AstraZeneca@

Ceprudukar cepun 1eKapCTBEHHOIO cpeacrsa Ne

Toprosoe HauMeHOBaHME
MHH

JlekapcTBeHHas popMa
Hosuposka

{opma BbIycKa

Crpana umnoprep

Howmep u jaTa perncrpamoHHOro
YAOCTOBEpEeHUsA

Homep HOpMaTHBHOI JOKYMeHTaLUK
Kop npopyxTa

Homep cepun

Howmep cepun in bulk

O6bém cepun

JlaTta mpoussopicTBa

Topen mo

Howmep ceprudukara ananmsa

Haspanue, ajipec u Homepa
NUILIEH3UI BCeX
MPOM3BOJCTBEHHBIX IIOLIALOK

(c ykasanmem crapmit
TIPOM3BOJCTBA), MECT IPOBEJCHMUA
KOHTPO/IA Ka4yecTBa u
cepTH(UKATHI COOTBETCTBHUA
TpeboBaHMAM NPABU/ HaJlIeXKAILEel
TPOMU3BOJICTBEHHOM MTPAKTHKY
EA3C pna Bcex niomamoxk

Kon dopmur: COM.QA.002.001

000 «Acrpa3eneka Mugactpus»
249020, Kanyxckas o6,

Boposckuit paiton, nepesns Jobpuno,
1-b1it BocTo4HBI! NIpoe3, BAafenue 8

40000370766

Dopcura

Hanarmadnosun

TabeTKM, IOKPhITHIE IVIEHOYHO 060M0YKOI
10 Mr

Tab/eTKN, MOKPBITHIE MIeHOYHOM obomoukoi, 10 mr (6micrep)
10 x 3 (mayka KapToHHas)

Poccuiickaa ®Qenepauusa

JI[1-002596 pmata permcrpauuu: 21.08.2014, nara BHeceHuA
usmeHenuit B PY 16.03.2022

JIT1 002596-210814 (M3m. Nel-Ne10)
100012522
8491223
12251
13203 ¥1I
12.2023
11.2026
62 ot 19.01.2024

[TpouseoguTtens (Bce cTagyuy MpoM3BOACTBA) M BBITYCKAIOLIMIA
koHTponb kavecTBa: 000 "Actpa3eneka Mupactpus", Poccus,
249020, Kamyxckas o61., paiton Boposckuit, ji. Jlo6puro,
npoesp 1-it Bocrounsrit, Bj. 8

J1012-00102-77/00010366

GMP/EAEU/RU/ 00410-2022



000 «Acrpa3eneka Minpacrpusy»
249020, Kamyxckas o6n.,

AstraZeneca% Boposckuit paiton, fepesus Jlo6puso,

1-s1it BocTounstit npoesn, pnagenme 8

Ceprudukar cepun nekapcrBeHHoro cpegcrsa Ne 40000370766

Hacroamum a noprsepskmaio, 4To npuBefeHHas Bblie MHQOpMaua ABAAETCA JOCTOBEPHON M TOYHOM. JTa
cepusA NMPOAYKLMM Mpou3BefieHa (BKMIOYAA YNaKOBKY (MapKMPOBKY) M KOHTPO/Jb Ka4yecTBa) Ha BbIIIEYKa3aHHOM
MPOM3BOJCTBEHHON Momajke (TIOMafKkax) B MOMHOM COOTBeTcTBMM C TpeboBanmsmu [IpaBun Hammexaugeit
NIPOMSBOJCTBEHHOM NpakTHKK EBPasuilCKOro 3KOHOMMYECKOTO COI03a M TpeGOBaHMAMM KOHTPOIA KauecTBa
JIeKapCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBUMM CO CrelMpMKALMAMM, COREPKALIMMMUCA B PErMCTPALMOHHOM
Aocbe. 3amMcM TO TNPOM3BOJACTBY, YNAKOBKE U QHAIM3y NPOBEPEHBI, M YCTAHOBAEHO WX COOTBETCTBIE
Tpe6oBanuam [lpasun Hajexaneit IPOMSBOACTBEHHO PaKTUKYM EBPasuifckoro 3KOHOMMYECKOTO COI03a.

