AstraZeneca

HaymeHoRanue NposysTa

Kop mpogyxra
Howmep cepun
Homep cepun in bulk
Paamep cepun

laTa waroTonnerus
Cpox rofHocTy

Hosep ceprudurarn aHatusa

By au Kaxue-nuio KpUTHICCK]

7

Hacrodimmuym rapaHTupyercs, 4o
TIpoAykTa GBUTA pOUSBEeHa I ¢
Ka4eCTBA NeXAPCTE  HALIX CPERCT]

Her =

Bee pesynuTaTl ananusa u saumcu Osum

BHIITYCK 'OTOROTO TTPOTIY]

YronuHoModenHoe U0 P

000 ¢ Acrpadenera VHgacTpua
249006, Kanysexan ol

Boposcrih pRiOH, fepeBnt llopuro,
-6t Bocrouaut npoess, snanexie 8

Pagpenenue Ha BHITYCK

«Cumbuxopt@TypEyxanep®, nopamok jna WHTANSTLAT TO3UPOBAILHEIT,
80/4.5 mxr/gosan, 120 fos, Nl

100005245
GAAV
GAAY

13 836 Y1I
05.2020
04.2022

403 or 04.08.2020

¢ OTKNOTEHUSA OT ITPOIECcCos, KACAIOU[MECH Kaqectsa I'IPDJEYK!IHHI

Ua (romuu sapeructpUpoBIILIX OTKICHERIH TIPUAArAIOTCH)

BEILEYKA3AHHAN URGOPMALHA ABAACTCA TIOZIUHHOM ¥ TOHHOM, DTa cepusn
borsercTnun ¢ rpebonaunmu cGMP («ITpasura MpOUSBOACTES U KOHTPORA
3%) ¥ PeructpalMOHHON IOKYMEHTAUNEH Ha MPORYKT.

PaccMOTPEHEL U onobpenst B COOTBETErBIK C TPEGORAIIMYU ¢GMP.

(TA PA3PEIUEH

Hara 05.08.2020

Kou Gopain; COM.QA001,02




Astrazeneca =

Haumerosanue npoaykTa:

Homep cepun:

Homep cepuu «In bulkn:
KonuuecTso B cepuu:
Dara nponisogcTea:

Mopex go:

MenbiTakus NpoNasesoHs! B

COOTBETCTBWK Cl

Q00 «AcTpadenexka HgacTpuar
249008, Kanyxcian obi.,
Boposckuit paitoH, Aepeexs [oBpuHo,
1-lft BogTouHKbI Npoess, Bnapakue 8
Ten. +7 (48438) 28100
dake +7 (48438) 261 09

04.08.2020
CEPTUPUKAT AHATIGA Ne 403

"CumbBukopT®@TypByxanep®, NOPOLUCK ANA WHransuuWiA [osupoBarHLIA, 80/4,5
mrrfnosa’, 120 pos, Net

GAAV
GAAV
13838 yn.
05.2020

04,2022

HE N NO13167/01-280911 «CumBukopt® TypByxanep®, NOPOLOK ANf
ueransuuii qosvposanHuii, 80/4,5 mkr/gosa, 160/4,5 MKr/aosay; Wam.Ne1 oT
16.04.2012 r. (N N013167/01-160412); Uam.Ne2 ot 21.02.2013r. (N
NO13167/01-210213); Wam.Ne3 or 23.04.2014 r. {1 N013167/01-230414);
Wam.Ne4 ot 14.05.2015 r, (T NO13167/01-140515); Mam.NeS ot 26,1 1.2015
r. (1 NC13167/01-261115); Vam.Na6 or 23.09.2016 . (N
NO13167/01-230916); Mam.Ne7 ot 11.08.2017 r. (N NO13167/01-110817);
Vam.NeB or 26.12.2018 r. (1 N013167/01-261218); Vam.Ne9 ot 25.06.2019
r. (M NO13167/01-250619); Wam.Na10 or 10.06.2019 r. (N
NO13167/01-100619).

