AstraZeneca

CepruduKaTt cepun 1eKapcTBEHHOTO cpeicTBa Ne

Toproeoe HaumeHoBaHMe
MHH

JlekapcreeHHas dopma
Hosmpoka

®opma BhITyCcKa

Crpana uMnoprep

Homep u jjaTa permcTpanuoHHOro
YIOCTOBEpeHMA

Homep HOpMaTHBHOI JOKyMeHTallMy
Kon nponpykra

Homep cepun

Homep cepuu in bulk

O61bém cepun

HJara npousBosicTea

T'ogen no

Homep ceprudukara ananmsa

Hassanue, agpec u Homepa
NMULEH3UI BCex
IpOM3BOJCTBEHHBIX MUIOIAJOK

(c yxazaHueMm cTagui
TIPOM3BOJICTBA), MECT NPOBEEHUA
KOHTPOJIA KayecTsa u
cepTU(UKATHI COOTBETCTBUA
TpeGOBaHMAM IIPABM/ HaJUIEKAULEH
NPOM3BOACTBEHHOM MPAKTUKHN
EA3C nna Bcex mnouagok

Koy gopmer: COM.QA.002.001

000 «Actpadenexa MnpacTpusn
249020, Kamyxckas obi.,
Boposckuit paiton, nepesus [obputo,

I-piit BocTounstit npoesn, Bnagenne 8

40000423614

®opcura

Hanarnudnosun

Tab/1eTKM, TTOKPHITBIE [IEHOYHOI 06OMOUKOM
10 mr

TabneTku, MOKpbIThle MNEHOUHOM obonmoukoi, 10 mMr (6mucrep)
10 x 3 (mayka KapTOHHas)

Poccuitckan ®epepayua

JITI-Ne(005264)~(PI-RU) pmara permctpaumu: 22.04.2024, nara
BHeceHusa uameHennit: 11.12.2024

JITI-Ne(005264)-(PT-RU)-111224
100012522

2820425
13774

22889 YII

04.2025

03.2028

631 ot 04.06.2025

[TpousBoguTens (Bce craguu npoM3BoOJICTBa) M BbINTYCKAKILINMA
koHTponb Kavectsa: OO0 "Acrpa3enexa Mupactpus”,
Poccuitckan @epepaius, 249020, Kanyxckas 0671., paion
Boposckuit, A. [lobpuno, npoesy 1-i Bocrounsii, Biag. 8
Homep nuuensun - J1012-00102-77/00010366

Homep GMP-ceprudukara - GMP/EAEU/RU/01350-2024
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000 «Acrpadeneka Mngactpus»
249020, Kanyxckas obn.,

Boposckuit paiton, siepesua Jlobpuno,
|-b1it BocTouHbI TIPOE3A, BaajcHue 8

AstraZeneca

Ceprudukar cepun nekapcrBeHHOro cpeacrsa Ne 40000423614

Hacroammm s noprsepxpalo, 4To npusefleHHasd Bbille uHdopMalua ABIAETCA JOCTOBEPHOM M TOUHOM. IJTa
cepus NPOAYKLMM NMPpom3BeieHa (BK/IIOYAA YHAKOBKY (MapKMpOBKY) M KOHTPO/Ib Ka4uecTBa) Ha BbILIEYKa3aHHOM
MPOU3BOJICTBEHHON IIOINazKe (MI0ILaAKax) B MOMHOM COOTBETCTBUM ¢ TpebGoBanmuaMu [lpasun Hapmexauien
NPOM3BOACTBEHHOM MpaKTUKM EBPa3Mitckoro 3KOHOMMYECKOro co03a M TpeGOBAHMAMM KOHTPONA KauecTsa
JIEKAPCTBEHHDBIX CPEJICTB, @ TakKyKe B COOTBCTCTBMM CO CrCUM(UKALMAMM, COAEPIKALMMUCA B PETUCTPALMOHHOM
joche, 3anmMcu Mo NpoM3BOACTBY, YNAKOBKE M aHaIM3y MPOBEPEHb, M YCTAHOB/IEHO MX COOTBETCTBAC
TpeboBannam I1pasun najnexaiiei npoM3BOACTBEHHOM NPpaKTUKM EBpasuiickoro 53K0OHOMMUECKOrO €OI03a.

