000 «Acrpa3eneka Mngactpus»
249020, Kanyxckas obn.,
Boposcknit paito, epesna Jlo6puno,

AstraZeneca%

1-bivt BocTounstit mpoesy, Bnanenue 8

CepTuduxar cepum n1eKapcrBeHHOTo cpeacrBa Ne

ToproBoe HaumeHOBaHME
MHH

JlexapcrBennas dpopma
Hosuposka

®opma BeImycKa

Crpana umnoprep

Howmep u nata perucrpaumorsoro
YAOCTOBEpPEHUA

Homep nopmaTusHoIt foKymMeHTaLmu

Kop mpopyxTa

Howmep cepun

Howmep cepun in bulk

O6ném cepun

Hara npoussopcTea

Topen o

Howmep ceprudukara ananusa
Hassanue, afipec u HoMepa
NULEH3UI BCex
TIPOU3BOJICTBEHHDIX I/IOLIAOK

(c ykasanuem crapmit
NPOM3BOJCTBA), MECT POBENEHMA
KOHTPO/IAA KaYecTBa u
cepTH(UKaTBI COOTBETCTBUA
Tpe6oBaHMAM MpaBu/I HajIeXKallei
NPOM3BOACTBEHHOM MPAKTHKMI
EASC nna Bcex niomagox

Kon dpopmsi: COM.QA.002.001

40000377970

®opcura

Janarnudnosun

Tab/1eTKY, OKPbITBIE IIEHOYHOM 060/1049KO0
10 mr

TabneTky, MOKPbIThIE MIEHOYHOM obomoukoi, 10 mr (6nucrep)
10 x 3 (mayka KapTOHHas)

Poccuitckas Peepaunsa

JII1-002596 para perucrpauuum: 21.08.2014, nara BHeceHMs
usMmeHenuit 8 PY 16.03.2022

JIT1 002596-210814 (V3am. Nel-Ne10)
100012522
1810224
12501
13342 Y11
02.2024
01.2027
356 ot 20.03.2024

ITpouseoguTtens (Bce cramuy npou3sBofcTBa) 1 BBITYCKAKOLIMI
xouTponb Kavectsa: OO0 "Acrpa3enexa Mupactpus”, Poccus,
249020, Kamyxckas 061., paiton Boposckuit, 1. [lo6puso,
npoesp 1-it Bocrounsit, Bnp. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022
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000 «Actpa3enexa MugacTpus»
249020, Kanyxckas o6,

AstraZeneca@ Boposckwuit paiton, nepesa [lo6puno,

1-bii1 BocTounsiit npoesn, Bnafenave 8

Cepruduxar cepuu n1eKapcrBeHHOro cpeacrsa Ne 40000377970

HacroAummum s MOATBEPXK/Al0, YTO IpMBEeHHAs Bbille WHPOPMAUMA ABNAETCA JOCTOBEPHON M TOYHOIM. ITa
cepust MPOAYKLMM NPOU3BefieHa (BKIIOYAA YIAKOBKY (MapKMpOBKY) ¥ KOHTPONDb KayecTBa) Ha BblUleyKa3aHHOM
NPOM3BOACTBEHHOM MIOIajKe (MIOMWAAKAX) B TIOMHOM COOTBETCTBMM ¢ TpeGoBanuamu Ilpasun Hamiexauiei
NPOUSBOACTBEHHOM TNPAKTUKM EBpasmiickoro 9KOHOMMYECKOTO COK032 M TpPeGOBAHMAMM KOHTPONA KauecTsa
JIEKAPCTBEHHBIX CPEJICTB, a TaKXKe B COOTBETCTBUM CO CEUUPUKALMAMU, COREPKAIMMMUCA B PETUCTPALMOHHOM
Aocbe. 3anMcU TIO TPOU3BOACTBY, YINAKOBKE ¥ aHANU3y TNPOBEPEHbI, M YCTAaHOBIEHO MX COOTBETCTBUE
Tpebosanuam [TpaBun Hajnexaulei MPON3BONCTBEHHON MPAKTUKYU EBpasuiickoro SKOHOMUYECKOTO cOK3a.

