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ACR American College of Rheumatology : KEY ~F#e
AIN457 secukinumab : &7 ¥ X<
AS ankylosing spondylitis : JREMEHES
ASAS Assessment of Spondyloarthritis International Society
axSpA axial spondyloarthritis : A HERERTS
BA bioavailability : 2" AT ~1 7T ¢
BASDAI Bath Ankylosing Spondylitis Disease Activity Index
BSA body surface area : {AZIHfE
CYP cytochrome P450 : &F k7 m—2A P450
DLQI dermatology life quality index : FZEOIRBEICRES AT L — |
DMARD disease modifying anti-rheumatic drug : ZREBERRHFTY v~TF3K
EAIR exposure—adjusted incident rate : FRUREEHAR CHREE L7= 100 NEESHT- 0 OFEHR
FAS full analysis set : Fx ROMRMTIEAERN
IGA investigator's global assessment
IL interleukin : A & —wA ¥
LS mean least squares mean : FZN_IEFA
nr—axSpA non-radiographic axial spondyloarthritis : X SREEUEAT- X 7o\ MAElAEEHEREE A
NSAID non-steroidal anti-inflammatory drug : JEAT 1A RHEHIZIESE
PAST Psoriasis Area and Severity Index
PD pharmacodynamics : %575
PK pharmacokinetics : ZWEIRE (55
PsA psoriatic arthritis : RoEEMERAEZS
PsO psoriasis : Bzt
QOL quality of life : AjHOH
1—axSpA X R - 7 (Al R HERERTZE
SF-36 Medical Outcome Short Form 36-Item Health Survey
SpA spondyloarthritis : FFHEEEEZE
Th T helper cell : ~JL =T Hijia
TNF o tumor necrosis factor a : JEEEESENT o
VAS visual analogue scale
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LN LD | X BREHEE 723 axSpA  (r-axSpA) L X REEHEETH = S e
axSpA (nr-axSpA) @ 2 DIZKANZIDH, ITH. AS 1F raxSpA &[F—EKHE &
LT EN2>2oH 5, nr-axSpA & AS IZRHEIVIZFE D B2 (KEMEIEI T D%
SEF I T E PR OB G- 5 ST, IL-1TA K NZED I A — R
DO FWRICAIE LTV D IL-23 NEEREEIZES Z LRI TnD, B2
FX=7E, IL-17A OFEMNEZF 75 2 & T IL-17A ORIEFENEH 2 8] L
RIEZRNL., FIHTHEEZLNTWNT, £/, AS [k LA >R 470k
I THD Z EPMERIN TV D, nr-axSpA & AS [FEGAERCE BRI
WRLEHEUBERLEEZLN TS Z LD, nraxSpA I L THEIF
X T OMENYFFTE D LB X, nraxSpA (IxHT 2N FHE Sz, K
I OKETIX, £RZE1 202044 A, 6 ARG L, EANTIEIEY
¥ X~ 71X nr-axSpA & X1, 20194F 12 A IZAADH0 H R3S T E S 4L,
HARZ G EBRILENGERIC I T 2 iR Ic RS &, BUERE AR FIH A K
RHEE ATV, 2020 F 8 AT TX MR AEA NG 72 S 22 W R HERIE 8 ) oo
his % B L7z,

<HO&5>

2016 43 H 31 HfFEH (B54VE 73 75) DOEATEE SR 126 5 LUV 127
FIZBWT, ZNEFNRRENREG T D2 ENTEX HENENOCHEER CEHN
FREEHE O GEANCE 7 X~ TRAEZBML, 201644 H 1 B 56
IND I EREREINT,

<F—hA V= Z—HIH>

EEH CIES K OEREE ToORKIZB W T, Zehoffifia&kbs 2 e L 4
LA =M Y= Z—RFOBMBFEZITV, 2016 9 HIZ Tk T 47
AR 150mg XYy | OEGRERG Lz, 612, 2022 4F 9 Al T2k 7F
4 7 AR 300mg S| DERAE RS LT,

< RG>

a7 4 7 AR T 150mg X2, 2T 4 7 AR FiE 300mg 2O
T, BUKERR T 14 A M OV R 7 14 PR & 920 L. 2023 4= 3 HIZLL F %)
BE U RN A2 R ARG 21T o 7o fE 3L, 2024 4E 9 HERBEVESR 14 &% 2
3 5 (RBEGEH) A NOAETONTIICHIEY LRV E OFEAE
RE2EHE (D720 —-1) ,

hRESUTN R (BB ARSREMOXNG L H D)

BB TR0 70 TR A

SEVECRE, BISUEVERCRE, BEVEELRE, SREMETHERT, XHRILEE R S
UMAHE R HE B B T

(F: 2®vrT 4 7 ABFHE 150 mg X2 O HDOZNHE « 2hH)

¥150mg >V > UL 2022 4F 4 AIZEWNIC CRREE L T\ 5,
%2024 F 6 A2 TR OBEEXIIZNRF I T 2 BEEMERE (RomEr:RI I
RK) DEHROBARNIOWT]  (5F1 5 4E 12 H 22 B, EREER 1222 %
5. EHZIE 1222 2 F) ICHOSX RBADHE X 21T 1,
1. AHE¥OE MiFie N IL-17A E 2 7 a—FAFERKICTH 5,

( TVI. 353 BA2THE | &)



I-3

I-4.

S DORF|IF AR

BIEFEAICELTHE
M REEM

2. BEARIE TR o e B VERRER . ORI BIER R A R RO
BE . REMTFHEREE RO X SR S 220 R HEBS i 2
(BN T, JEROUEEFEDRDPRBO BTN D,

( TV. IBRICBET25HE] 2])

3. WimEl, 1%, 2k, 3W%k, 4%, L 4 EEOME TR THRET 5
HKAITH S,
( TV, JBRICBET2HE 21)

4. IGRBRALAER. EAIC I VEMA ARG LS BE IOV TIE, AR
HHLHETH D,
( TV Zeate (R EoEES) ([T HE] ZHR)

5. ERZEIMEH L LT, EERBYYE, BBUERL., P EREmD . RIEME
JHPERR, FLRZE CGRIBLPER S ) 03B Bz,
( TVI. Ze4tt (EH EoEES) BT 2HEB ] 21)
F—F AT I E—L T LT 4RI T 2 ORI AT LTS,

W IERE RS9 2 &4
sl i AHEE T A KT A 5%

E ZA by, RS

£ T R 7 = O

o 4 [1-6. RMP O3 | OIES M

(RMP)
BN Y 27 e/ MeiE#) & LT C EIREEAA T EM EIEEHTA B, BRERTA T
TERR S LTV DA # 4

- BETEM  BOERTA KT v
( XI-2. ZDfOBSEE R DESH)

I RHEE T A T A

PRI A b oD B I %N

- AT YE D — BT D BEFHEICHOWT (RER 1117
H4s ERK28411 H 17 H)
A | EMEEO KIS BEFHICOWT (REFR
1124 554 5 Sf 3411 H 24 H)
( IX-14. R EOEE] OESMR)

I-5.

ABDEHRVTRB -
=R EDHIREIE

(1) AEB&MH

(2) F@ - A LOH IR

E ]

(2024 4F 4 A S)

AFNT TX BRIEEZ 572 S A2 VREME R HEBI A ) 2 %5z, 2019 4F 12 AT
VB AERMCEEE SN BREES © (3138 4451 5] |

21. RERBEMH
EHG ) A7 EHEEERED b, WUNCEmT D L,

(fif7n)

2014 4F 12 H RIEMRGE ARG, LU T OEREEN T Sz, fE s 4
BEOERICEI DT —Z2ER LT L0, BANEEIESR - 4TS RERES
FAEPR FEEKE (D649 A 11 H) &2521F. UUTOKRBSMEZEIER L,
NRYIE S DR B % & O - B R 51 D 22 2V K OF IS\ T2 2 figt
DU CTHDHZ Lnn, w7 fEREgHEL2 Elids 2 &, |

L7



I-6.

RMPDIEE

A U A 7 EHEIEE (RMP) OMZE (2024 £ 6 H)

1.1 e 4

[(EERRE SN2 R 7] [EEREERY 2 7] [EZE A REHR]
S 70 iR YE © TR E 7L
I R ER AR © DA - NI A SRS
W BURE SO o SRR
PRAENE R B S 7
FLRE  CGRIBLME R 5%) : gﬁf&/ HEATAICBES 5%
RV PR 2%

1.2 AEICEIT D MEt R

fEFZRE T Cop M EdmE, FoerEBIRiR, K OMREIERE SR IS T DA

| FRRICHS < AR O 72 3 D% S | ERICHESL Y 227 B MED T2 ) OiEE)
2. iy 2 RN B AT B D 4.0 27 B MEEH OB
S 7 D 1 S i 22 AV B BT ) i D U A7 /MR B
SE I D 2 3 22 A VE B 500 B U A 2 fe/ METE B

REE AR (SRR, WOREERE | |- BERBMRE I OB ERE A RO &

i e B OB E e (IR - L1401 78 Bifi (&M% IERA DA F)

%) L HORSCET S, ERBEE T R OR
3 A EIC BT % TEE + B T 1 0D BB TS O L i (G4 - O
= WAL KT > 7)

52 T 55 102 19~ 2 AN O T 52 7 1 SR 36

X ORCHTOMEHIL, MSATEOEN RS RS S A O M E R R N — Y THEE L T 2SS,

KA O TERGLY A7 EHEEHE] 13T URL ICARSNTHET,

IR R R R B R — L —

MRS Y 27 EEEHE (RMP : Risk Management Plan) / RMP #2H /4 H—% )
https://www.pmda.go.jp/safety/info-services/drugs/items-information/rmp/0001.html




(M

(2)

(3)

o-2.

(M

(2)

(3)

o-3.

o-4.

Io-5.

o-6.

Mm%

e 2

A DHE
— %

B (aBi%)
F4 (BRR)

AT L

BiEX(E
R

SFRRV

578

L% (%K)
XIFHFE

BR%A. B4,

s, 58S

0. &#ICEEY 5IEHE

a7 4 7 AR 150mg X
At T 4 7 AR FE 300mg
At T 4 7 AT Tbmg ¥ U ¥

Cosentyx for s.c. injection 150mg pen
Cosentyx for s.c. injection 300mg pen
Cosentyx for s.c. injection 75mg syringe

Briz7a L

X X~7 (BlarH#z)  (JAN)

(JAN)

Secukinumab (Genetical Recombination)
Secukinumab (INN)

) 7u—FaAdE (B MDD -mab (-umab)

b h U F—m A X -1TA T D8I B & 1gGl £/ 7 m—F L4
KTHY, FrA =—ANLAZ—INEMIIC LV EAE SN D 457 fHOT 2/
Feik L 572 5 B (CozesHs477N5970686S16 : 77 1 : 50,595.50) 2 771 K&
215 HDT I J BRI D 72 HEEEH (Cro24H1594N280033556 : 23,379.68) 2 75
TR ESNDHEX R TE

& 1 %9 151,000

AE v /7FX~T1E, B b ¥ —uAF-1TA KT Dz iz e b
IgG1E/ 7 a—F PR TH D, B XX~T1E, Fr A =—A L AZ—F]
Bz X v A IS, B $ X~ 7%, 457 [HOT 2 BB HE
BH O (y180) 20 FKO215 DT X BRFRIEN G2 5880 (k $H) 207 T
S oHES N7 E (7R K 151,0000 Th D,

Secukinumab is a recombinant human IgG1 monoclonal antibody against hu-
man interleukin-17A. Secukinumab is produced in Chinese hamster ovary
cells. Secukinumab is a glycoprotein (molecular weight:ca. 151000) consisting
of two molecules of H-chain (y 1-chain) containing 457 amino acid residues
and two molecules of L-chain (x-chain) containing 215 amino acid residues.

AIN457



(M

(2)

(3)

(4)

(%)

(6)

(N

WIBEFE
SV - HEIR
B

T %

AR (R .
R, BRER

kiR ELAR B TE 2

DEERH

Z DD E I RENE

AR DEE
ZHTIZEITS
REM

BB DHER
HERE. &

II. AR ICEY HIEE

T~ A OBIASUITIRE L2 TH S,

EARSANA
BARSANA

24 LR

M L

24 LR

pH : 5.5~6.1
R BRAFSAE EES A7 3R i
F IR AR -60°C /7\ Z ;7‘ v 7 364 A S%ﬁfﬂ&)iogjﬁ%

HIEEE - PRIR, pH, HHBWE.

EDEE, 7S

TR BRE - XTF R~ v Tk
TE &k - SR TR R E VR




v-1. Hifz

(1) FlfRzDRH

(2) HFEONERTHERK

(3) #Aa—F

(4) HFEOWE

(5) itk

KFI DA

(1) AHES GEMER
) DEERVRM

#l

V. ®AIZEYSHRAE

kT 47 AL T 150mg X

ok T 7 AT 300mg R
CERE (A= A Y = s 2 —HFH)

kT4 AR TE Bmg > oY
ERA (LT v R o URH)

k544 avrT 4T A avyT 4T A avrT 4T R
& F1E150mg R FZFE300mg <> | T mgy U v Y
ShEl
R ¢ |
PR HHE £~ P00 (0, D VE I SR L 72K

A LR

pH : 5.5~6.1
RBE : 300~400mOsm/kg

A LR

We4 | a7 4 7 AR TR | ok T4 7 AR T | 2T 4 7 A% FiE
150mg~~ > 300mg~~ > 75mgi V¥

A |7 XxX~7 (BB | /7% X~T (#EE| /73X~ 7 (&

mgy | PR R) TR %) TR %)

(1> | 150.0mg 300.0mg 75.0mg

o

TN

(RN

VIR

)

W o= KY | bLosxae =K | S Lose— 2K

Zall 75.67Tmg 151.34mg 37.83mg

1y |LrexFYy Lre | e 2AF PV Lok | LrexF 2P0 - Lok

Uy | AF DU KT | ATF Y R KT | AT Y et KD

TN | 3.103mg™ | ¥ 6.206mg™ | ¥ 1.552mg™

I |- A F & = V|L- A F F = V|L A F F = v~

VIR 0.746mg 1.492mg 0.373mg

) RUYNL_— K8 | AU VY L_— 180K YUY /LX— k80
0.200mg 0.400mg 0.100mg

AANOHDKS THDHE I XX ~T (E ) X, Fr A =—X LA
H—PNBEHIR S EASN A NMUE ) 7 o —F PR TH S,

) L'e AF VUL Lk AF VUK O A EE, LLEATF VDO
L LTRT,




(2) EREFORE

(3) #E
V-3, RTEBBROHERK

-4.

I-5.

UBE
i

EBAT DAREMED H
DAY

HENDFZEEHTIC
BIFHREM

Y L
ML

A LR

%Y LR

BESRIR, TR A5

T 4 7 AT 150mg 5> DL EVERRBRE R

ESN Y A 1%@%[35? <
W PRAFSRAE IR 1 HR A B i R
I P T, HHE N Tl >
R 2~8C Ui B il 247 /1 iy
Hizw'E D
et ccrenorri | 7OV I % 3
otz X
W
- . 1205 1ux- h e
N ==y VRN N = o 7/\\/1/%,&5'{# S X jJD ;2 E»ZL:I\ 25?) 7L:
HRIERRR | 0/ 2727 | e gy | RO200W 0 ggsc
m22Lk bl
HIETER : Mk, BB, pH. EgWwE., AWistt. & 8%
%1.5 7 ARTFRE T, BBREBIIWITNLHENTH -T2,
gk T 4 7 ABFE 300mg 2 D22 E MRS R
e 1 Bl PRATHAR P
EMRGERIR | 2~8C | e 24y | BHATES
HHiWE DR
Al & i
MRS | 25°C/60%RH | SMETaAE S, 6 A {;5 \@igﬁ 5
o, X
S e AL 120 5lux h R
ez R — O 72 LI | L 0°200 W- f{?*‘mf%o
3 h/m2LL k- —°

HIETHE - YR, pH, HBWE, EWiETE, &85

X3 » ARFFIFE T,

ARBRIEB XV TN BB TH -7,




AT A AR TE Thmg vV P OF

PR G R

B e | PRI )
ﬂitl%% {%ﬁ?ﬁ{q: Z?ﬂ:/ﬁm 6i%ﬁg‘%% /\n%
o e T AH— HHENTH -
ﬁ%qf%ﬁﬂitgﬁ 2 8 C quj:fct L%ﬁ” 247\7 H 7,:0
FEfF D E D
o 7Y A K 0 ) % 7R
ASSY
*Ef%%f’f H
N mEww
iéiéﬁu% 120 /ilux- h RS
JZEMRRR | kT | 25 ~ | %1200 W- &)oto
N7 ) Ax \ GILAA S S B
+_\%&%/ﬂ>ﬂ: = h/m2LL E 7?&7@@2&1313
! s [IBIENTH
-7,
REEE MR, 1REE, pH, HiWE. £Yistt. 8%

¥1.5 wﬂf%fﬁ%ﬁif

AREBRE B TV T B BN TH o T2,

V-1, FSRAEERVAMBED | 2% L
TEM

V-8. fhFlEDEEZEIL M ER L
(B EMEL)

V-9. BHM% AR

V-10. &35 - a%

(1) FELIDELESS - 75mg >V U KON 150mg X2 DIFER L O N—1%, FRKIRT A (T
aiE NELNERLG | v AEBEWE) 2E5TcD T, T v 7 ARBUE DB D D VX ATREME D B
B -AECHETE | 2HEAE. TUAX—NSEEITEENRH LD TEETDHZ L,

g
(2) % (150mg <>/, 300mg <)
1A
(75mg ¥V > )
1y
A EZFE ( [XII-2. ZOMoOBEEE DOIESR)
) FEEE BEELAR




(4) BHROME a7 4 7 AR T 150mg X

VU UURE L HT A

EHE 2712

FHfTE VY | =— Ry v AF LT HET TN
VY REy o7 R 7L

T —A MyRN— TaETFLdAN
N Xy v/ BT T A hv—

EAR | kL ) = —

kT 4 7 AT 300mg X

UUURE T A

R 27L&

FFE VY | ==Xy R YT L TN
VY Ry v 7 R Ly
TGV —A Ny N— TaETFII A
T v WY H—RF— k

HEARS AR R —RFx— b ROT 7 Va=k
INT BT

BT 4 AETFE T mg VU Y

VU UR s TR

EHEE 2712

HAEI Y | ==Xy v T AF LT H I TN
VoY R¥ry w7 Ry
TV —A Ry RX— T aEeTFLah
r A ATY T AT LR

BB ok Ry R — b

V-11. R@iRt S S EM | - BEHREEM -

? v

o AT 4 AT 7 el P
ST ) AR E N BB E i
= 7 7 AR SN G M RORHERS L ETR |,
B i~
ST 47 AERAENG AR R EDER S |
A~ -
HOERTA T v 7 (X)) oY) B
PR  NF A AR (RS 7) i

SER D )NV T 4 AT e HAXw—HR— TR
a7 : 0120-965-101
SEATEERE] 0 ~4 9:00~17:30 (BLH K O K A 2[R <)

https://www.novartis.com/jp-ja/contact/movartis-direct

<Lk BEERE X —

BiiE 5 : 0120-12-2834

ZAPEFR 0 A ~4r 9:30~17:30 (£, H., KH RUMAIRER 25k
<)

https://www.maruho.co.jp/contact/index.html

V-12. £t Fric e L

10


https://www.maruho.co.jp/contact/index.html

v-1.

HEEN (TR

V. BEICET HIEH

4. FEEXIEHHE
(75mg ¥1) < 150mg X))
BREAETHRT TG TRESR
SENE. EMEE R, REMEE. BEMEHER. X REEZE:
STE UM B HEBR BT
{(300mg N>)
BEABETHRT TG TRESR
SEME. EMEEA. RAEMEE

(fi#z5)

< 3 MR M OV IR B S A >

HERRIERIC K 0 . SRR, REEVEBIEIZ (psoriatic arthritis, PsA)

TR e, ROREMERLRE . IR MERRED 5 S OIFRUI Y EN D, AFI DK
BT, BEFIRE CORAR e Rt B2 A4 2t (PsA &) BHE
Extgl Lz, TemigEzad o 02 3RmilREOH 2T 5
SRR T, —EIXREA S TN 2 BEEIR 2 295 PsA THR S D,

AR F D v ARE XX EE O SR i AL 95 % AT D iR T O ME R OV etk
X, BAZEGEEILFERBRE LCERLZ 6 RER (A2220 Bk, A2211 &
B, A2211E1 Bk, A2302 B, A2304 Bk, A2307 iBR) 2k - CEMliL
7o TORER, PEE K OEIEO RS 6T HWERE (PsA 251)

DR JERER LN QOL OUCENERE S, £i-. RS %63 5 itk
FDH LEEIEIREZ AT 5 PsA BE CHRETEEIM:OBGE MR S L7z,

< W R >

— RIS & ) O BAITILREA 24 L. AR ORFERER T b LR
PERLE A2 PR & Uz, IVBEAUBE MR LR EB Ho D T < EREFTREZe
WEREHDPROND 2O, IFERBHFOENEIHERER (A1302 #bR) 12T
B « VDO EIT - 72, A1302 BB TIZAE 12 I RBRICHAN S
., FEFMEE THD Week 16 OEL) (S FEEN THELE) | (4
SR T TEWAGEE] ) ([CBW T, 12 Bid 10 61 (83.3%) IZFENAE
Dhivle, £7o. Week 16 IZEFIRIIIZER DO H 5165 Y (clinically mean-
ingful success. CMS) 7338 LAV BB X 12 51 10 5] (83.3%) T. =%h
NEIRD BN 10 Bl L FE CHERE TH-7-, CMS DBED N7 2 T
E. BREEENAEIRBTH Y POBERICERD H 5 OO &
Higmol, BERMIIBWTIL, RuiLs 69 2iitEs (S5 e
ORI AR ERE) ConETICRO N7 7 7 A4 b THIT
XN TR BNT, INETICREREE AT HHERE TR
NEARERELS AR O TR -7, MLEXD ., A1302 3B CILITIE
FMERZREER T TO® 7 X~ T OEMER O LZEMERHERINTZZ b, K
F DZNRE N0 T % N M REE & 3% LT,

< FRE M HESE >

WA NT, FEAT v A FEHIRIEHRE (non-steroid anti-inflammatory
drug. NSAID) OZREA+E L ATEEMERR T, HUEEE R 1 (tumor
necrosis factor., TNF) o« BH|DOIEFERER DA M2 R o9 28 E X HEE O
IREPERE MR HER (Ankylosing Spondylitis, AS) BEZXIHRIZ, 2 DO
AERRER (F2310 3B, F2305 ilR) Z17v . 77 BARRE L OLRIC X2 A RE
XL AR L. AFIDO AS 1B T 2 HERAEL O &% 150mg £ TG &
LTWb, AEIDOBHAN AS BEICBIT DEIME,. 22 iHMiid 57290, HE
BHEROHETH D 150mg & T#H5-% v, NSAID TRIURAF5r ITERE
PERRZ AS BEZ550c, EN H1301 B2 EiiL7-& 2 A, 16 KD
ASAS (Assessment of SpondyloArthritis International Society) 20 ShinZR
1L 30 Bt 21 fil (70.0%) . ASAS40 SUG=R1E 30 #ilH 14 ] (46.7%) T,
F2310 BRI 1T D ASAS20 S, ASAS40 SRS & K E 7238 LA B L7
Molz, £, BT 07 7 A4 VT, A OEKRE L O TiRE T — % TH
ONILZRBET v 7 7 AV EHLNREWVIITRB I Lo, LEXD ., AS
BETOEIXFXTORIERORZEEPERINIZZ L6 KAIOWRE

11



V-2

MEER X3 R IZEE
THEIE

SUFBNR E LT BB TR T3 sRIEEFHESR | 2B L7z,

<X HRIEIE 2l 7o S 2R ORI T BE A >

NSAID 12 L2 1EECHREA+ 0 NITEARMERE 7 nr-axSpA (non-radio-
graphic axial spondyloarthritis) 3 Z x4 & U7z [EFRILEZ T AHARGERR
(H2315 #lR) %0 L7z, ZOfE%R., FEFHMEEE Th 551 TNF o ARG
FEYLERF TD Week 16 O ASAS40 SUGHEIL, AAIHE (RFEAREH D -
41.5%, ARAPEAFLG 72 L 0 42.2%) CTT 7R (29.2%) LV HEICHE NS
7o BAEMEIZOWTIE, H2315 B 52 HE TORFL Y | ARFIOFH L
THITE W EeE EORMBEITRD biedoT, BLEX Y BEFERE TR
R+4572 nr-axSpA BETOE 7 X~ 7 OHERNER NZEVENHER S -2
EMD . REIOPRE TN F L LT B AR TR+ 70 X BRI HEA- 72
ST WAREIEBFHERIER ) BN L7z,

%2024 4 6 AT [EHGORE XX RIS 2 BEEMERRE (RoRErERI
RK) DALFROEIMNZHOWT) (505 4 12 A 22 BT, EKIEEI 1222 46
5, EHZIE 12229 2 5) (TS E REBLDOFHAEZ #1712,

5. DBEXIIHERICBEET HFE

(SEME. ZEMEHX. BAEEE

51 FonWTnnailiizdBEic&ks+o2 L, [1.3 2]

- SEAMBRIEE E S OB O 2T EE (BRI EZRLS) THO RN
BoT, RENEEREFED 10%LL B2 & S8FH,
- HEEYEORZ . BSER OISR A F T 5 B,

(GGREMEHR)

5.2 EDIREICH T, BEFREIE FERAT oA FHEFIRIERSE) 125D
WY IR EIT-> T, EAICERKR T 58 50 R ERRIER 237 2 5512
BHTHZE, [1.32MH]

XEREEZ B -SRI HEAE )

5.3 EDIREITHB T, BEFREIE GERT oA FHFIRIERSE) 1285
W72 IRFEZ1T- T, REICERK T 28 5 2R EARIEIR & ORIE D%
BOBEN RO b LGSR ET 52 &, [1.32K]

(fifa)

< =3 PR K ONEREME B E 2% >

[REEEC 51T D AW PRSI O i FIFESE M OV xR~ = 2771 (2011 4RAR) ¥

WZR D&, AWTFHIRAIONREBE L e D5 FEGREL O PsA 1L, [EAME

Laed R FORHRIETHRRIRNEONT, RN ERKEE (Body

Surface Area: BSA) @ 10%2L Bic k5858 o b L<iE [BEFRFEEIUED

HRMERS T XBEEERZ A L, QOL BAEEICEE SN TWHHEE] LR

NTNHZ EXVFHE L,

EU & JEF %2 (European Academy of Dermatology and Venereology .

EADV) (EU EERF 2 2012) KOSKEERER P2 (American Academy of

Dermatology. AAD) V 2MERK L7-#EDOBHEN A KT A4 > TlE, Wih b4

HRIEDOMRIITHIEN O EIEDOHMEE L o THY AATHREKE 8D,

JRTER 5 % A D it R b G & U T2 S ARRER O %t X BE IR CToh

AF P ERESOIEEORE L Lic, TN T 5 BPUEHEIT, SR

. R, WONCRHRIETHA R a y b e — 0 G b LR VR

T, WmAEIZH BSA 123 L 10%LL Bk 535545, PASI A2 7 5 12 Lk,

o IGA A= 7 H 3 LEE&RE Lz, £/, A2302 iR, A2303 kMO

A2304 R TIX, REMEEE2 AT 5B E 2 xR e Lizhy, BEEER %

AT DH5E A PsA (2B 55Tl 2 9206 L 7=,

MAARERSA LV RIN TR~ 2 7T, TERICEIT 5 EWF0
FGADER AT A 2> Z (2019 /) | ITBET STV D03, Wi o
KGR ERE & 72 DS MEERE N O PsA (oW TIE, ETRTE FRRIC s ST
W5,

< VRGP e >

A1302 BRI, EIREUED 1 & LT, IR A 5 LB mfE S IR R mfE o
10%A EZ HEOLBRELEZBZELTEY, ZNHLDEEFITBVNWTEIXX<T D

12



V-3. REERUAE=E

(1) RZERUVAEDHEDS

(2) RERUVAEDRTE
RAE - R

AR VBN SN TV D, U EXY | e SUIR R 5 1R
OFLHIT, R TERLREE 1 U T b 3 W PERLRE X OROREPERI i & RIARIZ AR
ELT, Eo, REMam LMo 5 e A+ 588 28R LI,

<BREMEFFHER >

F2310 3B & O H1301 #ABR Tl #i TNF o BAIOIEFEREROA M X 53,
NSAID TEhRA 0 ITHAFERBROBREEZRBIZFHO L, B FX~T D
Bz k0, BRARIER - e, BARBERE, I ONCHEESH QOL NkET S 2
EPRESNT, BLEX Y HUTNF o BAIOIRERBROAIZ L 657, 3R
HTHDH NSAID 72 EREERIE COIRA 0BT TR L TARER G35 2
ENHEUITHD EE . BRI REICHEET S EEICEHEH L,

<X RRFEHE A 7 S 2 AR ME T HE RS H 2% >

H2315 #BRTldL, NSAID THERA T4 ITHAAMER RO nr-axSpA 4 % %f
BRI L, B ¥ X<=T7O%EI2LD ., BRI « #f5E, FRgiE. WOz
QOL N #ET 5 Z LAVURSI NIz, £D7=H, nr-axSpA OEEIFIERD 1L,
NSAID TRhBEARTS IR AMERBOBRETHD Z L 2 WHMEICT D=0 #
L7,

6. FiERUVAE

(SEME. ZEMESRX. BAEEE

W, RACIEE ¥ X~T GBI L) & LT, 1[F 300mg %, 4]
Bl 1%, 2 8%, 3%, 4 BRICKETEREL, LIF, 4 BEORET
RTG53, £7-. KEIZKY, 110 150mg #5575 N TX 5,
W, 6 MU Eo/NRICiZE s X~ Gl FM#z) LT, A&
50kg At DB TIL 1 ] 75mg %, A 50kg LA EDOBFIZIE 1 18] 150mg
Z, fEl, 1%, 2 %, 3k, 4 BERICE TR L, LK, 48O
WME TR T 595, 7B, KE 50kg UL EOBETIE, WREICSTT 1
Bl 300mg #5925 Z LN TE 5,
(REME#X. XBREEEZH - IGOVAEMESHER L)

WE, RAZITEZ ¥ X~7 GBEETHZ) & LT, 15 150mg %, #)
[\, 1%, 2%, 3%, 4 BRICK RS L, Uk, 4 BREO/BRET
595,

< S VERLRE K Oz B 28 >

AFNORELOHEIL, BRNBEZGOREALZEH T itEE (PsA
BEte) ERtgE L-EEBELRERRER CEOFMER NVERMERHE I N
HEROCHEICESERE L,

BNAHRER CHRF SN HIELOHEICE 5 K2 TS 150mg & Y 300mg
L, RREERE At L2 AHRER (A2211, A2212 KT A2220 #kbk) O
Gk (B2 F#G5cK 150mg., §FRNEE 55 K 10mglkg) 1255 < FRipEhaE
OCAEIMEDO Y I 2 b—va iz kBRI Nz, O, 150mg & el L
300mg TIXRHI ORI, @V ELEMES, mOUEREMER SN
Z &M, 300mg FHELEHE L L,

—J, 150mg THHoRBIERNGOND —HOBERALNZZ 0B, H
BOMWSITE LT, (KENTHEINEICRIETRFEZMT L=, FORE, K
& 60kg LR CIZEMMEOHEMENTIEA EROD LN oTolcd, KEIC
KX OBBHESE LT 150mg 2R G5TH5ZENTEXDH L LT,

< R R >

A1302 REROFER DG PASI SUSEOHEB I R4 H 3 5 it s %
Kl LB MAERBR O R S| L T, £, etz onThsInE
T REMEEEH T HuEE THAONTZARERES B L0 TIE R0
ST, PLEX V| BEMERREIC R 2 AR O &2 S5 M SO X
BEEI R 2 & Tl RE R 2IRICK L CRE LT HIEROHE LRI & LT,

<N D s VERoiE . RoRIERERET 28 MR RO >
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V-4

RZERUVAEICHEE
TH5IE

INERORER OHEIX, RE RS &2 AT /N ERE R 2 x5 & LB
B (A2310 B ML OV A2311 iER) OFERA BBl U TR E Lz, IR
W D A E R O B OB EICOW T, B &/NEORBE TR O R REN K &
SERBRNnEEBEZONDZ D, RERLZBEAT 5/ REBE % x5
& U R R R BRERE O fth . N IR R R O F R R BR R b I E 2 TR E L
Yl

HIAHRER CI%., KAER ((AE 25kg Kiifi. 25~50kg Aiii : 7hmg XITIAE
50kg LA I : 150mg) & @ HERE (IRE 25kg A : 7Tomg X I% 25~50kg A :
150mg SR HE 50kg LA E : 300mg) (B TRIERD A ZhE K O 2EN R S
iz,

Mt (LAY IR A R T A 2 2 TN LIS M R M 0 4 It
RE (LB ([CafELEDE LTEY., BRAL/NETHRENKE S B bk
WEEZ LD, BRI O AR S e HE R OV &S5 MER
BRI R E R U TH D, AT, ARAIOBRE BT BN R A TEIX
RN E Bz B, R E RN O R & eEEE BRI B I BT B A K
BRFEE - PASI MISEROBRIZFERETH Y . IRk EE TORA|OREE &
L PASI #¥51E L L= OUES RO BIR IS IR E L RS £ 2 5
N2 L7806, WNRIZEBWT S S E R, MBI EI 2 & B i 1
FHEORABETEERA G TE D EZOND, £2, PEESUITIED /N
SRR, RS KRB O T e 7 s A VITRARE LR TH
0. BHiz ) A7 IRE SN o T,

Ubkky, BEHELGHEZREG LI EOFFMERONLEESMHIIFETH Y |
B 1 P S X EEE O /N R R R 1Tkt LERIRAO 72 X% 7 ¢ » M &R T &
Ezbhb, 7277 L. KE 50kg LA EO/NREBE~DAHA 1 [0 300mg #5125
WTC, BIMEREDHND &L BIZZEMICSWTHER TH L REWV DR
Dozl b, KEOEEPFEEIN TOWRNVWEOBREENRS 225
EPBRESNDIGERH D LD, (KE 50kg LLED/NREEZE O, KFID 1
[F] 300mg ¢ 5-Z5%ET 5 Z L IXAlRE & L7z,

<FREMEHFHER >

SRIE MR HER O W R ECIEEIRIR IXENIN CRRTH D . HARNESE LS E
NBETEHBBENPRKE S B EERIIERVWEZS 2N b, BN
H1301 B Tix. SMEICHT DHEENE K O EDO K T 5 150 mg IR L
72 EWN H1301 R OFER, & FEE 150mg OFZMEIL F2310 sBR O R T
5 150mg B & REREWTAR L, HmicEEB T & Let LoMEITERD bh
molo, Flo, KFIOGRTE & ERIRSIR & ORI, ERHEmIKF - AR
(FEln, PERIL, fAE., CRP)X O T TNF o HFK| OIEFEOHF MBI NI -
2 EnD, WRRFICEIIHEREIIAELEZ DRz, D EXY, EEME
FHERDOHER OHEE UTHE S 150mg 28R L7,

<X RIEHE A T S TR HERS T 2% >

nr-axSpA (FIREMEFHER & BRIER SR BEEO @ m N8 2 < PR R & &
ZHENTWNWDZ EnD, REMEFHEROEBHIELCHE T, H2315 k% 5E
MLz, B ¥ X~TEAKLGH, v/ X X~TOEAKEEZITDRVWE Y ¥
X T IEABERE, T T RRED 3 SOWEHERE LI, TOME, &7
XX~V T HABGH T ESCHRNRRBBNRO biv, Fiic 2 et Lok
TR NI hoTz, PLEX Y| nraxSpA [ZxT25HEAOCHEYZ, ME

PEFHER I L CRRE LT E RO E ERIC & LT,

1. AZERUVAEICEET %R

(GheetkadE)

7.1 KH & D A 8F O BF FIZ DWW T2 i OB RIS L T
OTHHZERET D Z &,

7.2 RANC L DIREMOGNE, @E&R5-8E»D 16 BUNICHEOLND, 16
gmmﬁﬁﬁmﬁ%%nﬁw%ém\Kﬂ@ﬁ%%@@%ﬁ%ﬁﬁmﬁ
T5HZ &,

(S EMERE. SZEYEAMA. BAEME

7.3 {KHE 60kg UL FORABETIE 1 [ 150mg OFG2EZETH L,
[17.1.2 &[]
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m

)

AH| Lo EBIFN 2O LiziBrid7e <. b Ok OE T

ST L TR W= Ok E LT,

7.2 RHNZ L IR OGTE T & 5-HG b 16 BLURNIZE NS B 25
AT, IWRKISZESDIVRWIGEIC Z O %88 2 7218 Okt I 1E
BL, HEMEOR S 25D CTIRRETE 2 MRetd 2 2 L0303 &35 2 Tk
ELT.

