AstraZeneca -

Ceprudukar cepuy 1eKapCcTBEHHOTO cpeicTBa No

Toprosoe HauMeHOBaHME
MHH

NlexapcrBenHas popma
HosmnpoBka

dopma BBRIMyCKa

Crpana nMnoprep

Homep u gaTa perncTpauoHHOro
YAOCTOBEpEHUSA

Homep HopMaTHBHOI JOKYMeHTaLMM
Kop npogykTa

Homep cepuu

Homep cepuu in bulk

O6bém cepun

Hata mpoussojacrsa

[ogen mo

Homep ceptudmkara ananusa

Hassanue, anpec u Homepa
NUIEH3UI BCeX
NPOM3BOACTBEHHBIX M/IOIIAl0K

(c yxasanmem craguit
NPOM3BOACTBA), MECT IPOBEIEHUA
KOHTPOJIA KayecTsa 1
cepTH¢UKATBI COOTBETCTBUA
TpebOBaHMAM MpPaBUII HAUTEXAlleil
[POM3BOJACTBEHHOM MPAKTHKU
EA9C mnsa Bcex nmomuiagok

Kog opmsi: COM.QA.002.001

000 «Acrpa3esexa MupacTpus»
249020, Kanysxckas obn.,
Boposckuit paiton, nepesna [lo6puno,

1-brit BocTounslit mpoesy, Branerue §

40000397880

Dopcura

Hanarmudnosnn

Tab1eTKY, OKPBIThIE [UIEHOYHOM 060/T0YKOM
10 mr

TabneTku, MOKpbITbIE IU/IeHOYHOM obonoukoit, 10 mr (6nucrep)
10 x 3 (mavka KapTOHHAA)

Poccuiitckas ®epepanusa
JITI-N2(005264)-(PT-RU) parta peructrpaunn: 22.04.2024

JITI-Ne(005264)-(PT-RU)-220424
100012522
7490824
13073
13288 VI
08.2024
07.2027
1143 ot 08.10.2024

[TpouseopuTens (Bce cTamuy mpou3BOACTBA) M BbITYCKAKLIMIA
KoHTponb kavectBa: OO0 "Actpa3enexa Mupacrpus”,
Poccmitckas Pepepanns, 249020, Kanyxckas obn., paiton
Boposckuit, f. [Jo6puso, npoesy 1-it Boctounsiit, Brj. 8
Howmep nmuuensun - J1012-00102-77/00010366

Homep GMP-cepruduxara - GMP/EAEU/RU/01350-2024
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000 «AcTpa3enexa VngacTpua»
249020, Kanyxckas ofi.,

Boposckuit paiios, sepesa Jobputo,

AstraZeneca

1-btit BocTognslit mpoesy, Bnanexue 8

Cepruduxar cepum 1eKapcTBeHHoOro cpeacrea Ne 40000397880

HacroAwmM A NMOATBepXXpaw, YTO IpHMBEleHHAA BbILIE nﬂtbopMauuH ABJIAETCA JOCTOBEPHOM U TOYHOIL. ra
cepus TIPOAYKLMM IpoM3BeAeHA (BKIIOYasA YNAKOBKY (MapKMpPOBKY) M KOHTPO/Zb KayecTBa) Ha BbIlIEyKasaHHOM
MPOM3BOJACTBEHHON IUIOWagKe (IUIOIaaKax) B MOMHOM coOTBeTcTBMM ¢ TpeboBaHmamu [lpaBuwr mapmexamieit
MPOU3BOACTBEHHOM TMpPaKTUKM EBPasuiicKOro SKOHOMMHYECKOrO COI03a ¥ TpeOOBaHMAMM KOHTPO/IA KayecTBa
JIEKapCTBEHHBIX CPENCTB, a TAK)Ke B COOTBETCTBMM CO ClIeMPUKALMAMM, COREPIXKAIMMUCA B PETUCTPALIMOHHOM
Aocbe. 3amMcy MO TNPOM3BOACTBY, YHNAKOBKE M aHAAM3Y IPOBEPeHbl, M YCTAHOBAEHO MX COOTBETCTBME
Tpebosanuam [Ipasun Hajekaei MPOU3BOACTBEHHOM MPaKTUKK EBpa3uiickoro 3KOHOMMYECKOTO COK03a.

