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JAEKJIAPAIIUSA O CdOTBETCTBIfII/I

IEKJAPAHT, IPHHUMAIOUTHIT JEKJTAPAIMIO O
Q00 "

fempa3enexa Hudacmpus"

Caedenus o peaucmparun opeariwsayuw: Hicnexyus Dedepalionon e
& Kaayeu 26.12.2013, QFPH 1104029001702, dama npucaoetiua OIP
Aopec: 249006, Kanyawcekan oda., bopoeckuit pation, dep. [Joppuno, |

(4843)826100.
B nuye: Fenepanonerit dupexmop Hayrun I A,
Hogepennoe auyo: Kpacnosa T.B., cosepennocms Nel901/18

3ASIBIGIET, UTO

AexapemaeHnoe cpedcman. Hexcuyn®, auodhumeciam das npi

om (9.0

Omoshe

asederus 40 ma, hraxonnt (10), nauku kapmonnwme, PY Ne JIC-000921

25.07.2017) ewidano Aempa3enexa AB, cepun PCBY. napmusi

npoussodemea Aempalenera AB, Haeyua, AstraZeneca AB, SE-131

"Acmpa3enexa Hndacmpus", Poccus, HHH 4029043692, 244
dep. Hobpuno, 1-it Bocmouneit npoeso. aradenue 8, koo OK]

COOTBETCTBYET TPEBOBAHHAM
JC-000920-010411 vzm. Ne 1-9

JEKJTAPATIHST ITPUHSITA HA OCHOBATUH
nacnopm npouzgooumens (cepmughuram anaauza) Ne 433 om

cuememsl Menedsycmenma kaveemaa ¢ Cucmese 9odposonbi
RUHCIHL.K0121, cpox dedicmaun ¢ 01.02.2016 2. do 01.02.

2019 ¢,

(6. Ka

19.11.2(

COOTBETCTBUH

rozoson cayoctor no Jlenunckony oxpyay
IH 22.09.2010.
Hi Bocmounei npoeso, 6. 8. Teaethon:

2018

LU Pacmeopa Ons GHYMPUBCHHOSO
om 01.04.2011 (Duma 3amero

7278 yraxosor, 20den oo 30.04.2020,

X5 Sodertalje, Sweden / ynaroascaio OO0

hvarcekas odnacms, bopoeackutt patton,
72212010112

18, Cepinudburam coomeememast

i cepmipukayuu FOCT P Ne POCC
Wpeait no cepmuguxayuu cucmem

senedeaienma BHHHC-CEPT OQAQ "BHHHC", Poccus, 123357, Mdcxsa, Dnexkmpuueckuil nepeyaor, 0.3/10,

cmp. 1

JIATA UPAHATUS JTEKJTAPAUMU 2/.11.2018
1A NEACTBUTEJIBHA IO 30.04.2020
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OPTAH ﬂ—ﬁ‘(PTIfI(DHKAHHM SAPETHCTPHPOBAFE
RARU HDPMOS OPTAH HO CEPTHOHKALIHA TPOLYKL
OTBETCTBEHHOCTBIO "OKPYKHOH IEHTP KOHTPO),
adpec opeanusayuu: 115280, = Mocrea. ya. Macmeprosa, 0.
cepmugpuxanu: 115280, POCCHA, 20pod Mocksa, y1. Macn
camm: oyxk. p(f}
IIEKJ!APAI{HQ Q COOTBETCTBHH 3APEIMICTPUP(
;mm" Prmcﬁ&imn 21.11.2018

4, om. 3,
epKOE,

PBAHA

Kpacrosa T.B.
®.H.0

"UCTPAIIMH

LU JIEKJIAPALLAIO
(HH OB{ECTBO C OFPAHIHEHHOH
(5T KAUECTBA"

nov. I, kom. 1, adpec opeana no
J. 4, am. 3., men. . (495)788-02-88. eeo-

e POCC RU /I-RU.®MU8.B.07732/18

Kauan F.B.
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AstraZeneca

Haumerosanue npoaykra:

Homep cepuu:

Homep cepuu «in bulk»; PCBY

KonuuecTtso 8 cepuu: 7278 yn.

