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KnnHnyeckoe nccnepgosaHne CekyknHymab
Image

KnunHuyeckoe uccnepgoBsaHue
CekKyKuHyMab

B 2021 rogy BO MHOrMx cTpaHax Mupa, B TOM 4ucie n B Poccuu, 66110 3aperncTtpmpoBaHo
nokKasaHme CeKyknHyMab ans nedyeHus neten co CpefHeTsHKeNbIM N TaXKeNbiM 6asAWwedYHbIM
ncopnasoMm € 6-Tu NIeT Npu HaINYUN NOKa3aHUN K CACTEMHON Tepanun.
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[Il ha3bl, MHOFOLEHTPOBOE, PaHAOMM3NPOBAHHOE, ABOMNHOE cnenoe, naauebo n akTUBHbLIN
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OueHka 3(hhekKTUBHOCTU NMOAKOXXHOI0 BBEAEHMSA NpenapaTa CeEKyKMHyMab B cpaBHeHUN C
nnauebo n aTaHepuenToM

Image

=
A A
r’g\—fg“\—fgﬁ
PaHpomMusauus
Image




Image
CekyknHymab
STaHepuenT

Mnauebo

JdeTanm nccnenoBaHus

Image

162 nauwenTa (c 6 56 ueHTpoB
o 18 net)

% EezonacHocTb
®

Hauano CeHTabpb Mepras oueHka
29, 2015 Jekabpb 13, 2018*

ﬁ%} SddekTMBHOCTD

oool

ooo

voo
oo

4 roga

MpenapaTt ceKkykuHyMab obecneuuBaeT poctuxeHue PASI 75y 94%

OeTeMn C TAXKeJIbIM XPOHU4YeCKUM ncopmasom, 52 Hepenum
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Bpems coxpaHeHuns addekTa, Mecalbl

KonudectBo geTter B UCccnegoBaHuu,

—+— SECLD
PBO - nnaue6o 41 pebeHok; —=— SEC HD
. —*— PBO
SEC LD - cekykuHymMab Hu3Kan fozvposka 40 peteil; —e ETN
SEC HD - cekykuHymMab BbicoKas fo3vpoeka 40 feten; -+~ PBO SECLD

ETN - ataHepuenT 41 pe6eHok.
MpenapaTt ceKkykuHyMab obecneuuBaeT poctuxeHume PASI 90y 81%
OeTen CTAXEeJNIbIM XPOHUYeCKMM ncopuasom, 52 Hepenu
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Bpems coxpaHeHuna adhekTa, MecAUb

KonuvdectBo aeTen B UCCnefoBaHun:

—— SECLD

PBO - nnaue6o 41 pebeHok; —#— SEC HD
. —+— PBO

SEC LD — cekyKMHyMab HM3Kan goaumpoeka 40 geteit; —— ETN

SEC HD - cekykuHymab Bbicokas fosvpoBka 40 neteir;
ETN - ataHepuenT 41 pebeHoK.

-+- PBO SECLD



MpenapaTt ceKykuHyMab obecneuuBaeTt pocTtuxxeHue PASI 100y 63%
AeTen C TAXeJibIM XPOHUYEeCKUM ncopmasom, 52 Hepenum
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Bpemn COXpPaHeHMWA SLIJCJIEKII:], MeCAUbl

KonuuecTBo AeTeit B uccnefoBaHuu:

PBO - nnauebo 41 pebeHok,;

SEC LD — cekykuHymMab HM3Kan gosmpoeka 40 geTtei;
SEC HD - cekykuHymab BblcoKas fo3upoBka 40 getei;
ETN - ataHepuenT 41 pebeHok.

Be30onacHOCTb NpenapaTa CeKyKMHyMab y petemnc
Hepenu

Image
SEC LD, SEC HD, ETN, Any SEC LD,
N =40 N=140 N=41 N =56
n (%) n (%) n (%) n (%)
MayuenTbl ¢ HA 34(850) 34(850) 34(829) 45 (80,4)

MayueHTbl ¢ CHA unu ApyruMu 3HaYNTENbHbIMU COBLITUAMM

CmepTb 0 0

CHA, kotopble
He npueenu

K CMepTenbHOMY
ncxopy

3(7.5) 4(10,0) 5(12,2) 5(8,9)

MpekpaweHue
nccnegoBaHua
eesnay HA

1(2,5) 1(2,5) 1(24) 2(3.6)

44 48 52

+— SECLD
—#— SECHD
—— PBO
—=— ETN

«- PBO SEC LD

ncopuasomMm, 52

Any SEC HD, Any SEC dose,
N =58 N =144
n (%) n (%)
47 (81,0) 92 (80,7)
0 0
5(8,6) 10(8,8)
1(1,8) 3(2,6)



JaHHble No 6e30nacHOCTU NpenapaTta CeKYKMHyMab
Image

HexenarteneHble sBneHUa 0coboro WHTepeca

MnepyyBCTBUTENLHOCTDL

i o 3(75) 9(225  5(122) 4(7,1) 11 (19,0) 15(13,2)
'(':liﬁm‘z"[f::;' 2(50) 1(25  1(24) 2 (3,6) 1(1,7) 3 (2,6)
(beGpunsman 260 125 1@4 208 107 3(26)
Kangupo3sHas undekuma  1(2,5) 1(2,5) 0 1(1,8) 1(1,7) 2(1,8)
OHMXOMUKO3 0 1(2,5) 0 0 1(01,7) 1(0,9)
BupycHble renatuTbl 0 0 0 0 0 0
B3K 0 0 0 0 0 0
OcnoxHeHun 0 0 0 0 0 0
BaKLMHaLUK

Bonblwme cepgeyHo- 0 0 0 0 0 0
cocypq cobbiTus

g s | o | 0 | 0 | o o :
CyvumpanbHble nonbiTkn 1 (2,5) 0 0 1(1,8) 0 1(0,9)
CymunpanbHbie uaeu 1(2,5) 0 0 1(1,8) 0 1(0,9)
Peakuuu & mecte 3(75) 4(100)  4(98) 3(54) 4(6,9) 7(6,1)

MHBEKLMH

11308500/SEC/DIG/11.24/0



Source URL:
https://www.pro.novartis.com/ru-ru/therapeutical-areas/dermatology/detskiy-psoriaz/polezn
ye-materialy/klinicheskoe-issledovanie-sekukinumab