7.3 AFIOHERINOIEE L LT, KERIOGIET —F ZHWTARAI O H &

BIROIBEZRE LR, RABREIZBWTRE 60kg LT EBEGHE

DIENF T DOIREL T3 2 EN@#EYTH D & HIWr L=,

i

it
7.1
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V-b.

i PR Al A&

(1) Eﬁli?—ﬁlﬁ‘y7—

B

< PERCAE K OV e B ¢ >

HERX 5y RERF 5 PE- S TE BT 1 H#Y B5 BEHX 5y
EWN A1101 MR T 420 | o Ak, ZHE | PK, 42, | BrFX~7 AT
% 1 FEEER (AAN) B, 77 R | ARME FE1
<N R =l pet 1. 3. 10mg/kg
A7 N
1.v.
EAGESc2
oM
150, 300mg
7Tk R
S.C.
EAGE S
24N A2206 PsABRFE : 424 FyvALb, ZE | Ao, “e2 | BrxRX~T B
o5 11 FERAER Bk, 77 ®AR% | . PK. /N1 | 10mg/kg
W, WATREMIE: | A~e—h— 75 &R
2[8] 1w
S
A2206E1 | PsAHE : 28 T Hak, | A, £42 | 3mgkg FHA
B, FEXHR e, PK. /N | 4G iv.
Fv—h—. % | KE52HM
P
Es] = A2211 WL fEAR T 0 4041 | oA b, ZE | AOME. B | BIFXT R
% TR (B A A 4361) B, 77 8AR% | M. PK, %% | 150mg
MR ATREMI S | RN 7SR
NP5 BiE, 438
fiiba. FHhEfe, 1238 M
HEFFRE 51
AARIME ., 12, X
IR AGET s.c.. 20
fH
A2211E1 | %R « 2750 | —HEHR Q0L | . €4 | /73X~ 7 A
(AARA37H) FEEH). 7R | . PK, %% | 150mg
xR AT RERI B | R 75N
[ 4TEFRE, 12BME,. X
IR G s.c.ox
K224
24N A2212 HERE RS - 10001 FryF AL, ZH | A, B | BT FHA
EAIREEY B, 77 &A% | . PK, PD. | 3mg/kgHi[
W AT AR b INA F~=—H— | 10mg/kgHi[a]
10mg/kg3[al
77 R
iv.
4788
EERIE[R] A2220 VOfif B 12641 | T A, Tl | AR RAE | IR T Al
5 AR (B A A 24%1) S, 77 eAR% | . PK. %E | 25mgHEl
W ATREMIE: | RN 25, 75, 150mg
77 'R
48 kA3l
S.C.
1238 #
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RERX 5y R *F5 il REBRTIA v H Y B5 EEHX 5y
[ B 4L [ A2302 WRERE L 7381 | oA MM, E | A9, e | vrExx~T B
F AR ER (AARAN8THI, 56 | B, 77 &A% | . PK., @ | 150, 300mg

PsAEE1341) MW WATRERI LR | SR 77 'R
L H b5
0. 1. 2. 3. 48)
+48 R s.c.
HONFE 5401238 [#)
HERFI 51408 8
A2302E1 | #zfEfR A« 82541 | T A b, E | Ao, BE | BIXXvT A
(AAANT0B1, 56 | BH (—# k5 | . PK. PD. | 150, 300mg
PsAEB#12/51) ®) . 77 R | SR 7T ER
M ( A2302 . 438 B
A2303 B B D N5
ke B e B TRR 208 i
NEATHER o Bl e s
s A2303 WL 180661 | oAb, ZE | AHME. A | BI¥FXT R
55 M FHFRER B, 7R | . PK, %% | 150, 300mglid
OB, 77 | Rk BlEHE!
NI — WATHEE (0. 1. 2. 3. 4i)
[ ki +43 Ik
T H X b
50mgi 2[=]
(128 £ ©)
+ 138 [H1B
77 'R
S.C.
HONFE 501238 [H)
HERFR 514008 [
] B 4L [ A2304 HRBE 966 | T Ak, ZE | AR K4 | 150, 300mg B
AR (BARAN626], 55 | Bf, WATHEML | M, PK. )% | LERMRESME
PsABE1741) [ JE 0, 1. 2. 3, 4i#)
+4.38 [ 128 DL 438 [
b SV T B A
S.C.
HONFE 501238 [H)
HERFI: 5-1: 408 8
A2304E1 | B E - 63401 | T X afb, E | Ao, &4 | 150, 300mg B
(HARABIHI, 2H | E# (—# I F | . PK. PD. | 4HHR
PsAEE 1641) ) (A2304 . | SRyl RS-
A2307R R B D 27 == 7 4T
ke 5 aX ) TRIRIT: 2083 [
#BlE s
[EBRIL[R] A2307 W RE 43B | Tk, ZE | AN, L4 | 10mgke2ERRE ST
AR (GEIN:1) B, F7&3 | ML, PK, 0% | 3EI0. 2. 45)
—. WATREMIECE | R 1.v.+300mg
4R s.c.
X1E300mg
4R s.c.
BT 5 8 IR
HERFI 513208 [
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AR XSy

RS

b SR ITEx

RBRT YA

H#)

5

BERH Sy

s
S ILAH AR

A2308

HrREERE - 17T

Fraafh, &
iR, 77 &A%
R AT H

"ok, %
M. PK. &
JEE:

e

E

I/ xX~T
150, 300mg
7T R

L H b5

0. 1, 2. 3, 4i8)
+4F R s.c.
OB G112 )
HEFF 51140108 [#]

FE

AN
AR

A2309%1

HEREERE ¢ 18201

F v afk, —HE
BR., 77 R
HRL IPATRERT R

fate. &
. PK. PD
SRR

e

N

XX~ T
150, 300mg
7T R

LA MRS E]

0. 1, 2. 3, 4i8)
+4F R s.c.
G120 [
HEFF 51140108 [#]

i

[El 3L ]
S M AHRAER

A2310

N YT WL R B
16261 (A A N5
i)

Fraafh, &
EHR. 7R K
OEIESI R, AT
TR B

fate. &

PE, S g

PK

S

N

/X X~<T

75mg, 150mg., 300mg
LEMFESE (0, 1. 2.
3. 4) +4HEME s.c
77 R

0, 1. 2, 3. 4, 8ifls.c.
%, B ¥X~<T7I2HY
B x12, 13, 14, 15,
1618 + 4R s.c.

X FNET R
0.8mg/kg (FR50mg)
1B (518 F T)
s.c.

Ay ) —=v W kR
430

WG 1208 W
HEFFR G- - 401 [H)
G5 1843 ]
BERRA (i)
1614 [#

R

ez
S M AHRAER

A2311

/NIRRT 84
1

FrEab, HE
M, 2BIAT

fate. &

PE, S g

PK

e

N

XX~ T

75mg, 150mg. 300mg
LAMFESE (0. 1. 2.
3. 4i) +4HEME s.c.
Ay ) —=v W R
4318

Fe 511 - 2081 H
B R (R
165

R

sk
S ILAH AR

F2306

PsAEFE : 6064

Frxafh, &
iR, 77 A%
R AT H

"ok, %
. PK. PD
ol SR

e
N

IR~ T

75, 150mg

77 'R

10mg/kg2 1 [H & 3 Al #% Ik
W 5%, 4R HbE
5

27 ) —=v Wl R4
bl

TR 1043
BBz 120

A
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RERX 5y R PE- SRk RERT A v HiY B5 ERHX 5y
24N A2103 IR - 1441 T aafb, IHEE | HXBA 150mg s.c. 5E
CARE B, 2817 m At — Img/kg i.v.
= EAGE S
s A2104 TR - 2400 | S X b, ZEH | AV UERMED | B XX T Bz
% 1 fHRER Bk, 77 BR% | KT RGELLT | 10mg/kg
WE, AATHERM BRI 2 | 7R
PR, 24 | iv
L EAGE S
FL R=v
50mg
BRI O 2 5
GEER)
s A2106 fREERERE - 1500 | 7 v Z Ak, FEE | vV VAL | 300mgHA s.c. 5%
% 1 FHRER . A THER] NA T VEIFI D | HEE S
AW )[R
S
24N A2110 WAEERE 2501 FEM. FEXIRE | K AR <FHAAE R R > 5E
% 1 fEEER BE b aeE B XX~
300mg s.c.
WeekO, 1, 2, 3., 4
NP VAN
5mgi% [
Day-7~2, Weekl, 5
<HeEFFPe 5>
XX~ T
300mg s.c.
Week8, 12, 16, 20.
24
401
s A2224%2 | fEFEHERE (5001 | T X k. FEEH | AT A= F | 150mg 5%
% 1 FaEER B, AATHER KOBERERE D | s.c.
7 F L DERME | HERE
22 NI
P
s A2225 fREEW RS - SBIRL | IEEM. 77 &R | KFISF~®D % | 300mg 5%
% 1 FEBR g - sl pogiis fi, waet s.c.
Hi[m] 5
st A2228 TEREHEBRE - 1261 | 7 v & afh, —H ZEE | BrxXvT 2%
% 1 AR “HE®R., ST | AR 10mg/kg
At R 77 'R
iv.
Hila|#& 5
st A2102 e ¢ 36M Frahfh, Z&E | PK, Zat. | E7F%X~7 2%
o5 IAHRABR B, 77 vARx | B 3mg/kg
HRL IPATRER FIER
iv.
Hila|#& 5
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AR XSy RS

b SR ITEx

RBRT YA

H#)

5

BERH Sy

s
S ILAH AR

F2304

sN VR A 25 5 % B e
BE & % & O'PsA BB
# . 86

(9 b PsAB & 34
1)

VAL AN (-
B, 77 BR%
i
(B 1U3ip X IE
F o2 ufb, ¥E
)

ok, e
PE, SR

PK

< B 1IBFH >

I XX~ T

75mg. 150mgl i &5
B (0, 1. 2, 3, 48)
+ 4R s.c.

< BRI >
/e S av

75mg . 150mg4 ¥ [ @
S.C.

A7 N

4R s.c.

< 3TRIE >
/e S av

75mg . 150mg4 ¥ [ @
S.C.

BURFRE - 1218
FASIRH - 921
fH

BERGRAR (R
1238 #

%k

BA: XA FT_AF VT ¢, ISF: ME#., PD : 35, PK : 3RWEHE, PsA : #ofiftEE %

<SR PEHLAE >

AR X Sy R =

b SR ITE"

RBRT YA

H#)

5

BEHX Sy

EWN A1302
AR R

JR 9V W R R
126 (AAN)

El A N | AN
B, FERR

A2

P, etk

150mg
1 I FE5E]

(0, 1. 2. 3. 4i#)
+4 R s.c.

i

< FREMEEHES >

R %k

Y ke Vg

H )

&5

FEEHCS)

AN F2305
55 M FHFRER

9 OHE R R
# . 37141

oy afk, K
B, 77 R
MR, MEATHER] L

Fohtk, e
P AN

<AL >
XX~ T

* 10mg/kg i.v.

A AN

Dayl. Week2, 4
<R B>
XX~ T
* 75mg s.c.

* 150mg s.c.
A AN
Week4 DARE,
24

43 [HIF

A

AN
S M AHRAER

F2310

i M HE kA
#2194

oy afk, —E
ik, 77 &R
AL AT P

<BAEE>
XX~ T

* 75mg s.c.

* 150mg s.c.

77 R

Dayl. Weekl, 2, 3, 4
<HeFsf 5>
XX~ T

* 75mg s.c.

* 150mg s.c.

77 R

Weekd4 A%, 438 FIF&E
54

FEf
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AR XSy

RS

b SR ITEx

RBRT YA

5

XSy

EX
S ILAH AR

H1301

50RO ME R R
#2306 (AAA
ate)

T X ab,
B, FEXHR

PE,

?’u‘”'*ﬁ

<EAKZEH>
XX~ T

150mg s.c.

Dayl. Weekl, 2, 3, 4
<R 5>

v XX~

150mg s.c.
Week4 PARE 43 R

14

A

s
55 AR ER

A2209

9 OHE R R
# . 60f1

Foa sk, &
B, 77 BR%
W AT AR b

<Part 1>kt 27 FX~7
+ 10mg/kg i.v.
77 & HRiv. Dayl, 22IC
&5

283

<Part 2>t/ ¥X~v7
* 0.1lmg/kg i.v.

+ 1.0mg/kg i.v.

+ 10mg/kg i.v.

Dayl. 22iZ#5

283l

sk
55 I AR ER

A2209E1

R HE R R
# . 396

FHEER, IR

<Partl, 2>
v XXvT
3mg/kg i.v.
43 FRIRR

14

s
S ILAH AR

F2314

R HE R R
# 226

S o2 6k, &
B, 77 ARt
W AT AR b

PE,

?’u‘”'*ﬁ

<EAKZEH>
XX~ T

+ 10mg/kg i.v.
77 R

Dayl. Week2. 4
<HEFFR G- >
I XxX~T

+ 150mg s.c.

* 300mg s.c.

77 R

Weekd4 A%, 438 FIFR
34

s
CAGEE

F2320

9 OHE R R
# 1 350031

F o afb, &
B, 77 BR%
W AT R b

<EAKE>
XX~ T

* 150mg s.c.
<AL

7T R

Dayl. Weekl, 2, 3, 4
<HeFrf 5>
XX~ T

* 150mg s.c.

77 'R

Weekd4 A%, 438 &
24

21




<X MpIEHE A 72 S 2o\ Al HE B 2% >

RBRXy | RBRES PIE I RERT A v H Y B 5 ERHX Sy
] B 4L [ H2315 XLz | 7o ab, | AR, Z48 | a7 T72—X LA
5 AR BR SAVREES | CEER. 7| M. BRME. | <EAEKSL : Week0~3>

MERARiJ655501 | T RRM, | PK IR X TEARERE BT XX

(A A A1341) AT Heiig ~7150mg % Dayl. Weekl, 2. 3iC

1A s.c

IR X TIBEARERE X
X~ 7150mg% Dayl. 77 &R %
Weekl, 2. 3IZ41H s.c

s TR AR 7T AR %Dayl.
Weekl, 2, 31241 s.c

<HEFFR S Week4~48>%3
CEARERE 2 ¥ X~ T 150mgE
4R CE1E s.c

- IEEAREHE A L

s TR T AR 4R T
1E s.c

<SRG : Week52~100>

T RTOWHHE : 150mg % 4 [HEIFE T
A1 s.c

24F

s 7 = — X

<AT7 T z— AL AR —>

c 7 ¥ X~ 7150mg % 4B MR T4 1
[Fl s.c

« 7 ¥ X~ 7300mg % 4R T 1
s.c

<Ay T xz—R) VAR E—>
cHFEMFTEZ XX ~7300mg% 4
IR CTA 1A s.c

24F

KI5 BERBIE
M1 A — b vV s 2 — B A O T R R

X2 I ORI FHV 7= i R AR
%3 2 [FILL Lo U7 kBE CRURAR 0> LHIE SN2 E . Week20 LIRRIE, EEM FTOE X~ 7

150mg HHSUIMFHERFE~DOUIE X 27 & LT,
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(2) ERPREREEAER

1) A 1 ARBR (A2224 RBR)
<%EA@%@%%%%%&Lk4y7wzy%&0%%%%77%y%@m
K92 >

SME R ER T 50 B (5238 25 f5il, 7T &R 25 f) ExfGL LT, B/ ¥
X~7 (BEFHELZ) 150mg OHEIR T 5% 15 HHIZA v 7L H D
7 Fr (RNELY 7 F o, 3 BOMEMA 70T W7 L AEO M EREESE
FrEt) MOHBEAREMNERE C (BLT, #EXHE) oxd o977 F 0 (KRG
(U7 F) BERELT-LXDOU I F L OEMELCICE 7 X~ 7 OBREM
EOZeEhzRat Lz, V7 FrORFMMET, TNEho T 7 F BT 550
IR L0 fE Lz,

A TN ROPEREY 7 F VISR LN HREOEEIX. B/ %
X THETTERHETRBRE T oT-, £o. AV 7N PR OB E
U 7 F R 2 08 B GRS R D HURm 2N &G T B L~V IZE L T
TR G DEIEHIZHONWT S, BV R X~THE T T B RECRBEE TH - 72,
LMo T, B XT3 A v TNV o FROBEEAE I T B U 7 F 4
FE% OPURDAERITHEE L7202 LR ST,

U F AR A BICA TN Y ROBIRRE Y 7 F RIS B b T iRE OBIE (A2224 #ER)

v XX~ THE 77w AREE A o 2
(n=25) (n=25) (fg{j'/\ ”é;b

n (%) n (%) ’

V7 F BREAER O 27N F T 7 F IR GROMEED | 20 (50.0) 0.00
5 LRRELLET X B HURM A AfE A L 1 5) : : (-0.19. 0.19)
RIS D 7 F L ORI (HLURAAS AR B L 1 5) 19 (76.0) 18 (72.0) o6 oon

) AFORNZI T D [SEviofit, Wi, BRErkfE) (o335
FAEEOHER, EE., fACEE73X~7 (Exliz) &L
T, 1[[300mg Z. #E, 18k, 2#%, 3%, 4 HRICEZ RS L,
DR, 4 BEROMB TR RS9 5, £z, KEICE Y, 18] 15,0mg % #
5452 E08TED, | THD, £lo. AFlo [BREMEFHESR, X RE%E
il SV RER I HERI R A ) It A HIER OV EIX, TEH ., A
Wik ¥ X~7 (GEfsfl#z) LT, 1\ 150mg %, #E, 1 #
%, 2%, 3%, 4 WEICKE TS L, DI, 4 BE OB TR TS
15, | Thb,
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2) ¥R T ARRBR (A2225 5ABR)
<HMENEEREGE SRS K O RE A xR & LR ERER~DE 7 X~ T D
O3 AR D >0
SMEFERERERE (84]) K OWMEAMLEERE 84 ZxfE LT, 7 %X
~7 (Bfa7Hf %) 300mg ZHREIE &G Lz L X ORERIER~DE 7 *
X< T DA N SR E R T o IL-17A. IL-17F X' b BT 4 7 =¥
VoREE, A—TrTua—~vAra =T a— g EE RO THREF LT,

- MIE R RO ERER P 7 ¥ X~ 7 RE

fREEEHERE I 7 X X~ 7 GBRIETHHLZ) 300mg ZHRIE TG Lz L &
T 7 XX~ 7 OMIEHIREICKRT 5 EERERTIREOEGIT 21.56%~23.4%
Thol, MRBEFICEFX~7 (BIEHEHZ) 300mg % BB TG L
Tl &, v XX~ T OME R ERECKRT 2 R EEVE R PR E OIS iki%
28%~39% TH V. &7 ¥ X~ T DRIE~D A TR E 12 b 0T
EBWNZ EDVURIE ST,

v XX T RGRIORZEMER T IL-17A JRE

Y XX~ T RGOS E R IL-1TARE %2, Y2 KA vF ELISA %%
W TREEBF OIRET L ORI OB RE . W QN RERBR A O 1E 7 7 K
TR LTz, ' %X~ 7 BHRIORLEEBRE OO K& E R O IL-17A
EEEIX 9.80pg/mL CEEIME) Th Y | Wi OIEFHZSH MK QMR D IE
IR RGN ORI CHEICE o7 (p<0.0001, FEEFRET
V),

c MEFR L OEERERTE SBT 4 72 21RE
Tt AR Bk 3 D 1E 5 7 B2 JE W DN B RE B E DI 283 B OFEIR S BB B 2 s 1) B R
EHERTOE hBT 4T 2y 2 BEARR L, £/, METE FET
S T 2 RE YRS K OIS CHIE LT, B XX~ TG
m@%ﬁ$%®&ﬁﬁ ﬂ$t%8747i///2%fi FERAFBIT R
AR CTHEIZE -7 (p<0.05, FEEZRET V) . WETEERERT
%3747I///2%Vﬁ\&5%8EEK?7%377%EW W e ~gE
L7z, — 5., @EHEREORERER e hpT 4 7= 2 BEE, T
TORITERERTHRIE TR (32.5pg/mL) Kl Tho7-, HEEEFOMmMEF© b
BT A4 T7xryy 2 BEOY Y XX~ 7 RGAMEIEEERE ICEEmL, K
VIR PR L RERIC R 5% 8 H BB TR B AL T,

3) MEAMES MAREAER (A2102 #5R)
<HMENFCRERAT 2 )5 & U T T el etk >
%EA%%%%%GW%%%&LT\?7%?77(ﬁ6¥ﬁ@2)&mkg%
HEFIRN B (B GReRE - 2 WEfE) L7z, BeG#% 4 BB OREE S
ZHLLTF @O Th17/1L-23/1L-17A &S 7 HOnd iz 20 Th, mRNA %Fé
BRI IR LR L7 F X~ TR GHTHEICED LT,

3 Th17/IL-23/1L-17A ¥ EE 5>+
< IL-17A FEAMM (Th17 #M) Bkosy+ : IL-12p40, IL-17A, IL-17F, IL-
21, IL-22. IL-26
< IL-17A ROSTERIBEE ROy 7 : KRT16 X U'DEFB4 (B h3T 4 7= P> 2%
a— N3 5EET)
- Th17 MikaO#E B & {85 %47 : CCL20
- Thl ffaHRDSF : IFNy

W) ARFNORANCBIT D [SE g, mErkpamis, IBEMEEE (oxt4 5
%&&Uﬁ% MlHE ., A it7#;v7(Lﬁ%ﬁ@z)eL
<. 1E3mmg% MEl, 1%, 2#%k, 3%, 4 BEBRICKTHRE L,
DR, 4 BREOMBE TR TREGT 5, £/2, KEICEY., 1[0 150mg % #
5352 ENTES, | ThD,
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(3) AERNERAER

A6 T AHERER (A2102 #X5R)

R4

Phase IIa single-dose, randomized, double-blind, multi-center, parallel-group, pla-
cebo-controlled proof of concept study to assess the efficacy, safety, tolerability, and
population pharmacokinetics of AIN457 in patients with stable plaque-type psoria-
sis

HHY

PR TR O RS & AT % WHB & & XTI, ¥ 7 % X~ 7 & BT L
o & & DA & TARII RIS 5.

RBRT A

Zhiax kR, 72 nfb, THER, 7T AR HERRG ] WATHER

eS|

KIE

POES

185k LA L9 LL F D, PATFIC LV ER SN D PEE XX EIEDOWE A H 3 25 B
- PASI 227120 1

- IGAZ a7 3L |

- RS AT 5RO A E R A BSAD10%LL 1

ML - &

TG Z L T OWTNAOREICL : 1D T U2 2E ) £+ LTz,
B XX~ THE BT F X~ T 3mglkg & HnlIERRN 5
I REREE . TR A EEBIRNE S

- T MMeERE S - 36M (£ RE18H)
- SRNTHCBREEL - T v X ME S Tt G AR 3611 ., A R MHEARAT )R EER 3661, LA
PERRHT o G AR [ 36451

F 5]

A7V —=v78 &R 4B, I6EH 1280, BESY 1486

P

TENEH : Week 4OPASIA a7 KLONGAR 2T D_X—R T A v D[RR

MRt T

PASIA =27 : Week 2, 4. 8, 12 OPASIA 27 K OPASIA I T DXR—RAT A NG
DONH)EALFEZ2FH L, WilcoxonEL R E & VB 7 ¥ X~ T#EL 7T Rkt % %t
e R By

IGAZ =7 : Week 2. 4, 8, 12 DIGAZX AT DR—Z T A L InEDOEAIZKTT 5%
BREBKE NEESZR L, PearsonDh A “FBEXHANWTE I X~ THLE TR
ﬁﬁaﬁ’f‘\ttﬁfi L/f:o

A DRGSR

TUBEIMEENTZTRTCOWBRE (7 X~ 71861, 77 BREE18H]) 2 iRER
58T Lz,

AREM T, FEhOTEHM (SD) 1£50.8 (10.37) %, B (66.7%) K UH A
(94.4%) OHRE N ZHEZ EO 7o, RELOBMIOFEXE (SD) X, TiLEi
98.89 (25.492) kgl 1*33.38 (9.000) kg/m2TH -7z, X—AT A > DPASIA =27
O-HfE (SD) 13t X~ 78185 (8.7) . 77 AREE183 (8.1) ThoT-,
IGARXR =27 X, B ¥ X~ 78 T4 (FHE) 27.8%. 3 (HPEE) 72.2%, 77 2Rt
TH5 (FKEFE) 5.6%. 4 (FHEE) 27.8%. 3 (FEHEE) 61.1%. 2 () 5.6% Th -
Too 72N OFEEF SRR R OVR BRI, B G RER RGBT DR o T2,
PASIA 27 DRX—RF A G DWHELHET, Week 2TIE, B F X~ T7HET
—49%., 7B HREET-6% (LLT., FE) . Week 4TiZ, —58%. —4%. Week 8TiZ,
—64%. —6%. Week 12TlE, —63%. —9%TH V. WTNOFHEILSTH 7 7 REEL
i LT 7 X THECAH R o 72 (T3 Tp<0.0005, Wilcoxon/EZFIFRE)
Week 2. 4. 8, 120IGARA 2T N_X—RF 4 10 1L B UT-giE 0B &513%
nZEn, 7 %X~ 78 TIiE66.7%. 83.3%. 83.3%. 83.3%., 7 7RI TIX
11.1%. 11.1%. 22.3%. 22.3% CTH VD . WITINOFHER S TYH 77 BAREE L il L T
T XX~ THETHEIE 572 (T3 Tp<0.0063, Pearson® 1 A _FkiiE) .

PEDRE R

R
i

HEFREHMEE T, 7 X~ T7HT50.0% (918%1) . 77 & HREET44.4%
(8/18f) THHoTz, ERFEFHIL., B/ XX ~THTIIES., LFa L A 7a—
SV, I R Y U U KB, fuh 7 R ooBEsE I, i E (26, 11.1%) T
HO. FITERETIEMT N VY RN (26, 11.1%) Th-ol-,

B DA X2 o T2,

HELAERFRII, B X TROWNZ D o MPELARENFH Lz,

BHH IR E S B EFROREIL R0 572,

) AFNORNCERT D T3E i, wRErEEIEi R, BREMEREE ) (ST 2 HELAOHER, TEE. A
Witk 7 ¥ X~7 (GBHfaz) & LT, 1[H300mg 2., @A, 1#E%, 2%, 3%, 4 BBICET
BEL, DB, 4 BOMBTE THRST5, £/, KEICXY, 1[0 150mg 25975 LR TE
%, 1 THD,
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(4) HREERIEAER

1) AERGEEAER

EIBs L [F S T FEEABR (A2211 RBR) ©

A4

A randomized, double-blind, placebo controlled, multicenter regimen finding study
of subcutaneously administered AIN457, assessing Psoriasis Area and Severity In-
dex (PASI) response in patients with moderate to severe chronic plaque-type psori-
asis

HHY

T ASEE ST BIE O SR IE RS 2 9 D Rolig BH 2 RIS, 51218 OPASITH UG
ZEREE L, B2 XX T ORTRGICED3MEDOENFRIEOHIWEEZ T T R &
S %,

REBRT A

Shiax kR, 72 a b, TEHER, 7T AR WATHER R

eS|

TR, KAV, TAAT R, £ AT7xT), BAR, /Ay x—, KEH

PSES

18 L Lo, LIFIZ X 0 ER S D PEIE X EIE O 2 A5 5 B
- PASIZ =7 23120 |

- IGAZ a7 338 |

- JRER IS 2 AT D RO IR A I AE A BSAD 10% LA

ML - &

-
FEZBEHRTE LT, @EERE L, T4 >0 GHOWTINC1:2:2:1

DTT U Z LEY T LTz,

- H[a[$# 58 Day 1127 ¥ X~ 7150mg% X T 5

- A1 A 58E - Day 1, #5454, SlH%ICE YV ¥ X~ 7 150mg4 FZ &5

- BHNERER 58 - Day 1, & 51, 2, 4% E 7 ¥ X~ 7 150mg% L F#& 5

- 77 2AHE  Day 1. %51, 2, 4, SHRIZ T 78R LK TG
Mersfe 511
ARG O® 7 XX~ TREOPASITA GBI E 7 > % Ak L, [ & [H g 8 5-
150mght X IL FFE B ARR 5-150mgRE D W21 : 10 TE D A1 Lz, EHA
B G DT T REEOPASITSGHNE T 7 v R G2kt T 5 2 L & Lz, EAK
5D PASTER 5y SIS B K ONPASIS0FESGHIIE, FEEREGRE L LT,

- [EE MR 5-150mehE : 512K D24 % I1Ct 7 % X~ 7150mg % 7 F#%5-

- RS BRALAIRE B 5-150mght « HLE RBERHC RGBSR b -G (PASIA 2T
DR—=R T A NE DR RKEEIRED UL LB KON T-RER) (277 ¥ X<7150mg
g A

« FTRREE  BE12R 4RI T TR E R TR

- FEERBEERE . 7 ¥ X~ 7 150mgx 4A IR T E-321f% £ TR M5

« T UK MMUBBRFE L 404451

< ARG OMITERE S . T 2 F DML SN TR RE 40451, e K OREAT S5
4041, 224 EfRMT X G2 R 40445

- MERFE G ONT IR E S - T X MM SN T RRERIZTIRI, e K DN RS 4E
3791, ZZaMEMATF G4EH 37941

5]

A7V —= 7 W4 H, ARG H12E], MR G 2008 [, #EIZ1218

BN DS B

T U E MM SR (40451]) D 5 B 38061 (94.1%) MNE ARG ETET L
7o BAFLGHNEER Z Bk U 7- B E OIS I XEER GRETT.6% (5/6661) . H1
[ 58 T2.9% (4/138%1) . FWlHEki i 5 #E T4.5% (6/133%1) . 77 BAREET
13.4% (9/676]) Th-ol=, 77 VAR CHRFEGHICBAT LoHBRE 1T W e o
7o MERFREHNCRAT LIWBRE (37961) » 5 b, 32161 (84.7%) M5ET Lz,
BABGWOLEKER T, FloFEHE (SD) 1344.1 (12.44) w%. B (75.7%)
LOAN (87.4%) OWBRENZHE Dz, (KEKOBMIOFEEE (SD) 1%, %
NEI., 93.1 (24.12) kg, & 130.5 (7.42) kgm2Th 7=, X—A T A > DPASI
A2 a7 OFHE (SD) 1£20.3 (7.99) T, WAHMEIX22.8% Th o7, IGAZX =T
L. 5 (REE) 6.9%. 4 (FHE) 47.8%. 3 (FHEE) 745.3% Thol-, X—RA 7
A VEFICPsADERS S VTR E 1311161 (27.5%) Tholc, 7R TRMED
Bl NEN-o T2y (HEBRG#19.7%, A 1R 5#24.6%., FHIEGHRG8E21.1%,
772 AREE34.3%) . FOMh, FER N OFFHFFHE R R — R T A ORI $E
G CARBBI A DN o T2,
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A PEDRE R

B 5121 %% OPASITS S HIE, HEH 5 T10.6%. H1R# 58 T42.0%, FHH
Bt GRETH4.5%, 77 EARRETLS% CTh o7, RG5O 1R 5850
PASITSRUSHIL, 7T AR LI L THEICE 2 > 7= (W i1 Hp<0.001. Dun-
nettfR i) 2. HEIEGHETIE., YOI BRI LAEEZIXRD LN Lo T
(p=0.225, Dunnettf&€) .

