AstraZeneca

Haumenonanve TPOLYKTa

Kox npopiykra
Howmep cepuu
Howmep cepun in bulk
Pasmep cepur

Jlara uaroToBREHKA
Cpoxk rogHocT#

Homep ceprudpukara atammsa

BRI 7 ot/ 3

000 «Acrpadencra Vapacrpusy
249006, Kanyacexan 00X,

Bupouekuit pattol, nepeuin Hobputio,
1-bifr BocTouibf pues, pafienne 8

Paspenrenue Ha BLITYCK

«CrmbuxopT®TypOyxanep®, nopousox jna WATANMME JLOSUPOBRH LI,
160/4.5 micr/osan, 120 o3, el

100005030

EACD

EACD

55901 ymI

05.2020

04.2022

374 or 21,07.2020

B i Kaxue-anbo KpHTUtEckie oTRioHelan OT npoeccon, KUCAIOLUAECA KaQeCTRA TPORYKUMIT

4 He

Hacroaumm rapanrupyercs, 4o
npoRyKTa Obiia [poMsBENEHa B C
KAWECTBA NCKAPCTHENIBIX CPEACTE

-

Bce peayuTaThl AHATHSA W SAITHC

BLIMTYCK TOTOBOIQ [MPOIYE

Yo oMoMeNHoe TUIIo

Jla (KoMUY 3RPETHCTPHPOBAHHLIX OTKIOHEHI [PUNIAraoTen)

sniteyRaza AR WHHOPMALIA ABIACTCS TOATUHHON U TONHORA, Pra cepua

horsercrauu ¢ Tpeonatuamu cCGMP («TTpapuia MPOUSBOACTEA I KOHTPORA
) ¥ PECMCTPALMOKION JIOKYMENTALIEN 1R TTPORYKT.

Yt GBIM PACCMOTPEHBL 1 OROOPEHE! B COOTRETCTEMN C rpeSosanuamu cGMP,

(TA PASPEIIEH

Jlara 23.07,2020

Kot popuini: COM.GA.CO),02




AstraZeneca *

HaumeHoB&aHWE NPOAYKTE:

000 «Actpadetexa VkaacTpua»
240008, Kanyxerasn obn.,

Goposckuit paiioH, AEPEBHS JloBpuna,
{-iii BOCTOUHbIT NPOA3L, BRajaHe 8
Tan. +7 (48438) 26100

dake +7 (48438) 2 61 08

21.07.2020

CEPTUGUKAT AHAIT3A Ne 374

«Cmﬁumm@Typﬁyxanap@, nopoLoK AnA MHransuwit AoaupoBaHHbIR,
160/4,5 mkr/pozan, 120 nos, Ne1

Homep cepuu: EACD

Homep cepum ¢in bulk: EACD

KonvuecTso B Cepun: 55901 yn.

Dara nponsBoACTEa! 05,2020

lopew Ao 04.2022

VicnbiTaHUA npovsaeneHsl B HA M N013167/01-280811 «CunBukopT® TypByxanep®, nopowok Ans

COOTBETCTRUK G WHranauui AO3UPOBAHHBIA, B80/4,5 mkr/poas, 160/4,5 mKr/oozar; Mam.Nel ot
16.04.2012 r. (1 NO13167/01-160412); Uam.Na2 o7 21.02.2013 r. (N
N013167/01-210213); Wam.Ne3 ot 23.04.2014 r, (N NO131 87101-230414);
Viam.Ne4 ot 14.05.2015 r. (N N013167/01-140515); Wam.Ne3 oT 26.11.2015
r. (N NO13167/01 -261115); Wam.Na6 ot 23.09.2016 . (N
N013167/01-230816); Viam.Ne7 ot 11.08.2047 r. (M NO1 3167/01-110817);
Wam,Neg ot 26.42.2018 r. (0 N013167/01-261218); am.Ne@ ot 25,06.2019
r. (N NO13167/01-250819); Yam.Ne10 or 10.06.2019 r. (N
NO13167/01-100619).

