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AEKJIAPAITHUA O COOTBETCTBUH

JEKJAPAHT, NPHHHMAIO LI M AEKJIAPAIIAIO O COOTBETCTBHHU

00O "Aempa3enexa Papuacviomuxars”

Csedenun o peaucmpanuu opeanusayuu: Mewpaiionnas uncnexyun Pedepansroil kanozosoti cayucGer Ne 46
no a. Mockee 25.11.2005, OFPH 105 7749225830, dama npuceoenun OFPH 25.11.2005.

Aodpec: 123100, 2. Mocxéa, 1-i Kpacnoreapdeiickuii npoesd, 9. 21, cmp. 1amaxc 30, komn. 13-14.

B muje: T'enepaneusiii dupexmop Hanapuna H. B,

Hosepennoe nuno: Axosaeea E.B., dosepennocms 6/ om 25,06,201 9z,

3ASBJIET, UTO
Aexapemeennoe cpeocmeo: HMOHHIH, konyermpam 018 npuzomosrenus pacmeopa 018 ungysuii 50 Ma/un

10.0 mn, paaronsi(l), nawu kapmonnsie, PY Mo JIT-005664 om 18.07.2019 suidano Acmipalenexa A5,
[lseyus, cepus 025C198, napmun 1876 ynaxosox, 20den do 28, 02.2022, npoussadcmea Kyx @apsura JIIC,
CLLA4, 1300 Caym Hammepcos Hpaiis, Baymunemon, Huduana 47403, / Acmpa3enexa Papmacsiomuranc JI,
CLLA, 633 Pecepy Kopm, ®pedepux, Mopunend (MD) 21703, xod OKIT2 21.20.10.211, xod TH Bag
3002150000, xonmpaxm Ne 1-2014 om 15.05.2014, unsoiic Ne 9799015194 om 27.09.2019

COOTBETCTBYET TPEBOBAHUSM

JI-005664-180719

AEKJAPAIIHSA ITPHHATA HA OCHOBAHHHU

nApomoxan ucheimari Ne 37886 om 07.11.2019 HIT 000 HL "OAPMOBOPOHA" ammecmam
axxpedumayuu POCC RU.0001.210J140

ACTBUTEJbHA JIO 28.02.2022
QW Axosnesa E.B. .
NOMTHCE O.H.0

CBEJIEHHSA O PETUCTPALIAU

OFPT'AH IO CEPTU®UKALIMH, 3APETHCTPHPOBABLIHTI AEKJIAPAITHIO

POCC RU.0001.110MI15 OPTAH 1O CEPTHOHKALIHH HPOOQVKIIHH OBLIECTBO C
OIFPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPYXHOH LEHTP KOHTPOJA KAYECTBA",
adpec opzanusaynu: 115280, 2. Mocxsa, yn. Macmepkosa, 0. 4, am. 5, nowm. I, kom. 1., aopec opzana no
cepmugpusaynu: 143581, Mockoscxan ofraemy, Hempunexut pation, dep. Jewwoso, 0. 248, cmp. 1, men.;
(493)640-96-69, (495)787-92-78 geb-caiim, OUYKKR.p.

AEKJIAPALMA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU A-US.OMI15.4.27413/19
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AstraZeneca&

