AstraZeneca%

Ceprudukar cepyun nreKkapcTBeHHOTO cpefcTBa No

Toprosoe HanmeHOBaHNE
MHH

JlekapcrBennas dopma
Hosuposka

®opma BbITyCcKa

Crpana umnoprep

Homep u f1ata peructpayuoHsoro
YROCTOBepeHMs

Homep HopMaTnBHOM JOKyMeHTALIMK

Kop npogyxra

Homep cepun

Homep cepun in bulk

O6bém cepun

Jata npoussojcTea

T'open o

Homep ceptudmkara ananusa
Hassanwue, agpec u Homepa
JTMLEH3UI BCex
NPOM3BOJICTBEHHBIX IUIOLIAJIOK

(c ykasaHmem cTaguii
NPOU3BOJICTBA), MECT IPOBENEHMA
KOHTPO/A Ka4ecTBa u
cepTU(dMKATBI COOTBETCTBHSA
Tpe6OBaHMAM MPaBIWI HafUIeXKame
NPOM3BOCTBEHHOM TIPAKTUKN
EASC pmna Bcex muomagox

Kon dopmer: COM.QA.002.001

000 «Acrpa3enexa MnpmacTpus»
249020, Kanysxckasa obn.,
Boposckuit paiton, aepesna [lo6puno,

1-b1it BocTounsIi npoesy, Bnagenne 8

40000370765

Qopcura

Hanarnugnosun

TabneTkn, NOKpPbIThIe IIEHOYHOM 060/0YKO
10 mr

Tab/IeTKy, TMOKPBIThIE MIEHOYHOM obonoukoi, 10 mr (6mucrtep)
10 x 3 (ma4ka KapToHHaA)

Poccuitckan ®epepanus

JIT1-002596 para perucrpaumu: 21.08.2014, para BHecenus
usmeHenuit B PY 16.03.2022

JIIT 002596-210814 (Mam. Nel-Nel0)
100012522
8481223
12250
13222 V11
12.2023
11.2026
68 or 19.01.2024

[Tpoussogurens (Bce cTaguy mpou3BOACTBA) U BBITYCKAKOL{MI
KoHTpo/b KavecTsa: OO0 "Acrpa3eneka Mupacrpus”, Poccus,
249020, Kanyxckaa o6n., paiton Boposckuit, 1. Jlo6puHo,
npoeap 1-it Bocrouns, Bag. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022




000 «Actpa3eneka ViHgacTpuan
249020, Kanyxckas o61.,

AStrazeneca% Boposckuit paiton, nepesns Jo6puio,

1-btit BocTounsii npoesy, Bnanenue 8

Cepruduxar cepum 1eKkapcrBeHHOro cpefcrsa Ne 40000370765

Hacrosmum s noprsepiao, 4To npuBefeHHas Bbille MHPOPMALMA ABIAETCA NOCTOBEPHOM M TOYHOI. Jra
cepuA MPOAYKUMYU NpoussefieHa (BK/IKYAA YHAaKOBKY (MapKMPOBKY) M KOHTPO/Ib KayecTBa) Ha BBILIEYKAa3aHHOM
TNpOU3BOJCTBEHHOM M/IOMWAAKe (MIOLAlKaX) B MOMHOM COOTBETCTBMM ¢ TpeGoBaHuamu IIpaBum Hammexaniei
NpOM3BOJCTBEHHOM NpakTMKM EBpasuiickoro 9KOHOMMYECKOTO CO03a M TpeGOBaHMAMU KOHTPO/NS KayecTsa
TIEKapCTBEHHBIX CPEACTB, a TAKXKe B COOTBETCTBMM CO CHEIMPMKALUMAMY, CONEPXKAIMMUCA B PErUCTPALIMOHHOM
Aocbe. 3amMCH TIO TIPOM3BOACTBY, YIIAKOBKE M aHANM3Y NPOBEPEHbl, M YCTAHOBIEHO MX COOTBETCTBUE
TpeGosanuam [Ipasun Hapyiexauleit TPOM3BOACTBEHHO! PaKTHKy EBPasuitckoro SKOHOMUYECKOTO COI03a.

