AstraZeneca .~

CepTuduKaT cepum 1eKapCTBEHHOIO CpecTBa N

Toprosoe HauMeHOBaHMe
MHH

JlexapcTBenHasa gopma
Hosuposka

Gopma BbInyCcKa

Crpana umnoprep

Homep 1 gara perucrpalimoHHoro
YAOCTOBEpEHMA

Homep HOpMaTHBHOM AOKYMEHTALUM
Kop npopyxra

Homep cepun

Howmep cepmu in bulk

O6BéMm cepun

Jlata mpousBsozicTBa

l'ogen mo

Howmep cepruduxara ananusa

Hassanne, ajpec u Homepa
MTULIEH3UI BCexX
[IPOM3BOACTBEHHBIX TUIOLIAIOK

(c yxasanmuem craamit
IIPOM3BOJICTBA), MECT NIPOBeEleHNA
KOHTPO/IA Ka4yecTBa u
cepTU(MKATbl COOTBETCTBUSA
TpeOOBAHMAM NpaBUM Ha/IeXKallen
INPOM3BOACTBEHHOM MPAKTHKN
EASC m1a Bcex m1oiagok

Kon dopmui: COM.QA.002.001

00O «Acrtpa3enexa VHgacTpus»
249020, Kanyxckaa oba.,
Boposckuit paiion, nepesus [Jo6puno,

1-buit BocTounbli npoesy;, Bnanenye §

40000391214

Dopcura

Jlanarnudmnosun

TabeTKy, OKPBIThIE IVIEHOYHOM 060TOYKOI
10 mr

TabneTku, NMOKpPbIThIE IIeHOYHOM o6omoukoit, 10 mr (6nmctep)
10 x 3 (mauxa kapToHHas)

Poccwitckan Pepepanusa

JITT1-002596 para perucrpaumm: 21.08.2014, nata BHeceHus
usmenenni B PY 16.03.2022

JIIT 002596-210814 (M3m. Ne1-Ne10)
100012522

5760724

12904

13458 Y11

07.2024

06.2027
882 or 30.07.2024

[TpoussopuTens (Bce crapmy MpoM3BOACTBA) M BBITYCKAOMIMIA
koHTponb Kadecrsa: QOO "Acrpadenexa Mupactpus”, Poccus,
249020, Kamyxckas 061., paiton Boposckuit, 4. [lo6puno,
npoesp 1-it Boctounsiit, Bng. 8

J1012-00102-77/00010366

GMP/EAEU/RU/01350-2024




000 «Actpa3enexa Mugactpus»
249020, Kanyxckas obn.,
Boposcxuit paiton, nepess Jlo6puno,

AstraZeneca .-

1-piit BocTounslit npoesp, Branexue 8

Ceprudukar cepuu 1eKapcTBeHHOro cpegcrsa Ne 40000391214

Hacroammm A moATBepXkjjar0, 4TO TPUBeJEHHAs Bbillle WHQOPMAIUA ABNAETCA NOCTOBEPHON U TOYHOM. ITa
cepusa NPOAYKLMM Npou3BefieHa (BKIKYasA YNaKoBKy (MapKMpOBKY) M KOHTPO/b KayecTBa) Ha BbLIIIEYKa3aHHOMN
TIPOM3BOJICTBEHHOM IUIowaiKe (I/IOWAKaX) B [IOTHOM COOTBETCTBMM ¢ TpeboBammamu [IpaBun Harexamiei
NPOM3BOJCTBEHHON NpPakTHKM EBpasuiickoro sKoHOMMYECKOTO co0i03a M TpeGOBaHMAMM KOHTpPO/IA KadecTBa
JIEKAPCTBEHHBIX CPEJICTB, A TAKXKE B COOTBETCTBUU CO CHELMPUKALMAMY, COREPKAMMUCA B PETHCTPALMOHHOM
Aocbe. 3amMCH IO IIPOM3BOACTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, M YCTAHOBIEHO WX COOTBETCTBME
Tpeboanusam [IpaBun Hayrexaniei NPOU3BOACTBEHHOIM NpakTHKM EBpasiiickoro 3KOHOMUYECKOTO CO103a.

i
YnonnomovenHoe nuio  PykoBopmTeNnb OTAENa KOHTPONA KauecTBa, AkumMosa C.B. “‘%
Homxkuocrs, PUO, nognucs

Jlata 09.08.2024

Kon popmer: COM.QA.002.001




AstraZeneca .~

HaumeHoBaHue npogykra:

Homep cepum:

KonuuyectBo B cepuu:

[arta npounasogcrea:

lopeH pgo:

UcnbiTanus npou3eeieHbl B

COOTBETCTBUM C:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas o6n.,

Boposckuii paioH, gepesHa [oGpuHo,
1-biA BoCTOYHBIA Npoe3d, BnageHue 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 261 09

CEPTUOUKAT AHAJTU3A Ne 882

«®opcura, TabneTkn, NOKpbITIE NNéHoYHON 06onoykoid, 10 mr», Ne 30

5760724

13458 yn.
07.2024

06.2027

HO 1N 002596-210814 «®opcwura, TabneTku, NOKPbITLIE NNEHOYHON
obonoykoit, 5 mr, 10 Mry».

