AstraZeneca@

Ceprndukar cepun 1eKapcTBeHHOIo cpeficrBa Ne

Toproeoe HaumeHOBaHMe
MHH

JlexapcTBeHHas popma
Josuposka

®opma BbITyCKa

Crpana umnoprep

Homep u faTa perncrpaumuoHHoro
YAOCTOBEpPEHUA

Homep HopmaTuBHOIM JOKyMeHTauuu
Kopn npoaykra

Homep cepun

Homep cepum in bulk

O6bém cepun

Hara npoussopcrea

Topmen mo

Homep ceprudmkara ananusa

Hassanwme, afpec u Homepa
JIMLIEH3UI BCEX
MPOU3BOACTBEHHBIX TUION[AJIOK

(c ykazaHmem cragmit
IIPOM3BOJCTBA), MECT IPOBEREHMA
KOHTPO/Is KayecTBa u
cepTUdUKATBI COOTBETCTBMA
TpeboBaHUAM IPaBUI HajyIexalleit
NPOU3BOJICTBEHHOM MPAKTHUKY
EASC pna Bcex mmonagox

Kon hopmer: COM.QA.002.001

000 «Acrpa3enexa Mupactpus»

249020, Kamyxckan o6n.,

Bopoeckwit paiton, aepesrs [loGpuno,
1-p1it BocTounsiit npoessy, Bnagesue §

40000370881

bpunuuta®

Tukarpenop

TabeTKy, MOKPBIThIE IIEHOYHOI 06071049KOM
90 mr

TabneTkn, MOKPBIThIE MIEHOUHON obomoykoit, 90 mr (6mucrep)
14 x 4 (nayka KapTOHHaA)

Poccuiickaa Pepepanus

JIITI-001059 pata permcrpammu: 27.10.2011, pmata BHeceHMA
usmenennit 8 PY 17.12.2020

JIIT 001059-271011 (M3m. Nel - Ne12)
100012013

8681023

12043

7537 Y1l

10.2023

09.2026
76 ot 22.01.2024

ITpoussopurens (Bce cranmu npousBoacTBa) M BBITYCKAMOLINIA
koHTponb KayecTBa: OO0 "Acrpa3eneka Mupgacrpus”, Poccus,
249020, Kanysxckas 06:1., paiton boposcxkuit, f. Jlo6puHo,
npoesp 1-it Bocrounsii, Bng. 8

J1012-00102-77/00010366

GMP/EAEU/RU/00410-2022




000 «Acrpa3enexa Mupmactpus»
249020, Kanysxckas o6,

Ast ra Zeneca§ Boposckuit pajiton, repesns [Jo6puno,

1-b1it Boctounsiit mpoesy, Branesne 8

Cepruduxar cepun nekapcrBeHHOro cpegcrsa Ne 40000370881

Hacroaumm A nomrsepkaaio, 4To INpuBefeHHas Bbllle MHGOPMALMsA ABAAETCA JNOCTOBEPHON M TOYHOI. ITa
cepus MPOAYKLMN NPOU3BeENeHa (BK/IOYAA YIAKOBKY (MapKMPOBKY) M KOHTPO/Ib KayecTBa) Ha BBILIEYKa3aHHON
NpOM3BOJICTBEHHOM IUIOLIaAKe (IVIOL[aIKaXx) B MOMTHOM COOTBETCTBMM ¢ TpeboBanuamu [IpaBui Haiexaniei
MPONSBOACTBEHHOM NpPaKTUKM EBpasmitckoro sKOHOMMYECKOTO COK03a M TpeOGOBAaHMAMM KOHTPO/A KadecTBa
JIEKAPCTBEHHBIX CPEJICTB, a TaKXKe B COOTBETCTBUM CO CTelMOUKALMAMMU, COAEPIKALMMUCHA B PETUCTPALMOHHOM
flocke. 3alMCH MO TPOMIBOJNCTBY, YNAKOBKE X AaHAIM3Y IPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBUE
Tpe6oBanyam Ilpaswn Hajyiexaielt NpOM3BOCTBEHHOI IPAKTUKYM EBPasuitckoro 3KOHOMIYECKOTO COK03a.

