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Kon opmer: COM.QA.002.001

000 «Actpa3enexa MrgacTpus»
249020, Kanysxckas o6,

Boposckuit paitoH, fiepesHs JJobpuno,
1-b1it BocTounbiit npoesy, Bnafenue 8

40000378335

BpwinaTa®

Tuxarpenop

TabnmeTKu, IOKPBITHIE [VIEHOYHON 060/I0UKO
90 mr

Tab/eTkn, NOKPBITHIE IUIeHOYHOU o6onoukoi, 90 mr (6mucrep)
14 x 4 (mayka KapTOHHAA)
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000 «Acrpa3enexa Mugacrpus»
249020, Kamysxcxkas o6n.,

% BopoBckuit paitoH, fepeBHA Tlo6puno,
AStrazeneca 1-b1it BocTouHBII! IpoOEsy, Bragenue 8
CepTuduxat cepum 1eKapcrBeHHOro cpegcrea Ne 40000378335

Hacrosmum i NOATBEpPX/IAk, YTO NpHBEAEHHAs Bbille MHOOPMALMA ABMACTCA AOCTOBEPHON M TOYHOIH. ITa
cepusA TPOAYKIMM TpOU3BefeHa (BKIWOYas YIAKOBKY (MapKUPOBKY) M KOHTPO/b KadecTBa) Ha BBIIIEYKa3aHHOM
NPOM3BOJICTBEHHON MIOMaMKe (IUIOL[afKax) B IIOHOM COOTBeTCTBMM C TpeGoBaHmaMu Ilpasun Hammexamei
NPOM3BOJCTBEHHOM IpPaKTHKK EBpPasMitcKoro 3KOHOMWYECKOTO COI03a M TpeGOBaHMAMM KOHTPO/A KadecTsa
NIeKAPCTBEHHBIX CPEJICTB, a TAK)KE B COOTBETCTBMM CO CrelMPUKAUMAMY, COAEPKAMMMMUCA B PETUCTPALMOHHOM
focke. 3ammMcH MO MPOM3BOACTBY, YIAKOBKE WM aHAIM3y [IPOBEpPeHbI, M YCTAHOBIEHO MX COOTBETCTBME
TpeboBanuam [Ipasun Haiexxaniest Ipou3BOACTBEHHOM NPaKTHKM EBpasuitckoro 3KOHOMIYECKOTO COK3a.

Ynonnomouennoe mmuo  Pykosopgurens OOK npoussopctsa, 3opuna A.H.
Jomxuocts, PUO, noamucs </

Mlata 01.04.2024

Kon popmer: COM.QA.002.001




000 «Actpa3eHeka MHaacTpua»
% 249020, Kanyxckas obn.,
AStraZeneca Boposckuii paitoH, aepesHs [1lo6puHo,
1-blit BocTouHbIl Npoean, BnaaeHue 8
Ten, +7 (48438) 26100
daxkc +7 (48438) 2 61 09

CEPTU®UKAT AHAITU3A Ne 382
HaumeHoBaHue npoaykTa: «BpununTa®, Tabnertku, NnokpbiTLie NNéHoYHoi 06onoykoi 90 mr», Ne 56
Homep cepum: 1930324
KonuuecTeo B cepuu: 7793 yn.
[ara npouasoacTea: 03.2024
MNopeH po: 02.2027
WcneiTaHus npon3seneHbl B HA NN 001059-271011 «BpunuHTa®, TabneTku, NOKpPbITbIE NNEHOYHON
COOTBETCTBMM C: oBonouykoi, 90 Mr; Mam. Ne1 ot 27.08.2012 r. (I 001059-270812); Uam.

