AEKJIAPAITUSI O COOTBETCTBUU

HAEKJIAPAHT, IIPHHUMARO LU AERKJTAPAITUHO O COOTBETCTBHU

000 "Acmpa3enera Hrdacmpus”

Ceedenun o pezuempayuu opeanusayuu: Hucnesxyus dedepanvnod narozosot ciyoictel no Jlenuncxovy oxpyzy
e Karyeu 26.12.2015, OFPH 110402900] 702, dama npucsoenua OT'PH 22.09.2010.

Adpec: 249006, Kanysicexas obn,, Bopoackuil paiion, dep. Hoépuno, 1-ti Bocmounsrii npoesd, ar. 8. Tenechon:
(4843)826100.

B muye: Tenepansrui: Oupexmop Haywui A,

AHosepennoe muyo: 3opuna A.H., doeepennocms Ne 1709/19 om 17, 09.2019

SASABIAET, 4YTO

Aerapcmsenioe cpedemeo; Epuiunma®, matnemiy ROXpeunLie naenounel obonouxot 90 mz 14 wm., YRaxoexu
Aaeliosule roHimyprue (1), navku Kapmernie, PY Ne JIIT-001059 om 27.10.201] (Cama 3amens 02.11.2016)
sedano Acmpa3enexa AP, cepus TRXB, napmuwi 24391 ynaxogor, 200en do 3]. 08.2022, npouseodcmaa
Acmpa3enexa AB, Liseyus, AstraZeneca AB, SE-15] 85 Sodertalje, Sweden, / 000 "dempa3enexa

Hndacmpus", Poccun, HHE 4029043692, 249006, Kazyxcerar obnacms, Bopoeckui pation, dep. Hobpuro, I1-i
Bocmounerii npoesd, sradene 8, xod OKII2 21.20.10.140

COOTBETCTBYET TPEBEOBAHHAM
T 001059-271017 uzn. No 1-8,10

AEKJIAPALIUS IPHHSITA HA OCHOBAHNIU

fnacnopm npouseodumens, (cepmudghurxam anawuza) Ned26 om 12.11.2019, Ceprugpuxam coomeememeus
cucmeMs Menedacmenma xavecmea ¢ Cucmee Sobposanvroii cepmughurayuu CHCTEMA
CEPTHOHKAIJHH I'OCT P PETHCTP CHCTEM KAYECTBA Ne POCC RUHCIL.K01308, cpox deticmeus ¢
23.01.2019 2. d0 23.01.2022 2, Opzan no cepmugpuxayuy cucmenst Menedxemenma BHIHHC-CEPT AQ
"BHHHC", Poccuiicxas Dedepayus, 123557, Mocrsa, Snexmpuuecius nep., o 3/10, cmp, !
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==="" CBEJEHUS O PETMCTPATIAN

OTBETCTBEHHOCTHIO "OKPY>KHO HEHTP KOHTPOIA KA YECTBA",

adpec opranusuyuu: 1] 3280, & Mucxea, ya. Mucmeprosa, 9. 4, sm. 5, now. I, ko, 1, adpec opzaxa no
cepmudhuxayuu: 115280, POCCHAH, 20poo Mocksa, yn. Macmepxoga, 3. 4, am. 5., men. :(495)788-02-88, seb-
caiim. oK, pep.

HEKJIAPAIIHS O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU JJ-RU. ®MUS.B. 44 771/19
HAATA PETHCTPATIHH /4. ]] 2019
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MHHUCTEPCTBO ,,“MBOO‘(PAHLH; 151
- POCCHICKOH OEAEPALIMIT .-

I’QFHCTPRI.{HOHHOE yYaocer onepemie
HCI\EPCTBEH!{OF(} !!pCHﬂpﬁTB i !\’IGH}EH!’IHCI\‘OTO NPpHMEHEeHHs

r JITI-001059 ¢ '
(HOMBp pt‘.I‘HC‘I‘pa.HHOHHOT‘D YOOCTOBEpeHNus nf:xapmeuuoro npenapaTa)

" (Hammenosanne nepwatens (snagensna f i
H g el p»‘ (Baanersua) Ac*rpa?.cﬁcxa AB, Ulseuna
: perucrpauuounoro yAocTOBEpenHus : ASraZeneca AB
; neuapcrsenﬂoro npenapara - * ;

LAﬂpec MECTORAXOKAeHHs aepartensn 1 :
(Bnanenbua) pernerpauUonsoro YAOCTOBepeHHs : SE-151 85 Sodertalje, Sweden
: :nexapc'rseunoru upenaparta : :

