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EBPA3HHCKHMH YKOHOMUMECKUI €OI03...

PerucrpainoHHOE YI0CTOBEPEH e

IEKAPCTBEHHO0 Hpenap LI MEIHUMHCKOTO NNPHMEHEHHS @
JIH—N°(008480) (PL- RU) Al de

(HOMEp PernCTPaLMOHHOrO YI0CTOBEPEHHUS IEKAPCTBEHHONO Npenapara) 6

B cooTBeTCTBHM C HpaBHIIaMPl PEruCTpallii B SKCIICPTHU3bI JICKAPCTBEHHBIX CPCACTB 1JIA Me}ll/ILU/IHCKOFD
NPpUMCHCHHUS, HACTOAIICEC PETHCTPAaLIMOHHOE YAOCTOBEPEHHUE BbIAHO: ¢ 2

1 HaumeHnoBanue AepikaTess

000 «266Bu», Poccuiickas Depepauys |-
PErnCTPaLHOHHOIO YA0CTOBEPEHHS: :

2 Alpec Aep:KaTeJisi perHCTPALHOHHOIO 125196, r. Mockga, yi. JlecHas, 1. 7, 3Ta>x4

YAOCTOBEpPEHHS: nomenienye | ~
JaTta perucrpaunu: : 17.01.2025 i
4 | Jata ucreyenus CpoKa JeicTBHs 18.12.2026 Sl

PErHCTPaLUOHHOI0 YI0CTOBEPEHHSI:

5 | darta noareepxaenus perucTpauuu

(nepeperucrpanun): 27
6 | Jara BHecenHs H3MeHeHHIi 05.05.2026 §
(nepeodopmieHHs1) B perucTpanHoOHHOe ==
YAOCTOBEpEHHE: % -
7 | JAaTa perncTpauuu B peepeHTHOM 17.01.2025
rocyaapcerae:
H MOATBEPIK1A€T, 4TO JIEKAPCTBEH bl NPENapar 3aperncTpUpOBaH U paspelieH Kk MeIULHHCKOMY npumeneﬂu}o
Ha TEPPUTOPHH: = T

Poccuiickoii @enepanuu

(rocynapcteo — unen EBpasuiickoro 5KOHOMHMUYECKOro COr3a) 3

Hugopmanys o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM Mpenapare

8 | ToproBoe nanvenoBanue JIEKAPCTBEHHOI0 INKHHIIH = IS
npenapara: :
9 | Mexaynapoanoe HenaTeHTOBaHHOe Dnkopuramad -

HanmenoBanue (MHH), nan o6menpunsitoe
(TpynnupoBo4HOoe) HAUMEHOBAHHE, HJIH

XHMHYECKOe HAHMEHOBaHHE AKTHBHOI =1 | ea
bapmaneBTHYECKON Cy0CTAHIHH

(npu orcyrcTBun MHH): :
10 JlekapcTeennas popma: PacTBOp AJIs NOAKOAKHOTO BBEAECHUS ,;f
11 | Mosuposka(-n): 48 mr - ’
12 ®opma(-bI) BhIMyCKa: PacTBOp JUIsl IOAKOKHOTO BBEIEHNS, 48 MT ((nakoH) w7
0.8 mn1 x 1 (nauka KapToHHas)
13 | Cocras nexapersennoro npenapara: ankopuTamal 60.0 Mr, BciomorarenbHbie BELIECTBA

(HaTpus aueTaTa TPUrHApPAT, YKCyCHas KHCIOTa
JefsHas, D-copbutomn, nonicop6ar 80, Boaa IJIsE -
WHBEKIIHIA)

14 Cpok rogHocTy: 2 rozga

HHdopmaLwst 0 NpousBoHTE NE JIeKapCTBEHHOTO NpenapaTa (Ha3BaHus 1 aJipeca Nnpou3BOACTBEHHBIX MIOLIAMIOK,
YHACTBYIOLIMX B NPOLIECCE NIPOM3BOACTBA JIGKAPCTBEHHOrO Npenapara)



Crpanuua 2 peructpaudoHHoro yaocropepenus Ne JIT-Ne(008480)-(PI-RU)

(BCE yYaCTHMKH
NPOU3BOACTBEHHOIO
npouecca)

CTanusi nPOU3ROICTRA [ Haszpanue OPraHu3aANUU

I AVIP("(‘ HPOHTROW(‘TBEHHOFI NIoIAaAnKu

1 IIpou3BoacTBO rOTOBOM
JIeKapCTBEHHON QOpMBI

Berrep ®apma-DepTuryHr
I'mM6X u Ko. KI', 'epmanus /
Vetter Pharma-Fertigung GmbH
& Co. KG, Germany

Aizen6anwTpacce 2-4, 88085
JlanreHapreH, 'epmanus /
Eisenbahnstrasse 2-4, 88085
Langenargen, Germany

2 IlepuyHas ynakoBka

Bertep ®apma-PepTuryHr
I'mM6X u Ko. KT, I'epmanus /
Vetter Pharma-Fertigung GmbH
& Co. KG, Germany

Aiizenbanmrpacce 2-4, 88085
JlanrenapreH, I'epManus /
Eisenbahnstrasse 2-4, 88085
Langenargen, Germany

