NEKJIAPALIAS O COOTBETCTBHU

HEKJIAPAHT, IMPHHAMAIOI A JEKJIAPAIIHIO O COOTBETCTBHH

000 "Acmpa3eneka Hudacmpus”

Coedenun o pesucmpayun opzanuiayuu: Hicnexyua Dedepanbioil 1AI02060% CAYHCOb N0 JIeHUHCKONY OKDY2Y
2 Kanyeu 26.12.2015, OIPH 1104029001702, dama npuceoenus OI'PH 22.09.2010.

Adpec: 249006, Kanyseckan ob1., Boposcruti pation, Oep. JoGpuno, 1-it Bocmosnwiti npoe3o, on. 8. Texecpon:
(4843)826100.

B auye: Tenepansnsiii dupexmop Hayutt FA.

Josepennoe munyo: Maxapxuna T.H., dosepennocneo Ne0203/19 om 02.03.2019 2.

3AABJISIET, YTO

nexapemaennoe cpedemen: Cunbuxopm® Typéiyxanep®, nopouiok ONR UH2AAAYNTI DOIUPORAHHNIL 160/4.5
sx/dosa 120 dos, uneansmopsi (1), nauxu kapmonnwie, PY Ne Il NO131 67/01 om 28.09.2011 (oama savenst
26.12.2018) emdano Acmpa3enexa AB, cepus EABU, napmua 58200 ynaxo6ox, 200en 00 30.09.2021,
npouzeodcmsa Acmpa3enera AB, Hlsetyus, AstraZeneca AB, Forskargatan 18, 151 85 Sodertalje, Sweden, /
ynaxoeano Q00 "Acmpalenexa Huoacmpus”, Poccus, HHH 4029043692, 249006, Kanyowerasn obracme,
Boposcruii paiion, oep. JoGpuro, 1-it Bocmounbiii npoe3o, eaadenue 8, koo OKIT2 21.20. 10.254

COOTBETCTBYET TPEGOBAHUSM

[T NOI3167/01-280911 wzm. Ne 1-10

JEKJAPAITHS ITPHHATA HA OCHOBAHUH

nacropm npoussodumern (cepmudpuxam ananusa) Ne 4435 om 20. 11.2019, Cepmuhpuxam coomeemcmans
cucmesnl vMenedxcvenma kavecmsa ¢ Cucmeme 000po6ORoHON cepmudurayuu CHCTEMA
CEPTHOHKALHK 1'OCT P PETHCTP CHCTEM KAYECTBA Ne POCC RU.HC 11.K01308, cpox deticmsus ¢
23.01.2019 2 do 23.01.2022 2, Opean no cepmudurayul CUcmes MeHedNCMerma BHHHUC-CEPT AO
"BHHHC", Poccuiickan ®edepayun, 123557, Mockea, Daexmpuieckuii nep., ooam 3/10, emp. 1

CTBHUTEJLHA 0 30.09.2021
Mosafoes
2 v@éfﬁ(é Maxapkuna T.H.
ndfncs ®H.0

CBEJIEHUS O PETUCTPALIUU

OPTAH MO CEPTUO®HUKALIMH, 3APETHCT PUPOBABIIHI JTEKJIAPAIIHIO

RA.RU. 11PMO8 OPTAH IO CEPTHO®HKALHH IPOLVKLHH OBLIEC TBO € OTPAHHUEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LEHTP KOHTPOJIA KA UECTBA", _ wevnny,

adpec opeanusayuu.: 115280, 2. Mockea, yr. Macmepiosa, 0. 4, am. 5, now. ég};}'ﬁ%‘iw._ '_'1;-'m)ﬁ>'ife.gpeazm no
cepmugpuxayuu; 115280, POCCHA, 20pod Mocxea, yi. Macmeprosd, 0. £ om 5 mex.(495)788-02-88, aeb-
catim: oyrK.pp. : e D
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AstraZeneca »

Haumerosanue npogyxra:

Homep cepuu:

Homep cepum «in bulk»:
Konudectso B cepun:
[ara npouasofcTaa:

Togex po:

UcnsiTaHus NpouIBeneHs: B
COOTBETCTBWM C:

000 «Actpalerexa MHgacTpuay
248006, Kanyxckan o6n.,

Boposckuit pailon, nepesHs [oGpuHo,
1-bi#i BocTouHLIA npoe3sg, enapenue 8
Ten. +7(48438) 26100

QaKc +7 (48438) 2 61 09

20.11.2019
CEPTUDUKAT AHAJTU3A Ne 445

«CumGukopT®@Typbyxanep®, nopowoxK ANs MHIrANKUWIA [OSVPOBaHHBIA,
160/4,5 mkrinosax», 120 pos, Ne1