YnonnomoueHHoe Mo PykoBoauTenb OTAe/Na KOHTPO/A KadecTsa, Akumona C.B. 0 e
Honmxuocrs, PUO, nogmucey

Hara 11.10.2024

Kon popmur: COM.QA.002.001 Crpamnua 2 /2



000 «AcTtpa3enexa NHgacTpua»
249020, Kanyxckasn obn.,

Boposckuii paioH, aepesHs JobpuHo,
1-b1 BocTouHbIA Npoesn, Bnagexne 8
Ten. +7 (48438) 261 00

dakc +7 (48438) 2 61 09

AstraZeneca -

CEPTUOUKAT AHAJTU3A Ne 1143

HanmeHoBaHue npogykra: «®opcura, TabneTku, NoKpbiThie NNéHo4HoW oGonoykoit, 10 mr», Ne 30

Homep cepuu: 7490824
KonnyecTBo B cepuu: 13288 yn.
[ara npoussogcrea: 08.2024
lopeH po: 07.2027

McnbiTanun npoun3segeHbl B
COOTBETCTBUN C:

NM-Ne(005264)-(Pr-RU)-220424 «®dopcura, TabneTku, NOKpbIThIE
nnédovHon obonoukon, 5 mr, 10 mr»

Dara HaumeHoBaHue nokasaTteneu TpeGoBaHnA HOpMATUBHOW PeaynbTaTthl UCNbITAHWIA
MCNbITaHUA [OKyMeHTaLum
30.09.2024 - | OnucaHue PomboBraHbIE OBOAKOBLINYKIbIE CoorBercTByeT
08.10.2024 TabneTkn, NOKPbITLIE NIEHOYHON
obornouykoi xénToro usera, ¢
rpaevpoBkon «10» Ha O4HON CTOPOHE K
«1428» Ha fpyroii cTopoHe
peHTudurkayms Bpems yaepxvBasma OCHOBHOMO MUKa MopTBepxaeHa
Ha xpoMaTorpamme UCribITYemMoro
pacTBopa [OMKHO COOTBETCTBOBATL
BPEMEHW YOEPXKMBAHUSA NuKa
nanarnudnosnHa Ha xpomarorpamme
cTaHaapTHOro pacrsopa
PacnagaemocTb Hopmbl He Bonee 12 CootseTcTBYET
MUHYT B
aueTtarHoM
6ydepHom
pacteope, pH 4,5,
npu Temnepartype
37 °C
MakcumanbHoe CootsetcTBYeET 4 MWUH.
Bpemsi HO
pacnagaemocTu
Bopa He 6onee 5,4% 35%
OpHopoaHOCTL A03MpOBaHHLIX | Kputepuii CootBeTcTBYET 1.7
eanHUL, npuemneMocTy, HO
AV
Hopmb! [Ons 10 TabneTtok CootBetctByeT
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fara

vCnbITaHNA

HaumeHoBaHWe nokasartenei TpeGoBaHus HOpMaTUBHOM PeaynbTaTts! ucnbiTaHmi
AOKymeHTauuun

AV < 15,0 unn
Lna 30 tabnetox
AV < 15,0 npu
ycnoswuu, 410 0,75
M<xi<1,25M

KonuyecTBeHHoe onpepenexue| % ot O190,0 go 110,0 99.0 %
3asiIBNEHHOr0 %
KonuvyecTea

Mr B TabneTtke Or9,0pm0 11,0 9.9 mr/rab.
Mr/Tabnetka

OnucaHue ynakoBku Mo 10 TabneTok B Gnuctepe u3 CootBeTcTBYET
anioMUHMEBON chonbru,
cchopMUpoBaHHOM M3 HOPMOBOYHOTO
naMuHara, CoCTosLero 13 nonvamuaa /
MSIrKo# anioMuHneBon donsru /
HEennacTUULMpoOBaHHOM
nonuBUHUNXNopuaHoi (MBX) nneHku,
3arevartaHHOM 3aKaneHHow
anioMMHNEBOWN (PONbIroM, NOKPLITON
Tepmonakom; no 3 6nucrepa ¢
NMCTKOM-BKNaAbILLIEeM B KAPTOHHOW
navke ¢ KOHTPOrem NepBoro BCKPbLITUS.

Mapkurposka CootsetcTeyeT paspeny 1.3.2 mogyns CooteetcTBYeT™"
1

YcnoBust xpaHenus Mpu Temnepatype He Bbiwe 30 °C CooTtBeTcTBYET

Cpok rogHocTH (CpoK ' 3roga CooTtBeTCcTBYET

XpaHeHus)

* TpeGoBanwa HI ana nokasatens «MapkupoBKan:

1) TMNepeuyHasn (BHYTPEHHARA) ynakoBKa NeKapcTBEHHOro npenapara

Ha 6nvcTepe Ha pycckoM S3biKe YKa3biBakoT:

Toproeoe HaumeHoBaHWe npenapata «®opcurar», [O03VPOBKa, MEXAyHapoOHoe HenaTeHToBaHHOoe
HauMeHOBaHWe Ha,pPyCCKOM U aHTTTMIACKOM A3biKax, COKpaljeHHOe HaMMEHOBaHWE HPUMOWYECKOro nuua,
Ha MMA KOTOpOro BbIAHO PErvcTpaunoHHOE YA0CTOBepeHue, Ha aHrnMinckom Aasbike (AstraZeneca),
HOMep cepuu, AaTta WCTEYEHUs Cpoka roAHOCTW. [OnonHUTENbHO MOrYT HaHOCWTLCH 3aBOACKWE
TEXHONOrMYecKue Koabl U CUMBOLI.