[ara npouasopgcrea: 05.2018

Fopex po: 04.2020

Wensimanus npovareneHs B HO NC-000920-010411 «

COOTBETCTBUU C: pacTsopa ana BHYT[
NC-000820-290414 ot
07.06.14 r.; Mam.Ne3 I
NCc-000920-210116 ot
04.07.16 r.; M3am.Ne6 N
NC-000920-191216 or

CEPTUDUKAT AHAJ

«Hekcnym®, nuodunusar
Beegenus, 40 mryn, Ne10

PCBY

25.07.17 r.; Wiam.Ne9 NC-0

00Q «Acrpa3eHexa WHgacTpuan
249008, Kanyxckan obn.,

Bopqseruiit paioH, aepesHs JoBpuno,
1-biid| BocTouHeill npoesa, snagesve 8
Ten.| +7 (48438) 2 61 00

Maxg +7 (48438) 2 61 09

TN3A Ne 455

ANA NpUroToBNeHus pacreopa ana BHYTDUBEHHOrO

Hexcuym®, nuotbunusat Ans  NpUroToBNEHUs
MMBEHHONO BBEAEHWUA, 40 Mmrn; Mam.Ne1
29.04.14 r; Mam.Ne2 1C-000920-070514 ot
5-000920-210714 o1 21.07.14 r.; Mam.Ned
21.01.16 r.; M3m.Ne5 [1C-000920-040716 ot
C-000920-080617 ot 08.08.17 r.:  WMam.Ne7
191216 r.; Viam.Ne8 NC-000820-250717 oT

10920-050718 ot 05.07.18 r.

Hara

Haumerosauue nokasateneii

TpeGosanu

Sl HOPMATUBHOK Pesynbrarhl ucnbiranuii

19.11.2018

MCNbITaHWA

ACKYMEHTaLM

09.11.2018 -
19.11.2018

Onucanue

INuocunuaar Sengro unu ioqm Genoro

LuBeTa B BUAe CrnpeccosaH

Cooreetcrayer
Ol Maccel

MopmmuHocTs (Q3omenpason)

B3IMX Bpem

Ha

yae

Ha

yAepkuBarua
OCHOBHOrQ Nuka

xpoMarorpamme
UCNb|TYyEMOro
pacr popa AonkKHo
COOTBETCTRBOBATL
BPENMEHK

nukajomenpasona

XpoMarorpamme
pactBopa
CTAHOAPTHOrO
obpasya

A Moareepxaeta

KWBaHWA

XupansHan
BIOMX yne
OCHOQ
Ha

XPOM

Bpewns

WBaHUWA
HOro nuka




Hara
UCMbITaHWA

HaumeHosarue nokazarensii

Tpebosatpa HopmaTusHo
AOKyMeHTaLun

Pesynbrarsl ucnbitanuii

VICNBITYEeMOro

pacisopa [QOSmHKHO

pasmepom > 10
MKM

COOVNBETCTBOBATL
BpemMeHn
yaspxuBaHus
nuKa
l3oMenpasona Ha
) XpoMaTorpamme
pacTBRopa
CTaxgapTHoro
0bpdaua
MNoanukHocTe HomxHo Habmogauen Moareepwpexa
(Swnemuﬂmpmnorerpayxcyc obeclBeynsarue acTsopa
Has kucnora)
Bpewms pacteopeHus He Bonee 60 cexyhg 6c
MpoapaunocTts PacTsop npenapara gom«eH Guits CooTtsercrayer
Npo3payHbLIm
LiseTHocTs Ontuyeckas nroThocTs pacTsopa 0.0 ep.ont.nn.
npenapara fomkHa 6bITh He Gonee 0,1
pH 0T 10,0 50 11,0 10.5
Mexanuueckue skmioueHus Buaumbie Bupumble Coorsererayer
MexaHuyeckue Mexarnyeckue
BIITIONEHUS BKMIOHEHUA
[OMKHbI
OTCYTCTBOBATL
HeBuaumbie He Eqnee 6000 12 YacTuy Ha bnakon
MexaHuuyeckme Ha akoH
BITHOYEHUS
yacruy