Jara HavumeHoBaH1e NoKasaTenen TpaGosanus HOPMETUBHOMA PesynkTarhl UCMLITaHWA

ucnbiTanui JOKyMeHTaLm
15.07.2020 - | Onucarue WAxranaTop Bpawaiowmics CooTpeTcTayeT
21.07.2020 ACIATOP KPECHOTO
uBeTa, Ha
KOTOPOM

BLIAABNAH KOA
Gpaitna. Kpblwka
Genoro usera. Ha
BHYTPEHHEH » lﬁ P
CTOPOHE Kph
pacronoe 5

&7

peBpucThIX:

i |

BuAHa yudpa &
«120%. MyHAWTYK
WMMEEeT YeThipe
npoaonsHblx
pepa v MoXeT
BpaLaTLea, J

118




Dara HaumeHosaxwe nonaaakeneﬁ TpeGosanun HopmaTWBHOR PesynsTaThl ucnBITaHuA
uenbITaHi LOKYMOHTELUH
Copepiumoe ["paxynbl 0T CooTBETCTRYET
Benoro AC NO4TH
Benoro Usara,
npeMMyLLECTBEHH
0 OKpyrnoi
hopmbl
MoANUHHOCTE ByAecaHua WK-cnekTp MogreepiaeHa
UENLITYEMOrO
obpasua no
NONOKEHWIC
nonoe
nornoweHs
[LOMKEH
GOOTBETCTBOBATL
K-crniekTpy
oTaHAApTHOro
oGpasya
BynecoHuia
MopMoTepona WK-cnexrp MNogrsepxnera
tymapara UCTLITYEMOTD
pvruppar ofpaaua no
NONOXEHWI0
nonoc
NOrNoLeH”s
AcmieH
COOTBETCTBOEATE
VIK-cnekTpy
CTEHABpPTHOrO
obpasia
thopmoTepona
thymapata
auruapara
KonuyecTeeHHoe onpepenexve Bypeconvs ot 162 no 198 181 mrir
wrir
dopmoTepona ot 4,5 £o 5,6 mrir 4.9 mrlir
hymapara
aurvapar
MoCTOPOHHME NPUMECH EQUHIHOR He Banee 0,5% 0.1 %
6ynecoHvn uaeHTUthuupye 588
MO NpUMEcH O 1B T
(16a-ruppoKeunp
eaHM3oNOHa,
D-romobyecoH
waa,
24-pernapobyne
coHWaa u
14,15-pernapob
YOECORAE)
Cymma He Gonee 1,0% 01 %
uneHTUhrunpye
MBIX npUMece
]
CEPTADAKAT AHAITU3A Na 374 215




i

TpebopaHua HOPMATVIBHOR

PoayneTath! WeNLITAHWA

Lata HaumaHosaHue noKaaa anoh
UCnBITaHNA AOKyMEHTaLWA
EQUHUHHOR He Gonee 0.2% 00 %
HenaeHTAULE
oBaHHOM
npuMecn
Cymma He Gonee 0,5% 0.0%
HewaeHTuRUUMP
yemsIX
npumeceit
MocTOpOHHWE NPUMacH Mpumecn D2537 He Gonee 0,6% 0.1 %
thopmotepona pyMapara J
Auragpat
EpuRn-HOR He Gonee 0,6% 0.0%
HevagHTAhDULUP
oBaHHoR
npumack (MK A,
nuk B, nuk C)
Dpyro# He Bonee 0,4% 0.0%
BAUHUYHOR
HeupeHTUhULMP
OBaHHOW
npuMech
Cymmel He Bonee 2,2% 03%
npumeced
[ecrasnaeman 4033 BBI.!!{ECTB ByaecoHn He Bonee 0QHOMO CooTaeTcTByeT
(oAHOPOAHAOTE AOUPO HWA) SHAYEHWUA BHE
wHrepsana £26%
oT cpegHera
3HaUeHUA U HIA
oAHOro ns
aHadeHWA He
HAXOAUTCH BHE
wrTepsana +35%
oT cpeaHere
aHaueHuA (AnR
10-Tv
hopmoTepon
OT CpeAHere
aHaverus (4ns
10!
WHFANATOROR)
Bysecoxna 128-192 MKr/po3a

(cpeprae 3HaveH1e)

[ocrasnaeman fosa aa%x.\em'a

182 mir/nosa J

CEPTUOUKAT AHATIUSA Na 374
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\

