000 «Actpa3eneka MugacTpus»
249020, Kamyxckas o6,
Boporckwuii paiion, fepesnsa Jlobpuno,

AstraZeneca%

1-b1it BocTo4HsIit npoesfi, Bnafenne §

Ceprudukar cepuu 1eKapCcTBEHHOIO cpeicTBa Ne

Toprosoe HauMeHOBaHUE
MHH

JlexapcrBenHas dpopma
Mosupopka

Dopma BBITyCKa

Crpana umnoprep

HOMCP 1 iaTa pErmcTpafMoOHHOTO
YAOCTOBEpEHMA

Homep HOpMaTHBHO JOKyMEHTALMK
Kop mpopykra

Homep cepun

Homep cepuu in bulk

O6béM cepuu

Jlara npoussopcTea

l'opmen mo

Homep ceptudnkara ananmmsa

Hassaume, afipec u Homepa
TTUIEH3UI BCex
NPOM3BOJCTBEHHBIX [IOMAJI0K

(c yxasanmem crapuit
MPOM3BOJCTBA), MECT NIPOBEEHMs
KOHTPOJIA KavecTBa U
cepTU(MKATH COOTBETCTBUA
TpebOBAHMAM IPaBM/I Ha/IeXKallel
IpOM3BOJICTBEHHON MPaKTUKU
EA3C pna Bcex nmoimagox

Kon dopmsr: COM.QA.002.001

40000371003

Bpununta®

Tuxarpenop

Tab/meTKu, TIOKPBIThIE TNIEHOYHOI 000/T0YKOM
90 mr

TabneTkyu, MOKphITHE MIeHOYHOI o6onoukoit, 90 mr (6mucrep)
14 x 4 (nayka KapToHHas)

Poccuitckaa Peprepanua

JIT1-001059 para permcrpamum: 27.10.2011, para sHecenus
usmeHenui B PY 17.12.2020

JII1 001059-271011 (Mam. Nel - Ne12)
100012013

8691023

12044

7713 Y11

10.2023

09.2026
77 ot 22.01.2024

ITpouspopgurens (Bce cragum NponsBofCTBa) M BBINYCKAIOIMIA
KoHTponb Kayecrsa: OO0 "Acrpa3eneka Mupactpus", Poccus,
249020, Kanyxckas o6n., paiton Boposckmuit, i. lo6puno,
npoesp, 1-it Bocro4nsiit, Bag. 8

J1012-00102-77/00010366
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000 «Acrpa3eneka MugacTpua»
249020, Kanysxckas 061,

AStrazeneca% Boposckuit paitoH, fiepesns [lo6puro,

1-biit Boctounsiit npoesy, srafennue 8

Cepruduxar cepun nekapcTBeHHOTO cpencrea Ne 40000371003

Hacroammm s MOATBepkjaio, 4TO NpuBefeHHas Bbillle MH(pOpMaLMA ABNAETCA NOCTOBEPHON M TOYHOI. IJTa
cepus MPOAYKUMM Mpou3sBefieHa (BK/I0YasA ynakoBKy (MapKMpOBKY) M KOHTPO/Ib KayecTBa) Ha BblNIeykasaHHOM
NPOM3BOJICTBEHHOM TIOmafKe (IUIONIAIKaX) B TMOTHOM COOTBeTCTBMM ¢ TpeboBaHmamu IlpaBui Hajmexamein
NPOM3BOJICTBEHHO TPaKTUKM EBpasmitckoro 3KOHOMMYECKOTO c0103a M TpeOOBaHMAMM KOHTPONA KadecTpa
JIEKApPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBMM CO ClelMpMKALMAMN, COREPIKAIMMUCA B PETHUCTPALMOHHOM
Aiocke. 3amyucy MO TIPOM3BOACTBY, YIAKOBKe M aHaAM3y I[IpOBEpeHbl, M YCTAHOBIEHO MX COOTBETCTBUME
Tpebosanuam [Ipasun HajyiexKaleil IPOM3BOACTBEHHOM NpakTuKy EBpasuitickoro SkOHOMMYECKOTO COM03a.