HeBugumbie
MexaHuueckue
BKTHOYEHUS
qacTuy
pasmepom > 25
MKM

He Banee 600 na
Cbﬂal(&fH

0 yacTuy Ha dnakon

MocropoHtune npumecu

H215/01

He Bopee 1,3 % 0.2 %
H193/61 He Gopee 0,9 % 0.1 %
H168/66 He Gonee 0,5 % 0.0%
MioBoit apyroii He Bonee 0,3 %
EAVHUYHOR
MaEHTUDULPOB

aHHOW npumecu

CEPTUOUKAT AHANU3A Ne 456




[ara Haumeroatue nokasareneii TpeGosanus HopMaTUeHO# PesynuTarb! uersiranuii
WUCTNbITAHWHA AOKyMeHTaLu
IMioBoii He 6pnee 0,2 % 0.0 %
eANHUYHOW
HeugeHTuuumMp
OBaHHOW
npuMecu
Cymma He Bpnee 2,6 % 0.3%
NpUMecei
Bopa He Bonee 5 % 2%
baxtepuanbibie aHgotokcuHsl | He Gonee 2,0 EQ/Mr aaomenpasona Coormetcrayer
HaTpusa
Crepunshocts PacTeop fonieH Fb!Tb CTEPUNbHBIM Cooteetcrayer
OpHopoaHoCTL foaupoBaHUs n=10, AV < 15,0 Coorsetcreyer
n =30, AV < 15,0 npn ycnosun, uto
0,75M < xi<1,258M
Konuuectpennoe onpepeneruel Or 97 no 109 % oir 38RBNEHHOrO 105 %
KONMUYEeCTRa 930Menpasons
Ynakoska Mo 40 mr asomenpgasona s npoapavHom Cootsertcrayer
CTeKnaHHoM thnakoHe obbemom 5 mn,
yKynopexHHom GpomByTunosoii
pe3uHoBoi npobkoit, 3akataHHoMm
aMOMUHUEBLIM OBXUMHBIM KOMbLLIOM ¢
NNACTUKOBOW KpbILKoiA. 10| nakoHos B
BymamHom wratuse ¢ MHCTPYKUMER no
APUMEHEHWIO B KaDTOHHOW|Nauke ¢
KOHTPONEM MEePBOre BCKPLITUS
Mapkupoeka B cooTBeTCTRMM ¢ HO Cooteetcrayer
XpaHenne B sawmiiertom or cseta ecTe, B Coorsetcrayer
OPUIMHANBLHOW YNAKOBKE NnpHu
Temneparype He golwe 30°C
Cpok rogHocTy 2 ropa CootseTterayer
3aknioueHue: Mpenapar «Hekcuym®, nuodpunuaar AN NPUroTOBNEeHWA padreopa aAns BHYTpUseHHOro ssenevHusn, 40
My, Ne10 cepun PCBY cooTBeTcTByeT TpebosaHuaM
HO MC-000920-010411 «Hekeuym®, nuodunmaar ANA NpUIOTOBNEeHWs pacTeopa Ans BHYTPWBEHHOTQ
aseneHnn, 40 mra; Mam.Net J1C-000920-290414 ot 29.04.14 . Mam.Ne2 1C-000920-070514 ot 07.05.14
r., WMam.Ne3 NC-000920-210714 or 21.07.14 r.; W3m.Ne4 NE-000920-210116 ot 21.01.16 r., WMam.Ne5
NC-000920-040716 ot 04.07.16 r.;  Wam.Ne6 [1C-000920-080617 ot 08.06.17 r.,  Viam.Ne7
NC-000920-191216 o1 19.12.16 r.. Vam.Ne8 1C-000920-250717 or  25.07.17 r..  Wam.Ne9
NC-000920-050718 or 05.07.18 r. .
HomxxocTs olile]
Pykosogurens OOK YNaKoBKu KpacHosa T.B.
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