EABU
EABU
58200 yn.
10.2019

09.2021

HA M N013167/01-280911 «CumbBuxopT® TypByxanep®, nopowoK ana
vHransuuii foauposadHbii, B0/4,5 mrr/nosa, 160/4,5 mrr/gosan; Mam.Net or
16.04.2012 r. {1 NO13167/01-160412); Mam.Ne2 ot 21.02.2013 r. (N
N013167/01-210213); 3m.Na3 ot 23.04.2014 r. (M NO13167/01-230414);
Wam.Ned or 14.05.2015 r. (1T NO13167/01-140515); Mam.Ne5 or 26.11.2015
r. (M NO13167/01-261115); Mam.Ne6 or 23.09.2016 r. (N
N013167/01-230916); Vam.Ne7 ot 11.08.2017 r. (N N013167/01-110817);
Wam.Na8 ot 26.12.2018 r. (I N013167/01-261218); Wam.Ne9 or 25.06.2019
r. (M N013167/01-250619); Wam.Ne10 ot 10.06.2019 r. (N
N013167/01-100619).

[ara Hawmerosanue nokasareneii TpeGosanus HopMaTUBHON PeaynbTarsl MCNbITAHWIA
ucnbITaHui [OKyMeHTaL WM
11.11.2019 - | Onucanue WHransTtop Bpawaiowmnicn CootseTcrayeT
20.11.2019 [l03aTOp KPacHoro
upeTa, Ha P 9
KOTOPOM . .
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Dara HaumeHosarwme nokasareneit TpeGosarus HopmaTHBHO Pesynerars! ucnoiranuii
ucnbiTaHuit AOKYMeHTaymum
Conepxumos [panynei or Coovsercreyer
Benoro a0 nourw
Genoro ysera,
NpenMyiLecTBeHH
O OKpYTrnoi
bopMbl
MNopnunnocrs ByaecoHug WK-cnekrp MNoarsepxaena
UCTIBITYEMOro
obpaaya no
nonoxeHuo
nonac
NI0rNOWeHUs
ROMKEH
COOTBETCTBOBATH
UK-cnekrpy
CTaHAapTHoro
oGpaaya
Byneconuna
®opmoTepona WK-cnekrp MoaTeepxaexa
thymapara WCTIbITYEMOro
avruapar obpaaua no
NONOMEHUIO
nonoc
nornoLieHus
NOMmKeH
COOTBETCTBOBATL
WK-cnekTpy
CTaHABPTHOro
obpasua
thopmoTepona
thymapara
avruapata
Konwyecteennoe onpeaenenve Byneconug oT 162 no 198 180 mr/r
Mr/r B
®opmorepona oT45n055 w0 | 49 mr/r - % %
thymapara Y-/ <A \
avruppar § 9
Mocroponnue npumecu ERuHnYHO#M He Gonee 0,5% ‘R
Byneconnp naeHTuhUUmMpye 1 )\
MO# npumecu
(16a-ruapokcunp o
e/H130MoHa, ™
D-romoGyaecon
naa,
21-perwapobyne
COHMaa u
14,15-perugpob
yAeCOHuAa) {3
Cymma He Sonee 1,0% 02%: !
uaeHTuMLUMpye R :
MbIX npuMeceil b\
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Hara Haumenosanwe nokasarteneit Tpebosanua HopmaTrBHOR PeaynbTathl MCNbITaHKA
uenbiraHui OOKYMEHTaLUKU
EanHUIHOH He Bonee 0,2% 0.1%
HeuaeHTUDULMD
OBaHHOM
npumMecy
Cymma He Bonee 0,5% 0.1%
HeUaBHTUULMD
yembix
fpumeceit
MocroponHue npumecu Mpumecn D2537 He Gonee 0,6% 0.1%
thopmotepona dymapara
avragpar
EAWHWYHOW He Gonee 0,6% 01%
HevaeHTUUUMp
OBaHHOM
npuMecK (nuk A,
nuk B, nuk C)
Lpyroi He Gonee 0,4% 0.0%
eLVHUYHON
HeuaeHTuduuup
oBaHHOM
npumecu
Cymmbl He Bonee 2,2% 0.2%
npumecei
Hocraensemas noaa sewects | Byaeconup He Gonee opHoro Coorsetcrayer
(omHopoaHocTL poaupoBanus) 3Ha4YeHMs BHE
uHTepeana +25%
OT cpeaHero
3HAYBHUA 1 HU
OfHOro 13
SHAYEHUHA He
HaxXoAuTCA BHe
uHTepBana +35%
OT cpegHero
3HaueHus (ann J I—
10-Tm Pl T
nuranmop?g“»l 2 '
dopmoTepon He Goree G4Hora w-| - y
3HAYEHWA'BHE |
uHTepsana +25% 3
or cpepgHerp - 4
3HAYSHUA U HIA
OAHOTO 13
3JHaYveHUl He
HaxoauTCs BHE
uHTepeana +35%
OT cpeaHero /
3HaqeHun (4na /4
10w i3] =)
WHIansaTopos) LEL o Tam OO Sa
Hocrasnsiemas noaa sewjecrs | Byaeconua 128-192 mkr/aoaa 1?@3@&@&8' iy
(cpeanee snavenme) et
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Aara
UCNLITAHWA

