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00O «Acrpa3eneka Mugactpus»
249020, Kanysxckas obi.,

Astrazeneca§ Boposcxkwuit paiton, gepesns Jo6puso,

I-brit BocTo4HE1 npoesy, Bnagenne 8

Ceprudukar cepum nekapcrBeHHoro cpegcrsa Ne 40000371004

Hacrosuwmm A nmopTBepxpao, 4To NpUBEleHHAs BbIlIe uHpOpMalMA ABIAETCA LOCTOBEPHOIN M TOYHOI. JTa
CepuA MpOAYKUMM npousBeJieHa (BK/II0YasA yNakoBKy (MapKMPOBKY) M KOHTPO/Ib KadeCTBa) Ha BbINIEyKasaHHOM
NIpOM3BOACTBEHHON NIOMazKe (N/IOM{aAKax) B MOMTHOM COOTBETCTBMM C TpeGosanuamu [lpasun Hapiexaniei
TNPOU3BOJCTBEHHON NMPaKTUKM EBPasMiiCKOro IKOHOMMYECKOTO COM03a M TpeboBaHMAMM KOHTPONA KavecTsa
JTIEKapCTBEHHBIX CPEJICTB, a TAKXKe B COOTBETCTBMM CO CEUM(UKAIMAMMU, CONEPHKANMMUCA B PETUCTPALMOHHOM
flocke. 3amMCH MO TNPOU3BOACTBY, YNAKOBKE M aHAIU3Y NpOBEPEHBbI, M YCTAHOBJAEHO WMX COOTBETCTBUE
Tpebopanuam [Ipasun Hamnexanuiei MPOM3BOJCTBEHHOM NPAaKTUKM EBPasuitickoro SKOHOMUYECKOTO COI03a.

Z
Ynonuomouensoe mao  Pykosogurens OOK ynakosku, Kpacnosa T.B. m %
Homxuocts, ®UO, nopnngy?”

Harta 31.01.2024

Kon opmsr: COM.QA.002.001




AstraZeneca@

HaumeHoBaHue npoagykra:

Homep cepuu:
Konuuyectso B cepuu:

[ara npoussoacTsea:

Fopgen go:

WMcnbitaHua npouseegeHs! B

COOTBETCTBUM C:

000 «Actpa3eHeka MHgacTpua»
249020, Kanyxckas o6n.,

Boposckuii paiioH, gepesHs JoGpuHo,
1-biA BocTouHbIA Npoeagd, BnageHue 8
Ten. +7 (48438) 2 6100

Pakc +7 (48438) 2 61 09
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«BpunuxTa®, Tabnetkn, NOKpbITLHIE NNEHO4HOK 060noykoin 90 mr», Ne 56

8701023
7657 yn.
10.2023

09.2026

HA /1N 001059-271011 «Bpunuxta®, TabneTku, NOKPbLITLIE MAEHOYHON
obonoykoi, 90 mr; Mam. Ne1 ot 27.08.2012 r. (JIM 001059-270812); Uam.
Ne2 ot 08.05.2013 r. (J11 001059-080513); Mam. Ne3 ot 28.10.2013 r. (NN
001059-281013); U3m. Ne4 ot 12.08.2014 r. (TN 001059-120814); U3m. Ne5
ot 15.01.2016 r. (JIN 001059-150116); Nam. Ne6 ot 28.04.2016 r. (1N
001059-280416); WNam. Ne7 ot 29.08.2018 r. (/TN 001059-290818); Mam. Ne8
ot 03.12.2018 r. (JIN 001059-031218); MNam. Ne9 or 14.08.2019 r. (1N
001059-140819); Mam. Ne10 ot 28.05.2019 r. (JIN 001059-280519); Uam.
Ne11 or 17.12.2020 r. (JIN 001059-171220), Uam. Ne12 ot 21.12.2022 .
(111 001059-211222).

Tpe6oBaHua HOpMaTUBHOI
AOKyMeHTauum

fata HaumeHoBaHue nokasarenen
WCNbiTaHWi

PesynbTartbl MCnbITaHWiA

12.01.2024 - | Onucanue
22.01.2024

Kpyrnbie, ABOSIKOBbINYKMbIe TabneTky, CootseTtcrayeT
NOKPbITbIE NNEHOMHON 060N0YKOM
Kenroro useTta, ¢ rpasuposkoid 90 / T

Ha OAHOI CTOPOHE

MoanuHHOCTL Bpems yaepXvBaHusi OCHOB. NMWKa Ha MNoarsepxaeHa
XpomaTtorpamme UCrnbITyemoro
pacTBopa [OMKHO COOTBETCTBOBaTL
BPEMEHW yOEPXVBaHWA N1Ka
TUKarpenopa Ha xpomartorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTp nornoweHns OCHOB. Nuka Ha
XpoMarorpamme UCnbLITYeMoro ;
pacTBopa AOMKEH COOTBETCTBOBAaTh &S
Y®-cnekTpy NornoLieHnst OCHOB. NUKa
Ha xpomarorpamme ctaHaapTHOro faf *
pacTBopa i