Mam.Ne1 ot 29.06.2015 r. (JIN 002596-290615); Nam.Ne2 ot 12.08.2016 r.
(NN 002596-120816); Nam.Ne3 ot 06.02.2017 r. (NN 002596-060217);
Mam.Ne4 ot 28.07.2017 r. (J11 002596-280717); WNam.Ne5 ot 14.08.2018 r.
(11 002596-140818); Nam.Ne6 ot 19.08.2019 r. (NN 002596-190819);
Mam.Ne7 ot 25.06.2019 r. (JIN 002596-250619); Nam.Ne8 oT 23.06.2020 r.
(111 002596-230620); WNam.Ne9 ot 14.02.2020 r. (NN 002596-140220);
M3am.Ne10 ot 16.03.2022 r. (JIN 002596-160322).

Hara
WMCNbITAHWUA

HaumeHoBaHWe nokasaTenewn

TpeGoBaHusi HOPMATHMBHOM
AOKyMEeHTaLuuun

PeaynbTathl MCnbiTaHui

26.07.2024 -
30.07.2024

Onucaxue

PombBoeuaHble ABOAKOBLINYKNbIE CooteetcTayer
TabneTku, NOKpbITbie NNEHOYHOMA
o060ono4Koin XeénToro useTa, ¢
rpasvpoBkoi «10» Ha O4HOR CTOPOHE K

«1428» Ha Apyrovi CTOpOHe

MopnuHHOCTL

Bpems yaepXMBaH1A OCHOBHOTO MKKa MoaTsepxaeHa
Ha XpoMartorpamme MCrbiTyemoro
pacTBopa JOMMKHO COOTBETCTBOBaThL
BpEMEeHU yaAepXUBaHUs NUKa
panarnudnoanHa Ha xpoMarorpamme

pacTeBopa CTaHaapTHoro obpasya

PacnagaemocTb

CootBeTtcTByeT

He Gonee 12
MWHYT B
aueTaTtHoM
6ycepHoM
pacTtBsope, pH 4,5,
npw Temneparype
37 °C

HopMmbi

MaxkcvmarnbHoe CooteetcTByeT
BpemMs HA
pacnagaemocTtu




Jara HawmeHoBaHwe nokasarenen TpebGoBaHWs HOPMaTUBHOW PeaynbTathl UCNbITAHWUIA
UCNbITaHWIA [OKYMEeHTaLuu
Bopa He 6onee 5,4% 34 %
OaHOpOgHOCTL 403UPOBAHUA Kputepuii CooteercTByeT 1.6
npUemMneMocTy, HAO
AV
Hopmbl Ons 10 Tabnetok CootBetcTByeT
AV < 15,0 unu
Ona 30 Tabnetok
AV < 15,0 npu
ycnosuu, uto 0,75
M<xi<125M
KonuyecteeHHoe onpegenexune| % ot O71 90,0 go 110,0 99.7 %
3a8BMNEHHOro %
Konn4yecTea
Mr 8 Tabnetke 079,080 11,0 10.0 mr/Ta6.
mr/Tabnetka
Ynakoeka Mo 10 rabnetok B Grninctepe u3 CootBeTtcTRYET
anomuHueBon onbry; Nno 3 6nmctepa
C UHCTPYKLWUER MO NPUMEHEHWIO B
KapTOHHOW Nayke ¢ KOHTPONeM nepeoro
BCKPbITUA
Mapkuposka Cooteetcreyet HO* CoorsetcrByeT™*
XpaHeHue Mpw Temnepartype He Bbiwe 30 °C CooteeTcTByeT
Cpok rogHocTH 3roga CootsetcTByeT

* TpeGoBanua HO ana nokasartena «MapkupoBKa»:

Ha pycckoM s3bike ykasaHo:

1) NepBuyHasn ynakoBka nekapcTBEHHOro npenapara
Ha bnucrepe:

TOProBOE HaMmeHoBaHwe npenapata «Popoura», MexgyHapogHOe HenaTeHTOBaHHOE HauMeHOBaHWe,
003MpOBKa, nekapcTBeHHas ¢opma, COKpalleHHOe HavMeHOBaHWe pPUOUYECKOro nuua, Ha ums
KOTOPOr0 BbiJaHO PerMcTpauyuoHHOE YAOCTOBEpeHWe, Ha aHrmuickoM nA3sbike (AstraZeneca), Homep
cepuu, rogeH / rogeH ao.

