AstraZeneca -

Ceprudukar cepum 1eKapCcTBEHHOTO cpeficTBa Ne

Toprosoe HaMeHOBaHMe
MHH

JlekapcTBeHHas gpopma
Hosuposka

®opma BBHINTyCKa

CrpaHa uMnoprep

Homep u gaTa perncrpauuoHHOro
YAOCTOBEPEHUS

Homep HOpMaTHBHOM JOKYMEHTALMM
Kop npopykra

Howmep cepun

Homep cepun in bulk

O6béM cepun

Jlata nponssojcTBa

lopgen mo

Homep ceptudmkara ananmnsa

Hassanwue, apec 1 HoMepa
THUIEH3UI BCex
MPOU3BOJCTBEHHBIX I/IONIa0K

(c ykasanmem crajgmit
NpPOM3BOJCTBA), MECT IIPOBEJCHUA
KOHTPOJIA KayecTsa 1
cepTU(HUKATBl COOTBETCTBUA
TpebOBaHMAM NPABWI HAJIeKAILE
NPOU3BOJCTBEHHOM MPAKTHKI
EASC nns Bcex niomamok

Kon popmer: COM.QA.002.001

000 «Acrpa3enexa MHpactpusy
249020, Kamyxckas ob.,

Boposckuit paitoH, fepesHa [lo6puHo,
1-b1it Boctounsiit npoesf, Bnafenue 8

40000397881

Qopcura

Hamarmndno3uH

TabneTKy, NOKPHIThiE TIEHOYHOM 060/10UKOI!
10 mr

TabneTKy, NOKPHITble IWIEHOYHOM 060noukoi, 10 mr (6mmcrep)
10 x 3 (nayka KapTOHHAA)

Poccuiickaa Pegepanus
JITI-Ne(005264)~(PT-RU) nara perncrpaumu: 22.04.2024

JITT-Ne(005264)-(PT-RU)-220424
100012522

7500824

13074

13210 YII

08.2024
07.2027
1144 or 08.10.2024

ITpoussoputens (Bce cTagyuu npomsBojCTBa) M BBUTYCKARIMA
koHTponb kadecTea: QOO0 "Acrpa3enexa MnpacTpus”,
Poccuitckasn epepauns, 249020, Kamyxckas o6:1., paiton
Boposckuit, 1. [Jo6puno, npoesn 1-it Bocrounstit, Brg. 8
Howmep nuuensuu - J1012-00102-77/00010366

Homep GMP-ceprudmxara - GMP/EAEU/RU/01350-2024
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000 «Actpa3eneka Mugactpus»
249020, Kamyxckaa obn.,

As.t razene ca Boposckmit paiton, sepesta J[o6puHo,

1-b1it BocTO4HBI Npoe3f, Baafenue 8

Cepruduxar cepuu 1eKapcTBEHHOro cpegcrea Ne 40000397881

Hacroaummm s MoATBepiKJal0, YTO NpUBEJEHHAA Bbllle MHQOpMaUMA ABAACTCA JOCTOBEPHON M TOYHOM. JTa
cepuA NMPONYKUMM MpoM3BefieHa (BK/IOYaA YMakoBKy (MapKMpOBKY) ¥ KOHTPO/Tb KayecTBa) Ha BbiLIEyKa3aHHOI
NPOM3BOACTBEHHONM IUIOLIAAKe (IUIOLafKaXx) B HOAHOM COOTBeTCTBMM C TpeGoBaHmaAMu IIpaBun Hagnexaumeit
NPOM3BOJCTBEHHON NPAKTHKM EBPasMilckoro 9KOHOMMYECKOrO COK3a M TpeGoBaHMAMM KOHTPO/IA KayecTsa
JIEKAPCTBEHHBIX CPEJCTB, a TAK)XKe B COOTBETCTBMM CO CIlelMUKALMAMY, COREPXAMMMUCA B PErUCTPALIMOHHOM
Aocbe. 3anucu IO NPOM3BOJACTBY, YHNAKOBKE M aHaNM3y MPOBEPeHbl, M YCTAHOBJAEHO WMX COOTBETCTBUE
Tpebosanuam [IpaBu Hagnexalyeit NPOU3BOACTBEHHOM NPaKTUKY EBPasuitckoro 3KOHOMMYECKOro Com3a.

Homxuocrs, PUO, nognuch

7
YnonnomoveHHoe muuo  Pyxosopurens OOK npoussojctea, 3opuxa A.H. y
//'
)/

Hara 11.10.2024
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AstraZeneca -

HaumeHoBaHwe npogykra:

Homep cepum:
KonuyecTtBo B cepuu:
[ata npouasoacTea:

Nogex po:

WcnbiTaHuA npov3BefeHbl B
COOTBETCTBMUMU C:

000 «AcTtpa3eneka MHgacTpua»
249020, Kanyxckas o6n.,

Boposckuit paiioH, aepesHa [oGpuHo,
1-wiii BocTouHbIM Npoe3g, Bnagexve 8
Ten. +7 (48438) 26100

daxkc +7 (48438) 2 61 09

CEPTUOUKAT AHATTU3A Ne 1144

7500824

08.2024
07.2027

13210 yn.