YnonuoMouenHoe nuio PykoBopuTenp oTfiena KOHTPONA Kayecrsa, Akumosa C.B.
Homxuocts, PMO, nogmucsy

Hara 31.01.2024

Kox dopumsr: COM.QA.002.001




AstraZeneca@

HawmeHoBaHue npoaykra:

Homep cepum:
Konuyecteo B cepuu:
Hara npousBogcTea:

lopeH no:

Wcnbitauusa nponssegeHsbl B
COOTBETCTBUM C:

000 «AcTpa3eHeka MHaacTpua»
249020, Kanyxckas obn.,

Boposckuid paiioH, aepesHs [Jo6puHo,
1-biii BocTOuHbIA Npoe3n, Bnagexue 8
Ten. +7 (48438) 2 61 00

®dakc +7 (48438) 2 61 09

CEPTUO®UKAT AHAJIU3A Ne 76

«BpunuHTa®, TabneTku, NoKpbITEIe NNEHOYHOW 0Bonoukoit 90 mr», Ne 56

8681023

7537 yn.
10.2023

09.2026

HA NN 001059-271011 «bpunuHTa®, TabneTtkn, NOKPbIThIE NNEHOYHOR
obonoukoit, 90 mr; N3m. Ne1 ot 27.08.2012 r. (/11 001059-270812); Uam.
Ne2 ot 08.05.2013 r. (JIM 001059-080513); Nam. Ne3 ot 28.10.2013 r. (JIN
001059-281013); M3m. Ne4 ot 12.08.2014 r. (/1M 001059-120814); Nam. Ne5
ot 15.01.2016 r. (/1M 001059-150116); Mam. Ne6 ot 28.04.2016 r. (J1N
001059-280416); Mam. Ne7 ot 29.08.2018 r. (/11 001059-290818); Nam. Ne8
ot 03.12.2018 r. (/11 001059-031218); Mam. Ne9 ot 14.08.2019r. (J1N
001059-140819); WMam. Ne10 ot 28.05.2019 r. (JIN 001059-280519); U3m.
Ne11 ot 17.12.2020 r. (JIN 001059-171220), Wam. Ne12 ot 21.12.2022 r.
(J1N 001059-211222).

[ara HaumeHoBaHWe nokasareneu Tpe6oBaHua HOpMATUBHOW PeaynbTarbl MCNbITAHWIA

WUCNbITAHWA

[AOKYMEHTaLM1K

12.01.2024 - | Onucanue
22.01.2024

Kpyrnble, OBOSAKOBbLINYKble TabneTku, CootseTcTByeT
NOKPbITbIE NNEHOYHON 060NOYKON
XenToro useta, ¢ rpaevposkon 90 / T
Ha OHOW CTOpOHEe

MognuHHOCTL

Bpems yoep)uBaHua OCHOB. NWKa Ha MopTeepxaeHa
XpOMaTorpamme UCnbiTyeMoro
pacTteopa [O/MKHO COOTBETCTBOBATL
BPEMEHU YepXuBaHUs Nnuka
TUKarpenopa Ha xpomaTorpamme
CcTaHOapTHOro pacTeopa.

