JEKJIAPALIMA O COOTBETCTBUH

JIEKJAPAHT, ITPHHUMAIOUTAH ﬂEKJ’iAPALlH}() O COOTBETCTBHH
000 "dempa3erena Papracromikais”
Coedenrs 0 peaucmparpuy opeaitizaigia’: Mewpaiionnan uncnexys Qedepansrioll naaozonott cayowinm Ne 46 no
2 Mocise 25 11.2005, OFPH 1057749225830, doma npucsoenus QI'PH 25112005,
Adpec: 123100, 2. Mockea, [-it Kpacnocsapdeticidi npoesd, ¢ 21, omp. 1 smeaxe 30, ko 13-14,
B auye: eviepanwisiit dupermop Hanaprniu H.B.
Hoscpennoe mujo: Axosacea E.B.. doecpennocin 6/ o 25.06.201 92,

SASIBJSTET, UTO
AERUPCIBERROE CPESCHIB.! FOTAACKE KUNCYIA 018 NOORNICHOZ0 §6¢dEHNA NPORONZUPOSIHNO20 Deficingn 3.6 me
I wim., wnpripannauiiiep © 3angimesie Mexaniavor (cicimesa Gesonacnoeo cocdenns Safery Glide) (1),
naikt kapiorvie, PY Ne ITN0I3307/0] om 27.08.2011 (Ouma savenvt PY 19.11.2018), cepus FT286, na; A
2888 ynarosox, eoden do 31.10.2021, npovssadcnisa Acimpa3enena FOK Hussumicd, Bemumobpimianus, Crak
Poya Buswec Hapk, Masacdimg, Yevunm, SK1G 2NA koo OKILH2 21 2010212, xod TH 83;’? 3094390{?01’,
Kowtipasm Ne [-2014 o 15052014, unsoiic Ne 9799009526 o 05.07.2019

COOTBETCTBVET TPEBOBAHHAM
T NOI3307/01-270811 wan. Az [-7
HEKJIAPAIIMA NPHHSAITA HA OCHOBAHHHU

POCC RU.G001. 210130, Cepmugpusam POCC GB @MI5.C81980 om 15.07.2019

Loy Axcenecsa E.B.
“nommch DHO

npomorei ucistmantdi Ne 7984 om 15.07.2019 HT 000 HL] "dAPMOEOPOHA", cuimiccman axzpedumaiiu

CBEJIEHHUA O PET UCTPALTMH

OPTAH IO CEPTHOHKALUMN, 3APETHCTPHPOBABLIHHA JIEKJIAPALIHIO

{ POCC RU.0001.11MI15 OPTAH IO CEPTHOHKALIFH NTPONYKIIHH OBIHECTBO C

| OIPAHHYEHHOH OTBETCTBEHHOCTAH) "OKFPYKHOH LIEHTP KOHTPO/IS KAYECTBA”,

adpec opeanusapiu: 115280, 2. Mocksa, ya. Mucieprosa, 0. 4, ami. 3, noa I, ke, 1., adpec opeana no
ceputighurayn: 143581, Mocxoscrus odracoms, Hompurokui pation, dep, Jlewwoso, 0. 248, coip. 1, wea:
(495)640-96-69, (495)787-92-78 sedi-caiim: oyrk.peh.

ZIEK.!lAPM.IHﬂ O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU A-GB.OMI5.4.1912141
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Actpa3denexa - FOK Onepsiwenc - Yaprep Boit :Cunk Poyn Busnec Napk
Maxknccung -Hewnp -SK10 2NA
Ten.: +44 {0) 1625 582828 - dakc: +44 (0) 1625 422266 - astrazeneca.com

CEPTUOUKAT AHATIU3A

30NANEKC 3,6 Mr, Kancyna ans noaKoxHoro BBEAEHWUA NPONOHIMPOBAHHOIC AEACTBUA

Cepusn: pPT286
[ara npousBogcTea: Hosbpb 2018 1.
Fopex po: Okrabpes 2021 1.

Crpana-umnoprep Poccuitckan epnepauun

Mokaszarens/MeTon Hopma Pe3ynbrar
Onwucanue Benble U KPEMOBbBIE CoorpeTcrayer

LMNWHAPVYECKKE KYCOUKA TBEPDAOTO
nofMMEPHOro Matepuana,
cBOBOAHOTO UK NPaKTUYEeCKu
cBOBOAHOMO OT BUAUMDBIX BKIOYEHUEA,

PactBopeHue
CpenHee 3HaveHue wepes 7 AHed

CpenHee 3HayeHue Yepea 14 AHEeR
CpenHee 3uaqeHue Yepes 17 oHel
CpepHee 3HaqeHue yepes 21 AeHb
CpepHee 3HayeHue Yepea 28 fHel

