AstraZeneca%

Actpa3eHeka Ab

Actpa3eHeka AB CeuaeH Onepaiiluerc
SE-151 85 COEPTAIBE

liBeuns

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

CEPTUOUKAT AHANU3A

MYNbMUKOPT cycneHans ans uHransumin 4o3uposanHas 0.25 Mr/mn, KOHTenHepb! 2 Mn

Homep cepumu:

[ara npoussogcTea:

lNoaex po:

Crpana-umnoprep:
NOKA3ATENL/METOL

OnwucaHue

pH
Byneconup

Konu4ecTeeHHoe onpeaenenue
BynecoHuaa

MoanuHHocTe Bypeconuga

OpHopoaHoCThL A03MPOBAKUA
(Cragun 1)

Paszmep yactuy
CpenHuv guameTp Hactuy (no
macce)
YacTuubl ¢ gMameTpom <= 7 MKM

MocTopoxHue npumecu
21-gervppobyanecoxua

17-kapBoHoBas kucnoTa
Bypeconnga

CyMMa NOCTOPOHHUX NPUMECEi

(1x20), nayku KapPTOHHbIE
SDFN
Asryct 2020 .
Wone 2022 .
Poccuiickaa denepauus

HOPMbI PE3YNbLTAT

Nerko pecycnexHaupyemas cTepuneHas Cootsercrayer
cycneHus Benoro unu noutu Benoro

LBeTa B KOHTenHepax 13 nonuatuneHa

HU3KOW NNCTHOCTM, COABPXALLUX PAZOBYIO

fo3y. Kaxgplil KOHTeHHEP MapKkupyeTcs B

COOTBETCTBUU C ONUCAHMEM,

OA06pEeHHbIM ANS KOHKPETHOM CTPaH..

BeinyckaeTcs B Buge NUCTOB no 5

KOHTEWHepOos..

40-50 4.5

Ha momeHT Boinycka: 0.237 - 0.263 mrimn.  0.255 mr/mn

Ha cpok roaHocTu: 0.231 - 0.263 mr/mn.
LonxHa BbITb NONOKUTENBHON MonoxutensHas
[onxHa cootsetcToBaTh ['® (cnocob 1).  Coortsercrayer
He Gornee 4 mMKkM 2 MKM

He meree 90 % (mim) 100 % (M/m)

He Goree 0.5 % <0.05 %
He Bonee 0.5 % < 0.05 % ; i
He Gonee 1.5 % 0.1%

Crpannua 1 u3 3 Orver: 1401936




AstraZeneca%

Actpalenexa Ab
Actpa3eHexa AB Ceuaex OnepaiitieHc
SE-151 85 COOAEPTANBE

Wiseuusn

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

CEPTUOUKAT AHAINTU3A

NYNbMUKOPT cycneHans ansa uHransuui 4oauposaxHas 0.25 Mr/Mr, KoHTeAHeps! 2 Mn

Homep cepuu:
Hara npouasoacrea:
lNopex ao:

CrpaHa-umnoprep:

(1x20), na4kun KapToOHHbIE
SDFN
Asryct 2020 .
Wione 2022 .

Poccuiickan Qenepauns

Twbon apyron eanHKYHOR He He 6onee 0.2 % 01%
MAEHTUDULMPOBAHHOW NpUMecH
16,17-gerugpo-21- Menee 0.10 % <0.015 %
FUAPOKCUMNPEAHU30NOHA
16,21-uukno remmayerans 17- Menee 0.10 % <0.015%
[e30KCUNPeHU3oNoHa
CrepunbHoCTb CooteetcTyeT Tpebobanuam Esp. ®apm. CooTtsercrayer

Hacrtoswum noaTteepxaaeM, 4TO BbllenpuBeneHHas WHMhOPMaUMs SBRSETCH TOYHOW W
AocToBepHOW. [laHHan cepus w3roToBneHa/npou3sedeHa, BKNYas YNAKOBKY W KOHTPOMb
Kauyecrsa, Ha BbilUeyKa3’aHHOW MPOU3BOACTBEHHOW TMMOWAAKe B MOMHOM COOTBETCTBUM C©
TpebosaHuamMu GMP MeCTHOro perynsTopHOro opraHa v cneurdvKaumsmu, yKaszaHHbIMWA B
PErncTpaLiioHHoM Y0CTOBEPEHUM UMMNOPTUPYHIOLWEN CTpaHbl. MpoTOKOMNbE NPOM3BOACTEa Cepun,
yNaxkoBKy W NPOBEOEHHLIX aHaNW30B NpoBepeHbl M COOTBETCTBYIOT TpebosaHuam GMP.

KoMmmeHTapuu:

HopmaTtusHas gokymeHTtauus ' N013826/01-140907
Wam.1 I NO13826/01-200810

Wam.2 N N013826/01-290512

Mam.3 M NO13826/01-300614

Mam.6 M NO13826/01-020315

Mam.5 M N013826/01-250315

Uam.4 M NO13826/01-150515

Mam.7 M NO13826/01-271015

Mam.8 I N013826/01-241116

M3m.8 N N013826/01-150118

Mam.10 M NO13826/01-190919 U ponaSouexa NN
Mam. 11 T N0O13826/01-240120 {4 SApmesLOTIEaRs B

Crpanuua 2 ua 3 Orver: 1401936




Actpa3eHeka AB
ActpaleHeka AB CeugeH OnepaiilieHc

AStf&Z&ﬂEC&]% SE-151 85 COLEPTANLE

Lseuus

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

CEPTUDUKAT AHAJTU3A

MYNbMUKOPT cycnenauns ana uHransumin 4oanposanHas 0.25 Mrimn, KOHTeHepb! 2 Mr1
(1x20), na4kun kapTOHHbIE

Homep cepuu: SDFN

Oara nporM3BoAacTBa: Aeryct 2020 .

Fopex po: Wione 2022 r.
CrtpaHa-umnoprep: Poccuiickas ®eaepaums

HmKeyKaaaHHoe Buino nposepeHo NOCPEACTBOM  WCNONL30BAHUA  BanWOWPOBaHHbIX
KOMNbLIOTEPU3NPOBAHHLIX CUCTEM W APYIUX 3NIEMEHTOB CUCTEMbI Ka4yecTBa:!

Tecr Kputepuu npueMnemMocTm PesynbTar
Ynakoska B cootsercrevv ¢ HO Cootsetcreyer
MapkupoBka B cootsercreun ¢ HO CootBeTtcrayeT
CpoK rogHocTH B cootBetcTBMm ¢ HO CoorseTcrayeT
YCnoBus XpaHeHus B cooteTcTeum ¢ HI CootBeTcTBYET

A®C bynecoHuaa npousseaeHa Actpa3ereka Ab, Wseuus
BoinyuweHo: Bann Manku YNONHOMOYEHHOE MU0
YNoNHOMOUYEHHOE NULO B COOTBETCTBUM C TpebosaHuamu [upekTusbi
2001/83/EC
Hata Bbinycka: 10 ceHTsbps 2020 r.

(MaHHas aneKTpOHHaR NOANUCL ABNAETCA KOPUAWYECKM PABHOLUEHHbLIM 3KBMBANEHTOM
PYKONUCHOW NoAnMUCK)

Crpanuya 3 u3 3 Orvyer: 1401936




