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Mausenosauie npojAvKItH

BeRTHOIKNG KONUEHTPAT AN IPHIOTOBACHI PACTBOPR 118 mdysuit,
20 Mr/an (dorakon) 5 wa x 1 (nasra RAPTOHHAS)

Hosep cepui: 1129740A

[ OGues cepuit: 6 356 yNakosok

i

| jlara warorosichis: 28.09.2020 ¢

"oaen a0 30,09.2023 ¢

T1LICP-007740/09-230920

T Hansenonanie Tpedosauns HI - Pe3yaLTaThl nENbTaln
L noraTenei
C Y nuKonK Onokon conepwir 3 M (100 sYS W) | bzakon  coxepmiT 3 MA (100 wi/s )

! KOHUCHTPATE A% HPUTOTORICHIGE PACTBOPA (LR SOIICHTRATE M NPUroTOBAHIA PaCTROPA AT

| HHgYyINiL iyl

3 Mapkitporaiiuuti faakon v IpaEpainore creina | Mapkipomiiui pAaKoR i3 ApoIpaLIore CTeKAN

| FIAPONITIMECROTO  KAACCH | ¢ aauctosepofi | TIAPAANTINCCROND  Rizccd | ¢ 7nactoseplof

! HpOOKRQIt, AATOMIHHCHEIM RONNAUROM it | npobxoil, AHOMIHNE HhIM RONNAMKOM I

! QTAIMBIDAIOILNNMCH HOAHAPORIAEHOBIA | OTIIMBIRIIIIHMCA AOANNPOINHICHORRIM

i | KOANAKOM. Mo | Quukony  ROMSWAIOT i) | KOITEUKOM, [lo | makony noMeiieHo  #

; L ROITIYPUYIO el ROBYIO YIRKOBKY 11 30TEM 1 IRIEIRY ROUTYPIYIO  HUCTKOBYIQ ¥hakosky 11 JaTen 1

| :x;\p'muu}'m BMeeTe € HHeTpyRubeit 1o | IRUKY  RIpTOHIGIO paecTe € HHETpYRINC 0o
o npuseneinio. g KoHTPOAS AEpBOrO BURpRITHA nphsteterine, Lia ROUTPOAR AEPROTO REKPBITIH
| ROAAYIO NAMKY [EIRIUBIOT JIRE NpoIpadbse | 1k RUEAYIO RURY HARACCHBI ABe NpO3paMiLe
i:iaum’rm,w FTAKCTRIL.  UMCIOULIG  TIPOIOSLUYIO | JUNLITHEE  ITHKETRI,  HMEIOUmE npeRoALIYI

. | UBCTHYIO NON0CY, o BETHVIO 10710CY,

Mapriposwa Ha _oTiketke  daagona Wl DYCCKOM  HIbIKC Ha _yppserke  duakous 18 DYCCROM HLKS
i YEALIBAIT! TOPIOROC HMMEHODALILE PLTRIPITA. YEIIMHO: TOProBoe HalMeHosaNne npenapaia -
iMi-lH. AEKAPETDRAIINIO  (OPMY.  ROHUCHTRAWNO Bewridiwe, MHH - Murrysymad,
E(Mran). oduem  Hpelipata 8o duakone  (ma). | JILKRPCTRENIINS (opya - KONOEHTPAT AT
[ criocod  mptisenenin, - Hovep cepiin,  AATY | IPUTOTOBACHIGE - pacTROpL  Aas undynuii,
| nerctiemn CPORE  roanOCTI, GCTERINILIOY, | ROHUeHTRUWE (M) - 20 mr/ma. ofnen
| HAIMCHORNNE  BAALCALLR PErHCTRRLUOHNONY | NPENapdTa #o daakoite (ma) - 5 s crocod
| yaacrorepeins (Avaken Eupona B.13.). HpHMEHENTA - wlnst BHYTRHBEHHOTD
[ lenomwmennna  saryr  Ouith Harecenbl | BeeacnEy, nosep cepun — 1129740, aura
[ epeMelibi TEXHIBIECKNE KOs WAL CBIEIRIL | DCTENCHIM  CpOKa  roanacTd - 09 2023,
| HPNCBANBACNAIC  KAIKIOMY panavisHoary | «Crepiibiton,  HANNMEHOBAINE BARCTbILY