LononHnTensHo MOryT HAHOCUTLCA 3aBOACKUE TEXHOSOMMYECKME KOdbi.

2) BropuyHas ynakoska

Ha kapToHHOW nayke:

TOproBoe HavMeHoBaHue npenapara «®opcura», MeXxayHapoaHoe HenaTteHTOBaHHOe HauMeHOBaHwe,
NlekapcTBeHHas opma, 403MPoBKa, KONMYECTBO TabneTok B ynakoBke, AEWCTBYIOLLEE BELWECTBO U ero
cofepxaHue B ofHoOW TabneTtke, cnocob npuUMeHeHws, npegynpeauTensHble Hagnucn: «CogepxuT
nakroay», «XpaHuTb B HEJOCTYNHOM [ANs JeTel MecTe», YCNOoBUS OTNycKa, Haum

ycrosus XpaHeHMﬂ NOroTHN OPUOMYECKOro NWua, Ha WMS KOTOPOro B
YAOCTOBEPEHe, Ha aHrnMIACKOM s3bike (AstraZeneca), Homep cepuu, gara fp:
WTpux-kog, «®dopcura - TOBapHbLIA 3HaK, COBCTBEHHOCTb rpynnbl KOMMaH
KonupawTa KoMnaHuu.

[ononuutenbHo  MOryT  HaHOCMTBCA  CpeacTBa

CEPTUOUKAT AHAJTT3A Ne 882 2/3



3akniouyeHue:

LonxHocTb

Pykosogutens OOK v cobniogexuns Lep6erko T.A.

TpeboBaHui

(rnobankHbii MAEHTM(MKALMOHHBIA HOMEP TOProBON EOMHULbLI W MHOMBMAYANbHLIA CEPUAHLIA HOMep
BTOPUYHOM (NOTPeBUTENLCKON) ynakosku 4y6nvpyloTca B BUAE YMTAEMOrO NeYaTHOro TekcTa) u Apyrve
TeXHW4eckne /MHPOPMaLUOHHBIE KOAabI.

** PesyneTat no nokasartento «Mapkvposkan:

1) MepBUYHaA ynakoBKa NekapcTBEHHOro npenapara

Ha Gnucrepe:

TOProBOe HaumeHoBaHue npenapara «dopcura», MexayHapogHoe HenaTeHTOBaHHOEe HauMeHOBaHue,
AO3MPOBKA, INEeKapcTBeHHas (opma, COKpaljeHHOe HaMMEHOBaHWE IOPMAMYECKOro nvua, Ha WMS
KOTOPOro BbIAAHO PerucTpauvoHHOe yAOCTOBEpeHWe, Ha aHImWiAcKoMm ssbike (AstraZeneca), Homep
cepwu, rogeH ao.

HaHeceHbl 3aBoACKME TEXHONOMMYECKWE KOAbI.

2) BropuyHas ynakoeka

Ha kapToHHOW navke:

TOProBOE HaumeHoBaHWe npenapara «Popcura», MeXAyHapogHOe HENaTEHTOBaHHOE HavMEHOBaHWe,
nekapcTeeHHan (opma, A03MPOBKa, KONUYECTBO TabneTok B ynakoBKe, AedCTBYIOLlee BELIecTBO U ero
cofepxarue B ofHow TabneTke, cnoco® nNpuWMeHeHus, npegynpeauTencHble Hagnucu: «CogepxuT
nakTosy», «XpaHutb B HEAOCTYNHOM ANA [AETeid MecTe», YCNoBMA OTMyCKa, HaWMEHOBaHWe W CTpaHa
IOPUAKYECKOrO Nua, Ha WMMS KOTOPOro BblGaHO perucTpauuoHHOe YAOCTOBEpPEeHWE, HauMEHOBaHWe,
nonHbil agpec, TenetoH U akc pUpMbI-NPOM3BOAUTENS, HOMEP PEruCTPAUMOHHOTO YAOCTOBEPEHUS,
YCINOBUSI XpaHeHua, NOoroTWn IopUAWYECKOrO INnUUa, Ha MMRA KOTOPOro BbIAAHO perucTpauuoHHoe
yaocToBepeHne, Ha aHrmuickom fA3bike (AstraZeneca), Homep cepuW, Aata Npow3BOACTBA, rogeH 4o,
wTpux-koa, «dPopcura - TOBapHbIA 3HaK, COGCTBEHHOCTb rpynNnbl KOMNaHWii AcTpa3eHeka», 3Hak
KonupawTta KoMnaHuy.

