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Actpadeneka - 10K Onepaiens - Yaprep Bad Cunk Poya Busnec Mapk
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Ten.: +44 (0) 1625 582828 - daxc: +44 (0) 1625 422266 - astrazeneca.com

CEPTUOUKAT AHAITUZA

3ONALEKC 3,6 mr, kancyna Ans NoAKOKHOro BBeJeHUN NPONOHIUPOBAHHOIO AeKCTRUA

Cepus:

[aTa npouagopncrea:
lFonen po:
Crpana-uMmnoprep

Mokazarens/Mevoa

Onucakuve

Pacteopetue
Cpepnree snavsHne depes 7 adel

Coegree snaqeHne yepes 14 gHein
CpeaHes sHavenne yepes 17 gHen
Cpearee 3Havenmne yepes 21 feHb
CpegHee sHadeqne vepes 28 nHein

LaHHuie pacrsopenns

KonunuecreeHHoe onpeaenerve, BIXX
NMoankrrocTe, BIXX

MoanvHnocte, TCX

Copepxanne BOAbLI

Coaepxanne YKCYCHOR KMenoThl, "X
Npumecn, BOXX

IMuk 1

Mu §

Muk 1

Muk IV

Muk vV

Muk Vi

Muk Vit

Mk VIl

Pl X
Orcyreraue apyrux nukos >1,0 %

Cymma npumeceil

PV429

HosBpes 2018 1.
Okrabpe 2021 .
Poccuiicran ®egepauns

Hopma

Benbie Wik KpemoRsie
UMNAHLPUYBCKWE KYCOYKU TBEPAOTO
raonwmepmoro Mam;w&;ma,
CBODOAHDID NNK NPAKTUYECKK
CBODOMAHOID OT BUAMMBIX BKIHOYSHWIL.
<= 20 % mec/sec

25 - 55 % sec/sec

35 - 75 % Becisec

85 - 90 % Bec/sec

86 -105% sec/sec

3nadenue ANs KawOoh Kancyns
ROIDKHO COOTBETCTBOBATL
1peboBainam

18,0 - 22,0 % Bec/sec
CooraercToyer

CoortsercrayeT

<=2 0 % Bec/sec

<= 2.5 % Bec/sec

<= 1,0 % sec/sec

A
i

1,0 % Bec/sec

<=

1,0 % sec/sec

<= 1,0 % Bec/sec
<= 1,0 % Bec/sec
<= 1,0 % Bec/nec
<= 1,0 % sec/sec
<= 1,0 % sec/sec

<= 1,0 % Bec/aec

i

Coorsercreyer

<= 4 0 % sec/sec

Crpanmua 1 u3 2

BOgUa/BIISY

Peaynuray

CoorseTcTeyer

8 % mec/pec
39 % sec/zec
63 % Bec/sec
83 % sec/eec
94 % sec/sec
Cooteercrayer

18.2 % sec/ec
CooTBeTCTBYET
CoorseTcTayer
0,8 % sec/ec

1,5 % sec/eec

0,1 % Bec/sec
<0.1 % Bec/Bec
0.2 % pec/Bec

0,5 % Bec/sec
0.0 % eec/Bec
<0,1 % Bec/eec
0.3 % sec/sec
0.3 % Bec/sec

A
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CEPTUOUKAT AHANTU3A

3ONALEKC 3,6 mr, Kancyna ans NoAKOXHOIO BBEAEHWS NMPONOHIMPOBaHHOTO AeCTBUS

Cepua: PV429

Hara npoussopcraa: Hosbpb 2018 r.

Fopgew no: Okrabps 2021 T

Crpana-umnoprep Poccuitickan Degepauus

Nokazarens/Meron Hopma Peaynbrar
MocTopoukie npumecH

i K <= 3.0 % sec/rec 1.2 % Bec/eec
Nonumepteii KoHaepT <= 8.0 % sec/sec 2.6 % Bec/Bec
Muk Omera <= 1,0 % mec/sec 0.0 % sec/sec
Cywmma npumeceit + Muk Omera <= 15% mec/pec 8 % Bec/nec
OAHOPOAHOCTE AOIUPOBAHUA Coorsercrene Tpebopanuam Coorpercrayer

Tapmakonew CLUA ana cTepunsHex
TREPALIX NEKAPCTRRKHALIX (HOPM B
KOHTelHepax, coaepxalmx pajosyio
Acay

CrepunbHocTn Cooreerctave tpebosatvsm CoorsetcTayer
Esponenckor Qapmarkoneu 1
Dapmaxonen CLUA

Hara esinycka: 17 anpens 2019

HacTORLMM NOATBEPHAAID, YTO BbILENPUBEAEHHES MHPOPMALINS SBINRETCA TOYHOM 1 AOCTOBEPHONA.
Rarras cepus usrotoBneHa/nponssegena, BrNKOYAN YOAKOBKY U KOHTPONe KavecTsd, Ha
BbILUEYKA3AHHOW NPOM3IBOACTBEHHON NNCLAAKE B FONHOM coorsercTany ¢ TtpebosaHnamu GMP
MECTHOMD PErYNATAOPHOIO opraHa w CﬂeuMﬂ)MKauiﬂﬂMM, YKA3ZaHHbIMW B PErUcCTPaLnoOHHOM
YHOCTOBEDERMA  MMNOpTUPYlOWen CcTpaHbl.  [poTokonsl npovssoacTsa CepuK, ynakoBKn u
NPOBEAEHHEIX aHANM308 NPOBEPEHDI N CODTBETCTBYIOT TpeBoranusm GMP.

Opobpeno: floanycs] Hara: 02 man 2019
Hasna OB, [Ixedmcon (Menegwep no obecneushmio Kavecrsa)

YNOnNHoMOUMEHHOE NULO B COOTBETCTEMM € Tpefosanusimu Jupektuab 2001/83/EC
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