t | MAKSTY FTURETRIL PErIICTPEIMOHHONG  YAOCTOBCPLHHA - AMATREH
f bl KapTOHUQRl  nouKe M. DNCCKQOM . RILING Enpona B.B.
| YRIIBEAINT; TOPrOSoe UAIMEHOBUIIE npenapara. | [Rkd QL
]Milil. SERAPSTOGNY IO (POPMY,  ROHUCHTRRLING TOPronoe HauMenpRanHe apenapaTy -
Eara), ofnene npenapata o Qaakene (), | Berrnduiee. MHH - Mansrysysiad.,
[ienomadie 1 COUCPEUINC  ARTIRNORO sekapeToenio  opya - KONUCITPAT 298
%ucuu:cmu Bl oML HEpeHEHs BCIOMOTATEALHBIX npUroTOBVICIY  pacTHOPE AR ntidysuii,
D geuieern, CONCPMAIINE BNTHUEHOIO DCHECTRA 00 | KOHUSNTRALNA = 20 sr/ma, adnem npenapata so
' (uakope  (Mr). enocol  EPHMCHCHIE. - YCI0RI aakone ~ & MA, HUIMCHORANIS f COABPAMIIC
NPRICHIA, YCROBIK OTIYCKIL BOTOTIN BOMNZHIL | RKTHBHOTD REHICCTHI 1 o ma = Mnaerysysad 20
GraTmng: Amgen), HPEAVHPEITEIbILIG | MTL TIEPeteliL BCAOMOTUTCIbHEIN  BEILCTR -
wannuen; wlle AMOPAKIRATI Y, " «He | nwrpus aueTra TPHTHAPAT, HATPHA XAOPIL.

: BCTPHN T, eXpanry B GpIEIHATLHOI | YRCYCHRS  RUCA0TH aeasung,  Boga Al

i YORKOBRE 244 JaLLinTe 01 coutan. «Bunvareanio HHheRWIT, cosepwiiie aKTHRHOID BEECTRA RO

H POHITHIITE HNCTPYRUMIO HEPEA NPTNMCHEIHEM gaakone - 100 mr, cnocod npiMeleing - «llnw
| «XPRImiTL B BEAOCTYRION L3 AeTC MEETC R, | BUYTRIBCHIIONG BUEACHID, VCAOUBNE NPRHEHI

I acln, vosep  copunt  (yRnmiBacres | = «XpaimrTh npu temnepatype o1 2°C fo

! L by, wihpasin € A0SUBACHIEN §'Cor. venosus oTnyera = «flo peuentys,

b 3 SyRneiore ey ecal. Aty NPOIHOACTH JTY | NOFOTHA KoMnani - AMGEN",

- L) ; “‘"é \'\3"9"%‘ iy i ol X

! 8 ST I e

| Huperrop 1o WanegmyPadqrg TG ‘.'/f ) 4 E Hara: 16.06.2021 r
! - X it il
- oooefgEponEker o SESF | _
i nn.«,-ﬂ.i\ra"‘."(’ﬁ“-'!'iv?'l.ji?\\ﬂ Gl 1 iy l
i \l "7' 134 e b 2% 3¢ =1 )

b

Wi O

: T '.'.';.-_gtl:
AUROBA e

16 i 20

B k-

ST

}%ﬂf ) ;1{. . iy

Crpanvua 2 13 3







1

.

OfnA

fond

Komua oxx

Q\.

A

b 7

000 «obponers

T13446, r. Mocxnsa,
Koomeneruit npoesy, 4. 13A
Te ! 8-499-951-04-86

NACITIOPT Nes9

| Hanvenosuie NPOAYRILH Y

Bewrufuwe ROHLEHTPAT 1)

I HPHTOTORJICHNS pacTBOPA Qs iy s,
20 mr/yn (paaron) 5 max | (navka R4pTOHIIasN)

