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NEKJAPALIA O COOTBETCTBHH

. IEKJIAPAHT, TIPUHMMAIONMA AEKJIAPALHIO O COOTBETCTBUANA

] 000 "Acmpa3enexa Hndacmpies”

| Coeoenun o pezucmpayu opearuszayui; Hucheryus Dedepanuno HaTo2060H eayorcvr no Jeruncromy oxpyey
| | 2 Kanyau 26. 12.2015, OI'PH 1104029001702, dama npucsoeltiit OFPH 22.08.2010,

| o

| Adpec: 249006, Kanyxecras ob., Boposeruti paitoi, 0ep. Jobpuno, 1-it Bocmonuill npoesd, au. 8. Teneqron:

| (4843)826100.
| B auye: [enepauvruiii Oupexnop Hayruti LA,
| Hosepennoe muyo: Kpaciosa T B., dosepennocmy Ne2001/19 om 20.01.2019

| 3ASIBJISIET, MTO

| #exapemaennae epedcmeo: Cumburopm® Typbyxarep®, nOPOULOK OB unzansyuil dosuposaniteitt 320 mie+?
| mK2/d03a 60 Q03, un2ARAMOPbI (1), nasicu xapmonnvie, PY Ne JICP-002623/07 om 07.09,2007 (dama samenib:
!
\
|

171.08.2017) gmdano Acmpalenexa AB, cepus DAAK, napmuws 29654 ynaxogor, 200en oo 30.11.2020,
npouzeodcmaea Acmpa3enexa AF. Illeeyun, AstraZeneca AB, SE-151 83 Sodertalie, Sweden / ynarogano 000
: “Aempa3enera Hidacmpus", Poccus, IHH 4029043692, 249006, Kanyoiceras oBuacmb, Boposcudi patios,

| dep. Jobpuno, 1-i Bacmounbii npoeso, Gradenue 8, Koo OKIIA2 21.20.10.254

| . COOTBETCTBYET TPEBOBAHUAM

| : JICP-002623/07-070907 usm. Ne 1-3,5-11

| JAEKJAPALIASI IPWHSTA HA OCHOBAHUH

nacropIm NPOU3GOOUMEL (cepmudniram anaiuza) No 48 om 20.02.2019, Cepmuhuram coomeememsul
| cucmerol MENEONCMERING Kaiecmea o Cucmene 006p0GOALHOE Cepmugduiayuy CHCTEMA

23.01.2019 2 o0 23.01,2022 2., Opzan no cepmudruxaytu CUCIeEM senedemenma BHHHC-CE™T A0
l | "BHHHIC” Pocciickas Pedepayus, 123557, Mockea, Daexmpuyeckuii nep., oom 3/10, cmp. |

|| JATA PHHSTHS AEKJAPALMHI 22.02,2019

| TEKJIAPALIVSL AEHCTBHTEJBHA IO 30.11.2020

; R AETC TR
VS TITIRSON L’““"’fé?/z"'f
a4 %\ _%/fof%/f . KpacwowaTB.
| f{rf( Hespsloama oy | % NOATHCEH DO U0

L 1‘;’ LE " Asrradaneca Industries 12 - ——
BN & ! | .
| \U\\_f//@// CBEJAEHMS O PEITACTPAIIMHA
T

; OPTAH IO CEPTHOUKAIHY, 3APEHCTPHPOBABII NI JEKJIAPAITIO )

' RA.RU.11®M08 OPTAH IO CEPTHOMKAIHA ITPOTVKIHH OBUIECTBO C OI' PAHHYENTION

E OTBETCTBEHHOCTAIO "R PYIKHOM [EHTP KOHTPOIA KAYUECTBA",

I: | adpec opeanusalum. 115280, 2. Mocwsa, ya. Macmeprosa, . 4, am. S, nom. 1, kom. 1, adpec opzauad no

V| cepmugpurayeu: 115280, POCCHA, zopod Mocksa, yi. Macmeproaa, 0. 4, sm. 3., meu. :(495)788-02-88, eed-

|| caiim: oy pgh. 0 C o\
| IEKJIAPAIASI O COOTBETCTBUH 3APEFHCTPUPOBAHA/: m'wfgewam&ﬂ.mssm
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AstraZeneca

HavmeHosaHve npoayxra:

Homep cepuv:
Howmep cepud «in bulkn:
KonvyecTso B cepuu.