[aHHble pacTeopeHus

KonuuecTseHHoe onpeaenexmne, BAXX
MoanuHHoCTb, BAXX
MoanuHHOCTL, TCX

CopepxaHue BoAbl

CopepXaHue yKCYCHO! KMCNOTbI, rx
Mpumecu, BIXX

Muk |

Auk 1

Muk 11

Mk 1V

Muk V

Muk VI

Muk VI

Muk VI

Mk 1X

OTcyTeraue apyrix nukos >1,0 %

Cymma npumecem

<= 20 % Bec/Bec

25 - 55 % Bec/sec
35 - 75 % Bec/sec
65 = 90 % sec/sec
85 -105% Bec/Bec

FHAUEHWE 418 KaWMQ0N Kancynbi
[OMKHO COOTBETCTBOBATE

TpeboBaHnsaM

18,0 —= 22,0 % Bec/Bec

CooTBeTCTBYET
CoorteeTcrayeT
<=2 0 % sec/sec

<= 2.5 % Bec/Bec

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

CooTBeTCTBYET

<= 4,0 % Bec/Bec

Crparuuya 1 na 2

8 % Bec/sec

32 % sec/Bec
48 % sec/mec
78 % Bec/pec
91 % sec/sec

CooteercreyeT

19,4 % pec/sec
CootsercrayeT
CoarsercTayeT
0.8 % sec/Bec

1,3 % Bec/Bec

0.0 % Bec/Bec
0.1 % Bec/Bec
0.2 % Bsec/Bec
0.4 % Bec/sec
0.0 % Bec/sec
<0,1 % Bec/pec
0,3 % Bec/sec
0.2 % sec/eec

» poauazZellsy



- AcTpa3enexa * IOK Onepanwenc - Yaprep

Makxncdung -Yewnp -SK10 ZNA

Bait -Cunk Poya Busnec Mapk

Ten.: +44 (0) 1625 582828 - Qaxc: +44 (0) 1625 422266 - astrazeneca.com

30NALEKC 3,6 mr, kancyna ans noakoxH

Cepus:

fara npoussoacTea:
FopeH [o:
Crpana-aMnoprep

MNokaszatens/Merton
MocTopoHHUe NpUMeCcH

Muk K

MonuMepHbIR KOHBEPT

Muk Omera

Cymma npumecei + MNuk Omera

OAHOPOAHOCTL AO3MPOBAHUA

CrepunbHOCTL

[ata Boirycka: 10 UHOHA 2019

HacToAWMM NOATBEPXAAI0, YTO BbllenpuBeeH
[laHrHas cepus W3roToBNeHa/npou3BeneHa,
BbilLEYKA3aHHON MPOM3BOACTBEHHON
MeCTHOTO  perynsTopHoro  opraHa
yAoCTOBEPEHN UMRNOPTURYOLLEN
NpOBEAEHHBIX aHANM30B NPOBEPEHbI

OnobpeHo: [Nognuck]

nrnowanke B NOnNHOM G

CEPTUOUKAT AHANU3A

PT286

Hosbps 2018 1.
Okrabpe 2021 1.
Pocewnckas Pejepauva

Hopma

<= 3.0 % Bec/sec
<= 8,0 % Bec/sec
<= 1,0 % Bec/Bec
<= 15% Bec/sec

CooTteeTcTane TpeboBarUsM
dapmaronen CWA ana CTEPUNEHBIX
TEEP/bIX NEKaPCTBEHHBIX dopm B
KOHTENHEepax, COAepXaLLMX pasosyo
Acsy.

CootgeTcTave TpeboBasnam

Esponeickon PapMakonen 4
dapmakonew CLA

cneuvvkaumamy,  YKasaHHbIMA

cTpaHbl.  [1poTOKONbI  NPOW3BOACTBA cepuv,
w cooTseTcTByioT Tpebosaruam GMP.

Oro BEEZIeHUs! MPOINOHIMPOBAHHOIO AelcTBUA

Peaynurar

1,3 % Bec/Bec
2.2 % eec/sec
0.0 % Bec/eec
6 % Bec/eec

CoorseTcTayeT

CooTseTcTBYET

Han uHopMauus ABMAETCS TOMHOW ¥ [JOCTOBEPHOW.
BKIONAR  YNakoBKy W KOHTpON
OOTBETCTBUM C Tpe

b Ka4ecTBa,

Data: 21 virons 2019

GosaHusmun GMP
perucTpaLuoHHOM
ynaKoBkM M

Oseua OB [Qxenmcor {Menegxep no obecneveHnio KauecTea)

VNOMHOMOMEHHOE NMULO B COOTEETCTBUM C Tpefioparuamy [lupekTias 2001/83/EC

Crpanuua 243 2
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