2) BropuuyHas (noTpeGutensckas) ynakoBka NekapCTBEHHOro npenapara

Ha kapToHHOI nayke Ha PYCCKOM A3bIKE YKA3bIBAIOT:

TOprosoe HanmeHoBaHWe npenapata «Popcurar, MexayHapoaHoe HenaTeHTOBaHHOe HauMeHOoBaH1e Ha
PYCCKOM 1 aHIMUICKOM A3blKax, [103MPOBKa, KOMMYECTBO TAabNeToK B YNaKOBKE, NeKkapcTBeHHas opma,
COCTaB (HauMeHOBaHWe W copepxaHue [efCTBYIOWEro BewecTsa), npeaynpeauTensHbie Haanmcu:
«CoaepknT nakTody», «XpaHuTb B HEQOCTYNHOM ANA [eTeil MecTe», NyTb BBEAEHWS, CHOCOB
NPUMEHEHUA, YCNOBMA XPaHEeHUs), YCNoBUA OTMYCKa, HAUMEHOBaHWe U CTpaHa IpUONYECKOTO NMLa, Ha
UMS KOTOPOTrO BblAaHO perucTpauuoHHoe y[oCToBepeHue, HauMeHoBaHue, NonHbIA agpec, TenedoH u
akc  (PUPMbLI-NPON3BOAUTENS, MOTOTUN  KOPUAMYECKOrO NWua, Ha  UMA KOTOPOro . BblOaHo
perucTpalnoHHoe yaocToBepeHne, Ha aHrmuickoMm RA3sbike (AstraZeneca), Homep cepuw, pata
Npon3BOACTBA, [daTa WCTeYeHWs Cpoka TrOAHOCTM, wWTpux-kod, «®dopcura - TOBAPHbLIA 3HaK,
COBCTBEHHOCTb rpynMbl KOMMaHWil ACTpa3eHeka», 3Hak KonupaiiTa KoMnaHuu. [ononHUTensHo MoryT
HAHOCMTLCH CpeacTBa uaeHTUgMKaLUM NekapCTBEeHHOro npenapata (rnobankHbii MaeHTUMKALNOHHDIN
HOMEp TOProBOW EeAWHULBI W WHAWBWAYArbHbIA CEpPUitHLIA HOMEpP BTOPWUYHON (noTpeBuTenbCKoi)
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3aknyeHue:

HomkHocTb

PykoBoguTtens otgena KoHTpons kayecTsa Axumosa C.B.

ynakoBkv AyGnupyloTcA B BUAE UMTAEMOr0 NE4YaTHOro TeKcTa) W Apyrve  TexHudeckwe /
MH(DOPMAaLMOHHBIE KOAbI M CUMBONLI.

** PeaynbTat no nokasareno «MapKkuposkay:

1) MNepBuyHan (BHYTPEHHNS) ynakoBKa NEeKapCTBEHHOro npenapara

Ha BnucTtepe Ha pyccKkOM A3blKe YKa3blBaoT:

TOproBoe HanMMeHOBaHWe npenapaTa «dopcurar, [O3MPOBKA, MEXAYHAPOAHOE HENATEHTOBAHHOE
HaVMEeHOBaHMe Ha PYCCKOM W aHIMTMIACKOM A3blKax, COKpalLLeHHOe HauMeHoBaHMe IopuaUYecKoro nuua,
Ha UMA KOTOPOro BbiAaHO PErnucTpaLunoHHoe YAOCTOBEPEHUE, Ha aHIMIACKOM sidblke (AstraZeneca),
HOMEpP Cepuu, Aata uctTeveHuna cpoka rogHoCcTH. HaneceHbl 3aBOACKWE TEXHONOrn4Yeckue Kogbl v
CUMBOSbI.