Ynonnomoyennoe mamo  Pykosopurens OOK npoussopctsa, 3opuna A.H. OOV

HomxHocts, PUO, nognuck > i

Hara 29.01.2024

Kon opmbi: COM.QA.002.001




AstraZeneca(%

HaumeHoBaHue npogykTa:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas obn.,

Boposckuii paitoH, aepesHs JobGpuko,
1-bii BocTOuHLIA Npoean, snageHue 8
Ten. +7 (48438) 2 61 00

dakc +7 (48438) 2 61 09
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«®dopcura, TabneTku, NokpbiTbie NNéHOYHOH o6onoukoi, 10 mry, Ne 30

Homep cepum: 8481223
KonuuyecTtBo B cepuu: 13222 yn.
[ara npouasoacrea: 12.2023
logeH po: 11.2026

WcnbiTanua nponsseneHs B
COOTBETCTBUM C:

HA M 002596-210814 «®opcura, TabneTtky, NOKpbITLIE NNEHOYHOH
o6onou4koi, 5 mr, 10 Mr».

Mam.Ne1 ot 29.06.2015 r. (J1M 002596-290615); N3m.Ne2 ot 12.08.2016 .
(1111 002596-120816); Nam.Ne3 ot 06.02.2017 r. (1M 002596-060217);
Wam.Ne4 ot 28.07.2017 r. (/1N 002596-280717); Uam.Ne5 ot 14.08.2018 .
(1 002596-140818); Nam.Ne6 ot 19.08.2019 r. (11N 002596-190819);
Mam.Ne7 ot 25.06.2019 r. (11N 002596-250619); Yam.Ne8 ot 23.06.2020 r.
(11 002596-230620); Mam.Ne9 ot 14.02.2020 r. (11N 002596-140220);
Wam.Ne10 ot 16.03.2022 r. (J1MN 002596-160322).

Nara HaumeHoBaHue nokasatenei

TpebGoBaHns HOpMaTMBHOM

Pe3ynbTatbl UCnbiTaHUA

MCNbITaHNIA OOKyMeHTaLum

10.01.2024 - CootBeTcTBYET

19.01.2024

PomBoBuaHble ABOAKOBLINYKNbie
TabneTku, NOKPbITLIE NNEHOYHON
ofono4kon XEénToro yeeTa, ¢
rpaBupoBkoi «10» Ha 0QHOI CTOPOHE U
«1428» Ha ApYron cTopoHe

Onucanue

MNMoanuHHOCTL MoaTeepxaeHa

Bpems yaepXMBaHus OCHOBHOrO NuKa
Ha XpPOMaTorpamMmmMe UCMbITYEMOro
pacTeopa [OMKHO COOTBETCTBOBaThL
BPEMEHU YAEPKUBAHNA NK1Ka
fanarnudgnoanHa Ha xpomaTorpamme

pacTeopa cTaHgapTHoro o6pa3sua

He 6onee 12 CooTteeTtcTByeT
MUHYT B
aueTaTtHoM
6ydepHom
pacTteope, pH 4,5, B i
npu Temnepartype o A
37 °C {ir_‘:;/, NG,

Pacnagaemoctb Hopmbl

MakcumansHoe CootBetcTByET
Bpems HAO

\!
pacnagaemocTv !\\ :

113



Lara HaumeHoBaHue nokazarenem TpeGoBaHus HOpMaTUBHOM PeaynbTarbl ucnbITaHuii
WUCNbITaHWA DOKyMeHTauumn
PopgcteeHHble npumecu Mpumecwn He 6onee 0,4 % 0.0%
BMS-639432
Nw6oii gpyrow He Gonee 0,2 % 0.1%
eaANHUYHON
npumecu
Cymmbl He Gonee 0,9 % 0.1%
npumecen
Boga He 6onee 5,4% 37 %
OaHopoaHOCTL A03UPOBaHUSA Kputepwia CootsetcTByeT 1.9
NPUEMITEMOCTH, HO
AV
Hopmbi Ons 10 TabneTok CootBercrByeT
AV < 15,0 unu
Ons 30 tabneTok
AV < 15,0 npu
ycnosuu, yto 0,75
M<xi<125M
KonuyectBenHoe onpepenenue| % ot OT1 90,0 go 110,0 98.3 %
3asiBNEeHHOro %
KonuyecTea
Mmr B Tabnetke 019,0 go 11,0 9.8 mr/Tab.
mr/Tabnetka
YnakoBka Mo 10 rabnetok B Gnucrepe u3 CootBetcTBYET
aniomMuHneBon onbru; no-3 6nucrepa
C UHCTPYKLMEN NO NPUMEHEHUIo B
KapTOHHOW Nayke ¢ KOHTPONEM NepBoro
BCKPbITKA
Mapkupoeka CootsetctByet H* CootsetcTByeT™
XpaHeHne Mpu Temnepatype He Bbiwe 30 °C CootBeTcTBYET
Cpok rogHocTH 3roga CootsetcTByET

