACTBA, FOAEH [0, Cepus, LWTpux-kod, «BpunuHTa - TOBapHbLINA
3HaK, coBCTBEHHOCTb rpynnbli KoMnawui Actpal3eHeka», 3HaK KonupaiTa KoMnanHuu. [JononHUTEenbHO
MOTYT  HAHOCUTbCA  CpefAcTBa  MAEHTU(MKaLMM  nekapcTBEHHOro npenapara  (rnobanbHbii
MOEHTUMDMKALMOHHBIA HOMEP TOProBOW €AMHWLBI U WMHAMBUAYANbHbI CEPUMHBLIA HOMEp BTOPWYHOM
(noTpebuTenbckoit) ynakoBku Oy6nupyloTCs B BUOE 4YMTaeMOro Me4vaTHOro TeKcTa) M Apyrue
TexHu4eckue / MHPoOpMaLMOHHbIE KOAbI.

** Pesynerar no nokasarenio «Mapkuposka»:

Ha pycckom s3blke yKasaHo:

Ha Gructepe: TOproBoe HauMeHOBaHWe npenapara C npeaynpeavTenbHOA  MapkupoBkod ®,
MexayHapoaHoe HenaTteHTOBaHHOe HaMMeHOBaHWe, [03VPOBKa, NekapcTBeHHas opma, OHW Hepenu,
cepus, rogeH oo, «AstraZeneca». HaHeceHbl TEXHUYECKUE KOAbI.

Ha_KapTOHHOW Mayke: TOProBoe HavMeHOBaHue npenapaTta C npeaynpeguTenbHon MapkupoBkon ®,
MEXAyHapoAoHOe  HenaTeHTOBaHHOE  HauMeHOBaHue, [03MpoBKa, nekapcTBeHHas  opma,
HauMmeHoBaHWe W cogepxaHue [elcTBylolero BeljecTsa B oAHou Tabnetke, «CofaepxuT MaHHWTON,
kapBokcumeTunkpaxmarn HaTpus, TUTaHa AUOKCUA U Apyrue BCroMoraTtenbHbie BeLecTsa, ykasaHHbie B
WHCTPYKLMW MO NpUMEHeHuo», Konuyectso Tabnetok B nadke, cnocob npumeHenus: «[ns npuema
BHYTPb», YCNOBWA XpaHeHWs, npeaynpeauTenbHas Haanuchk: «XpaHuTb B MECTax, HeQOCTYMHbIX Ans
fAeTei», ycrioBus OTMycCKa, NOTOTUN AepXaTens perucTpaumMoHHOrO YAOCTOBEPEHWA Ha aHrfMiACKOM
A3blke "AstraZeneca", Homep perucTpalMoHHOrO YAOCTOBEPEHWS, HaUMEHOBaHME U CTpaHa Jepxatens
perucTpaLMoHHOro  yAOCTOBEpPEeHWs;  HauMmeHoBaHwWe, nNOMHbIW  agpec, TenedoH,  ake
hMpMbI-Npon3BOAUTENS, AaTa NPOW3BOACTBA, rOAeH A0, cepus, WTpUX-kogd, «BpunuHTa - TOBapHbIA
3HaK, cobOCTBEHHOCTL rpynnbl Komnawui AcTpadeHeka», 3HaK KonmupawWTa KomnaHuW. HaHeceHbl
CpeacTBa MAEHTUdMKAUWK neKkapcTBeHHOro npenaparta (rnobanbHbiili MOEHTUMUKALWOHHLIA HOMeEp
TOProBoW eAvHUUbI U UHOMBWAYanNbHbIE CePUMHBIA HOMEP BTOPUYHOW (NOTPEBUTENLCKOW) YnakoBKuU
Oy6nupyroTcs B BUA4E YMTAEMOro NeYaTHoro TeKCTa) u Apyrue TexHuHeckne / MHCOPMaLWOHHbIE KOZbI.
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3akniovenue: [penapat «BpunuHTa®, TabneTku, NOKPLITLIE NNEHOYHON 0605104k 90 Mr», Ne 56 cepum 8671023
cooTeeTcTByeT TpeboBaHmaM
HA NN 001059-271011 «BpunuHTa®, TabneTkn, NOKPbIThe NNEHOYHOI 060MnoyKoit, 90 Mr; Mam. Ne1 ot
27.08.2012 r. (/111 001059-270812); Mam. Ne2 ot 08.05.2013 r. (/1M 001059-080513); Mam. Ne3 ot
28.10.2013 r. (1N 001059-281013); Aam. Ne4 ot 12.08.2014 r. (1N 001059-120814); N3m. Ne5 ot
15.01.2016 r. (11N 001059-150116); Mam. Ne6 ot 28.04.2016 r. (JIM 001059-280416); Nam. Ne7 ot
29.08.2018 r. (111 001059-290818); Mam. Ne8 ot 03.12.2018 r. (/1M 001059-031218); HNam. Ne9 ot
14.08.2019 r. (1N 001059-140819); Uam. Ne10 ot 28.05.2019 r. (JIN 001059-280519); Uam. Ne11 ot
17.12.2020 r. (1N 001059-171220), Mam. Ne12 ot 21.12.2022 r. (J1 001059-211222).

HomxkHocTb N0

PykoBoauTens otaena KoHTpons kayecTea Akumosa C.B.
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