AstraZeneca@

Ceprudukar cepun neKapcTBeHHOTO CpeficTBa No

Toprosoe HauMeHOBaHNE
MHH

JlexapcTBeHHas dopma
Hosuposka

®opma BbITyCcKa:

Crpana umnoprep

HOMEP M JaTa perucTpaliMOHHOrO
YAOCTOBEPEHMA

Howmep HOpMaTHBHOI JOKyMEHTALMM
Kopn npopykra

Howmep cepun

Homep cepun in bulk

O6ném cepun

Jara npoussoacTBa

T'open mo

Howmep ceprmdukara anammsa

Hassannue, afgpec u HoMepa
TIUIEH3UI BCEX
NPOM3BOJCTBEHHBIX IUIOMA/[OK

(c yxasanmem crajui
NPOU3BOJACTBA), MECT [IPOBEIEHMSA
KOHTPO/A Ka4ecTBa
cepTH(MKATHI COOTBETCTBUA
Tpe6GoBaHMAM NPaBW/I HAUIEXKALIEH
NIPOM3BOACTBEHHOM MPAKTUKMI
EASC pns Bcex nnomagok

Kop gopusr: COM.QA.002.001

00O «Acrtpa3eneka VMnpactpus»
249020, Kamy:xckas obn.,

Boposckuit paiios, gepesusa JlobpuHo,
1-n1it BocTounsi npoesy, snagerue §

40000371615

bpumaTa®

Tuxarpenop

Tab1eTKu, MOKPBIThIE TVIEHOYHOI 060M04KOM
90 mr

Tab/eTKn, TIOKPBITEe IIeHOYHOM obomoukoit, 90 mr (6mucrep)
14 x 4 (mauka KapTOHHAasA)

Poccmitckan Pefepaumsa

JIITI-001059 pmara permcrpaumm: 27.10.2011, para BHeceHus
usmenenuit B PY 17.12.2020

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

8861023

12062

7700 YII

10.2023

09.2026
105 ot 25.01.2024

[Tpoussoputens (Bce cTaguu npou3BocTBa) M BHITYCKAIOMMIA
koHTponb kavecTBa: OO0 "Acrpa3eneka Mupactpus”, Poccus,
249020, Kamyxckas o6m., paiton boposckmii, i. Jlo6puso,
npoesp 1-it Bocrounsiit, Bap. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022
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000 «Actpa3eneka Mugacrpus»
249020, Kanyxckan o6,

Ast razeneca@ Boposckwuit paiton, iepesns Jlo6puso,

1-b1it BocTounstlit npoesn, Bnagexue 8

Ceprudnkar cepun nekapcrseHHoro cpeacrsa Ne 40000371615

Hacroamum s mopTsepykjaio, 4To NpuBefeHHAs Bbille MHOOPMALUMA ABNAETCA AOCTOBEPHOM M TOYHOM. IJTa
Cepus MPOAYKLMM NpousBefieHa (BK/I0YasA YNaKOBKY (MapKMPOBKY) M KOHTPO/Ib Ka4yecTBa) Ha BbILIEYKasaHHONM
TIPOM3BOACTBEHHOM IUIOMaKe (MUIOM[AIKaX) B TOMHOM COOTBETCTBMM C TpeGoBaHmamu IIpaBun Hammexauiei
NIPOM3BOJCTBEHHONM NpakTMKM EBpasmicKoro sKOHOMMYECKOTO COK03a M TpeOGOBaHMAMM KOHTPO/IA KadecTBa
/IEKapCTBEHHBIX CPEICTB, a TAKXKEe B COOTBETCTBUM CO CIeNMPUKALMAMM, COREPIKALMMUCA B PETUCTPALMOHHOM
Aocbe. 3amucuM TIO TPOM3BOACTBY, YIAKOBKE WM aHAIU3Y IMPOBEPEHbI, M YCTAHOBIEHO MX COOTBETCTBHME
Tpebosanmam ITpasui Hagiexaleil MPOU3BOACTBEHHOM MPAKTUKY EBPasuitckoro 9KOHOMUYECKOTO COI03a.