Ynonnomouennoe muuo  Pyxosopmrens OOK npoussopcrsa, 3opuna A.H.
Jomxkuocts, PUO, nopnucsy
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Hara 21.03.2024

«AcTpa3eHeka
dapmacbioTukans»

—1‘.119 NOKYMEHTOB

Kon dopmst: COM.QA.002.001 \ Limited liability compa
’ AstraZeneca
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AstraZeneca‘%

HaumeHoBaHue npogykra:

Homep cepuu:
KonuyecrBo B cepum:
[ara npou3soacrea:

logeH po:

WcnbiTanus npoussefeHbl B
COOTBETCTBUM C:

000 «AcTtpa3eHeka MHaacTpua»
249020, Kanyxckas obn.,

BopoBckuit paiioH, aepesHs [Jo6puHo,
1-biit BocTouHbil npoesn, BnageHue 8
Ten. +7 (48438)2 6100

dakc +7 (48438) 2 61 09

CEPTUPUKAT AHAJTU3A Ne 356

«®Popcura, TabneTku, NOKpbITbIe NNEHOYHOW 0Bonoykoi, 10 mr», Ne 30

1810224
13342 yn.
02.2024

01.2027

HA NN 002596-210814 «®opceura, TabneTku, NoKpbITbie NNEHOYHON
oBonouko#, 5 mr, 10 Mr».

Mam.Ne1 or 29.06.2015 r. (JIN 002596-290615); U3m.Ne2 ot 12.08.2016 r.

(NN 002596-120816); MNam.Ne3 ot 06.02.2017 r. (J1N 002596-060217);

3m.Ne4 ot 28.07.2017 r. (11N 002596-280717); U3m.Ne5 oT 14.08.2018 r.

(1N 002596-140818); MNam.Ne6 ot 19.08.2019 r. (/1 002596-190819);

M3m.Ne7 ot 25.06.2019 r. (/1M 002596-250619); Nam.Ne8 ot 23.06.2020 r.

(1N 002596-230620); Wam.Ne9 ot 14.02.2020 r. (11 002596-140220);
Mam.Ne10 ot 16.03.2022 r. (J11 002596-160322).

Oara
UCNbITAHUN

HaumeHoBaHue nokasareneii

TpeboBaHus HOpMaTUBHOW
AOKyMeHTauum

PesynbTarsl UCnbiTaHuit

13.03.2024 -
20.03.2024

Onucanue

PomboBvaHbie ABOAKOBBINYKbIE
TabneTku, NOKPbLITLIE NNEHOYHOWM
060no4Koin KENTOro UBeTa, ¢
rpasupoBko «10» Ha oaHOM CTOPOHE K
«1428» Ha Apyrow CTOPoOHe

Cooteercrayer

MoanuuHOCTL

Bpems yaepXvBaHUs OCHOBHOIO Nuka
Ha XpoMaTorpamme UCnbITyemoro
pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHM YAEPKMBAHNA NnKa
AanarnunosnHa Ha XxpoMaTorpaMmme
pacTsopa craHgapTHoro obpasya

MoareepxaeHa

PacnagaemocTtb

He Gonee 12
MWHYT B
ayeraTtHoM
6ydepHom
pacrsope, pH 4,5,

npu Temneparype
37°c

Hopmbl

CoortBercreyet

OXY TCTRe~

Ex
//Q
./‘,
AmpdSemm A ‘F
BDMaCbk\TMKaﬂ’B
1

MakcumanbHoe CootBercrByeT

Bpemsi HO
pacnagaemocTv
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Dara HaumeHoBaHue nokasarenew Tpe6oBaHus HOpMATUBHOWM PeaynbTartbl uCNbITaHUIA
ucnbiTaHuh AOKYMeHTauuu
Boga He 6onee 5,4% 34%
OpHOPOAHOCTE A03MPOBaHUSA Kputepui CootsetcrByer 1.7
NpUeMNeMocTH, HAO
AV
Hopmbl Ons 10 Tabnetok CooteeTtcTBYET
AV < 15,0 unu
Ons 30 Tabnetok
AV < 15,0 npu
ycnosuu, 4to 0,75
M<xi<125M
KonuuectBeHHoe onpepnenenue| % or 0O7190,0 go 110,0 99.0 %
3asBNEeHHOro %
Konuyecrsa
Mr B TabneTke 019,080 11,0 9.9 mr/rab.
mr/Tabnertka
Ynakoska Mo 10 Tabnetok B 6nucTepe us Coorsetcreyer
anlMuHneBoit gonbru; no 3 6nucrepa
C UHCTPYKUWEN NO NPUMEHEHUIO B
KapTOHHOW Navke C KOHTPONEM NepBOro
BCKPbITUA
MapkupoBka Cootsercrteyer H* CootBercrByeT™™
XpaHexne Mpu Temneparype He Bbiwe 30 °C CoortsercieyeT
Cpok rogHOCTH 3 ropa CootBercTByeT

* TpeGosanua HL ansa nokasarens «MapkMpoBKay:

Ha pycckom fi3bike yKasaHo:

1) MNepBu4Has ynakoBka nekapcTBEHHOro npenapara
Ha 6nuctepe: '
TOpProBOoe HaMMmeHOBaHWe npenaparta «dopcura», MeXgyHapogHoe HenaTeHTOBaHHOE HauMeHoBaHue,
[O3VPOBKa, NeKkapcTBeHHas hopma, COKpalieHHOe HauMEeHOBaHWE IOPMAUYECKOro nuua, Ha ums
KOTOPOro Bbi4aHO perucTpauuMoHHoe yAOCTOBEpeHue, Ha aHrnmiickom ssbike (AstraZeneca), Homep
cepwvu, roaeH fo.