Ne2 ot 08.05.2013 r. (1M 001059-080513); Wam. Ne3 ot 28.10.2013 r. (/N
001059-281013); Mam. Ned ot 12.08.2014 r. (11 001059-120814); Mam. N5
oT 15.01.2016 r. (1N 001059-150116); Uam. Ne6 ot 28.04.2016 1. (111
001059-280416); Wam. Ne7 ot 29.08.2018 r. (1N 001059-290818); Mam. Ne8
ot 03.12.2018 r. (/1M 001059-031218); Uam. Ne9 or 14.08.2019 . (/N
001059-140819); Mam. Ne10 ot 28.05.2019 r. (1N 001059-280519); Nam.
Ne11 ot 17.12.2020 r. (1IN 001059-171220), Mam. Ne12 ot 21.12.2022 .
(NN 001059-211222).

[ara HaumeHoBaHue nokasarenewn TpebGoBaHua HOpMaTHBHOM PeaynbTaTthl MCNbITAHWIA
MCMbITaHWA DOKYMEHTaLuu
18.03.2024 - | Onucanue Kpyrnsie, ABOSKOBbINYKNbIe Ta6neTku, CootsetcTByeT
26.03.2024 MOKpPbITbIE NNEHOYHOA 060N0YKOM

XenToro uyeera, ¢ rpasuposkor 90/ T
Ha OfHOW CTOpOHe

MoanuHHOCTL Bpems yaepxueaHua OCHOB. NUKa Ha MoaTeepxaexHa
XpomaTorpammMe UCrbITYyemoro
pacTeopa AOMKHO COOTBETCTBOBATL
BpEMEHMN YAEePXKUBaAHWA MUKa
TMKarpenopa Ha xpomarorpamme
cTaHpapTHoro pacreopa.

Y®-cnekTp nornoweHnss OCHOB. NWKa Ha
XpoMaTtorpamme MCnbiTyeMoro
pacTeopa A0MMKeH COOTBETCTBOBaTL
Y®-cnexkTpy nornoLyeHns OCHOB. nuka
Ha Xxpomarorpamme ctaHgapTHOro
pacTtBopa

PacrtsopeHue Hopmbi He meHee 70 %
(Q) yepes 45 MuH

114




Oara
WUCNbITaHUH

HauwmeHoBaHue nokasarene

TpeboBaHuA HOPMaTUBHOM
[OKyMeHTaLum

PeaynbTaThl MCNbITAHWIA

OT 3aABnNeHHoro

cogepxaHus

CpegHee CootBeTtcTBYET 86 %
3Ha4yeHve HAO
MakcumanbHoe CootBeTcTBYET 87 %
3HaJYeHue HA
MuHuMansHoe CooteetcreyeT 85 %
3HayeHue HO

PopgcTeeHHble npumecu NMio6oi He Gonee 0,2 % 0.0 %
eAVHWUYHOM
rpumecy
Cymma He Gonee 0,5 % 0.0%
npUmecein

MukpobGuonoruyeckan yuctora | Obuwee yucno He 6onee 10° Mexee 10 KOEB 1T
a3pobHbIxX KOEB1r
MWUKpPOOPraHuam
OB

O6uwee yncno

He Gonee 102

Menee 10 KOEB 1T

OPOXOKEBBIX U KOEB1r
nnecHeBbIX
rpubos
Escherichia coli OtcyTcTBUE He oBHapy»eHo
Escherichia coli B
1r
OpgHopogHoCTL 403MPOBaHKUA Hopmbl Ons 10 TabneTok CootBeTtcTBYET
AV <= 15,0 unu
[Ons 30 Tabnetok
AV <= 15,0 npu
YCNOBWH, YTO
0,75M <=xi <=
1,25 M
Kputepui CooteetcTByeT 2.9
npUeMnemMocTu, HO
AV
Konu4ecteenHoe onpegenenne| Ot 95 % go 105 % ot 3asBneHHOro 101 % or 3anBn.
KOnW4ecTea
YnakoBka Mo 14 tabnetok B 6Gnucrepe ua CootBetcTBYET
An/MBX/MBAOX. 4 6nucTtepa ¢
MHCTPYKUMER MO MeaULUHCKOMY
NPUMEHEHUIO B KAPTOHHOM Na4ke ¢
KOHTpPONEM NepBOro BCKPbITUA
MapkupoBka CooteetcteyeT HO*
XpaHeHue Mpw TemnepaType He Bbilwe 30 °C