/

Ynonnomouennoe muno  PykoBogurens OOK npousBopcTsa, 3opuna A.H.
Homxnocts, PHO, nognuce /

Hara 06.02.2024
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000 «AcTpa3exeka UHgacTpua»
(A; 249020, Kanyxckas o6n.,
AStraZeneca 2 Boposckuii paiioH, gepesHs [Jo6puHo,
1-biii BocTOYHbIW Npoe3g, Bnagexue 8
Ten. +7 (48438) 261 00
®dakc +7 (48438) 261 09

CEPTUO®UKAT AHAJTTU3A Ne 105

HaumeHoBaHWe npoaykra: «BpunuHTa®, Tabnetku, NokpbIThie NnéHo4yHol obonoykoi 90 mMr», Ne 56
Homep cepuu: 8861023

KonuyectBo B cepum: 7700 yn.

[ara npou3BopcTBa: 10.2023

lopex po: 09.2026

WcnbitaHua npousBeaeHbl B HO NN 001059-271011 «Bpunuxta®, Tabnetki, NOKPbITbIE NNEHOYHON
COOTBETCTBUM C: oBonoukoit, 90 mr; M3am. Ne1 ot 27.08.2012 r. (J1M 001059-270812); Mam.

Ne2 ot 08.05.2013 r. (J1M 001059-080513); Wam. Ne3 ot 28.10.2013 r. (J111
001059-281013); Uam. Ne4 ot 12.08.2014 r. (J1M 001059-120814); W3sm. Ne5
ot 15.01.2016 r. (J11M 001059-150116); U3m. Ne6 ot 28.04.2016 . (J1N
001059-280416); Mam. Ne7 ot 29.08.2018 r. (JT1 001059-290818); U3m. Ne8
ot 03.12.2018 r. (111N 001059-031218); Wam. Ne9 ot 14.08.2019 r. (1IN
001059-140819); Mam. Ne10 ot 28.05.2019 r. (/1M 001059-280519); Uam.
Ne11 ot 17.12.2020 r. (JIN 001059-171220), Nam. Ne12 ot 21.12.2022 r.
(NN 001059-211222).

Dara HaumeHoBaHue nokasarenen TpeboBaHus HopMaTHBHOW PeaynbTathbl UCNbITAHWA
MCNbITaHUH LOKYMeHTaLuu
15.01.2024 - | Onucanue Kpyrnele, ABOAKOBBINYKIbIe TabneTku, CooteetcreyeT
25.01.2024 NOKPbITbIE NNEHOYHON 0DONOUKOWH

XenToro ugeta, ¢ rpasuposkoi 90 / T
Ha O[JHOW CTOpOHE

MoanuHHOCTL Bpems yaepXuBaHWs OCHOB. NWKa Ha MoateepxaexHa
XpomaTtorpamme WcnbITyemoro
pacTteopa AOMKHO COOTBETCTBOBATb
BPEMEHM YAEPKMBaHWA NnKa
TUKarpenopa Ha xpomarorpamme
CTaHOapTHOro pacTeopa.

Y®-cnexkTp nornoLeHus OCHOB. NUKa Ha
XpomartorpaMmme UcnbiTyeMoro
pacTBopa [A0/MKeH COOTBETCTBOBAThL
Y®-cnekTpy NormoLleHUs OCHOB. NUKa
Ha XxpomaTtorpaMmMe cTaHaapTHOro

pactsopa - pe
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AcTtpadeneka
DMACKIOTVKAN3?