Jata rocynaperpennoii perucTpauun 27.10.2011
JIEKAPCTBERHOIO Npenapara

Cpoxk geiicTBust PETHCTPALHOKHHOI O

: ‘ feccpoyHo
yEOCTOBEchHR JIEKE[)CTBGHHOI‘O upenapara p '

,[[n'ra BHECEHHR HJMEHCHHH B pETHCTpﬂuHOHHDC
DCTOBe EHHE nena CTBEHHOT O npena aTa
YA P g pemap 14.08.2019

% (maTa3aMensl perucTpaunonnoro

YAOCTOBEepeHUS JIEKAPCTBENIIOr0 npenapara)

Hudopmauus o 38pCrHCTPHPOBAHHOM JIEKAapCTBEHHOM fpenapare:

Toproaoe HAHMEROBaHHe [ Bpuannra®

“|Mexaynaponuoe HENATeHTOBAHHOE, HAH |
. |FPYNIHPOBOMHOE, KN XUMHYECKOE Tuxarpenop
|HaHMEHOBaHKe

n \_J'
2hen

A ‘1‘;;)

|Jléxaperrennan gopma TaG/IeTKH, NIOKPLITBIE IIEHOUHON 05010YKOH

Aoiuposka = 90 Mr

o Kauecrreuurtit cocras u KONHYCCTREHHBI COCTAB AeficTBYIOIW HX Bemecfn H Ka4YeCTBEHHBIH COCTaB
i BCBOMDI‘aTCJ'IblII:lI BelLleCTR

-ruxarpenop 90 mr, ncnomor‘awnsnale BEILECTBA (MaHHHTON, KanbiHa ruapogocdar,
: xapﬁoxcmemnkpaxuan HATPHS, THIIPOJI03a, MArHHs creapar, obonouka [runpomennosa 2910 THTaHa
num\cpm E 171, Tanek, Makporon 400, kpacuTens sxeneaa OKCHJL KEeTHIA]) -

@opma sbmyclca (nekapcmenuaa dopma, TabNeTKH, IOKPHITEIE MEHOUHOH oﬁono'axon 90 MF
. |RozipoBxa, nepsryhas ynnmana KOJHYECTRO (6mu:rep) 14 x 1/4/12 (nauxa xapTOHHaﬂ)

1 nexapcrsennoﬁ d)ophlbl B NEPBHYHOA Ynakoska "W Gank":

|ynaxoske,. K’OJIH‘!ECTEO TePBHYROM YNaKOBKH B |TabAeTKK, MOKphITLIE n.rJ-':Hquoﬂ oﬁonoqkoﬁ 90 mr

NoTpelHTeAbLCK Ok | yualcuske, KOMITEKTHOCTB) (6nwm’ep) 14x216 (kopoﬁ K?LpTOHHbIﬁ)
' PeKBHIUTHI uopma‘rummﬂ noKyMeHTauuu l.HI'I 001059-271011 :
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" Crpanmua 2 perucTpatKoHioro yaocroseperus Ne JITT-001059

MponseoacTeennble naowanku, YHACTBYIOWHE B NPOUECCe NPOH3BOACTBA NEKAPCTBEHHOI0 npenapara, ¢
YKAJAHHEM CTANKT NPOHIBOACTBA, HA3BAHUE H HAKTHYCCKHX A1pPecoB MeCTOHAX0HACHHUS

: 3
Ipowsesdemeo zomogoi nexapecmeennoi dopyb Actpa3enexa A, Lllseuns / AstraZencca AB,

i Sweden

oWl

Gartunavagen, 151 85 Sodenalje, Sweden

Hpouseodcmeo zomogoi AEKAPCMBEHHON POPMbI lOGmecho C OTPaHHYEHHON OTBETCTBEHHOCTLIO
"Actpa3euexa Hunacrpus® (000 "Acrpa3eiieka
Hunactpus"), Pocens

249006, Kanyxckasd ofnacrs, Boposckuit pallon, aep. HoGpuko, 1-% BocTounpifi Tpoe3a, snaneHHe §

ITepsuynas ynaxoexa - ‘ :Ar:rpaiicnexa AB, seuns / AstraZeneca AB,
Sweden

Gartunavagen, 151 85 Sodertalje, Sweden

llepguunas ynaroexa OBILECTBO C OrpaHH4eHHON OTBETCTBEHHOCTLIO
"Actpa3eneka Hunactpius” (000 "AcTpa3encka
Hunactpus"), Poceus

