AEKJIAPALIUST O COOTBETCTBHU

HEKJIAPAHT, NIPHHHMAIOIIHM JEKJIAPALIHIO O COOTBETCTBHU

000 "AcmpaZenexa Dapyacrionuxars”

Csedenun 0 pezucmpaipin opeamapm: Mexpaiionnan uncriexyna @edepansuoii nanozosor cryoctivt Ne 46 no
2 Mockse 25.11.2005, OTPH 1057749225830, dama npucsoens OFPH 25.11.2005.

Adpec: 123100, 2. Mocksa, 1-if Kpacnocsapdefickuii npoesd, 9, 21, cmp. 1 amaxe 30, xoson. 13-4,

B muje: Teneparsisiit dupexmop Hanapuna U.B.

Hosepennoe mnjo: Axosresa E.B., dosepentocb 6/n om 25.06.20192

3ASABJAET, UTO

AeKapemeentoe cpedemso: Tlynesuropm, cycnenaus dnm urzauAll Qozuposannar 0.25 szt 2 ma,
xoumieiinepet (20), nauxu kapmownsie, PY Ne [T NO13826/01 om 14.09.2007 {0ama samenvr PY 24.11.2016),
ceprn SCWR, napmug 16290 ynaxosox, 2cdew 0o 31.08.2021, npoussademsa Acmpaleneva AB, Ulscipa,
SE-151 85, Codepmanve, kod OKITJ? 21.20.10. 254, ko0 TH B3I 3004320009, Kowmpawan Ne 1-2014 om
15.05.2014, wngoiic Ne 9799016814 om 21.10.2019

COOTBETCTBYET TPEBOBAHHAM

T NG13826/01-140907 nzv. Ne 1-9

AEKJIAPAIIMA IPHHATA HA OCHOBAHHM

nponioknn ucnbimanud Mo H19-04841 am 28.10.2019 000 "HLUIC "Buomexnanozun ", anmiecman
axkpedumayiu RA.RU.21 PMO4, Cepmugpusam POCC SE.DM15.C83869 om 28.10.2019

HTEJILHA 10 31.08. 2021
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: NOIITHEE ®.H0
CBEJIEHHUS O PETHCTPALIUU

OPT'AH IO CEPTH®HKAIIMH, 3APETHCTPHPOBABIINI AEKJIAPALIUIO

POCC RU.0001. 11 PMI15 OPTAH ITO CEPTHDHKALIHH ITPORVKLIH OBUECTBO C
OIPAHHYEHHON OTBETCTBEHHOCTBIO "OKPYIHOH LEHTP KOHTPOJIT KAYECTBA",

adpec opzarca: 115280, 2. Mocksa, ya. Macimepiosa, 0. 4, sm. 5, nam, I, xom. |, adpec opearna no
cepmugpuranjuu: 143581, Mocrosckas oracms, Hempunciant pation, dep. Jeusoso, 9. 248, emp. 1, men.:
(495)640-96-68, (495)787-92-78 seb-catim: OlKK.peb.

HEKJIAPALIHA O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU J-SE. PMI5.A4.26217/19

IATA PETHCTPALIUM 28 70.2010
o ;
% 3apuitoBekas HOA.

TOOATIHCE Pyrosoaurens OC




AstraZeneca@

NYNbMUKOPT cycneHausa ans uHransuuin fosvposanras 0.25 mr/mn, 20x2 mn, Poccus

Homep cepun:

[ara npoussopacTea:

FNopex po:

CrtpaHa-umnopTep:
NMOKA3ATENL/METOL

OnuncaHue

pH

Byneconnp

KonuuecTseHHoe onpeaeneHue
Byneconupa

MopnuHHocTe Bynecoxuaa

OAHOPOAHOCTE AO3UPOBAHMA
(Cragus 1)

Paamep yactvu
CpepHuit guameTp HacTuy, (no

macce)
YacTuubl ¢ AMaMeTpoM <= 7 MKM

MocTopoHHKe nprumecn
21-pervapobynecoxny,

17-kapboHoBas KMCcnoTa
Byneconmpa

CymMMma nocTopoHHMUX NpuMmecen

NwoBon apyron eauHUYHON He

Actpa3eHeka Ab

Acrtpa3eneka AE Cenaen OnepaiueHc

SE-151 85 COAEPTAINBE

Lliseuuns

Ten. +46 (0) 8 553 260 00
daxc +46 (0) 8 552 544 80

CEPTHO®UKAT AHAJTU3A

SCWR

CeHtabps 2019 .
Aeryct 2021 r.
Poccuickasn Qepepauus

HOPMbI

Nerko pecycnengvpyemas cTepurioHas
cycneHaus Benoro unu noutyu Benoro
LBeTa B KOMTEHepax M3 NoNU3TUNeHa

