AstraZeneca@

CepTunduxar cepum 1eKapCcTBeHHOTo cpencrBa Ne

TOpI‘OBOC HaMMEHOBaHME
MHH

JlekapcTBennas popma
Hosuposka

Q®opma BbINTycKa

Crpana umnoprep

HDMCP M faTa pErMCcTpallMOHHOrO
YAOCTOBEpEHUA

Homep HOpMaTHBHOJM JOKYMeHTaL[MK
Kop npomykra

Homep cepun

Homep cepun in bulk

O6Bém cepun

Jara npoussoacTBa

Topen mo

Homep ceptudmkara ananusa

Hassanmue, apec u HoMepa
TUIEH3UN BCeX
NPOM3BOACTBEHHBIX TUIOLIA/IOK

(c ykasaHueM cTafmii
NPOM3BOJICTBA), MECT IPOBEJEHNUA
KOHTPO/IA Ka4yecTBa M
cepTUPUKATBI COOTBETCTBUA
TpebOBaHMAM MPABWIT HAJyIeXKaulen
MIPOM3BOJCTBEHHOM NPAKTHKK
EA3C nna Bcex nmoujafok

Kog popmsr: COM.QA.002.001

000 «Acrpa3enexa Mupgactpus»

249020, Kamysxckas o6,

Boposckmuit paiton, fepepnsa [lo6puno,
1-biit BocTounbii npoesn, Bnagenue 8

40000370440

®opcura

HNanarmudnosun

Tab/eTKM, MOKPBITHIE IVIEHOYHOM 060I0YKOI
10 mr

TabneTKku, MOKPBIThIE IUIeHOYHOM obomoukoit, 10 mr (6muctep)
10 x 3 (mayxa KapTOHHas)

Poccuiickaa @epepanna
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[Tpoussopurens (Bce crajmu npousBOACTBa) M BBITYCKAOUMIA
koHTponb kayectsa: OO0 "Acrpa3eneka Mupactpus”, Poccus,
249020, Kanyxckas 06:1., paiton bopoeckuit, i. Jlo6puHo,
npoesp 1-it Bocrounsiit, Baj. 8
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000 «Actpa3eneka Vinpactpusy»
249020, Kamyxckas o6,

AStrazeneca@ Boposckmit paiton, gepesns Jobpuso,

1-biit BocTounblit mpoesy, Bragerue §

Cepruduxar cepumu neKapcTBeHHOro cpeacrsa Ne 40000370440

Hacroamum s mopTeepkpan, 4T0 NpMBefeHHas Bbille uHdopMaLua ABNAETCA NOCTOBEPHONM M TOYHOM. ITa
CepUA MPOAYKUMM NpOusBeleHa (BKIWYaA YNaKOBKY (MAPKMPOBKY) M KOHTPO/b KauyecTBa) Ha BBIIIEYKAa3aHHOM
NPOM3SBOACTBEHHOM MUIOWaAKe (M/IOMANKaX) B TOMHOM COOTBeTCTBMM ¢ TpeboBanmamu IlpaBmwn Hagmexamies
NPOU3BOACTBEHHOM NpPaKTHKM EBpasuitcKoro IKOHOMMYECKOTO CO103a M TpefOBaHMAMYM KOHTPONA KauecTBa
JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKe B COOTBETCTBMYM CO CTIeLMPUKALNAMY, COAEPKAMMMUCA B PErUCTPALIMOHHOM
focbe. 3anMcu TO NPOMSBOLCTBY, YHNAKOBKE M aHAIU3y OpOBepeHbl, M YCTAHOB/IEHO MX COOTBETCTBUE
Tpebosarnam [IpaBun Hagnexaulelt IPOM3BOJCTBEHHON npakTUKK EBpasuifickoro sSKOHOMHYECKOTO COH03a.