Ynonnomouennoe mo  Pykosopurens OOK ynakosku, Kpacuosa T.B. % QMZ

TNomkxocts, PHO, nognuts

Hara 31.01.2024

Kop dopmsi: COM.QA.002.001
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AstraZeneca%

HaumeHoBaHue npogykra:

Homep cepuu:
KonuyectBo B cepuu:
[ara npousBogcTea:

Mogew po:

WcnbiTaHus npousBeaeHbl B
COOTBETCTBUM C:

000 «Actpa3eHeka MugacTpua»
249020, Kanyxckas o6n.,

Bopoeckuii paiioH, apepesHs [obpuHo,
1-blii BocTouHbIl Npoesy, BnageHue 8
Ten. +7 (48438) 2 61 00

dakc +7 (48438) 2 61 09

CEPTUDUKAT AHAJTTU3A Ne 77

«BpunuHTa®, Tabnetkun, NoKpbIThie NNEHOYHOI 0Bonoukoit 90 mr», Ne 56

8691023
7713 yn.
10.2023

09.2026

HA JIM 001059-271011 «BpununTa®, TabneTkn, NOKPbITbIE MNEHOYHOM
o6onoykoit, 90 mr; Mam. Ne1 ot 27.08.2012 r. (J1M 001059-270812); Uam.
Ne2 ot 08.05.2013 r. (/11 001059-080513); Mam. Ne3 ot 28.10.2013 r. (JIN
001059-281013); Mam. Ne4 ot 12.08.2014 r. (J1MN 001059-120814); Nam. Ne5
ot 15.01.2016 r. (JIMN 001059-150116); W3m. Ne6 ot 28.04.2016 r. (NN
001059-280416); Mam. Ne7 ot 29.08.2018 r. (1M 001059-290818); Nam. Ne8
ot 03.12.2018 r. (JI1 001059-031218); Mam. Ne9 ot 14.08.2019 r. (NN
001059-140819); Uam. Ne10 ot 28.05.2019 r. (JIN 001059-280519); Uam.
Ne11 ot 17.12.2020 r. (J1NM 001059-171220), Uam. Ne12 ot 21.12.2022 .
(NN 001059-211222).

WUCNbLITaHWUA

[Lara

HaumeHoBaHue nokasatenen

TpeboBaHus HOpMaTMBHOIA
NOKyMeHTayum

PesynbTathl ucnbiTaHuii

12.01.2024 -
22.01.2024

Onucaxue

Kpyrnble, 0BOAKOBbINYKNble TabneTku, CooteetctByeT
MOKpbITbie NNEHOYHOW 0BONOYKON
XenToro uBeTa, ¢ rpasuposkoit 90/ T

Ha OQHOW CTOPOHE

MoanuHHoOCTL

Bpems yaepKuBaH1s OCHOB. N Ka Ha MoaTeepxaeHa
XPOMAaTorpaMMe MCTbITYyemMOoro
pacTBopa AOMKHO COOTBETCTBOBATL
BpPeMeHW yaepX1BaHNs nuka
TUKarpenopa Ha Xpomatorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTp NOrnoLeHns OCHOB. NUKa Ha
XpPOMAaTorpamme UCTILITYEMOro
pacTBOpa AOIMKEH COOTBETCTBOBAThL
Y®-CriekTpy NOrnoLIEHMA OCHOB. Nika 5
Ha XpomaTorpamme CTaH4apTHOro |/
pacTBopa \

PacTteopexue

Hopmbi He menee 70 % ‘l\@ﬁomrﬁmym VY4

(Q) yepes 45 muH N

e
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WUCNbITaHWiA

HaumeHoBaHue nokasarenew

TpeboBanua HopmaTMBHOIA

PesynbTatsl ucnbitaHuii

AOKyMeHTauum
OT 3asBNEHHOro
COAEpPKaHnsA
CpegHee CootsercTByer 89 %
3HayYeHue HA
MakcumansHoe CootBeTcTeyeT 90 %
3HaveHne HO
MuHvmaneHoe CootsetctByeT 88 %
3Ha4yeHue HO
PoacreeHHbie npumecu Mo6oi He 6onee 0,2 % 0.1 %
eAMHWNYHON
npuMecH
Cymma He 6onee 0,5 % 01%
npumecem
Mwukpo6uonoruyeckas uucrora O6wwee 4ucno He Gonee 10° Mexee 10 KOEB1r
a3pO6HbIX KOEeB1Tr
MUKpPOOPraHuam
0B
O6wee uncno He Gonee 102 Mexee 10 KOEB 1T
OPOMCKEBBIX W KOEB1r
nnecHeBbIX
rpubos
Escherichia coli OTtcyTcTtBHe He obHapyxeHo
Escherichia coli B
1r
OpHopogHoCcTL Ao3UpoOBaHMs HopMbl Ansa 10 Tabnetok CooTtBetcrByeT
AV <= 15,0 unu
Hns 30 tabnetok
AV <= 15,0 npwu
YCINOBUWM, YTO
0,75 M <=xi <=
1,25 M
Kputepuii CooteetcTByeT 23
NPUEMNEMOCTH, HA
AV

KonuuecTeeHHoe onpeaenexue

O1 95 % no 105 % oT 3anBneHHoro
KonuyecTea

100 % ot 3asBn.