W

BropuyHas yniakoBka

D66Bu C.P.JI., Utanus /
AbbVie S.R.L., Italy

C.P. 148, IToHTHHAa KM 52 CHK -
Kamnosepae au Anpunua 04011 —
Anpumua (JIT), Uranus /

S.R. 148 Pontina km. 52 snc -
Campoverde di Aprilia 04011 - Aprilia
(LT), Italy

4 | Brmyckaromuii
KOHTPOJIb KauecTBa

366Bu C.P.JI., UTamus /
AbbVie S.R.L., Italy

C.P. 148, TloHTHHa KM 52 CHK -
Kamnogepae au Anpunua 04011 —
Anpunna (JIT), Utanus /

S.R. 148 Pontina km. 52 snc -
Campoverde di Aprilia 04011 - Aprilia
(LT), aly
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OrpaHuyennst IpAMEHEHHs Obs13aTesbCTBA ;;epmre.na
JIeKapCTBEHHOTO Npenapara, PErHCTPAUMOHHOIO
~ YCTaHOBJIEHHBIE B X0/1€ | YAOCTOBepeHHS, NOAIEKALIIE

'PerucTpaniH JeKapcTBEHHOro - BBIIOJTHEHHIO B paMKax
fipenapara SR «pechpauun Ha ycnonmlx»

1 Heoﬁxonmo npencmnne e i
 ¢uHansHOrO oTYETA : f',,,,/,“,uw“ i
uccnenosanns  GCT3013-01
«OTKpPBITOE Mexmyuaponﬂoe i
MYJIBTHKOrOPTHOE
HEKOHTPOJIIPYEMOe
uccnenoanne /1L gazpl  no
OIIEHKe npuUMeHeHUs
snkopuTamaba y  B3pOCIBIX
NaLUEHTOB ¢h
PeLHAUBHPYIOLICH,
nporpeccupylomed u - (win)
pedpakrepHoii  3penoi  B-
KI€TOYHOHN JUM(POMOii».

. HeobxonuMo nmnpencraBieHue
OKOHYATE/IbHbIX  Pe3yNbTATOB
uccnenoanus 11 dbassl
GCT3013-05 «OTKPBITOE
PaHIOMH3UPOBAHHOE
MEXIyHapOJAHOe
ACCIeOBAHHE MO  OLEHKE
NPEMEHEHHUsS >TKopHTamMaba B |
CPaBHEHMM C TPEABAPUTENHHO |
onpeaenennbM CJI fo BeIGOpY
HccnienoBatens  (puTykcHMab,
reMUUTaOuH u orcca.rmrma'mﬂ
[R-GemOx] - 74
XUMUOTEpanuen
OEHIaMyCTHHOM u
purykcumabom [BR]) ¥y
NaLy¥eHTOoB B Bo3pacre 18 teru |
crapme ¢ P/P JBKKJL,
KOTOpbIE HEe OTBETWIH Ha
NPEAECTBYIOUIYIO  Tepanuio
aytoTI'CK uiu KOTOpbIM  He .

 Gbyra nokasana ayToTFCK‘Ha‘ :
MoMeHT cxpmmma,:-_ aHee
uonyqasmnx Kak MHHHMYM 1-
AHHAIO cuc’remmﬁ
npomsooqyxonesoﬁ Tepamm,
BKIrOYas xomﬁuuupomayw
xnmnmepamuo ConepatLyio -
MOHOKJIOHA/IbHBIE aHTHTENa K
CD20».

: Heonoumvxo , npencranneﬂue
dunansHOrO




. Heobxomumo

. Heobxoamma

6e30macHOCTH

3} heKTUBHOCTH INKOpUTaMada
Yy  B3pOCIBbIX MALMUEHTOB C
peLUIUBUPYIOLIET HUIN
pedpaxTepHOi
¢doyukyaspHoii UM bOMOii
(®JI) mocyie MpOBEAEHMS IBYX
u Oonee JHMHUH CUCTEMHOM
TepanMp  (Aaf  OCHOBHOM
PacIIMPEHHOM KOFOPTHI
naupeHToB ¢ MHXJI u s
KOTOpPTHI  ONTHMHM3HPOBAaHHON
tepaman OJ1). AN
NpECTABIEHHE
OKOHYATEJBHBIX | PE3YJILTATOR
HCCIIEIOBaHUA 11T a3s
M20-638 (oTKpBITOE
uccnenoBanue  Gazsl 3 ans
OLEHKH  0e30macHOCTH = U
3¢ heKTHBHOCTH 3NKOpUTAMA0a
B KOMOWHALIH c
PUTYKCUMaOOM i’}
neHamuaomunom - (P2) B
CpPaBHEHUH ¢ KOMOMHauue#n P2
y Y4aCTHUKOB c
PELUMAUBHUPYIOLIEH HITH
pedpaxrepHOH
bonnuKynApHOR
(EPCORET™FL-1)).

JuMdomMoi

€XKeroaHas
MEPEONEHKE «II0Jb3a-PHCKY Ha
OCHOBAaHUH HOJIY4EHHBIX
HOBBIX || IAHHBIX

3 deKTIBHOCTH

0e3011aCHOCTH.
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3amecrureas Mununcrpa

C.B. I'naroaes