HU3KOM NNOTHOCTH, COAEepXalluX pasoByo
A03y. Kawnblil KOHTeHHEp MapKupyeTcs B

COOTBETCTBUM C ONUCAHKUEM,
0n0GpEHHBIM N5 KOHKPETHON CTPaHbl.
Bbinyckaercs B BUAE NMCTOB NO 5
KOHTEAHEPOoB.

40-50

Ha momenT Beinycka: 0.237 - 0.263 mr/mn.

Ha cpok rogHocTv: 0.231 - 0.263 mMr/mn.

LNonkHa GblTe NONOXKMTENBHOM

OorxHa cooTBeTcTBOBaTL [P (cnocob 1).

He 6onee 4 MkM

He meHee 90 % (m/m)

He 6onee 0.5 %

He Bonee 0.5 %

He Gonee 1.5 %

He 6onee 0.2 %

Crpanuua 1m3 2

PE3YNIbTAT

CooTtsercreyer

4.5

0.248 mrimn
MNMonoxutensHas

CootBetcTBYET

2 MKM

99 % (m/m)

<0.05 %

<0.05 %

0.2%

0.1%

Omyem: 1229548




Actpa3exexka Ab

Acrpa3enexa Ab Csuaen Onepaiwenc
AstraZeneca SE-151 85 CO[IEPTALE

Leeyus

Ten. +46 (0) 8 553 260 00
daxkc +46 (0) 8 552 544 80

CEPTUO®UKAT AHAIIU3A

NYNEMUKOPT cycneHsus ana udransunin gosmposanHan 0.25 mr/mn, 20x2 mn, Poccus

Howmep cepuu: SCWR

OaTa npoussoacTBa: CeHTabpb 2019 .
FopeHx po: Asryct 2021 r.
CrpaHa-nmnoprep: Poccrickana ®enepayuma

NAEHTUDULIMPOBAHHOW NPUMECH

16,17-gernapo-21- Metee 0.10 % <0.015%
rMAPOKCUNPEaHU3ON0OHA
16,2 1-unkno remuauerans 17- Menee 0.10 % <0.015%
[,e30KCUNpeaHN30noHa

CTepunbLHOCTL CootseTtcTayer TpeboBanvam Esp. ®apm. CoortsercrsyeT

HacTosiuuM noATBEpKOaEM, uTO BbillenpuBefeHHas WH(OPMAaLMA FABNAETCA TOYHON W
pocToBepHoi. [laHHaa cepus W3roToBneHa/npousBesieHa, BKMIOYas YNakKOBKY W KOHTPOMb
KayecTBa, Ha BbllUeyKasaHHOW nNPOU3BOACTBEHHOW MNOLWAaAKke B NOMHOM COOTBETCTBUWU C
TpeboBanusimn GMP MeCTHOro perynaTopHOro opraHa u cneuudukauusiMy, yKaszaHHbIMU B
PErnCTPaLMOHHOM YAOCTOBEPEHUM MMNOPTUPYIOLLEN CTPaHbl. [poTOKONbI NPOM3BOACTBA CEpPUM,
YNakoBKU U NPOREAEHHbLIX aHANU30B NPOBEPEHs! U COOTBETCTBYIOT TpebosaHuam GMP.

BeinytyeHo: Bann Manku YNOnHoMO4EHHOEe NUUo

YNonHOMOYEHHOE NULIO B COOTBETCTBKUM C TpebosaHuaMu [JupexkTussi
2001/83/EC

[ata Bbinycka: 09 okTabpsa 2019 .

(AaHHan aneKTPOHHAaR NoOANUCL ABNAETCA OPUOUYMECKA PaBHOLEHHLIM 3KBMBANeHTOM
PYKONMUCHOK NOANKCH)

Crpannua 2 m3 2
Omuyem: 1229548