YnakoBka

Mo 14 Tabnetok B 6nuctepe ua
An/MBX/MBAOX. 4 6nucTepa ¢
WHCTPYKLMEA No MeaULMHCKOMY
NPUMEHEHWIO B KAPTOHHOW Nayke ¢
KOHTPOMEM MepBoro BCKPbITUA

CootBeTtcTBYET

Mapkuposka

Coortsetcreyet HO*

CoortsetcTByeT**

XpaHeHue

Mpu Temnepatype He Bbiwe 30 °C

CooTaererayer
NeN

Cpok rogHocTH

3 roga

| Qosreererayer s \°.

CEPTUOUKAT AHANN3A Ne 77




* TpeboBaHua HI ans nokasatens «MapkupoBKay:

Ha pycckom f3bike ykasaHo:

Ha Gnucrepe: TOpProBoe HauMMEHOBaHWe npenapara € npeaynpeauTenbHol MapkupoBkon ®,
MEXAyHapoaHOe HEenaTeHTOBaHHOEe HauMeHOBaHWe, [JO3MPOBKa, NeKkapcTBeHHan gopma, OHW Hedenw,
cepusi, rogeH / rogeH go, «AstraZeneca». MoryT 6biTe HaHECEHbI TeXHWYECKUe Kofbl.

Ha_KapTOHHOW Mayke: TOProBOe HaMMmeHOBaHWe npenaparta ¢ npeaynpeavTenbHOn MapkupoBkon ®,
MEXAyHapoOHOe  HEenaTeHTOBaHHOEe  HauMeHoBaHwe, [03MpOBKa, NekapcTeeHHas  hopma,
HavMeHOBaHWe W COAEepXaHWe AEMCTBYILEero BelecTBa B oaHoil Tabnetke, «CopepkuT maHHuTON,
KapbokcuMmeTUnKpaxman HaTpusi, TUTaHa guoKcua v Apyrve BCroMorartenbHbie BeLLecTBa, yKasaHHble B
MHCTPYKLUMW MO NPUMEHEHWIO», KonM4yecTBO TabneTok B nmauke, cnocob npumeHenws: «[ns npuema
BHYTPb», YCNOBWUA XpaHeHWsl, npegynpeauTenbHas Haanuch: «XpaHuTb B MecTax, HeAoCTYMHbIX Ans
OeTei», yCrioBUA OTMyCKa, NOroTvn AepXaTens permcTpauMoHHOrO YOOCTOBEPEHWS Ha aHrfUICKOM
A3blke "AstraZeneca”, Homep perMcTpauvoHHOro YA0CTOBEPEHHS, HAaMMEHOBAHME W CTpaHa fepxaTens
PErucTpaLMoHHOro  yAOCTOBEPEHMsi;  HauMeHoBaHue, NONHbIA  agpec, TenedoH,  hake
dupmbl-npon3soanTens, Aata NpousBOACTBA, MoAeH A0, Cepus, LWTPUX-Koh, «BpunuHta - TOBapHbIH
3HaK, cobCTBEHHOCTL rpymnnbl KOMNaHui AcTpa3eHeka», 3HaK KonupanTta komnaHuW. [OononHUTenbHo
MOrYyT  HaHOCWUTbCH  CpeacTBa  MaeHTUPMKauum  nekapcTBeHHoro npenapata  (rnoGanbHbii
WOEHTUMDWKAUWOHHBI HOMEpP TOProBOW €AUHWLLI U WHAMBWUAYANbHbLIA CEpPUAHBLIA HOMEP BTOPUYHOWM
(noTpeburtenbckoil) ynakoBku AyONUpYOTCA B BWAE 4YMTAeMOro Me4YaTHOro TeKcTa) M apyrue
TexHU4eckue / nHopMaLMoHHbIe Koabl.