[lara npowasogcrea:

lopgex po:

o Tadua npov3seieHbl 8
COOTBETCTBUM C!

000 «Actpaleneka WHagacTpus»
2490086, Kanywcran obn.,

Boposcnii panok, Aepeers Jobpuno,
1-niit BOCTOYHBIA NPOB3A, BAAGEHHE &
Ten. +7 (48438) 26100

danc +7 (48438) 26109

20.02.2019
CEPTUDUKAT AHATTM3A Ne 48

«CumBukopT®Typbyxanep®, nopouok Ans vHransuWi goavposadkeii, 320
MKr + 8 Mir/nosan, 60 goa, Net

DAAK
DAAK
20654 yn.
12.2018

11.2020

HO NCP-002623/07-070907 «CumbBukopT@TypByxanep®, nopoIoK AR
VHranALwi aosnposanHbid, 320 mkr + 9 MKr/a03a», WMam. N1 or 20.08.2010
£, (ﬂCP-002623KO7-200810); Wam.Ne2 ot 16.04.2012 1.
(NCP-002623/07-160412); A3m.Ned ot 05:03.2013r.
(NCP-002623/07-050313}); Aam.Ne5 oT 08.07.2013 1
(NCP-002623/07-080713); Wam.NeB ot 25.12.2013 1.
(NCP-N02623/07-251213): Wam.Ne7 aT 23.04.2014 1,
(NCP-002623/07-230414); Mam.Ned o1 19.01.2015 .
(NICP-002623/07-190115);

Van.Nog ot 268.11.2015 r. (ICP-002623/07-261115); Mam.Ne10 ot
23.09.2016 r. (ICP-002623/07-2308186); Mam.Ne11 ot 11.08.2017 1.
(MCP-002623/07-110817).

Hara HauMeHRoBanve nokasarenen TpeGopaHusa HOpMaTUEHOR PeaynaTath NensiTarmi
nensITatia AOKyMeHTaL MK
13.02.2019 - Onucanune WHransvop Bpautaouwynca Cooreertcrayer
20.02.2014 JA03aTOP KPacHoro
upera, Ha
KOTOPOM

BbIJABTIEH KOO
Bpaiinsa. Kpiluxa
Senoro ugeta. Ha
BHYTPEHHEN
CTOPOHE KPbILLKK
pacrnonoxeHo 5
pebpucTbix
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' [lata HaumeHosaKne nokasarened

UCTTBITaHWHA

TpeboeaHua HopMaTMBHOR
LOKyMeHTaunu

PesynbTaTsl UCMBITAHKA

Ynakoska

MAacTUKEBLIA UHIANATOR C KOHTPONEM
MEepPBOro BCKPLITUA (33L4ATHARA NNeHka C
yKazanuem MecTa BCKPLITUA),
copepxawui 60 gos npenapara,
COCTOALLMA U3 JO3NPYIOLIETD
ycTpoicTea, poaepeyapa Ans xpaHerng
nopoUIKa, pesepeyapa Ans fecukanTa,
MyHEUWTYKE W HABUHYMBAKLEACH
KPiLLKA. KabiA KHransiop
AOMELEaTCA B KapTOHRYH NauKy o
WHCTDYKUMER No NpUMeHeRnio

CooTBCTCTBYET

Mapkuposka

Coorsetcreyer HO

CooraercrayeT

Cpoi rogHocT

2 roga

CootBeTciByeT

XparexHue

[py TEMNEPATYRE HKE 30°C

CooTBeTcTeyer

Aaxniodenue;  [penapar «CunBukopT@TypByxanep®, nopowoK Ans uHransyuit

wkr/posan, 60 gos, Net cepny DAAK cooTaercTeyeT Tpebosarnam

Hf NCP-002623/07-070907 «CumBnkopT®@TypByxanep®, NOPOLIOK A7
MKkr + 9 Mer/gosan; Mam. Nel ot 20.08.2010 r. (NCP-002623/07-200810);
(NCP-002623/07-160412); Wam.Ne3 ot 05.03.2013 . (NCP-002623/07-080313);
r. {/ICP-002623/07-080713); Wam.Ne6 ot 25.12.2013 r. (JICP

nosuposaksli, 320 MK + 9

23.04.2014 1. (J'ICP-UUZSZS!OT—ZSOM‘@); Wam.Ne8 or 19.01.2015 r. (NCP-002623/07-1907 1),

V3ea N29 oT 26.11.2015 r. (NCP-
(ICP-002623/07-230918); Waw.Ne11 ot 11.08.2017 r. (1

LonwHOCTb

pyxosogvTens OOK ynakoski

CEPTNGUKAT AHATTA3A Ne 48

lle

Kpacuosa T.B.