Ynonnomouennoe muo  Pykosoaurens OOK u cobmopenns Tpebosanmit, lllepbenko T.A. / W Ta
Homxrocts, PUO, nognuce /J [/

Hara 29.01.2024

Kon dopmsi: COM.QA.002,001




AstraZeneca%

HaumeHoBaHue npoaykra:

Homep cepuu:
KonuuecTso B cepuu:
[ara npouasoacTtea:

lopeH po:

McnbiTaHusa nponsseneHbl B
COOTBETCTBMM C:

000 «AcTpa3eHeka WHpacTpua»
249020, Kanyxckan o6n.,

Boposckuii painoH, aepeBHA [oGpuHo,
1-bi BOCTOuHEIA Npoesy, BnaaeHue 8
Ten. +7 (48438) 2 61 00

dakc +7 (48438) 261 09

CEPTUOUKAT AHAJTU3A Ne 56

«®opcura, TabneTkn, NOKpbITHe NNéHOYHOK oBonoukoi, 10 Mr», Ne 30

8441223
13313 yn.
12.2023

11.2026

HO N 002596-210814 «®opcura, TabneTku, NOKpbITbie NAEHOYHOM
obonoukoi, 5 mr, 10 Mr».

Mam.Ne1 ot 29.06.2015 r. (J11 002596-290615); N3am.Ne2 ot 12.08.2016 r.
(N 002596-120816); Nam.Ne3 ot 06.02.2017 r. (J11 002596-060217);
Nam.Ne4 ot 28.07.2017 r. (J11 002596-280717); Mam.Ne5 ot 14.08.2018 r.
(N1 002596-140818); Nam.Ne6 ot 19.08.2019 r. (J1IN 002596-190819);
Mam.Ne7 ot 25.06.2019 r. (JTN 002596-250619); N3m.Ne8 ot 23.06.2020 r.
(N 002596-230620); Nam.Ne9 ot 14.02.2020 r. (J1N 002596-140220);
Mam.Ne10 ot 16.03.2022 r. (/TN 002596-160322).

[ara HaumeHoBaHue nokasarenen TpeGoBanus HopMaTUBHOW PesynbTarthl CNbITAHWIA

UCNbITAHWUA

AOKyMeHTauuu

09.01.2024 - | OnucaHue
18.01.2024

PomGoBuaHbIe ABOSKOBLINYKIbIE CooteetcTByer
TabneTku, NOKpbITLIE NNEHOYHO
o6ono4Kkoi xénToro userta, ¢
rpaBupoBKov «10» Ha 04HOW CTOPOHE K
«1428» Ha Opyron cTopoHe

MognuHHOCTL

Bpemsi yaepKuBaHnWa OCHOBHOIO MuKa MoaTeepxaeHa
Ha XpoMaTorpaMme UCMbITYeMOoro
pacTeopa A0MKHO COOTBETCTBOBATh
BPEMEHW YAEPXUBaHWUS NuKa
aanarnudnosvHa Ha xpomarorpamme
pacTBopa cTaHgapTHoro obpasua

Pacnapgaemoctb

Hopwmbl He 6onee 12 CootsetcTByeT
MWHYT B
aueTaTHOM
6ycepHoMm
pactBope, pH 4,5,
npu Temneparype

37 °C
MakcumaneHoe CootBeTcTByeT | 4 MUH A\
BpeEMSA HO (51 ' \

pacnagaemocTu

1/3



[ara HaumeHoBaHue nokasarenew Tpe6osanus HopMaTUBHOM PeaynsTartbl UCNbITAHUMA
MCTIbITaHWIA OOKYMEeHTaL UK
PoacteeHHble npuMmecu Mpumecn He Gonee 0,4 % 0.0%
BMS-639432
IMoboii apyron He Gonee 0,2 % 0.1%
eANHNYHOR
npumecu
CymMMbl He Gonee 0,9 % 0.1%
npumecen
Bopa He Gonee 5,4% 35%
OpHOpoAHOCTL [403UPOBaHUSA Kpurepui CooteeTcTBYET 1.5
NpPUEMNEMOCTH, HA
AV
Hopmbl Ona 10 Tabnetok CooteetcTByeT
AV < 15,0 unu
Ansa 30 TabneTok
AV < 15,0 npu
ycnosuu, 4yto 0,75
M<xi<125M
KonuuyecteenHoe onpegenexune| % ot Ot 90,0 go 110,0 99.2 %
3asBNEHHOro %
Konv4ecTsa
Mmr B Tabnetke 019,080 11,0 9.9 mr/rab.
mr/Tabnertka
¥YnakoBka - Mo 10 Tabnetok B Gnuctepe ua CooteeTcTByET
anioMUHWEBOW donkry; no 3 Bnuctepa
C MHCTPYKUMWE NO NPUMEHEHMIO B
KapTOHHOW Nayke ¢ KOHTPOSiEM NepBoro
BCKpbITHSA
Mapkupoeka CootBetcTByet HO* CooreetctByeT™
XpaHeHnue Mpwn Temneparype He Boiwe 30 °C CoorseTcTByeT
Cpok rogHocTH 3ropa CootBetcTByeT