* Tpeboanus HI ans nokazatens «MapKMpoBKa»:

Ha pycckom sisbike ykasaHo:

1) MNepeuyHan ynakoBka nekapcTeeHHOro npenapara

Ha 6nucrepe:

TOpProBoe HaumMeHoBaHue npenapara «®Popcura», MexayHapoAHOe HernaTeHTOBaHHOe HaUMEHOBaHue,
AO3MPOBKA, nekapcTBeHHas (POpMa, COKPALEHHOE HaUMEHOBaHWE IPUAMYECKOTO NWLA, Ha MMS
KOTOpPOro BbIJAHO PEerMcTpauuoHHOEe YAOCTOBEPEHWe, Ha AHrMUIACKOM S3bike (AstraZeneca) HOMep
cepuu, rogeH ao. S GBETC
[ononHUTENBHO MOTYT HAHOCHUTBLCA 3aBOACKUE TEXHONOMMYECKUE KOabI. o N
2) BropuuHas ynakoska 2 ;
Ha kapToHHOI nauke: {
TOproBoe HauMeHoBaHwe npenapata «dopcurar», MexayHapooHoe HenaTeHTqaauHoe Hameﬂuaa ne,
nekapcTeeHHas (hopma, 4O3MPOBKa, KONMYECTBO TAbNeToK B ynakoske, .qemcmyhoﬂme BELIECTBO ¥ afo
copepxaHwe B oaHOW Tabnetke, cnocob npUMEHeHWs, npeaynpeavTenbHbIe W CWWT
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3aknioyeHue:

[omkHoCTL

PykoBoauTene 0TAena KOHTPONs kayecTea Axkumosa C.B.

nakTosy», «XpaHuTb B HEJOCTYNHOM ONA AETen MecTe», YCNoBWA OTNyCcka, HaumeHOBaHMe W CcTpaHa
I0PUAMYECKOro NMLA, Ha MMA KOTOPOro BblAaHO perucTpauMoHHOe yOOoCTOBepeHue, HavMeHoBaHwe,
nonHelid agpec, TeneoH U akc pupMbi-NPOU3BOANTENS, HOMEP PerMCTPaLMOHHOrO YAOCTOBEPEHUSA,
YCNOBMA XpaHeHWA, NoroTun KpUAMYECKOro fiMya, Ha MM KOTOPOrO BbiAAHO PEerucTpauuoHHoe
YAOCTOBEPEHWE, HA aHrnuitickom ssbike (AstraZeneca), Homep cepvu, Aata NPOW3BOACTBA, FOAEH A0,
WwTpKux-kog, «Popcura - TOBApHLIA 3HaK, COBCTBEHHOCTb rPyNnbl KOMMaHui AcTpa3eHeka», 3HaK
KonupanTa KOMMaHun.

[ononHuTensHO MOFYT HAHOCWUTBCA CPEeAcTBa WMAEHTUMKALMM  NEeKapcTBEHHOro  npenaparta
(rnoBanbHbI MAEHTU(UKALMOHHBI HOMEP TOProBOW eAWHULbI U MHAMBUAYANbHLIA CepUiHBIA HOMep
BTOPWYHOM (NOTpeBuUTenbCKOM) ynakoBkM AyOGnupyloTcsa B BUAE YMTAEMOro nNevyaTHoro Tekcta) u apyrue
TeXHUYeckme /MHopMaunoHHBIE KOAbI.