«®opcura, TabneTkn, NOKpbITbIe NNEHoYHOH obonoykoi, 10 mr», Ne 30

JM-Ne(005264)-(Pr-RU)-220424 «®opcura, TabneTtku, NOKpbIThe
nnédHo4Hon o6onoykon, 5 mr, 10 mr»

Hata HaumeHoBaHue nokasarenew Tpe6oBaHua HOpMaTUBHOM Peaynbrarthl UCMbITAHWH
MCMbITaHWA AOKyMeHTauuu
02.10.2024 - | Onucaxue PomboBugHbIe ABOAKOBLIMYKIbIE CoorteertcrayeT
08.10.2024 TabneTku, NOKPbITbIe NNEHOYHOM
060oN0YKOM KENTOro UBeTa, C
rpasupoBKkoi «10» Ha O4HON CTOPOHE K
«1428» Ha opyron CTOpPOoHe
WaeHntudukauun Bpems yaepxuBaHua OCHOBHOrO nuka MoaTeepxaeHa
Ha xpoMaTorpamme UCnbiTyemoro
pacTBopa AOMKHO COOTBETCTBOBATL
BpeMeHW YAEPKMBaHMA NvKa
panarnudnosnHa Ha xpomaTtorpamme
CTaHgapTHOro pacteopa
Pacnagaemoctb Hopmb! He bonee 12 CootsercreyeTr
MUWHYT B
aLeTaTHOM
6ydepHom
pactBope, pH 4,5,
npu Temneparype
37°C
MakcumanbHoe CooTtseTtcTBYET 3 MUH.
Bpems HA
pacnagaeMocTu
Bopna He 6onee 5,4% 3.6 %
OaHopoAHOCTL A03MPOBaHHbIX | Kputepuil CootsetcrBYET 2.8
eAuHuL NPUeMNEMOCTH, HAO
AV
Hopmbl Ana 10 Tabnetok CootsetcTBYyET




[Lara
WCNbITaHKUA

HaumeHoBaHue nokasartenen Tpe6GoBaHus HOPMaTUBHOM Pe3ynbTathl UCTbITAHWIA
AOKYMEHTaL UK

AV < 15,0 unn
Ona 30 tabneTtok
AV < 15,0 npu
ycnosum, 4to 0,75
M<xi<125M

KonuyectseHHoe onpepenenune| % ot 071 90,0 a0 110,0 99.7 %
3asaBNeHHOro %
Konuyecrtea

Mr B Tabnertke 019,000 11,0 10.0 mr/Tab.
mr/TabneTtka

OnucaHve ynakoBKu Mo 10 tabneTok B GnmcTepe us CootseTcTByeT
anioMUHMeBon onbru,
cchopMUpOBaHHOM K3 (hOPMOBOYHOTO
namuHaTa, CocTosLero 13 nonvamuaa /
MArKOW anioMuHueBon onbru /
HennacTMUUMPOBaHHOW
nonuesuHunxnopugHon (MNBX) nnexku,
3anevyaTaHHOM 3aKaneHHoW
anioMUHMEBO HOMNbIroM, NOKPLITOR
TepMonakoMm; no 3 Gnuctepa ¢
NUCTKOM-BKNagpllleM B KApTOHHOWM
navke ¢ KOHTPONeM NepBoro BCKPbITUA.

Mapkuposka CooteetcTByeT pasgeny 1.3.2 mogynsa Cootsercreyet™*
1

Ycnosua xpaHeHus MNpw Temnepatype He Boiwe 30 °C CootsetcrByeT

Cpok rogHocTu (Cpok 3roga CootBeTcTByeT

XpaHeHus)

* Tpeboeanwa HO nna nokazatens «MapkupoBKay»:

1) TlNepBuyHas (BHYTPEHHARA) ynakoBKa NeKapCTBEHHOro npenapara

Ha Bru1crepe Ha pycckoM si3bike YKasbiBaKoT:

TOproBoe HaumeHoBaHwue npenapara «®Popcura», AO3MPOBKA, MEXAYHapoOHOEe HenaTeHToBaHHoe
HauMeHoBaHWe Ha PYCCKOM WM aHIMMWCKOM A3biKax, COKpalleHHOe HanMeHOBaHWe HpUaNYecKoro nuua,
Ha UMSA KOTOPOro BblAaHO perucTpauMoHHOe YAOCTOBEpeHWe, Ha aHrnMhACKOM sA3sbike (AstraZeneca),
HOMEp cepuM, Oara WCTeYeHUR cpoka rogHocTh. [ononHWTEenbHO MOrYT HAHOCUTBCA 3aBOACKME
TEXHOMNOrMYEeCKne Koabl ¥ CUMBONbI.