633 Pecepy Kopt
Ppenepve Mapuneng 21703

Ten. (301) 228-50000

CEPTUDUKAT AHAJTU3A

Oypsanyma6, llekapcTBeHHbIN nNpenapar,

Homep cepuun
Dara nponsBoacTea

50 mr/mn, 10 mn/dpnakoH

025C19
29 mapra 2019

NOKAIATENBL/METOL KPUTEPUU NPUEMINEMOCTH PE3YNbTAT
Onucanue - NpoapavyHocTs
MpoapayHocTs: PUHANLHLIA OnanecueHuua He QoMKHa npesbiwaTe JtancH IV CooTeeTcTBYET
PacyeTHbIt peaynetar
Onucanue - LiBeTHOCTL
LiBeTHOCTL: PuHaneHbIR Ot BecuyseTHoro [o xenrosarero usera (okpacka | CooreeTcTeyer
PacueTtHblt peaynbrar pacTBopa He [0IMKHa nipeBbilwaTth Y4 sTanoH EP)
Onucanne — Buaumeie
YacTuuybl
Bupumbie yacTiusl: duHan He copgepxuT wnu npakrvuecku He cogepxut | CooTBeTCcTBYeT
PacueTHbi peaynbTtaT BMOMMBIX HacTWl, MOXET cofep¥aTk HEeCKONbKO
(Havano) npoapasHbiid unm ot Benoro go no4tu Genoro useta
YacTuy
Bugumele vacTuubt: buHan He copepxuT WnW npakTMdeckn He conepkut | CooTBeTcTBYeT
PacyeTHbin pesyneTaT BUAMMBIX 4acTUl, MOXET COAepXaTb HEeCKONbKO
(CepennHa) npo3spasHbin MK o1 Benoro go noytn Genoro yseta
yacTuy
Buaumele yactuubl: chuHan He cozepxuT unu npaktudeckn He cogepxut | CooTBeTCTBYET
PacueTHblil pesynsTtaT BUOMMBIX HacTUL, MOXET CcoaepXaTb HECKONBKO o
(KoHeu) APO3PAdHLIA MNW oT Benoro A0 NoYTH Benoro LseTa o =
wacTuy, Jo o8 DB
Obwmn Genok 45,0 ~ 55.0 mrimn ‘ 505 Mrfmi%iﬁ% ‘
KanunnapHoe NonoxuTtensHoe ana aypeanymaba ;
HM30INEKTPUYECKOE
thokycuposanue (KN3D)
KanunnsipHoe
MI03NEKTPUYECKOS
thokycuposaHme (KUID) - \
reTeporeHHOCTL 3apaaa
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AstraZeneca@

633 Pecepu Kopr
®penepue Mapuneng 21703

Ten. (301) 228-50000

CEPTUOUKAT AHAJTU3A

Jypsanyma6, lekapcrBeHHbiit npenapar,

Homep cepumn
Dara npouasopncrea

50 mr/mn, 10 mn/cpnakon

025C19
29 mapra 2019

% QCHOBHOM NUK 2 45% 68%
% O6was nnowarns s 50% 23%
KMCNOTHbIX NMUKOB
% Obwas nnowans PeaynsTat pacdeTa 8%
OCHOBHbIX NWUKOB
KanunnapHbii rens
anexkTpodopes B
BOCCTaHABNUBAIOWMX
YCNOBUAX
% Mnowage Nukoe TRXeNbIX 1 | 2 97,0 % 99,8 %
nerkux uenen
% Cymma npumecen £30% <16%
KanunnapHbin rens
anexkTpodopes B
HEBOCCTAHABNUBALWMX
YCNoBMAX
% OcHOBHOM Nk 291,0% 95,9
% Cymma npumecei s8,0% 4,2
IKCKNK3MOHHaR BIXKX
% OCHOBHOM NKK 2970 99,6 %
% Arperarsl =25 03%
% dparMeHTb! <07 <0,2 %

Cneuncmyeckan akTUBHOCTb

Cneuudunyeckan akTMBHOCTb

70-143% oTHOCHTENbHO cTaHgapTHOrO obpasya

SHAOOTOKCHHbLI (LAL-tecr), | < 0,090 EQ/Mmr 6enka )

Havyano erer |
DHOOTOKCHUHDI (LAL-TecT), | < 0,090 EQ/mr Benka < %éiﬁ‘ﬁw
cepeguHa fenka -

Crp.2u3 3



AstraZeneca@

633 Pecepu Kopt
dpepepue Mapunenn 21703

Ten. (301) 228-50000

CEPTU®UKAT AHANTU3A

DNypsanymab, llekapcTBeHHbIA nNpenapar,
50 mr/mn, 10 mn/dnakoH

Homep cepun 025C19

Darta npousBoacTBa 29 mapta 2019

3upoTokcuHbl {LAL-TecT), < 0,090 ES/wvr Genka < 0,010 EOSimr
Koneu Benka

pH 55-6,5 59
OCMONANBLHOCTL 299-448 mOcm/xr 374 mOcMm/kr

HeBuaumeie yactuubl

Yactuusl pasmepom 210 mkm | S 8000 yacTuu/winpuy 216
yacTuu/dnaxkoH
UacTuubl pasmepom 225 MkM | < 600 yacTuu/winpuy < 100 uacTiy Ha
nakoH
W3Bnekaembin obbeMm
Masnekaembii o6bem 210.0 ma 10,6 mn

BOKOBOW NOTOK

BokoBon NOTOK Monoxutens+o Ans aypeanymaba MonoxuTensHo
ans
nypsanymaba
Mpumedanve: HacToALWMA CePTUDMKAT aHanuaa CosaaH Bpy|HYIo Ha OCHOBaHMU COM QA-9512

Ceprucukar aHanusa 16 ceHTabps 2019
noaroToBneH/parTa:

HacToswmin cepTucvkaT aHanuaa Gbin COrNacosBaH Ha npeaMer TOYHOCTH, MOMHOTH U ggﬁ’fa\ }
yCTaHOBNEHHBIM TpeBoBaHuAM e

CepTudmkaT cornacosaH/aara: 16 cenTAbpA 201;_.

