JEKJIAPALIUSI O COOTBETCTBUHA

JEKJAPAHT, MPHHUMAIOUIANA JEKJAPALIMIO O COOTBETCTBUH

(00 "Acmpaenexa Hudacnpus”

Ceedenust o pecucmpayuy opeanusayiu; Hueneryus Gedepanvrolt Hanozosoil eayuchor no Jlenunckomy oxpyzy
o Kanyou 26.12.2015, OF'PH 1104029001702, dama npuceoenus OF'PH 22.09.2010.

Aapec: 249006, Kanryaeckan obn., Boposckuit paiton, dep. Hobpuno, 1-i Bocmouretii npoesd, en. 8. Tenedon:
(4843)826100.

B auye: Tenepansnwiti dupexmop ayxui IA.

Hoaepennoe auyo: Maxapruna T.H,, deaepernocms Ne0203/19 om 02.03.2019 2.

IASIBJISIET, UTO

aexapemeentoe cpedemeo; Bpununma®, mabaemxu noxpsimsie nenounoi obonouxkoil 90 mz 14 wm., ynaxosku
suetioapie konmypupe (4), nauxu kapmonnvie, PY Ne JIIT-001059 om 27.10.2011 (@ama samenot 02.11.2016)
awidano Acmpa3enera Ab, cepus TPAX, napmus 52235 ynakosok, 20den do 31.05.2022, npoussodemea
Aempalenexa AR, Hlseyus, AstraZeneca AB, SE-151 85 Sodertalje, Sweden, / Q00 "Acmpa3enexa
Hudacmpus”, Poccus, HHH 4029043692, 249006, Kaayoeexan ofnacmo, Boposciuti paiion, Oep. Jobpuno, 1-ii
Boemounwiit npoeso, enradenue 8, kod OKITA2 21.20.10.140

COOTBETCTBYET TPEBOBAHHAM
JT001039-271001 wzm. Ne 1-8,10

JFKJTAPATIAA TPUHATA HA OCHOBAHUWA
nacnopm npouscodumenst (cepmugpuram anaxuza) Ne268 om 29.08.2019, Cepmucpuram coomeememeus
cucmenn menedwevenma kavecmea & Cucmente dofipogoinkon cepmudbuwcajuu CHCTEMA

CEPTHOHKAI[UVW FOCT P PEFHCTP CHCTEM KAYECTBA Ne POCC RU.HC11.K01308, cpox detichigus ¢
23.01.2019 2. 0o 23.01.2022 2., Opean no cepmugpuraiuu cucmem smexeddicmenma BHHAC-CEPT AQ
"BHHHC", Poccuiickan Pedepayus, 123557, Mockea, Daexmpuyeckuil nep., don 3/10, emp. 1

JIATA TIPHHSITUS JEKIAPALIMM 02.09.2019
AEKJ!APAHHH JEWCTBUTEJBHA JIO 37.05. 7022

~ Makapkuna T.H.
1.0

OPIAH I ‘MPUKALNH, 3APEMMCTPHPOBAB LUV JIEKTTAPALTMIO
RA.RU.11®MOS OPTAH 1O CEPTHOHKALIHA ITPOLVKIHHA OBLIEC TBO C OI'PAHHYEHHOH
COTBETCTBEHHOCTBIO "OKPYCHOH UEHTP KOHTPOIIS KAYECTBA",
aopec opeanuzayuu: 113280, 2. Mockea, yi. Macmeprosa, 0. 4, am. 5, nos. I, kom. 1, adpec opzana no
cepmudpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeproea, 0. 4, am. 5., men.:(493)788-02-88, ee6-
| cadin: OYKRK. P,
JEKJAPALUSA O COOTBETCTBUU 3APETUCTPHPOBAHA M POCC RU J-RU. PM
RATA PECHCTPALIMY 02.09.2019 e
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AstraZeneca

HaumeHosaHWe npogyxTa:

Homep cepuu!

Homep cepuu «in bulk»;
Konudectso B cepum:
lara npowasogcrea:

"opeH go:

AcneiTaHWA Npov3BegeHs! B
COOTBETCTBUU C.

000 «AcTpadeHeKa ViHaacTpua»
248006, Kanyxcras obn.,
Boposckuii paiion, AepesHA [obpuHo,
1-bift BoCTOUHBIR Npoeag, Bnapexue 8
Ten. +7 (48438) 26100
daxe +7 {(48438) 2 61 09

29.08.2019
CEPTU®UKAT AHATTU3A Ne 268

«BpunuHTa®, TabneTku, NOKPLITLI® NNEHOUHOA oBonoukoi, 90 mry, Ne 56

TPAX
TPAX
52255 yn.
06.2018

05.2022

HO NN 001059-271011 «Bpununta®, Tabnetid, NOKPLITHIE NNEHOYHON
oBonoukait, 90 mra; Mam. Net ot 27.08.2012 r. (111 001059-270812); Usm.
Ne2 ot 08.05.2013 r. (NN 001059-080513); Wam. Ne3 ot 28.10.2013 r. (nn
001059-281013); Mam. Ne4 ot 12.08.2014 r. (NN 001 059-120814); Wam. Neb
ot 15.01.2016r. (NN 001069-150116); Wam. NeB ot 28.04.2016 . (1N
001059-260416); WMam. Ne7 oT 29.08.2018 r. (N1 001059-290818); Wam. Na8
or 03.12.2018r. (/N 001059-031218); Mam. Ne10 ot 28.05.2018r. (NN
001059-280519).