0D2623/07-261115);, Mam.Ne1Q o 23.09.2016 .
CP-002623/07-110817).

Mk

e

18 MHranALWE o3upoBaHkbid, 320
Wam.Ne2 ot 16.04.2012 1.

Wam.Ne5 oT 08.07.2013
-002623/07-251213); Wam.Ne7 ot



Hata
UCTRITAHWA

HaunMeHoBaHwe nokasarenemn

TpeBosatna HOPMaTBHON

PooynbTalw wwtbil d@nvin

NOKYMEHRTaLWA
SopmoTepona He menee 87% 100 %
drymapara HACTUL GONKHBI
aurugpar YMETh AUaMeTp
He Gonee 7 Mkm
dopmoTepona CpeaHui 1.5 MKM
thymapata AMameaeTp 4acTvl
auruapat NG MAcce JonKeH
BhiTh 0T 1,2 80
2,0 MKM
dopmoTepona JAuamerp wactuy 2.6 MM
hymapata 0%
avrugpar KyMyNATUBHOR
Macsch!l JoieH
DbiTe MEHEE UNn
paset 4,0 mim
@opmMoTepona Odnamerp vactuy, 0.8 mKm
hymapara 10%
Auvraapar Ky MY NATUBHOW
MACCHI JONKeH
BbiTo Bonee unu
pasex 0,8 mkm
PecnupatensHasn dpakuma byaecosay 128-202 mkr Ha 167 mrr/nosa
{COCTOUT M3 HACTUL, C Ac3y
A3POAUHAMUHECKAM
avamertpom medee 5,0 mum)
GQopmoTepona 3,0-5,4 MKr He 4.8 mrr/noza
pymapara A03y
avruapar
MukpoBuronorudeckas yuctora | O6uiee Yucno He Bonee 10? Menee 10 KOE s 1 r
a3pobHbIX KOEB1r
GaKkTapvi 1
LPONCKEBbLIX W
NMEeCHEeBbLIX
rputos

(CymmapHo)

Psaudomonas

OTtcytctenes 17

He oBHapYKEHD

aeruginosa -
Staphylococcus QTeyrcrBre s tr He oBHapyieHo
aureus

Inrepobakrepu He oBGHapyxeHo

W, YCTORUUBLIX ¥
HENHA

OteytciBe s 11
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Hara
UCTIb TaHKNA

HauMeHoBaHvue nokasarenew

TpefioBavun HOPMaTUBHOW PeaynbTaTk! UCNLITAHMA
JOKyMBHTaU WM

PopmoTepona He Bonee 0AHOIO CocTeercrayer
thymapara 3HAYEHWA BHE
ouruapay utepsana 125%
GT cpegHero
3HANEHWUA 1 HA
OAROTO U3
FHANEHWY He
HaxoaMTCR BHE
wHTepgana +35%
OT CpefHero
aHadenns (ana
10-h
WHFANATOPOB)

Hocraenseman f03a BeuwecTB
{cpegHes sHa4veHne)

BygscoHua 256-384 mirfiposa 300 mir/oosa

GopMoTepona 7,2-10,8 mir/nosa 8.6 mrrinoaa
dymapaTa
Ancuapar

Pasmep vactuy

NMaxTosb CperHni 3 MKm
MOHOT apaT AVaMeTp HacTul
no Macce
aonueH BblTh
MEHEE 3 MKM

NakTosb He medee 95% 100 %
MoHOrnapaT UACTHL, ACMKHD!
MMETL Jnamertp
ue Bonee 7 Mrm