Ynonnomouennoe mmo  Pykosogurens OOK npoussogcrsa, 3opuna A.H. %
Homxwocts, MO, nognuce } —

Hara 29.01.2024
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AstraZeneca%

HaumeHoBaHue npogykra:

Homep cepun:
KonuyectBo B cepuu:
Harta npousBogcrsa:

MNogeH po:

WcnbiTaHus npousseneHsl B
COOTBETCTBMM C:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas obn.,

BopoBckuii paiioH, AepesHa [obpuHo,
1-blii BocTouHbBINA Npoeas, BnageHune 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 2 61 09

CEPTUOUKAT AHAJIU3A Ne 62

«®opcura, TabneTku, NOKpbiTbie NNéHoYHOW 06ono4koi, 10 mr», Ne 30

8491223

13203 yn.
12.2023

11.2026

HO NN 002596-210814 «®opcura, TabneTky, NOKPbLITLIE MNEHOYHOW
oGonouykon, 5 mr, 10 mry».

Mam.Ne1 ot 29.06.2015 r. (JTIN 002596-290615); Uam.Ne2 ot 12.08.2016 .
(NN 002596-120816); Mam.Ne3 ot 06.02.2017 r. (TN 002596-060217);
Wam.Ne4 ot 28.07.2017 r. (J1MN 002596-280717); WNam.Ne5 ot 14.08.2018 r.
(NN 002596-140818); Mam.Ne6 ot 19.08.2019 r. (/1M 002596-190819);
Mam.Ne7 ot 25.06.2019 r. (JTN 002596-250619); N3am.Ne8 ot 23.06.2020 .
(NN 002596-230620); Mam.Ne9 ot 14.02.2020 r. (NN 002596-140220);
Mam.Ne10 ot 16.03.2022 r. (J11N 002596-160322).

[Lara HaumeHoBaHue nokasarenei TpeGoBaHusa HOPpMaTUBHOM PeaynbTarbl UCMLITAHMIA

WUCNbLITaHWA

AOKyMeHTaLun

10.01.2024 - | OnucaHue
19.01.2024

PomboBunaHble BOSAKOBLINYKNbIE CooteetciByer
TabneTku, NOKPbITbIEe NIEHOYHOW
oBonoykon XEénToro LUBeTa, ¢
rpaBupoBKoi «10» Ha oHOI CTOPOHE K
«1428» Ha Opyrov CTOPOHe

MoanuHHoCTB Bpems yaepXveaHus OCHOBHOIO NWKa MoaTeepxaeHa
Ha XxpomaTtorpamMe UcnbITyeMoro
pacTBopa [OMKHO COOTBETCTBOBATL
BpEeMeHW YAepXuUBaHWA Nuka
AanarnngnosnHa Ha xpomatorpamme
pacTBopa craHgapTHoro obpasua
PacnapnaemocTb HopMbl He 6onee 12 CootBeTtcTBYET
MUHYT B
aueraTHOM
BycepHom
pacteope, pH 4,5,
npv Temneparype
37 °C
MakcumansHoe CootsetcTayeT / 4 MUH.
Bpems HAO )
pacnafgaemMocTu
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[ara HaumeHoBaHWe nokasaTtenen TpeboBaHus HOpMaTUBHOW PeaynbTaTsl UCMLITAHWA
ucnbiTaHW AOKYMeHTaLuu
PopcreeHHbie npumecu Mpumeck He 6onee 0,4 % 0.0%
BMS-639432
ToBoii gpyrow He Gonee 0,2 % 01%
eANHUYHON
npumecu
Cymmbl He Gonee 0,9 % 0.1%
npumecen
Bopa He 6onee 5,4% ‘ 3.6%
OpHOpOAHOCTL A403UPOBAHMNS Kputepwuit CooreeTtcTBYET 2.5
NPUEMIIEMOCTH, HO
AV
Hopmbl Ons 10 Tabnetok CootseTcTBYET
AV < 15,0 unmn
Ona 30 TabneTok
AV < 15,0 npu
ycnosuu, 4yto 0,75
M<xi<125M
KonuyectBeHHoe onpegenexune| % ot 07190,0 oo 110,0 99.1 %
3anBMNEHHOIO %
KOonuyecTea
Mr B TabneTtke 019,000 11,0 9.9 mr/Tab.
mr/Tabnetka
YnakoBka Mo 10 Tabnetok B 6GnucTepe 13 CootsercrByer
anioMmuHueBow conbru; no 3 Gnuctepa
C UHCTPYKUWEN MO NPUMEHEHWIO B
KapTOHHOIA NaYke C KOHTPONIEM NEepBOro
BCKPLITUSA
Mapkupogka CoortsetctByet H* CootBercTByeT™™
XpaHeHue Mpu Temnepatype He Bbiwe 30 °C CootBetcTByET
Cpok rogHocTH 3 ropa CooteetcTByeT

