CEPTHUOUKAT COOTBETCTBUSA

HA IIPOAYKIHIO, BRAOUEHHYIO B @AHHbIH ITePedeHb HPOAYKI[HH,
HoAAesKaleit 06s13aTeAbHOM CepTRPHKATHI

Ne POCC RU C-NL.®M08.A.00683/19

Cpox geitcteusi ¢ 09.07.2019

- OPTAH 110 CEPTHOUKALIH Ne 0074535
b RA.RU.1IPMO8 OPIAH 110 CEPTHOHKALIHHU ITPOIVKLHH OBLUIECTBO C OIPAHHYEHHOT]
. OTBETCTBEHHOCTbFO "OKPYKHOH LHEHTP KOHTPO/IS KAYECTBA ", aopec opzanuzayuu: 115280, z. Mockea, ya.
Macmeprosa, 0. 4, om. 5, now. I, kaw. 1, adpec opzana no cepmuchuxayuu: 115280, POCCHA, 20pod Mocxea, ya.
Macmepxosa, 0. 4, om. 5., men.: (495)788-02-88, ¢haxe: (495)675-47-89

% 3ASIBUTEAD
o 340 "AHTEMC CKIIAZbI",

% HHH :7730044444 , Aopec : 121059, 2. Mocksa, yn. Bpancras 0, 12. Tenechon: 8(495)729-40-04,

Amdarcen Monviograxuypune Tumumed, Amgen Manufacturing Limited, State Road 31, Km 24.6, Juncos, Puerto Rico,

00777-4060, United States, [Tyspmo-Puko, CLLA / Amdvicen Espona b.B., Amgen Europa B.V, Minervum 7061, 4817 ZK
Breda, The Netherlands, Hudepranou

koa OK

OK 034-2014 (KIIEC
HAexapcmeennoe cpedcmso: Heyaacnmum, pacmeop 045 nodxkosicno2o seedenus 10 s/ 0.6 xa (

E : = : 2008) (OKITO2):
L WnpuybL Co 6cmpoennou uenol (1), ynaxosku aveiixoasie konmypuwie (1), nauxu kapmonnere, 212021
o PY Ne JIC-002332 om 13.08.2010 (0ama nepeoghopmnenus 18.05.201 6) auidano Amdxcen Eapona
4 B.B., Kopa TH BOA
. cepus 11025444, napmus 1197 ynaxkoeox, 2oden do 31.07.2021, 3002150000

duempubsiomepcxuii 002060p ¢ oepanuuennsiy puckavt Ne ARUAGmbH/03/2017 om 13.03.2017,
uneotic No 994099238 om 22.03.2019

COOTBETCTBYET TPEBOBAHMSIM HOPMATUBHBIX AOKYMEHTOB
JIC-002332-180516 uzm. Ne 1-2

-

npomoxoi ucnetmanuii No 484 om 05.07.2019 HIT omoena sxenepmusot, konmpons u UIYHEHUR Kavecmsd, aghexmusrnocmu,
(" Besonacnocmu cpedema mpancdhysuonnot u unghysuonnost mepanuu PIEY "HMHL] 2emamonceuu” Munzopasa Poceuu,
S ammeemam axkpedumayuu POCC RU.0001.210J124

Huaenxko U.B.

WAL, davriase

Haesa E.C,

7.

E{Ha 110 CepTHQHKAIHI -

fhoauresy (samecTuTeas pyroBosmTeas) @f/




Ceprudurar ananma
Boinyckaiowee TecTuposanne E g Poceun

Fpoaykr:  Torosas JiekapeTeentas gopma, mrduirpactiv, 10,0 M/, 0,6 M npensapiTensHo
3anoaHe bt wnpuu (27G x Y4 molima 1raa)
Cneunpurauna:  PRDS-001057 Bepens 28.0
Toprosoe  Heynactim 6 mr 0.6 T

HAHMeHOBANIIC:
Homep cepii: 0010425462 Homep cepun rotosoii J031poOBaHHOI 1102544A
hopmr:
HMara nponssoncrsa: 13 wona 2018 Cpok roanocrn rotosoii NO3UPOBAHHOI 31 mons 2021r.
thopaui:

Pasmemenne  Anypxen Moanbtodaraypunr JTinvuren (AMJI) 1 Amken Espona B.B.(ABP)
npouseoacTea: - AMIL P.O. Box 4060, Poya 31 km 24.6, Xyuxkoc, yspro-Puko 00777-4060, CILA:
ABP: Munepeym 7061, 4817 ZK, Bpena, Hunepnan s
AMIL: 787-916-2000; ABP: +31 76 5 732000

COOTBETCTBYET CIHELIHDHKA LK

Ne smerona anaminsa Haumenosanne Creundurauns PesyastaT anamiza
KOMITONEHTA

®.CLIA / Esp.d OGmasn konuentpawis Genka Ot 0.0 /- 0,7 Mr/ma 10,3 Mr/mn
pH O13,71043 39

MET-000900 DK-BIXKX >=05,7% ocHOBHON nux 98,7%

MET-000737 Honucopbar 20 | 0.004 +/- 0,0030% (8/0) 0,0020% (r/0.) i

®.CLIA / Esp. baxrepuanbubie | <=20 ED/umnpnu <0,1 ED/ mnpun |
annoTokcuus (LAL) '
Crepunsnocts Cootsercrayer Coorsercrayer

[pasiverpuuecknii Obnem CoorseTcTByeT Cooreercrayer

(BHYTPHIIPOH3BOACTBCHHBI ]
KOHTPOIL)
O.CLIIA / Esp.d, Onucanne Ipospaunasn, Gecusernas Cootsercrayer
KHIAKOCTL, MPAKTHYECKH
CRODOAHAN OT BKAOUCHII

MET-00091 1 B2XX ¢ obpamennoii >=93,9% ocHosnoll nuk 97,8%
thazoii
Egp.d. OcnmonsibnocTs 303 +/- 17 MOcm/kr 305 MOcu/kr
®.CHIA / Enp.D, Hosnnumiie vactim <=6000 wacTu pasmepon 70 wacruu Ha kowrelinep

== 10 MKM Ha KoHTeiinep
<=600 uactinu pasmepom
#= 25 MKM Ha KoHTelinep I wactiua wa xonreiinep

Pesynptate otobpamaiores TOJILKO nocie asropusaitni 8 lnodansuoit Cucrene OKK LIMS nan
YTBEPKICHHA HA OCHOBAHKH NPOU3BOACTREHHOIO DIICKTPOHHOTO NPOTOKONA HA CEPHIO.

Kourpoaaep caymon obecnevenns ravecrsa: Cunrnst Jlarpana

Hara nposepru: 21 ¢espans 2019y,

Kauecrso jara
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