B 5-20~ 281t O WM H OPASIT5 UG, [ E MR G 150meght T84.6%., FF¥
BALAIRF B 5-150mght T67.2%., IEEME GHET46.2% TH VD . HRBALGFRE 5150mg
BE &bl U, B E R 3 5-150mg B CAH B2 @D - 72 (p=0.020. J& 5l CMH %
E) .

#5120 DIGAAZ 27 DOXIT1I~OBGEERIL, HE G T4.5%, A1EERGHT
22.6%. FHIHEGRKGRET37.1%,. 77 B ARETL% Th o7z, FHIHEGERGHEL )
H1EESHENTRICEBW TS, 9B RBELHBR L THEICE T2 (WTFiLh
p<0.001. EHICMHKE) .

LA DB

ARG OAERGEBUFE L, HEERG5HT62.1% (41/66%1) . A1EEGHT
65.9% (91/138%1) . FHE & 58 T66.9% (89/133%1) . 77 EAREETT70.1%
(47/67%1) THVO ., FTEREETEN ST, B XX T RECTR OEDBHEE N & -
AHEREGIIRFEER THY . WRWTEHE., wE, FRERRETH- T,

HEFF GO A ERHGIRE B 1T, BEEMBHR 5 150meht T66.2% (43/65%1) | FF
I B LA 5-150mghf T64.2% (43/6761) . IFEMFKG-HET67.6% (167/247%1) T
Ho, FRETH-T-, [EEMREES150mght & O3B 5 150mglf T b
FHBUBHE N o e A EFRITEMEIAR T, IRWCHRE, mILE, R, P Th
V. IEERBERECITEINESR ., RO T ERERY ., FoRE. JER. TabE. BIETE
HoT-,

L DRI R o T,

ARG OBEE A EFGORBUFEIL, HEIEGE4.5% (3/66f4]) LU E
HBE4.5% (6/133%1) THY . A1EE5RE2.2% (3/138%1) KO T & REE1.5%
(1/66%1) XL boTNTENP-Tz, WITNOERGEEG2FILL E TR LI-EERAE
BRI T,

MERF RGO EE SR AEFSRBMAEE X, T M5 150mght T6.2% (4/65
) | FREBHAAREE 5 150mghE T3.0% (2/6741) | IEEME G T4.9% (12/247
Bl) ThHolze WTHNOBEEEL2FILL E TR LZERIT o7,
MABGMORE R IR - -G EFGRBEE L, BE#E 5 T1.5% (1/6641) |
R 5/ET2.3% (8/133f) . 77 BARRETLS% (1/676#]) THVH ., A1lFEH
BRETIIERO bR ho Tz,

MEFF I G W OB G R ILICE > e A EFRRBBBE T, FIH R 5 150mght ©
3.0% (2/67%1) . IEEMBTEEET3.2% (8/24761) TH V., HEEFERE150mght T
RO LI o T,

) AFNORNZERT D T3k, wRrEEEik, IREMEREE ) (ST 2 HELAOHEIR, TEE. RA
Widkt s ¥ X~7 (BT Z) LT, 18300mg . #E, 1%, 2%, 3HEE, 4 BEIZKET
Beh5 L., U, 4 B OB TR FT&RET S, 72, KEICED, 1 [0 150mg 2% 5352 LN T

%, | THD,
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[EIBS L[5 AR (A2220 #BR) ©

R4

A randomized, double-blind, placebo controlled, multicenter dose ranging study of
subcutaneously administered secukinumab (AIN457), assessing Psoriasis Area and
Severity Index (PASI) response in patients with moderate to severe chronic plaque-
type psoriasis

H HY

PSR S TR O R LS & A % Wl & kU, 5 1208 1% O PASIT5 U
AHRIEL L, £/ ¥ X v T O3 (25, 75, K U50mg) TOH 1EIEE FE KO
25mgHAI S TGO EE T T A L T 5,

RERT A

Siaxdtlrl, 7 ¥ nb, “HEWR, 77 B AT EGUR

eS|

AR, =A =T, JhET, TAAT R, hF&, XEH

PSES

18ELL ED, LITIC L0 EFR SN D FEIE X IXEIEOWRE 2 A7 5 8%
- PASIZ =7 781204 |
- IGAA = 73384 |E

JRHER R 5 % AT 2 R OIR A HFE A BSAD 10% L4 E

M - &

FEZBRIR L LT, HEERE LU TO>ORGHOWTAMNIL:1:1:1:
1DTT & DE Y fHiF LT,
- 25mgHLAIF 58 : Day 11C® 7 ¥ X~ 7 25megZ 2 F#% 5L, #5454, %I
v ARER TG
- 25mg 3[EEEHAE - Day 1. #6454, SHkICE Y ¥ X~ 7 25mg% & F#& 5
- 75mg 35/ : Day 1. #&54. 8HKICE 7 X~ 7 Tbmga K F &5
- 150mg 3[E#% 58 : Day 1. # 54, 8%t/ ¥ X~7150mg% & F# 5
- 77 1AREE  Day 1. #5454, SERIZT TR TR TS

< T X IMEERE S 12501
- ERTHEERE L« T X MM SN T kIR ER 12561, R K OfENTHGER 12661, &
EMEMEAT AR 12561

F 5]

A7) —=V 78 RFE4EME., BFE 12080, BREBSEY &E24HEM

R H

TEMEE %512 % OPASITHM R

MR FI5

B K DM 2 /5210, B 5-1238 1% OPASIT5 UG R % MUl K& VA E % J&g 1)
K+ &7 2R CMHMEIZ &V T LT,

BN DS B

T Z M SR E (125651) @ 5 HT78H1 (62.4%) NRBREZE T Lz, RR%E
Wk U 72 R O EIA 12 25mg LRI B 5 RE T51.7% (15/29%1) | 25mg 3 [EIEHAET
38.5% (10/26f1) . 75mg 3EKERET19.0% (4/2141) . 150mg 3[E1FHEET25.9%
(7/2761) . 77 EAREET50.0% (11/2261) TH Y, 25mg HEFELGHELOT TR
RECHUE L7 kBRE OFIG 0 @m o T2,

PREM T, FEEOEHE (SD) 13459 (12.07) . B (72.8%) KUOHA
(76.8%) DOWWERE NS5 % Hd -, KELOBMIOFEHE (SD) X, £1£189.6
(20.84) kg K% 1129.4 (5.96) kg/m2 T -7, X—A T A DPASIA =17 O
(SD) 1¥21.0 (9.10) T. BSAICK T 2HMEAEMOEIS (LLT. WA 1323.5%
ThoT,

IGAR = 7%, 5 (REME) 4.0%, 4 (HE) 352%. 3 (F¥HE) 60.8% Th -7,
R T A VREIZPsANHERS S V-9 BRE 132401 (19.2%) Th o7z, £/ AOFE
FHVRFME R OVR BRI . B GHER CRBEII A oo T,

#5128 % O PASITS I 1%, 25mg [\ 5.7 CT3.4%. 25mg 3 A& 58 T
19.2%. 75mg 3[E&H5HET57.1%., 150mg 3K ERET81.5% TH V. HEIMRFENIC
mL frol,

P 5512 % OPASITH S ERIL, 7T5mg SEI% G-, N150mg 3EIEG-HET, 77 &R
FEL B LTI bAEICEN > (Z21E1p=0.002% 'p<0.001, J&HICMH®
E) .

PASIOF R K OIGA A 2 7 DO T 1 ~D K ERIL, 150mg SEHFEGHORLT T+
REEE W LA REIZE -T2 (ENZ11p<0.001 % Vp=0.005, EHICMHKIE) .
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LM DR B

HERERGRBEMEE T, 26mgHial# 58 T75.9% (22/2961) . 25mg 3H|#&% 5RE T
73.1% (19/26%1) . 75mg 3[EI¥& 5 T76.2% (16/2141)) . 150mg 3[E#% 58 T
88.9% (24/27#1) . 77 AR TT2.7% (16/22%1) TH V. 150mg 3[R G-HEThi
bEnole, B/ XX THETRODBEBEN R ST AFEFRGIILMTHY . KW
TEMHIAZ, FRGEEYE, . &R, miE, RISERTH T,

WX, 77 B REEO LG CTLIHEENRE ST,
HERAEFSHEBIEE T, 26mg 3RIBGHETT.7% (2/266]) . 75mg 3[El#& G-HET
4.8% (1/2141) . 77 BHREETI 1% (2/2261) TH Y, 25mgHilalf 57L& U150mg
EF GHECITEE R AERFRIIBO LN o7, WITNOERERE 260, ETRA
L7-EERERIT o1,

WHHIEICE > - AEFGRIMEE L, 25mg 3K 5HT3.8% (1/26f1) . 150mg
3EHHRET3.7% (1/2761) THY ., TOMOKEEGRETIIRD bed o7z,

) AFORNCERT D T i, wRErEEIEi R, BREMEREE ) (ST 2 ELOHER, TEE. A
Wikt 7 ¥ X~7 (GBaHfiz) & LT, 1[H300mg 2. @A, 1#E%, 2%, 3%, 4 BBICET
BE L, DB, 4 BOMBTE TRST5, £/, KEICEY, 1[0 150mg 25975 LR TE

Do 1 THD,
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WSS TARRABR (A2212 :&BR) 7

R4

Phase I randomized, double-blind, multi-center, parallel-group, placebo-con-
trolled multipleloading dose regimen study to assess the safety, efficacy and dura-
tion of response of AIN457 in patients with chronic plaque-type psoriasis

HHY

« Week 1200PASIAZA 7 DR—ZA T A UL DEELZIEEL L, B/ XFX~7 DA
G- D% HERE L 77 BRI THl T 5,

+ Week 56 F TIZHIE Lo T RE OEIG 21 7 X X~ 7 O/AMBG O% H &R
Hchid 5,

RERT A

Siaxdtlrl, 7 ¥ nb, “HEWR, 77 B AT EGUR

eS|

KE, B FF

PSES

18 LA E655E LA T D, LATIC L 0 ERE N D HEIE X ILEIEO T2 A3 5 BH
- PASIZ =27 781204 |

- IGAA = 73384 |E

< JRER B AT AR RO R A A BSAD10%LL E

ML - &

TSR 2 LT D40 DB GHEOWNTNNT, 3:3:3: 10OLTT VX 2E D 11
L7,

 3mg/kg B [H 5/ : Day 112 7 ¥ X~ 7 3mgkgZ RN & 5% . Day 154
Day 29137 7 & & % H R N 2 -

- 10mg/kg Hi[m £ 5-8% : Day 112& 7 & X~ 7 10mg/kg % i lkIN# 5%, Day 15&
Day 29137 7 &R & § RN &% 5

- 10mg/kg 3[A1E5-#f : Day 1. Day 15 O'Day 2912 7 % X~ 7 10mg/kg % # kN
5.

- 77 %R Day 1. Day 15} ('Day 2912 7 7 & R & EllRiN &% 5-

- 7B MMesERE S 1304
- ENTHESRE L« T X ML ST KRB 13001, 22 MEAREAT )RR 10061, HY)
BN REARAT F SR 951, 3K ) FMRMT kT G4 [H 94451

P51 ]

AV —= T HE28HE., X—RA T4 UH 1~3HM., /REM 200 M., %BEi
1 521 M

A

LHAGIEE : Week 120PASIA 27 D_R—Z T A L )b DOELE, Week 56 TIZ
B Lo I-BRE OBEIG

MR AT 1%

) SR B AE M & %521, Week 1200PASIA 17 D_— R T A LB DI
2% . WilcoxonEfZFIHEZHWT, B X X~T L 7T BAREEN Tl L, &
Lo oA OFEIE 1L, Fisher's exactii T2 AW T, &7 & X~ 7R CHER
L7,

A DRE R

LEVERRAT RGN (1006]) @9 b, 626 (62.0%) NRBEZ5ET Lz, lBrah
1 L7 E 0BG 13, Smg/kgHEIH 5-#£46.7% (14/3061) . 10mg/kg H[Al¥ 5-#%
24.1% (7/29%1) . 10mg/kg 3F#% 5-#£38.7% (12/3141) . 7 7 EAREE50.0% (5/10
) THO., FIERBETEbEN>T .

PEEH T, EWoEBE (SD) 1%43.8 (11.09) . B (80.0%) M ONE A
(98.0%) DOWERENZH A Hi-, KEXOBMIOYYEE (SD) X, £ £196.01
(24.151) kgh (*31.58 (7.654) kg/m2TdH>7-, L7 NAFEHAAREIC, BERER
TARBBII R SN0 T, N—AT A4 L OPASIA =27 O fE (SD) 13£18.83
(6.972) Tholz, IGAZR=a 7L, 5 (KEE) 3.2%. 4 (HE) 34.0%., 3 (H%
) 61.7%. 2 (BFE) 1.1% Th -7,

R—=2 7 A OPASIA 27 ONVYEIEHE G THEEIL TV . 3mg/kg Hnl& G54
T19.00. 10mg/kgH[A#% 5-#£CT17.65. 10mg/kg 3% 5 T18.93, 7 AT
20.99 Toh o7, Week 12 DPASIZ a7 DR—ZF A D OB &L,
3mg/kg HLAIEE 5RE, 10mg/kg HL.A1E 5-8E, 10mg/kg 3RIEEGRE, 77 B ARBET, £
Zi—-12.46, —-13.35. —18.02. -4.18 TH V. 10mg/kg 3MIFEHEHE TR H KXo
7o B XFXTOWTHOHEEGRETHPASIZ a7 O EIL, 77 B RERCEE L
THEICKE o7 (3mg/kgH [\ # 5 # : p=0.020, 10mg/kg H Bl & 5 #f :
p=0.008. 10mg/kg 3MaIF5-4E : p=0.001. WilcoxonlENZ FIFRTE) .
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AN DRER

BB 5557 5 Week 56F COHARNCHZE Lad o Io4BRE OEI& X, Smg/kgHiA|
BeGRE, 10mg/kg LRI 5-8F, 10mg/kg 3EIE G TENE12.5%, 22.2%. 27.8%
T oz, 3mglkgHBIEEGHE L 10mg/kg BRI G-HEO Lz Tl Week 1211 Week
56 TOWTIORHIREATH, I L7220 o 7o R OFEIA1X10mg/kg B8] B 57
TR TN, AR R CHREBNCA BT b v o 7o, —JF . 3mg/kgHi[Alf
GRE L 10mg/kg 3[E1# G- RHEM Tk 3% &, Week 1204 Week 56 F TO U T AL DO FEAM
FEARLTH., B Lo 2#BRE OFI G 1X10mg/ke 3R G TR <. Week 14~

eek 40D & FEAMKE ;L CREMICH B EZDRE O H vz (p<0.029. Fisher's exactfi

) .

rE

PO FEF

R
i

HERGRBFE L, 3mg/kgH Rl 5#£66.7% (20/30%1) . 10mg/kg H[a] 5 57
86.2% (25/29%1) . 10mg/kg 3[AI#:5-1#£83.9% (26/3141) . 77 EAR#E30.0% (3/10
F) THY, TITERBLEKRL T X7 HETEHEL., £/, 10mgkg HEFY
HThRbE»oTl, B/ XX~ THTCHRIBMENE N> AEFRIIRNHEARTH
. WNTEME, FREEYE, R, 1o 7L Thotz, FBLEDOREILARD
277,

HE LA EFEREBUEL 1X3mg/kg HE & 51£6.5% (2/30%1]) . 10mg/kgHi[al$ H5-7f
10.3% (3/29%1) . 10mg/kg 3 [EIFE5#£6.5% (2/3161) THH7=, WTNDOESED
2L E TR L - EEREFEFRII -T2,

WHPIEICE > T-AEFSLIT. 10megkeg SHEEGHETRODONIZEROHLTHY . &H
ERAEESL LTRSS,

W) ARAIORNCE T D [Saihit, R, BErEi (x4 2 AELOHEE, @, RA
Wikt 7 xX~7 (GEiEHEfaz) & LT, 11 300mg 2., #lal, 1#@%k, 2%, 3%, 4 BEICET
WhH L, UK, 4 BROMBE TR THST 5, £/, KEICLY, 1 [\ 150mg ZH 5752 LR T

50 J -(“&)60
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EB L FEE AR (A2302 3BR) 5

R4 A randomized, double-blind, placebo controlled, multicenter study of subcutaneous
secukinumab to demonstrate efficacy after twelve weeks of treatment, and to assess
the safety, tolerability and longterm efficacy up to one year in subjects with  mod-
erate to severe chronic plaque-type psoriasis Efficacy of Response And Safety of 2
Fixed Secukinumab Regimens in Psoriasis (ERASURE)

H i WA AT ESE O R S & A T D iiE (S0 MR & OB S 78) B 2t
G2, Week 120PASI7T5UE K NGAA 27 DOXIFI~DKFELFRELE L, B7 %X
77@7°? BRI D EE A GRS S,
BT A ZhiggLEl, 7o b, ZEHEMR. 77 BRI, WA THERH HigaliR
FE i [E] KE, TARTF L, AFH, a7 TAR=T TAATU R, A AT T
Ny BAR, ZhET, UV RNT=T, Axva, BB
PIE S 185 LA LD PATIC LV EFR S5 PEIE T EIEDORRELY H T 5 8%
« PASIA 27 71201 E
cIGAX 27 N30k
- JRER IS AT DO A HAE A BSAD10% LA
AL - & WA PR G 2 150mehE. 300mghf. 7T B RBEOWTNNIL 1 1Dk TT V& A
F AT LTz, 77 B AREECTWeek 120 PASITSIESUEHIIE, B A, 150mghf I
300mghfiZl : 1O TT X AEID fHiF Lz, BT EREOfERIA 113, Hildk &k 0K
., AARABERE TIEPsAO A S JERIK 1 & Lz,
150mg#E & R300mght : &7 F X~ 7150mg X 1£300mg% . 1[5 DHE C4:8 51|
BT %, 4 ME CWeek 48F T F# 5
PR AL « T B DEHRERE S 13815
- bR K
AL G 0 7 F MME ST R GEETI8BI, B R ORI REMT3THI, e
Hr et AR 737451
MERFB G- - 7 v & AL ST G EE[IT2201, B R OMRHT IR T2101, 22 VEfE
Hr et G4 16981
RG] T X MM ST REF TSN, B R DNt GAE 73761, 2 VERRT
T RAEMT374
e b 27 == 7H 1~aH, EARGH 120EH, MR 40N, HEREH 8
TR
B FEFHEIE B © Week 120DPASITSSUGEH S OIGAZ 27 DOXFT 1~ DR
e E AT T 15 R DFFEHT R & %P5, Hillk k OMEE 2 @RI R+ & 32 @RI CMHM E 2 v
T. Week 120DPASITSGHR K NIGAA 27 DOXII1I~DWFERE T F X~ T D%
HERE 7 TRt 2 5 Lz,
A DRE R T oA MME SR (73861) @5 B 70061 (94.9%) MEAEGHATET L

7o BAFGHZ I L- B OIS, 150mght T6.1% (15/245%1) . 300mg
BET2.9% (7/245%1) . 77 REET6.5% (16/248%1) THo7-, HFFKR GO T
E‘Afhéhf:ﬂ%%ﬁ 86.3% (623/72215]) DOHERE DHERF G A 52T L,
150mg#f K ON300mg #f THERF P G- Hc Ik L 72 9B o Bl &1L, 2 111.8%
(29/245%1) % 119.4% (23/245(1]) TH -7,

ARG W ORRERN T, FoFEHE (SD) 1345.1 (18.13) k. FHE (69.0%)
KOEN (70.2%) OWBRE NS A iz, KEKLOBMIOYEE (SD) 1. £h
Zh88.55 (23.802) kg 1130.13 (7.285) kg/m2ThH 7=, _N—A T A DPASIA
a7 OFE¥ME (SD) 1322.07 (9.382) T. PASIA =7 2320% M 2 5 #BRE OEIG 11X
45.3% T - 7-, HWEHMIL31.9% T > 7=, WEEOEIE L, EHIE69.5%. TEIE
30.4% T -7,

IGAA 27134 (FEE) 36.9%. 3 (FEE) 63.1% Th-oTo, N—RAT A VHHIPsAN
fifeid énm&’%ﬁ% 117161 (23.2%) Th o7z, GBABGH O N OREEHFRRE K OYE
BRI, BESRER TR A DR o T,

Week 120>PASI 75 ROSFHIE, 150mghf T71.6%. 300mghf T81.6%., 7' 7 &A#ET
45%THV, 7T BRBEE B L, 150mght % 300meht THEIZEm N> T- GHIEE
#p<0.0001, BHICMHMEE) .

Week 12D IGA A 227 DOX X1 ~D W FEHRIL, 150mgHf T51.2% . 300mg#E T
65.3%. 7T EREET24% TH Y, 7T HREEL il L, 150mght & '300mght TH
BlzE»o Tz (5% 7#p<0.0001, EHICMHBE) .
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Week 12 (Z351F % PASI75 Soin X1 PASI9O0 S

Week 12DPASI 90/t 1%, 150mghf T39.1%. 300mghf T59.2%. 77 EAREET
1.2%ThH Y, 7B ARBEL KL, 150mght & N300mght CHEIZFE D -T2 R
#p<0.0001, JBRICMHMEE) .

Week 12D PASIT5/90 K%, KL ONGAAR 27 DOXIF1~DLERIT, WThb
150mght & Lhi L. 300mghf ThUGHR T Em RN E D> T2,

Week 12 CTPASIT5RUG, XUFIGAA 27 DO XTI ~DUENG LT E A L OWERE
T, Week 52 TG IS EN R S 4172, Week 12D PASIT5 b TDWeek 52D
PASI75RUGR 1T, 150mght72.4% (126/174%1) . 300mght80.5% (161/200f%1) T -
72, Week 120DIGAZE#HITDOWeek 52DIGAA 27 DO XIL1~DEZRIL, 150mght
59.2% (74/125%1) . 300mg #£74.4% (119/160%1) ToH ~7=, PASIT5EZ KL OIGA
AT OOXITI~OUFERIL, WI D 150mght & bl L300mght Tl Y @hoTz,

N BEMZE[95% EHE X ], plif™
300mg 150mg 7 7R
300mg 150mg
PASITS 81.6% 71.6% 4.5% 77.2[70.9, 82.4] 67.1[60.1, 73.3]
(200/2454) (174/24311) (11/2461) <0.0001 <0.0001
LAREM P P
PASI90 59.2% 39.1% 1.2% 58.0[50.3. 64.7] 37.9[29.4, 46.0]
(145/245%1) (95/243%1)) (3/2461) p<0.0001 p<0.0001
PASITS 82.8% 86.2% 6.9% 75.9 79.3
AAA (24/29%1) (25/29%1) (2/2961) [53.4. 90.0] [57.7. 92.2]
4RI PASI90 62.1% 55.2% 0% 62.1 55.2
(18/29%1)) (16/29) (0/29%1) [37.2. 80.3] [29.5, 75.0]

FTAR e R BB e O kB & & A, FEROES & U TR
SEHUB R OMAE  (90kg ATl 1% 90kg LA 1) % & & L7z Cochran-Mantel-Haenszel 1 &

LA ME Dk B

AR GEWOAEFRRREMEE T, 150mght60.4% (148/24561) . 300mght55.1%
(135/245%1) . 77 BAREE47.0% (116/247%1) THV ., TR L L T
150mgh¥ K N800meht Trihro7-, 7 ¥ X~ 7 HECREBEN K b S A ES
GUIRMHIER TH Y . W THN, EROERRY. £ 98FE, KOO EREERK CH -
2o BEGHEFVOFERELREIMEE L, 150mgH o (150mght V7 T & K-
150mght & & L7=#E) T81.3% (287/353%1) . 300mgffF&#E (300mght L N7 Z
T AR-300mght A JFA L7BE) T81.9% (286/349%1) TH V., FRE THoTz, 77
Y ARBEOF EFSIEIME L, 50.2% (124/2476]) TH -7,

DG Lo T2,

RGO BEE A EFSIEIMEE X, 150mg A T5.4% (19/353%1) . 300mg
OFERETH.4% (19/349%1) . 77 BAREET2.0% (5/2476]) TH-o7z, WTHrOHK
HRECBILL BB L EE A EFHSI150mehE THURIRE (261) . 300mght T
fitize (2B]) TH-oT-,

RGO G R IEICE ST AEFEBBIHEL T, 150mg(f A5 #ET5.1% (18/353
) . 300mglf & HETS3.4% (12/349%1) . 77 EHREET2.0% (5/247%1) Th-o7-,
Week60 T DI A5 BUEE 1%, 150mgPFA#ET32.2% (79/245%1) K 1'300mgff
ERET27.3% (67/245%1) ThoT-, EREWEAIZ, 150mglftE#E Tl EMHEEZR4.1%
(10/245%1) . EXGERKY3.7% (9/245%1) . 300mgff & #f ik E%GE K Y 2.9%
(7/24561) . * D FERE2.9% (7/2456%1) TH 7=,

HEDE AL G W KORG8 (Z > & Ak H5Week 52 % T)

2 BB % 5 1 Week60 £ T(603 O [H])12150mg X 1£300mg % —F TH G- S
T BE Z TN EN150melFa e, 300mgffFAaft L L, EERICR G SN GREBICE
L7,

) AANORANZIT D T, FmErERaaEi 4
WZide s ¥x~7

B L. Dk, 4
%, 1 THD,

W ORI TR FRE4 5, £, EICLD,

PRIEPERCHE ) (o9 A AR OV EIR,  TEE. A
(BE7fEfz) & LT, 1[F300mg ., #lEl, 1#%, 2%, 3%, 4 BEITKT
1 [l 150mg #H 5352 LN TE
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M/ AR EBR (A2303 #BR) ¥

R4

A randomized, double-blind, double-dummy, placebo controlled, multicenter study of
subcutaneous secukinumab to demonstrate efficacy after twelve weeks of treatment,
compared to placebo and etanercept, and to assess the safety, tolerability and long-
term efficacy up to one year in subjects with moderate to severe chronic plaque-type
psoriasis FIXTURE (Full year Investigative eXamination of secukinumab vs.
eTanercept Using 2 dosing Regimens to determine Efficacy in psoriasis)

HHY

HEE I EE O RN B = A 1 D i 2 %5212, Week 120PASIT5 G T
IGAR a7 DOXIT1I~DHHELIEEL L, B/ XX~ T DT TR D EMEL
FET 5,

RBRT A

ZlaRdtE., oAb, —EHEMHM, FTINALFI—, B (=m&Zx L7 M) KOS
F AR, WATHEM Fhi el Bk

ESy/ifEs|

KXEH, TABCT Y A=A T T SNAF— HFH avlrvT, =V,
T4 TR, TR KA, ITT7T~TF AN H)V—, TAATU R, £
R, A2V 7, 8EH, 74V, R—=F 0 8, b—<=T, YU HTHR—L, A4
V. AT —T v HEEH

POES

18k LA LD, LIFIC L 0 ER SN D PEIE IXEIEO 2 H 5 5 BE
- PASIZ =27 31284 |

- IGAZ a7 3L |

- SRR RIS 2 AT D R OIR S A BSAD 10% LA 1

ML - &

TR 2 150mehE. 300mght. 7T R, =X XLt 7 FHEOWTAMNITL
1:1:10LTT U F LBV T Lz, 77 BREETWeek 1200 PASIT5IER AT
B 150mghE 3 E300mehEicl : 1D TT & L% i Uiz, BRI ERIK
T, HER R OMARE & L,

150mght & ON300mght : &7 & X~ 7' 150mg X 1%£300mg% . i 1[0 4 FE T4 [#]5]m]
T ¥ 5%, 4B CTWeek 48 % T/ F#& 4

T XS M =X 3V T N E0mg &l 2[E OAEE C12 M [ G5, 12 LA
TR R T $e 5-

« T UK MMUBERE L - 130641

- FRBTHSRE 2K
MAFGW] : T F DS N T RIREM 130601, Fx R DR RIS 130561], 24t
fiEHT X 4R 113031451
HERF G« 7 v # MU ST REEM 128161, Fe K OfEMT RIS 128061, 2243
FEAT X G AE 112321451
PG 0 T DML ENTE R BAE130610 . Fe R OFEMT G 1305051, 22 MEfR
Hrxt R 4£1130361

M

e il

27 V== 78 1~48H, HEARGH 12080H, MRS 400, #BIZY 8
3 ]

R H

EHEFHMEEH : Week 120PASIT5UEHE K OIGAR 27 DOIF1I~DHUESR

MR FI5

B K OFRNT X RN Z w5z, Hilsk & OMRE 2 Jg 5l K 7 & 9 2 J@ B CMH B E 2 FH
T. Week 120OPASI7T5ER K IGAAR 27 DOXIT1I~DREREY V7 F X~ T D%
FAEREL 7T v R s L7,

A DRE R

T oA MM EN TR (130661)) @9 B, 123361 (94.41%) NEALGHEZET
L7, ARG EZ R IE L 7-#8BE o &1L, 150mghE T3.7% (12/32741)
300mghET4.6% (15/32761) . 77 BHREETT.7% (25/326f1) . =% %/t 7 M
6.4% (21/32601]) ThHh-oT-, #HFEGHDO T o X 2t SNT-FREM T, 85.87%
(1100/1281%1) HEFFE G255 T L7,

150mg#f } O°300mg#E THERF B G- Hlc H Ik L7298 o Bl &1L, £ 111.9%
(39/32761) K 6.7% (22/327%1]) TH 717,

AL M ORKRER T, FEoOFYE (SD) 1344.4 (12.93) %, B (71.13%)
KA N (67.38%) DOERE DL A iz, KEKOBMIOYEE (SD) X, %
NZE183.29 (20.827) kghk 1128.34 (6.089) kg/m2 T -7z, _X— AT A DOPASI
Z a7 OYHME (SD) 1323.70 (10.178) T. PASIA =2 7 HM320% #8 2 5 #Ra DEIS
1352.14% Th -7~ IHERMIL34.4% Th o7, WO EIEE L, FEIET73.20%, 1%
JE26.80% T > 72, IGA A2 7134 (HEJE) 38.28%. 3 (FHE) 61.72% Th -
oo N—AT A VEFICPsADERS ST BRE 1219261 (14.70%) Tho7o, HAHK
HHIO N ORFHFRREE R ONR— R T A > O BEHEICOW T, BGRER CARYHIX
BB T,
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Week 120DPASI75 G RIE, 150mght T67.0%. 300mghf T77.1%, =X XLt 7 h
BET44.0%, 77 BAREETLI% TH Y, 77 vREEL I L, 150mght & *300mght
THEIZEN> T2 (WP b % 7#2p<0.0001, BHICMHKE) , £7-. =& 3L
7 MEEE Ol TH . 150mght K OB00mght CHEICE N -T2 (Wb T 4
p=0.0250) .

Week 12DIGA 2 27 DOXIF1~D & ERIT, 150mghf T51.1%. 300mghf T
62.5%, TH XL ET MET27.2%., 77 B REET28% TH Y. 77 BRI L g
L. 150mghf & R300mght THEICE - 7= (Wb i % 2 p<0.0001. &R
CMHWE) . /2. =Z Xt 7 MEL O TYH, 150mght & '300mghf TH &
WZmmolz (Wb alEE s 72p=0.0250) .

Week 120DPASIQOS i3 1T, 150mght T41.9%. 300mght T54.2%., &% X/t 7 |k
BET20.7%. 77 BARBETILS% THY . 7T BREEL L, 150mght & '300mghE
THEIZEP> T2 (Wb FHE K 22p<0.0001, EHICMHME) . £7/-, =X 3L
7 ML O TYH, 150mght & N300meght CHEIZE N> T2 (WT 7L b g 4
p<0.0001, JBRICMHME) .