** PesynbTtat no nokasarenio «Mapkuposka»:

1) MepBUYHaA ynakoBKa nekapcTBeHHOro npenapara

Ha Gnucrepe:

TOproBoe HauMeHoBaHue npenapata «Popcura», MexayHapoaHOoe HenaTeHTOBaHHOE HauMeHoBaHue,
A03UpOBKa, nekapcTBeHHas opMa, COKpalleHHOe HauMEeHOBaHWe puaUYeckoro nuua, Ha uMms
KOTOPOro BblJaHO pErucTpauuoHHOe YAOCTOBEpeHMe, Ha aHrmUIACKoM s3bike (AstraZeneca), Homep
Cepuu, rogeH Jo.

HaHeceHbl 3aBoAckue TEXHONOrnYeCcK1e Koabi.

2) BropuyHas ynakoBka

Ha kapToHHOi navke:

TOpProBoe HauMeHoBaHwe npenapata «Popcura», MexayHapoaHoe HenaTeHTOBaHHOE HauMeHOBaHue,
nekapcTeeHHas copma, AO3MPOBKa, KONMYECTBO TabneTok B yNakoBKe, AeACTByLee BELeCTBO U ero
cofjepxaHue B ofHoit TabneTke, cnoco® npumeHeHus, npegynpeauTenbHble Haanucu: «CoaepxuT
naxkTosy», «XpaHuTb B HEAOCTYNHOM ANSA AeTeil MecTe», YCNOBWA OTMNYyCKa, HAaMMEHOBaHWe W CTpaHa
HOPUANYECKOrO NWUUA, HA WMA KOTOPOro BbiAAHO PErucTpauuoHHOE YAOCTOBEpeHWe, HauMmeHoBaHue,
NonHblA appec, TenedoH K akc upMbl-NPOU3BOAUTENS, HOMEP PEeriCTPaLMOHHOMo YAOCTOBEPEHUs,
YCNOBUA XpaHeHusi, NoroTun pUAWYECKOro nuua, Ha WMSA KOTOPOro BbIAAHO pPerucTpauuMoHHOE
yAoCTOBEPEHMWE, Ha aHMMUIACKOM ssbike (AstraZeneca), HOMep cepuM, AaTta NpOW3BOACTBA, MoAeH A0,
WTPUX-Kod, «dPopcura - TOBapHblii 3HaK, coBCTBEHHOCTb rpynnbl KOMnaHud AcTpaldeHeka», 3Hak
KonupanTa KoMnaHuu.

HaHeceHbl cpeacTsa MaeHTUUKaLMK NekapcTBeHHOro npenapara (rnobanbHblii UAEHTUUKALMOHHGIA
HOMEp TOProBoW eAnHULbI U UHAMBUAYANbHBIA CEPUtHBIA HOMEP BTOPUYHOW (NOTpebuTenbCKom)
ynakoBku Ay6nupyroTcs B BUAE YMTaemMoro NeYaTHoro Tekcra) U Apyrue TexXHu4eckue /MHpopMaLuoHHble
KoAbl.

Mpenapat «®opcura, TabneTky, NOKPbITLIE NNEHOYHON oBono4ykoid, 10 mr», Ne 30 cepum 8481223
cooTBeTCcTBYeT TpeboBaHuam

HO 1M 002596-210814 «®opcura, Tabnetku, NOKpbITbie NNEHOYHON o6onoykon, 5 mr, 10 Mr».
Mam.Ne1 ot 29.06.2015 r. (JIM 002596-290615); Mam.Ne2 ot 12.08.2016 r. (1M 002596-120816);
Mam.Ne3 ot 06.02.2017 r. (JIN 002596-060217); Nam.Ned ot 28.07.2017 r. (11N 002596-280717);
M3m.Ne5 ot 14.08.2018 r. (111 002596-140818); Mam.Ne6 ot 19.08.2019 r. (J11 002596-190819);
Mam.Ne7 ot 25.06.2019 r. (JIM 002596-250619); Mam.Ne8 ot 23.06.2020 r. (1N 002596-230620);
Mam.Ne9 ot 14.02.2020 r. (111N 002596-140220); Nam.Ne10 ot 16.03.2022 r. (1M 00259

b
oo 19 fiHB 2024
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