[ononHuTensHO MOryT HAaHOCUTLCA 3aBOACKUE TEXHONOrnYeckne Koabl.

2) BropuuHas ynakoska

Ha kapToHHOM nayke:

TOProBoe HauMmeHoBaHue npenapara «dopcura», MexXayHapoaHoe HernaTeHTOBaHHOe HauMeHOoBaHwue,
nekapcTBeHHas copma, 4O3MPOBKA, KONMYECTBO TabneTok B ynakoBke, AeUCTBYIOLLEE BELEeCTBO U ero
copepxaHue B oaHon Tabnetke, cnocob npuMeHeHus, npeaynpeauTenbHble Hagnucw: «Copepxut
nNakTo3y», «XpaHuTb B HEAOCTYNHOM ANA AeTeil MecTe», YCNOBUA OTNYCKa, HaumeHeBaHvwe W cTpaHa
IOPMOMYECKOTO NULA, HA MMS KOTOPOrO BbIAAHO PEerucTpauuoHHoe yaocTt / vt

nonHbin agpec, TenedoH n dakc dmpmu-npouaaonmenn HOMep perucr {

KONUpanTa KOMNaHuu.
[ononHuTensHo  MOryT  HaHOCUTLCA

CEPTUOUKAT AHANNIA Ne 356



(rno6anbHbivi NAEHTUMUKAUMOHHBI HOMEP TOProBOM AUHULLI U MHAVBUAYANbHBIA CEpPUIHBLIA HOMEep
BTOPUYHOW (NoTpebuTensckoi) ynakosku AyGrnupyioTes B BUAE YMTAEMOro NEeYaTHOro TeKkcTa) u apyrue
TeXHHYeckue /MHPOPMaLNOHHbIE KOAab!.

** PeaynbTat no nokasaresnto «Mapkuposka»:

1) NepBUUHARA ynakoBKa NeKapcTBEHHOro npenapara

Ha Gnucrepe:

TOProBoe HaumeHoBaHue npenapara «dopcura», MEXAyHaApoOAHOE HenareHTOBaHHOE HauMeHOBaHue,
[O3UPOBKa, NEKapCTBEHHas (OpMa, COKpalleHHOE HaMMEHOBaHWE PUAUMECKOro Nuua, Ha WUMSA
KOTOPOro BblAaHO PEerMcTpauUvMoHHOE YAOCTOBEpEeHWe, Ha aHrmuMinckoMm s3bike (AstraZeneca), Homep
cepuu, roaeH [o.

HaHeceHbl 3aBOACKUE TEXHOMOrMHeckue Koabl.

2) BropuyHas ynakoBka

Ha kapToHHOW navke:

TOproBoe HaumeHoBaHue npenapara «dPopcura», MexayHapoaHOe HenaTeHTOBaHHOe HauMeHoBaHue,
nekapcreeHHas opma, A03NpOBKa, KONUYECTBO TabneTok B ynakoBke, AeiCTByIOLES BELECTBO U ero
copepxaHue B ofHoW Tabnertke, cnoco® npuMeHeHus, npeaynpeauTenbHble Haanucn:. «CoaepxuT
NakTo3y», «XpaHuWTb B HEQOCTYNHOM ANs AeTell MecTe», YCnoBus OTnycka, HauMeHOBaHWe u cTpaHa
IOPUANYECKOrO NWUA, Ha MMS KOTOPOrO BbIAAHO PErucTpauuoHHOE YAOCTOBEpeHue, HauMeHOoBaHue,
NONHbl agpec, TenedoH U gakc UpMbI-NPON3BOAUTENS, HOMEP PEruCTPaLUOHHOMO YAOCTOBEPEHUS,
YCTIOBUA XPaHEHUs, NOroTUn OPUAUYECKOro nuua, Ha UMS KOTOpPOro BbifaHO perucTpauvoHHoe
YAOCTOBEpPEHUE, Ha aHrnuickoM Asbike (AstraZeneca), HoMep cepuu, Aara nNpPOWU3BOACTBA, roAeH Ao,
Wwrpux-kog, «dopcura - TOBapHbIA 3HAK, COBCTBEHHOCTb rpynnbl KoMnaHwii AcTpaleHeka», 3Hak
KonupanTa KoMnaHuu.