Week 12D PASIT5/90 K%, KL ONGAAR 27 DOXIF1~DLERIT, WThb
150mghf & b L, 300mght Cramn-o 72,

Week 12 TPASI75505, XIFIGAZ 27 DOXIII~DEENEFHNTIT L A L D5
F T, Week 52 TG XXk ENHERD STz, Week 120 PASIT5 T DO Week 52
DOPASIT5GER 1T, 150meht82.2% (180/219%1) . 300mght84.3% (210/249%1) .
T X X7 MRET2.5% (103/14261]) THYH ., =X )7 bREL EE L. 150mg
BEN O800mght CHEd o712, Week 120DIGAZEZN THOWeek 520DIGAA 217 DO I
1~DOERIL, 150mght67.7% (113/167%1) . 300mght79.7% (161/202%1) . —
2307 MEES6.8% (50/88%1) THV, =X k7 MEL IR L, 150mght &K O
300mght TR <, & HIZ150mght & bl L300mght TrRinr o 72,

P OHE 5

K
i

ARG O EFLREEME L. 150mehEs8.4% (191/327#1) . 300mgHt55.5%
(181/32641) . =X %/t NEEET7.6% (186/323%1) . 77 R #E49.8% (163/327
) THY, TTEREELLEL T, 150mght. 300mghf, X=X x k7 MET
B oTn, B XX THTROEIBEENRE D> A EFRITANIER THY . K
WTHHR, T Cholz, ERGHOAEEFGRIEFEIL, 150mgltE#E (150mght
&7 Z ®HR-150mght % F & L7oBE) TT77.6% (364/46911) . 300mgff & ##
(300mght X 07 7 £ R-300mght & F& L7-#E) T80.5% (376/467%1) . =X %1k
7 FRETT8.3% (253/323f1) TRIFRE TH o7z, 77 B ARHOEERTLREIMEIL,
51.4% (168/327#1) TdH -7,

U DOHE TR T2,

RGO EE LA ERSRBEMEE L. 150mgltAaiE T5.1% (24/469%1]) . 300mg
PEARETH.8% (27/467H1) . =X XLk FEET6.2% (20/323%1) TH Y. 150mg
OFARE, 300mglFARE, =X XLt 7 MEECRIBRE Ch -7z, 77 BRETIE2.1%
(71327%1) ThHoTz, WTIOORET2HILL EIZHB L - EE R AERRIL, —ilwtE
MMM (=& xvt 7 MBI, 0.6%) . W ONZHEE (777 BREE26], 0.6%)
ThH-oT,

EREGEH TGP EICESTEAFFLRBHE L. 150mglf 5 #ET2.1% (10/469
) . 300mglf&fET3.0% (14/46761) | =X XNt 7 MEET3.7% (12/323%1) &
RFEECTH o7z, 77 BHREETIX0.9% (3/3276#]) TH-7-,

W) AREIORNCE T D [Saihit, wmrEEamisc, BErEes) (x4 2 AELOHEE, @, RA
Wik 7 ¥ X~7 (GEEHEfaz) & LT, 11 300mg 2., #lal, 1@k, 2%, 3@%, 4 BEICET
WhH L, UK, 4 BROMBE TR THST 5, £7-, KEICLY, 1 [\ 150mg ZH 5752 RN T

50 J -(“&)60
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EBILFEFE AR (A2304 3BR) ©

R4

A randomized, double-blind, multicenter study of subcutaneous secukinumab, as-
sessing Psoriasis Area and Severity Index (PASI) response and maintenance of re-
sponse in subjects with moderate to severe chronic plaque-type psoriasis on either a
fixed dose regimen or on a retreatment at start of relapse regimen Study Comparing
secukinumab Use in Long-term Psoriasis maintenance therapy: fixed regimens vs
reTreatment Upon start of RElapse (SCULPTURE)

HHY

HEE YIXEIE D REM LS =8 T D iRE 2558212, Week 120PASI7T55 G5 T
DWeek 40 X iTWeek 52D PASIT5 G wHaHE & L, FRBALGRAR G- B E MR i 5
BECx 9 2L ME . 150mg Kk N800megZ L E N THGEET 5,

RBRT A

Sl dim, 72 oMb, THEEBER, AT AR

ESiEs|

KE, A=A NI T AFX, Fxza, AR R—=F U F 2a {7 ZAf X X
FNFLL TATIT TIT0A FAY AR AZ2VT Yo TR—=n, 4%
A

PSES

18ELL ED, LTI L 0 EFR SN D FEIE X IXEIEOWRE 2 A7 585
- PASIZ =7 781204 |

- IGAA =7 33084 E

< JRER B AT AR REOFR A A BSAD10%LL E

M - &

TR AEERE A 150mght X iX300mehElZl : 1D TT v & L5015 L=, Week 120
PASI7T5EUGHIE. TR, Week 1212 [E & [ R 85 G- 8E XX 38 BAAGIRF G- REIZ1 : 10tk
TT U A LEND AT Uiz, BT EREOERIR 1%, kR OMEREE L, BARAYRE
THEPsADOHEL BRI T & Uiz,

- [EE MR 5-150mght XL [E E MR 5-300mght : &7 % X~ 7150mg X1£300mg
Z . 1A OHEE T4 5ME (Day 1. Week 1. 2. 3. 4) F F& 5%, 4AMET
Week 48 £ T (Week 8~48) K T#5-

- PR BHAGIE B 5-150mgHE I FR 38 BRAG I 5-300mg#f : & 7 % X~ 7 150mg X%
300mg% . H1EO#EE C4¥EM5E (Day 1. Week 1. 2. 3. 4) K U'Week 812K F
Beh1% . Week 1200 (Week 12~48) | BUERHM H IZFFBAADOEHEA - LTV
H8%A0%, PASITSRUGAHESOND T, BARGHF LFRLEEEDOE I X~
7 %4@[3%%'6}32?%25

- T UK MMEBERE R - 9661

- FEMTHEERE 2K
AR GH] T I SN T RIS 966151, R DI RE 9655, 2R
Mt G4 9651
HERF B G/ 251 0 7 0 X MME SN TR REM 84361, i K D i % S 4 [11842
B, ZRVERRNT G 4E 8414

e il

A== T 1~4, EAKGW 128, k5 4008, H%ElE 8
1

REAE H

FEFMMIEE : Week 120DPASI7SSHIIZI 1T 5. Week 40 XiZWeek 5200 PASI75/X
SR
BIREEMIEH : PASIA =27, IGA* =27, EQ-5D. DLQIA =7

Rt T

RO REM T, LM~ —T 0 %215% L L. Week 1200 PASIT5 il T D
Week 40 X 13Week 52D PASIT5 =%t L, Hils e OMARE % BRIIK - & 92 J&g 5l
Mantel-Haenszel {52 & 5 #& G587 (B BHBRR G -EERRR ) O#HtTE
EDI8.T5%IEFEX M () @ FRREZA-15%% FEl & 72 WA, FELMERREE S
cEHITTAaZ L L LT,

A DRE R

T MEENT-WEBRE (96661) D95 B 9281 (96.1%) NEALZL LG EZTET L
Too BMAEGWCRBRZ IR L2BRE 0 &1, 150mghtT3.7% (18/482%1) .

300mghfT4.1% (20/484%1) Th o7, HEFFE GO T & M S TR S4ER] T,

91.0% (767/843%1) DOHERF PMERR G A2 T Lz, MG cillirapik L7
BERFE OB G 1T, B E MR & 5 150mg#f T8.4% (17/203%1) . FF¥& B AaFE 5
150mght T12.1% (25/206%1) | [EEFREL-300mghf T8.3% (18/217%) . FEEBH
LA 5-300mghE T7.4% (16/217%) THY ., HREERFR G 150mght T b @

277,
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AN DRER

ARG W ORRER T, FloEHE (SD) 1346.0 (12.84) k. FHE (66.0%)
KOEN (71.6%) OWBRE N SH A iz, KEKLOBMIOYEE (SD) 1. £h
ZN85.19 (22.963) kg 1129.04 (6.808) kg/m2ThH 7=, X—A T A DPASIA
a7 OFHfE (SD) 1323.63 (10.012) T, PASIA 27 M320% #8 2 5 #ra OFIA X
53.7% T - 7-, HWEHMIL34.7% T > 7=, WEEOEIEL L, EIET3.5%. TEIE
26.4% TdH -7,

IGARX =27 1%, 4 (FHE) 40.6%. 3 (FHE) 59.3% Th oz, X—AT A UFRHIPsA
DNHERR ST RBRE 119801 (20.5%) Td-oT-, E7e N AFEEFFHIERE: K OVR SR
W G RE CARBIBNII A B Lo T,

LG OPASITA ST, R BAMAREE 5 O [E & MR 51260 5 FELPEITRGE
SN o Tz, Week 40X 1EWeek 52 CTOHOPASI7T5K G ZRIE., & E MR #S5-150meght
62.1%., FFFRBHAAFRER 5150 mght52.4%., [ & MR 5-300mghE78.2%. 7% B AR
$e5-300mght67.7% CTd o 7=, JEHIMantel-Haenszeli% (2 X 2 #5822 (B4R
Refe G- [E E MR S8 OHEEM (I &1 1198.75%F X M) X, 150mgf*
5T-9.61% (-20.10%. 0.88%) . 300mg# 5 T-10.34% (-19.37%. -1.30%) T
HY . 98.7T5%EHHX MO FIRMEAZAWT N H-15%% FEl->TH Y, HIHABRES O
i E IR G- 12k 3 2 IELTEITMEE S e o 7o,

PO HEF

K
i

ARG OAEFLIEEMEE L, 150meHt T51.5% (248/482%1) . 300mgHt T
51.3% (248/483%) TH Y, HGREH CRIRE CH o7, IR T b RBUBEE D D>
ST HEFRGIIAMHFERTH Y . IRWTIR, ERGEKY, £ 2 FE, miETh-o
oo 2FGWOEEFEFRBEBME X, [EEHREE S5 150mg#t T77.8% (158/203
) . FEIEERMARER 5-150mght T75.1% (154/205%1) [E 7 RHIkE#5-300mehf T78.7%
(170/21641) . FFFEBHAAIFY 5-300meht T73.83% (159/2174#1) To-7=,

FELCIE, FEBRAARERE 5 150mgRE D 1] (M) THE i,

SR OEE G ERGRIFAE X, BEMBR G 150meght T5.9% (12/20341) |
& B 0B B 3 5 150mg B T6.3% (13/205%1) . [E & [ k& #% 5 300mg B T 8.3%
(18/216%1) . FIEBHAAH % 5-300mght T6.5% (14/217641)) TH v . HEHEEYS
300mghE CHOT NI HE N> Tz,

WO GEECFILL FICRBL U - mE A FEGUL, AR (8 E &
5.300mghE2p) | ERIERAEIE, MR (FRBAARHR 5 150melE&-2061) | Izl
(FFE B A% 5-300mghE26]) Th -7,
REGWOREGERILICE ST AEFRBBBE L, BEEMRK5150mg T1.5%
(3/203%1) . T3R5 150mght T2.0% (4/205%1) . [EE & 5300mght T
3.7% (8/216%1) . FHFREBIAAFE5-300mght T0.9% (2/217%1) TH -7,

) AFNORMNZERT D T3k, wRerEEEiR, IREMEREE) (ST 2 HELOHEIR, TEE. RA
Widk s ¥ X~7 (B TH#iz) £ LT, 1[81300mg %=, #E, 1#%, 2%, 3HEE, 4 HEIZKET
BehH5 L., D, 4 B OB TR FT&RET 5, £/, KEICED, 1 [0 150mg 2% 5352 LN T

%, | THD,
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Mo T AREER (A2206 #ABR) 1V

R4 Randomized, double-blind placebo-controlled multi-center proof-of-concept study to
assess the efficacy of AIN457 in patients with psoriatic arthritis
H CASPAR ALHEIZJED & RipMERIREI R & B2 S 7o B 2 %152, Week 60D ACR20/X
JnEFEE L LT, B X~ T O E TS,
REBRT A Zhix LR, 7o AMb, ZHEMR, 77 AR, TR L igGR
ESy/iEs| KA, 0%, AFU R
PIES 1855 L 65k LA F >, CASPARKEVEIC DS X PsA & M &N 7= DL F DML T~ Tl
e
- AR BEEI A & OV TR B Ei%k 23 3LL |k
+ PtGA Activity X U'PtGA Pain»340LL [
L BIBISHPETY v~ T % (DMARD) % KA BT84 J D E# 5 LT b2 Fas
5
Vo= b FEF23100IULL FTELISAIZ X A8k b v 17T K (CCP)
RN EX S
AL - HE A OERFO A A JGHIE & LT, HEEEREL 27 XX~ THEXILT T
TARBEOWNT N2 : 1D TT & LEY T LT,
t 7 ¥ X~ 7 10mglkg Xix7 7 AR %2[E (Dayl}k "Day22) &R G-
HBRFTHEL T B DMEBERE L - 4209
FENTHEER A AL © T > X DML SN Tt G 4261, MM S AE M 4201, KipEhae
FENT X REE 4161, 3T ) 2T kT G5 [ 37451
e 511 A7) —=2 7GR, IRESTERM, REIZE21EM
RAIEEYE FHEFHITEH : Week 60 ACR20/X )i
BIREFHLIE H © ACR20/50/70K . PsARC, PASIZA =27, DAS28%
HERHENT Rk SR ENRE AT R S EE ] 2 %f 5212 . Fisher's exactfiEIZ & Y Week 6D ACR20 iR %
B RHERCHii U7z, A EKEITAMI10% & LT,
A IWEDRER T Z MM ST RS (4261) D5 B, 3561 (83.83%) NEERZTET L7,
EEREM T, FEROFEYME (SD) 1247.0 (10.23) . &Mt (64.3%) KOHA
(92.9%) DOHERE P ZH A HDT-, KEKOBMIOEEE (SD) 1., £iL£4190.80
(24.162) kg K 1130.423 (7.4543) kg/m2TH -7z, N—A T A L DOPASIA a7 DI
YIfi1X3.10 (3.619) Th o7z,
Week 6 DACR20EZ1T, £ 7 F X~ T7RE39% (9/23%1) . 77w ARE23% (3/13
i) T, BERICAEBZITRO b o 72 (p=0.2731. Fisher's exacti&®) ., &7
F X2 TR NT T B REEOWeek 60OACRS0EHIT, TNZEN1T% (4/2361]) KX
8% (1/13#1) . ACRTOSLFIZZENZNI% (2/2361]) K1U0% (0/13%]) TH-7=,
ACR205 K PACRBOS L, B ¥ X~ T HETIiEWeek 20 B L 0 A b7z,
ACR205 52, ACRAON 2, M OPACRTON 1L, Week 24 F TD I T D7
RERUC, 7R REE iR L, B X~ THETENoT,
NR—=2 7 A VIFOPASIA 27 OHFYfEIL, 7 F X~ 721, 77 BAREE2.0THT
B, BRI FIZZLIZ AN T EROH B HHEBOBIL TE 2o T,
LM DGR HBEREGBRIBEE T, 7 XX~ T7892.9% (26/28%1) . 77 & RE78.6% (11/14

) THY., B XX THTEIPoT, ROBBBEENE DS TZHEERIT. WT
NOREL BIREER (7 X~ T7825.0%, 77 BREE35.7%) Tholz,

L ORELI 2o T,

HELDAEFSRBEEILZ. B27 XX~ 7814.3% (4/28%4]) .
(1/146)) Toho7=, 2BILL BIZHBR L - EEREERTERIT o7,
BeHHICEST-FEEGT, WEOLENE (87 S X~TRETIH) OATH-
776

7T REET1%

) AANORANCIT D T ERE, SmErERIEi R, IREIERCRE ) (3 2 B R O &I,

MEE . R

Widk s ¥ X~7 (BT z) £ LT, 1[81300mg %=, #E, 1%, 2%, 3HEE, 4 HEIZKET
Beh5 L., U, 4 B OB TR FT&RET S, £/, KEICED, 1 [0 150mg 2% 5352 LN T

%, | THD,
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WA S MARRAER (F2312 #BR) 2

RERT A TIRARE T MM, ZHEMR, WATERM K
PO NSAID, #%EAEMMER Y v~ F3 (DMARD) XiZHt TNF o BANZ L 2 1EE THHER
+5 b U IFRENER R OTEEN LR RIEI & (PsA) B3 397 # (MEARBAE & OVETm
RAfig s E 2 3 BIEiLL E)
RER Ik TR NTE I FX~T : 7T5mg, 150mg X1 300mg & 0, 1, 2. 3. 4 I F#
5L, £0% 4 WK TY 7 AR XX 75mg. 150mg X i 300mg % 2 N5 L7,
TG A B h 24 % D ACR20 iR
it B DK 35% (139/397 fl) 13IHL TNF o BANEIEIC L D EA+ 2B THY | £ 45%

(185/397 f51) 1A M FL ¥V — MEHFH LTV,

A5
AH| (75mg £, 150mg #f. 300mg #F) @ 24 %D ACR20 KGRI 7 7 BRI
WL CHREIZE»S T,

EI 7% [95% M X ], p M
500mg 150mg T5me S5 BER 72 [95%E HE X ], p 1
300mg 150mg 75mg
7 7Y . 09
54. 0% 51 0% 29. 3 15. 3% (26 368 560 8] | [23 365 467 8] | [2 24 g; 4]
(64/100 f51)) | (51/100 F) | (29/99 f) | (15/98 fi) <0, 0001 £<0. 0001 p=0. 0200

KRG, PUTNF o BFNC X DIGHRER O A L R E 2 Sl A% & L7z logistic [RIFE 7 /L

2

Week 24 Ff i CORIWEHFR BB 1L, 75mg % 5-#£ T 24.2% (24/99 f#) . 150mg #5-

HET 17.56% (25/143 i) J O 300mg # 5-HET 29.0% (42/145 f5) Th o7, TRl

TERIE, 75mg BEHGRECIX EXERY: 7.1% (7/99 #]) . 150mg & 5-HE Tl SNHEE S

2.8% (4/143 %) . E%GEEY: 2.1% (3/143 f3)) . 300mg # 5-HE Tl _EXGEKY: 4.8%

(7/145 1)) . SWEEESK 3.4% (5/145 %) Th-o7=,

) AEIORRNCR T 5D (v, ek, EErEegt) (xrd 2 AELOHEIX, TEF, A
WZidt s ¥ X~7 (Bfaf#z) & LT, 11 300mg &, @A, 1%, 2%, 3%, 4 WBICKET
BhH L, LIk, 4 BB TR TR 5, /2, KEICLY, 1 [\ 150mg 2H 5552 LR T
b5, | ThHD,

VM B IIRIEABR (F2306 3B, s

R4 A randomized, double-blind, placebo-controlled, multicenter study of secukinumab
to demonstrate the efficacy at 24 weeks and to assess the long term safety,
tolerability and efficacy up to 2 years in patients with active psoriatic arthritis

H 1) IEENE R REET 8 (PsA) DEBFE 23812, Week 24 DACR20 SIS % 51E &
L. 7 ¥ X~775mg XiEL150mg D7 7 &R 5 EiE 254 5,

RERT A ZhskItE, 7o ¥ AMb, ZEEMR, 77 BAXR, WA TEERE HigalER
2 i [ ] TNANEF o, A=A TUT, XAX—, TIDNV, TAHIT, hFE, F=

a, R4 ARTZN AZYT, T4V R—=T R N—~v=T B
T, VBRI, RAaRxT, HA, AFXFY R, KE

POE 185% LA _E D CASPAR/FHILAE 2 FE D & P EE X EIEDOPsA L 2 ST 664 A
PLERRGE LTS, LUTFORAEL 7= B3

- R—2 T A VRO BT8RO 9 H3LL E

- R—2 T A RO EIRBIFI SN T6REET O 5 H3LLE
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ML - &

BV o~FHRBELZNRE LS THRBREOEREE 255 & L% 1 HERR
(A2211, A2212, A2220 #kBR) OFERICHESE, XR—2F 1, Week 2, 4127
F X~ 7 10mglkg Z FRARNE G- L. D% 4BEIZ1EIOMHEE TE 7 ¥ X~ 7 75mgk O
150mg% & FHe5-35 Fika s E Lz,

WE %z 7 oAb L, © 7 %X~ 710mg/kg-75mghf. 10mg/kg-150mghf. XL~
FERBEOWNTIMNTL 1 1: 1 OETEY 117,

77 R EEIWeek 160 EJi B OMEARBIHIEIC L 0 . BB GENEEZET L
Teo T RBEED 9 HWeek 16055 B H M OMEIRBIEI I DOt TX—RA T A4 )
520%LL EOWENE LN TWBREIL, 7T R B 2k L. Week 241277 &R
FOSH-75mght 1377 ' A RS E-150mglE DWW INCL - 1D TT > ¥ AIZEE
I Lz, —J. 77RO 9 HWeek 160157 B #  OMEAR BRI £ D340 0>
TR—RAT A U NH20%LL EDOBEENG IR Do IR # 13X, Week 161277 AR
FESSB-75mght X1 77 B AR IETEHI-150mghEDO VT HNTL : 1D TT U &4 AT
BEID FHF Lz,

RSB G IXLLTO L B0 & Lz, 7ok, IRBRIED K& 51XWeek 100 TH 5,

- B 7 %X~ 7 10mg/kg-75mghf. 10mg/kg-150mght : &7 ¥ X~ 7 10mgkg %~
— A7 4, Week 2, 4 \[ZHIRNEL- L, ZO%IX, 4H1EIOHE TWeek 104 £ T
(Week 8~104) t 7 & X~ 7 75mgX1E150mg% f F&59 2,

s TTRREE TR ER—RAT 14 Week 2. 4IZHHIRNES% . Week 8. 121
TR ERTHRGT S, Week 16DKISHNELT 7 2R DR NG &2k L, FERIG
BNE 7 T v RIERISH-T5mehE XX 7 T & R IERSH-150meREC FE 0 11745,

« TR RBEIENIGH] - B 7 ¥ X~ 7 75mg X1t 150mg & 438 1[5 D #HE TWeek 104
F T (Week 16~104) & F# 575,

I BRERIGH 0 7T AR EWeek 16, 2012 F#5- L., Week 24LIkI%., &7
¥ X~ 7 75mg X1£150mg % 4 1[FIDOHEJE TWeek 104 £ T (Week 24~104) FZ ¢
53%,

7 > IEHERE KL 60641

5]

A7) —= 78 R4, BES 0 1048, “REZEH . SERM

GRLEE

FHFHIEH : Week 24D ACR20506R

MRt T

Week 24 DACR20SHHE T, #5-HE K OPUTNF o WA K D IEW R DR AR +55
(/Afg'fx%% V) IXIRFERER 7 L1 2R 7, (REZ L E L T Dlogistic [FUFET /L
R RE LT,

A PEDRE R

606%753‘? HEMMEESIL, DD BH5156] (85.0%) HWeek 520l # 5% T Lz, &
FHDRI30% (178/606%1) 1THITNF o BANERIC L 2 RA 5B TH Y . $160%
(368/606f%1) 1A F LW —F&2OH LTV, REBRE IR LI-ERE oS
10mg/kg-75mghf T13.9% (28/202f1) . 10mg/kg-150mghf T10.9% (22/20241)
7T AREET20.3% (41/20261]) Tholz, 7T AER20261D 5 5, 187H15375mg
BESUL150mghElC] - 1O TH T VX AMMbE, D56, 4t s FX~v7
OEHRNCH I U7z, FERSEI123613Week 1650 &7 X~ (6261375mg. 61
FIA3150mg) G S, SURFI606HI 3 Week 245 0 &7 X~ (284153 75mg.
324 73150mg) &G SNz, 7T BREED 9 H1616]53Week 52D i i 25 T L
77
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A DR R

FERGREOFEROEEIME (SD) 1%, 10mg/kg-75mghtT48.8 (12.23) i%. 10mg/kg-
150mght CT49.6 (11.76) %, 77 BARRET48.5 (11.19) T, Wi b En ¥4k
PLE (52.5%~58.4%) Th -7z, AFEBITITAANT6.2%~81.7% Lk b %<, KD
TT V7 AD16.3%~22.8% T > 7=, KEDOFEME (SD) 1L10mg/kg-7T5mghf T
84.45 (19.608) kg. 10mg/kg-150mghf CT84.23 (21.052 ) kg, 7 7 & HR#ET80.00
(20.472) kg. BMI®O F-¥fE (SD) 1E10mg/kg-75mghf T30.05 (6.250) kg/m?2,
10mg/kg-150mght T29.86 (6.828) kg/m2, 7 7 & AREET28.67 (6.476) kg/m2TdH
-7,

Week 24 D ACR 20 )i R 1%, 10mg/kg-75mg & T50.5% . 10mg/kg-150mg #f T
50.0%. 77 EARRETI7.3% TH Y, 77 B L K L T10mg/kg - 76mg # & O
10mg/kg-150mg #ECHEICE -7 (W Fivdp < 0.0001, logisticFUFET L) |
Week 24 F TOACR0SJEHRIT, TR TOFMERS T 7 B AREE L il L C10mg/kg-
75mght & ' 10mg/kg-150mght Crho 7=,

N R 72[95%F FEIX M), pfE™
150mg 75mg 77N
150mg 75mg
32.7 33.2
50.0% 50.5% 17.3%
[24.0, 41.3] [24.5, 41.8]
(101/202431) (102/202131) (35/20241) <0.0001 <0.0001

SRR G, BUINF o BT X 2 TARERIR O 1 R AT & LTI R & L - logisticlle 71

F 72, Week 24D BEHifif R 2 F K OVEDOXHEA 27T (modified Total Sharp
Score : mTSS) Talfi L7=#5 %, 10mg/kg -75mght & *10mg/kg -150mghf) DX—
ATA NS DELEIZT T BRI R THEILNS o Tz,

150mg 75mg AN
R—=2F A 22.3+48.0 (185) 20.4+39.4 (181) 28.5+63.5 (179)
5 5243 1 22.40+48.01(185) 20.42+39.63 (181) 29.03+63.90 (179)
Zfb i 0.13+1.18 (185) 0.02+1.60 (181) 0.57+2.48 (179)

TR REEL DFE
[95% S #E X ], pfir™

-0.47
[-0.87. -0.07]. p=0.0212

-0.54
[-0.96. -0.11]. p=0.0132

PFERED 7 T B REEL D%
[95% S #E X ], pfir™

-0.50

[-0.89. -0.11]. p=0.0113

KX GHE L OPUTNF o WANS K DIGHREROAIE, FEH, X—2A T A MEEZRALEL L) T X MY v 7 558

INTET IV
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M DGR IR ORI O R, 10me/keg-75mght T456.5H . 10mg/kg-150mghf T
455.0H., 7 ¥ X~ 758 (10mg/kg-75mghf & (N 10mg/kg-150mghf) T456.0
H., 77 BARBETII208 ThoTo, o, 77 BAH TlIWeek 16X iZWeek 24T
75mght XIX150megRE I FHEI D 117 L2720, WBREIMAEL . 2R coo#
it L OB EMEOFREROBITIZBRANRS 5,

PIGFEM OB ERFERREBEL X, 7omegffE#E (10mg/kg-75mght. 77 R IESTSHI

-75mght K N7 T v AR S HI-T5mehE) TT78.1% (228/292%1) | 150mgfF&#E (10

mg/kg-150mght, 77 & RN IENIHI-150meg it & N7 F & R K& H-150mghE) T

82.4% (243/295%1) . 77 B REET60.4% (122/20261) TH-7-,

T XX T A TR OEERBEENE > A EERITRHELTHY ., RVTL

ROBREYE, 9. R, miETH o7,

10mg/kg-75mght O 15 23 i 45 58 VE L OSHZE N HIIC K 0 381 Uiz, AFG bR

& DOREITE E Sz,

VGBI O EE LA EFLRBMEE T, 75mglf AR T8.6% (25/292%1) . 150mgff

ERET12.9% (38/295%1) . 7T BARRETH.4% (11/20261) TH-o7=,

KGR CBILL RSB L - EE R A HEFGIL, hmelfA#E CTRuE (3f1) | BH

PrEEEEPE D o, ik, BIMENES 2 v 7 B RIE (5261)) . 150mghf&#E

THRBIIRER, B, FEOMEMERR, MER, SRIEBEE, SR BIEIE, G ER

BRIMARIE (£5261) ToH o712,

PIEFEM OB ERILICE > T AEFRBEBLHE X, Tomglf 58 T4.5% (13/292

) . 150mglfARET3.4% (10/295%1) . 77 EAREE3.0% (6/2026]) TH-70, 4%

B GRETHILL BICHH L, PIRICE > =G EEFRIIR -7,

Week 5285 55 COREIVEFRBAEE X, 7omegffFA#ET30.5% (89/292%41) K UN150mghf

BRET38.6% (114/295%1) Th -1z, FEREIMEMILX. 7omgHt& R Tk EAUE Y

6.5% (19/292%1) . SNHEAZ%3.8% (11/292%1) . 150mglFA#E Cld EXERYL7.8%

(23/295%1) . &MHIEZ3.7% (11/295%1) THh -7=,

) AEIORNCR T D (v, faetERamik, EErEegt) (xrd 2 AELOHEIX, T@EF., A
Wit 7 x~7 (EaHHE#z) & LT, 1 300mg 2. #E, 1%, 2%, 3%, 4 BBICKT
WL, LIk, 4 BB TR FTHE5T 5, 72, AEICXY, 1 1 150mg 2% 59252 LN TE
b5, | THD,

[EIRR LRSS AR (I - A2310 #ABR)

R4 A randomized, double-blind, placebo- and active controlled multicenter trial to
demonstrate efficacy of subcutaneous secukinumab compared to placebo and etaner-
cept (in a single-blinded arm) after twelve weeks of treatment, and to assess the
safety, tolerability, and long-term efficacy in subjects from 6 to less than 18 years of
age with severe chronic plaque psoriasis
B HIED JRE S IZ & 6T 5 /N R 2 5510, Week 1200 PASIT5 UG & UIGA
AaT7 OOXIII~DEEEAFIEL L, B/ X X~7 (BHEEKOEHE) 07 78R
(23 D EE 2 WG T 5,

R 7T A1 Zhiax LA, 7o b, ZHER (=230 7 MIEER  FHIE 2B/ .
77 R R OVEH IR AT R FRGRER

Sy ES| ANUNF— a7, VSN ZAR=T TTURA KAV TTTYT N
YAV —= ARXRTTZ A FZYT AR T hET R—=F U, V—~v=7T, B
T AL AL A, AF YA KEH

ISES 6L E18HATT O, LLUTFIZ LY SN2 BIED RS 2 A3 % G s
* PASIA =1 7 73208 1
- IGAA =7 /34

- RERE S AT AREOREHENBSAD10% A
- JRERE B AT DO » AL E
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ML - &

SR E A IR R, SHERE, 778 R, =X 3T MEOWTNICL
1:1: 10T U HX LBV Lz, 77 BAREETIL, Week 1208 5-71DOPASIT5
A A TS TN IERIEDBEIEL. 7o F MMEFFICH S5 U HEI 0 Y THN&
HRNRIZHE- T, BHEX TS EE B Sz, PASITSSHIE, HERRR G-I
BATETBHAEICRIT L CRRBR A& T L,

KHER . 87 ¥ X~775mg ((KE25kg A, K U25kglh F50kg AT i) X1X150mg
((AHE50kgLA b) % T % L {bEE, Week 1. 2. 3. 4128 F#&5%., 4AMR CTHRK
Week 232F TR F# 5

EHER v X~ 7 75mg ((KE25keRii) . 150mg (KE25kgbh F50kg i)

N1¥300mg (KHES0kgLL ) % 7 & LfEEE, Week 1. 2. 3. 4T F&RE#%, 48
e T KWeek 232F T T 5

TR B XX T T TR E T X AMERE, Week 1, 2, 3. 4, S8IZ T
.o Week 121287 ¥ X~ 752U B2 745 13, Week 12~Week 16(3i1
[\l & D40 MR T KWeek 232F TR N5

TS M =X x0T 10.8mg/kg (lkk50mg) i 1[EIWeek 51F TR T
b, =& x0T NI RGBT, Week 521 LRSI BB A S BAT
LCRBRZ&T LT,

< T U MMEBBRE L - 16201 (A AR AR 54 & & Te)

- FRNTHEBRE B (A AR AR X, W N O REMIC LA N E EhD)
ARG T o M I TR ER 16261, KON GAE 16261, ZEAVERE
Hrxt G 4E 1624
EREW . T MM ST REM 16261, B K OFRMT e SREEMNI 16201, 22T
KA 16241

P51

A7 ) —=v 78 ER4BE, FEALGH 1280, MR 4008, Mk
G 184MH, BBREHAN] (ERR)  160H[H

A

TEIAMIEH : Week 120 PASIT5RUG M NIGAA 227 DO X T 1~D ik
FEARIKEHMEEE : Week 1200 PASI90N i

ZFOMOFENRFEAMEH © Week 52F T D4 3EAMHE £ 12 315 5 PASI50. PASI75.
PASI90. PASI1005ts. M OIGAA 227 DO 1 ~D L ES

MRt T

T4 CTH D Week 120PASITE LR NIGAA 27 DO XTI ~DLFEZRIZD
WTC, KON RIREMZ R E L CRERG (B2 S X~TBIX7T 78R RBELY
BTV ZRE LTz, EEARRIREEANZAB0E 3 BTG 25 CREBUE S REE S
THAIRAETE D & L, &bl, BHHE, X—AT7A4 VIKOEREDT TV —, K&
OEE D T 2 —Z AR L LB a P AT 4 v 7 [BFET V%2 FIVCli#r L
776
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AN DRGSR

T M gERE (162611) @9 B, 1566 E AR G255 T Lz, HARS
WAtk Lzt oB 6, (KA T2.5% (1/406)) . & HERE5.0% (2/40
B . T REE4.9% (21410]) | =X X)L F ME2.4% (1/414]) ThHot-, EA
B E5E T L. Week 121CPASIT5 SN BV -T2 77 B REED 9 H 1661 03MK
FHERE, 18BI A ERECHEEID i Shviz, HERRR 5 HICRAT L7295 (15141)
Do 6, 140BID3HERFBE G- A2 52 T Lie, HMEFFR G2 Ik L7-#BRE oFIa 1%, KA
BRET2.5% (1/400)) | EHERE2.5% (1/40%) . I BRI ERECHE D A
S NTEEE6.3% (1/1661) . 77RO EmAERICEEY M S RELL.1% (2/18
) . =X RN T NE14.6% (6/416]) Th - 7=, Hkwe& 5 WITBIT Lot
(1066) DH B, T—H B v A7 HEFE TS (83.3%) Mk Th 7=,
BIERE DTT.2%3125% 0L ETH Y | 92.6%I1TKE Y T 2 U —n325kgbh (5 H52.5%
2350kglh b, 40.1%7350kgRii) T o7z, HREBFHEIZEE O REBRE ORME & —E
LTWe, R—=R T A UFFICPsADREBIELZH L TV #BREI1I8.6% ThH -7, A
FERHEHRRE R OV B R -, BRI R G ClRBR CTh - 72,

Week 12D PASI7TSEGRIT, KB T80.1%. i AR T80.2%., 77 B AREET
149% ThHY, Y7 AREEL kL, KHAERLOCSHEE CHREICAE»- -
(p<0.0001. FEfE/e P 2T 4 v ZERET V)