OTBeTCTBEHHLIA MEHEXKEP: 16 cenTabps 2019

Crp.3u33 : 4



Norotun Kyk ®apmuka
Kyx ®@apmuka NINC, CLLA

1300 Cayt MNMatrepcoH [pans,
BrymuHrTon, Muauana 47403, CLUA

Ten. 812.355.6746

BecnnatHaa nunua; 877.312.2665
www.cookpharmica.com

CEPTU®UKAT AHANU3A

Oypeanyma6 NHbekuns (01P009),
50 mr/mn, 10 mn, pnaKkoHbl

Bepcun 0
Kyk dapmuka nomep 295190 Kopa npoexra 134-106-303
NpoAYKTa: KJIMEeHTA!
Homep cepunt Kyx 025C19 Homep npoayxkra 8004062
Papmuka: KIHeHTA:
XpaHeHHe: 3% Homep cepHH He npHMCHHMO
KJIHeHTa:
JlaTa npoH3BOJICTBA: 29 mapra 2019 Jara HcTevyeHHA He npuMeHHMO
CpoKa FOAHOCTH!
Koanvecrno: 39 223 pnakoHoB Homep cepHn KM3425
cybcTanunu
Tecr MeTon NapameTps! Hopwmbl PesynwuTar
Onwncanne cpaBHeHWs
OHAOTOKCUHBE A-SOP-09-07-003 LIMS 1340496, < 4.054 E3/Mn < 0.5000 E3/mn
V.16 1340497, 1340498
CrepunbHOCTh A-SOP-09-07-015 | LIMS 1340495 Paoct otcyTeTeyeT PocT oTcyTCTBYET
V.7
MogroTosneHo 30 anpens
KoHTponeL KauecTsa 30 anpens
MpeacTaBuTens no obecneyeHunto ka4ecTsa 30 anpens

— Mpoaykuus Kyk ®apmuka JIUIC

Crp. 1 n3 1



Norotun Kyk ®apmuka
Kyk ®apmuka NNC, CWA
1300 Cayr Martrepcow [pais,
Briymunrrod, Miianana 47403, CLIA

Ten. 812.355.6746
BecnnartHas nuHus: 877.312.2665
www.cookpharmica.com

CepTtudmnkar COOTBETCTBUA

Oypsanyma6, KOHUEHTPAT ANA NPUrOTOBNEHWA pacTBopa AnA uHdysun, 50 mr/mn, 10
mn/cnakoH — Poccun - Ynakoska/Mapkuposka

Homep KartaneHT 297282 Kop npoekta 134-106-303-910M
KNueHTa
Howmep cepuu 025C18B Homep knuenTa 100010914
Karanenr
XpaHeHue 5°C Homep cepun N/A
KnueHTa
[ara npousBsopgcTBa 29 mapra 2019 Harta ucrevyeHns 02-2022
CpOKa roagHoOCTH
KonuyecTtso 1876 ¢hnakoHoB Dara perecra N/A
Npouecc Homep aanucu Bepcusa Craryc
110 cepumn
Cocmas/Obvem/BuayaneHbil | 134-106-303-100 | 9 Coomeemcmeyem
ocmMomp
Ynaxoeka 134-106-303- 0 Coomsemecmsyem
910M-100

Cepus 025C19B ynakoeara u3z npodykyuu Kamanenm cepuu 025C19. Bes cepus, ynakosanHas
nod GaHHbIM HOMEPoM codepxum ¢hnakoHe! cepuu 025C19 (Kamanenm).

Mpoaykuma Gbina npousBegeHa ¥ NPOTECTUPOBaHa B COOTBETCTBUM C BHYTPEHHUMMU
nonuTHKamMKu, npoueaypamu, nNpaBunamM M pykosoacTBom no  Hagnexawen
NPOV3BOACTBEHHOM npakTuke. [lpoAykuusa cooTBeTcTBYeT cneuwcukaummn. Bcee
OTKNIOHEHWUA 3aA0KYyMEHTUPOBaHbLI U oueHeHbl. KataneHT MHanaHa noarsepxaaet, 4ro
cepusi MOXeT ObiTh BbinylyeHa.

Mpencrasutens Obecnevenus kayecTa — MNpoaykuus Katanent MHavaxa