* TpeboBanusa HI ons nokasatens «MapkMpoBka»:

Ha pycckom s3bike ykasaHo:

1) NepBuyHan ynakoBka nekapcTBeHHOro npenapara

Ha 6nucrepe:

TOpProBoe HavMeHoBaHwe npenaparta «Popcura», MexagyHapoAHoe HenaTeHTOBaHHOEe HauMeHOBaHWe,
A03MpOBKa, nekapcTBeHHas (popma, COKpaleHHOe HauMeHOBaHWe KOPMAMYECKOro Nuua, Ha WMs
KOTOPOro BbIAAHO PEerMcTpaLMoHHOe YAOCTOBEPEHWE, Ha aHIMMIACKOM Si3blKe: "(Aé.t;aZeneca), HOMep
cepuu, rofieH ao. S
JononHuTensHO MOryT HAHOCUTLCA 3aBOACKUE TEXHONOTUYECKME KOfb.

2) BropuyHas ynakoeka (
Ha kapToHHO# nadke: \ - .
TOproBoe HauMeHoBaHWe npenapara «Popcura», MexayHapoaHoe HenaTeHTOBaHHOE HanmMeHoBaHue,
nekapcTeeHHas (hopma, A03NPOBKa, KONMYECTBO TabneTok B ynakoske, AeiCTayiowee Beu;ec‘rﬁo u ero
cofepxaHMe B OfHoii Tabnetke, crnocob NpUMeHeHWs, npeaynpeauTesnbHbie HagaucH: «CoaepuT
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3aknoyeHue:

HomxHocTb

PykoBogutenb oTaena KOHTPOns KavecTtea Axumosa C.B.

nakTosy», «XpaHWTb B HEOOCTYMHOM ANA AETel MecTe», YCroBMA OTMyCka, HauMeHOBaHWe U CTpaHa
IOPMOMYECKOrO NWLA, HA8 MMA KOTOPOro BbiAaHO PerMcTpauuoHHOEe YAOCTOBEpeHWe, HauMmeHoBaHue,
nonHbliA agpec, TenedoH 1 akc UPMbI-NPOU3BOAUTENSA, HOMED PErucTPaLMoOHHOro YA0CTOBEPEeHMs,
YCMOBWA XPaHEHUsl, NOroTWM KOPUANYECKOTO Nuua, Ha WMS KOTOPOTO BbiAAHO pEerucTpauvoHHOe
YAOCTOBEpEHME, Ha aHrnuitckom ssblke (AstraZeneca), Homep cepuu, fara Npou3BOACTBA, roAeH Ao,
WwTpux-kog, «Popcura - TOBApHbIA 3HaK, COBGCTBEHHOCTb rPynnbl KOMMaHwi AcTpadeHeka», 3HaK
KonupaWTa KOMMaHuw.

[JononHUTEnbHO MOFYT HAHOCWUTLCA CpPefcTBa MAEeHTU(MKaUWMM NeKapcTBEHHOro npenapara
(rnobanbHblil MOEHTUUKALMOHHLIA HOMEP TOProBOW eAMHULbl W MHAMBMAYaNbHbIA CepUHbIA HOMep
BTOPWYHOI (NOTPeBUTENbCKOI) YNnakoBku AyGnupyloTcs B BU4E YMTAeMOro neyaTHoro Tekcra) u apyrue
TexHu4yeckue /MHpopMaLMOHHbIE KOObI.

