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JEKJAPALIAS O COOTBETCTBUH

JEKJAPAHT, MPHHAMAIOIIHN TEKJAPAIIHIO O COOTBETCTBHH

QOO “dempaienera Huoaempuz”

Ceedenus o peaucmpaiuu opeanusayuu; Hicnexyus Pedepaivroit narozoeoil cayxcon no Jenuncromy okpyey
2 Kanyeu 26.12.2015, OFPH 1104029001702, oama npuceoenus OIPH 22.09.2010.

Adpec: 249006, Kanyxcexas obz., Boposcruil paiion, dep. [lotpuno, 1-1i Bocmowioul npoesd, ea. 8. Teaedon.
(4843)826100.

B nuye: lenepanvuent oupexmop Hayiuit A

Hoeepennve auyo: Maxapsuna TH,, dosepennocms Ne 0203/19 om 02.03.2019

JAHBJET, HTO

aexapemeennoe cpedemso; Gopeusa™, matiemxu noKpuimuie nackowRol obonokolt 10 v2 10 won., ynaxoeru
ayeikoesie konmyproe (3), nawxu xapmonsve, PY Ne JIT-002596 om 21.08.2014 (Dama saven 14.08.2018) svidano
Aempaienexa KOK Juwumen, cepus PV201, napmus 86810 ynaxosox, 200en 06 30.09.2021, npoussodcmaa
Acmpadenesa Gapyaceomuanc JIII/ pacpacosano Acmpalenexa IOK Jhuvumeo, CLUA/Benurobpumanus,
AstraZeneca Pharmaceuticals LB 4601 Highway 62 East, Mount Vernon, Indiana, 47620, USA/dstraZeneca UK
Limited, Sitk Road Business Park, Macclesfield, Cheshire SK10 2NA, United Kingdom, ! ynaxoeana 000
"Acempadenesa Hudaempua", Poceun, HHH 4029043692, 249006, Kanyoieckan obiacimo, Boposcrun patiow, dep,
Hubpuno, 1-t Bocmounoii npeeso, enaoene 8, koo ORITL2 21.20.10.119 B

COOTBETCTBYET TPEBOBAHHSIM

JHT 002396-210814 usm. Ne [-5

JEKJTAPALLMSI IPUHATA HA OCHOBAHHM

nacnopm npousscoumen {cepmudsuram anansa) Nel24 om 02.04 2019, Cepmudghuram coomaememeun
cuemess Menedxesenma kaveemaa 6 Cuemesie dolpogotsnoii cepmudimayuu CHCTEMA
CEPTHOHKALIMH NOCT P PETHCTP CHCTEM KAYECTBA Xe POCC RU.HC11.K01308, cpox devicmeni ¢
23.00.2019 2 do 23.01.2022 2, Opzan no cepmudpuxenpin cucmenm smenedxcmenma BHHUC-CEPT AO
"BHHHC", Poccuiickas ®edepayus, 123557, Mocksa, Dnexmputieckui nep., 0om 310, ecmp. 1

JATA IPHUHSTHS JEKTAPALIAY 04.04.2019

JEKJAPAIIMSI JEHCTBUTEIBHA JIO 30, 0?,2021
y/féfﬁ&’/ﬁé(dzf/ _ Makapkuua TH.
nétrmen V. »N.O

OPIAH [T0 CEPTHOUKALIMY, 3APETI HCTPHPOBABIUIHH JEKJIAPALMIO

RA.RU. 11 @MO8 OPTAH IO CEPTHOUKAIIHH TPOAYKIIHH OFI[ECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPYXKHOM LEHTP KOHTPO/IA KAYECTBA",

adpec opeawwzayuu; 115280, 2. Mocksa, ya. Macmepkosa, 0. 4, om. 3, now. 1, kox. 1, adpec opeana no
cepmudpurenguu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, am. 5., men..(495)788-02-88, geb-
catim. otk peh.

JNEKJAPALLASE O COOTBETCTBUM 3APETUCTPUPOBAHA M POCC RU JI-RU.OM08.B.20611/19
JATA ?g};ﬁ{."{?fﬂlﬂﬂ O4.04.2019
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AstraZeneca .
b s o

HaumeHosaHue npoayxra:

Homep cepun.

Homep cepun «in bulks:
Konu4ecTBo 8 Cepum:
[ara npouasogcrea:

lopex po:

MenbiTanns npouseeeHsl B
CODTBETCTBMK C

COO «Actpaldevexa Vnpactpuasy
240008, Kanymeran obn.,
Boporckwii paiion, fepesns fobpuno,
e — 1-bili Boctoubi nipoesy, anagenne B
o © Ten. +7 (48438) 261 00
Dac +7 (48438) 26109 it il

02.04.2019
CEPTUOUKAT AHATTU3A Ne 124

w«@opeura™ | TabneTky, NOKPsITsIe MNBHOUHOR oGonoykoi, 10 mry, Ne 30

PV201
Pv201

86810 yn.
10.2018

08.2021

HO NN 002598-210814 «Poponra™, 7abnertki, NOKPLITHI@ NNEHCHHOA

oBonoykoi, 5 mr, 10 mra.