249006, Kanysckan obnacts, Boposckuii paitos, Aep. HoGpuno, 1-# Boctounuii npoeas, pragenye 8

Bmopuunas/nompebumenscxan ynaxosxa Actpa3etcka AB, Ilsewws / AstraZeneca AB,
Sweden

Gartunavagen, 151 85 Sodertalje, Sweden

[ o
Bmopuunas/nompebumenscxas Ynaxoeka ObutecTeo ¢ orpanuvenHoit OTBETCTBEHHOCTRIO
"Acrpa3enexa Hunactpus" (000 "Actpa3eneka
Hupactpus"), Poccus

249006, Kanywcekas o6nacts, Boposckui pafou, gep. oGpuic, 1-i# Bocrouusi npoesj, BnaacHue 8

Bmopuunas/nompe6umenvexan ynaxosxa 3akpeiToe akUHOHepHOE 06LecTBO "3HO-
3aoponbe” (3A0 "3u0-3n0posne"), Poceus

142103, Mockosckas o6a., . TMouoasck, ya. Henesnozopaxkmnas, 1. 2

Aflpouzecdumenw (Boinyckawowui KOHIMPOML Kavecmea) Actpalenera Ab, [llseuns / AstraZeneca AB,
Sweden

Gartunavagen, 151 85 Sodertalje, Sweden

HMpouseodumens (Bownyexarouqud konwmpons kxavecmaa) Ob1uectso ¢ orpannyerHod OTBETCTBEHHOCTBIO
"Actpa3encka Hunactpus” (000 "Actpa3eneka
HHaactpus™); Pocena

249006, Kanyxckas o6nacrs, Boposexuit pafion, aep. JoGpuno, 1-i Boctoyurit 0poe3n, BnaaeHue 8

liporssodumens (Buinyexaroupui KOMmpens kavecmsa) J3axpsrrqc Aamuonepuoe ofwecrso "3u0-
'3;10]:05:" (3A0 "310-310posre”), Pocens
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AstraZeneca %

Haumerosanue npogykra:

Homep cepuu;

Homep cepun «in bulk»:
Konuyecrso s cepuu:
Hata npouasopcrsa:

lopeH po:

WUenbiranua npowssefeHol B
COOTBETCTBUMM C:

Q00 «Actpa3exeka VHpacTtpuss
248006, Kanyxcran ob11.,

Boposckuid paitoH, gepeats No6puHo,
1-bifi BocTouHbIi Npoeap, Bnagexue 8
Ten. +7 (48438) 2 61 00

Pakc +7 (48438) 2 61 09

12.11.2019

CEPTUONKAT AHATU3A Ne 426

«BpunuHTa®, TabneTku, NoKpPhIThIE NNBHOYHO obonoukoi, 90 mrs, No 58

TRXB
TRXB
24391 yn.
09.2019

08.2022

HA NN 001059-271011 «BpunuHTa®, TabneTku, MNOKPHITHIE NNEHOYHON
oBonoukoil, 90 mr»; Mam. Ne1 or 27.08.2042 r. (N 001059-270812); Wam.
Ne2 or 08.05.2013r. (N 001059-080513); WMam. Ne3 ot 28.10.2013 r. (n
001059-281013); Manm. Ned ot 12.08.2014 r. (N 001059-120814); U3m. Ne5
or 156.01.2016 r. (NN 001059-150116); Mam. NeB oT 28.04.2016r. nn
001059-280416); Mam. Ne7 ot 29.08.2018 . (I 001059-280818); Uam. Ne8
or 03.12.2018r. (M 001059-031218); Mam. Ne10 or 28.05.2019 r. (N
001059-280519).

lata HaumeHosaHue noxkasateneil

UCTIbITaHUIA

TpeboBaHuA HOpMAaTHEHOM
ACKyMeHTaLuu

28.10.2019 - | Onucaxue
11.11.2019

Kpyrible, asosikosbinyknbie TabnerTky,
NOKPLITEIE NNEHOYHOW 0GONOYKOH
HBTOro UseTa, ¢ rpasuposkoi 90/ T
Ha 0AHOW CTopcHe

CootsercreyeT

MopnuHHoCTE

Bpems ygepxueanua ocHoB. nvka Ha NoaTteepxaena
XPOMATOrpaMMe UCnbITYemoro
pacTsopa JOMKHO COOTBETCTROBATL
BREMEHW YOEPKNBAHWS NUKE
TUKarpenopa Ha Xpomatarpamme
CTE8HAaPTHOro pacTeopa.