2) BropuyHas (notpebuTenbckas) ynakoBka nekapcTBeHHOro npenapara

Ha KapToHHOW Nayke Ha PYCCKOM Ai3blKe YKa3biBaoT:

TOproBoe HanmeHosaHue npenapara «Popcura», MexayHapoAHOe HenaTeHTOBaHHOe HavMeHOoBaHue Ha
PYCCKOM W aHIMUACKOM f3blKax, A03MpoBKa, KonuvecTBo TabneTok B ynakoBke, nekapcteeHHan opma,
COCTaB (HaumeHOBaHWE W COAepXaHve [AeiCTBYIOWEro BewecTsa), npeaynpeavTenbHbie Haanucu:
«CopepxuT naktosy», «XpaHUTb B HEAOCTYNHOM [Ans JAeTeli MecTe», MyTb BBEAEHWs, crocob
NPUMEHEeHUsA, YCNOBMA XPaHeHUs, YCNoBUA OTMNYyCcKa, HAaUMMEHOBaHWE U CTpaHa pUaMMECKOro nuua, Ha
UM KOTOpPOro BbiAaHO pPerucTpaluoHHoe yaocToBepeHue, HaMMeHoBaHWe, NOnHbIA agpec, TenedoH v
akc  PUPMbI-NPOU3BOAUTENS, NOTOTMN  IOPUOMYECKOrO fMua, Ha  UMsi  KOTOPOro  BbifaHo
perncTpaunoHHoe YAOCTOBEpeHMe, Ha aHrnuilickom ssblke (AstraZeneca), Homep cepwuv, pJata
npou3BoAcTBa, [fAaTa WCTeYMEeHWA Ccpoka rOA4HOCTW, WTpux-kog, «dopcura - TOBapHbI 3HAK,
COGCTBEHHOCTL rpyNnbl KOMNaHWA AcTpa3eHeka», 3HaK KonupahTa KomnaHun. [JononHUTENBHO MOryT
HaHOCUTLCA CpeacTBa MAEHTUMKaLWK NekapcTBeHHOro npenapara (rno6ankHblii NaeHTUHUKALUOHHBIRA
HOMEp TOProBOW eAuHWUbl W WHAWBMOYaNbHbIA CEPUWHLIA HOMEp BTOPUYHON (MOTPeBUTEnbLCKOW)




3akn4yeHue:

[JonxHocTb

Pykosogutens 0TAena KOHTPONs KayecTea AxumoBa C.B.

ynakoBku Oy6nupyloTC B BUAE YMTAEMOro MeyaTtHOro TekcTa) M Apyrue  TexHudeckue /
MHOPMALMOHHBIE KOAbB! M CHMBOSbI.

** PesynbTat no nokasarento «MapkupoBka»:

1) [NepsBuyHana (BHYTpEHHAA) yNnakoBKa NeKkapcTBEHHOro npenapara

Ha fnucTepe Ha pyCcCKOM S3blke YKa3blBaloT:

TOproBoe HauMeHoBaHwe npenapara «Popcurar, 403MPOBKA, MEXAYHAPOAHOE HeNaTeHTOBaHHOe
HauMeHoBaHWe Ha PYCCKOM W aHIMUIACKOM A3blKax, COKpaleHHOe HauMeHoBaHWe IopUANYECKOro Nuua,
Ha VM KOTOPOro BblAaHO PerMcTpaLMoHHOe YA0CTOBEPEHME, Ha aHrnMnCKoM asbike (AstraZeneca),
HOMEp cepwuy, aTta UCTEYEHUs CPOKa roAHOCTU. HaHeceHbl 3aBoCKVE TEeXHONOorn4YecKue Kogbl 1
CUMBOIbI.

2) BropuyHas (noTpebuTenbckas) ynakoBka nekapcTBEHHOro npenapara

Ha kapToHHOW Nayke Ha PYCCKOM S3blke YKa3blBatoT:

TOpProBoe HavMeHoBaHwe npenapata «dopcurar, MexayHapogHoe HenaTeHToBaHHOe HavMeHoBaHWe Ha
PyCCKOM W aHIIMIICKOM $3blKax, [O3NMPOBKA, KONWYECTBO TabneToK B ynakoBKe, nekapcTeeHHas gopma,
cocTaB (HaMMEeHOBaHWe U CoAepKaHue OeWCTBYIOLLero BelecTsa), npeaynpeanTenbHble Hagnucu:
«Copepxut naktozy», «XpaHuTb B HEAOCTYNMHOM ANa AeTeil MecTen, NyTk BBEAEHUA, cnocob
NPUMEHEHWS, YCIOBUA XPaHEHUs, YCNOBUS OTMYCKa, HAMMEHOBAHWE W CTpaHa puaNYecKkoro nuuya, Ha
WMA KOTOPOro BblAaHO PerMcTpayMoHHoe yaoCTOBEpPEHWe, HaMMEHOBaHKe, NONHbIA agpec, TenedoH u
chakc hrpMbI-NPON3BOAUTENS, NOTOTUN PUANYECKOrO NWULA, Ha UMS KOTOPOro BbiAaHO
pervcTpauvMoHHoOe yOOCTOBEPEHWE, Ha aHrMniACKoM asbike (AstraZeneca), Homep cepuu, aata
npou3BOACTBa, AaTa UCTEYEHUS CPOKa rOAHOCTH, WTPUX-koa, «dopcura - ToBapHbIi 3Hak,
cOOCTBEHHOCTb rpynnbl KoMnaHuin AcTpa3eHekar, 3HaK KonvpainTta komnadui. HaneceHb cpeacrea
uaeHTUMKaL MM nekapcTBeHHoro npenaparta (rnobanbHbiii MAEHTUNKALMOHHBIA HOMEpP TOProBoi
eanHUUBI ¥ HAMBUAYaNbHBIA CepuiiHbIA HoMep BTopu4HOl (NnoTpebuTenbekon) ynakoskk oybnupyoTca
B BUE YMTaemMoro ne4aTHoro TekcTa) u Apyrue TexHuyeckue / MHpopMaumoHHbie KOabl U CUMBOIbI.

Mpenapat «®opcura, TabneTku, NOKPbIToie rNéHoYHon obonoykor, 10 mrr», Ne 30 cepumn 7500824
cooTBeTCTBYET TPpeboBaHuAM
INM-Ne(005264)-(Pr-RU)-220424 «®opcura, Tabnetku, NOKpbITbie NNéHoYHoW obono4ykoi, 5 Mr, 10 mr»
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«CBefleHNA, BHECEHHbIE B aBTOMaTN3MPOBaHHYIO WHOPMaLMOHHYI0 cucTemy PocsapaeHa3opa nepeg, BBOJOM B
TPaXAaHckuidi 0860poT cepuit, NapTuil NeKapCcTBEHHbIX cpencTs/ NHdopMaLmAa o BulgaHHbIX PocspgpasHag3opom paspelweHmsx

. L Ha BBOA, B rPaX/aHCKMi 050pOT B Poccuiickor defepaLi cepui uim napTum MMMyHOBMONOrMYeckoro NeKapcTBEHHOro
BATIO HAAZOPY
DAL HAGASURY npenapara, No COCTOAHWIO Ha 29.10.2024 11:06»

B COEPE 3APABOOXPAHEHMSL

Mara BHecenns B Oprammsaiys, Homep Homep, nata
Tpomeogurens BLIMYCTHEINASA B P
AHC Toprosoe nanmenosanme : Crpana Ceenenns o cTagusx MpoH3BOACTEA HopmaTHBHAs BOKYMeHTaLHS p CepHH, pa3’pemieHHs HA
Pocar (BLIMYCKAOWHA KOHTPOE) rPAKAAHCKHI JTIT
[PaBHAN30pa ofopor napTeu H
Popcemi: TaBRETER T3 2 — OBmecTBO ¢ OrPaHHYEHHOH OTBETCTBCHHOCTBIO "Actpadenexa Hupactpus” (000
::M_M.r:z.r_ ﬂnmc.._:m—._ aﬁwﬁqnqmnzmgﬂ._v.ra "Actpa3enexa Hupactpus®), Pocena (Tlpomssommress (rotosoit JId)): Obimectso ¢
14.10.2024 oBosouxoft 10 mr 10 ., " Actpa3enexa Hrnactpis” Poccus | STPeFHUCHHOH oTBCTCTREHHOCTMIO "AcTpadenexa Huzactpus” (00O "Actpadenexa JTL-Ne(005264)-(PT-RU)-220424 | OO0 "Actpasenera 7500824 "
GimcTepn (3), nauxn (000 "Actpadenexa Hupactpus”), Poccna (¥ nakosumk/chacosumx (s NEepBHYHYIO YNakosky)): Omectso ¢ HHOACTPHI
. qo:ﬂr_n.m n. Hrmac =..q..m_ i OTPaHHYCHHOR OTBETCTBEHHOCTHIO "AcTpa3enexa Hunactpus” (000 "Actpa3enexa
P T Hupactpus”’), Poccus (¥ naxosmmi/dacosmmk (BTOPHYHAS/TPETHYHAS YTIAKOBKa))