1 fAf
Ynonuomouennoe o Pykosopurens OOK u cobnogenns rpebosanuit, lllepbenko T.A. Al / "
Nomxnocts, MO, nopnucs Vi / / =

3

Jara 23.06.2025
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000 «ActpadeHeka MHaacTpua»
249020, Kanyxckas o6n.,

Boposckuii paitok, gepesHs [obpuHo,
1-biit BocTouHbIi Npoe3q, Bnagexue 8
Ten. +7 (48438) 26100

Pakc +7 (48438) 26109

AstraZeneca

CEPTUOUNKAT AHAJTU3A Ne 631

HaumeHoBaHwe npogykra: «®opcura, TabneTkn, NoKpbITbie NNEHOYHOW 06onoyukoi, 10 mr», Ne 30

Homep cepum: 2820425
Konu4ecTso B cepuum: 22889 yn.
[ara npou3sBogcTea: 04.2025
logex po: 03.2028

WcnbiTaHua npou3BefeHsl B
COOTBETCTBHUM C.

TN-Ne(005264)-(PIr-RU)-111224 «®Popcura, TabneTku, NoKpbiThie
nnéHo4Hon obonaukoi, 5 mr, 10 mr»

TpeboBaHua HopmaTUBHOM
AOKyMeHTauuu

lara HaumeHoBaHue noxasatenen PeaynbTatbl UCNbiTaHUMA

WCMbITaHWA

29.05.2025 - CootseTtcTByeT

03.06.2025

Pomb6oBugHble ABOAKOBbLINYKIble
TabneTkn, NOKpbITbIE NIEHOYHOW
oBonoYKoi enToro useTa, ¢
rpaBvpoBKoi «10» Ha OQHOW CTOPOHE W
«1428» Ha Opyroi CTOpoHe

Onucanue

WaeHTudukaumn Bpems yaepxuBaHWa OCHOBHOIO nuka MNoaTeepxaexHa
Ha XpOoMaTorpaMme UCnbITyeMoro
pacTeOpa AOMKHO COOTBETCTBOBATL
BpEMEHW YAEPKMBAHUA NuKa
nanarnunoavHa Ha xpomaTtorpamme

CTaHAapTHOro pacTeopa

He bonee 12 CoortsercTByeT
MWUHYT B
aueTaTHoMm
6ychepHom
pacTeope, pH 4,5,
npv Temneparype
37 °C

PacnagaemocTb Hopmbl

MakcumansHoe
Bpemsa
pacnagaemocTy

CooteetcriByeT
HAO

3 MUH.

Bopa

He Gonee 5,4%

3.3%

OaHOPOAHOCTL A03MPOBAHHBIX
eauHuy

Kputepuii
nNpremMnemMocTy,
AV

CootsercrByeT
HO

3.1

Hopmb!

Ons 10 TabneTtok

Coorsetctayer




Hara
WCIbITAHWKA

HaumenosaHre nokasarenei Tpe6osaHua HOPMaTUBHOW PeaynbTarhbi ucnbitanmii
[OKYMEHTaUum

AV < 15,0 nnm
[na 30 tabnetok
AV < 15,0 npu
ycnosuum, 410 0,75
M<xi<1,25M

KonuyectBeHHoe onpegenenue| % oT 0O7190,0 go 110,0 98.4 %
3asBNEHHOro %
KonuyecTea

mr B TabneTtke 0719,0 mo 11,0 9.8 mr/Tab.
mritabnertka

OnucaHve ynakosku Mo 10 TabneTok B Bnuctepe 13 CootBeTcTByeT
anoMuHneBson gonbri,
chopMUPOBAHHOM 13 (POPMOBOYHOTO
namMuHarta, cocrofallero ua nonwamuaa /
MAKOW antoMmMH1MeBorn onbru /
HennacTuUUNpPOBaHHOW
nonvsuHunxnopwaHow (MNBX) nnewku,
3anevyaTaHHOM 3aKarneHHOW
anMuHueBoin honbroM, NOKPLITON
Tepmonakom; no 3 6nuctepa c
NNCTKOM-BKNAaAbilLeM B KAPTOHHOM
nayke ¢ KOHTPONEeM NEePBOro BCKPbITUA.

Mapkuposka CoorsetcteyeT pasgeny 1.3.2 mogyns CootsercTByeT™*
1 *

YCrnosua xpaHeHus MNpu TemnepaTtype He Boiwe 30 °C CoortsetcTByeT

Cpok rogHocTy (Cpok 3ropa Cootsercrayer

XpaHeHus)

* TpeboeaHua HO ans nokazatens «MapkupoBKa»:

1) TllepBuyHan (BHYTPEHHRARA) YNAKOBKa NeKkapCTBeHHOro npenapara

Ha Bnuctepe Ha pyccKOoM 3bIKe yKa3biBawT:

TOproBoe HawMmeHoBaHhue npenapata «dopcura», [O3MPOBKA, MEXAQYHAPOAHOE HEeNnaTeHTOBaHHoe
HaMMEHOBAHWE Ha PYCCKOM W aHIMMIACKOM A3biKax, COKpalleHHOe HauMeHOBaHWe IpMaNYECcKoro nuLa,
Ha8 WMA KOTOPOro BbidaHO PerucTpauMoHHOE YAOCTOBEpPEHME, Ha aHrmuickoM f3bike (AstraZeneca),
HOMEpP cepuK, Jara MCTeMeHus Cpoka roAHocTW. [ononHWTenbHO MOryT HaHOCUTLCH 3aBOACKMe
TEXHONOTUYECKNE KOAbI U CUMBONbI,

2) BropuuHas (noTpebuTenbckas) ynakoBka NekapcTBEHHOro npenapara

Ha KapTOHHOW Nayke Ha PYCCKOM A3bIKE YKa3blBatoT:

TOproBoe HauMeHoBaHue npenaparta «Popcura», MexXayHapoaHOe HenaTeHToBaHHOe HauMeHOBaHWe Ha
PYCCKOM W @HrMMIACKOM A3blKax, 4O3MPOBKa, KONMYeCcTBO TabneTok B ynakoBKke, nNekapcTeeHHas gopma,
COCTaB (HaMMEeHOBaHWe W cofepwaHue AeWCTBYHLEero BeulecTsa), npeayrpeauTesibHble Hagnucu:
«CoaepxuT nakrody», «XpaHuTb B HEAOCTYNHOM ANA AeTed MecTe», NyTb BBEAEHWs, cnocob
MPUMEHEHWUSA, YCNIOBMA XPAHEHNA, YCNOBUA OTNYCKA, HAMMEHOBaHWe U CTpaHa IOPUANYECKOro vLja, Ha
WMS KOTOPOTO BbIAAHO PErnCTPaLMOHHOE YAOCTOBEPEHUE, HalMeHoBaHWe, NONHLIN aapec, TenedoH u
dakc  GUPMbLI-NPOUIBOAUTENS,,  NOTOTUN  IOPUAMYECKOTO NKLE, Ha  WMS KOTOPOTO  EbIAAHO
perucTpaynoHHoe yhoctoBepeHve, Ha aHrmuicKkom fsblike (AstraZeneca), Homep cepuw, Aata
NPOM3BOACTBA, [AaTa WCTEYeHWs Cpoka TrOAHOCTHM, LWTpUX-kop, «dopcura - TOBApHBIA 3HaK,
COBCTBEHHOCTL TPyNMbl KOMMaHWiA ACTpa3eHeKa», 3HaK KonupahTa koMnaHuW. [lonenHUTENnsHO MOoryT
HaHOCUTLCH CPEeACTBa MAEHTU(IMKAUMM NEeKapCTBEHHOro npenapara (rnobaneHbli noeHTMhUKaLUVOHHBLIA
HOMEp TOProBOWM eAMHWUbI W WHOMBWAYaNbHbIA CepUiiHbIE HOMEpP BTOPUYHON (MOTPEBUTENLCKOIA)

CEPTUOUKAT AHATTM3A Ne 631 2/3




ynakoeku Aybnvpylotca B BMAE WMTAEMOro ne4aTHoro TekcTa) W Apyrue  TexHuyecikue /
MHDOPMALMOHHBIE KO M CUMBOTbI.

** PesynbTar no nokaaatenio «MapkupoBka»:

1) TlepBuuHas (BHYTPEHHAA) ynakoBKa NeKapcTBEHHOro npenapara

Ha 6nucTtepe Ha PYCCKOM A3bIKE YKa3biBaKT:

TOProBoe HaMMmeHoBaHwe npenapara «Popcurar, 403UPOBKA, MEXAYHAPOAHOEe HeNaTeHToBaHHoe
HEMMEHOBEHWE Ha PYCCKOM M aHIMUIICKOM A3biKax, COKPaLleHHOe HavMeHOBaHWe IopUaNYecKoro nuua,
Ha MMA KOTOPOro BblAAHO PErucTpaLuoHHOe yaOCTOBepeHWe, Ha aHrNMnckoM aabike (AstraZeneca),
HOMEp Cepumu, iaTa UCTeYEeHWRA CPOKa rogHOCTU. HaHeceHbl 3aBOACKME TEXHONOrMYECKUE Koabl M
CHUMBOIbI.