Week 120DIGAA 27 DOXIF1~DERT, KHER T69.8%., = HERET62.6%,
TIRAREETE3% THY, TR L, (KARELOEHEN CTHEICED
72 (p<0.0001., EfE/RB AT 4 v 7 EIFET V) |

Week 12D PASIQOL G IX, KA ERE TT1.1%., @ HAERET69.3%., 77 BREET
2.5% CTH o712,

PASI50/75/90/100 i3 K ONIGA A 22 7 DO XL 1~DekER L, (KHERE KOS H &
FETWeek 1200 & 512 E5- L. Week 241 TRRICE L, ZO®%BEHERETIX
DOPEDIERTNA SN DO TWeek 52 F THEEF S 7,

F 54D HARAEEBRE D 5 B, Week 120 PASITHR G & /L L 72 H AR ABBRE 1T,
RAERE U, mAER YIS, 7B REETOIH, =% )Lt 7 FEETU24,
IGAA 27 DOXIL1~DEkEH M LT- HARAESRE 1L, (KRR /1B, & ERE
T, T EREETOAH., =& Rt 7 NEETO/2M, PASIQON i &R L1~ H A
ANBERE L. RAER IR, SAERCUIE., 77 BREETOLIH, =X 321t
rEETO2BITH -7,

Week 1212351) 5 PASI755UGHE XIFPASIQOSUSHE, IGAA 27 DOX T 1 ~DSER

T eRICKT DAy Xtk
AR | SR | 7R [95% 15X H] | pfE™
G SR e P A
25.97 26.55
PASI75 80.1% 80.2% 14.9% [7.31, 92.22] [7.57, 93.09]
p<0.0001 p<0.0001
121.86 110.14
EARIHT | PASIS0 TL1% 69.8% 2:5% [14.23, 1043.28] [12.98, 934.72]
40.39 28.35
IGA0/1 69.8% 62.6% 6.3% [8.37, 194.87] [6.00, 133.92]
p<0.0001 p<0.0001

RIMEDE Y & L TCLEMEEEZ AW, FUSHE S - ERE BITHTR LTV R0,
MEEHBE, N—R T A VEEORE (25kgAiH. 25kgll E50kg A, 50kgll B) R UMER (125%
K. 1280 E) AEEEHKE LEEME e R T 4 v ZERET L

BKHER1.25%., B OAEKIETFM2.5% & L, Bonferroni® J5 ik % W TR &/
LT REORE, mARLE T T RO ENTNL.25% T OS5 Z & T R
WE DL EM TR Lz,
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M DORER HABRGMOFERSRBBEE L, (KHERE57.5% (23/40%1) | & HERE62.5%
(25/4051)) . =X 2B 7 MEE61.0% (25/41%1) T, 77 BHREEB3. 7% (22/4161)
L TRRem o, Ik OREMENE N> AERGIT ERERTHY . KW
THR CTH 7o, Week 52F TOREFLREIME 1T, KAEIAGHETY 80.4%
(45/5645)) . B HEOFARET 81.0% (47/58%) . =X /Lt 7 FEE82.9% (34/41
) T, BEHHETRREE Ch-o7o, RLBBBEENED - 20 EFRIL LHEAKX T
B, WNTHF ChoTz, EEGHOBREMECHELZI00 N EHTY OFES
SRBIEE (EAIR) (. (KA EFARETY 189.4 L mHBIFEEE™ 176.8 CRIFLE T
b, =BT NE263.485 0 HIRN o T2,

L DRI o T,

EREGEMOBEBELAEFROEAIRIZ, =X 317 Mf16.1& i L TR EMFS
BEED 4.7, SHBEORE 5.4 TN o7, REREEHTH LN EELREEES TN
THLIBITOORBETH 72 KARFSGHEY  7I7=0T7I ) F TV AT 2T—
VN, ROGHEBIEIf, KEXR, KO OWEOHRSE, KRk, sHEFS
REED BRI, MEMEGR. U oREE, RT3 v R, R MEK
MRS, Afide. AR ERIRAE K ONU ER IR MARE . B~ v =7 MR %e X O,
Ve M R, B O IHEER Y — 7 erh BB R O
PEIEYR . BHFER) |

ARG CTREPILICE ST AEFROEAIRITZ, =% 3%t ME2.4 & il L T
FEFERETY 1.8, @mAENFARE™ 0.8 TEN -T2,

Week 52 CORIWEHRBAEE X, (KHERET27.5% (11/4061) M OEH &/ T32.5%
(13/400)) THHo7=, EREWERIL, (KHERETIX EREART.5% (3/40%1) . EXGE
EY5.0% (2/4001)) | RPk785.0% (2/4041) . TEHEAIEIRE.0% (2/40061) | =
AT EWREE R 7.5% (3/40M%1) . WHEAZ5.0% (2/40%1) | 5 ERALALBES.0%
(2/4061]) . ZWK5.0% (2/40%1) TdH -7,

1) HEARGHN O X~ T RAENRGE SN WRE L EARSHC T T®
REWG L, HEFRGHICE 7 3 X~ T ERARICO 0 B2 - #RE osts
H2) MAKLEH NSO XX~ T EAERNRGE SN WRE L EARSHIC T TE
REHE L, HFREIICE 7 X~ 7 ESHEICO B2 SN HRE o its
W) AFO 6 Wl Eo/NRIZERT D TS MEaie, Rtk ., BRErEaiE) Sk 2 AEL O &I,

NEHE ., 6 bl Eo/NRIZiZEY ¥ X~7 (BaTfitz) & LT, (KE 50kg RO BEIZIL 1 [ 75mg
%, {KHE 50kg LA LTI 18] 150mg &, #El, 1 %, 2 #HE, 3 %, 4 BRICETTEREG L, U
M, 4 B ORME TR FEE54 5, 2B, KE 50kg UL EOBRFE T, IREEICIGEC T 1 [H 300mg &% 51

HIEMWTED, | ThD,

MRS IARRAER (IR - A2311 3BR)

R4 A randomized, open-label, multicenter trial to assess the efficacy of subcutaneous
secukinumab after twelve weeks of treatment, and to assess the long-term safety,
tolerability and efficacy in patients from 6 to less than 18 years of age with moderate
to severe chronic plaque psoriasis

HHY T SE SUTTIE D JRE R Z 2 A3 2 /N HRERE 25512, Week 120PASI 75 X
JEKRIGAZ 2T DOXUTI~DSEELIFEL L, B 7 ZFX~TOFIMEEZT TR
(EARYIay ha—L) & hlEHE+ 5,

RERT YA Sl dtm, 72 oMb, EER. 2RI TR

ES/ES! NUF = Fra ZRAR=T RAY S BT VR YUY ANA 2
KIE

FSE S 6Ll E18AI O, LLTFIZ L W ER SN D PRE I EIED RERLE 2 HT D
HiEE A
* PASIA =2 7 /38120 |
*IGAA =7 3L 1

- RS S D RO R A AL DS BSAD10% UL E
- SRR S T DO RIENS » H LLE
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v - HE AR AR ERE, SHEHOWTAMNIL 10Ok TT X LE 0 A1) LT,
KHEHITEZ ¥ X~ 7 75mg ((KE25kg A, K U25kglh F50kg AT ) X1X150mg
(IKE50kgLL b)) %, BHERIIEZ ¥ X~775mg (KE25kgAjili) . 150mg (&
#25kgll F50kgAdi) X(1x300mg (KE50kglh k) % T v % ALEE, Week 1, 2.
3. 4T FEG%, 4R CTWeek 204 F TR TN 5-

HeBRE - T K e EERE S . 84
- FENTHBRE R © T X ML ST REEF 84 B K DFFHT IR EE84B, &tk
fiEAT 5 G AR 18 441
B 51 A7) —= 78 RE4AERE. %5H 208HERE. BHFTEAES (HEBRE)  16HEM
FEALTE H FTHEHEIE H : Week 120D PASI75UG M ONIGA A =2 7 DO X T 1~D ik

BIVREHELTE H : Week 1200 PASION Jix

WE RN ik THERHMIEZ$ T 2 Week 120DPASITEGHE K IIGAA 2T DO X1 ~DELFERIZS
WT, RO RIREMERIRE LTz, RO T 78R T =2 % Huv, A Xi
BEREe AT 4 vy ZERETVICED . NERFIZBIT D77 ROKIGHRET
WL, XRBROY 7 X< TG L, T /TR A OER (kAT
NR) RS E S, RSB D KISROREREBE LIz, AXT TV A
THT 7 a—FICL D T T EROEFNEA Y AEEH L, ¥/ F X~ T EGHEOHE
AT A > RITEEEH & L, Week 12 OPASI75EUG K PIGAA =2 7 DO X1 ~Dik
BB DI X X~T LT T RROMINEDORA R RFES A v bz Rz,
A IWEDRER T Z IMEENTHERE (8451) D H B, 78613 Week 5207l A2 5E T L=, Week
52F TICHE G- ZH Ik Lo E 1K H &R, SHER S 23l THh 72, Week 52
DT —H Iy MATRERT, TTRINRBRZ e Th o7, Week 52F Tl G %H
IEL7=6flicinz, mAERLIGIA RS 21k LT,

R 060.7% 01125 L ETH Y | (KEB0kgll F4360.7%., 25kg#iii739.5% T >
7co PsABEIIIH] (KA ERE) Tholo, NOMEHFRVRER O skl 1, R AERE
IR CRIBECH - 72,

Week 120D PASITARUGHRIFACHERE, SHERE & $1292.9%, IGAA 27 OOX(F1~
DO FERITMEHERET78.6%. m/HERS3.3% THY ., WTHOFEEALE A MU A
VT TR E LRl T (XA RN .

Week 120DPASION i RIT, (KA ERET69.0%. m/HREETT6.2%THY, B ALY
HNT T RE BT (XA AT

Week 4DPASI7T5RGH K Week 8 DPASI75/90/1005 xR 1%, I EREICH AR TE
FERETOREm M- 728, Week 1200 PASI75/90/100 5 &R M NIGAA =2 7 D0 X E1
~NOWERIIHEHREHETRIEE Ch-o7-, 215 DXIGRIIWeek 24 F TREFIIC E
H L. Week 52F THER & iz,

L2 A D i B Week 52F TOHFEFRBEBME X, (KHERET66.7% (28/42%1) | @mHERET

64.3% (27/425]) ThHoT-, ROBEBBEN G- HEFRITI LWL TH - T,

ARG ORBEYIF CTHE L1000 N EH - 0OFEESEEHEE (EAIR) 1%, KA

#H£115.9. BHER1306TH -7,

L DRI R o T,

HELAEFRRIT, Week 52F TITIKH EREC201 (BRMERIE, WE O BE1T

2) . mAERETLH (RER) RO BN, REREZROCRERE L OB

L &HE ST,

WERIICEST-AEFELRIL, Week 52F Tl ERET20] (7I7=0T73/ bT v

AT 2T —BHEMEOT ARG XTI ) T A7 27—, i TRE) 12

b BT,

Week 5205 5 CORIE R BISEE 1T, (KHERET14.3% (6/42%]) L OV HERET

23.8% (10/4261) ToH o7z, FREMWERAIL, KHEM CIIEMmERBAET. 1% (3/42

Bl | AFHERBIE4.8% (2/421) | @ ERECIX ERGERY4.8% (2/4261]) Th -

770

W) KAl 6 Ll Eo/NRIC T 5 TaEEioie, soRptEREEiA . IR rEeRE) (2x3 2 HiE L OH &I,
MHEF ., 6 Wl Eo/Nlicidt s ¥ X~7 (BIEFH#LZ) & LT, KE 50kg RO EFI2IE 1 8] 75mg
Z . {KH 50kg UL EOBFITIE 1 Bl 150mg 2, FIE, 1 8%, 2 H%, 3 %, 4 BREICK TG L, B
B, 4B OMR TR FEET 5, 728, KE 50kg LA EOBFE T, REIZSE T T 1 [\ 300mg %51
HZENTED, | Thd,
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WA S MAREER (F2310 3BR) 1©

R4 A randomized, double-blind, placebo-controlled phase III multicenter study of
subcuta-neous secukinumab in prefilled syringes to demonstrate the efficacy at 16
weeks and to assess the long-term efficacy, safety and tolerability up to 5 years in
patients with active Ankylosing Spondylitis

= IHENMETREMEEHER (AS) A A K5IZ, Week 16 DASAS 20 UGHEEFEELE L,
Y7 % X~ 7 75mg X iT150mgi Fi&5- O MEIC SN T T T BRITxd 5 @i %
PSS,
AT A Shtigx kR, 72 afbk, THER, 77 AR WATHER R
ESy/ Es| A=A RNVT, IFH, FxadfE, 74T R AXVT ATUH, vy
T, VUHB—= N AN, AR AF Y A KE, FA Y
PIE S NSAIDIZXF U THRA 03 ITEAENEAR R T, SUTNFaidHl X IZDMARD Off Ji A7
XD LU T OEAEL G723, PEE TEIEDASD B
- 18mLh LB 4
c XHRATRIC L VASOSGET = 2 — 3 — 7 FLHEZT -7
- X— 27 A VIRFOBASDALE A =2 7 (0~10)234LL E
- R—2 7 A UROBASDAIOE 2D VAS S dem L EOFHER % A9 5
Mk - H& HWASIRERE 2 7 F X~ 7 150mehf. 7ThmglE X7 7 v AREECL 1 1: 1Ol TT &
LEI AT LT,
- &7 %X~ 7150mght (LA F150mghf) @ &7 FX~7150mg% . % 5B,
Week 1, Week 2, Week 3, Week 4IZf2 F# 5L, Week8LAFFIZ4H[HlE TR T# 45
- B/ XX~ 7 75mght (LLF76mghf) @ B2 XX~ 7 75mg% ., GG, Week
1. Week 2, Week 3. Week 4(Z/Z TH:5- L, Week8LAK:, 4 MI[E TR TH5-
- TR EE TR L, &5 HGRE, Week 1. Week 2, Week 3. Week 4, Week
8} U'Week 1212 TH 5. Weekl16(Z, LLFOWTNDOR GO THT &
2L T2,
- 771 R-150mght: 7 ¥ X~ 7 150mg % 48 g TR RS-
- 77 RR-15mght: £/ ¥ X~ 7 75mgx 4lMNE TR TS
BB, TEHEMR N ChAMER L L%, FHEEMR T CHERIERE LT,
PR A T B DR R 21961
FRETHRE S« 7 o 2L S TG £ FH21901 (B2 % X~ 7 150mghE7261, &7
XX~ 7 75mght7361, 77 BAREETAR)) | KON GEM (FAS) 21961, %4
PEREAT RTG4E M (SAF) 219,
P 51 A7) —=2 7 4~100EM. H5H : 256 M (CEERBI52HM. JEEMRIMI2041H
i)
B - 1208
PR E H FHFEMZ LKL : Week 16D ASAS20/ 3%
FIREEIZE 2L - Week 16D ASAS40/5 355
e & AT ik Week 16D ASAS20/ )it K NASASA0SUE 1T, B G-#E L OHUTNF o AN L 515
WIBEOF WA EN, AEZ2HELERELT I VAT 4 v Z7EIFET VEHWTHT L
7o
A RIE DR R T oA MME SN HEEBRE (21961) O 5 B 150mehE666] (91.7%) . 75mghE68f

(93.2%) . 77 & AREE66H] (89.2%) HWeekl6% 52 T L7=, Weekb2LLFE, 75 mg
FED26 K 7T B R-TBmghE D3FI T, WRAF/3ITE YV B F X~ 7 150mglZ Ve &
SN, B U MMEENT 7 7B RBEOWRE X7 7 & A-150 mghta4f], 77k
R-75 mghE32%1 T - 72, Weekl56 % TRz 58 T L 72 #5313 150mg BE 5741
(79.2%) . 75mght50%1] (68.5%) . 77 & AREESSH (74.3%) ThH-oT-,

BBRE 095.9%~97.3%7365 kA T, FhrDHRAEI1T41.0~46.0 W ThHh o7z, #
BRE D063.9%~T75.7%0 B, 94.6%~95.9%N A NTH-7-, BMI OF¥fE (SD)
1%27.08 (5.674) ~28.01 (5.858) kg/m? ThH-o7-, N—AF A L OBASDALH A
a7 OYE¥E (SD) 136.57 (1.272) ~6.78 (1.280) Th o7,

Week 16D ASAS 20/t~ 1X, 150mghft T61.1%., 7omght CT41.1%., 7 7 B REET
28.4%CTH V., 77 BAREEL I L150mght CHEIZEN -2 (%% p=0.0001, =
AT 4y ZEUFSIH D, Thmght TIEA B2 b v - - Gi#%p=0.0967.
0 AT 4y 7 BURIHD,
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BIIEDRE R Week 16 DASAS 4053 1%, 150mghf T36.1%. 75mghtT26.0%., 77 B HREET
10.8%ThH V., T AREL LI L T150mght CHREIZEN -T2 (%% p=0.0008,
B YAT 4y 7 BRI,

5 FOGE (%) i A v X [95% (5 HE X ], pfE™
150mg 61.1% PPN 4.38[2.14, 8.96]
(44/72451) N7 7R p<0.0001
75mg 41.1% PPN 1.82[0.90, 3.67]
ASAS20 (30/73151) REEAR p=0.0967
7SR 28.4% B B
(21/74%1)
150mg 36.1% . 5.072.06. 12.44]
(26/72151) REEAR p=0.0004
75mg 26.0% e 2.99[1.19. 7.48]
ASAS40 (19/7341) N7 7R p=0.0194
7SR 10.8% B B
(8/74%1)

X HRE, PITNF o BANC X D1EERBROAE (REEFOHR) K OREZHAZEHK
& LizlogisticlElfE T /L

P DG R Week 16 OFT —H Tk 7 X X~7# (150mght. 7omghf) & 7T RREEAE I LT,
£7-. Week 156 OF—4% TlE, 7 FX~7150 mg &, 77 EHR-150 mg #. &
O, BEZFX~7 075 mg 725150 mg I[CHESN-HRELZHFE L TEE 7 X X~T
150 mg B (UL F42150mehf) . B27 ¥ X~775 mg #& 77 R-75 mg #EEDFE L
Tt/ ¥X~775mg # (LAT275mght) & U TR L7z, Week 156 % TOIREREE
ORFFEHIR OFIEiX, 2150mghfT1078.0H, 275mglt T1037.0H TH -7,
Week 16 TOAEFLIIEHMBEIL, 150meght T65.3% (47/7261) . 75mght CT57.5%
(42/73%1) . 77 B ARBET63.5% (47/74%5]) Toh o7, 150 mg HEXIL75 mg # T
TR ARBHC N CORRBBEE N 5% L, B o A EE ST, SIHEZ (150mehf11.1%.
75mght8.2%., 77 ARHE4.1%, LLTFENIE) Th-o7, 150 mg #T75 mg HEIZEHLA~T
FEELHRE 5% LA Lo e 8L, HEFHBAERE (2 2h5.6%, 0.0%) Thoiz,
Week 16 F TOREIEHAFEHAEE X, 150mght26.4% (19/72%1) . 75mghf17.8%
(13/7361) . 77w AREE32.4% (24/74%1) TH-7-, 150mght T75 mghtlZ b~ T3
BISHE S 5% UL E@ o> - BIER X, EHREHAER (ZE15.6%. 0.0%) Tho
776

Week 156 £ TOHEFLBEIME T, £150mght T84.7% (94/11141) . £75mght
T88.6% (93/105%1) TH -7z, 4150 mghf TER75 mg AEIZLL N THRIELE 3 5%LL
E@EroTmEwERIE, &St (10.8%. 5.7%) Th-oT-,

Week 156 F TIZEEM3FIHRE S N7-, T5meglt TOAFMIE, MERELOK1F, KL
2150mght CHERARBHDO 1B T, W LRI & OBE IS E Sz,

Week 16 F£ COEERAFFGRIMEIL, 150 mg #£2035.6% (4/7261) . 75 mghEn
5.5% (4/73%1) . 7T vREEN4.1% (3/74%1) ThoTz, BhEEZGE IR T EER
HEFRGL, 150 mghtOEEE FH-. 75 mght OB MERIGRL N 0 — [ ThH 7=,
Week 156 F COEELRAEFRBHAMEE L, £150mght T13.5% (15/11141) . &
75mghtT19.0% (20/105%1) Th-o7-, KHEGET2HILL LIZHBL L - HE R AESF
G3. E75meht TLREZE (2f)) . 7 u—9i () | Mgk (2f]) . £150mght
THR (2f) ThoTm,

Week 16FE TIZEGFILICE > - A EFLRBUHLIL. 150mght6.9% (5/7241) |
75mghf T4.1% (3/7361) . 77 RRE.4% (4/746]) THoT-,

Week 156 F TIZHGHILICE > - AEFEFGBEBMHE T, 4 150mg # 9.0% (10/111
) . 4 7hmg PFARET 9.5% (10/105 f5) TH -7,

Week156 CTORIEARBSEE X, 4 7T5mg 58T 41.0% (43/105 ) . 4 150mg
BeHRET 45.9% (51/111 ) Tho7=, ERBWEMIX. 4 75mg 5 Tl _EXGE K
Yu7.6% (8/105 1) . EAHTEZE 4.8% (5/1054)) . THl, KEZEKROA 7T
W+ 3.8% (4/105 #l) . 4 150mg & 58 Clx BXUE YL O EIHTER 6.83% (7/111
Bl . A7 45% (5/111 ) Th otz

1B AHD THREMITHEIR) (O 2 AR O EIL,  NEHE, JAICTt 7 2 X~7 (@crfiz) & LT 10
150mg %, Al 1%, 28k, 3k, 4 BRI THRSL, D, 4 BEOHERE TR TRE5T 5, | ThD,

R
vy
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WEAh S MARRER (F2305 34BR) 1@

R4

A randomized, double-blind, placebo-controlled, multicenter study of secukinumab
to demonstrate the efficacy at 16 weeks and to assess the long term safety, tolerabil-
ity and efficacy up to 2 years in patients with active ankylosing spondylitis

HHY

EBEREIERHER (AS) B & X5, Week 160ASAS20 [GHA =L L.
7 % X+ 7 T5mg X% 150mg D H AT VT 7 T & R I kT 2 BB & 245
5.

RERT A

Zhisx LR, 7o AMb, ZEHEMR, 77 AR, AT L EGER

ESy/ifEs|

RV — TAHIVT BFE, TIT0A AZVT, AF¥xva, 708, <
J—, BT B, hra, A XY R, R4V, KE

PSES

NSAIDIZ L 53 % HLL EORFECTHREA+ 0 T AEREARR T, PITNFa A 1
DMARD O H OA X R o7 LU D HHE -3 72 3 W 25 iEfO)AS@%%

- 185k LD B 4

c XBATRICE VAS OWET= 2 — I — 7 HAER- 1

« N—2 T A UEEOBASDATR A =2 7 (0~10) 234 L4 |

« R— 25 1 I OBASDAIDE 20D VAS dem b EOFHER 2 A9 5

ML - &

Y7 XX TEARNE S (IV) -T5mght. IV-150mght X7 7 ARREC1: 1: 10k
T X LE 1T LT,
7 X X< T7IV-7T5meght (UL FIV-75mght) : &7 % X< 7 10mg/kg % #% 5-BA 4k
KE, Week 2. Week 4IZFRNE G- L. Week8LLKE] i4ﬁﬁ'ﬁﬁmf75mg%ﬁ7<?§'ifr
« B ¥ X~ TIV-150mght (LA FIV-150mght) @ &7 &% X~ 7 10mg/kg % ¢ 5-Bi4h
F. Week 2. Week 4IZERARNEE 5 L, Week8LARE X4 ff@ T150mg % K2 T # 5-

« TR AREE 7T R E K G5BMGEE, Week 2. Week 4T ARNE G- L. Week 8%
UKWeek 12127 T v R % K TH#5-,
Week 1612, ASAS20SSHEEL - Lo RE (VAR X —) KONHT- S 72>
THERE (VU VARE—) 1L, ENENLUTOEY ET X AL,
TTRR- ) VAR Z— Week 16127 7 F X~ 7 75mgXi3150mgill : 1D TH
FUEME L, 4R TR T&RE
TTER- VAR K —: Week 16, Week 20127 TR & E THE5 L., Week24iZ &2
¥ X~ 7 75mgXiX150mglll : 1O TH T X AL, 48RElR TR TS

T B DMEHRAE S - 37141

fRNTHRE S /éfMtéhf:ﬁ%%?mm (IV-150 mg #£125%1, IV-75 mg #F
12461, 77 BAREE12261], BROMHTIRER (FAS) 37141, MRt R 4EH
(SAF) 3714

P51 ]

A7 U—=2 78 48, ¥5H : 1048
BERRA - 1238 R

A 3

TENTEE : Week 16D ASAS20/ iR
EIREHMIE B : Week 16®ASAS40}i N SRAE
BERWFHEEE : MRI (2 X 2B HER OMUGEIEI O IE O FF, mSASSSE:

MR FI5

Week 16 D ASAS20/ iR K NASASA0S G IE, B HHEKR OBUTNF o #AIZ L 216
WRROFELZHEKN, KAEAZHXLELTI200 2T 4 v Z7EIFET NV EZ T L
776

A DRE R

T o HE M ENT-gERE (37161 D5 6. IV-150mght976] (77.6%) . IV-75mgit
1031 (83. 1%) . 77 EAREE0%] (73.8%) HWeekl04F TORBREET Lz, 7
FRARBZEI D T on-12260 5 B 1126113 Week16i1Zt 7 X< TEEICH 7
5Am(//vxf/ﬁ XTI, VAR H—133501) i,

Z v MMEEMTotal 0 95.4% DHEERFE 2365 AT . Fln D FHIfEI1T41.0 M TH -
7o BEBRFE 069.3% 3BT, 60.9% B HANTH-T=, 7% LM Total DBMI
OHE (SD) 1326.51 (5.151) kg/m2 THo7=, X—A T A OBASDAI{ A =
7 O (SD) 146.30 (1.518) TH -7,

Week 16MDASAS 205551, IV-150mghf T60.8%., IV-75mghf T59.7%., 77 &R
BET28.7%TH V. IV-150mght, IV-7omghtO VTN s 7 7B REE L i LA EICH
ol (WTIBIEED <0.0001, 2T AT 1 v 7 BRI,

Week 16MASAS 40/ 1%, IV-150mghf T41.6%., IV-76mghf T33.1%., 77 &R
BET13.1%THY, IV- 150mg%$ IV-75mght DOV s 77 B AREE & i LA EICE
o7 (IV-75mghf : p = 0.0003, IV-150mghf : p < 0.0001, B Y RAT 1 v 7 AR5y
H1)s
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A DR R

Week 16 OAAGEAH OFIE 2 574 L 72Berlin A 27 D X— 2 F A L5 DAL
& (= SD) . IV-150 mg Af (-1.30+2.170) M O'IV-75 mg #f (-1.05+2.090)
T, WINER—RAT A NIRRT T Lz, BHEOBRELOEOL A Z5HE L 7=
ASspiMRI-a A =27 }xO'Berlin A 227 [XIV-150 mg BE&XTNV-75 mg #f L& HIZX—A
FTAUMBALT L2, IV-150mght & O'IV-75mghf O Week104 TmSASSS/3 R — 2 5
A UPBEIN LR Do 7oA OFEIG L, WTNLHiI80% Th -7,

LA DB

Y I XX TREE T T RO ENEE L L 7= Week 16F TORER, KON, £kh
HIM (Week 104% T) OFERZFHEIL7-, 2E 7 %X~ 7150mght(LL F42150mgit)
XixakH M coet 7 ¥ X~ 7 75mght (L F275mgh)IciE, N—R T A VERZ
IV-75mght X IZIV-150mghElz 7 > ¥ MM S 7. W ONTWeek16 (/ > L AR
VA=) XIFZWeek 24 (L AR Z—) 287 F X~ 7 75mgXIFX150mgllfF T v &
IMEENT-WEBRENEG TN D, Week 16 £ TOIRFEMM O FHIEIX, IV-150£T113.0
H. IV-75mghfCT112.0H., 77 B REETII2.0H THH-7=, £/, SRGHIMORE
M GRS &G S - B 5D o RfiiX, £150mghtT728.0H
2T5mght CT728.0H TH -7,

Week 16F TOHEFLFEIMEE L, IV-150mght T69.6% (87/125%1) . IV-75mght
T66.9% (83/124%1) . 77 AREETE5.7% (68/122f) TH-7=, IV-150mghf X ix
IV-75mgRt D WO FRBUBEIE N 7 T 2 R LR TE% L, L@ > T A EFRIE,
SHER 2 (IV-150mght13.6%. IV-75mght10.5%., 77 B REET.4%, LLFREIE) | g
HREIE (7.2%., 12.1%. 4.9%) KOEE (11.2%. 4.8%. 5.7%) Th-o7-, Fi-,
IV-150mg#¥ D 3 HAEFE N IV-75meghE I R Th% UL B - =40, 8 (11.2%.
4.8%)TH -7,

Week16 % CTORIMEMARETHEE X, IV-150mght33.6%. IV-75mght22.6%. 77 &R
£23.0% T - 7=,

G HMOAERGRBEMEE X, 2150mehft T86.7% (157/181%1) . A75mght T
80.4% (144/179%1) TH -7,

AR5 CORIWEREBBEE X, £150meghf50.8%. £75mght38.5% ChH -7z, &
150mght DI BB E N2 T5mghE bR Th%LL L@ - 7= BIER I, WHEER (7.2%.
1.7%) Th -1z,

PG TR N 20N RS Sz, IV-T5mght O DA 4 K ONHRRHERE 1 £ 5 Adk
MERAR D1 &, 7T/ AREED 5 DRIl BREBEZOIFITH Y . Wi s I3
& OREIIE E Sz,

Week 16F TOHEELRAEFHRBMEE L, IV-150mght T2.4% (3/125%1) . IV-
75mghtT1.6% (2/124%1) . 77 B HREET4.1% (5/12261) TH-o7-, BHEEHES
NIp o - EBERAERRIIIV-150 mg HEDO T RUBEEOHRTH - 1=,

G OBEEL2AEFSREBMAEIL, 2150mghf T12.2% (22/18141) . 4
75mght T13.4% (24/179%1) TH 7=, WTNNDORET2HILL EIZFEH L5800
RgE (Wl C&20)). MAEE7T5mghtaf]) | Rikk (£2150mghtakl) . e g
1 (2150mghE2fl) | SREMEFHER (2150mghE3f]) Thol-,

Week 16FE TICHEGHILICE > 7o A HEFRIEBUHAIL, IV-150mghf T0.8% (1/125
F) . IV-75mght T1.6% (2/124%1) . 77 BAREET4.9% (6/122%]) TH-o7=,
EEREGEHM ORGP ILICE > AFFLRBMHE L. £150mgHt T9.4% (17/181
#) . AT5mghET4.5% (8/179%1) Tho7-, BHPILICE - 7=FHLD 5 HLIRE ML
HEZ 1T A150mght2fl]. 77 B REELBICTH -T2,

E) AFO TBREVEFHER ) (ST 2 HELOHER., HEE., RACEE 73X~ GEiEF#fiz) &L
T, 1[0 150mg %, #F, 1#%, 28k, 3%k, 4 BEICE FES L, Uk, 48 OMB TR F&5

T2, 1 THD,
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EB I EE AR (H2315 #B) '

R

A randomized, double-blind, placebo-controlled multicenter study of secukinumab
150 mg in patients with active non-radiographic axial spondyloarthritis to evaluate
the safety, tolerability and efficacy up to 2 years, followed by an optional phase of
either 150 mg or 300 mg randomized dose escalation for up to another 2 years

H#Y

NSAID TRIREAR+ ITERBERETH Y . ol TNF o BAIRIEHE D X SRILUE AT
7o STRVMAEIPEFHERIEI K (nr-axSpA) $%’L?\3XT%% Week 16 @ ASAS 40 Mt %
%@kbf\?ﬁ#ﬂv7lmng&T%5(%ﬁ%%%@)@77tT x93 2 R
P& RREET D,

AR T YA

Shiax kR, 72 a b, CHER, 7T AR WATHER R

eS|

F—=ARNZUVT, A—AR)T, )X — TAHIVT, Fza, 7T53A, KA
I ONCH) = ARTI AXZ VT FRE, AXTa FTUH VT s —,
AR—=F KR, AV, aov T, AL, AUxz—FT2, AAL A, ko, Xk
E, BA

PSES

18 LA L NSAID IZ L DR TR A+ LA ABE R R 72 nr-axSpA 8%, HLTNF

a%ﬂﬁﬁﬁmﬁ%&U#HWa%ﬂXiDMﬁmf%ﬁ%%# LA, Fhb
DIFHE CHFEAR+43 BEREThHoTBE, ERBRIUEEIILDITO LR,

'M%A®A&$”*%E%ﬁtb 2 AS OKET = = — 3 — 7 FUEDALIGRIE O
X MREEEA T S W HE

c A7) == ZBRIAGEE & A2 R~9 MRI FTRA2AT 5. X CRP 2L FIR
Bz 5HHRE

c LLF D 1)~3)DFEHEE Tl /= 7 -

1)BASDAI 822778 4 DL F

2)BASDAI O'Z 2 GEHER) © VAS 227 (0~10 cm) 7% 4cm UL L
IEERIH D VAS A= 7 (0~100 mm) 7% 40mm LA E

% - H&

a7 72— AT, &E 10 BREOR 7 V) —=> FHNZEEIEDHERD S - iR & |

NR=Z2F A VFHZU T OWT N ORERIZ1:1:1 OlTT U H ALz,

s XX THAKGRE B XX~ 7 150 mg & &5-BHIAR & O Week 1~Week 3
(2 1EAMR., Week 4 LIFERIZ 4 W[H R TR 5
'?7%?77#§ﬂﬁ5ﬁ:?7%3771wng%&ﬁ%%ﬁﬁwwwk4uﬁﬂ
4 AR TR TG (F7 R % Week 1~Week 3 12 1 ﬁFﬁBﬁTBZT&“Ef)