PacreBopeHue Hopmsl He menee 70 %
(Q) yepes 45 muH

114



Oara

UCNbITaHUIA

HaumeHoBaHue nokasarenei

TpeboBaHus HopMaTUBHOWM
AOKyMeHTaLum

PesynbTaTbl UCMbITAHMIA

OT 3aABlIEHHOro

coepxaHus

CpegHee CootsetctyeT 9M1%
3HavYeHue HO
MakcumansHoe CootBetctByer 92 %
3HavYeHue HO
MuHMMmansHoe CooTtseTcTByeT 90 %
3HaveHve HAO

PoacrteeHHble npumecy Moboi He 6onee 0,2 % 0.1 %
eUHUYHOW
npuMecu
Cymma He 6onee 0,5 % 0.1%
npumecen

MukpoGuonoruyeckas uucrtota | ObLiee 4ncno He 6onee 10° MeHee 10 KOEB 1T
aapobHbIX KOEB1Tr
MUKPOOPraHnu3m
0B

O6buee umcno

He Gonee 10?

MeHee 10 KOEB 1T

OPOHOKEBBIX M KOEB1r
NNecHeBbIX
rpubos
Escherichia coli OtcyTcTBue He oBHapyxeHo
Escherichia coli B
ir
OpHopogHoCTL 403MpOBaHUA Hopmbl Ons 10 tabneTok CootseTcTByeT
AV <= 15,0 unun
[Ons 30 tabnetok
AV <= 15,0 npu
YCMOBWK, 4TO
0,75 M <=xi <=
1,25 M
Kputepwid CooteetcTBYET 1.6
npueMnemocTy, HO
AV
KonuyecteeHHoe onpegenenune| Ot 95 % no 105 % or 3assneHHoro 99 % ot 3assn.
KonuyecTea
Ynakoeka Mo 14 TabneTok B 6nuctepe U3 CoorBeTcTBYET
An/MBX/MBAX. 4 6nuctepa ¢
WHCTPYKUMEl No MeauLMHCKOMY
NPUMEHEHUIO B KAPTOHHOW Navke ¢
KOHTPONEM NepBoro BCKPLITUA
MapkupoBka Coorteetcteyet HI1*
XpaHenue MNpu Temnepatype He Bbiwwe 30 °C

Z [ papmackioTMXan3® \o
o

Cpok rogHocTH

3 roga
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< 3 LOKYMEHTOB A

OT! : — 2

o\ Limited fiabillty company /<
ey Aetra? = /&
& eulicals /AN

2/4




* Tpeboeanua HI ansa nokasatens «MapkvpoBkay.

Ha pycckom siablke yKkasaHo:

Ha Onucrepe: TOprosoe HaMMeHOBaHWE npenapata C npeaynpeauTensHOi MapkupoBkoin ®,
MeXayHapoaHoe HenaTreHTOBaHHOe HauMeHOBaHwe, JO3UMPOBKA, NeKapcTBeHHas opma, AHW Hepenw,
cepwusi, rogeH / rogeH ao, «AstraZeneca». MoryT GbiTb HAHECEHBI TEXHUYECKUE KOAbI.

Ha KapTOHHOW Nadke: TOProBoe HaWMeHOBaHWe npenaparta ¢ npeaynpeavTenbHOn MapkupoBkol ®,
MeXayHapogHoe — HenaTeHTOBaHHOe  HauMeHoBaHWe,  [03MpOoBKa, NeKkapcTBeHHas  dopma,
HauMeHOBaHWe W codepXaHue OeWCTBYIOLLEro BewectBa B ogHon Tabnetke, «CogepuT maHHWTON,
KapboKCUMEeTUNKpaxman HaTpusi, TUTaHa AWMOKCUL, U APYrMe BCNOMOraTernbHble BELWECTBa, YKasaHHbIe B
WHCTPYKUMM MO NMPUMEHEHU», KonuyecTBo Tabnetok B nauke, cnocob npumeHenws: «[ns npuema
BHYTPb», YCMOBUA XpaHEHWs, npeaynpeavTenbHan Hafnueb: «XpaHWTb B MecTax, HeOoCTYMHbIX Ans
AeTel», yCnoBWs OTNYyCKa, NOroTUN AepXaTens perMcTpauuoHHOrO YAOCTOBEPEHUA Ha aHrmuicKoM
A3blke "AstraZeneca”, Homep perncTpaunoHHOro YAOCTOBEPEHMSA, HAMMEHOBaHWE U CTpaHa Aepxarens
pPerucTpaLMoHHOrO  YOOCTOBEPEHWs;  HauMmeHoBaHWe, rMonHbld  agpec,  TenedoH,  chakce
(bMPMbI-NPOM3BOANTENS, AaTa NPOM3BOACTBA, FoAeH [0, cepus, WTpuxX-koa, «bpunuHta - ToBapHbLIN
3HaK, coBCcTBEHHOCTL rpynnbl KomnaHui AcTpa3eHeka», 3HaK KonupawTa komnaHuu. [ononHWTenbHO
MOMYT  HaHOCUTLCA  CpeacTBa waeHTUdMKauwn  nekapcTBeHHoro npenapata  (rnobanbHbli
VOEHTUUKALMOHHBI HOMEp TOProBOW eavHWLbl W WHAMBWAYaNbHbIA CepUMHBLIA HOMEpP BTOPUYHOW
(noTpebutenbckoi) ynakoBkM Oy6nupyloTCA B BUAE YWTAEMOro MevyaTtHOro TekcTa) W Apyrue