2) BropuuHas (notpebutenbckas) ynakoBKa reKapCTEEHHOro npenapara

Ha KapTOHHOK NayuKke Ha PYCCKOM 5i3bIKe YKa3biBaT:

TOproBoe HauMeHoBarne npenapara «Popeuray, MexayHapoaHoe HernaTeHTOBaHHOe HaUMEeHOBakHWe Ha
PYCCKOM W aHrMUACKOM A3bIKaX, A03MPOBKa, KONM4ecTBO TabneTok B ynakoske, nexkapcreeHHas opma,
cocTas (HauMeHoBaHWE W CoAepXaHue AeNCTBYIOLEro BeLWecTsa), npeaynpeanTenbHbie Hagnucu:
«ConepxvT NakTo3y», «XpaHWTb B HEAOCTYNHOM ANs AETel MecTe», NyTh BBEAEeHMA, cnocob
NpUMeHeHWs, YCNOBUA XpaHeHWA, YCNoBUA OTNYCKa, HaMMeHoBaHue 1 CTpaHa IpUaMYeckoro nuua, Ha
MMSA KOTOPOTO BbiAaHO PErMCTPaLMOHHOE YAOCTOBepeHwe, HanMeHoBaHWe, NONHbIA agpec, TenedoH u
aKc PUpMbI-NPOUIBOANTENRA, NOTOTUN IOPUANYECKOrO NKLE, Ha8 UMS KOTOPOTO Bbi4aHO
perncTpaunoHHoe yaoCTOBEpeHWe, Ha aHrmMinckom sisbike (AstraZeneca), HOMep cepuu, aata
NPOM3BOACTBA, AaTa UCTEYEHWA CPOKa rOAHOCTK, WTPUX-KoA, «Popcura - TOBapHbIA 3HaK,
coBGCTBEHHOCTL rpynnbl KOMNaHWiA AcTpa3eHekar, 3HaK KonupanTa KomnaHun. HaHeceHbl cpeacTea
“aeHTMdMKaUuM NekapcTBEHHOro npenaparta (rnobanbHbiil LAeHTUWKaLMOHHbIA HOMEp TOProBOW
€MHULBI U MHAMBMAYaNbHbIA CEPUIRHBIA HOMEP BTOPUYHO (NOTpebuTenbCkon) ynakosku ayGnupyiotcst
B BMAE YMTEemoro nevaTHOro TekcTa) v apyrme TexHu4eckne / MH(oOpMaunoHHbIE KOALI U CUMBONbL.

3aknoyenue: [Mpenapat «dopeura, Tabnetku, NOKPbITble NNEHOUHOA 0B6onoykoir, 10 mr», Ne 30 cepum 2820425
cooTeeTcTByeT TpeboBaHmAM
NN-Ne(005264)-(PT-RU)-111224 «®opcura, Tabnetkun, nokpbiTeie NnéHovHon obonoykon, 5 mr, 10 mra
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«CeefeHunsA, BHECEHHbIE B aBTOMaTU3MPOBaHHYIO MH(POPMAUMOHHYIO CUCTeMy Poc3gpaBHag3opa nepes BBOAOM B
rPaxpgaHckuin obopoT cepuin, NAapTUIn NeKapCTBEHHbIX cpeacTe/ MHgopMaums o BblAaHHLIX POC3ApaBHaA30pOM pa3pelleHnax
Ha BBOJA B rpaxaaHckui obopoT B Poccuitckon degepaymn cCepun mau naptTmm MMMyHOOMOI0MrMYecKoro NeKapcTBeHHOrro

npenapara, no coctoaHunio Ha 03.07.2025 12:51»

o vepa (3), nauku
KAPTOHHBES ~

(000 " Acrpalenexa
Hugacrpin”)

(¥ naxosunk/pacosum (B nepRUNy® yiakosky )): Obmectso ¢
OrpaHHueHHOR OTBeTcTRcHIOCTHO ~ AcTpadenexa Hintactpns™ (000
"Actpadencka Huauactpua®), Pocons (¥ naxosum/gacos gk
{BTOPHYHAS/ TPC THUHAR YTIAKOBKS))

ML TPHT”

Hara suecenns & Oprmcmomm, Houep Hosiep, suva da 1...

AHC Topr Tipomsomress. Crpana Cresennn 0 CTAUIHAX UPONIBOACTEA HopsarHBias 0Ky et TaHs Losns n CepHE, PAOPEIIEHNE B v C
Poe i HAHMEHOBARNE (RBINYCKASGHIMA KOHTPOAL) TpaNEANCKN it napre W (nomep,

wbopor aara)
OSmecTso ¢ OrPAHHYCHIOR OTBETCTBERHOCTRI "AcTpadesera Huaactpin”
: . {000 "Acpadencna Hugactpin”). Poccns (Tpomssogureas (roTosod
R Mv_mh.“.n“”..”z.ﬁ_”..:ﬁxxcs JiP)); OGmecTio ¢ OrpaniuensoR OTBeTCTRERROCTHIO ~ Ac Tpadenexa
e o - X " -~ - " " AsTae ;.
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