. 7 TR 77BN ARG KT Week 1~Week 3 12 1 H . Week 4 LL%

Z 4 AR TR THE

Week 20 DARRIE, 2 [BILL b oosdife U 7= e T RIE BN O BR R HINTZ 55 2SR +4y

LI SN HRE L. HFER T TOE Y FX~7 150mg DO TG X THEAELHE~

DUz %R & LTz, Week 52 LIRRIZ, T X TOHEBREICIEEMR T TR XX~ T

150mg % & F#&45- L7z,

2AEM D AT 7 = — X BT LTEBRE X, Mt 7 = — X ~DOB TZ A & L7z, Week

104 KT ASAS20 FUGKEHEA i 7o L7 13, &7 % X~ 7 150mg Ok 5 X

X 300mg ~DEERGOWNTNNC 1:1 O TTI AL, FHEDEZ XX~

T HEMRTICT 4 BT T# 45 L=, Week104 BT ASAS20 MG FEHE A il 7 &

RO THBRFICIX, B2 X ~7 300mg #IER FICT 4 BMR TR FEE LT,

Week156 LIRRIT, FBIREMEDRRREIKICEKSE, FFER T TEZ FX~7 300mg ~
WELr L L,

PR LK

Z K IR E L - 555 1
ENTHESRE S« 7 v X s fba Tz 555 Bl (B2 X~ 7 ABEHRE 185 i, 7 F X
~ T IBEAFGRE 184 B, T ARRE 186 ) D H B EKMENTXISRAE

G- ]

A7 Y —=7H# :10EHM
BE5H . a7 7 =—X 104 80, M7 =— X &KE 104 #H
BERAR 12 8M

FEAT

B 51 TNF o RIGFRERHE 1251 5 Week16 O ASAS40 SUSFE (CEARS
HV)

BIRGHGIE E - #eBRE 4 ¢1®Mmm0ﬁr*“

EEMIFHIIAE E : 1 TNF o RIGEMERE I2F1T D Week 52 O ASAS40 )&%
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R AT ik

THEAHMEZE TH 5 Week 16 O ASAS40 H#HE (FL TNF a KRIGEOHERE) 2o
T, AT REMZ G L U URREG (B2 X X~T7BALLGREE T T R
ORI EE ) ZRE LT, &5, CRP gﬁmmﬁzﬁzx IZLLF (CRP+-) KR
MRI AR & 2GR E & oA % (MRI+/-) (2S5 < J@RIK+ (CRP+2>> MRI+,
CRP+7»>> MRI-, CRP-7>> MRI+) . #i TNF o #ANZ X DIEEEBROAE (k4%
M -C DfigHr D F) &zﬁﬁ@%%ﬂﬁﬂz@iﬁc& L7 VAT 4y 7 EUFETALEZH G, 77
TARBECHT D87 XX T HBALGREO A v XK N95% CI # 5 H L7z,

AZPEDE R

Z A DM E T 555 Bl 9 B 527 ] (95.0%) 7 Week 24 D FFfli 255 T L7z, Week
24 F CIIEBRE O G 2 ik L7-wBrE 132k < 28 ] (5.0%) THV., bZhro
TopIR BT TRBRE ST PREE OB . kW T TEEFRES) | BER+5 ©
BT o7-, 7 ¥ LbSivlz 555 BlEBNHIMEOHNT RIS E 720 | FEEEAMLRE A
Tdh D Weekl6 TlLT7 v & 2LEM D 95.1% (528/555 ) DOHERE CTHRIERAL 23T
bz, BT, WBREDK 9 E (91.5%) NAATHY . FOFHMHIT 39.4 .
BMI O 27.06 kg/m2 Th o7z, Zett (54.1%) OFHFBHME (45.9%) L H%
Mo T, HEIEOPNEFEBL) OO FEEIE 8.560 4, axSpA L #IEIFZMr ST
NS O OEHIEIL 2.609 - Th o7z, EEFHGEE TH HH0 TNF o RIGHHEHRE
IZE1F 5 Week 16 @ ASAS40 [X)HHT, B/ XX~ 7T EMABRLRET 41.5%. 7 F€HR
BET 292%ThO ., YIS ERBICHRTE XX T EARERTHEICE -T2
(p=0.0197, BT RAT 4 v 7 [EUFEHHT) . £, B ¥ X~ TIEEARGRE (42 2%)
1%7 7 R (29 2%) X VAR _mbxot (p=0.0146, 7 Y 27 (v 7 [y

M) . BHBREICHBIT D Week 16 @ ASAS40 SUSHKIL, 7 F X~ 7 EAKLGHET
40.0%, B/ ¥ X~ T IFEAL G T 40.8%. 7T ERET28.0%THY . 77 BREE
&wmfﬁa%377%%&5%&0?7%xv7#%ﬂ&§ﬁfﬁ% BT
(B7 & X~ 7 A5 vs. 77‘IZ‘J‘E$p 0.0108, Jzﬁﬂe;mm#%ﬂ&ffﬁiw va
7B AREEp 0.0087, BTV AT 4 v 7 URHHT)

150 mg B \ Zl‘yfl:l:
AL 5 75 'R [95 Maﬁﬁg%ﬁ]
p fiE

H1 TNF o 55| 1.72
: 41.5% 29.2%

Ry BE LM : [1.09, 2.70]
ASAS 40 (68/164 ) (50/171 1) p=0.0197
{RE 40.0% 28.0% [ 141'7277 4]
ASAS 40 (74/185 1) (52/186 ) b 0’0197

XEEGRE, CRP EYEMME ILLLT (CRP+-) &Y MRI E{&AT R X 21l B Ei %k o A %
(MRI+/-) (ZES<J@RIAT (CRP+7>> MRI+, CRP+7>>MRI-. CRP-7>>MRI+) . #iTNF

a BIANC X BB OAEE (REEFTOMITOR) K OMREZ AL E L2 logistic 7
)L

72, 481 5] (86.7%) 7 Week 52 DFEfliA 52T L. $T TNF o RIGFMLERE IZBIT 5
Week 52 @ ASAS40 GHIL, B ¥ X~ T7EAKGHT 35.4%, 7 ¥ X~ 7Y
ANBEERET39.8%., 7T BARRETI99% THY ., 7T BRI TE F X~ TEA
BERR O 7 X X~ T IEEABRERE TR -T2, T OO 224 0 PEFETE B &:

BWTH, B/ F X~ T HARLGHLNE 7 XX~ 7 IBEAKGHETT 7 BREEC

RTWENED S, Week 16 THOLNIZE 7 F X~ 7 OREN week 52 im«&ﬁé
NGV kb\ﬁéﬂto
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M DGR T v H M E Tz 555 BB NLEMEONTRISR L7 . Week 24 DT —H F1 > b4
7H (2018412 A 17 H) £FTIIHELNTTRTOT —Z 22 M vz, 1)
B2 DORBEEZ T2 Week20 £ T (JEH]) & Week 24 OF—4% v A7 HET
(B 12000 TR L, mieaett, RLatte bic, 873X~y n—ETH#
HENETRTCOWREDO® 7 $X~TRETOT =256 L, &7 %X~ 78
L L7,
Week 24 OF7—% 71> b4 7 HE TORIBENMITE 7 ¥ X~ THET 588.0 AN, 7
TERETI04.T NETHY, B/ X~ T HEAKGH L7 XX~ TIEEAKGHET
X, FNEI 228.3 A, 234.6 NMELFRIEECTH -T2,
Week 20 E TOHEFLEHRMHEET IR XX~ T8 (61.0%) TF 7 R
(53.8%) IZH_XTEL, BARGOFER T X~ 7 HEAKGHT 63.8%
(118/185 #l) . 7 F X~ 7 IEEAHKLGHET 58.2% (107/184 #l) THV, B/ F X
v T EHABRERTE 7 ¥ X~ 7 ARG TEN -T2, Week 24 FTOHFE
FEREBEHEETEPRGELRBKICEE XX~ T (7142%) TT 7 AR
(63.4%) ICH_XTEmhoT-, UAREOFEN T, B/ F X~ 7T HBAKREGRET
84.3% (156/185 fi) . B ¥ X~ T7IFE AL HHET 78.8% (145/184 f5) TH V. &
R GRFERERIC, 7 XX~ TEABRGRE TR XX~ TG AR LRI TH
Mnolz, Week 24 F£TIIRBELL ERAFFRIL, B XX~ 7 HAKGH T LIHEH
& 28.1% (52/185 f) . HEJE 13% (24/185 #) . LRGEEYEN N FRIAE 11.9%
(22/185 #) . &7 F X~ 7 IEEAK LR T LINEER 19.6% (36/184 #) . bEAENK
Y 12.0% (22/184 %) . TH#i9.2% (17/184 #5) TH o7z,
Week 20 £ CORIWEMARBMEE L, k7 X~ 7HET 23.8% (88/369 f3) . T+
REET 14.0% (26/186 f5]) THV., 2 I XX~ THTT T BREIZEXTEN-
oo BABHOFERTIE, 7 XX~ 7 EAKLGHET 26.6% (49/185 f) . &7 %
Xv 7T IFGAEGHET 21.2% (39/184 fi) THVH, 7 X X~T7THARGRTEY ¥
X< 7 IEEABRGEEIC LR TEN -T2, Week 24 F TORIWEHRBHEEIL, &7 F
X< 7HET 30.5% (160/524 f5i]) . 7T BREET 18.3% (34/186 i) THYH ., &k~
FXTHTT TR TEN- T2, EARLGOFERTIX, B/ FX~vT7E
A GRET 40.5% (75/185 f5]) . B 7 X~ 7IFBE AL GHET 29.3% (54/184 f5]) T
HV, B/ XX THAKREHETE 7 XX~ T IFEARERICHTE I - 72, Week
24 FTIZRBLETEREERIZ. 7 X2 X~7 B ARG T EFER 8.1% (15/185
) . ERGERYE R QYRR % 4.83% (8/185 #il) | 58T 3.2% (6/185 i) . &7~
F X~ 7 G ARG TIX EHIAR 4.3% (8/184 1) . EXGEEY: 3.8% (7/184 #i)
ThoT-. Week 24 FTOHREFINCE ST HEELRBEHEIT, B/ FXvTHEA
WERE 2.7%., B/ ¥ X~ T7IFEALRLR 6.0%. 27 XX~ T 3.6%. 77 BREE
1.6% CThH o7, EELRAEFLOREME L, B, RURGRLELIZEE X~
THETTERHETHREETHY . KRB CHCOMRE TR0 o7,
Week 52 OF —# 51 A 7R A TIE 7 5B ARE 186 il 174 it 7 ¥ X< 72Y)
DVEZTEBY, 287 XX~ 7R 543 filE 77—, MIBZEHMIIESE 7 XX~ T8
T757.9 ME, I BREET109.3 NMETH 77, BIERRBEHEIIE 7 X~ 7THA
BHRET 44.9% (83/185 fi) Tho7-, EREWERITEZ X~ 7 HAKLGHE T LR
SR 9.2% (17/185 #1]) | EAGEEY K ORI Y: 4.9% (9/185 #) | 5 3.2%
(6/185 i) Thol=, WTNOHTLEAEFR, BIEMA. EERAEELROEL
HIRICE > A EFHLORRBBELIZ Week 24 T— X 1 v A7 OEBBEFEO#E R
EDOREIENIRL, ERETORE TR,
W) ARAO TX BRIEEZ - S 2RI ERFHEBIEI 25 | (oxh T 2 ER O EIE, Tl RACEEZ X
~7 (Bfafffiz) & LT, 10\ 150mg Z. #FE, 1 8%, 2 #%, 3 @k, 4 WEICEZTHREL, L
B, 4 OB TR THRET 5, | ThD,
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2) REMHER

(BRI [R5 I ARAkRE SR (A2211E1 #lER, HRIEEH)

AR A multicenter extension trial of subcutaneously administered AIN457 in patients
with moderate to severe chronic plaque-type psoriasis
B HEE T EIE D RInMN S 2 AT Dl BE 2RI, AEFS, BRRARE, &
N ZNY A o EEEE L, B X7 2R TG LI ZORZEMEE D)
DM 2 T 5,
BT YA Sl L, “HEM RO HIFHIEEMR FTRE) | 7T AR WATEERH
HoigsakiR
eS| KE, 77U A LAY TAATV R, A ATV AR, J VT x—
KES FATHRBRTH DA2211RBR A 78 T LB
& - M5 A221TRABR OfERF I G- - BRI G 2, AR, A221IEIRBR CThikki 52 & & L
7=

A2211RBR O#ER ¥ 5T, #5120 % D& 7 % X~ 7 BEOPASITS S 1% [ & 5
b 5 150mghE X PR BIAA R 5-150mghtlc 7 > & AE 0 (1T S, 7T B REED
PASITSESHIIE 7 T AREE, &7 X~ T MO T T & REEDOPASIER Sy B o Y
PASIS0ESBNIIEERZF GREL T2 L & Lz, £70. A2211RBR O #ER R 5112
MR 2E DO FIRE N S NIZEHEICIE, A2211EIRBR CIIEERBEICBIT T o2 L & L
oo 72720, A2211RBR T 7 7 B AR G 2k L Io R 13 W o 1o 7o A BR
TT T RBEOWRE TN oz, Rl CORGEIILLTOLEBY ThoTo,

- [EE IR 5-150mght : 77 % X~ 7'150mg% 12 kg Tl &5

- FRFEBRLAIREE 5-150mghf « BLUE RBERFIZ ARG O b6 (PASIA 27T O
NR=ZA T4 DS DERRLEWDZLLEN DN 127 %X~ 7150mg%
TG

- HERBGRE AR TE 7 ¥ X~ 7 150mg X FEEM T TR TS

HEERE L WeBRE % . 27501
FENTHEBRE L © 7 o & DML ST RPREM 27561, e K OFEMT RS EM 27561, 224t
AT SRR 27501

5 1AM R AR 2240H )

AHIIE H PASIZ =7 | IGAA =7 %

RN 15 ARBIIL AN FEEFMEE TH D720, BRI 2 EEEHGE B ILEE L
Mo i, EiEAMEE S OPASITS SR E NIGAAR I T DOXIT1I~DOHEREZHH L
776

A5 DR R HREEFH O v b AT T, 3061 (10.9%) H3Week 69% F T D i 0] Dtk 1% 5- 118
Z5ET L. 9761 (35.3%) MOk G- %2 Fhtih T, 5% 2514861 (53.8%) 1L#kER
ik Uiz, MR 5 ogsa o5k, EEMBRR 5 150mght T21.7% (10/46
) . FRFEBHAARE I 5 150mghf T19.0% (8/42%1) . FHEEMBEH5#ET42.2% (79/187
#) ThoT,

SRER T, A2211FRBRBAMERF O F i 0 FX)E (SD) 1343.9 (12.27) k. Bk
(76.0%) KOA AN (84.4%) OWBREN L% SO -, KEKOBMIO ¥ HE
(SD) X, =1£190.5 (23.02) kgk1129.7 (7.04) kgm2Th 7=, N—AT A
DOPASIA 227 OIEHE (SD) 1320.1 (7.42) T, PASIA 2 7N20% R 2 5 W&
EBI1338.9% TH o712, IHEMEMIT22.9% TH o712, WMOBEIEL L, FIE51.3%. T
HEART% Td o 7=,

IGAA =27 E, 5 (IKEE) 6.5%., 4 (FHE) 48.0%. 3 (HEE) 455% Th o7z,
— AT A VIFICPSADHER SN T- B E 1L 7661 (27.6%) THh-o7-, KEIOkgLL LD
bR OEE (JEE MR 5-150mehE39.1%., 3B 5-150mehf23.8%. HEEH
BB RER0.3%) . MONGAA 27 83 () o#BREOH S (EEMEE S
150mght58.7%., FF3EBRAARIEPE 5 150mght42.9%., FEE M 5-8142.8%) T, &5
RN AR HFRD BT,
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B DR WO GEET S PASITA S K NIGAZ 2 7 DO XIF1~D R EDEFi N R S 1
72o PASIT5EUGERIT, [HE RHIFRE G- 150mght Tliikpi &% G- BRBALARF (Week 17%) T
67.4%. Week 73%°C73.7%. FRBALARE 5 150mght T40.0% (Week 1) | 42.1%
(Week 73%) Toh o712, Week 73%F TOEFHMIF LT, FHIBHAAFF 5 150mghf &
e L, [EERIBE A 5 150mght O SIS RILEm D > T, [EE MR E 5 150mghf & O %
B REEE 5 150mghE O Week T3 LM OBBRE HUL, ki -5 BREH AR O 5 LU T
TH Y REROMIIINETH -7, EERFEGEEOPASITHSZIL, 58.6%. 57.9%
Thotm, IERBGRICE TN HWBRF L. A22117 Bk O Fe 512108 % [ PASTHL /0 X
S, PASISOFEE GBI, it A2211 55k ORG-S FEFE AN ke 20 2 & L 7= W5k
FHThoT=03, A2211E135R TPASIT5 )G ZR DRGNS HER S T=,

LN DRER HRIEFTO B v A TR T, AFFRGREBUEE L, B RkRE5150mghE T93.5%
(43/46%1) . FHAEBRAAFER 5 150mghf T97.6% (41/42%1) | FEEMBE 5HET4.7%
(177187#1) Th-otz, HEBEAER TR O BIMEN @ NS BEHERIT, SHIEK T
B, WcHziE, BEYE. R, KO ERGERETH T,

W OHREIEX RN oT-, BRBKE THROBREREGK T4 ARIC, BEMBEERS
150mgRED BN T A~ULF )L AFEIC L W BETE LT,

EELAEFRREMEE L, FEEMRBR5150meght15.2% (7/4661) . F3EBRMGEER
5.150mght7.1% (3/4241) . FEEBRFEHEE17.6% (33/187641) TH o7z, WT o
BHBECBILL RIZHBL L EERAEFSIT, JFEMREGHECEIER (361 | KK
Wl 2f) Thol,

BHHRILICE > A EFGEBEE T, BERREE 5 150mghf13.0% (6/46%1) .
HBRLAIREE 5150mght2.4% (1/42%1) | FEEHRPK5HE8.6% (16/187%1) ThH-o7-,

XEGHM (Week) 1%, A2211E1 R L L Cit LT 5, A2211E1 RBRIZE 1T 5 Week 1 L1%, A2211

KB OB ERENS 36 BE TH S,

W) AREIORRNCE T D (S, sk, BRrEst) (o9 2 AELOHEIX,  TEF., KA
Wikt 7 ¥ X~7 (GEEHEfaiz) & LT, 11 300mg 2., #lal, 1#@%, 2%, 3%, 4 BBICET
BhH L, DI, 4 AMORE TR THE5T %, £/72, BAHEICXY, 1 1 150mg 2% 57252 LN TE
%, | ThD,
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[EI B e [m) 25 ARk e kB (A2302E1 ikBR, Week 68 =2 ZFAMIE H OfiF#T)

R4

A multicenter, double-blind, randomized withdrawal extension study of subcutane-
ous secukinumab in prefilled syringes to demonstrate long-term efficacy, safety and
tolerability up to 2 years in subjects with moderate to severe chronic plaque-type
psoriasis completing preceding psoriasis phase Il studies with secukinumab

H HY

a7 RER (A2302 R X1TA2303 ER) DOWeek 52 ([ZPASI 75 FUGHM 5= 4 5R
# (PASI 75 FUGHI) Z%t5I12., Week 68%E TOPASI 75 KDk ZfiE & L,
HEE UL EIE D R E R B 2 F T 2 EE T2 87 X X~TORMWEE 7T
AR & T 5,

REBRT A

Shiax kR, 72 a b, THER, 77 AR WATHER R, kbR

eS|

TNEFo, A=A TV T, N F— HFH a7, ZAR=T, 74
VIR, TTUVARA KA TTTRT N TARAT R, A AT
. A FZYVT, BR, ZhEe7, U T=7, A—TF K, @gE, Vr—<=7, v
HR—, AL AT =—T 2, BE. AFXV A, KH

PSES

« BYER O D R 5 & A D iiE R
caTRBR TR XX T OREGEZIT, 2T RBROWeek 52 OFHliZE T L, o
a 7RO Week 52 IZPASI 50 ol EXE SN - 8

& - M5

a7 RERTE Y ¥ X~ 7 150mght Th > 72 RE 1T 7 ¥ X~ 7 150mght L7 7 &
AEE (150mg-7" 7 B AEE) . 2 7B CT300mght T - 7= #BRH 1X300mghf 3 ix 7
7 AREE (300mg-7" 7 £AREE) OWTIENENL : 1O TENY (1572,

- 7 ¥ X~ 7 150meht. 300mght 1 T X LMEIBRETEH T, B/ XX~
150mg X 1£300mg % 41 1[0 D B £ TWeek 152% (CUIKAIOER) £ TR F&REGT
B, BRENALNTGEIXIREICBIT L, B L2 Sz ki L O 0% 3
MIZEIEIOBEECT 7R 2R TS L, £0%IFT, 7 %X~ 7150mg X%
300mg#% 48 1[B|DOHEE TWeek 1525 F TH Fi&59 5,

- 150mg-7"7 B AREE, 300mg-7 T B AREE - T U F MMEIBETWEI T, TR %24
H1EIOHE TWeek 152% CUIRMOFR) £ TR FEET 5, BEIALNIZY
BIXIREICRAT L, B3 & 2 S okBERE X OV O 1% 3 R IXE 1 [E O BEE T 2
F X~ 7150mg X1£300mg# £ F G- L. D%, 4 1B O TWeek 152%FE T
KTHE593 5,

- PASIERSy RO 150mghE. 300mght : = 7 ikBRD Week 521 PASITERSY Kl T db
STHEBRE X, T & MEBETPE ST, a7 RBROWeek 521285 Sz
HE (7 X%X~7150mgX1L300mg) DR 5%k L7-,

AR TIE ) o URFEA, BRFCACES AL L,

HeBREH . 82541

G-

T - 10408 H, REBIZH : 8l

A 3

FHFHGE E - PASI7T556 D SR K=
RIEHIHEH : PASIA =7 IGAA =7, DLQI A=7

MR AT 1%

PASI75 St DB R DWW TIE, Hilsk & OYAE T RIML Lzlog-rank ME % HWTE
IX X2 THEREE T TR I LT,

A MEDRE R

995G DPASITHIGHIN 7 v 2 2MEEd, D 9 582541 (82.9%) 73Week 68 DFT
fliz5e T L=, Week 68%F TI214961 (15.0%) 2MEBWHENIBAT Uiz, 1REMICEIT
L= oE 451X, 150mghE (10.0%) K& OV300mgiht (3.6%) & e L T,
150mg-7 7 B AREE (40.0%) K T800me-7 7 B AREE (25.4%) TEhr-oTo, T X A
{LIRIFE W 2 Ik U795 E o EIA 1L, 150mght T3.0% (9/301%41) . 300mght T
1.1% (4/363%1) . 150mg-7 7 BRI T2.0% (3/150%1) . 300mg-7 7 B AREET
2.8% (5/181%1) Th -7,

49T N ERBICHEBERICBIT LV X~ T OHE 52T, £D 5 51454
(97.3%) 73Week 68" DFli & 58 T L=, 1REMIZ 1k L7985 OEIA X, 150mg
BET6.7% (2/30%1) . 300mght T7.7% (1/13%1) . 150mg-7 7 B REETL.7% (1/60
) THoTm,

PASI75UEI D 7 o 2 IACEEF 99561 O F-fin D 2. (SD) 1346.0 (13.01) #% T,
BHENRT0.T% Tho72, AR TIEAANTA4% E B, RWNTT VT A1314.9%
Tholz, IKEOEHHE (SD) 1%85.69 (20.190) kg, BMI O F-¥JfE (SD) %
28.89 (6.072) kg/m2Toh -7, ANOFEHFIVRFEIZ B G EER] TR XA S 7e )

ST,
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B DRE R Week 52D PASI75 GBI 3515 5 Week 68% % TDPASIT5 i iE, 150mghf & Y
300mght & 1 150mg-7 7 £ AREE KL N300mg- 7 7 B ARBEIC KT LA B IR N RO b
7= (T bp < 0.0001, logrank MRE) . Week 68 F CTHOPASITHRG D RAFEN K
FIL, 150mght T49.8% (80/297#1) . 150mg-~7" 7 & REETT74.3% (87/150%1) .
300mghtT25.4% (44/363%1) . 300mg-7" 7 L AREET64.7% (7T7/180%1) TH -7z,

PEDRE R EIEEH O ERFGRBUBEE L, 150mglf &8t (PASLH /3 Ko 150mght &k & 7
¥ X~ 7150mght) T44.0% (202/459%1) . 300mgfif&#E (PASTH /3 /)i f51300mg
B OV 7 % X~ 7300mght) T51.1% (236/46215]) . 150mg-7"7 & AR T46.0%
(69/150%1) | 300mg-7" 7 EREET48.1% (87/181%) Th -7z,

150mglfF & fE. 300mgF A HE Tl b BBUHE N S0 - T A EFGILRFEIHR TH Y |
WWNCRETR, R, ERERYE,. FTRTh-oTm, 77 v RE SR T b BB EN
o T AERRIL, 150mg-7 7 EAREE, 300mg-7 7 EAREEL b EHHKTH Y |
WRNT150mg- 7" 7 £ AEEClE ERGERY:, PR, RmdkZ. 300mg-7" 7 & A#E Tl
BAfR ., LXGERYL., Rikk, ®miE, A o7z ZOFEETH T,

VBB TR OWMEIL R > T,

RIEEM O EE LA EFLRBEE T, 150mglFARET1.5% (7/45961) . 300mgff
AFETL1.9% (9/46261) . 150mg-7 7 B AREET1.3% (2/1506%1) . 300mg-7 7 R
T3.3% (6/181%1) TH 7=,

PIREHORGERIEICE > T AEFEREBME L. 150mglf & HEHE T1.5% (7/459
) . 300mglFAHETO0.6% (3/462%1) . 150mg-~7 7 EAREET0.7% (1/150%]) TH
V. 300mg-7 7 B AREETIIR G FILICE > T-HEERRIIRIA L2 o T2,

MG HIM (Week) (X, = 7HBROBIRK Okl L TR LS T D,

) AANORRANCIT D TR, FRErERIEi R, TREIERCRE ) (3 2 ER O IR, TlE, A
Wit X~7 (BinFH#iz) & LT, 18 300mg . #EL 1#%, 2 @&, 3%, 4 WERITKT
Bh L, LR, 4 B OB TR TR T2, £/72, AREICKY, 1 8 150mg 25T 52 &N TE
5. 1 THD,
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[EI BRI A 55 ARk AR (A2304E1 AR, P#IEERET)

R4 A multicenter, double-blind and open label, 2 year extension study of subcutaneous
secukinumab in prefilled syringes, assessing long-term safety, tolerability and ef-
ficacy in subjects with moderate to severe chronic plaque-type psoriasis treated with
either a fixed dose regimen or on a retreatment at start of relapse regimen

H Y A23047ABR ST A230TRABRIC I W TIRBRER O G- 2 56 T L 72 AEE S FE O Jaj Y
B o 49 HEHEBE 2RI 7 X X~ T ORMZ MR ORAEMEEZ T 5,

RBRT A Shtisx kR, —HEHR (—HFER)
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R—F R, VU AR—)L, 2uXFxT, AL A, AFV R, KkE, _RLET LA

PSS A23043 R 1T A2307TRER I BV TIRBRIE DO P 5 2 52 T L 72 P EEE XX HEAE O J5) i Y
B %9 it

k- HE& A23045RER DHEFFE G- HRAT LI B 13, MERFR G lc e B S iz B R O
i (CHER FTEZ XX~ 7150mg Xix300mg % [ & Mk 5 5 3 558 Bl AR
5 Ak LTz, A2307:RBROHERF B G- LRAT L7813, MERRR G5
ENHE GEEM T TEZ ®X~7300mg) %k L7-,

TR XL T B0 & Lz,

- &7 ¥ X~ 7 150mglE & RfRE#E 58 - B2 % X~ 7 150mg % 438 118 O£ TWeek
1524 F TR P& 59 %,

- B 7 F X~ 7 150mg IR 58 © B ¥ X~ 7 150mg X T 7 7 AR A4 1[H]
DOHFEFE TWeek 152%F TR F# 535, HEMBARED ONTHEAICITEI X~
7. FFRBRAENFRD DAL o T G A UTFE I BRIAR (S PASITS SUG D FHES D= 5
BT, o REHRET S,

- &7 % X~ 7300mglE EMFRE5EE - &7 % X~ 7300mg % 43 1[0] O #E E TWeek
152%F TR #5725,

- v 7 ¥ X~ 7 300mg R BIMEIEFR G « ¥/ ¥ X~ 7300mg XL T R & 41
DAL TWeek 152%F TR F#5HT 5, MBSO ONLAICITE X X<
7' FHEBMEMFED B Do TG A TR B AR\ CPASIT5SUG DN S D=5
Bl IR ERET S,

- B 7 ¥ X~ T7300mgIEERFGRE - B 7 % X~ 7'300mg & 438 1[5 O #H FF T Week
1524 E TR & 59 %,

AR TIEU Y o URAIERG, BEMRTFCHCEG A& LT,

PBRE S PERE R - 63481

e 51 AR 10408, “E8lE  sHfH
RFAHTE B FHEFMGER  ZeMiHMiEE (FEFER, BARRE, N1 2012 LEX)

BIRFHEEEE : PASIZR 27| IGARA =27 %

HERHIEAT F 1k AR S OPASIS0, PASI75, PASI90NK UNPASI100K i, W ONZIGAA 27 D0 X
IZI~DOUEIZE LT, SRS EBRE B OB OIS (RINER O ESER) 220
L7,

D B A23045 0 T A2307T5 R 2 52 T L 72 9B D 5 HeTsBIMARBRICEITL, 2D 5
56340 (93.9%) NTF—X N v MF TEICHBR AT Ch o, T—X By M7
BRI A2 52T L CW R E 1T W e o 12,

Z o H MEEMET5H OFER O X (SD) 1345.9 (12.74) % C. H1E1365.8%ThH
ST, NEHITIEAANTS2% Kb %<, RNTT VT AN182% Th -7, Kl
DOFHIfE (SD) 1%86.33 (22.041) kg, BMIDO F¥)E (SD) 1329.20 (6.556) kg/m?
Tholz, ANOEIE, (KEOFELE K O RfE 3 th o B 57 L Helg L T300mgdE s
REBEGEECRED -T2, TOM, F7e N OFFHARRHEIC B G RER] TR LA b 7
Mo Te, Ak Gk ORI O P ILiElL, 150mglE E IR G-#. 300mglE &
MR 57, 150mg P58 Bl hA 4% G- & ON300mg FF %6 BRAA I % 58 TV 1 $197.0
H. 300mgiEERFLAET218.00 TH V., 300mgIEERIFELERETEN -T2,

K E B (Week) 1%, A2304 REROHIBI Ok L T LS T3, A2307 REROFEHIRIT 40 #E77
A, A2307 HERIZIE. A2304 FRERIZE VT Week 12 12 TPAST #y sl & HIE S -5 D52 A
HITW5,
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HIME D fE R Week68™ D 150mglil & MIM@ 5 5-8F. 150mg 7 B AR & 5.8, 300mglél & Mg #% 5
B} OV300mg FF 5% B 4 e $5¢ - O PASIS0 5 i % 1£.88.1% . 88.0%. 98.2%. &
90.9% . PASI755 )it %13 65.6% . 35.2%. 86.1%. K& (146.3%. PASI9O )i i1
40.4%. 7.0%. 70.9%. K 1'19.5%. PASI100/ /iR 1%15.2%. 1.4%. 46.7%. MO
6.1% CTd - 7=, Week76™ D 150mg [& & 4] FF £ 5- 8%, 150mg % B 4 B ¢ 5-8F |
300mg [ & M FF & 5- 8. & U'300mg 5% B 4 RE $5 5- 8 0 PASIS0 5 i % 13£90.8% .
89.9%. 97.3%. }1193.3%. PASI75/<)531166.0%. 47.3%. 83.6%. M (145.3%.
PASIQO0 S I # 15 40.4% . 12.4%. 67.8%. K& ’17.3%. PASI100 /<)% 1317.7% .
3.1%., 47.9%., KU8.3% T >7, [EEMEE 58 & O IR ERER 5HE O W3
BWTH, 150mgfkG-Hf & bl L T300mg#x L-F TR o7z,

Week68*DIGAA 27 DO X T 1~DekFEHF 1L, 150mg [E & [ b7 £ 5- 1 T45.7%.
150mg FFF& B AR I -1 T12.7%.  300mglE & fIf@ % 5-1£ C70.9%. 300mg -7 B 4f
Rrf G BET20.7% Tdh o 72, Week76*DIGAA 27 DO T T ~Dk#ERIL, 150mgH]
EMIfR 58 T46.8%. 150mg M7 BAMGRFR 5-HE CT17.1%. 300mglEl & M f@ & 5-# T
69.2%. 300mg 3¢ B MG HE % 57 T22.0% TdH - 72, 300mgIE B Mm% G/ Tit.
Week68™ [ NWeek 76 1D PASIS0 5 it #13:93.9% & (N87.1%. PASI75/ )&% 1360.6%
K 1%64.5%. PASI9OF it~ 3R1%30.8% & 1025.8%., PASI1005 it~ 3R139.1% M 1°12.9%.
IGAAZ 27 DOXIE1~DEHRIL33.3% L V32.3% Th > 72,