[ara HaumeHosarwe nokasarensi
MCNBITaHUA

TpebosaHus HOpMETHBHOR
[OKYMBHTaUUA

PeayneTathl WCTLITEHNA

GopMOTERCA 3,6-5,4 mir/fosa

5,1 mr/pesa

Paamep HacTviy na:croaé*

Cpeanxuid grametp YyacTui No Macee
pomiet BbiTe MEHee 3 MKM

3 MM

Pasmep vactay _naacraa%

He meree 95% vacTiy A0MKHL! UMEeTs
puametp He Gonee 7 MkM

100 %

Pazmep vacTuy BynecoHna

CpepHuil auameTp HacTiy no macce
AOMKEH BliTs MeHee 3 MKM

2 MKM

Pasmep v cTul, Bynecopva

He mevee 95% YacTul, A0MKHbI UMETH
pvamerp He Sonee 7 MKM

98 %

Paamep vactil thopmoTepon

CpenHuit guameTp HacTiy no Macce
pomkeH Buiti MBHES 3 MK

2 MKM

Pasmep vacTul hopMoTepan

He meHee 95% YacTul ACMKHEL UMBTH
avametp He Gonee 7 MKM

100 %

Pecrupabenuhan (pakijus

Bypeconua 64-101 MKr Ha
Aosy

87 mxr/poaa

dhopmoTepona 1,5-2,7 MEKr Ha
thymapara nosy
auruapar

2.3 mrr/posa

Boga

ot 3,6% no 4.6% mim

42%

MukpoBuonoruyeckasn \Tac‘rom

OBuee Yeno He Bonee 107
29pOBHbLIX KOEB1r
MUKDODPIraHUSM
o8

Meree 10 KOEB 1T

Obuwee wrcno i Gonee 10 KOE
APONOKBBBIX ¥ B1r

ANECHEBBIX
rpuBos

Merea 10 KOEB 1T

Pseudomonas Orteytcrave s 171
aeruginosa

He oBHapyKeHO

Staphylococous Oreyreraues 11
aureus

He obHapyxeHn

Orrepobakrepn Orcyrcraue 8
#, yeToi4uBbiX K 0
HENHKn

%He oBHapYIKEHO

Ynakoska

(3aWUTHAA NNBHKE C yKasAHUe
BCKPbITHS), COCTOALINA U3 Ty
L03UpYIOLIEro yeTporcTaa,
AN XpEHEHVs OPOLLIKA, PE3ep
AN5 ABCHKEHTE, MYHAUITYKA U
HABMHUMBAIOUGHCA KpbILLKY. KaXabIA
WHINATOP NOMBLUAGTCA B KAPTOHHYIO
navky ¢ MHCTPYKUWEH N0 NPUMEHEHNIO

Mapimpoera

Cooraatereyer HA

CooTBeTCTEYET

GTPTMQMKAT AMHAITABA Ne 374

418
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Hara HaumeHosaHWe nokasarTenai TpeGonarns HOpMaTUBHOR PeaynsTarsl UCMbITaHUA
venblTaHWRA floKyMEHTaLuK
Cpok rogHoeTH 2roga CoorpeTcToyaT
Xpariexue Mpu Temnepatype Hke 30°C CoorsaTcTeyeT

Sakniouenvs: [penapat «Cnmsmoméwpzsymep@, NOPOLIOK ANA MHT@NALUH A03MpOBaRHSIH, 160/4,5 murinosar,

LonKHOCTE

PykosoauTens OOK ynakoski

120 o3, Ne1 ceprn EAC
HO M N013167/01-2809
80/4,5 wmxr/goaa, 160/4,5
21,02.2013 r. (N NO1318
14,05,2015 1. (M N01316
23.08.2016 r. (M NO1318
26,12.2018 r. (11 N01316
10.06,2019 r. (N NO1316

D cooTBETCTRYET TPESoBaHUAM

4 «CuMBuKkopT® TypByxanep®, NopowoK AN WHransLui AO3VPOBEHHEIR,
mikr/aosan; Mam.Net ot 16.04.2012r. (N N013167/01-160412); Uam.Na2 ot
7/01-210213); Mam.Na3 ot 23.04.2014 r. (1 NO13167/01-280414); am.Ned or
7/01-140515); Mam.Ne5 ot 26,11.2015 1. (M NO13167/01-261115); HMam.Ne6 or
7/01-230916); Viam.Na7 oT 11,08.2017 r. (1 NO13167/01-110817); Wam.Nad ot
7/01-261218); Wsm.Ne9 ot 25.06.2019r. (N NO13167/01-250619); Mam.Ne10 ot
7/01-100619).
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