Y®-cnekTp normnoweHnMa OCHOB. Nka Ha
Xpomarorpamme UCnbITyemoro
pacTBopa JOMKeH COOTBETCTBOBaTb
Y®-cnekTpy nornowieHus oOCHOB. Nuka
Ha XpomarorpaMmme cTaHaapTHOro
pacteopa

PacreopeHue
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Hopmbi He meHee 70 % \ @
(Q) yepes 45 muH \\ icals /4
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Darta

UCNbITaHWUA

HawumeHoBaHue nokasarenei

TpebGoBaHus HopMaTUBHOI

PesynbraTbl McnbiTaHWid

[OKyMeHTauuu
OT 3aBNEeHHOro
cofepxaHus
CpegHee CootBercrByeT 90 %
3HaveHne HAO
MakcumansHoe Cootsetcreyer 92 %
3Ha4yeHue HO
MuHumMmanbHoe CootBercrByeT 88 %
3Ha4yeHwe HO
PopacteeHHble npuMecu NMoBoi He Gonee 0,2 % 0.1%
€NHUYHOWN
npumecu
Cymma He Gonee 0,5 % 0.1%
npumecen
Mukpobuonoruyeckas yuctora | O6Lyee Y1cno He 6onee 10° Menee 10 KOEB 11
a3po6HbIX KOEB1r
MMKPOOPraHuam
0B

O6wee uicno

He 6onee 10?2

Mexee 10 KOEB 1T

LPOXOKEBBIX U KOEB1r
nyecHeBbIX
rpvbos
Escherichia coli OTcytcTBKe He obHapy»eHo
Escherichia coli B
1r
OpaHopoaHOCTb [03MpPOBaHUA Hopmbl Ons 10 TabneTok CootBeTtcTByeT
AV <= 15,0 unm
Ons 30 TabneTok
AV <= 15,0 npu
YCNOBWM, 4TO
0,75 M <=xi <=
1,25 M
Kputepui CootBertcrByeT 2.2
NPUEMINEMOCTH, HO
AV
KonuuecteenHoe onpegenenue| OT 95 % o 105 % oT 3asBNEHHOMO 100 % ot 3asBn.
KONMYECTBa
Ynakoeka Mo 14 TabneTok B GnmcTepe w3 CootBetcrByeT
An/MBX/MBAX. 4 6nucTepa ¢
MHCTPYKLMEN NO MeAULMHCKOMY
NMPUMEHEHWUIO B KAPTOHHOM Nayke ¢
KOHTPONEM NepBOro BCKPbLITUA
Mapkuposka Cootsetcteyer H[* COOTBeTCTByeT
XpaHeHue Mpu Temnepatype He Bbiwe 30 °C "CoomeTcreye{ \
Cpok rogHocTu 3rona 'Com‘ae'rcfnyeT ; ?}
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* TpeboBanua HO ons nokasatens «MapkupoBKay:

Ha pycckom si3bike ykasaHo:

Ha 6nucrepe: TOproBoe HauMeHOBaHWe npenapata C npeaynpeauTencHOW MapkupoBkod ®,
MeXAYHapoa4HOe HenaTeHTOBaHHOE HauMeHOBaHue, [03VMPOBKa, NeKapcTBeHHas (hopma, AHW Heaenu,
cepwus, roaeH / roneH ao, «AstraZeneca». MoryT 6biTb HAHECEHbI TEXHUYECKME KOAbI.