He menee 70 % _
(Q) yepes 45 muH \ <74

PacTtBopenue Hopmbl




DNara HaumeHoBaHue nokasartenew TpeGoBanus HopMmaTUBHOM PesynbTaThl UCnbITaHWMIA
MCNLITAHWIA NOKYMeHTaLuu
OT 3afBNEeHHOro
coepxaHus
CpepHee CootBetcTBYET 89 %
3HaveHue HAO
MakcumansHoe CootBeTcTByET 90 %
3Ha4yeHue HO
MuHumaneHoe CootBeTtcTBYET 88 %
3HayeHue HA
PopacreeHHble npumecu INoboi He 6onee 0,2 % 0.0 %
eaVHUYHOM
npuMecu
Cymma He 6onee 0,5 % 0.0%
npumecemn
Mukpobuonoruyeckas uucrora | OB6ujee 4ncno He 6onee 10° MeHee 10 KOEB1T
a3pobHbIX KOEB1T
MUKPOOPraHUam
OB
Ob6wee uncno He Gonee 10? Me+Hee 10 KOEB1T
OPOXOKEBLIX U KOEB1r
MNecHeBbIX
rpubos
Escherichia coli OtcyTcTBHE He obHapyxeHo
Escherichia coli B
1r
OpHopoaHOCTL A03MpoBaHuA Hopmei Onsa 10 TabneTok CooTBeTcTByeT
AV <= 15,0 unm
Ans 30 tabneTok
AV <= 15,0 npu
YCNOBUK, YTO
0,75 M <=xi <=
1,25 M
Kputepwuii CootBeTcTBYET 2.7
npuemMnemocTu, HO
AV
KonuuectsenHoe onpegenenne| OT 95 % ao 105 % oT 3asBNEHHOro 100 % or 3asen.
KOnuyecTea
YnakoBka Mo 14 Tabnetok B Gnuctepe m3 CootBetcTByeT
An/MBX/MBAOX. 4 6nuctepa ¢
MHCTPYKUMEn No MeauLMHCKOMY
NPUMEHEHUIO B KAPTOHHOW Nayke ¢
KOHTPOSeM NMepBOro BCKPbITUS
Mapkuposka Cootsetctayet HO* CooteetcrByeT™
XpaHeHue Mpu Temneparype He Boiwe 30 °C gé;o'fé;é*[pr_ayé\r\:
Cpok rogHOCTH 3 ropa 3‘ ‘.Qoomel'&'f ByeT
Q‘.‘\“;t
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* TpeboBanma HO ana nokazartens «MapkuMpoBKa»:

Ha pycckom si3bike yKasaHo:

Ha Gnuctepe: TOpProBoe HauMMeHOBaHWE npenapata ¢ npeaynpeauTenbHOW MapkupoBkon ®,
MEXOyHapoOHoe HenaTeHTOBaHHOe HauMeHOBaHue, JO3UPOBKa, NeKkapcTBeHHas (opma, OHW Hegenw,
cepws, rofeH / rogen no, «AstraZeneca». MoryT BbiTb HAHECEHBI TEXHUYECKME KO/b.

Ha KapTOHHOW Mayke: TOProBOE HaWMeHoBaHWe npenapaTta C npegynpeauTensHon Mapkuposkon ®,
MEeXOyHapoOoHOe  HenaTeHTOBaHHOe  HavuMeHoBaHue, [03MpOBKa, fekapcTeeHHas  dopma,
HauMeHOBaHWE W copepXaHue OEWCTBYIOLLEro BewecTBa B ofHoW Tabnetke, «CoaepuT MaHHUTON,
kapboKcUMeTUNKpaxMan HaTpus, TUTaHa AUOKCUA U Apyrue BCrioMoraTeribHble BeLecTBa, YKasaHHble B
VMHCTPYKUMM NO NpUMEHeHWo», KonuyecTBo Tabnetok B nadke, cnocob npumeHeHws: «[ns npuema
BHYTPb», YCMOBUA XpaHeHus, npegynpeauTenbHas Haanucb: «XpaHuTb B MEeCcTax, HeJOCTYMNHbIX Ans
AeTen», YCNoBWA OTNycKa, NOroTUM Aepxatens pervcTpauuoHHOro yAOCTOBEPEeHWs Ha aHrfMACKOM
A3blke "AstraZeneca", HoMep pervcTpauvoHHOro yaoCTOBEPEeHUA, HaMMEeHoBaHue U cTpaHa aepxarens
perucTpauuoHHOro  yOOCTOBEpeHWs;  HauMmeHoBaHWe, MNonHbid  agpec, TenedoH,  chake
VpMBI-NPOM3BOAUTENS, OaTa NPOM3BOACTBA, rodeH A0, cepus, WTpux-koh, «bpunuHTa - TOBapHbLINA
3HaK, COBCTBEHHOCTb rpynnbl KOMnaHwii Actpa3eHeka», 3HaK kKonupawTta komnaHuW. [JononHuTensHo
MOTYT  HaHOCWTLCH CpPEeAcTBa  MAeHTUMMKAaLMM  NeKkapcTBeHHOro npenapata  (rnoGanbHbiv
WOEHTUPUKALMOHHBIA HOMEp TOProBOW €AWHULLI W MHOMBUAYaNbHbIA CEepuiHbLIA HOMEp BTOPUYHON
(notpebuTtenbckoi) ynakoBku OyOnupyloTCA B BMOE YUTAaeMOro nevyaTHOro TekcTa) WM [pyrve

