U, NOVARTIS T rTm—

T105-6333
RRHAERE/F1ITE2BEF LS
R/MELXEZFET—
https://www.novartis.co.jp

MEDIA RELEASE ¢ COMMUNIQUE AUX MEDIAS ¢ MEDIENMITTEILUNG
202049 H 14 H
HoE PR AAL
J VT 4 AT =< RSt

JNNILT4R ITP—. SPMSIZH L TEZELEBALE-HTD
SRUFBILEARERE TA—F 2 FoE] 2HH%T. RAFICEAFARED-
HO CYP2CO REHEREERMK TSI S L%=Fm

I T 4 ATy —w RS (REFEIHALE - 85— X, A, R
RIS MEREALAE (LR, SPMS) {2k L CHMEAEAL7z0oHTo 1 A 1R A
BeH- ORI LIEREE [ A —F 2 FO5E 0.25mg, 2mgl (/%4 : v R=%FF
TN, DT TA—B U~ ) ZHREWLE L, £/, B LR T
—B L FOBE TGO D CYP2CY M RIBERM T = 7T A ZBMWZ L E
L7,

[A—F o b &, S1P1E L OSIPs3 RAKIZEINAITHE & 3 5 SIPZ RIRFTHFEF T,
SIS RERICERTA 212k 0, Vo BB U ARHrLBHT A2 L2 X,
ZORER, TNODO Y SRS ZIVEMALIE BRFE O PR (BLF, CNS) (2
T2 x5BT ETL, ZITLY, TA—F M ORKEEANPEEINE T2
T, A= ] [ZCNSHIZBEAT L34S, CNSNORFEDOHIIR TH LAY I7
KaHA RN EOSIPsSEEB LT 2 hatA N EOSIPSEEEES L, IV
TR OAEEVE ] & AR AR VE A 23 JEER R 5 BR TR S T E 97678,

T, [ A—=Br b X BETFEROSH D CYP2CY TEICRHEINET, Lo
T, CYP2CY BT HRIDE NI LY BE~ORFEEIGEVNELDL Z ENBESN
TS Z Enb AREITE, JRFEAMGETIC CYP2CO AR T & Ml DA 217 9
ZENMAEL RS TEY ., CYP2CI DEA RIS U T, AA|OWHE % 5-1% OHiFF
HAEZEEIAZTEICRHET D Z Lo TWVET,

(A—Br b Oofb %2 L LTz CYP2CY AL A HIE T 5 72 0 O IRS 2 W
EE M [eQ-PCRTM LC CYP2C9%2,*3 V= / Z A 7% v b (AT, AF¥ v 1)
ZOWT, ST w7 T Yy VAT 4 IAREEEAS 2020 4E 8 A 31 HIZAKR
PAGLE LI, LpLanb, BRATARST y M &M LoRE, REEA & 72
STWARNI Linh, BEARELZZTONT, [X—Fr b Ik 2R
KD BH S WOIHERBRR ST E T,

FIZT, Axy MCLXAREMEREH L 725 £ TOM., BESANAF Y MK
ARBEEZIT LD LS, WthE TA—F o FOEE G507 CYP2CY WAt f G4
BT 77 h) #E T HZ Ll LELE,

AREIOFFRFBIZE L, /2T 4 A 7 7 —< RSt (RERRAAE % —ik
X, O X HIZBR_RTnET, [ [A—Fo b #FRETEL-ZE2EL AN


https://www.novartis.co.jp/

Page 2 of 5

F9, EITRISRMEBLIEICBITLIZE LTh, A=Y M Ick W EREETE
I CXAAREMENH Y FT, BEIALICIE. NEOTA T4 e, T0FYE
ZFio THA TWEETuTEBnEd, LrL, BEFEIADFS CYP2CI #EIisF
Azl [A—BY ] OmMPBENEETLZ ENAENET, BERIC
CYP2CO Bin F Al AR _RH Z LIk, BEIAT LI [A—BL N o&gen>
IR GREEZPRO D 2 ENHRET, ARIOEEREE e 77 A2k, Z2<0
BEIADLZLLT [A—BU N OREEZZToNIEEE VLR TE S
ZEERELLBEVWET, ZOEOKREBEL [EERORLEH] v lgito
viarEDLLTHLREEDLZEEHES TWVET, |

ZRUEFMILEIZXNT D/ /8L T 4 AOBFEAIZDNT

AARIZEBENT =79 (&4 703 VERERE, UT [Yr=7])
% T2 FPEREALIE O % T 05 K O\ IR R E O TG 2 2hRE 3 sh e & LT3
FLTEBY £, o, SPMSIZx L TARMEZFEH L2 CO1HIERAODZE
FEVERLIETGIREE [A—8B o b 2TV LE LT-, F7/2. CD205MEBHIN %2
B L4558 hE/ Z7a—FLHifK (mAb) THHA7 7Y Ls~7 (OMB157)
ZHARICBWTERMEMIE (LT, MS) 1ok 21 e LTl <1,

RIINIZIWNT TA—E > b i, 20201 A 12, RETEEIE (FFREE L TORNE
PR BTGB AT R 2 AT HSPMSICxTT DN EE OIRRIE L L TOKRE I TWET,
FKET T A—8> ~] 1L, clinically isolated syndrome (CIS) *, F3-%& %5 fEHIMS
(LLF. RRMS) | EERIEEMEZ B T 5SPMS% & L EREMUMSO Rk N BF 26T 5
BRI L LT, 201983 IKRERMER GG (FDA) 22 HAGRZ R L T E,