2) Bropuunas (noTpebuTensckas) ynakoBka nekapcTBeHHOro npenapara

Ha KkapTOHHOW Nayke Ha PYCCKOM A3blKe yKa3biBaloT:

TOpProBoe HavMeHoBaHue npenapara «Popcurar, MexayHapoaHoe HenaTeHTOBaHHOe HanMeHOBaHWe Ha
PYyCCKOM W aHIMWACKOM A3blkax, 403VPOBKa, KONMYeCcTBO TabneTok B ynakoBke, NekapcTBeHHan dopma,
COCTaB (HaumeHoBaHWe U cofepXakune AerCTBYIOWero BelwecTsa), npeaynpeaTensHbie Haanucu:
«CoaepkuT NaKTosy», «XpaHuTb B HEAOCTYNHOM A8 AeTel MecTe», NyTb BBeAeHUs, cnocob
NPUMEHEHWR, YCIOBUA XpaHeHWs, YCnoBusi OTNycka, HauMeHOBaHWE U CTPaHa pUaNYECcKoro nuua, Ha
MMA KOTOPOTO BbIAAHO PErncTpaLuoHHoe YA0CTOBEPEHWe, HauMeHoBaHue, NMonHbIA aapec, TenedoH 1
dakc (pupMbI-NPOM3BOANUTENSA, NOTOTUN KPUOUYECKOTO NMLA, Ha MMA KOTOPOro BbigaHo
pPerucTpaLmoHHoe yaoCTOBEpeHne, Ha aHrnuiickom siabike (AstraZeneca), Homep cepuu, AaTta
NPOW3BOACTBA, AaTa UCTeYEHUA CPOKa roAHOCTH, WITPUX-koa, «dopcura - ToBapHbIf 3HaK,
coBCTBEHHOCTL Ipynnbl KOMNaHwii AcTpa3eHekay, 3Hak konupanTa komnaduu. HaHeceHsl cpegcTaa
naeHTMKaLumn nexkapcTBeHHOro npenapara (rnobanbHblil MO4eHTU(PUKALWOHHDI HOMEP TOProBoOiA
eanHWLbl 1 MHAWBWAYANbHBIA CEPUAHBLIN HOMEP BTOPUYHOW (NOTpebuTensCcKon) ynakoski AybnupyoTcs
B BUAE YMTaeMOoro ne4yaTHoro TekcTa) M Apyrve TexHuyeckme / MHHOPMaLMOHHBIE KOAbl U CUMBOTbI.

Mpenapar «tbopcura‘, TabneTkun, NOKpbITbie NNEHOYHOM obonoykor, 10 mr», Ne 30 cepun 7490824
cooTBETCTBYET TpeﬁoaaHm;M
JIN-Ne(005264)-(PIr-RU)-220424 «®opcura, TabneTtku, nokpbiTble NNéHoyHoin obonoykoi, 5 mr, 10 mr»

Y7 Le) 08 OKT 2024 Qﬂﬂﬂ;b
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«CBEieHWNA, BHECEHHbIE B aBTOMaTU3MPOBaHHYIO VH

Ha BBOA B rpaxaaHckuil obopoT B Poccuiickoit degepa
npenapaTa, No COCTOAHWUIO Ha 29.10.2024 11:04»

OpMalWoHHYl0 cucTeMy PocsfpasHaf3opa nepes BBOAOM B
rPaxAaHCKni 060pOT Cepyi, NapTuii NeKapCTBEHHbIX cpencTs/ MHdopmMauma 0 BelgaHHbIX PocsgpasHansopom paspewenusx
LM Cepui Unu NapTum UMMYHOBMONOMMHECKOro IeKapCcTBEHHOMD

Hara swecenns B Ope ¥ Homep Homep, nara
Mpomwsogurens " | BBINYCTHRINAS B
AHC Toprosoe Crpana Cresienns 0 cTaauAX NPOH3IBOACTBA Hopmatuenas goxyventanns CepPHH, paspemenus Ha
(BBITIyC KOHTPOJIL) TPAKIAHCKHI
Pocagpassamopa napTHH Hin
oGopor
o eTC g ¢ 3"
®apeurs: TabneTx, OB C 6 P Mumﬁnn:xu c E_..Exzn:mom_ OTBETCTBCHHOCTBIO "AcTpalenexa Humactpus” (000
I Actpadeneka Huactpus”), Poccus (TIpomssoaurens (roTogoi JId)); Obmectso ¢
BOKPMTIC DBEHORHON CTREICTPERSOCTR orpas HOH OTBETCTBE! Toi0 "AcTpa3eneka Humactpus” (000 "Actpadencka 000 "Actpasenexa
14.10.2024 obonouxoi 10 ur 10 mr., *Actpadenexa MuacTpus” Pocens AT HHos TES Shea TP e eme JIT-Ne(005264 )-(PT-RU)-220424 T 7490824 5

Gmmctepw (3), mauku
KapTOHHbie/ ~

(00O "Actpadenexa
Hunactpus”)

Hapactpus”), Poccusa (Y nakosumx/bacosmux (8 NEPBHYHYI0 ynakoeky)): O6mecTso ¢
OrpaHHYEHHOA OTBETCTBCHHOCTHIO “AcTpa3enexa Huactpus” (000 "Acrpa3encka
Hupactpus”), Poccus ( Ynaxosumk/chacosmmx (BTOPHYHAS/TPETHURAA YIAKOBKa))

HHIACTPH3"