Haumerosanwe nokasarenei

Tpebosanun HopMaTUBHOM
AOKYMEHTaYUM

Pesynbrars: nenbiTaHuii

QopmoTepon 3,6-5,4 mrrigoaa

4.6 mMkr/goaa

Pasmep yacruy nakrosa

CpegHuii guameTtp YacTuL, No Macce
80MKeH ObiTh MeHee 3 MKM

3 MKM

Pasmep vyactuy naxrosa

He menee 95% uacTuiy AOMKHB! MMETH
Auamertp He Gonee 7 MkM

100 %

Paamep yacruy Gygeconug

Cpepnuii anamerp yacTuy no macce
B0nxeH BbiTh MeHee 3 Mk

2 MKm

Pasmep yactuy Gygeconug

He Menee 95% uacTiy fomKHbL! uMets
AnameTp He Bonee 7 Mkm

100 %

Pasmep yacruy thopmoTepon

Cpeannii amametp yacTuy no macce
AonxkeH GbiTh MeHee 3 MKM

2 MM

Paamep vacruy ¢opmoTepon

He menee 95% vacTuy nonkHbI uMeTs
Auametp He Gonee 7 MKM

100 %

PecnupaGenuHan dpakums

Byneconup 64-101 mkr Ha
4o3y

86 mrr/noaa

1,6-2,7 mxr 1a
Aosy

Popmotepona

thbymapara
avrvipar

2.2 mxr/gosa

Bona

ot 3,6% 40 4,6% m/m

4.4 %

MuxpoBuonorudeckan yncrora

He Gonee 102
KCEB1r

Obuwiee yucno
a3pobHbix
MUKPOOPraHnuam
OB

meHee 10 KOEB 1 r

He Gonee 10 KOE
B1ir

Obuee uucno

APOXKEBLIX W
nnecHesbIX

rpubos

MeHee 10 KOER 1+

Pseudomonas
aeruginosa &

Orcyreraue BAT - ©

Staphylococcus

Orcyterege & 11/
aureus ) ‘

‘He; Dﬁﬁéﬁ}fﬁno

Ourepobakrepn
A, YCTOR4MBBIX K
xenuu

OTcchTéige B1r

'He o6mapyieHo

Ynaxoska

Mo 120 o3 8 nnacTukosbiit vHransitop
C KOMTDOMEM Nepsoro BCKPbLITUS
(sawuTHas nnexka ¢ ykasaHuem mecra
BCKPbITWA), COCTOAWMIA 13
ACIMpYIOUIero yeTpoicTea, pesepeyapa
ANS XpaHeHun nopowka, pesepayapa
ANA feCHKaHTa, MyHAWTYKE 1
HaBUHYMBAIOWEHCA KpLILLKK. KawabIi
MHTENATOP NOMELAETCS B KAPTOHHYIO
naqky ¢ MHCTPYKUME N0 NpUMEeHEHMIo

~-CooTaercrayer

]

Mapkuposka

Coorsercrayer H

&\\\4

(f&);q%agmfayer L
%\‘: . ‘: ¥ ) . 7
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Hara
MCNBITaHWUA

HaumeHoBawue nokasateneii Tpebosanua Hopmaruasod Pesynbrarsl ucnbitranuii
AOKyMeHTaLuM

Cpok rogHocTy 2roga Cooteercrayer

XpaHeHune Mpu Temneparype Huxe 30°C Cootsercrayer

3akmovexua:

HormxHocTts

Pykosogutens QOK ynakosku KpacHosa T.8.

Mpenapar aCumﬁumpT@TyptSyxanep@. NOPOLWIOK ANs UHransaywui AQ3upoBaHHbId, 160/4,5 MKr/fo3an,
120 03, Ne1 cepum EABU Cooteetcrayer TpeGopaHuam

HA 1 N013167/01-280911 «CumBuxkopr® TypByxanep®, nopowwok ans MHIENAUMIA A03UPOBAHHBIN,
80/4,5 mr/nosa, 160/4,5 MKr/posan; Mam.Ne1 ot 16.04.2012 . (N NO13167/01-160412); Mam.Ne2 ot
21.02.2013r. (N N013167/01-210213); Uam.Na3 ot 23.04.2014 r. (1 NO13167/01-230414); Uam.Ne4 or
14.05.2015 r. (I NO131 67/01-140515); Wam.Ne5 or 26.11.2015 r. (" N0O13167/01-2611 15); Uam.Ne6 or
23.09.2016 r. (N N013167/01-23091 B); Mam.Ne7 ot 11.08.2017 r. (M NO13167/01-110817); Uam.Ne8 or
26.12.2018r. (N N013167/01-261218); U3m.Ne9 ot 25.06.2019 r. (N N013167/01-250619); MNam.Ne10 ot
10.06.2019 r. (N N013167/01-100619). -
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