AstraZeneca .=

Ceprudukar cepuu neKapCTBEHHOro cpeicrsa Ne

Toprosoe HauMeHOBaHME
MHH

JlexapcrBeHHaa opma
Hosuposka

Qopma BbITYCKa

Crpana umnoprep

Homep u 1aTa perucTpauMoHHOro
Y/AOCTOBEPEHUA

Homep HOpMaTUBHOI JOKYMEHTALMM
Kop npogyxra

Homep cepuu

Homep cepuu in bulk

O61bém cepun

Harta npounssoncTsa

l'open no

Howmep ceptudmkara ananusa

Hassanne, agpec u HoMepa
NMULIEH3UI BCeX
NPOU3BOJACTBEHHBIX IVIOAAOK

(¢ ykasaHueM cTajui
MPOM3BOJACTBA), MECT IPOBENEHUA
KOHTPONA Ka4yecTsa
cepTU(UKATLI COOTBETCTBMA
TpeGOBaHMAM NPAaBUIT HafIEXKaILEH
NpOM3BOACTBEHHOM MIPAKTUKM
EA3C pna scex miowagox

Kon dopsni: COM.QA.002.001

000 «Actpa3enexa MupgacTpus»

249020, Kanyxckas obn.,

Boposckuit paitoH, fepesna lo6puiio,
1-btit BocTounsiit ipoean, nagenue 8

40000397882

Qopcura

Hanarnudnosun

Tab/IeTKM, OKPBITHIE II/IEHOYHO 060M0TKOM
10 mr

TabneTku, MOKPbIThE TIEHOYHOI obonoukoi, 10 mr (6nucrep)
10 x 3 (mauka KapTOHHas)

Poccuitckaa Pepepauns
JII1-Ne(005264)-(PI'-RU) mara perncrpaunu: 22.04.2024

JITT-Ne(005264)-(PT-RU)-220424
100012522
7510824
13075
12795 V11
08.2024
07.2027
1145 o1 08.10.2024

[Tpoussonutens (Bce cTagmu npouM3BOJCTBA) M BITYCKAIOWIMI
KoHTponb kavectsa: OO0 "Actpa3eneka Mupactpus”,
Poccuitckan Qenepauus, 249020, Kanyxckas o6n., paitoH
Boposckui, i. [lo6puno, npoesy 1-it Bocrounstit, 3. 8
Homep muuensnu - J1012-00102-77/00010366

Homep GMP-ceprudmkara - GMP/EAEU/RU/01350-2024
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Q00 «Acrpadenexa Mupacrpuan
249020, Kanyxckas 061,

AstraZeneca .~ Boposcxii paiton, xepesis floGpuio,

1-srit Bocrounsii npoeas, snajenne 8

Cepruduxar cepumu nexapcrsennoro cpeacrsa Ne 4000039788

Hacroamum a noprsepigiaio, uro npusejenHas Bbie WHQOPMaLMA ABAAETCH JOCTOBEPHONM M TOYHOM. JTa
cepuA NPOAYKIMM NPOM3BefeHa (BK/IOYAA YNAKOBKY (MapKMPOBKY) M KOHTPO/Ab KayecTBa) HA BhIIUEYKA3aHHOWM
MPOM3BOACTBEHHOM MUIOLaAKe (IUTOUIA/IKaX) B IIO/IHOM COOTBETCTBMM C TpeboBammamu [lpaBun Hapmexaniei
MPOM3BOACTBENHOM NpaKTMKK EBpasMickoro 5KOHOMMYECKOrO cOK03a M TpeGOBaHMAMW KOHTPOMA KavecTsa
NEKAPCTBEHHDBIX CPESICTB, 2 TAKKE B COOTBETCTBMM CO CrielU(PUKALMAMM, COZEPKAWMMMUCA B PETUCTPALMOHHOM
Aocbe. 3amMCH 10 NPOM3BOACTBY, YNAKOBKE M QaHAIM3Y TIPOBEPEHBI, ¥ YCTAHOB/ICHO MX COOTBETCTBME
Tpebosanuam [Ipasun najnexanien npousBoCcTBENHOM NPaKTHKY EBPasuiickoro 9KOHOMMYECKOTO COI03a.