TexHu4eckue / MHopMaLMOHHbIE KOAbI.
** PesynbTar no nokasarento «Mapkuposkay:

Ha pycckom a3bike yKasaHo:

Ha OGnuctepe: TOpProBoe HaMMeHOBaHWE npenapata ¢ npeaynpeauTenbHOW MapKMpoBkod ®,
MEXOYHapo4HOE HenaTeHTOBaHHOE HauMEeHOBaHue, A03UPOBKA, NeKapcTBeHHas opMa, OHW Heaenw,
cepus, roaeH no, «AstraZeneca». HaHeceHbl TEXHUYECKWE KOObI.

Ha KaApTOHHOW Nauke: TOProBOe HauMEeHOBaHWe npenapaTta C npeaynpeavTencHoW Mapkupoekon ®,
MEXAyHapoaHOe  HenaTeHTOBaHHOe  HavMeHOBaHue,  [03uMpoBKa,  NekapcTBeHHas  ¢opma,
HauMeHOBaHWe W CofepKaHue AeiCTBYILLEero BewecTsa B ofHoil Tabnetke, «CoaepuT MaHHWTON,
Kap6okcumeTunKpaxman HaTpus, TuTaHa AMOKCUA W Apyrue BCnoMoraTenbHble BELLECTBa, YKasaHHbIe B
WMHCTPYKUMM MO NPUMEHEHMIO», KonuyecTBo TabneTok B nadvke, cnocob npumeHeHusa: «[na npuema
BHYTPb», YCMOBWA XpaHeHus, npegynpeavTernbHas Haanucb: «XpaHWTb B MecTax, HeAOoCTYMHbIX Ans
JeTei», yCrnoBWsi OTNyCKa, NMOroTMN [AepXaTens perMcTpauuMoHHOro YAOCTOBEPEHUA Ha aHrMMICKOM
A3blke "AstraZeneca”, Homep perucTpauMoHHOrO YAOCTOBEPEHWS, HauMeHOBaHWe U CTpaHa aepxarens
perucTpauuoHHOro  yAOCTOBEPEHWSA,; HanmeHoBaHue, NOMHbIA agpec, TenedgoH, chake
hupMbI-nponsBoauTens, Aata NpowsBOACTBa, rofAeH [0, Cepus, WTpux-kod, «bpunuHTa - TOBapHbIN
3HaK, COBCTBEHHOCTb rpynnbl KOMnaHuuii AcTpa3eHeka», 3HaK Konupanta KomnaHui. HaHeceHsbl
cpeactBa vaoeHTMMKaLMM NekapcTBeHHOro npenaparta (rnobanbHblid WaeHTUMUKALMOHHBIA HOMep
TOProBOWM €AuHWLbI W WHAMBUAYANbHLIA CEPUAHBIA HOMEp BTOPWYHOW (NOTPEBUTENLCKOM) ynakoBKM
[yGnupyroTCS B BULE YMTAEMOrO NMevaTHoOro TeKCTa) u Apyrne TeXHUYecKkne / tHOpMaLMOHHbIEe KOAbI.