Hara Haumeropanue nokasatenei Tpebonanna HOPMATUBHOR PoaynsTaTsl UCrLITaHMA
HETbITaHWA LOKYMEHTaL AN

22.07.2020 - | Onuncanue WMHranaTop Bpatyatoliuiica Coorsetcrayer
04.08.2020 [03aTop KPAacHoro

UBeTa, Ha

KoTopom

BoIABBEH KOR -y,

aife, Rpsiluka —

UnauKkaTopa
AO3NPOBaRKA
BUAHE Uuthpa
a120». MyHAWTYK
UMEOT YaThipe
NPOACHBHbLIX
pebpa v moxer

115



TpebosaHns HOPMaTMBHONA

PesyneTarsl uonbitanii

[ara Havmerosanne nokasarenen
WoNbITaHKA AOKyMeHTaLuK
BPALLATLCA.
Copaepxumoe IpaHynsl o7 CooTteeTcrayer
Genoro A0 NOMTH
Benoro LgeTa,
NPEUMYLLECTBEHH
0 OKpYrnod
opmbl
MoanuHHoET: Byaecorva WK-crekTp MogTBepKASHa
MCMBITYEMOro
oBpaaua no
NONOKEHWID
flonoe
NOrNoWeHst
AOMKEH
COOTEETCTACBATDL
Wi-cnakrpy
CTEHABPTHOTO
obpasug
ByaecoHuaa
dopmoTepona AK-cnekrp MoarsepkaeHa
thymapara WeneITYaMoro
Aurngpart oGpaaug no
NoNoMeHUo
nonoc
NOrnoweHus
NOMKEH
COOTBETCTEOBATL
WK-cnexrpy
CTEHAAPTHOrO
oGpasla
hapmoTepona
dymapara
aurvapata
KonuuecTaeHHoe onpepenexie| bByaeconna ot 81 go 99 mr/r 87 wrir
PopmoTepona ot 4,5 no 5,5 mrir 4.8 mrir
dymapara
Avruapat
MocToponHne npumack EguHuaHOR
Syneconng uaeHTUULMpYs
MOR npumecu
{16a-ruaporennp
eaHUIonoHa,
D-romoByaecoH
uaa,
21-perunpobyne
coHuaE U
14,16-gervgpob
yASCOHUAR)
Cymma He Gonee 1,0% 0.2 %
uasHTUDULMpYE
MbIX NpUMaceh

CERTUOVKAT AHATT3A Ne 403
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Hata HawmerosaHue nokasatenei TpebosaHua HOPMATUBHOR PaaynkTarhsl UCNBITaHni'
uenbITaHui DOKyMeHTaLmMu
ENVRUSHONA He Gonee 0,2% 0.0%
HEWAEHTBULMP
0BaHHOW
npuMacy
Cymma He Gonee 0,5% 0.0%
HEWASHTWRUUWE
yembIxX
npumeced
MocTopoxKue npumech Npumecy D2537 He Bonee 0,6% 0.1 %
thopmoTepona thymapara
avrugpar
EavHUYHOR He Gonee 0,6% 0.0 %
HeuaeHTudnmp
OBaHHOR
npumach (nuk A,
nuk B, nuk C)
Opyroi He Bonee 0,4% 0.0%
SAUHUYHOR
HenaeHTuhuLmup
OBaHHOW
npuMecu
Cymmbl He Gonee 2,2% 0.3 %
NPUMECEA
Docrasnseman gosa saljects | BypecoHup He Bonee oaHoro Cooraercrayer
{0RHOPOAHOCTE AO3NPOBEHIA) aHAYEHUA BHE
uHTepsana +25%
OT CpefHero
SHAMEHWS U HY
O[HOro 13
aHaueHUHA He
HaxXoAuTesn BHe
wHTepeana £35%
OT cpefHero
anaveHuAa (Ana
10-1
WHranaTopos)
GopmoTepon He Gonee oAHOO
10-n \\ Sk i
nHransTopos) Syl T
B el
[loctaennemasn nAo3a selliecTe | BynecoHwa 84-96 mKr/posa 80 mkr/po3a