Hara HauMeHoBaHWe nokasaTensi TpebosaHnA HOPMAaTUBHOR PesynbLTaThl UCNbITaHWA

WUCNbITaHWA

[OKYMBHTaLMK

20.08,2019 - | Onucanue
29.08,2019

Kpyrnsie, ABOSKOBLINYKNLIe TabneTku, CoorBercTByeT
NOKPBITHIE NNEHOYHOA 0BoNOUKON
KEMTOro LUeeTa, ¢ rpasuposkoi 80/ T
Ha DAHOW CTOPOHE

MopnmHHOCTL

BpEMﬂ yoepxuaaHua OCHOB. NKKa Ha HOATBSP)KAGHE
Xpomartorpamme UCNLITYyemoro
pacTBopa ACMKHO COOTBETCTBOBATL
BPEMEHW YASPKUBAHUA NUKa
THKarpenopa Ha XxpoMarorpamme
CTaHAapTHOro PacTaopa.

Y®-cnexTp nornoweHWA 0CHOB. NKKa Ha
XpomaTorpaMme UCNbITYEMOro
pacTeopa [OnXeH coOTBETCTBOBATL
Y®-CrekTpy nornoLeHua ocHos., nuka
Ha XpomMaTorpamme CTaHAapTHAOro
pacraopa

Pacreopenue

Hopwme! He menee 70 %
(Q) 4epes 45 MuH
OT 3aABMEHHOro
COABPIKAHUA

Cpeaxee CooTsercTayeT
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[Hara HaumeHoBaHue nokasareneii Tpebosarun HopMaTUBHOM PesynbTarhl MCNbITAHMIA
UCTbITaHWA AOKyMeHTaUnK
3HAYEHWE HAO
MakcumansHoe CooteetcTayer 86 %
3HaueHwe HO
MuHumansHoe CooraetcTeyeT 85 %
3HaYeHue HL
MocropoHHue npumecu JoBoi He Gonee 0,2 % 0.0 %
BAUHWYHOR
npumecH
Cymma He Gonee 0,5 % 0.0 %
npuMecen
Mukpobuonorudeckas umncrora | Obujee yucno He Gonee 10° meHee 10 KOEg 1 r
a3pobHbIX KOEB1r
MUKPOOPraHuam
0B
Obwee 4ncno He Bonee 10? menee 10 KOEe 11
OPONOKEBLIX 1 KOEB1r
NAeCHeBkLIX
rpubos
Escherichia coli Otoyrcrave He oGHapyxeHo
Escherichia coli 8
1r
OpHopogHocTe gosnposaHus Hopmubl [ns 10 TabneTok CooTtsercrayer
AV <= 15,0 unu
Ons 30 Tabnerok
AV <= 15,0 npu
YCNOBUM, H4TO
0,75 M <=xi=<=
1,25 M
Kputepwii CooTBeTcTBYST 1.4
NnpUeMnemocTi, HO
AV

KonuuecreexHoe onpegenshve

Ot 95 % go 105 % or 3assneHHoro
KONMW4ecTBa

100 % ot 3asen.

Ynakoeka

Mo 14 Tabnertok B Gnucrepe us
An/MBX/MBAX. 4 6nucTepa ¢
VHCTRYKUMER N0 MEAULIMHCKOMY
NPUMEHBHWIO B KAPTOHHOW Nauke ¢
KOHTPONIEM NepBOrQ BCKPLITUS

Cootsercrayer

Mapxvpoeka

Cootsercrayer HL

Coorsererayer

XpaHeHue

Mpwn Temneparype He eoiwe 30 °C

CoortsetcTyer

Cpok roarocTtn

3rona

CEPTUDUKAT AHAINIMSA Na 268
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3aknioverue:  [lpenapar «Bpununta®, TaBneTii, NoKpLITHIE NNEHOYHOM 0GENOHKOR, 90 MMy, Ne 56 cepun TPAX
cooTseTcTeyeT TpebosaHnsmM ;
HA NN 001059-271011 «BpununTa®, raBnetki, NokpsITIE NNEHOYHOIR oBonoukol, 90 Mr»: Wam, Nei ot |
27.08.2012r. (NN 001059-270812); Wam. Ne2 or 08.05.2013r. (NN 001059-080513); WMam. Na3 o'r’;
28.10.2013r. (JIN 001059-281013); Uam. Ned4 or 12.08.2014 r. (/N 001059-120814); Viam. Ne5 OT;?
16.01.2016 r. (1N 001059-150116); Wam. Ne6 or 28.04.2016 r. (/M 001059-280416); Mam. Ne7 or
29.08.2018r. (NN 001058-200818); Mam. Ne8 ot 03.12.2018 r. (NN 001059-031218); Wam. Ne10 ot |
28.05.2019 r, (111 001059-280519). !

[onxkHoeTs PU0

PyrosoguTtens OOK ynakosxu Kpackoga T.B.
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