BygecoHun He meree 97% 99 %
YBCTUL, A0MHKHB
WMETL QVaMeTp
He Bonee 7 MKM

byaecoHus CpenHni 2.1 mum
OVEMETD YacTry
110 MAcce OMKEH
BuiTb 0T 1,6 A0
2.4 mKm

Bynecorus Onamerp HacTuy, 4.1 M
80%

KYMY NHATHUBHOW
MACCHI AOMKeH
ObITl MEHEE VNN
paseH 4_.4_r.gw -

Bygeconua ,[]naygg@c{;a’eé’m?-?ﬁ# < 1.0 MkM

o S T\
[ [ _J=he N \
Kyﬁ@ﬁﬁ?ma”ﬁ - )
of £ = =
M*“ }qQﬂﬁeg_H
6%)@'\‘@ @.ﬂe'e 'Ttslm =3

padedO8 v

%

o
2 m

., Tarichy
’
by e,

CEPTUOWKAT AHAITU3A N2 48




=

-& ¥

Dava
VCTbITaHWA

HawwmeHoBaHve nokasatensi

Tpebosanua HOPMATUBHOM
[OKYMEHT Al

PesynbTaTel UCMbITEHWA

Cymma
MOEHTUEULAPOR
GHHBRIX
npuMecen

He Bonee 1,0%

0.2%

EmuHrYHOA
HeurdeHTHDULMP
YEMOW GPUMETH

He Gonee 0,2%

0.0 %

Cymma
HevaeHTUGULUR
OBaHHBIX
npUMecei

He 6onee 0,5%

0.0 %

MocTopoHHUS NpUMecH
chopmoTepona gyMapara
aurappar

MNpunecn D2537

He donee 0,4%
{sec/rec)

0.1%

EARHUYHOR
HEUASHTUDULMP
0BaHHOW
npumeci (v A,
nuk 8, nuk C)

He Bonee 0,4%

0.1 %

Apyroi
SAUHUMHOW
HeuAeHTUhuLnP
OBaHHON
NpPAMeEcH

He Bonee 0,3%

0.0 %

CYMM Bl
npumMecen

He Bonce 1,0%

0.2%

Macca coaepxmnMmoro
nHranaTopa

He meHee 100 mr

143 mr

| [ocragnsiemas [osa seuecTs

(0BHOPOAHOCTL AO3KMPOBAHNS)

BypecoHun

He Gonee ogHoro
BHAYEHWA BHE
uHTepsana +25%
OT cpegHero
HAYSHUA W HK
oHOrQ U3
HAYEHMA HE
HaxXoAUTCA BHE
vHTepeana £35%
OT cpeaHero
sHaverns (ans
10-T1

”

WHFGNATOPOB) )

Cootsercrayer
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F—
Hara
VCTBITEHWA

HaumadosaHue nokasarenei

TpebosaH A HOPMATUBHOW
LOKYMERTALMA

g eSS0 c R e R 7 ——

PeaynbTaTkl UCNbITaHKA

pebpa u MOXET
BpalaTeCH.

Copepyumoe

Upadynsi or
Genoro 4o nouTy
Henoro UuBeTa,
npeuMyLiecTBeHH
© OKPYTrNow

HopMbl

Cootgertcisyer

MNognUHHOCTE

Bynecouus

WNK-crekTp
UCHBITYEMOrO
¢oGpasya no
NCNOKEHUID
nonoc
NOrnOUEHUS
ACTKEH
COQTBETCTBOBATL
WK-cnexrpy
cTaHgapTHera
oBpasuya
Bynecornia

MogreemkaeHa

GopmoTepona

pymapara
jnrugpar

WK-cneirp
UCILITYEMOTO
oGpasua no
NONOMEHWD
nonoc
nornoLgHs
JIONKEH
COOTBETCTROBATE
WK-cnexrpy
CTaHAAPTHOTO
obpasua
thopmoTepona
dymapaTa
avrvapara

Mecarsepxgera

KornudecTBeHnoe onpepenexHue

bysecoHug

351 - 429 mrir

376 mrit

dopmoTepond
chymapara
avruapar

10,1« 11,9 wmrir

10.8 mrir

MocTopoHHWE NPUMEcH
ByrecoHug

EfMHUYHOR
waeHTWMUMpos
AHHOW NpUMecH
(16a-ruapokeunp
eHW30N0HA,
D-romoBypecoH
waa,
21-perunpotyne
coHWga v
14,15-nervapod
YASCOoHNAA)

He Gonee 0,5%

0.1 %

—— 3
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