Cpok rogHocTH

3ropa

CEPTUOUKAT AHATN3A Ne 382
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* Tpe6oeanua HI ana nokasatensa «MapkupoBKay:

Ha pycckom si3bike yKa3aHo:

Ha 6nucTepe: TOProBoe HaWMEHOBaHWe npenapata C npeaynpeauTenbHo mapkupoBkoin - ®,
MeXyHapoaHOe HenaTeHTOBaHHOe HauMeHOBaHMe, [103POBKa, NekapcTBeHHas (opma, AHW Hepenu,
cepwis, rogeH / roaen Ao, «AstraZeneca». MoryT BbiTb HaHECEHbI TeXHUYECKUE KOABI.

HA KADTOHHOW MayKe: TOProBOE HavuMEHOBAHWE npenapata C NpeaynpeauTensHoM mMapkupoBkoid ®,
MEXOYHapo4HOE  HenaTeHTOBaHHOe  HauWMeHoBaHue,  [03WpOBKa,  nekapcTBeHHas dopma,
HaMMEHOBaHWe W CoaepXaHue AeiCTBYIOLEro BellecTBa B oaHoi Tabnetke, «Coaepxut MaHHuTON,
kapBoKCMMETUNKpaxmarn HaTpus, TUTaHa AMOKCUA U Apyrve BenomoratenbHbie BEeWeCTsa, ykasaHHbie B
WHCTPYKLUMM NO NMPUMEHEHMIO», Konu4ecTso Tabnetok B nauke, Cnocob MpUMEHeHWs: «Ona npvema
BHYTPb», YCHOBWS XpaHeHWsi, npeaynpeauTensHas Hagnuce: «XpaHuTb B MeCTax, HeoCTYnHbIX Ans
AeTeit», YCrioBWA OTMyCKa, NOFOTMN AepKartens PervcTpaLMoHHOrO YAOCTOBEPEHUS Ha aHITMIACKOM
A3bike "AstraZeneca”, HOMep PErncTPauMoHHOrO YAOCTOBEPeHUs, HauMeHoBaHne 1 cTpaHa Aepxarens
PETVCTPALMOHHOTO  YAOCTOBEPEHWsi;  HauMeHoBaHWe, MOMHbIA  aapec,  TeneqoH, dhaxe
thupMbI-NpoMaBOaUTENs, OaTta NPOW3BOACTBA, rodeH Ao, Cepus, LITPUX-KoA, «BpunMHTa - TOBapHbLINA
3HaK, COBCTBEHHOCTbL rpynnbl KOMNnaHwiAi AcTpa3eHeka», 3HaK konupaiTa KomnaHuu. [ononHuTensHo
MOTyT HaHOCMTLCH CPeACTBa  WMAEHTMU(DMKaUMM  nekapcTBeHHOro  npenapara (rnobanesHbIf
MOEHTUUKALMOHHBIA HOMEp TOProBOW €AMHMUbI W WHAWBMAYaNbHbIA CepuiHbIA HOMep BTOPWYHOM
(noTpeGUTenbCKO) ynakoBku Ay6nMpyloTCA B BWAE 4YMTA@MOrO MEYaTHoro TeKcta) W apyrue

TEXHUYEcKne / UHPoOpMaLIMOHHbIE KOAbI.
** Pe3ynsTar no nokasarenio «Mapkupoekay:

Ha pycckom s3bike ykaszaHo:

Ha 6nuctepe: TOProBOE HavuMEHOBaHWe npenapata C NpeaynpeAuTensHoi MapkupoBkod ®,
MeXOyHapoHOe HenaTeHTOBaHHOe HaWMEHOBaHWe, N03MPOBKa, NeKapcTBeHHas (opma, AHW Hepenu,
cepwusi, rogeH o, «AstraZeneca». HaHeceHbl TEXHUYECKME KOAbI.