.——%mp cepru: 1129740A

Ofbewm cepuin 6 356 ynakonok

Jlara warorowienns: 28.09.2020

 Togew no: 30.09.2023

| HJLNCP-007740/09-330090

Hamsenopaumne |

HoRdGmreaeii

Tpetananus HA

PesyanTaTe! nenurranmii

HPCANIPCANTIbHbIC HaLmen - «He |
perHeTpaLIOHIOro YAOCTORCPCHEA | SAMOPAWIIBATY.», «He BETPAXHBAT L.,
HUM@HOBATIHG il dapec [REREUNT ; «Xpalers w opurnuain o YOarosre Anu
PETHCTPAUROIIONG  YIOCTOBEPCHI  Awiaes | IR 0T cpeTa, «Buinmurentie
Ewpona BB issenonanie Woanpee | npovireaiive HHCTPY R Ui nepes
! [IPOHIROANTEHN  JeRAPCTECHHOMO UPEHapaTa, | npiusenciesy, «Xpauirn s HEAOCTYRIAM
OCYINECTBARIOMLTD BURYCRmOW  koHTPOML | daw aeTell Meeredy, Haanich ax s, HOMEp ¢epun
Rateerna:  eYuarouwnio: - QOO0 «lofponern. | « 1129740A., zata 1poH3IBOACTHD ~ 09 2020, 1aTa
15446, Moekna, Kosovenekni npoest, 13A, », HETENEHI cpoka raatocTi - 09 2023, wrpis.
Honoamirrennio MOI'YT GoiTn HAHECEHI | Kog - 4650062750083, HOMER perncTPILHONNOrG
epuduiteckie olpmRe i, | yaoctonepeiis - JICP-007740409,
Honoaunreannn MOCYT  OniTh EUICCOHLL | BN eI RAIIE 1 anpec BaaaCH b

I APhCBanBueN e
© MURSTY Voareok,

| MR NOUNTOPINID  ARIGKSII CKAPCTBCIIIOID Mocksa, Kusrosenerini npoesa, 13A.
; fIPenapaTa o1 npowskoanTeas 0 Konewiorg Hustecenn eoeaenna ana MOHHTOPHITA ABIHCHuUA
i norpedirens, NCRUPCTHSIMOLO Npenapara,

Cpox roanvers 3 roaa 3 roaa

HCTEHCII CPOKD FOMICT,  LITPIN-ROA. HOMEP

NEPEMCHIBIE  TeNHITICCRIE  ROAB Wit i
CRHKAOM Y

 Monoaunrenuiio MOPYT OBITL HRNHCCE L ¢l

R,
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PERICTRALHONNOIO  yroeToRepenng - Asawen
Enpona B.B., Miniepuys 7061 NL-4817 ZK
.| Bpean Huaepsanan,

Aenin | Yiakonne: Q00

«lloGpoaern, 115446,

:
!
| Yeaonus spanciom |
| O ctieTa,

¢ Hph renmeparype ot 2°C 10 8°C. He HIMOPEKRIBATI,,

XPAaHUTL B OpIEtHAAL oM YAAROBRLE JUIA S0ULITH

Jukmoserie:; JACKUPETRLIBIT NPenapaT «
20 8rina (hatakon) 3 aa s | (n

UMK RAPTOHHAR )N Co

Bextubike ROHUCHTRAT 34 11

PUFQTABACHIA pacTuopa L midyail,
pus 11297404 cooriereTyer ipedonannam Hi JICP.007740/09-230020.
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MHHUCTEPCTBO 3/IPABOOXPAHEHMS
POCCHHMCKON ®EAEPALIAM
Per He TPAUHOHHOE ) yA0CTOBEpPeHHE
nexapm BEHHOTD npumpam )lliil MeﬁHuHHCKOIO npumeﬂenm

JICP-007740/09 ‘ i
(mmep pPerucTPattoHHOr0 ynocmaepemm JNEKAPCTBEHHOTO npenapa'ra)

Hanmﬂoaauue ,uepm.nena {nnanmbna)
3 PErHCTPALHORHOIO Y10CTOBEPEHHUH
{AEKAPCTBENNONO Nipenapara

Ammken Espona b.B., Huaepaanbi
Amgen Europe B.V.

Aﬂpﬂ? MECTOHAXOK/ACHHA JlepRaTe/in i :
(BAaAENLUA) PETHCTPALHOHHOIO ynocroaepeum Minervum 7061, NL-4817 ZK Breda, The Netherlands
| MeKapCTREHHOTO NpPenapara ' ‘ ‘

Jata rocyIapeTBEeHHOH PErHCTPAIHH 01.10.2009
~ JIeKAPCTBEHHOTO TIpenaparta

~ CpoK AeHCTBHS PEFHCTPALHONHOTO

GeccpouHo
YA0CTOBEPEHHN IEKaPCTBEHHOT0 MTPenapara

Jlata BHeceHHn H3MenenHil B perucrpaunonnoe
i .
| YRocTOREpEHNE NeKAPCT eHHOPO Npernapara 23.09.2020
{A4TA JAMEHBI PETHCTPAUHOHHOTO
1y YAOCTOBEPCHHS JIEKAPCTBENNOIO 1 penapara)

WndopMmanns o 3aperucTpHpOBAHHOM JIEKAPCTBEHHOM ripenapa’re:

Topmsoe HAHMEHOBAHHE Bekrtubuke

_Me:mlyuaponﬂoe HENATEHTOBAHHOE, HIH
TPYROHPOBOUIOE, HIIH XHMHUYECKOE ManntyMymad
HAHMEHOBAHHE

