AstraZeneca -

CepTudukar cepun 1eKapcTBEHHOIO cpefcrBa Ne

Toprosoe nHanumenopanue
MHH

JlexapcTBeHHas popma
[osuposka

®opma BeimTycka

Crpana nmnoprep

Homep 1 nata permcTpaumoHHOro
YAOCTOBEPEHUA

Homep HOpMaTHBHOJ JOKYMEHTaLMM
Kop nponyxta

Homep cepun

Homep cepuu in bulk

Ob6bém cepun

HlaTta npoussopcTBa

Tozen o

Homep cepruduxara ananusa

Hassanue, appec u Homepa
NULEH3UNA BCex
IIPOM3BOACTBEHHBIX NIOUALOK

(¢ yxasanuem crapuit
TIPOM3BOJICTBA), MECT NPOBENEHUA
KOHTPO/LA KauecTBa U
cepTudUKaTHl COOTBETCTBUA
TpeOOBaHUAM NpPaByU/ HAUIeXalIei
TIPOU3BOACTBEHHOI IPaKTUKM
EA3C s Bcex nomanox

Kog popmni: COM.QA.002.001

000 «Actpa3enexa Mupacrpus»
249020, Kamyxckan o6,

Boposckwuit paiton, nepesrs Jlo6puro,
1-biit Bocrounsit npoesy, snagenue 8

40000428011

®opcura

Hanarmudnosnu

Ta6IeTKH, ITOKPHITHIE MIEHOYHOM 060M0YKOM
10 mr

TableTiM, NOKPbIThe IIEHOYHOM obomouxoit, 10 mMr (6mucrep)
10 x 3 (mauxa KapTOHHas)

Poccniickan Qepepanus

JITTI-Ne(005264)-(PT-RU) para perucrpaumm: 22.04.2024, nara
BHeceHna uamenennit: 11.12.2024

JITI-Ne(005264)-(PT-RU)-111224
100012522
3690525
13857
2313211
05.2025
04.2028
849 ot 07.08.2025

[poussoputens (Bee cragum npou3BofCTBa) U BHUTYCKAIOMUIMIA
KoHTponb Kavecrsa: OO0 "Acrpa3eneka Mupacrpus”,
Poccwitckas Qepepauns, 249020, Kanyxckas o6, paitor
Bopogsckuit, x. Jobpuro, npoesn 1-it Bocrounsiit, Baj. 8
Homep nuuensuu - J1012-00102-77/00010366

Howmep GMP-cepruduxara - GMP/EAEU/RU/01350-2024
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000 «Acrpa3enexa Hupacrpuan
249020, Kanyxckas 061.,
Boposckuit paitoH, gepesusa [Jobprio,

AstraZeneca .~

1-ptit Boctouusiit npoesyt, Bnagenue 8

£

Ceprudumxar cepun 1eKapcTBEHHOTO CpejicTBa Ne 28

HacroAmuM s NnoATBEpXK/al0, YTO NpMBeJeHHAA Bbllie MHPOPMAlMA ABAACTCA HOCTOBEPHOM M TOYHOA. IDTa
cepyus NMPORYKUMM TPOM3BeJeHA (BKIIOYASA YIAKOBKY (MApKMPOBKY) M KOHTPO/Ib KAYECTBA) HA BHIHICYKA3aHHOM
NPOM3BOACTBEHHON MolafKe (MIOMAAKax) B MONMHOM cooTBercTBuu ¢ Tpebosanuamu [IpaBun Hagnexamei
NPOU3BOCTBEHHOM TPaKTHKM EBPasuitckoro 3KOHOMMYECKOro CO0K3a M TpeOOBaHMAMM KOHTPO/IA KayecTsa
NeKapPCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBMM CO CrieuyUKALMAMM, COMEPIKAUMMUCA B PErUCTPALHOHHOM
focbe. 3amMcyu 1O NPOM3BOACTBY, YNAKOBKE M aHAIU3Y IPOBEPEHBI, M YCTAHOBACHO WX COOTBETCTBME
TpeboBanuam [IpaBun Hapiexanieit Npou3BOACTBEHHON NPaKTUKK EBPasmMiickoro 3KOHOMUYECKOTO COI03a.
g )

/d
Ynonswomouentoe muuo  Pykosogurens OOK npoussoacrsa, 3opuna A.H. <%/

[

Homkaocts, PUO, nognuce ,7

Iata 11.08.2025

Kox dopmst: COM.QA.002.001




AstraZeneca -

HaumeHosaHue npogykra:

Homep cepuu:
KonuuyecTso 8 cepun:
Dara npounasopcraa:

Mopex go:

WcneitaHns npon3seferbl B
COOTBETCTBUM C:

000 «AcTpa3eHeka WkpacTpus»
248020, Kanyxckas obn.,

BopoBckuii paitoH, pepestsa [Jobpuro,
1-bifi BocTouHbI Npoesn, Bnagexue 8
Ten. +7(48438) 26100

Paxc +7 (48438) 261 09

CEPTUOUKAT AHAJTU3A Ne 849

3690525

05.2025
04.2028

23132 yn.