Ynommomouennoe o PykoBojuTenb OTAeNa KOHTPONA KavecTsa, Akumosa C.B.
Homxuocrs, PMO, nognucs

Hara 14.10.2024

Kont popuni: COM.QA.002.001 Crpanma 2 /2



000 «Actpa3eHeka ViHpacTpua»
249020, Kanyxckas obn.,

Boposckuii paitoH, gepesHs JobpuHo,
1-biit BocTOuHbBIM Npoeag, Bnagetxune 8
Ten. +7 (48438) 261 00

Dakc +7 (48438) 261 09

AstraZeneca

CEPTUOUKAT AHATTN3A Ne 1145

HaumeHosauue npogykra: «®opcura, TabneTkM, NOKpbIThie NNEHOYHOR oBonoykon, 10 mr», Ne 30

Homep cepuum: 7510824
Konu4ecTeo B cepuu: 12795 yn.
[arta npoussogcTea: 08.2024
logeH go: 07.2027

WenbiTauns npon3seieHbl B
COOTBETCTBUM C:

NM-Ne(005264)-(Pr-RU)-220424 «®opcewra, TabneTku, NOKpbIThie
nnéHovHon obonoukon, 5 mr, 10 mr»

TpeboBaHua HOPMATUBHOMR
[OKYyMEeHTaLuu

Jara HaumeHoBaHue nokasarenei PeaynbTarhl UCMNbITaHWA

MCNbLITAHWA

02.10.2024 - CooTBeTcTByeT

08.10.2024

PombBoeuaHble 4BOAKOBbLINYKIbIE
TabneTku, NOKPbITLIE NNEHOYHON
obonovkoi xénToro UeeTa, ¢
rpaeupoBkor «10» Ha OHOIN CTOPOHE K
«1428» Ha Apyroi CTOpoHe

Onucanne

Bpems yaepxvBaHvus OCHOBHOIO nuka MNoateepxaeHa
Ha XpOMaTOrpamMmMe MCrbITYeMOoro
pacTeopa [OMKHO COOTBETCTBOBATH
BPEMEHW YAESPKWBAHUA NiKa
Aanarnuno3uHa Ha xpomarorpamme

CTaHgapTHOro pacreopa

Waexntndpukauusn

He Gonee 12 CootsetcTeyeT
MWHYT B
aueTaTHoM
oycepHoM
pacteope, pH 4,5,

npu Temneparype
37 °C

PacnapgaemocTte Hopmbi

MakcumanbHoe
BpemMs
pacnagaemocTt

CootseTtcTByeT

HO

4 MWH.

Bopga

He 6onee 5,4%

3.6 %

OAHOPOAHOCTL A03UPOBAHHBIX
e[uHMUL,

Kputepuii
npUemMnemMocTy,
AV

CooTteetcTByer

HA

2.7

Hopmbi

Ons 10 Tabnetok

CootBetciByeT

173



Nara
UCTbITAHWA

HaumeHoBaHue nokasaTtenei

TpeboBanusi HOPMaTUBHON
[OKyMeHTauum

PeaynbTaTbl ucnbiTaHuil

AV < 15,0 urm
Ons 30 tabnerok
AV £ 15,0 npu
ycnosuum, 4to 0,75
M<xi<125M

KonuyecreexHoe on pegenexHune

% or OT190,0 po 110,0
3a5BIEHHOro %
Konuyecrsa

98.9 %

01 9,0 no 11,0
mr/Tabnerka

Mr B TabneTtke

9.9 mr/Tab.

OnucaHue ynakoBku

Mo 10 Tabnetok 8 6Gnuctepe n3
anoMUHUEBOoN onbry,
chopMUpPOBaHHOM M3 (DOPMOBOMHOIO
namuHara, cocToALlero u3 nonuwammaa /
MSrKOIA anioMuHueBor conbru /
HennacTnULMpoBaHHOK
nonusuHUnxnopugHow (MBX) nnexHkw,
3anevaraHHOM 3aKkaneHHou
antMUHUeBon ONLro, NOKPLITOR
Tepmonakom, no 3 6nucrepa ¢
NUCTKOM-BKNaAbiLUEM B KAPTOHHOW
Nayke C KOHTPONeM NepBoro BCKPbITUSA.