(cpenHee sHaderne)
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Dara HaumeHoBaiue noxasarenai TpaBonarun HOPMATUBHON PesynsTarhl HCNbITAHKA
VCNBLITAHNIA LOKyMeHTauuu
DopmoTepon 3,6-5,4 mkr/gosa 4.9 mir/ao3a
Pasmep Yactul Naxkros CpenHvi AvameTp HacTuy no macce 3 MKM
LOMKeH BbiTh MeHEe 3 Mk
Paamep «actuy nmmk He menee 95% YacTul SOMKHb! HMETL 100 %
_ avameTp He fones 7 Mkm
Pasmep qacruy Gyneco}-mn CpegHuni aMameTp YacTuy no macce 2 MK
‘ JomieH Belth MEBHEE 3 MKM
Paamep vacTuy Byaecolug He meHea 95% YacTull ACMKHL UMETb 100 %
anameTp He Bonea 7 MKM
Pasmep yactull hopmotepon | Cpearui AuameTp HacTul no Macce 2 MKM
AomieH Bbith MeHee 3 MKM
Pasmep vacTvy opmotepon | He meree 95% 4acTUL AOMKHLI IMETh 100 %
pvameTp He Bonge 7 MM
PecnupabensHan hpakuus Byneconug 33-51 mKr Ha posy 42 mxr/nosa
Gopmorepena 1,6-2,7 MKr Ha 2.2 mxr/posa
thymapara Aosy
purnapar
Bopa o1 4,2% po 5,2% mim 47 %
MukpoBuriioruieckas dpcrora | Obuiee Yueno He Bonee 107 <10KOEs&1r
aspobHuiX KOEm1r
MUKPOORraHuam
o8
CBLee uieno He Gonee 10 KOE <10KQE&1Tr
APONCKEBLIX 1 Blr
NNGCHBBLIX
rpubos
Pseudomeonas Otcytcreuea 1r He oBHapyxeHo
|_aeruginosa
Staphylococcus OrcytetBue 817 He oBHapyxeHo
aureus
Snrepobaktepu OrcyTcrane s 1 r He oBHapy:i@Ho
i, yeToAYMBEIX K
Wenuu

Ynakosxa

Mo 120 [03 B NABCTUKOBLIA UHral]
C KOHTPONEM NEepPBoro BCKPLIT
(sawuTHan nneHKa ¢ yrasaHuew
BCKPBITUA), COCTOALMA U8 [
AO3WpYIOLLEro yeTpoicTBa, P8
ANA XpaHeHuA NopoLLikaE, pe
MR [ECHKAHTA, MYHAWITYKE U
HABMHYMBAIOLLBMCH KPLILIKA, KENH!
WHFEAATOP MOMELLBSTCA B KBpTOH

N@vKy € MHCTPYKLMENd N0 NPUMEHEHMIO

Y~

MO KB

Mapruposka

Cooteetcreyer HO

CoorBercTeyer
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Hara HaumeHosanue nokasateneit TpeGosaHis HOPMaTUBHOM Peaynerathl ucnsitanuii
UCTILITaHWA AOKYMEHTaLUM
Cpok rogHocTy 2ropa Cooreercrayer
XpaHenue Mpu Temnepatype Hike 30°C Cootsercrayer

Saknmiovenue: Npenapar "Cumbukopr® Typ6yxenep®, nopouuok aAns WHranAUuR gosuposanisii, 80/4,5 mkr/goaa”, 120
A03, Na1 cepun GAAV caaTseTcTRyeT Tpebosaruam
HA M NO13167/01-280911 ¥CumBukopT® TypByxanep®, NOPOLIOK ANA URranALMA A03MPOBAHHLIA,
80/4,5 mxr/pasa, 160/4,5 Mkrinosan; Uam.Na1 or 16.04.2012 r. (N N013187/01-1 80412); Mam.Ne2 ot
21.02.20%'r. (N NO13167/01-210213); Mam.Ne3 or 23.04.2014 r. (M N013167/01-230414); Mam.Ne4 or
14.06.2015 r, (N N0131B?ID1-140515); Ham.Ne5 or 26.11.2015, (n NO13167/01-261115): Viam.Ne6 or
23.08.2016 . (N No1316‘?!01-230916}; Wam.Ne7 or 11.08,2017 r, (11 NO13167/01-110817); Uam.Ne8 or
28.12.2018 . (N NO13167/01-261218); Yam.NeQ ot 25.06.2019 r. (M NO13167/01-25061 8); Mam.Ne10 or
10.06.2018 r, (1 N013167101-100619).
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