HaneceHbl cpeacTsa naeHTUdUKaUmMm NekapcTBEHHOro npenapara (rnobanbHblil UAEHTUMUKALMOHHbINA
HOMEp TOProBoW eAuHULLI M MHAWBWAYANLHLIA CePURHBLIA HOMEP BTOPUYHON (MOTPeOMTEnLCKON)
ynakosku ayGnupyioTcs B BUAE YMTAEMOro NEYaTHOro TEKCTa) U Apyrue TEXHUYECKue /MHPOpMaLMOHHbIe
Koabl.

Mpenapat «®opcura, TabneTkn, NOKpbITbie NNEHOYHOW obonoykoi, 10 mr», Ne 30 cepun 5760724
cooTBeTcTBYeT TpeboBaHusAM

HO TN 002596-210814 «®opcura, TabneTku, NOKpbITbie NNEHOYHOK 0BGonoukoin, 5 mr, 10 Mr».
Mam.Ne1 ot 29.06.2015 r. (/11 002596-290615); Nam.Ne2 ot 12.08.2016 r. (1N 002596-120816);
Mam.Ne3 ot 06.02.2017 r. (/11 002596-060217); WUam.Ne4 ot 28.07.2017 r. (JIN 002596-280717),
Mam.Ne5 ot 14.08.2018 r. (1NN 002596-140818); 1am.Ne6 ot 19.08.2019 r. (JIN 002596-190819);
Wam.Ne7 ot 25.06.2019 r. (/1M 002596-250619); Mam.Ne8 ot 23.06.2020 r. (1N 002596-230620);
Mam.Ne9 ot 14.02.2020 r. (JI1 002596-140220); Mam.Ne10 ot 16.03.2022 r. (J11 002596-160322).

MO 30 WA 202
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«CBefleHNA, BHECEHHble B aBTOMaTU3NPOBaHHYI0 MH(OpMaUnoHHylo cuctemy Poc3gpasHagsopa nepeg BBoAOM B
rpaxaaHckuin o6opoT cepuin, NapTMiA NekapcTBeHHbIX cpencTs/ MHdopMayma o BolgaHHbIX POC3ApaBHaA30poOM pa3peweHnax
o , . e I Ha BBO B rpaxpaHckuini odopoT B Poccuitickoin ®epepauyum cepuv uav naptum UMMyHOOMONOrM4eCcKoro NekapCcTBeHHoro
GPEAEPAALHAR CAYXBA TI0 HAA3OPY npenapata, No COCTOAHMIO Ha 23.10.2024 18:00»

—_— T T ATIA TRV - :
B COEPE 3APABOOXPAHEHMA
Opraumsamns,
JlaTa BHECCHHSA B Howmep Homep, nata
Toprosoe MpomsoanTens BBINYCTHBIIAA B
AHC Crpana Ceenenus 0 CTAMHAX TPOH3IBOACTBA HopmaTHeaan R0KyMeHTAIHS CEePHH, paspemenHs Ha
1]
Pocixpaasaasipa HAHMCHOBAHHE (BBIMYCKAOWHA KOHTPONL) rPAKIAHCKH g I
ObmecTso ¢ OrpaHHYCHHON OTBETCTBEHHOCTHIO "AcTpadencka HupacTpus” JIT 002596-210814: Hswe, Nel & JITT 002596-210814:
@opeura; TabreTR, ObmecTso ¢ o exmof (000 "Actpa3enexa Hinactpua”), Poccus ,._._vaEuE._.:,-ngcqowon Haw. Ne2 & JIT1 002506-210814; Haw, Ne3 x JIT1
Jid)); O6mecTeO ¢ OrpaHHYEHHOM OTBETCTBCHHOCTHI0 "AcTpa3eHexa e N ;
MOKPHITHE ILICHOUHOR OTBETCTBEHHOCTBIO Hinnactprs” (OO0 "Actpalenexa Himactpis™), Poccus 002596-210814; Ham. Ned x JITT 002596-210814; 000 "Actpasericka
12.08.2024 obonoukoit 10 mr 10 wr., "Actpa3eneka Hapactpua” Poccus O.:m,.ﬂv = ® Mmmu_ﬁ. 3); O6mecTBo ¢ Ham. NeS x JITT 002596-210814; Ham. Ne7 & JITT = . 5760724 -
GmcTeps (3), nauks (00O "Actpa3eneka 4 R b e o 002596-210814; Mam. Ne6 g JITT 002596-210814; TR
- OrpaHHuCHHOM OTBETCTBeHHOCTHIO "AcTpalencka HupacTpus” (000 ;s . S :
Kapronssie/ ~ Hugactpus”) & 5 a 5 2 Ham. Ne9 x JITT 002596-210814; Ham. Ne8 g JITT
Actpa3eneka Hapactpua”), Pocena (Y nakosumk/dacosmmr 002596-210814: Hom. Nel0 & JIIT 002596-210814
(BTOpPHYHAS/ TPETHYHAA YNAKOBKA)) 3 L U i