.ﬂexapc"rnenﬂan dopma KOHIIEHTpaT fum npummnﬂeum pac*raopa n;m uHy3ui

ﬂ,osuponua ; | ?0 ME/MA

‘Kauecernennbiii cOCTAB W uenmecmeuuuﬁ COCTAB ICHCTBYIOMHX BEMECTB H KAYECTBEHHBIH COCTAB
 BCHOMOTATENBHBIX BEUICCT

g

I nanntymymad (20 mi/sn) 10{)!400 MI', BEIOMOraTeIbHbI¢ aemema (naTpus aueTara TpurHapar
(50 Mmcmbfn), HATPHA XJ'IO}‘JHE[ (100 mmonw/n), ymyc:ﬁan KMCIIOTA Jig/iaHas, Boza 1 MHBEKINIT)

| Dopma BRIMYCKA (1EKAPCTBENHAN dopma, | KOHLEHTPAT JUIS IPUTOTOBAEHHA PACTBOPE n,rm
JIO3HPOBKA, MEPBHUNAS YIAKOBKA, KOAUHECTRO wnysuii, 20 mr/ma (daaxon) 520 v x | {naqxa
|aekapeTBennoil Gopmbl B epBHUNOK t\ap'rouuas) :
' ynaKoBKe, KOTHYECTBO NMEPBHYION YNAKOBKH B | Y IKOBKA HH-0a1k:
ROTPEOHTENLCKON YNAKOBKE, KOMILIEKTHOCTB) | KOHUCHTPAT A4 HPUIOTOBJICHHA PACTBOPE IUIFI
‘ i Limdpysuit, 20 mr/ma (Gnakon) 5/20 ma x o7 2 20 208
(y1iaKoBKa N1acTHKoBas/Kopod KApTOHHBIT)

Peicamu'r'm'nopma;méuun HOKYMEHTALAH _ JICP-007740/09-230920

081798







MCCTOHAXOKIAEHHS

ITpouseoacTsennbie IJOWALKH, YYACTBYIOUINE B NIPOLECCe NPOH3BOACTBA JIEKAPCTBCHHOTO
fpenapara, ¢ ykazanuem craauii npon3soacTaa, Ha3BaHuil H GakTHYECKHX agpecos

lpouseodcmao comosoii rekapemeennoii hopyer

iAMnmeﬂ Moaustodakaypunr Jinmutesa,
Hyspto-Puko, CIIA / Amgen
| Manufacturing Limited, Puerto Rico, USA

State Road 31, Kilometer 24.6, Juncos. Puerto Rico 00777, Puerto Rico, USA

flepsunnan ynaxosra

| AMkeH Moanpiodokuypunr Jlumuren,
[Tyapro-Puxo, CLLIA / Amgen
Manufacturing Limited, Puerto Rico, USA

State Road 31, Kilometer 24.6, Juncos, Puerto Rico 00777, Puerto Rico. USA

Bmopunnas/nompebumensekas vhakoexa

Amken Espona B.B., Huaepnanaw /
Amgen Europe B.V., The Netherlands

Minervum 7061, NL-4817 ZK Breda, The Netherlands

Bmopuinas/nompedumensckas ynakoska

5AMzI}KeH Texnonomwxu (Altpana)
'Ammmme,& Komnauu, Hpnanaus / Amgen
| Technology (Ireland) Unlimited Company,
Ireland

Pottery Road, Dun Laoghaire, Co. Dublin, Ireland

Bmopuunas/nompetumenvcras ynaxosxa

000 "Hobponex", Poccus

115446, r. Mocksa, Konomenckuii npoess, 1. 13A

{lpoussooumens (Beinyexaowuit Koumpons xavecmea)

(Ampxen Espona B.B3., Hugepnanan /
|Amgen Europe B.V., Ireland

Minervum 7061, NL-4817 ZK Breda, The Netherlands

lpoussooumens (Benyekaromuit konmpons xauecmea)

' Ammken Texuonomkn (Aiipaang)
Aﬂmmwrw Komnanu, Mpranus / Amgen
Technolo,,y (Ireland) Unlimited Company,
'Ireland

Pottery Road, Dun Laoghaire, Co. Dublin, Ireland

lTpoussooumens (Boinycexkarowuii konmpone kavecmsa)

‘000 "JloGponek", Pocenst

115446, r. Mocksa, Kosniomenckuii npoesn, 1, 13A

3amecTures s Munucerpa

O.B. I'puanes