* Tpeboeauua HI ans nokasartens «MapKMpoBKay:

Ha pycckom asbike ykazaHo:

1) MNepBuyHas ynakoBka nekapcTBEHHOro npenapara

Ha 6nuctepe:

TOprosoe HaumeHoBaHue npenapara «Popcura», MexayHapoOHOEe HEenaTeHTOBaHHOe HauMeHOoBaHue,
A03VpoBKa, nekapcTBeHHasa (opMa, COKpalleHHOe HauMEeHOBaHWe PUOUYECKOro nuua, Ha WUMs
KOTOPOro Bbl4aHO PerucTpauymoHHoe YAOCTOBEPEeHWEe, Ha aHrMWUICKOM fi3blke (AstraZeneca) HOMep
cepuu, roaeH ao.
[ononHUTeNbHO MOTYT HAHOCUTBLCS! 3aBOACKME TEXHONOTUYECKUE KOAbI. WU Q :
2) BropuyHas ynakoeka NN
Ha kapToHHOW nauke: kanas \¢
TOproBoe HavMeHoBaHwe npenaparta «Popcura», MexayHapoaHoe Henareﬂ“roaauuae uan ieHol apne
nekapcTeeHHas ¢opma, [03upoBKa, KONMYECTBO TABneTok B ynakoske, J:Lequyl-ou;ee Bell g/r ero
cogepxaHve B ofHou Tabnetke, cnocob npuMeHeHwWs, npe.qynpenmenbume ﬁa,qnwcn «E’ogépx{ur
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3aknoyeHue:

[omkHoCcTb

PykoBoauTene oTAena KOHTPOns KavecTsa Axmumosa C.B.

NakKTosy», «XpaHuTb B HEAOCTYNHOM ANs AETEeN MecTe», YCroBuA OTnycka, HaumeHoBaHWe U CTpaHa
IOPUAMYECKOrO NMNLA, Ha MMS KOTOPOrO BblJAHO PEerucTpauuoHHoe yAOoCTOBepeHwue, HaumeHoBaHue,
nonHbIiA agpec, TenedoH 1 Gakc UPMbI-NPON3BOAUTENSA, HOMEP PErMCTPaLMOHHOMO yAOCTOBEPEHHS,
YCNOBUSI XPaHeHUsi, NOrOTWN HPUAMYECKOTO fvua, Ha WMMA KOTOPOro BbiAaHO PervcTpaumoHHoe
YAOCTOBEPEHWe, Ha aHrnuickoM Asbike (AstraZeneca), HOMep cepun, AaTa NPOWM3BOACTBA, roaeH Ao,
WTpUx-koa, «dopcura - TOBApHbIA 3HAK, COBCTBEHHOCTb Tpynnbl KOMnaHui AcTpadeHeka», 3HaK

KonupanTa KOMMaHuu.

JIONONHUTENbHO MOTYT HAHOCWMTLCS CPeAcTBa  MAeHTMGMKaUWKM  NeKapCTBEHHOro  npenaparta
(rnoBanbHbi MAEHTUMWKALUMOHHBIA HOMEP TOProBOM €AMHWULbLI U WHAMBUAYANbHLIA CEpUiiHBIA HOMEp
BTOPUYHOW (NOTPEBUTENLCKON) YNakoBk AyGNMpyloTCS B BUAE YMTAEMOro Ne4aTHoro TeKcTa) u apyrve
TexHu4eckune /MHPOopMaLMOHHLIE KOAbI.