«AcTpadenerad
 OMACHIOTHRNS?
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3akniouenne: [penapat «BpunuHTa®, TabneTkM, NOKPLITLIE NNEHOMHOR 060104KoM 90 Mr», Ne 56 cepumn 8861023
cooTBeTcTByeT TpeboBaHuam
HA 1M 001059-271011 «bpunuHTa®, Tabnetku, NOKpPLITLIE NNEHOYHOIM 06onouKoi, 90 Mr; Mam. Ne1 ot
27.08.2012r. (1N 001059-270812); Mam. Ne2 ot 08.05.2013 r. (JIN 001059-080513); WUam. Ne3 ot
28.10.2013 r. (1M1 001059-281013); Mam. Ne4 ot 12.08.2014 r. (/1N 001059-120814); Wam. Ne5 ot
15.01.2016 r. (111 001059-150116); Mam. Ne6 ot 28.04.2016 r. (J11 001059-280416); Nam. Ne7 ot
29.08.2018 r. (N1 001059-290818); Mam. Ne8 ot 03.12.2018 r. (1M 001059-031218); Mam. Ne9 ot
14.08.2019 r. (N1 001059-140819); M3am. Ne10 ot 28.05.2019 r. (/TN 001059-280519); Uam. Ne11 ot
17.12.2020 r. (NN 001059-171220), Mam. Ne12 ot 21.12.2022 r. (J1I 001059-211222).

25 fiHB 2024

DomxHocTb o17[0)

PykoBoguTens oTaena KOHTPOns kayecTea Axmmosa C.B.
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PEAEPAALHAR CAVXKEA 1O HAA30PY

B COEPE 3APABOOXPAHEHUMA

«CBefieH1A, BHECEHHbIE B aBTOMaTU3MPOBaHHYI0 WH(OPMaLMOHHYI0 cucTemy PocaapasHagsopa nepeg BBOA0M B

peacTs/ UHopMauua o BelAaHHbIX Poc3gpaBHag3opom paspelweHunax
L1 CeEpun AN NapTum MMMYHOBMONOIrMYECKOro NeKapCTBEHHOro

rPaXAaHckin obopoT cepuit, NAPTUIA NeKapCTBEHHBIX C
Ha BBOJ, B rpaxaaHckuii obopoT B Poccuitckoin depepa
npenapaTa, no coctoaHunio Ha 09.04.2024 14:35»

Gnncrepst (4), nauxn
KapTonuse/ ~

Huzactpua™)

Hupactpns”). Poccus

001059-27
001059-271011; Ham

2 : . Nel 1 & JII 001059-27101 1; Ham. Ne12 & JI1
001059-271011

HHAACTpH3”

Hara suecenns s i PN Homep Homep, nara
§ Ipomsoaurens = Crenenns o crapusix . BhINYCTHEIIAS B
AHC Toprosoe nanmenosanne Crpana Hopmaruenasn noxymentanns cepun, paipewmenns
P (BBITY CKAI0WHA KOHTPoaL) NPOH3BOACTBA IPAKRANCKHI
0C3NpaBHAI30pa . napTHu ua HIN
obopoT
s Ham. Ne2 x JIN
bpuannta®; Tabaern, - ™ Ham. Ned & 111
. ObwecTso ¢ orpasnucHnon ObmecTso ¢ orpasmucHnoi =
NOKPHTHE NACHOYHOR i i & - Ham. Ne6 k JIN = e i
08.02.2024 onoukodi 90 ur 14 @ OTBETCTBEHHOCTHIO "AcTpadencka P OTBETCTBEHHOCTRIO “AcTpadencka 000 "Actpaseneka 8861023
P i ? Hugactpus® (000 "Actpa3encka Huaacrpus” (000 "Actpadencka i