Y®-crigKTp NornoLeHms OCHOB. nuka Ha
XPOMaTorpamMme UCnbITyemoro
pacTeopa LOrKeH COOTBETCTBORATh
Y®-CnekTpy NorioweHua OCHOB. Nuka
Ha XpOMaTOrpaMme CTaHAapTHOro
pacreopa

Pactsopenue

Hopmbl He meHee 70 %
(Q) 4epes 45 MuH
OT 33ABMEHHOrO
s | COAepHaHUs

PesynuLTarhl ucnbiTaHui
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ee I Cootsercrayer
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HawmeHoBaHue nokasarenci

TpeGoBaHWs HOPMATUBHOA

[ara PesyneTaTel UcnbiTaHui
WCNBITEHUA LOKYMeHTauMu

3JHaveHue HO
MakcumanbHoe CooteeTcTByeT 93 %
3HayeHve HO
MuHumansHoe CooTteeTcTBYET 91 %
3HayeHue HO

MocTopoHHue npumecu oo He Gonee 0,2 % 0.1 %
EANHUYHOA
npuMecu
Cymma He Gonee 0,5 % 0.2%
npuMmecen

MukpoBuonorusieckas wiucrota | Obwee yueno He Gonee 10° Meree 10KOE &1
a9pobHsbIX KCEB1r
MWUKPOOPraHuam
0B

OBuwee uueno

He Gonee 102

Mernee 1I0KOE B 1T

[ DONOKEBLIX U KOEB1r

NNECHEBLIX

rpubos

Escherichia coli OtcyTtcTBue He oBHapyxeHo

Escherichia coli B
ir

OpHopoaHacTs fo3vpoBanus Hopmei Ons 10 TaBnetok CooteeTtcTYEeT
AV <= 15,0 unu
[nsa 30 raGnetox
“AV <= 15,0 npu
YCNosuu, 4To
0,75 M <=xi <=
1,25 M
Kputepui Cooteercrayer 2.8
NpUEMNEMOCTH, HO
AV
KonudectaeHHoe onpegenenve| Ot 95 % A0 105 % ot 3ansenexHoro 101 % or 3asan.
KonuyecTsa
Ynaxoeka Mo 14 TaGnetok B Bnucrepe us CooTBeTcTayeT
An/MBX/MBAX. 4 Gnuctepa c
MHCTRYKUWER No MeauuuHCKoMy
NPUMEHEHWUIO B KaPTOHHOMN Navke ¢
KCHTPONIEM NEpBOro BCKPLITHA
Mapkupoexa Cooraertcrayer HJ CooTeeTcrayeT
XpaneHue Mpu TemnepaTtype He soiwe 30 °C Cooteetcrayer
Cpoek rogHocTi 3 roga Ccoreercreyer
I M
P L] ':-:'}

OSWECTBY
C OrPAHMNERHOR
OTBETCTEEHHOCTo 10

273




Sakniovenve:  [lpenapar «BpunuHTa®, Tabnetky, NoKpLIThIE NNEHOUHOR oBonoukoi, 90 Mr», Ne 56 cepuu TRXB
COCTBETCTBYET TpeGoBaHusM )
HO NN 001059-271011 «Epununta®, tabnetky, NCKPLITEIZ NNEHOYHON cBonoYkoi, 90 Mr»; Mam. Nei o
27.08.2012r. (NN 001059-270812); Mam. Ne2 or 08.05.2013 r. (N 001059-080513); Mam. Ne3 ot
28.10.2013 r. (NN 001059-281013); Mam. Ned oT 12.08.2014 . (11 001059-120814); Wam. Ne5 ot
15.01.2016 r. (NN 001059-150116); Wam. NoB or 28.04.2015 r. (11 001059-280416); WMam. Ne7 ot
28.08.2018 r. ([N 001059-290818): WMam. Ne8 or 03.12.2018 r. (7 0010592-031218); KMam. Ne10 ot
28.05.2018r. (NN 001059-280519).

HomkHocTs oUo
/s
PykoBoguTens OKK LWlep6eko T.A. & {"
a
23
Ay,
W

o

CBWECTEO N
D‘E;;qufnﬂah_‘ @\

“GETCTSEHHGCT"JL‘ .\_-_a__\

CEPTHU®UKAT AHAJIM3A Ne 426