«®opeura, TabneTku, NOKPbITLIE NNEHOYHOW oBonoukoit, 10 mry, Ne 30

NN-Ne(005264)-(Pr-RU)-111224 «®opcura, TabneTku, NokpbiThie
nNéHoMHoM 06ono4koi, 5 mr, 10 Mr»

[ara
UCNbITaHWIA

HaumeHnoBaumue nokasartenen

TpeGoBaHust HOPMATUBHOWM
[OKYMEHTaUuK

Peaynbrarh! ucnsiTaHuin

28.07.2025 -
07.08.2025

Onucanue

PomBosuaHbIie ABOSIKOBBIMYKIbIE
TabneTkyn, NOKPbITbie NNEHOYHOM
060noYKON XENTOoro usera, ¢
rpaBupoBKOW «10» Ha OOHO| CTOPOHE K
«1428» Ha Apyron cTopoHe

CoorsercrayeT

WpexTudukayus

Bpemsi yAepuBaHus OCHOBHOTO MinKa
Ha XpOMAarorpamme UCrbLITYeMoro
pacTsopa A0/MKHO COOTBETCTBOBATD
BPEMEHN YAEPKUBAHUS NUKa
panarnudnoanHa Ha xpomarorpamme
CTaHAapTHOro pacTeopa

MNoateepxaeHa

PacnagaemocTb

He bonee 12
MUHYT B
ayeTaTHoM
OychepHoM
pacrsope, pH 4,5,
npv Temneparype
37 °C

Hopwmbl

CoorBercrayet

MakcumanbHoe Coorsercrayer
Bpems

pacnagaemocTu

Bopa

He Gonee 5,4%

OAHOPOAHOCTL 403VNPOBAHHbIX
eauHuL,

Kputepwi
npuUemMnemocTy,
AV

Ons 10 tabnerok

Hopmbl

Coorsercrayer
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Dara
UCNbiTaHWh

HaumeHosaHue nokasartenen TpebopaHus HOPMaTUBHON PeaynbTavb! UCNbITAHUA
[OKyMEHTaLun

AV < 15,0 unu
[na 30 vabneTox
AV < 15,0 npn
ycnoeuw, uro 0,75
M<xi<125M

KonuuecTtsenHoe onpeaenexve| % oT O1 90,0 go 110,0 100.6 %
3a8BNEHHOTO %
Konu4ecrsa

Mr B TabneTtke Or 9,0 a0 11,0 10.1 mr/rab.
mr/TabneTka

OnucaHue ynakoBxu Mo 10 Tabnerok B8 6nmucrepe U3 CooTtsercrayer
anioMmHMeBon honbru,
chOpMMPOBAHHOM M3 (POPMOBOYHOIO
namuHaTa, CocTosiuero us nonuamuaa /
MSITKOW anioMuHMeBon onbiy /
HennacTuUUNpPoOBaHHON
nonverHUNXNopuaHon (MBX) nnexky,
3anevyaraHHOM 3aKkaneHHow
anNOMUHUEBOV ONLIrov, NOKPLITON
Tepmornakom; no 3 6nmcrepa c
TINGTKOM-BKNAABILLEM B KAPTOHHOM
nayke ¢ KOHTPOSIEM NEPBOro BCKPbITUA.

MapkupoBska CoorsetcrayeTt pasgeny 1.3.2 mogyns Cootsercrayet™”
1*

Ycnosus xpaHeHus Mpw Temnepartype He eoiwe 30 °C CootBetcrayer

Cpok rogHocTu (cpok 3ropa CoorBeTCTBYET

XpaHEHUR)

* Tpebosanusi HI1 ans nokasarenst «MapkupoBKay».

1) lepsuunan (BHYTPEHHARA) yNakoBKa NekapcTBeHHOro npenapara

Ha 6nuctepe Ha PyCCKOM A3bIKe yKasbiBaloT!

TOProBoe HaumeHoBanwe npenapata «®opeurar, [03VPOBKA, MEXAYHapOAHOe HEenaTeHToBaHHOE
HAWMEHOBAHNE Ha PYCCKOM U aHIMUACKOM A3biKax, COKPALIEHHOe HalMeHOBaHNe IOPVANMECKOTO NKLA,
Ha MMS KOTOPOrO BbIAAHO PErucTpauuoHHoe yaoctoBepeHue, Ha aHrnuiickom A3bike (AstraZeneca),
HOMEp CEepwM, [aTa MCTEMEHUsi CPoKa rOAHOCTM. [OMOMHMTENbHO MOTYT HaHOCUTLCR 3aBopickue
TEXHONOMMYECKUe KoAbl U CUMBOIbI.