TexHu4eckne / MHpopMaLMOHHbIE KOAbL.
** Peaynbrar no nokasarento «Mapkuposka»:

Ha pycckom f3blke yKasaHo:

Ha Onuctepe: TOproBoe HauMMmeHOBaHWe npenapata ¢ NpeaynpeauTenbHOW Mapkuposkon ®,
MeXayHapoaHoe HenaTeHTOBaHHOe HaWMEeHOBaHWe, A03UpOoBKa, nekapcTeeHHas dopma, OHW Heaenu,
cepusa, rogeH no, «AstraZeneca». HaHeceHbl TEXHUYECKME KOAbI.

HA KapTOHHOW Nadke: TOProBoe HauMeHOoBaHWe npenapara ¢ npeaynpeauTenbHOW MapkupoBkon ®,
MEXOYyHapoaHOe  HenaTeHTOBaHHOEe  HavMeHOBaHue, [03WpOBKa, fnekapcTeeHHas  dopma,
HauMeHoBaHWe W CopepKaHue AeWCTBYIOLlero Bewectsa B oAHoi Tabnetke, «CoOepXWT MaHHWTOR,
KapboKCUMEeTUINKpaxman HaTpus, TUTaHa AUOKCUA U Apyrie BCNOMOraTerbHble BELecTBa, yKasaHHble B
WHCTPYKUMKM MO NPUMEHEHMIO», KONMMYECTBO TabneTok B navke, cnocob npumeHeHus: «[na npuema
BHYTPb», YCNOBMWS XpaHeHus, npeaynpeautenbHas Haanuch: «XpaHuTb B MEeCTax, HeAoCTYNHbIX Ans
fAeTeil», yCnoBWs OTNycKa, NOroTUN AepXaTtens perncTpauuoHHOro YAOCTOBEpEeHWS Ha aHrnuMincKoM
A3blke "AstraZeneca", HOMep pPerucTpauvMoHHOro yAOCTOBEPEHUs, HaMMeHOBaHMe U CTpaHa aepxarens
perucTpauuMoHHOro  yAOCTOBEpPeHWsl;  HauMeHoBaHWe, NOonHbIM  agpec, TenedoH,  ¢akc
hMpMbI-NpOM3BOOUTENS, AaTa MPOW3BOACTBA, rOAEH A0, Cepus, LTpUx-kod, «BpunuHTa - TOBapHbLIN
3HaKk, cobCTBEHHOCTb rpynnbl KomnaHwiA AcTpa3eHexka», 3HaK KonupanTa KomnaHud. HaHeceHbl
cpeactea MaeHTMMKAUWMKM NeKapcTBEHHOro npenapata (rnobanbHblii MOeHTUMWKALMOHHBIK HOMEp
TOProBOW €4uHUUbl ¥ WMHAMBUAYANbHBIA CEPUIAHBIA HOMEP BTOPWUYHON (NOTpebWTenbcKoW) ynakoBKW
AyOGnvpyloTCcs B BUAE YMTAaEMOro NevaTHoro TeKCeTa) u Apyrue TexHuyeckue / MHopMaLMoHHbIe KOOb.
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3akniouenune: [penapat «BpunuuTa®, TabneTku, NOKpbITLIE NNEHO4HON 060noyKoiA 90 Mr», Ne 56 cepum 8701023
cooTBeTcTByeT TpeGoBaHuam
H JIM 001059-271011 «BpunuHTa®, TabneTku, NokpeiThie NNEHOYHOW oBonoukoit, 90 Mr; Mam. Ne1 oT
27.08.2012 r. (11N 001059-270812); Mam. Ne2 ot 08.05.2013 r. (JIM 001059-080513); Mam. Ne3 ot
28.10.2013 r. (NN 001059-281013); Mam. Ne4 ot 12.08.2014 r. (ST 001059-120814); M3m. Ne5 ot
15.01.2016 r. (J1N 001059-150116); WU3m. Ne6 ot 28.04.2016 r. (/1M 001059-280416); WUam. Ne7 ot
29.08.2018 r. (1M 001059-290818); Mam. Ne8 ot 03.12.2018 r. (JIN 001059-031218); Mam. Ne9 ot
14.08.2019 r. (11N 001059-140819); Nam. Ne10 oT 28.05.2019 r. (/11 001059-280519); Mam. Ne11 ot
17.12.2020 r. (11N 001059-171220), MNam. Ne12 ot 21.12.2022 r. (JIN 001059-211222).

22 fiHB 2024

HdomkHocTb (17 (0]

PykoBoauTenk oTaena KOHTpona kayecTsa Axumona C.B.
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