M DRER Ak B¢ 535k O EHER B BAEE X, 150mg[E & M b 5-5E T59.2% (90/152
1) . 300mgl#E E M bR B 58 T58.9% (99/168%1) . 150mg fJ- % BH 4h 5 ¢ 5-FE T
56.0% (84/150f1) . 300mgFFFBHARREE G- 1ET58.7% (101/172f1) . 300mgIEE R
P 5HET69.7% (23/33%1) Tho1=,

150mglH & IR G- Tl b B BUBEE N m - - A EFRITEINIER TH Y . KRNT
BRERY, BIER. BHR. A 7 oY WERTH o 72, 300mglE & kRS
HCROBEHEENE DT AEREGIIAEWIFRX TH Y, KW TEXKERKYE, &
J£, WEE. SR, Mk CH o7, 150mg PR BRAGIE G Tl b R B N B o
TAHERZIIARFEFAR TH Y . WNCHEHE, BERE., EXOERRY, B8R, wiETh
S 72, 300mg I BIARF I G HE Tl b RBBHE R BN o - A FFRITAWIFAR TH
D, RNTA 7, e, @il ETH -7, 300mgEEMBEGHE Tl b %
BBEENE N> A ERFGIIREHEARLTH Y | WCEEm. B, BT HEE
Th-oT,

Afse P 53R TIE L DG 1L o> T2,

Aot G BR O EHE 2 B ERFGRBIUMEE X, 150mglEH & @i 57 T5.3% (8/152
#1) . 300mgEH & MRG58 T4.2% (7/168%1) . 150mg I B AR % 5 1E T2.7%
(4/150%1) . 300mgH % B ARG % 5-HE CT2.9% (5/172641) . 300mgFE B Mk 5-#E T
3.0% (1/33f1) THo7o, FHEGHE TR EICRBL L - EERAEERER L0 -
7=,

Ak 15 5B O GRER OF G- 1B E - - A ERFLEHMEIL. 150melE E R
BHRET0.7% (1/15261) | 300mg @ & i fm % 5-8 T1.8% (3/168%1) . 150mgF ¥
BAAAIG & G- 8E T1.3% (2/150%1) . 300mg %5 Bl 4 I £ 5 8% T3.5% (6/172641)
300mgIEEMIZRG-RET3.0% (1/33%1) TH-o7-, FEGEET2HILL BIZHEB L-hik
WCESTHERFRIIR D ST,

KEEEHE (Week) 1%, A2304 REROHIR Ok L T LS T\ 5, A2307 REroF 5T 40 #77
23, A2307 RERIZIE. A2304 HBRICEWT Week 12 12 TPAST B0 S]] & HIE S =B 23 x A
S5NTWA,

) AFNORNCET D TSk, wRErEEIEiR, IREMEREE ) (ST 2 HELOCHER., Tl A

Wik 7 ¥ X~7 (Bl z) & LT, 1\ 300mg 2. #El, 1@%, 2%, 3k, 4 BBICKT
B L, LIk, 4 BB TR FTHE5T %, 72, AEICXY, 1 1 150mg 2% 59252 LN TE
5, | ThHbD,
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WS MAHIEE AR (A2206E1 35R)

R4 An open label non-randomized extension study to evaluate the safety and tolerabil-
ity of AIN457(anti interleukin-17 monoclonal antibody) in patients with psoriatic
arthritis

H %5 11 #H D Proof of Conceptitlik TdH 5 2 7 ikBRA22065 5k (2S00 L 72 PsABE & x4
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FERBE (R TOR—Z2F A4 ) L. UTOEMEZOWTHER LT,

- RS RIS A2206BR DR — 2 T A & [FHEUL

- TEIEBAEIEL S A2206 R D _X— 2 T A v & ALk

- PtGA Activity. PhGA Activity. PtGA Pain. HAQ. CRP®5HEH ® 9 H3HEE Lk
TA2206ABR D _X— 2T 4 L L VBN LN

ik - & 7 % X~ 7 3mglkg % 438 IR THIRIN IR 5

R T B BMUBERE L 4209
FENT B BR L « L RVERRAT R RAE M 28051, SR ENREMFNT xH SRR 2861, 3T 2T xf
GEH 2761

e 51 R—2 T4 VHIERE21AM. 15 Part1 : 6% AR, Part2: 65 AR, %8203,
A

FFAITE B ACRI i35

WERHARNT Tk ACREUGHIL, BEHRER, FHERE BN RER st &2/ L,

M Dk R A2206 R T T v X MM Tc426l0 5 B 286 D3 ke BR I HE A AL DAL, Ak
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FH (B XX~T - XX~ TR 1961, A2206 5k T T AR &K h S o gk

F (IR IXIXTHE) DRI ThHoT-, 286D 5 H2261 (78.6%) MikER%
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(7.9012) kg/m2TdH >7=, A2206ERDX—2 T A > DPASIA =7 OFH)fE (SD)

1%3.51 (4.022) TH-o7=,

TR XX THTIE, B X~ 7 3mgkgD HIEIEE %, EHSL DT

ACR20. ACR50, ACR7OIGDIEMMNHER SNTZ, ¥/ XX~ T -7 XX~ THET

X, A2206:0k & [FAERDACR20, ACR50. ACR70KS2Y, A2206E175R THifi L T

Wiz,

EXUAPYRTS FEFBRREHMEEIL, B/ XX~7 -7 FX~7HT100.0% (19/19%1) . 7 &R

&7 X X< THET100.0% (9/9%]) Th o7, R THROBEEBEEDE - - A4EHR

GUIRIABER TH D . WRWTHPENRSE R, B, &, FEkoEnTth o,

W OHRET RN o T,
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BEC2M) ICRBL LTz, 261LL BICRBL LI EE R A ERRIL R0 -T2,

BERIICE ST HEFER T2 (B XX~ T7 -7 XX 7T (BVEROVEH)

P FEWV) | FTER-BZFXTRETIH (DAEZE) ] ICRBE L,

) ARFIORNCET D S, RetERamix, BEEERE o+ 2 EROHEE, TEF., RA
\z ;sze;zv7 (B 7fEfez) & LT, 1[F300mg %, #El, 1#H%, 28%, 3%, 4 BEICKET
BehH L, LI, 4 HEOMBE TR TR T 5, £72. KEICEY, 1 [ 150mg Z2H 5752 LN T
%, | ThHD,
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ENH IR (A1302 #BR) ©

R4

A multi-center, open label study of subcutaneous secukinumab in prefilled syringes
as mono- or co-therapy to assess the efficacy, safety and tolerability in Japanese su-
jects with generalized pustular psoriasis
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ML - &
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B4l T LB, HENRE S SN S AIE150me & 43 & Sk
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P51 ]
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PO HEF
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PEPRIG L OBHTR CH 0 . ZNLAMIT XTI TORB TH -7,

T OWEIL o7,

HERAEFRNIONCRI Uiz, 1HIXHEEORYMENFREZ I Lz, 16IX5E
JED _EEREALE I, HAE R O AR MUBHE & OFRERE B 2 BB L7, 1B O R
— P S OV AR DR B A RSB L T2,

B 5 IEICE - T2 H ERERIT Y PERFRE S R OB REREE Th - 72,

Week52 TORIVERRBMEE L, 33.3% (4/1261) TH-o7=, BIMEA X, HPVEATFRE
=OJFHERE R EEMENEAR, AR, JOBVR, BRI E N K8.3% (1/12641)
ThoT,

) AFNORRACE

5 T vERcRE, RoREPERIEI . MRAEPERCEE ) (S0 o AR ORI,

BiiK NN

WZiEE 7 ¥ X~7 (BixF##az) & LT, 1[0 300mg Z, #El, 1%, 28%, 3%, 4 8RICKT

Bh L, Lk, 4 BEOBBE TR THRET 5, £2, REICED,

5, | Thb,

1 18] 150mg #&59 252 LN TE
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ENE ISR (H1301 38R, hisEE) 2

R4

An open-label, phase III, study of subcutaneous secukinumab to assess efficacy,
safety and tolerability at up to 52 weeks in Japanese patients with active Ankylosing
Spondylitis

HHY

A AR NTEEPERE B HER BHE 2 XU ' 7 % X~ 7 150mgfE T 5 O F 21 % Al
T2

RRT A

SR, HEER. xR

eS|

HA

POES

NSAID (2%} U CTRRA+5 T EEEAR R T, DMARD XUEZHLITNF o BH OfEH O
?ﬂ—f%ﬁﬁbﬁ PLF O FE e 24 72 3 P A5 YT BAE OTEENETRELMEIRHEZS (AS) DR
- 18 LA LD B4
X BRI KV MET = 2 — T — 7 HUE A -
« N—2 7 A UHFOBASDATR A 22 7 (0~10)A34 L)
« R— 2T A VEEOBASDAIDOE 2D VAS dem bl FOFEMER 2 A4 5

ML - &

ARG L L TEZ ¥ X<7150mg% H5-BRIGFF ) 'Week 17> 5 Week 412 18R T
TG L, FRLAEITMER G & L 4B TWeek 48% TR F# 5 L7-,

304

5]

A7) —= 78 . 4~10HMH, #&58 . 52:HM, BHEAER - 1280

BRIEEEE

FHFHIE H : Week 16 DASAS205 iR
BIVKEHIE H : Week 16D ASAS40/ i3, BASDAI 505 it 2%

A MEDRE R

I XX T ORGNEMGINT306I0 5 B, 26 (6.7%) 1TWeek24F TIZHIEL
7o WEBRE 090.0%M3655% AT T, HRAEIZ43.0 #ETh o7z, HERHE D66.7%I1LHME
Tholz, BMI OFHIfE (SD) 1323.49 (4.127) kg/m2 Th 7=, X—ATA D
BASDAI# A 27 O (SD) 136.928 (1.5989) ThH -7,

Week 16DASAS 20/ 631570.0% (21/3061) TH 7=, F7-. Week 160 ASAS40
FOSZRIL, 46.7% (14/30%5]) . Week 16 ®BASDAI 50 [J&H=R1%36.7% (11/304))
ThoT,

Week 52 DASAS 20 KI5 (X53.8% (16/30%1) . Week 52 D ASAS40 )G H %
40.0% (13/30%1) T&H Y., Week 52F TIEIF —EDMA THRE LT-,

MO R

R

Week 16 £ TOHEHESREBBEEILT76.7% (23/306]) Thol-, mbEN-T-AE
FHRITTA NV ANE ERGERY: (23.3%) THY ., KOTHORNE (13.3%) . A 7L
= % (10.0%) ThHo7m,

Week 16 F CORIWERBEHMEIEIL36.7% TH 272, B ENo=RITERITZ Y A L A
FRERBYETHY, WNTHONRTH- T2,

Week 52F Tl bZ -2 A EFERIT EWHIER (50.0%) THYH ., IRWTHNE
(23.3%) . A 7= W (16.7%) . BHIEX (10.0%) DIETH 7=,

B DAL 2o T2,

Week 16 & COEE LA EFHREIUMEAIL3.3% (1/306]) ThoT-, BOLN-E
BRAERGIIEZ THY , BRI L OBENGE SN oTo, EZIIHE G HIE%
WZHEE LT,

Week 24 7 — % 1 v N4 7 £ TCOEERAFEFGBBMHEIL10.0% (3/30%]) ThH-o
72o Week 16 LIRRICFEO N EERAEFEFLIL, FEHEBRE (14 KOSEBER
FZE M) THY., WIFNLIFITORITH 7=, 1= HEE IR IR & o R
EREI NN T,

Week 16F TOHREGHILICE > - HAEFRITIE . Week 16LIREICHIL LIS H kI
iogﬁ%i%mﬁ%%&zﬁ%ﬁﬁ%%% (H£161) Tholo, BERITHEGHILE
W2 LT,

Week52 TORIWERFREMEE L, 46.7% (14/30%]) TH o7z, ERFEMWERIL, LIREE
K7 (23.3%) . ANK4H (13.3%) HZETho717,

W) AFIO THREAETHER) (62 AELOHEE, @, ATt 73X ~7 (G HEfz) &L
T. 1[0 150mg %, #El, 1#%, 2@k, 3EE, 4 WEBICHE TRE L, Uk, 4 BRE OB CH &5
45, | THH,

(5) BFE - WERHR U L
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(6) AmEER

1) EAMBERAE (—
ERARMERAE. BE
ERAREHRAE. ER
RiELLEBEE) | ®
ERFERT -3 ~N—
ARE. HERTR
FRRHEBRDOAR

2) ARBEMHELTEM
FEODABXITER

Lf-FA%& -
=

(1) £t

AER DM

mYERe L

- VRO N OO REPERIEI R BB T D a7 4 7 AR TR GROK
Wz Ve R O 20 2 a9 2 e e o Rl o

- SRR N OO B EI R BB ISR T 2 a8 T 4 7 AR R ER 5RO %
A ) & Bl 2 G To R ke OV 20k 2 R4 2 A ol P Bl A

- REMEEREE BT Dk T 4 7 AR TR RO RILZ MR OE R
P2 R 2 Jor A il Rl i A

 SRIECPEFFHER KO X SRR & 7o S e WA HEBI i R BB 1T B T 2 =2k
YT A 7 AR TR G O M O 0 2 Wt 2% — i i el A

- S PERCRE, FOREVEBIEI R, R OMREMEREE O/ NRERF ISR St T 4
7 AR ER G RO M R O 2 a9~ 2 e e o Rl i A

FRAESE X EE O R E T 295 & A 2 e (S0 M RE e M OVHz e BB 7% )
BE RS LI ERRBROKRTER O 12 % 0 PASITS s X% PASI90
SR 2R FITTT (A2302. A2303. A2308 TN A2309 iBR{FE) .

- IREEH]
300mg 150mg
80kgith 75.7% | (289/382f)) | 66.3% | (258/389%)
PASITS 70~80kg | 84.9% | (107/126f1) | 73.3% | (96/131f)
60~70kg | 87.9% | (102/116f1) | 69.2% | (63/91%1)
60kgll | 75.8% (47/6205) | 76.9% | (60/78%)
80kgith 45.8% | (175/382%) | 35.7% | (139/389%i)
PASIO0 70~80kg | 69.0% (87/126%1) | 42.0% | (55/1314)
60~70kg | 75.9% (88/116%1) | 48.4% | (44/91f1)
60kgll | 61.3% (38/625) | 57.7% | (45/78%1)

RIS BT PR 1 B OV I % 5 % JRBOG & L CHEat

FEMENES RS B (JERRILFER)

S VERORE K O REVERIER A 26 52 & LT [ERRIL[RRBR T, A# 300mg 73%
G an-8#E 1410 B (52 HEF) (2o, EMEEE GEROELEE 2K
<. LATFEAR) OFRBAEE L, 0.34/100 AFE (4/1410 #)) THYH ., TOHNE
LR EME R, BERAE, BE, i CTh o, EHER OB
BEREIX, —MRADCTTPRISN D BBBEE LR CTH-o7- (ERELIAL @ 0.64
[95%IE#E XM : 0.17. 1.63] ) . FERG@IERERE OB L, 0.43/100 A
F (5/1410 ) TH o7z,
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VI-l. EBEZFMNICEESH D
tEYMXIZILEEE

Vi-2. EIB%EH

(1) YERERML - fERMF

VI. EHEE(ICEHT SIEH

A XX A~7 (& Motk b IL-17A £/ 7 2 —F LHiK)

Tua<7 (v MiHie b IL-17 SREKEA £ 7 a—FLHEK)

AR X<7 (b Motk b IL-17A/NL-17F £/ 7 0 —F )LHUER)

HE B & (LG ORRE XTI RE L, B OUMT CEESRT 5 &,

/¥ X<713,. b MUE b IL-17TA £/ 7 a—FAHEKTHY . KIEMY
A " HA L THDIL1TA EFEA L, IL-17A @ IL-17 ZREA~OFES 2 HES
HZ ok, FoEtETIT 5, IL-17A 1%, T Thl7 MilnSELA SR
L REMEDRIEMEY A A THY, 6 FECTHARIND IL-17 A b A
77V —ZET 5, IL-17A EFEPMERR L ESWVOK IL-17F TH Y | IL-17A
& RIBRIZ Th17 fMilaDFEEA SN D,

BRIV T IL-17A 1XZ OIRRETERR EHEFRICEE G- LD, TL-17A OFEE R pE
AR TH D Thl7 MlEOALFIZIE IL-23 2885 - L CH Y . Th17/IL-23/1L-17A 2
BEGEL U 7= BRI DN R B O IR BT I B e e BN A2 e T 2 L vRig S v g, I
17A1%. TNFa. IFNvy XIZIL-2272 EOMDYA R I A v & OFEIERIC LD .
FTF VA N RO RS 2 R R L L, A A v (IL-6.
TNFa kDN IL-1872 ) . 7 EHA > (CXCL1, CXCL2 KO CCL20 72 &) K&
OPERTF R (BT 4722, ViRAHU > 2 KO S100A7/Psoriasin & W
o712 8100 EHE) 72 EDFEAEZEN LT, HHERE O 3Bk (Th17 ffaze &)
Vo T RIEMIA DR A ~DENB 2 L, JRFTRIEOHERF - HERICRE 535
EEZBN TS, F7-. Th17/1L-23 BEE T IL-17A ORzfEMERIEIZ X OEE
PR~ DOB 52 R =BT A L LT, it BIEI 2 BE O KM AEER I IZ 3 1)
% Th17 ARE O K& OSSR AR TL-17A EEE L~V O, N
ERIPEE R R Tl SRR R T T iE T IL-17A O L K O S
ST IL-17A B OEBEHAME STV 5,

FREMEBFHERIZ OV T, ZOREBITHICBE ST 70Dy, BEAEERIC
TFAET D IL-23 ZRFIRBEYE T MRS IL-17 ZE4E L, B EHEL VT Y 5
Vo 7 REDIBRRICEE L TWD Z EARBRENTWD, REMEFHEREE T
PEEERERR AL Th17 ek O 1L-23 ZR/RMW/AL-17A Bty 6 T
Jag oI  IL-17A BEO EFANHE I T 5,

X HREEUE A 7o S A WRERPEFFHEBI EI 2 12 DWW T, JRIRRRE I S22 fiF B &
VTR TREMEFHER & & b ITREIREET C O RIE AU I T E IR
DOEEPHERHENTED , IL-17A KO IL-23 NEERAEZH 5 LRI T
W5,

T XX~ 7L IL-1TA OEYIEEEZ T 5ERA NS 2 Z Lb, IL-17A 2
JRIEIE AL & MERFIZBE 5 L Q1 B & &5 S MEEnRe-Cr v B f 2 . IRk
i, TRECPETHER . X BRILUEA 7 S e WRENMEF HEBI Fi A 1o kF LIRS R %
RTEEZBND,
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(2) EWERMITS
RLAR

HER

(REEOIRRRIC T 5 IL-17A D5 & & 7 % X~ 7 OVEHER)

IL-12 A
£
3 e |
e g

WY A
PIEDAVD

.....

- RILER.FERBED -
IL17A RIS OB IHEE
] EIFRITH

 IL-17AICRESTBTECEY.
IL-17ADIL-17ZB{E~AD
ANtEEENS

L:A79—04F> Th:AJL/—THR

1.t MZBIT DA BFME R ONERYE (n vitro)

/¥ X~7 DOk k IL-17A nﬁ%:gﬁsgmﬁé\&:%wéﬁ@%ﬁii& (Kd) 1349
200pM TH V., IL-17A & IL-17F O~7 1 &k (IL-17AF) & 2.4nM O
BRMETHES Lz, B b IL-17F & _&EId LTI anRo bz b 0
DOIEFIZHTHL, Kd IXREHETE o7, £72. IL-1TA BRI X~T712H D
NUDFREAS L TWD & X21T IL-17F OF5EN IR Sh-Z éne, IL-17A &
IL-17F 137 ¥ X~ 7 EOR UG HEIBRICARERMICHE ST 5 2 ENRB I
7o EHIT, 2O OREAMEEIT, IL-17A & IL-17 228K (IL-17RA) & Ok
AL BEHELTNWDHEEZON, BZXX~TTE b IL-17A ISHEA L.
IL-17A © & b IL-17TRA ~OfE G % HET 2 Z L BRI THD

—J5. IL-17A kO IL-17F Ao IL-17 77 2V — (& HIL-17B. IL-17C.
IL-17D KON IL-17E) &6 L TlE. B 2 X~ TR ER G Lo, £
2. B ¥ X~70% IL-17 DS YA A THDH IFNy., IL-18.
IL-2. IL-6. IL-8, IL-13. IL-18. IL-19. IL-20. IL-22. IL-23. TGF B 1.
TGF B2 }xOXTNF o {2 & 287 Lo Tz,

2.1In vitro \Z 33T 5 BTG M

1) b MERHESEMARERIE S BT 5 IL-6 PEAEL

YEM (in vitro)

Y7 X~T7 O IL-1TA OEMIEEICH T2 FFEEE . b N ERMEE I AuAR e
A& D CRH L7=, TNFa OfFEF T, IL-17TA I KV FE I N5 116 B
EBEZE L, BZFX~713 IL-17A & TNF (2 X 2 RS S Tiok
W, IL-6 EAERZBRAICHhIL, £ IC50 CEXME+IEHERE) 13 0.14
+0.02nM TH > 7=,

R AT X~ T O

2) b b&)%ﬁ%@?%ﬂw@c:isﬁé IL-6 PEEICKT A B X~ 7T OFF/EH
(in vitro) *

Y7 X X~T D IL-1TA OEWIEMRIZRT 2 T FkE%d ., b bR BRI ML E
HAWTRHMEE L7z, IL-17A Ik viFEsns IL-6 EEAREZAE Lz, B $X
<~ 7% IL-17A [ X 0FEEnsd IL-6 EELEZmAIChRfL, 0 IC50 19
0.4nM TH o7,
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(3) 1ERRTIRERE - 5t
A

3.In vivo \Z BT B EEE M

1) b b IL-17A FEAEMROFENC L D~ ABEFERICHT 287 X~ 7
OMEIVER (in vivo) ¥

t N IL-17A ZFeiCEAT S~ A 3T3-NIH flfidz~ 7 ATiEA LES S
W7 BHEIEIRICK T 51 7 % X~ 7 OMHIEH %2 7-M L7=, 3T3-NIH Hilaz
~ 7 ADEBEICIEANT D 24 FEFATE O 2 FEFIATIC 20 mglkg DB F X~ 7
AT FRPUAR & JEVENR G L= & Z AR A O 3 B % ICHEBIE O IERE & 57
L7-& ZAE7 X~ 3B OEREZ 22 L,

F7-. 3T3-NIH #MflazEA L7z 3 HZOBKEE - HEE L 7-#Eieic B
LT A7) A REETM L, B/ X X~T 1T e T A7) oAk
RO T Z2E L, ER0REICBWY L 7 a T 427 Y B o O
DO HIL, S OICHERIET O MK F AR C I 2 BB O VI & ~ D RAE
RO 7 X X< 72 L0 ERITIH SN D Z RS,

2) b b IL-17A FEAMIEFERIC L D~ 7 AEK[RE~DOHFEREEICT 5
X X~ 7 OMEWER (in vivo) ¥

b b IL-17A Z8cpEA T 5~ 2 3T3-NIH iz ~ 7 AICHEA Lif % &
Nz~ AZELKFEA~DHFERIEE KT D7 X~ 7 OMEER %58 L
oo SURICEHEDORZ XX~ T HMEENRE L, 20 24 FEEZIC 3T3-
NIH #azH o0 CDER L~ AEHOELREIFEA L, B X~
TV ER DWEE & H BRI L% 0 ED50 1% 5.4 mg/kg Toh o7,

MY ERe L
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VI-1.

(M

(2)

I AR BE D HEFE

Y S P
heh R

BERRER THER S L
f-mdEE

VIL EMEREICET HEE

AR L

1RGO EKyEhE (A1101 3RBR. B A NSRS )
HARANEREEAS 727 ¥ X~7 GBIE B Z) 150mg XiX 300mg % FZ
THELZEE, MEPE7 XX~ 7 RETEG% 8 HHIZ Cmax Z7~ L, 1H
I 1L 26~30 H TH - 7=,

50 —-0—150 mg (648)
i —8—300 mg (6f3)

ML 2 5 2~ 7
(png/mL)
=3

0 20 40 60 80 100 120
BHERE (R)

EHfiE+SD
HARNEERAD It ¥ X~7 Bz %) 150mg Xid 300mg %
A TG Lz & X OMmiE s

HARNERRAT 7ot 7 ¥ X~7 (BIEHEBZ) 150mg X% 300mg %
HEEZ THG Lz & S ORYBIRE T A —% (6 6)
150mg 300mg
21.1+2.90 (13.8) 46.3+7.63 (16.5)
1,070+153 (14.3) 1,930+408 (21.2)
Tmax (H) 8 (4~21) 8 (7~14)
T1/2 (H) 30.0+6.93 (23.1) 25.9+5.09 (19.6)
SEEE+SD (CV%) . Tmax [ OWTIEH I R/~ k)

Cmax (ug/mL)
AUCo-infpng day/mL)

2. EF 5 o K Eh R

1) HfEEE (A2302 #ER)

HARN K OSMNE AR E 738 Bl Xt G A G (B 5% 12 HH £T)
Wi, B ¥ X~7 (B M%) 150mg XIE 300mg Z#i 1 RIOHEE T 4
W5 R 5%, &5 8HZICK TG L, MRREH (B&5% 12~521H)
WZiE, B2 ¥ X<7 (EfaHlz) 150meg Xid 300mg % 4 MR TH 5%
48 HH E TR THRE L, WINOHEETHERG% 24 A LKWNG2EH D&
¥ A~7 CBaFHHz) FSRTOMETEREIZFRRETHY ., 5% 241
BIIZEFIREBICE L2 2 LR SNz,

AARANKROINEANTGREE 7 ¥ X~7 (BIETH#R2) &
BTFHELI-L 2ot 7 & X~ 7 RE

150mg 300mg
e 5 GR) N EH(SD) | CV(%) . SEHI(SD) | CV(%)
B ety | v | PP qemi) |
24 206 | 17.7(9.43) | 53.3 | 211 | 34.4(16.6) | 48.3
52 171 | 16.7(8.19) | 49.0 177 | 32.7(14.4) | 44.0

67



HARNEZREEEICB TR 5% 24 HEK 52 HEDO®Z ¥ X~7 (Bir1H
#az) WERIOMETRE CEAMEFE%ERFZE) X, 150mg # Tl 16.7+
6.18pg/mL (26 ) MO 17.3+7.65pg/mL (24 ) . 300mg # TlE 30.9+
12.4pg/mL (28 %) K T*31.9 £9.53pg/mL (27 #)) TH -7,

AANEEE I X X~7 (BaFfz) 2R TRELEZLED

Mgt 7 %X~ 7
R 150mg 300mg
B MNCE) 5 T8 + sDGgml) | B | T + SDGagml)
R—RXF7 A 29 0.006 + 0.024 29 0.006 + 0.023
4 27 479+ 13.6 28 91.4+24.0
12 27 22.1+ 8.54 28 40.5+ 14.2
24 26 16.7 £6.18 28 309+12.4
52 24 17.3+£7.65 27 31.9+9.53

<BEMEH 7 X~ TREHEBEOV I 2L —Ta >

FREFEYEIRMEIT L VHESNTZ® 7 F X~ 7 OEYBEIRE T X — & 2K
(2. 118 300mg X% 150mg A, 08, 118, 218, 3, 4 BIZE &G L,
PIFE, 4 HEOBRE TR FHREGL-Y I a2l —ra 2% 5 52 0 E Tiro 72,

a0 300mg %5

20— 150mg %5

HEF MR+ 27 % X~ 73Hps (1 g/mL)

A L L L (L IR L L L L LA L A

o 4 8 12 16 20 24 23 32 3% 40 4 48 52
1 5% R Gi)

M7 F X7 REHBEO VI 21— a v
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2) SREMEFHEREHE (F2310 )

SNENREMETHERBEE 2RI, B2 X~ 7 (E s 8 2)150mg Zi 1
FIOSEET 4 M 5 Bl 5%, 4 BRERBCR TG L, 5% 24 BE LKW
52 MHODE 7 ¥ X~ 7 (BB T Z)EGRTOMIGHIRE CEAE AR
72) 1, 20.5 = 9.75pg/mL (63 ) KO 20.5 £ 9.03pg/mL (59 fl) THh

ST,

3) TREMEFHEZEE (H1301 #R)

HARNREMSHBFHERES ICE 7 ¥ X~ 7 (B IE L 2)150mg & 1 [BIOHEE
T 4 M 5 A%, 4 BRETRG% 48 HE E TR THRE Lz, &G54 24
HEH KO 52 B DOE 7 %X~ 7 GEIG TR ) BEGRTO MG hiRE CEEIE L
*?@ﬁ%}) L. 20.9=7.07pg/mL (25 #) KON 19.9%5.25pg/mL (21 f) T
BHolz 19

4) X BRIEIEZ G 7 S 2V R HERI R J¢ (H2315 U5k)

HARAND X #REEZ - S RO RIS R BE ICE 7 X~ 7 (BI5T
FHLZ) 150mg Z 0 1 [RIOSEEE T 4 #fH 5 M54, 4 BFE TR G-% 48
HE CHRTHEEGE L., #5%28E0EY X X~v7 (BETHIRL) B5HT0
Mg AL, 12.5 XV 16.5pug/mL (2 61) TH-o7-,

5) HIED/NEHEEEEE (A2310 RER)

HARNK OSMNE N O EIEO/NEEREE ICEREIS LT ¥ X~7 (BT
##A%z) 75mg. 150mg. 300mg % 1 [BIOSEE T 4 B 5 [Bl#5%. 4 FHRH
WaCHR T #eH Lz & 2 oEEIREICBIT 2B G1OMEFREIXTROM@Y T
bHotm, B, BANBEE 1] (KE 25 kg L E 50 kg K. 150mg f72 F#
5) © 24 HEBRO 52 HABICBITH2HEGATOMEFREX, 66.1 KW
56.0pg/mL TH -7z,

AARANKROCHEANDEIED/NEFEMEHR I X ~T7 (BiaFflz) &
B LT & & ORI T 5 FE-Al O Mg ik A

K Bh & 24 # 52 #

25kg A 75mg 24.1,34.6 (2) 22.2 (1)
. . 75mg | 20.4+7.44 (14) 18.7+8.18 (14)
25kg LLE 50kg il 20 T 306+ 164 (10) | 41.9+15.4 (5)
. 150mg | 24.7+8.04 (7) 26.1+8.87 (8)
50kg L 300mg | 71.8-24.6 (6) 47.7+18.6 (9)

ng/mL, “FEEEEERZE (BI%0)

6) HEE SO EIE O/ N RS (A2311 RER)

A EN D R EEE SO X HERE O/NRER R ICTEREIS U T ¥ X7 (BB
¥z ) 75mg. 150mg. 300mg % 1 [BIOHEE T 4 #E 5 A G5%, 4 HH
WECHR T #H LTz & OEFIREIZBIT 2 G5R1OMEFRREIXTROM®Y T
HoT,

SHEN O P EE ST EREO/NRREE I 7 F X~ 7 (B Fiiz) =
BT #E LTz L & OEFARIEIZ I T 2 Heb-Ai O MyE i =

N b 24 52 i
25kg A 75mg 33.6+12.2 (6) 32.7+7.10 (4)
. . 75mg | 18.9+6.51 (10) 22.0+7.05 (10)
25kg DL b 50kg Kl 00 T35 97 19.1 (9) 28.4+16.7 (8)
. 150mg | 28.0+10.6 (29) 25.619.52 (24)
50kg UL 300mg | 52.7+22.2 (27) | 48.9%+15.8 (24)

ng/mL, “PFEEERERRE (B0
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(3) =

4) B - HREOZE

3. WEE LA KET A LT 4L KU o DHLEI O AW R S

HE NGRS 150 Bl 23t b L TR 7 ¥ X <7 (BB ML) WS
AN T DT LT 4V R ) o DRIA O A ENRSEE 2R L2 2 A
PK "7 A =X OEEKMEEIL, miEGHETHREE TH -7, Cmax,
AUClast. MO AUCInf O SERED ELD 90% (3 HE X R 1 3 A= 4 221 8] 254 oD #i
N (0.80~1.25) TH V. 7 FX~THfEipA L L7 0L Ry ) oy
HANTAED FHNCRIZETH - T2,

50— A R LA
k LT 4 KUY UK

50—

40—

30 +‘*‘k
20
i S
so 6 70 8 90 100 110 120

0 10 20 30 40

Mg 7 ¥ X~ 7 (ug/mL)

BLIEE(H)

E¥E = SD
AME NREREHBR T 12 7 % X~ TSR IAI ST T L T o v KU ) DR
300mg ZHimIf T 5 Uiz & & omighREHERE (A2106 RER)

MY ERe L

1) JFHE~DEE (IX4 Y7 1)

HEE T EE OB E 2RI /X~ T L IV T LA KRS L,
T X XTI CYP ORE LR 28R OEYERE (PK) (XTI B L Mt
L7 (A2110 #BR) .