** PesynbTat no nokasarento «Mapkuposkay:

Ha pycckom s3blke ykasaHo:

Ha 6nuctepe: TOproBoe HavMEHOBaHMe npenapata ¢ npeaynpeauTenibHOW  MapkupoBkon ®,
MeXayHapoAHoe HenaTeHTOBaHHOe HavMeHOBaHue, NO3MPOBKa, NeKapcTBEHHasA hopMa, OHM Hedenu,
cepwus, roaeH fo, «AstraZeneca». HaHeceHbl TEXHUHECKME KOAbI.

Ha KapTOHHOW Navke: TOProBOe HauMmeHOoBaHWe npenapaTta Cc npeaynpeauTensbHOW MapkuMpoBKon ®,
MeXAyHapogHoe  HenaTeHTOBaHHOEe  HavMeHoBaHue, A03MpOBKa, fekapcTBeHHas  chopma,
HauMeHoBaHWe W cofepxaHue AeicTByloLlero BelyecTBa B ofgHol Tabnetke, «CoaepkMT MaHHUTOM,
kapbokcumeTunkpaxman HaTpus, TUTaHa AMOKCUA W ApYrie BCrOMOraTtenbHble BEeLLecTBa, yKasaHHbIe B
MHCTPYKUMW NO NPUMEHEHWUIo», KonuyecTBo Tabnetok B nadke, cnocob npumeHenws: «[ns npuema
BHYTPb», YCNOBWUA XpaHeHws, npegynpeautenbHas Hagnuck: «XpaHUTb B MecTax, HedoCTYMHbIX AnA
neteii», ycnoBua OTMycKa, NOrOTMN AepXaTens pervcTpauMoHHOrO YOOCTOBEPEHMA Ha aHrMUICKOM
A3blke "AstraZeneca”, HOMEpP PerncTpaUVoOHHOrO YA0CTOBEPEHUS, HAMMEHOBaHWE W CTpaHa [AepxaTens
pPerucTpauMoHHOrO  yAOCTOBEPEHWs;  HauMeHoBaHWe, MNONHbLIA  agpec, TenedoH,  dpakc
upMmbI-npoussoguTens, aata NPOM3BOACTBA, rOAeH A0, Cepus, LWTpUx-kof, «BpunuHTa - TOBapHbIN
3HaK, CODCTBEHHOCTb rpynnbl KOMnauuid AcTpa3eHeka», 3HaK KOMMpanTa KoMnaHuk. HaHeceHb
cpedcTBa waeHTUMKaLMWM nekapcTBEHHOro npenapata (rnoGanbHbii MAEHTUWKALMOHHBIA HOMEp
TOProBOW €AWHWLILI U MHOMBWAOYaNbHbI CEepPUIAHBbIA HOMEpP BTOPMYHOW (NOTpebuTensckoW) ynaKoBKWU
[yGnupyloTcs B BUAE YMTAaeMoro NevarTHoro TeKCTa) U Apyrue TexHu4eckne / MHGOPMaLUOHHBIE KOab!.
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3akniovyenue: MMpenapart «BpunuHTa®, TabneTku, NoKpbITLIE NNEHOYHOI 060no4KoM 90 Mry, Ne 56 cepum 8691023

cooTeeTcTBYET TpeboBaHMAM

H[1 /1M 001059-271011 «BpunuHTa®, Tabnetku1, NOKpPbITHIE NAEHOYHOM oGonoukoit, 90 mr; Mam. Ne1 ot
27.08.2012r. (1N 001059-270812); Wam. Ne2 ot 08.05.2013 . (11 001059-080513); Mam. Ne3 ot
28.10.2013 r. (1N 001059-281013); Nam. Ned ot 12.08.2014 . (111 001059-120814); Uam. Ne5 ot
15.01.2016 r. (J11 001059-150116); Uam. Ne6 ot 28.04.2016 r. (/1N 001 059-280416); Mam. Ne7 ot
29.08.2018 r. (/1N 001059-290818); WU3m. Ne8 ot 03.12.2018 . (1111 001059-031218); A3m. Ne9 ot
14.08.2019 r. (NN 001059-140819); Wam. Ne10 ot 28.05.2019 r. (11 001059-280519); Mam. Ne11 ot
17.12.2020 r. (111 001059-171220), U3m. Ne12 ot 21.12.2022 r. (111 001059-211222).

— oo 22 SHB 20

PykoBoguTens otaena koHTpons kayecTsa Axumosa C.B.
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