CoortsetcTByeT

MapkupoBka

Cootsetcteyer pasgeny 1.3.2 mogyns
1

CoorsetcTByeT*

Ycnosus xpaHeHus

Mpw Temnepatype He Boiwe 30 °C

CoorsercreyeT

Cpok rogHocTu (cpok

3ropa

CooteeTcrByeT

XpaHeHusn)

* Tpebosanma HO ans nokasatens «MapkMpoBKay:

1) MepsuynHan (BHYTPEHHAR) ynakoBKka NeKapcTBEHHOro npenapara

Ha 6nuctepe Ha pycckoM S3blKe YKa3biBaIoT:

TOproBoe HavMeHoBaHue npenapata «®opcura», [03MPOBKA, MEXOYHapOAHOe HEenaTeHTOBaHHOe
HaNMEHOBAaHWE Ha PYCCKOM WM aHITIMICKOM A3biKaX, COKPaLLeHHOe HaMMEeHOBaHUe I0PUAUYECKoro nuuya,
Ha8 WM5A KOTOPOro BbIAHO PErucTpauMoHHoOe yAOCTOBEpEeHWe, Ha aHrnuiickoM nabike (AstraZeneca),
HOMEp cepwu, fata WCTeYeHUs cpoka rogHocTv. [lononHUTeNnbHO MOryT HaHOCWTBLCA 3aBOACKME
TEXHOMOrMYeCcKne KoAbl M CUMBOIbI.

2) Bropuunas (notpebGuTennckas) ynakoBka nekapcTBeHHOro npenapara

Ha KapTOHHOW Na4ke Ha PYCCKOM A3blKe YKa3biBaloT;

TOprosoe HanmeHoBaHue npenapara «Popeura», MeXAyHapoaHOe HenaTeHToOBaHHOe HauMeHOBaHWe Ha
PYCCKOM W aHIMMIACKOM A3bIKax, [O3NPOBKA, KONMYECTBO TabneTok B ynakoBke, NekapcTBeHHas dopma,
cocTas (HauMeHoBaHMe W CoAepXaHve AeVCTBYIOWEro BelecTsa), npeaynpeauTenbHbleé Hagnucu:
«Coaepkut nakTosy», «XpaHuUTb B HEAOCTYNHOM ANA OETed Mecrey, nyTb  BBEAEHWS, ' cnocob
NPUMEHEHNA, YCNoBUA XpaHeHUA, YCNoBMSA OTNYCKa, HAUMEHOBAHWE U CTPaHa IOPUAUYECKOro NUua, Ha
WM# KOTOPOrO Bbl4GHO PerucTpayuoHHOe yAOCTOBEpeHWe, HauMeHOBaHUe, NOMHbIA anpec, TenedoH u
hakc  OUPMbI-NIPOM3BOANTENS,  NOTOTUN  IOPUAMYECKOTO nuuya, Ha.  MMAKOTOPOTO  BbiAAHO
PErncTpalnoHHoe yaocToBepeHwe, Ha aHrmuickoMm nsbike (AstraZeneca), Homep cepuM, Aaata
NPOW3BOACTBA, AaTa MCTEYeHWA CpOKA rOAHOCTM, WTPWMX-kod, «dopcura - TOBAPHbIA 3HAaK,
COOCTBEHHOCTL TpyNNbl KoMnaHuii AcTpa3eHeka», aHak KonupaiTa komnavun. [JOnonHWUTENbHO MOryT
HAHOCWTLCS CpeACTBa MASHTM(MKALMK NeKapCTBeHHOro npenapara (rnobanbHblii MAeHTUUKALUMOHHBINA
HOMED TOProBOW E€AMHWULI U WHAMBUAYaNbHbIA CepUHbIN HOMEep BTOpPUYHOW (NOTpebuTenbckon)
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yrnakoBkn aybnupyloTcA B BMOE 4YMTAEMOr0 neuvaTtHoro TeKkcTa) W apyrMe  TexHuyeckue |/
MHPOPMALMOHHBIE KOALI U CUMBOMbI.

"™ Pesynbrat no nokasarenio «Mapkuposkan:

1) TlepBuyHas (BHyTPeHHAA) yNnakoBKa NeKapcTBEHHOro npenapara

Ha bnuctepe Ha pycckom A3bike YKasblBaloT:

TOProBoe HauMeHoBaHwe npenapara «Popcura», 4O3NPOBKa, MEXAYHApOAHOe HeNaTeHTOBaHHoe
HauMeHOBaHWe Ha PYCCKOM W aHrIMIACKOM A3biKaX, CoKpalLeHHoe HavMeHOBaHWe pUANYEcKoro nuua,
Ha MM$ KOTOPOro BblAaHO PerucTpayMoHHOE yAoOCTOBEpeHne, Ha aHrnMnckom Asbike (AstraZeneca),
HOMEp Cepuu, fjaTta UCTe4eHNs CPoKa rogHOCTW. HaHeceHbl 3aBOACKME TEXHONOTMYECKME Koabl U
CHMMBOIbI.