Ha KApTOHHOW Mayke: TOPrOBOE HauMeHOBaHWe npernapara C npeaynpeavTenbHOW Mapkuposkon ®,
MeXOyHapopHOe  HenaTeHTOBaHHOe  HaWMeHoBaHWe,  AO03VPOBKA,  MeKkapcTBeHHas  Qopma,
HaWMeHOBaHWe U copepXaHue AeiCTBYIOLWero BellecTsa B oagHon Tabnetke, «CoaepiuT MaHHuTON,
kapBOoKCUMETUIKpaxmMan HaTpus, TUTaHa AUOKCUA U Apyrie BCnomoratesibHbie BeLWecCTsa, yKasaHHbie B
MHCTPYKLMU MO MPUMEHEHUIO», KONMW4ecTBO TaBnetok B nauke, cnoco® npumeHeHus: «[ins npuema
BHYTPb», YCNOBMS XpaHeHus, npeaynpeauTenbHan Haanueb: «XpaHuTe B MECTax, He[OCTYMHbIX AnA
feteil», YCNOBUA OTNyCKa, NOrOTMN AepXKaTens perucTpauMoHHOrO YAOCTOBEPEHWUS! HA aHrMMIACKOM
a3bike "AstraZeneca", HOMeEp pPervcTpauMoHHOro yAoCToBepeHus, HauMmeHoBaHhe 1 CTpaHa AepXarens
PEruCTPaLMOHHOrO  YAOCTOBEpeHWs;,  HauMeHoBaHWe, NOMHbIA  agpec,  TenedoH,  dakc
(bMPMbI-NPOV3BOANUTENS, AaTa NPOM3BOACTBA, FOAEH [0, CepusA, LUTPUX-KOA, «BpuUnuMHTa - TOBapHbIMA
aHaKk, COGCTBEHHOCTb Tpynnbl KoMmraHuii AcTpa3eHeka», 3HaK KonupaihTta Komnawuu. HaHeceHbl
CpeacTBa WAGHTM(MKALUMM NEeKapcTBEHHOro npenapata (rmo6arbHbii WAEHTUMKALIMOHHBIA HOMEep
TOProBOM EAMHWULI W WHAMBMAYANbHbIA CEepUiAHBIA HOMep BTOPUYHOW (NOTPEGMTENbCKOM) YNaKoBKW
AYGNUPYIOTCA B BUE YATAEMOrO NEYaTHOro TEKCTa) U Apyrie TeXHUYEeckue / NH(POPMALIMOHHbLIE KOAbI.
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3aknouenne: [penapat «BpunuHTa®, TabneTku, NOKPLITHIE NNEHOYHOR o6onoukoi 90 Mr», Ne 56 cepun 1930324
cooTBeTcTByeT TpeGoBaHuam
HO NM 001059-271011 «BpunuHTa®, TAabNeTkn, NOKpPbITLIE NNEHO4HOI oBonoukoit, 90 Mr; Mam. Ne1 ot
27.08.2012 r. (1N 001059-270812); Nam. Ne2 ot 08.05.2013 r. (J11 001059-080513); Nam. Ne3 ot
28.10.2013 r. (11N 001059-281013); Mam. Ne4 ot 12.08.2014 r. (/11N 001059-120814); MNam. Ne5 ot
15.01.2016 r. (J11 001059-150116); N3m. Ne6 ot 28.04.2016 r. (J111 001059-280416); U3m. Ne7 ot
29.08.2018 r. (JI11 001059-290818); 1am. Ne8 ot 03.12.2018 r. (J1MN 001059-031218); Wam. Ne9 ot
14.08.2019 r. (/1M 001059-140819); Nam. Ne10 ot 28.05.2019 r. (JIM 001059-280519); Nam. Ne11 ot
17.12.2020 r. (NN 001059-171220), Mam. Ne12 or 21.12.2022 r. (1N 001059-211222).

2 6 MAP 2024

HomxHocTb (17 [0)

PykoBoguTene oTaena KOHTpOns kayecTea Akumosa C.B.
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