2) Bropuunan (noTpeburensckas) ynakoBka NeKkapcTBeHHOro npenapara

Ha KapTOHHOW Na4ke Ha PYCCKOM A3bike YKA3bIBAIOT:

TOProBOE HaUMeHoBaHuUe npenapara «Popcurar, MexayHapoAHOe HenaTeHToBaHHoe HaUMEHOBaH1e Ha
PYCCKOM 11 aHIIMIACKOM #i3blKaX, AO3VPOBKa, KOSIMYECTBO TabneTok B yNakoBK@ IekapCcTBenHas dopma,
coCTaB (HaWMeHoBaHWe ¥ COAEPKaHue AeACTBYIOLLEro BewecTsa), npeaynper Bf ble Hapnneu:
«ConepxuT naKTody», «XpaHuTb B HEAOCTYNHOM Ans nerei MEgTe gwp; BBe[ m&g cnocob
NPUMEHEHUS!, YCIOBUS XPAHEHWS, YCNOBMA OTMYCKA, HAaUMEHOBaHUE W E 3
MUMSA KOTOPOTO BbiAHO PEruMCTPauMoHHoe YAOCTOBEpeHNUe, HanMeHOH Ak

akc  PUPMbI-NPONIBOAUTENS,  NOTOTUN  IOPUMAMYECKOTO  NLA, ¥ g £
PEerucTPauMoHHOE YAOCTOBEPEHWE, Ha aHIMUACKOM A3bike (Astraze ca),”’/eggom‘ép /e8pvmn, fAata
NPOVW3BOACTBAE, AaTa WCTEYEHUR CpoKa FOAHOCTH, LWITPUX-KOQ, PO O,iggﬂgg&puuﬁ aHaK,
COBCTBEHHOCTL TPYNNbl KOMNaHui AcTpadeHekar», 3HaK konupawnra KOMNaHWN “HERONHUTENBHO MOTYT
HaHOCUTLCH CPeacTBa uaeHTUUKaLuK NexkapcTBEeHHOro npenapara (rnoBanbHbift UAEHTUUKALMOHHDINA
HOMED TOPrOBOWM EAVHMUbLI W MHAVBUAYANbHLIR CEPUiAHBIA HOMEp BTOPUYHON (NOTpebuTenbekon)

CEPTUDUKAT AHAJTU3A Ne 849 213



ynakoBku AybnupyloTcCA B BWOE MMTABMOr0O MEYaTHOrO TEKCTa) W ApyrMe TexHudeckue |/
MHDOPMALIMOHHDBIE KOLbI ¥ CUMBOSbI.

** PesynbTart no nokasarento «Mapkuposkay:

1) TlepBuuHas (BHYTpPeHHAR) YNakoBKa NeKapCTBeHHOrO npenapara

Ha 6nncrepe Ha pPYCCKOM A3bIKE YKa3biBaIOT:

TOProBoe HauMeHoBaHue npenapara «Popeuray, AO3NPOBKa, MEXAYHapOOHOE HEeMaTeHTOBaHHOe
HauMEHOBaHWE Ha PYCCKOM U aHFMUIACKOM S3blKax, COKpaLeHHOe HaUMEHOBaHUE IPUANYECKOro Nnua,
Ha UMst KOTOPOTO BLIAAHO PErUCTPALMOHHOE YOOCTOBEPEHME, Ha aHTTIMIACKOM sidbike (AstraZeneca),
HOMED Cepui, A4aTa UCTEYEeHMA CPOoKa roHOCTU. HaHeceHbl 3aBOACKME TEXHONOrUYECKne Koabl 1
CUMBOSbI.

2) BropuyHas (notpebutenbckan) ynakoBKa NekapcTBEHHOro npenapara

Ha KapTOHHOIR NayKke Ha PYCCKOM $3biKe YKa3blBAOT:

TOProsoe HaumeHoBaHue npenapara «dopcuray, MexayHapoAHOe HEeNATEHTOBAHHOE HauMeHoBaHne Ha
PyCCKOM 1 @HIIIMIACKOM fA3bIKax, A03MPOBKa, KONMYeCTBO TabneTtok B Yynakoske, fekapcreeqHas gopma,
cocTtae (HauMeHOBaHWE U CofepXanve AenCTBYIOLero BeWecTsa), npegynpeanTenbHbie Hannucn:
«Copepxut naktoay», «XpaHuTb B HEGOCTYNHOM ANs AeTer MecTe», NyTh BBEAEHUHA, cnocab
NPUMEHEHWSA, YCIOBUSI XPaHEHWS!, YCIIOBUS OTMYCKA, HAMMEHOBAHWE U CTPAHa IOPUANYECKOro Nuua, Ha
MMS1 KOTOPOTO BbiABHO PErMCTPaLMOHHOE YAOCTOBePEHUE, HAauMeHOBaHMe, NONHbIA agpec, TenedoH u
dakc OUpMeI-NPOUIBOAUTENS, NOTOTUMN IOPUANYECKOTO NKLA, Ha MMS KOTOPOro BbiaHO
perucTpauvoHHoe yAoCTOBEpeHne, Ha aHrMMCKoM siabike (AstraZeneca), HOMep cepuu, AaTa
NPOM3BOACTBA, 4aTa UCTEYEHUA CPOKA rOAHOCTH, WTPUX-KOA, «POpCUra - ToBapHbIA 3HaK,
coBCcTBEHHOCTD rpynnbl KOMNaHuiA AcTpa3eHekar», 3Hak Konupaita komnakdun. HaneceHbl cpeacTsa
naEeHTUMKALUM NEKAPCTBEHHOrO npenapara (rnobanbHbii MAEHTUDOUKALMOHHBIA HOMEP TOProBo
€OURULb! N MHOMBUAYANbHBIA CEPUitHBLIA HOMEP BTOPUYHON (NOTPebuTenbCcKoit) ynakosku aybnmnpyorcs
B BUE YATAEMOr0 NEYaTHOro TEKCTa) 1 APYrue TexHuyeckue / MHhopMaLMoHHbIe KOAbl M CUMBONbL.

3akniovenue: [penapar «dopcura, Tabnetku, NoKpbITbie NNEHOYHOR o6onoukow, 10 mr», Ne 30 cepun 3690525
COOTBETCTBYET TPeBOBaHUAM
JIM-Ne(005264)-(Pr-RU)-111224 «®opeura, Tabnertku, nokpbiThie NNEHoYHoN obonoukort, 5 mr, 10 Mr»

LomkHoCTb N0 07 ABI 2025 loanuce

[upekTop no kavecTsy MakapxuHa T.H.

-

CEPTUGUKAT AHAJTU3A Ne 849 3/3



PEAEPAALHAR CAVXKBA TIO HAA3OFY

«CBepfeHnA, BHECEHHbIe B aBTOMaTU3NPOBaHHYI0O MHPOPMaLMOHHYI0 cncTteMy Poc3gpaBHaZ30pa nepej BBOAOM B
rpaxaaHckuim odopoT cepuin, NapTuin NeKapCTBEHHbIX cpeacTs/ NHMopMaLnA 0 BblijaHHbIX POC3apaBHaA30pOM paspeLleHmnax
Ha BBOJ, B rpaxAaHCcKuin odbopoT B Poccumckon ®egepauim cepun nam naptmm MMMyHOBNON0rM4eckoro IeKkapCcTBeHHOro

B COEPE 3APABOOXPAHEHMS

npenapaTa, No coctoaHuio Ha 03.09.2025 12:52»

Gancrepst (3), nauku
KapTOHHbIE/ ~

(00O "Actpa3enexa
Hupactpus”)

(VY nakoBmyK/(hacoBIHMK (B NIEPBHYHYI0 YNAKOBKY)): ObmecTRO ©
OrpaHHYeHHOM OTBETCTBEHHOCTHIO "AcTtpa3enexka Hupactpus” (OO0
"Actpa3enexa Hugactpus"), Poccust (Y nakoBmuk/(acopmux
(BTOpHUHAS/TPETHUHAS YIIaKOBKa))

MHJACTpHU3"

Opranunsauus, IIncbma 06
JlaTa BHECeHHS B Homep Homep, nata
Toprosoe Ipoussogurens BbIIYCTHBILAS B u3bsiThH JIC
AHC = Crpana CBeJieHHS 0 CTANHAX MPOH3BOJICTBA HopmaTHBHas JOKYMeHTALHs CepHH, paspenieHHs Ha
P (BbIIY KOHTPOJIb) rPAXKJIAHCKHI (Homep,
0c3ApaBHAA30pPA napTHH
obopor nara)
OB6wmecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "AcTpa3eneka Muaactpus”
@opeurs; Tabaerxn, OBiecTso ¢ orpannyenol (000 "Actpa3eneka HHuucrpm' ), Pocens (Hpomsmvxvmenb (roToBoi
. JI®)); O6wmecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "AcTpadeHeka
TIOKPETRS HACHOMHOR QIPCICTREHHOCTRD Hupactpus" (OO0 "Actpa3enexka Hupactpus"), Poccus 000 "Actpaseseka
12.08.2025 obonouko# 10 mr 10 mr., "Actpa3eneka Mupactpus” Poceus P P PHI) JII-Ne(005264)-(PT-RU)-111224 P 3690525 -