Mam.Nel or 29.06.2015 r. (JI1 002596-290615); Wam.Ne2 ot 12.08.2016 1,
(11 002596-120816); Wam.Na3 ot 06.02.2017 r. (1M 002596-080217);
Wam. Ned ot 28.07.2017 r. (JI11 002596-280717); Wam.Ne5 or 14.08.2018 1.
{1 002596-140818).

Lara HawmeHoBaHue nokasarensw

HCMLITAHUA

TpebosaHna HOPMaTUBHOIR PeaynbTarbl MCRbITaHWA

JIOKyMeHTaLH

25.03.2019 - | Onucanue

02.04.2018

PonmBosraHbIE ABOAKOBLINYKNbIE CooreercrayeT

TabneTku, NOKPLITHIE NNEHOUHOR
0BONOYKOR KENTOrS UBeTa, ¢
rpasuposkoi «10» Ha OfHOW CTOPOHE U
«1428» wa gpyroil cTopoke

ogruHHoCTL

Bpems yASDKUBAHWS DCHOBHOTG Ntk MogTeepHaeHa
Hd XpomMatorpaMme MCHhITyGMOTO
pacTBOPA [OMKHO COOTBETCTROBATS
BPEMEHW YASPKNBAHIS NVKa
nanarnunoania Ha xpomarorpamme

pacreopa crangapTHero ofpasua

Pacnagaemocts

He Gonee 12
MUHYT B
aueTariom
BydepHom
pacreope, pH 4,5,
npyu TEMNepaType
37 °C

HopMel Cootsercrayer

Makcumanshoe Cooteercrayer 4 MuH,
Bpems HO

pacnanagmocTin

PoncTBeHHBLIE NPUMBCH

[pumecu He Gonee 0,4 % 0.0%

BMS-638432

143

S




PeaynbTatk! UCTLITAHUA

" Nata HaumeHoBakkWe nokasarenei TpebosaHun HOPMATUBHON
WCTLITEHUA [OKYMEHTaUuH

ThoBoii apyroi He Gonee 0,2 % 0.1%
aaAUHKHON
NpUMecH
Cymmpl He Bonee 0,89 % 0.1%
npyMecen

Bopa He Boree 54% 33%

MukpoBuonoryuackas Yucrora

Obluge 4ncno He Gonee 10°

Menes 20 KCEB 11

a5poBHbIX KCEeB1r
MUKPOOPraHnam
o8
Obuee yucno He Bonee 10° Menes 20KCEB 1T
LPOACKEBLIX W KOEB1r
fINeCHEBbLIX
rpubos
Escherichia coli OrcyToTBKe He ofHapyxeHo
Escherichia coli 8
ir
OAHOPOAHOCTE JO3MPoBaHUS [ns 10 Tabnetok AV £ 15,0 unu CooreeTcTByeT
[ns 30 tabnetox AV < 15,0 npu
yenosui, 4To 0,75 M<xi< 125 M
Konwuecreenxos onpenenskus| % oT 01900 po 110,0 98.2 %
38RBMBHHOTO %
KoNu4ecTBa
wmr B TabneTke 018080110 9.8 mrfrad.
mr/Tabnersa
¥naxkosxa Mo 10 TabneTok 8 nepdopupoBaHHOM CooTteercreyer
GnucTepe Us anioMUEUeBol UoNLIV; No
3 neptopuponanHbix Bnuctepa ¢
WHCTPYKUMEH NO NpUMeHEHWIo B
KapTOHHOW NAYKe C KOHTPONEM Nepsoro
BOKDbLITHA
Mapkuposka Coorsetcreyet HI CooTeercrayer
Xpanexve Mpv TemnepaType He Beiwe 30 °C CooTeercreyer
Cpok roaHocTi 3 ropa CooTBeTcTayer

CEPTUDUKAT AHAITN3A Na 124
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. 3anovenune: [Tpenapar «Popeura™, TabneTku, NOKpeIThIE MIEHOYHOR 0BONONKoH, 10 mra, Ne 30 cepwn PV201
cooteeTcTEYST TPEBOBAHUAM
H/1 1M 002586-210814 «Popevra™ , TabneTiy, NoKpeIThI® NNEHOMHOMA Qt’icznowxcﬁ 5ur, 10 Mo,
Wam.Ne1 oT 28.06.2015 r. (11 002596-290615); Mam.Ne2 ot 12.08.2018 r. (NN 002596-120816),
Wam.Ne3 ot 06.02.2017 r. ([T 002596-060217); Mam.Ne4 ot 28.07.2017 r. (11N 002596-280717),
Vam.Na5 ot 14.08.2018 r. (/T 002586-140818).

HorwHocTs PUO

[VpexTop no Ka4ecTsy Marxapkana T.H.

CEPTUOUKAT AHATTU3A Ne 124