2) Bropuynas (noTpeburenbckan) ynakoBka nekapcTseHHOro npenapara

Ha kapToHHOW Nayke Ha PYCCKOM A3bike YKa3biBaloT:

TOprosoe HauMeHoBaHwe npenapara «Popcura», MexayHapogHoe HenaTeHToBaHHoe HauMeHoBaHKe Ha
PYCCKOM W aHrNMINCKOM Ri3blkax, AO3MpoBKa, KONM4ecTBo TabneTok B ynakoBke, NekapcTeeHHan dopma,
cocras (HauMeHOoBaHWe U cogepaHue OeViCTBYIOLLEro BewecTsa), npeaynpeauTesrbHble Haanuen:
«CoaepxuT NakToay», «XpaHuTb B HEAOCTYNHOM ANA AeTei MecTe», NyTo BBEAEHUA, Cnocob
NPUMEHEeHNA, YCNoBMA XpaHeHUA, YCNOBUA OTMyCKa, HaMMEHOBaHWe 1 CTpaHa IpUAWYecKoro nuua, Ha
UMA KOTOPOro BblAAHO perucTpaunroHHoe yaocToBepeHne, HauMeHoBaHwe, NONHLIA agpec, TenedoH U
¢hakc MpMbI-NPOU3BOAMTENS, NOrOTUMN KPUANYECKOrO NnLa, Ha UMSA KOTOPOro BbijaHo
perucTpaumoHHoe yaocToBepeHue, Ha aHrIMACkoM sasbike (AstraZeneca), Homep cepum, Aata
NPOU3BOLACTBA, AaTa UCTEUEeHUA CPOoKa rogHOCTH, WTpux-Kkog, «Popcura - ToBapHbIN 3HaK,
cobBCTBEHHOCTb IpyNMbl KoMNaHui Actpa3eHekar, 3HaKk KonupaiTa komnasuM. HaseceHbl cpeacTea
WaeHTUMKALUW NeKapcTBEHHOro npenaparta (rnobanbHbii MAeHTUMUKALMOHHBIA HOMep TOProBown
eAWHWLIbI N MHAMBWAYaNbHBIV CepUHLIA HoMep BTopu4HONW (NoTpebGuTensckon) ynakoskin gybnmpytorcs
B BUJE@ YUTAeMOro rnevaTHoro TeKkcTa) u gpyrve TexHudeckue / tipopmaumoHHble Kogbl 1 CUMBONbI.

3akniovenue: [penapart «®opcura, Tabnetkn, NoKpbiThie NNEHOYHOR oBonoykor, 10 mr», Ne 30 cepum 7510824

cooTBeTCTRYET TpebGoBaHnAM
NN-Ne(005264)-(Pr-RU)-220424 «®opcura, Tabnetky, NokpbITbie nnéHouHoi obonodkon, 5 mr, 10 mra»
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PykosoguTens 0TAENa KOHTPONS KayecTea Axmmosa C.B.
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PEAEPAALH;

HBATIO Hy
SOOXPAHEHMA

VOPY

Jlata Buecenns B Oprammaus, Homep Homep, nara
AHC To Hpouseonurens 2 . i BLINYCTHBINAS B
ProBoe HAHMEHOBAHNE (S Eyaaons i Crpana Ceenennst 0 craguax nponssoacTea Hopmatusnas nokymentanms R cepumu, paspewienns ua
Pocanpasnamsopa ks L pe NapTHH HJIIT
obopot
Gopenra: TaBneTKH OB E o O6mecTBO ¢ OrpaHHueHHOM OTBETCTBEHHOCTBIO "Actpalencka Hunactpus” (000
:ouvr_._.z.n :aumo:zrs T amOC "Actpaldeneka Hunactpus”), Poccus ( TpoussonuTens (rotosoi JI®)); ObmecTso ¢
16.10.2024 ofoxouxoft 10 mr 10 mr., "Actpaleneka HugacTpi” Poccus ppeHmOR OTRETCTBCNHOCTSO " AcTpadeneka HunacTpns” (00O "Actpadeneka JI-Ne(005264)-(PT-RU)-220424 | OO0 "Actpasesieka 7510824 -

Gamcreps (3), naukn
KapTomHsie/ ~

(000 "Actpa3eneka
Hunactpus")

Hupactpus”), Poccus (¥nakosumk/dracosmux (8 NEPBHYHYIO ynakosky)); O6mecTtro ¢
OpAHHYEHHOH OTBETCTBERHOCTHI0 " AcTpadeneka Humactpua” (000 "AcTtpa3enexa
Hunactpus”), Pocems (Vnakosumk/acosupax (BTOpHUHAS/TpeTHYHAA YnakoBKa))

HHIACTpH3"