** PeaynbTat no nokasartento «MapKMpoBKa»:

1) MepBuUYHas ynakoBKa NeKkapcTBEHHOro npenapara

Ha 6nucrepe:

TOProBOe HauMeHOoBaHWe npenaparta «dopcurar, MexayHapogHoe HenaTeHTOBaHHOe HauMeHoBaHwue,
[O3UpOBKa, NeKapcTBeHHas dopma, COKpalleHHOe HauMEHOBaHWe puAWYecKoro nuua, Ha ums
KOTOPOrO BbiJAHO PErucTpauMoOHHOE YAOCTOBEpeHue, Ha aHrnuilckoMm s3bike (AstraZeneca), Homep
cepuu, roaeH ao.

HaHeceHbl 3aBogcKue TEXHONOrMYeCKne Koabl.

2) BropuuHas ynakoBka

Ha kapToHHOW nayke:

TOProBOE HauMeHOBaHWe npenapara «Popcura», MEeXAyHapodHOe HenaTteHTOBaHHOEe HauMeHoBaHWe,
nekapcTBeHHas (hopma, A03MpOoBKa, Konu4ecTso TabneTok B ynakoeke, AeWCTBYIOLLee BELECTBO U ero
cogepxaHue B ogHou TabneTke, cnoco® npumeHeHws, npegdynpeauTenbHble Hagnucu: «CogepxuT
NakTosy», «XpaHuUTb B HEAOCTYNHOM ANS AETeid MecTe», YCNOBUSA OTNycKa, HauMeHOBaHWe W cTpaHa
OPUANYECKOrO NULIA, Ha UMA KOTOPOro BblAaHO PEerucTpauvoHHOe YOAOCTOBEpPEHWE, HauMeHOoBaHue,
nonHblid agpec, TenedoH U ake pUPMbI-NTPOU3BOAUTENS, HOMEP PerucTpauuoHHOrO yAOCTOBEpeHus,
YCNOBUA XpaHEHWA, NOroTUN PWAMYECKOTO NUUa, Ha MMA KOTOPOro BblAaHO perucTpauuoHHoe
yOOCTOBEpPEHUe, Ha aHrmuiickom asbike (AstraZeneca), HOMep cepun, Aara NpPOW3BOACTBA, roAeH Ao,
wrpux-koga, «dopcura - TOBapHbIA 3HAK, COBCTBEHHOCTb rPynnbl KOMNaHwiA AcTpadeHeka», 3HaK
KonupawnTa KoMnaHuu.

HaHeceHbl cpeacTBa uaeHTU(MKaLMK NekapcTBeHHoro npenapara (rnobanbHbiii NAEHTUPUKALUOHHbIR
HOMEp TOProBOW eauHULbl M MHAMBUAYANbHbIA CepuiiHbIiA HOMEep BTOPUYHOR (NoTpebuTenbLCKoMn)
ynakoBK1 AyOnupyoTcs B BUAE YATAEMOro NeYaTHoro TeKcTa) U Apyrue TexHu4yeckue /MHpopMaLuoHHble
Koabl.

Mpenapat «®opcura, TabneTkn, NOKpbIThie NNéHoYHoM obonoykon, 10 mr», Ne 30 cepun 8441223
COOTBETCTBYET TpeboBaHUAM

HI 1M 002596-210814 «®Popcura, Tabnetkn, NOKpbIThie NNéHo4HoI o6onoykoi, 5 Mr, 10 Mry».
Mam.Ne1 ot 29.06.2015 r. (NN 002596-290615); Uam.Ne2 ot 12.08.2016 r. (NN 002596-120816);
N3am.Ne3 ot 06.02.2017 r. (NN 002596-060217); Uam.Ne4 ot 28.07.2017 r. (111 002596-280717);
Nam.Ne5 ot 14.08.2018 r. (1M 002596-140818); Mam.Ne6 ot 19.08.2019 r. (/11 002596-190819);
Wam.Ne7 ot 25.06.2019 r. (1M 002596-250619); N3m.Ne8 ot 23.06.2020 r. (111 002596-230620);

®N0
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