EUICEBIT AMSIBEIMDOR— 7+ U A12iZ, [A—F o h 1M T, KA. 10
WLl EO/NIORRMSIZH L CilICEZ AT 5 Vv =7] bV ET, /o, 47
7Y A ZIFEUIC B W CEGRHFER 3, KETIEZ, Yr=71 13, ABLID
105%LL B oo/ NREFE 2R LT, CIS. RRMSE X VR BIEEMM: 2 F 9 5 SPMS % & te
FRAMSZES E L TRRBINTWET, ok, KEIZBWTATZ 7Y A< 7L,
202048 H20HICFDA L W KR SN E L7,

*Clinically isolated syndrome (CIS) 1%, 24FFMILL EfkRE T 2 MR OHIEI = Y — REEFR I,
HOX AR R D RAE F 7= (X BBEAN R T3,

JNRILT 4R IT7—IBRREHIZONT

IV T 4 A T <RSI, AA A - N—BAHICAREZE L EHELD T 1
— NNV =T g T R=— RV T 4 ADHRIENTT, /ST o AL
FORELETIONREBEHDOTEDIZ, 2D OEIRMN & EREORKEZHHNTH
FT, AT 4 RAFHR TN T AOHEZHEL TEY, AL EDEFE I
AR TONTWET, /20T 4 AT MR — L=V 2 TEIES
U,

https://www.novartis.co.jp

Uk

SE


http://www.novartis.co.jp/

Page 3 of 5

1. Kappos L, Cree B, Fox R, et al. Siponimod versus placebo in secondary progressive multiple sclerosis (EXPAND): a
double-blind, randomized, phase 3 study. Lancet. Published online March 22, 2018.
http://dx.doi.org/10.1016/S0140-6736(18)30475-6.

2. Gergely P, Nuesslein-Hildesheim B, Guerini D, et al. The selective sphingosine 1-phosphate receptor modulator
BAF312 redirects lymphocyte distribution and has species-specific effects on heart rate. Brit ] Pharm. 2012;
167:1035-47.

3. Tavares A, Barret O, Alagille D, et al. Brain distribution of MS565, an imaging analogue of siponimod (BAF312),
in non-human primates. Eur J Neurol. 2014;21(Suppl 1):504-PP2067.

4.  Briard E, Rudolph B, Desrayuad S, et al. MS565: A SPECT tracer of evaluating the brain penetration of BAF312
(siponimod). Chem Med Chem. 2015; 10(6):1008-18.

5. Bigaud M, Perdoux J, Ramseier P et al. Pharmacokinetic/Pharmacodynamic Characterization of Siponimod
(BAF312) in Blood versus Brain in Experimental Autoimmune Encephalomyelitis Mice. Neurology. 2019;P2.2-
066.

6.  Mannioui A, Vauzanges Q, Fini JB, et al. The Xenopus tadpole: An in vivo model to screen drugs favoring
remyelination. Mult Scler. 2018:24(11):1421-32.

7. Martin E, Urban B, Beerli C, et al. Siponimod (BAF312) is a potent promyelinating agent: preclinical mechanistic
observation. P1376. 35th Congress of the European Committee for Treatment and Research in Multiple Sclerosis,
September 2019.

8.  Dietrich M, Hecker C, Ramseier P, et al. Neuroprotective potential for siponimod (BAF312) revealed by visual
system readouts in a model of experimental autoimmune encephalomyelitis-optic neuritis (EAEON). P844. 35th
Congress of the European Committee for Treatment and Research in Multiple Sclerosis, September 2019.


http://dx.doi.org/10.1016/S0140-6736(18)30475-6

Page 4 of 5

<BEEE>
[A—¥ bo%E] DRI

Ko
[A—F L 1®E 0.25mg] (Mayzent Tablets)
[A—E 2 1O 2mg| (Mayzent Tablets)

—f&4 :

VAR=%FF T~/LEE (Siponimod fumarate)

IRER (X R :
TIRMAEA TR R UAE O T35 T b5 M OB AR B B O T

RERUVRE" :

. RIS R = FE LT1A0.25mg BB L, 2H Hi20.25mg. 3HHIC
0.5mg, 4H H120.75mg, SHHIZ1.25mg, 6 H HIZ2mgZ 1 H1EIFHIRE ARG L, 7
HALREIHERF & TH 22mga 1 R 1IERE O R5-9 223, BEOREBIZ L0 #HER
5,

ARMFEA :
202046 7 29 A

FMELINEA
202048 /1 26 H

ZE A -
[ A —F > FOFE 0.25 mg) 18 1,083.50 M
[ A —+F > FOFE 2 mg] 18 8,668.00 [

H58A :
202049 H 14 H

HERSE :
VT 4 AT 7 —< RSt



Page 5 of 5

0.25mg

BT o 20w LESETE

MAYZENT 1w s s
T s mrs s reenn SRS

WAVZENT s s

e L Dale 2 et

mwa S s

9 XK—1F ) 1~120.25mg L
YAZek ZTER

AF~EMIN2Z

e ——— e
Lﬂ_ﬁ_gE_NT. s 020 Starter Pack o

2 BosnhrEmne
b S MsLEL S

LEEADES—ABAA—JERTT

R AFE R BE T A EoE B N HER O H EICBES 24 EodE
I RACEEZ IR T &,