Ha KapTOHHOW Madqke: TOpProBoe HauMmeHoBaHWe npenapaTta ¢ npeaynpeavTenbHOR MapKuMpoBKo ®,
MexayHapooHOe — HenaTeHTOBaHHOe  HauMeHOBaHWe,  [O3MpOBKa,  NlekapcTBeHHas  dhopma,
HaMMeHOoBaHWe W codepXKaHue AerCcTBYIOWero BewecTsa B ofHoW Tabnetke, «CoaepXuT MaHHUTOIM,
kapbokcuMeTunKpaxman HaTpus, TUTaHa AWOKCKA U Apyrve BCnoMoraTternbHble BewWecTBa, YKasaHHble B
MHCTPYKLUUM MO NpPUMEHeHWo», Konu4ecTBo Tabnetok B nadvke, cnocob npumeHenus: «[ns npuema
BHYTPb», YCMOBUSI XpaHeHWsl, npeaynpeavTensHas Hagnucb: «XpaHWTb B MecTax, HedoCTyNHbIX Ans
fAetei», ycrnoeua OTNyCKa, NOroTUN AepXaTens perncTpauMoHHOro YAOCTOBEPEeHWA Ha aHIIMIACKOM
A3blke "AstraZeneca", Homep perucTpauMoHHOro yAOCTOBEPEHUs,, HAMMEHOBaHWE U CTpaHa AepaTens
perucTpaumoHHOro  yAooOCTOBEPEeHWs;  HauMeHoBaHwue, MNOnHblA  agpec,  TeneoH, dake
hupMbl-nponssoauTens, Aata NpPoOM3BOACTBA, roAeH 00, cepus, WTpux-kod, «BpunuHTa - TOBapHLIW
3HaK, coBCTBEHHOCTL rpynnbl KOMnaHuid AcTpa3eHekar», 3HaK Konupaita komnaHuu. JononHUTensbHo
MOrYyT  HaHOCUTLCA  CpeAacTBa  MAeHTUdMKaUWM  nekapcTBEeHHOro npenapata  (rnobanbHbiit
NOEHTUDWKALMOHHBIE HOMEp TOpProBoOi eAMHULbl M MHOWBUAYANbHbIA CepUiiHbIA HOMEp BTOPUYHOM
(notpebuTtenbckoi) ynakoBku AOyGnupylOTCS B BMAE YMTAeMOro MNe4yaTHOro TekcTa) W apyrue

TexHu4ecKkue / MHPopMaLUMOHHbIE KOAbI.
** Pesynbtat no nokasarento «MapkupoBkan»:

Ha pycckom si3bike yka3aHo:

Ha 6nucrepe: TOProBoe HaWMEHOBaHWE npenapata C NpeaynpeauTensHOl MapkupoBkod ®,
MeXAayHapoaHOe HenaTteHToBaHHOe HauMeHOBaHue, NO3MpOBKa, neKapcrBeHHas cpopma, OHWU Heaenw,
cepws, rogeH go, «AstraZeneca». HaHeceHbl TEXHUYECKUE KOObI.

Ha_KapTOHHOW Madvke: TOProBoe HauMeHOBaHWE npenapata ¢ NpeaynpeguTensHOW MapkvpoBkol ®,
MeXayHapogHOoe  HenaTeHTOBaHHOe  HavMeHoBaHWe, [03VPOBKa, nekapcTBeHHas  opma,
HaumeHoBaHWe W coaepXaHue OeNCTBYIOLWEro BellecTBa B oaHon Tabnetke, «CogepXuT MaHHWTON,
kapBokcumeTunkpaxman HaTpusi, TUTaHa AWOKCMA W Apyrue BCNOMOraTenbHble BELecTsa, yKasaHHble B
MHCTPYKLUMM MO NPUMEHEHWIO», KONMYecTBO Tabnetok B navke, cnocob npumeHeHus: «[ns npuema
BHYTPb», YCNOBUA XpaHeHws, npegynpeguTenbHas Hagnuck: «XpaHuTe B MeCTax, HEeOOCTYMHbIX ANs
fOeTei», yCrnoBMA OTMyCKa, NOroTUN OepXaTens perucTpauMoOHHOro YAOCTOBEPEHWS Ha aHrNMUACKOM
Asbike "AstraZeneca", HOMep perucTpauuoHHOro YAOCTOBEPEHUsA, HaMMEHOBaHUE U CTpaHa Aepxarens
perucTpauuMoHHOro  yaoCTOBEpeHWs;;  HauMmeHoBaHue, nofnHbid  agpec, TenedoH,  hakc
thvpmbi-npoussoaMTENns, AaTta NPOM3BOACTBA, rOAeH [0, cepus, WTpux-koh, «BpunuHta - TOBapHLINA
3HaK, COOCTBEHHOCTb [Ipynnbli KOMMaHwii AcTpa3eHeka», 3HaK Konupahta komnavuu. HaHeceHbl
cpefcTea MAeHTMMKaLUKM NeKapcTBEHHOro npenapara (rnobanbHbli MAEHTUUKALMOHHLIN HoMep
TOProBON eAvHWLbBI M MHOUBUAYANbHBIA CEPUMHBIA HOMEP BTOPWMYHON (NOTPEOWMTENLCKOMR) YNaKoBKK
AyBnupyloTcs B BUOE YMTAEMOro NevaTHOro TeKCTa) U Apyrue TexHndeckue / MHhopMaLMoHHbIE KOOb.
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3akniovenue: [penapat «BpunuHTa®, TabneTku, NOKPbITbIE NNEHOYHON oBono4koit 90 mr», Ne 56 cepum 8681023
cooTBeTcTByeT TpeboBaHuAM
HA 1M 001059-271011 «BpununHTa®, TAabneTkun, NOKpbITLIE NIEHOYHOH 0Bonoyvkoit, 90 mr; Mam. Ne1 ot
27.08.2012 r. (1NN 001059-270812); Ham. Ne2 ot 08.05.2013 r. (/11 001059-080513); Mam. Ne3 ot
28.10.2013 r. (]I 001059-281013); Wam. Ne4 ot 12.08.2014 r. (/M 001059-120814); Uam. Ne5 ot
15.01.2016 r. (J1M 001059-150116); Nam. Ne6 ot 28.04.2016 r. (JIN 001059-280416); Nam. Ne7 ot
29.08.2018 r. (/111 001059-290818); Mam. Ne8 ot 03.12.2018 r. (/1M 001059-031218); Uam. Ne9 ot
14.08.2019 r. (1M 001059-140819); Nam. Ne10 ot 28.05.2019 r. (/1N 001059-280519); Uam. Ne11 ot
17.12.2020 r. (NN 001059-171220), Nam. Ne12 ot 21.12.2022 r. (JIN 001059-211222).