** PeayneTaT no nokasartento «MapkupoBkay:

1) MNepBuuHan ynakoBKa fieKapcTBeHHOro nNpenaparta

Ha Gnucrepe:

TOProBoe HauMeHoBaHwe npenapata «Popcura», MexayHapogHoe HenaTeHTOBaHHOe HalMeHOBaHuwe,
[03MpOBKa, nekapcTBeHHas popma, COKpalleHHoe HauWMeHOBaHue PUAWYECKOro nuua, Ha wums
KOTOPOro BbIAAHO PErucTPaLMOHHOE YAOCTOBEPEHUe, Ha aHrnmuinckom asbike (AstraZeneca), Homep
cepuu, rogeH Jo.

HaHeceHbl 3aBOACKWE TEXHONOMMYECKUE KOAbI.

2) BropuyHas ynakoBKa

Ha kapToHHOI navke:

TOProBoe HaumeHoBaHue npenapara «Popcura», MeXayHapogHoe HenaTeHToBaHHOe HauMeHoBaHue,
nekapcTeeHHas copma, AO3MPOBKa, KONMMHYECTBO TabneTok B ynakoske, AeiCTByloLlee BELeCTBO W ero
cogepxaHue B oaHou TabneTtke, cnocob npuMeHeHus, npeaynpeauTenbHble Hagnucu: «CopepxuT
nakTosy», «XpaHUTb B HEAOCTYNHOM ANSA AETeid mecTe», YCNOBWUA OTNycka, HauMeHOBaHMEe M cTpaHa
IOPUAWYECKOro Nnula, Ha MMsS KOTOPOro BblJaHO perucTpauuoHHoe yAoCTOBEepeHue, HauMeHoBaHue,
nonHbiA agpec, TenedoH u dakc upMbl-NPoOUsBOAUTENS, HOMEP PErMCTPaLMOHHOMO YAOCTOBEPEHWS,
YCNOBUA XPaHEeHWsi, NOroTurn pUaWYecKoro nuua, Ha WMA KOTOpPOro BblAaHO perucTpauuoHHoe
yOocToBepeHue, Ha aHrnvinckom s3bike (AstraZeneca), HOMep CepuM, Aata Npows3BOACTBa, roAeH Ao,
WTpUx-kof, «dopcura - TOBapHbLIA 3HAK, COBCTBEHHOCTL rpynnbl KOMMNaHwit AcTtpaldeHeka», 3HaK
KOnupauTa KoMnaHuu.

HaHeceHbl cpeacTsa uaeHTugmKaumMm nekapcTBeHHoro npenapara (rmobanbHblil uaAeHTUPUKaLMOHHbIR
HOMEp TOProBO eANUHULEI U MHANBUAYANBHbIA CEPUiiHBLIA HOMEP BTOPUYHOI (NoTpebuTensbCKoi)
ynakoeku AyGnupyoTca B BUAE YATAEMOro NeYaTHOro TeKCTa) U Apyrue TexXHMYeckne /MHpopMaLMoHHble
KoAbl.

Mpenapat «®opcura, TabneTky, NOKpbITbIe NNEHOYHOI 06onoykoi, 10 mr», Ne 30 cepun 8491223
CoOTBETCTBYET TpeGoBaHUAM

HA NN 002596-210814 «®opcura, TabneTtku, NOKpbITbIe NNEHOYHOW 060noYkor, 5 mr, 10 Mrx.
WMam.Ne1 ot 29.06.2015 r. (J11 002596-290615); Mam.Ne2 ot 12.08.2016 r. (/1N 002596-120816);
M3m.Ne3 ot 06.02.2017 r. (/11 002596-060217); WUam.Ned ot 28.07.2017 r. (/11N 002596-280717);
Wam.Ne5 ot 14.08.2018 r. (1N 002596-140818); Nam.Ne6 ot 19.08.2019 r. (11 002596-190819);
Wam.Ne7 ot 25.06.2019 r. (1M 002596-250619); WU3m.Ne8 ot 23.06.2020 r. (/11N 002596-230620),
M3m.Ne9 ot 14.02.2020 r. (/1M 002596-140220); Nam.Ne10 ot 16.03.2022 r. (J11 002596-160322).

19 fiHB 2024
L7le)
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