HaHeceHbl cpeacTsa ugeHTudUKaUu nekapcTBeHHoro npenapara (rnobanbHblit MAEHTUPUKALMOHHBIVE
HOMEP TOProBOW €ANHULbI ¥ UHAUBUAYaNbHbBIA CEPUiiHbIA HOMEP BTOPUYHOIA (NOTpebuTenbckomn)
yNakoBKu AyOnupyoTCA B BUAE YUTAEMOro NeYaTHoro TekeTa) u Apyrue TexHu4eckue /MHPopMaLmoHHbIe

Kogbl.

3aknovenune: [lpenapat «Popcura, TabneTku, NoKpbiTbie NNEHOYHON oBonoykow, 10 mry, Ne 30 cepumn 1810224
cooTBETCTBYET TpeboBaHnam
HA 1M 002596-210814 «®opcura, TabneTtkn, NOKpbITbIE MNEHOYHOM 060no4kon, 5 mr, 10 Mry.
Mam.Ne1 ot 29.06.2015 r. (J1MN 002596-290615); N3am.Ne2 ot 12.08.2016 r. (JII 002596-120816);
Mam.Ne3 ot 06.02.2017 r. (J1MN 002596-060217); N3am.Ne4 ot 28.07.2017 r. (JIN 002596-280717);
Mam.Ne5 ot 14.08.2018 r. (JIN 002596-140818); Nam.Ne6 ot 19.08.2019 r. (/11N 002596-190819);
Wam.Ne7 ot 25.06.2019 r. (1IN 002596-250619); Uam.Ne8 ot 23.06.2020 r. (1NN 002596-230620);
Mam.Ne9 ot 14.02.2020 r. (JI1 002596-140220); N3m.Ne10 ot 16.03.2022 r. (1111 002596-160322).
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PykoBoauTens otgena KOHTPons Ka4YecTea Axumosa C.B.
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«CBegeHunA, BHECEHHbIE B ABTOMaTU3NPOBaHHYIO MH(.pOpMaLI,VIOHHle cucrteMy Poc3gpaBHag3opa nepeg BBOAOM B
rpaxgaHckun odopoT cepui, NnapTumn neKapcTBeHHbIX cpeacTs/ UHopMauna 0 BblAaHHbIX Poc3gpaBHag30poM pa3peLlleHnax
T AT bk oy G e & APV Ha BBOJ, B rpaxXgaHCcKumn obopoT B Poccumckon depepayuun cepum nnm napTum UMMyHOSNONOrN4ECKOro NneKapCcTBeHHOro

<I’¥,x VEPAADL AL \,\)’,«3‘«.%}:‘, o ;’"g.z'\‘ LAY npenapaTa, no COCTOAHMIO Ha 21.04.2024 14:32»

B COEPE 3APABOOXPAHEHWA

JHata BHeceHHs B Opr: : Homep Homep, nata
Toprosoe IlponsBoauTens BLINYCTHBINAS B
AHC i " (BbIyCKAKOMHH KOHT| ) Crtpana C 0 CTaHAX Np TBa HopmaTHBHas JOKYyMeHTAHS " il CepHH, pa3pemieHHs Ha
Poc3npasnanzopa 2 o paxt F NapTHH HIn
obopot
(060 s K‘:ﬁ:ﬁ""“ °T:"..°T;°"’f°"rl.'l’ Ac"’”:"":‘: Huactpus JIT 002596-210814; Haw. Nel & JIIT 002596-210814;
®Dopcura; TabneTku, OB1mecTBO ¢ OrpaHHUEHHOM S e 3_ JiEoeqs (190 mw‘:" A (hoomon Ham. Ne2 k JITT 002596-210814; Ham. Ne3 k JITT
JI®)); OBwecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTBIO "AcTpa3eHexa
MOKPHITHIE TUICHOYHOM OTBETCTBEHHOCTHIO Ungactpis” (000 "Actpalenexa Hi 13"), Poc 002596-210814; U3m. Ned k JIIT 002596-210814; GO0 "Actpisesexa
22.03.2024 obonouxodt 10 mr 10 mr., "Actpa3eneka Hugactpus” Pocens (y" e E “(’ XA HRACTPI ) < y I Hiam. NeS k JITT 002596-210814; M. Ne7 & JITI ity 1810224 5
GamcTeps (3), mauxu (000 "Actpa3etiexa o e R ”“’H o ('(”)00 002596-210814; Ham. Ne6 x JIIT 002596-210814; AacTp
KapTOHHble/ ~ Hupactpus”) Z a3e % M N ..)0; " C;P . 2 P ,R:CTP s Ham. Ne9 k JIIT 002596-210814; Ham. Ne8 k JITT
TpeScatas Hnmerpw:), Pocoun (Visasosmpexd acosup 002596-210814; Ham. Ne10 x JIIT 002596-210814
(BTOpHYHASA/TPETHYHASA YNIAKOBKA))