22 fiHB 202

HomkHocTb (ol7 ()

PykoBoguTtenb otaena KOHTPons KavecTea Axumoea C.B.

CEPTU®UKAT AHATTU3A Ne 76 4/4



T101LT-650100

LI X TN Wl “T1OTLZ-650100 LI ¥ 113N Wel (1 101LZ-650100 Bma%0g *( eudioemHy (endoumny ~ forunosdex
oSt LI ¥ 63N WEH *1 T01LZ-6S0100 LIV ¥ 013N WeH *1101LT-650100 ddiglioy y swdaseinng P 3 wanen () mdaLamug
° £201898 meanaed Oy, 000 Mwﬂ “ H..“m ”M MmMMM"% MH H __n.ﬂ ”H M“MmMM"__ﬁ EXHOERdLOY | GMAISORHIRLILINIO neod eNIHIERdIOY | OMIDOHHIELILINIO .:U“:H.W%:ﬂohﬂmwwm L E o d L
& 2 3 = HIRHHEA.IO D 04LYIMOQ dio som
LI 3 $4N N S 101LT-650100 LILF X €N WEH *1101LT-650100 L RO 2 FMAmI0) waiavges ‘grammdg
LIS ¥ T3 “WeH *1LO1LT-6S0100 LILF ¥ 13N "NeH 11 101LT-650100 LIS
1odogo
TIIrH & nurden rdocrengedroog
wooweed s eaLToscHodn arod LHON BHIMOIENI1I9e)
sunamadeed ‘mndas . - sHnE LKA sEnEHLENdO}] - & e wwedi ) { i - . —— v
eLew ‘dowof] dawoy 4 EHHIING viv]]
‘munETHIRIdQ)

#20Z'€0°80 BH OIMHEOLD0D ou 812add xi9HHasLddexal nuheda’ag MoXOUNId0d 8 10dogo uuMdHeTwedl 8 afosa 0 BMHaTaa)»

KMHANVIXOOGVIVE 4300 1
AJOEVYH OU YIKAVD BYHIVYIVID

“8EPI