BEICH LIV TLE5mg &2, ¥ XX~T7 25975010 1 #8BUA (X
— A7 4) . Weekl (Day8) &1 Week5 (Day36) (Z-FILE VIR M1
HL, B7%X~7 300mg %. Week0 7>5 Week 4 % T 1 @[HET 5 A&
B TF#eE L, Week8 (Day 57) LAKIX 4 MM T Week24 (Dayl69) F T
W TG LT,

YT AOMFEFRERBE KR PK T A —X X, HElE5R (=274
V) X X~T LR (Day 8 & Day 36) THELIL Tz, £
72. PK /T A= OEKMZEERIL, 27 FX~7 O b b FRRE
Th -7z, Cmax, AUCO0-12h, & AUCinf [Z2W\W T, 4V T LD HE
HEE (R—=ATA2) 12T D7 X% X~7 OO (Day8 Xix Day36)
DA FEEIED LD 90%(E XML, Cmax @ Day8 (Weekl) ZFRZ 0.80~
1.25 O#FIFHANTH > 72,

ULy, MMBEEICBTLIFYTLDO PK NG AR Tt FX~vTHE
DEBEZ TN EZ bNT-,
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(M

(2)

3) H

(4)

(%)

(6)

(M

(2)

fRT A&

&
3t
L)
i

Z Dt

B&EMH (RE2L—
3 v) fEW

fRMT A&

TG A EHER

AR

I X X~T GEE L) 3~10mg/kg & FIRNE 5 & O 25~300mg % FZ
TG LRSS AR LS IMFHERER (A2102. A2103. A2211.
A2211E1. A2212. A2220 K TFA2302 #kBR) (2R CHEARHE 1233 6 (HA
A 141 Bz ETe) 226556407 10193 JIEREROIMIEH & 7 % X~ 7R E %
WTC, 2 T2 /8— N A2 NETITEES S RHEF S BN REMAT 21T\ i R
BT 5 PKST A—X & HfEE LT,

(ARHNOAREINT-HEROCHEZ V-3, HELOHE] OESH)

0.18L/day
ZUER L

HARANFEERAS FI2E 7 ¥ X~7 (B f#f2) 1~10mgkg % H Bk
WEE L&D 27 U T 70 211 0.114~0.1211/H Th - 7=,

FHEM MBI REMRNTICE E D B AR NS FEREEE (FRIRE 73.3kg) &%
Gl L ThE7FX~7 (EafHiz) 285 L7207 )77 R0F
0.181L/H TH-7= %,
(BHNOABEINT-MELOHEIL TV-3. HEERVHE] OESMR)

HARANFEERAS FIcE 7 ¥ X~7 (B f#f2) 1~10mgkg % H[EIF#K
WL LTz & & DS AEFEIL 4.23~5.34L Th o7,
FHEMSEYBIREMAT ICE £ D B AR NS H IR RS CEYARE 73.8kg) %Xt
Gl T/ X~7 (BaTHz) 2R5LEE0hRay =k 2
N DAREFET 3.25L, KiE 28— F A 2 O ARFEIL 2.53L ThH o7,
(KHNOABEINTMEROHEIL TV-3. HEERVHE] OESMR)

LR L

AR L

FHERISED BT OFER, B X X~T D7 VT 7 AR OSHMAEMIL, &
HIZIFITHEB LT L7,

ARFNT R FIERSAIC, EHEAL O R TRk SR LRI AT 5,
AARNBEREBRAS FIoE 7 FX~7 (BioF##az) 150mg X 300mg % H
EETFHERG L&, ETES X7 REITHRL5% 8 HHIZC Cmax &, 4
E AR E It 7 ¥ X~ (BB TH#2) 300mg K TG LizsxD
MmiEH &7 X~ 7RETER 5% 5 BHHIZ Cmax 278 L7,

SAFT ATV F 4

AARNBERERE SR 2 55 & Lz A1101 RERC, B2 ¥ X~ 7 (Ei5 /i
Z) 1. 3. 10mg/kg OFRINEEE & 150, 300mg DFZ F &5 %17 - T fdFehk
BRENO/EONTZT —Z ZHWTE TEREROME A AT AT T 4 %
B L7z, AUC ORI O/HELNTM A T XA T )T 41X TT% Th

27,

SEANFLREEEICE 7 X ~T (B z) 150mg & PG L- & X
DAL= kA MENIZ L DMk, T XA Z VT 41% 55%, 2>
=M AV MEITIZEDVHEE LT ASA AT XA T8V T 41F 63% TH -
77 E72. REMH PRAHT TIINA T T XA T8V T 413 73% & HEE STz,
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it ~DFBIT
HrR~DFITHE
ZDMDEB~DFE
1T
mBEQFEEER
|
RBERL B UM R
B

RBICBE5T 8%
(CYPE) OHF
B, F5=x
YELE B RDEE
RUZE0DEE
REMDFEDEHE

BUGEML. FHEL

332
P2y

=

Pttt

3o U RAKR—E—IC
B9 5 1E%R

BITEFICKDREER

mYERe L
mMERe L
<BE = A4 P>

YR =2 A PO BETERI R OUEIR 90 A £ TOREREHICE Y F X~ 7
(B R) ZH 1R TR LIcE &, B/ XX T 2L LIcTXTo

FEMW N REFOIER., EKPIZE T X~ T ORBEPHERINT-,
mYERe L
MERR L

SHELANRLAREE 8 Blic 7 F X ~7 (BI5T#L#X) 300mg & H[mIE FEG L
2 & & DM FIRENCKT S 2 BERER O 7 F X~ 7 REOFIGITB L€
28%~39% T -7z,

mYERe L

IgG (XY R¥A b= 2 Z0E 5 MIN O BALERIC X 0 RN DIHRT D &
WEINTWA,

AFN O CYP 72 EONGEIERIIEE LB 26N 5,

% LI WORANIR TR 5 TH 5 720)

U L

IgG ITHETIREFE LA EABEI NN NG, R ~DHPTIZE A EH B
e, F 7o, IgG OHERICIIHRIIE S L Tk b 7, = F¥ A b= 2%
O RN DORIMEIIZ LV ERT D LZZ 6N TND,

M ER e L

T XX~ T OEWEREIC, — R AEROER 725 b T AR
— X — T L TWARWEBZ BN, in vitro O YA A 1EHRERIX
Efis L TUVRU,

X X~T7 (BlaHiz) ZEAETHLZ N6, BT TRES LD
EEZLND,

JEREFAT « AR L

MHEFENT - %GB R R L

[ER ARG A A N < ¥ A
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VI-10. ¥ EDERZET S | LAE BT 23EyENRE

8E i R A kG b U T RHE SR B BB AR AT TR OB M b vz 1195 B
(18~83 %) D IH L 65 L LK 75 kLl EOBRFITZNZE 71 Bl O 7 4
Thoto, RHENIEKYBIMEMATIC L VHEE LZEREMELZ VT T A,
65 AT D HBRERECEE N 65 A LR O 75 5 A EOBREREC LR LN T O
FEIX 20% L N CTh U BERAICREIE & 2 5 72T nWeEE 2 b,

2. BB REfE E B (T 1T D Ky E e

IgG FETIZLALAHEINT, RPIITZEA LIRS RN Lnh, B
REEITIE 7 X X~T7 0 PK (ICREEHEZRNEBEZONLT20, BlERE
AT LEEEGR L LIERRRBRIT I L TR,

3ITHERE MR E B (T I8 T 2 R Eh R
7 F X~ T ONRH R OERND S O RICTIRIIES Lane Ex 65T
O, IFHEEERE S 2 A 2 BE 2R & LICBRERBRIT I L Ty,

VI-11. Z0fth ZUER L
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VII-2.

VI &£ (FRELDOIEF) CETHEE

3

ERNB L TDER

BRABEZDER

MEEX (IZNRIZBE
THIEEEDER

RZERUVAEICEE
THEIEETDEH

1.

11 AENFREZFORREZECRIARICTRITHIETE SERERICE
WT, RFNZDVWTO+REHH EBRBDARIC+DERGH - #2
BRELOEMDY & T, AFICKLDBROARMENBIRMEZ LRS &
M SN HEFDHICERT D &,
AFIBEDY R ZBRSELARRMENDHY . FHEROBEEZ
FYHBETIIREREFTDILSE LML H D, F-. KHEDE
BEFBALNTEZVA, BHEESEOERABESN TS, BERHF
BRICHRIL L., REINKRFETASESEF TRV LLED. FHD
AWM RVEREZEEICTIHAL., BEENERLE-CEEHEL
;-ETHREERBT S L, [8.1-83, 9.1.1, 9.1.2, 16.1.3 &

]

1.2 EERRFRE
VAILA, MBERVERFICIDEELGBREENIRESNA TS0,
THGHREEZTOLBERPEDOREICERE L. FARERICEFOHIE
RIFERDH o ONBEICIE, BELICEREICERT L 5EEEE
BIHE, [8.1,82,9.1.1,9.1.2, 11.1.1 BHE]

1.3 AFDRBERFIGY DATIC. BINREORFLAROERETHICEEYT
5T &, [5.1-5.35H8]

I3

==
=

(fiF#n)

1.1 BERIC DI BE T A EEME K NERMO L & TREsnbs L H, &
7o, AFEGIZE Y, EERERMESEORERNS LoD ATREENH 5
ZERUOARBINER 2 IR S A Tz L2 BEIC I L,
NG ONTZGE, B oRE EOB SN ERMEZ L5 s b
BRI OBRERKNNE G ZnD L HBRE LT,

1.2 HAAZEDEELFERBRICB W CEE RRYYEDO RN RE ST
%o AFNEEOBIT+0 Bl 21T\ JRYYE ORI K CEELDOBEIZ
. BEOLICEREIGEET 2 L) BEICHEETI2LERHH-OHREL

77

1.3 AFIE G BEFIEEOBEAIC OV TSRS 5 L 5. g4
ELT.

2. B2 (ROBEHIZIZEBELAEWNI L)

2.1 HERBYYEDOBE JEREZEL S8R S5, 1 [9.1.1 2]
2. 2 iEEMERE R OB DERZ B ST BENNH S, 1 [9.1.2 B3]
2. 3 AFN DSy %t Ui BUE DBEERE O & 5 B

(fiF#n)

2.1 AFINIL-1TA DVERZIHIT S Z & T, A LA, HE MR OV # 2 O Y
(6 B RS BT A A REME DN D V) . RYHENEL T 5B ZE NN H

%, BARANEZEGDEBELFERBRICEW TEERBYYEN R L TWE L

N5, EERBYYEDREEED L L,

2.2 HERBYYEDBE L REE, IREIMERAOBE I L TARRZ L L
BIIERDNBEAT 2 BENNHDH 2 &b, HHMEEOBE L2 DL L

7=,

2.3 — I ENTAE| O R I3t LIBBUE 2 38 L7256, AAOFEEIZ X
DX OICEHEERBEUERZ AT HAEENSH D Z bR L L,

AN

(V-2. ZWRESUINRICEET SR 22452 L,

(V-4 FIEAOHEICEEST SR 22452 L,
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VI-5.

BEREGEAMIEL
£ DHEH

8. BEELEARMIE

8.1 AANZX, YD) A7 RS ELAREMENDH D, FDIOAK OS5
WEELTIE, T2 Bl 2170, BYYEORIECHEICERE T2 &,
JEG DB SNTIER N B O N2 GEITIE, BT Y EISEE T 5
XoBFIHEET L2, (1.1, 1.2, 9.1.1, 11.1.1 BH]

8.2 AAKNBE G- TREZICET 2+ 722 L OWaEs X & (Lo R

V) BREICMAA U F—T vy ERERER XY v 7 ) OGS RR A
ATV, WEME CT MAEAITH 2 12XV, RGO A 14 RS
THI L,
Fo, AFIEG TG E X SRS OB A 2 E I T e L
FEAZIE OFBUITH2ICEFEE L, figa % o el (Rt 5%, RER
A REENEE) BRI LIZSAICITESCOICH Y EICHERK T D L0 BRI
B85 L, B, MEOESMENHER SN E I OB R A2
L, RAZHEEG LN L, [1.1, 1.2, 9.1.2, 11.1.1 ]

8.3 ERIRFRBRIZ I\ TR g K OVEE & LI O BRI O R BL S s S v T
%o ARHFIE OREBMRITIARE TIZ/R2 WA, B ORIIZITEET S
Z &, [1.1. 15.1.3 &M]

8.4 AFIFEERIX., £V 7 F I L HRYYERBRO Y 27 A HETER
W=, U7 FUERIITDR W &,

8.5 fh D W HIHI ) B 5 A IR YIE DRI HOWTHRE OW®EL
FICBETDHZ L,

8.6 AFIDOEGHMIZHT- > TiE, BEEMEICHEWNT, LT ERIC L DD,
ERIOBEEOEEDO G ETRE21TH> 2 &, BLOBESOEMHIZONWT
X, ERINEOZYMELEEICHRE L. R BB I A I L%,
AHNEE 512 L DGR & St AWEIZ SO W TERE NI L, BFE LEEIC
BHETEXLZ xR L0 LT, EMOEHFEO T CEMT 5 &,
HO®GO@EMA%., BRYUESEDOAANC L 2BWERN DN EAHD
Be G- Ok s R EE 7k & 22 D RTREMERN B 2 G A I, BEHICH S
ZHE St EROEE T CHEEICEET 52 SR 0@Ea1TH 2
Lo Flo, KRB GZICEWER ORBLN RO D551, EFEiE ~#
T DL BB EEITY 2 &, HHFAOENESEEZFEHN LRV X
INCEFITEBEZMR L, T X TCOREORELPEFIECET 28 %

179 LRI, fAESOES GRS D RGERET 2L,

(fi#50)

8.1 AFINIL-17TA DERZIMEITH Z & T, VAR, HIED D WDITEFESEIC

R DRI BT B ATREME D N B 0 | YYIE D RIECH E D B Z N
»H5,
HAN Z & teE B FERRER O fE B S AFIR G2 L D EYYERBRO Y 27
DARBEINTEY, o, BEREYYE L REINTWD, Lzio> T,
AFNPE 51 X DIEGYE DRI L OB EICET 2 Y 27 2 Hx/AMbT 5 B &
LCRRE LT,

8.2 AAINIL-1TA DIERZMHIT 5 Z & T, FR L O EEEE Lo B+
DD, RGO FIEM LD U X7 2RI TX ez
b, AFIEEEGRNTHERZICBET 2+ 72132 & i X SRER O v 2 —7
=1 2y ERERBR XY L7 U SR T, I EE CT M
EITHZLICED, MBEERROFREZHERT L2, EARAOEL I
T EIT, S OMIER ERICOWTHRE OB TEEERL T=4
Vo7 ENMELEEZRE L,

8.3 Al G SN BEICBW CEMEENHRE SN TS, AKH L oRE
PEIZRA B TR WS, BERR Y A7 2 &5 B LERE LT,

8.4 BHHIZEY 7 F U B LRI <, AU 7 F UM X 5 RYYE
FEDY AT B H{ETERWTZORE LT,

8.5 MDEWFHRAINS T 4 v 2T v M &R T TICARBI~EE L=k
Brid7e <. 2o OREMER G INEIIHEN. L T RN DR E LT,
8.6 RANDFLERIEIC & T- - Tlk, BRERFIT+ 0% AT RE 7 IR M g% 12 38 0
T, MNERGEBICHER LZEMIC L 50, EMOEZOEEDE & T
21795 2 &, RENC X DIEHBAMHE. ERIC X 0 @EHN Y L HE S h
HEAE. BEEELAHREE D, ARG ORBICH T - TL, ERMR
ZTOZEEAEEICRTN L, HFEIEL2ER L7006, RAIREGIZE DG
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VI-6. BHEDEREEIT D
BEICEYTHEE

(1) BHHE - BBIEEFD
HHEE

(2) BHREEERSE

(3) FrRElEERE

BRIE & SHLEICOWTREDEAF L, BE THRIEICRGTTE 5 2 & 2l
THZ L,

9. BEDERZHITHEREBICHAT HEE
9.1 EHHE - BEEZEDHZEE
(BUFIFE)
9.1.1 BREfE (BEELRLEFRC) DEBXRIBRLEENEONIEE
BYYENEAT D BZNNH D, [1.1, 1.2, 2.1, 8.1 ]
I 2RO FEEEZET 2EEXIIERBRENFEONSESE
(1) FEOMRREEET HHBETIL, BEE2EHLIE2B8ZhR3H 5,
[2.2. 8.2 ]
(2) #EEOBERE 28T 556 M ORI b 554 121E, o
DERBRN D DEMICHET S Z L, LFoWnWTFnroBREICIE, K]
Hl & UCH ARG L EC, Aflx#EE5T52L, [1.1.
1.2, 2.2, 8.2 &/ ]
-g%@@@ﬁﬁﬁmﬁ%&méﬁﬁéﬂ%ﬁéhé@%%ﬁ#é%

- W ORI (Wi EET) 2/ T 58

A H—T xayy EHRBRCY LS ) U RIGRES OREIZ &
0. BEEE R < Bebil D BHE

- WL & ORIEEME LA 2 BE

9. 1.3 RIEMREEDEE
RIEVERGIR B O BE G T 25513885 +01c175 2 &, iEREEL
SHLIBENRD D, IEHHICH D 7 v — RO BEZXGR E L
RRBRIZBW T, 77 BRI TARRIRHC B TRBI O 7 7 — 9
DIERPEAL T DB A BN TS, [11.1.4 B[]

(75mg 1) >, 150mg R2)

0.1.4 57 vy ABBIEDBREEILAREEDH S EE
TUAX—IGERITZENHLOTHEETDLZ L, Timg VU UKk
O 150mg 2> OEHEHRY OB =%, FIRRIRT L (T7 v 7 Ak
WE) %5t

(fiF70)

9.1.1 AFIOLEMEERIZLY ., BEFORYYEZENLIEL2B8FZNM0H 5,
HARANZ G EEELFERBRICE W T HAF 2 &5 S BE IZEYYE N
RO BT T8, EYIE D B TR YIE N S 5 BE 12 B W TAA)
EERGTHEAE. MEICERGEITOLEND HT-OBRE L,

9.1.2 FMBEOMAEREZATHEE T, AFEGICLVEEEEEbsE D5
NS D, WEEOEERERT L BEICARE G T HEAITEEIC
BEEITOVENH DT 0RTE Lz,

9.1.3 ENTIRZICE W TRIEMGER (72— 98 - EEERER) o®E
NEREIN, 72, Z7u— R OBEEZ xS L Lol x 5
(A2202 #RBR) I2BWT, 77 BRI TABRIZB W CIEE# O
70— IR DERDBAL T DA N SN TND Z ENLFRE LT,

* EPNARAKGROZhHE

9.1.4 75mg >V v YK 150mg v DIEFEHD Y O H N —E KR T LD FFE
K (T v 7 2EBEWE) 250 TW5D, TT v 7 ZBEUE OB EED
b5 BREFIRTHIARBNOEBEGHBIIITONTE 6T, 77 v 7 ABBUE
DEFROH L BEHHVITATHEMEDOH 5 BE TII T LILF—nx i
CTAREMR S D Z LM HRE LT,

REINTWRN

BREES TV
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(4) 4TEREEHT 5E

(5) 1E4%

(1 MR

HEEN TV

9.5 4T4m
T g SUTARAR L T2 ATRENED & 2 ZothIZid, 16 LA TSI ekt
Z hE 2 EHE SN DGR ORRETHZ L, AFITI =7 A Pz
BOWTHRE~OBITHRRE SN TWD, IR - IR MR O a7 B

D BTV,

(fg)

ek TIIAR - R TRV K O T ORI B UIELERRY & 2 WX 2247 F 7
LR THERIFONTORWR, Wima g & LRI E R L Tk
S PIEIRP OFREIZBY 2 Z BRI L TR0,

ot O ISR OFHIL e DM R B8 L. SR OREUT I %

Bl 52 &, AFIOE MCBH 2 AH~OBITIZRH TH 572, A

LA LIS (v 7 2) CHINIBTT 5 Z Lo SR T

é /j: o

) REHEE RS LEBER (v 2) THARDMEHR~0BAT
PR LT,

(fif)

RIm A g & LRI E L TR 64 AFlp e F oIt FIicB Ty
HDMEIINIAATH D, LEL, REFER ZHWZE8YER (T A) T
3. DRI TREURICERER L7 BEi ORI W THA IR o g Hic
RBERAEPBOONTIZZ b, RBHURNRILEZN L TBITT D 2 L 25 HES
ShTWD,

*RBEPUE . 7 2 X~7 (Ealz) T~ TR IL-17A ERZERG L7
Wiz, w7 A IL-17A RS LH RS2 RTHAKRE LT, B2 FX~7
GETHfiz) oL L THWLAHUE

9.7/MNR

(SEME. SEMEER)

9.7.1 IKHAMKREI, FrAEWR., VT 6 RO T &2 x5 & UK
BRI IENE LT ey,

(RAEMEE., REMEHRX. XREEEZRB- I VVMAEMEEHREE )

9.7.2 /NRZFEEG L U ERRRBR X L CTuheuy,

(fiF#n)

9.7.1 =HEPERLEE, WREMERIEI R RS IR REIR, BHrAR. LIEXIT 6 5%
KiFONR 2wt & LI BRRBRIISEm L T\ nzZ 2R LT,

9.7.2 {RHAEMKEN, Falk, IR, SISO/ 2R T2 < %
AVEDFENE LTV,
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(8) =tnE

ViI-7. tHE{EA
(1) HREZLZDER

(2) AEELEDEH

m-8. EIER
(1) EX%GEER & H
fE IR

9.8 '.%'ﬁ’%%
JERYEF ORIEH ORIUCHE L, +oeBlsmze1T) 2 &, —RicAH
#%%ﬁ%iﬂﬁ? L’Cb\
(FFw)

EEE TS OBEEE, BRERE, FREREER EDERT LTS Z &% i
RED EFECBRITIOK TR EIC X 0 BYYER EORWERANEZ D oF W»WeEE
ZONDTZORE LT, BERBRICBWT 65 bl (150mg #5 90 1.
300mg #45- 83 f5l) . 75 LA L (150mg #4512 5. 300mg $¢5- 10 fil) ~d
BHMTON TV DD, ZeMEICRBEITRED v TR,

BRE Z LTV

BREINTWARN

11. B4R

RO {’F)ﬂm%f‘o?bzhé LR DHDT, BEE T3 B DR

NG EICIZEG 2RI 5 PO R AEEITH 2 k
1.1 EXLEER
111 EEGRERERE (1.5%)

TANA, EHDVITEESIC LD EERBYYEN D HbND Z 0D
%, [1.2. 8.1, 8.2 2]

11.1. 2 BEYE RIS

TF7 4 7% — (BEARR) | 22 (1.0%) .
DIBBIESTERH HONDZ ENH D,

11.1. 3 tFehBREURE L (0.5%)
1.1 4 REMBEE (0.5%)
[9.1.3 ]

11.1.5 $TRRE (RIBRTERR IS &)

& MEE (0.5%) %

(BEEAH)

(fiF#n)

11.1.1 FRRRBRICB W CTEN L OB/ CEERBYYENRE SN TS, K
B2 IL-17A OERZIHITHZ & T, ALV A, HIEH D WOITEES
KT DB BT DA REE N B Y | R S R
63‘0%:&75%6

11.1.2 BEERRBRIZBWTCHEATT T 7 4 7F =0 EIhTWb, 2R,
[EIN O EERRER TSRS 2 FIRBL L= EE T3 o7,

11.1.3  FRARFBRIC IV TS TR EREGED i ST g

ul4%%ﬁ%&@ﬁ%%m%wfﬁﬁﬁ%ﬁ%(7ﬂ~/ﬁ s N
R) BHFEINLTND

11.1.5 miflRtkl :J‘ob\“CfIBZf CRIPERZ G 2) 3 E STV D
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(2) ZDithDEI1EA

11.2 204D EIVER
1%L %kl | BUEA
FAEEY (W | S A, o
S RAGERGIE. B | PEror<x
JEGYIE Jo . WHEEZ . F e
%, RHk%) . b
¥ HUE
RS : : e
SR K OF _ "
b B
%H%B%% - T -
EAm R ER VT M Y
R R O T L | T R _ %ﬁgﬁ
ﬁ%%ﬁ 22N JH.
VA e
—— RS RE IR 25 1
VL b i
R —
PN o e N
%%QE&U&Q VSR
(i)

[ERZEIER] KO TZ2ooIfER ] X, CCDS*IZit# N T\ 5 EITEH
FOHFEZEOHBRFOMEBRL L-EMER ZEHE L TW5D, RBHEE T
A2302 ABR, A2304 B, A2307 Bk, A2310 ABk., A1302§iﬁ5ﬁ\ H1301 #&
B, H2315 bR TR LN BWER OFAfITICEESEEH Lz, £/, 2h
D ORRABRTH b TV WEIERITEE R & L,

*¢CCDS : Company Core Data Sheet : (¥4 7 —% v — b

BE OB CEEAERT DB ENE L e 2 EERCETH Y . AHlD CCDS
TAAL A - /AWT4XﬁTWﬁéﬂTwé AW, ZREIIRR.
ELROHE, FEHRPAEFERLOCRMLICET 2 Z0MoFERATEH I TEBY |
SN HED b eM fﬁﬁ&ﬂ)nﬂﬂﬁéﬁ’b BB RP SN D K HH
WSETH T TV 5D,
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SERAEMERARBEERVBRKRREERE —E
<SEMNEE. EMERAER>
E B[R] B O A —° 7 & AR PRI EGABR (A2302. A2303. A2308. A2309) #ff& L7z 12 HOEFHIRB T, &
RAfeE S 7o IER] 1382 il (HARAN 58 filEde) 260 ] (18.81%) ICRIEHZARO biv, EREWERIEZ, SNHIAZK 28
B (2.03%) . 5EE 28 B (2.03%) . T 1161 (0.80%) . EXGERY: 1061 (0.72%) HFThHo7-, HAATIT58HIH 6
Bl (10.3%) (CEWERADZRD Siv, EREWEMIZ, SMHEEK 161 (1.7%) S Tho7,
SRS AT DR A xtg L L B IAHERIR S ER (A2302. A2303. A2304. A2307, A2308, A2309) %{f& L
7= 52 HOEFHIIBW T, RKEIDEE I TAERF 2805 #ilH (HARN 140 filEde) 750 il (26.74%) \ZEITERNRD B
. ERBEWERIZ, SIEEEZ 125 B (4.46%) . FEIE 50 B (1.78%) . EXGEREY: 45 (1.60%) . T 27 B (0.96%)
HThoTz, Z09H, AARNTIT 1408 4451 (31.4%) (ZREIWEANZRO HiL, EREIERIX. SIHEEK 9B (6.4%) .
LS 2 B (1.4%) HTho72, UKFEI £ TR
NROJRE RIS B AT DR 23t & LT SBIFEERRER (A2310, A2311) Z{(F& L7z 52 DR (A2311 1 24
HWEED » R A7 £T) ICBWTC, AFIDREE S -0ER] 198 Bl (HEAN 5 #1) 45 B (22.7%) ICEIERRED i,
FERRIERIE, EMREAZR 961 (4.5%) . ERERE 76 (3.5%) . AFFERBVE 5B (2.5%) . HIMERBAE, THIAZ &
4 (2.0%) HThote, BAATIES FIF 1HICEIER GRHBRR) 1NERO LI,

N O FHE K O BEAGRRE £ TOHER

<= EVERRE. FREMERIET 2 >
ERR LRSI 7 7 2 R Rk BR (A2302. A2303. A2308 TN A2309 #ABR) %A L7 12 BOHEFHZRIT 2BI1EH
(ARANDT—4#)

150mg | 300mg &t

JiE 15K 294 2941 5815

RIVE F A B 2151 451 611

R 38 Bl 6.9% 13.8% 10.3%
- 150mg 300mg aE

Al 2 ) | n ) [ n
D igpE 1(3.4) 0(0.0) 1(1.7)
DRA 1(3.4) 0(0.0) 1(1.7)
EYLER X OV A BE 0(0.0) 4(13.8) 4(6.9)
A L APEE IS 0(0.0) 1(3.4) 1(1.7)
B~ LS R 0(0.0) 1(3.4) 1(1.7)
U Lo 0(0.0) 1(3.4) 1(1.7)
B GE % 0(0.0) 1(3.4) 1(1.7)
Mg, HEkE K OMithRREsEs 1(3.4) 0(0.0) 1(1.7)
i 1(3.4) 0(0.0) 1(1.7)
KRG KOV PRk 2(6.9) 1(3.4) 3(5.2)
Ji B AE 1(3.4) 0(0.0) 1(1.7)
iz 1(3.4) 0(0.0) 1(1.7)
HERE AL RRE 1(3.4) 0(0.0) 1(1.7)
8 PR RRIS 0(0.0) 1(3.4) 1(1.7)
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EIBRSEFZB A 77 & At iR (A2302, A2303. A2308 KX UFA2309

R Z0FE Lz 12 %R T HEIMEM

81

150mg 300mg Xl

JEBIER 692151 69011 1382471

BIE R 7 BB 14001 1201 26011

mIVE S8 B 20.2% 17.4% 18.81%

= 150mg 300mg &t - 150mg 300mg &t
AR n %) | n (0 | n % Al n %) | n () | n %

S U~ <7 LR A R 1

%gk LOV SR 2000 | 609 | 13099 U?,;i Efggéfo";@gg L1 1800 | 2160 | 39289
IR ERHINAE 2(0.3) 2(0.3) 4(0.29) il 7(1.0) 4(0.6) 11(0.80)
I F BRI E 1(0.1) 2(0.3) 3(0.22) A7 YR
FI BRI e 10.1) 10.0) | 2(0.14) P 20.3) 30.4) | 500.36)
U REIE 1(0.1) 1(0.1) 2(0.14) X S Rn AL S 4(0.6) 1(0.1) 5(0.36)
I/ NS E 2(0.3) 0(0.0) 2(0.14) FEEN 1(0.1) 4(0.6) 5(0.36)
21 1(0.1) 0(0.0) 1(0.07) R P 1(0.1) 3(0.4) 4(0.29)
HAERRJE 1(0.1) 0(0.0) 1(0.07) e 2(0.3) 1(0.1) 3(0.22)

DB 5 2(0.3) 0(0.0) 2(0.14) B GEAL RS 1(0.1) 0(0.0) 1(0.07)
DARA 1(0.1) 0(0.0) 1(0.07) EENM ST 1(0.1) 0(0.0) 1(0.07)
N PEEASMBUE 1(0.1) 0(0.0) 1(0.07) FESERAL PN H I 0(0.0) 1(0.1) 1(0.07)

B L OukKEE 5(0.7) 2(0.3) 7(0.51) S ALALEE 0(0.0) 1(0.1) 1(0.07)
LRI 2(0.3) 2(0.3) 4(0.29) TS ERAL H ifn. 1(0.1) 0(0.0) 1(0.07)
HIafede 1(0.1) 0(0.0) 1(0.07) TSR 0(0.0) 1(0.1) 1(0.07)
Him 1(0.1) 0(0.0) 1(0.07) S R AR 0(0.0) 1(0.1) 1(0.07)
Hng 1(0.1) 0(0.0) 1(0.07) S H sk 0(0.0) 1(0.1) 1(0.07)

A 2(0.3) 3(0.4) 5(0.36) R g 0(0.0) 1(0.1) 1(0.07)
A i 2% 0(0.0) 1(0.1) 1(0.07) 30 1(0.1) 0(0.0) 1(0.07)
7 L —1EIR g JERIE R E 1(0.1) 1(0.1) 2(0.14)
% 00.0) | 10D | 10.07 ST 100 | 000 | 10.0D
535 1(0.1) 0(0.0) 1(0.07) EE ULV ME 0(0.0) 1(0.1) 1(0.07)
iR 9 FEIE 1(0.1) 0(0.0) 1(0.07) JRYSER L OV A R
= 00.0) 10D 1007 = 57(8.2) 45(6.5) | 102(7.38)

H ke 23(3.3) 18(2.6) | 41(2.97) EAGEEDS 16(2.3) 12(1.7) 28(2.03)
T 5(0.7) 6(0.9) 11(0.80) | &E R 5(0.7) 5(0.7) 10(0.72)
L 6(0.9) 4(0.6) 10(0.72) KB SR 4(0.6) 2(0.3) 6(0.43)
H A EW R R 3(0.4) 2(0.3) 5(0.36) EoPs 5(0.7) 1(0.1) 6(0.43)
35 3(0.4) 1(0.1) 4(0.29) TEFEPS 2(0.3) 3(0.4) 5(0.36)
Mg - 0(0.0) 3(0.4) 3(0.22) 25 3(0.4) 2(0.3) 5(0.36)
1 PN Rz Jgk 2(0.3) 0(0.0) 2(0.14) B~ L~ R 2(0.3) 1(0.1) 3(0.22)
HILAR R 1(0.1) 1(0.1) 2(0.14) Afed v A hE 1(0.1) 2(0.3) 3(0.22)
WA P 0(0.0) 1(0.1) 1(0.07) EENES 2(0.3) 1(0.1) 3(0.22)
JIE S s 1(0.1) 0(0.0) 1(0.07) JE BB AR 2(0.3) 1(0.1) 3(0.22)
B 1(0.1) 0(0.0) 1(0.07) M B 1(0.1) 1(0.1) 2(0.14)
77 2O Nk 0(0.0) 1(0.1) 1(0.07) WA 1(0.1) 1(0.1) 2(0.14)
[EE7A 0(0.0) 1(0.1) 1(0.07) LS 1(0.1) 1(0.1) 2(0.14)
70— % 1(0.1) 0(0.0) 1(0.07) FRiNE 1(0.1) 1(0.1) 2(0.14)
HE(E [ FE 1(0.1) 0(0.0) 1(0.07) MRBA 1(0.1) 1(0.1) 2(0.14)
R 1(0.1) 0(0.0) 1(0.07) FEA~ L~ 0(0.0) 2(0.3) 2(0.14)
EHFLEAE K 1(0.1) 0(0.0) 1(0.07) Rk 2(0.3) 0(0.0) 2(0.14)
A L) 1(0.1) 0(0.0) 1(0.07) N3N
E IO R 00.0 | 100 | 10.07 i 20.3) | 000 | 20.14)
BIER 0(0.0) 1(0.1) 1(0.07) VU P B2 1(0.1) 0(0.0) 1(0.07)
A eI 0(0.0) 1(0.1) 1(0.07) SHET S 0(0.0) 1(0.1) 1(0.07)
A D EE R L 1(0.1) 0(0.0) 1(0.07) FH PR AU 8 0(0.0) 1(0.1) 1(0.07)




= 150mg 300mg a5t = 150mg 300mg foin
R4 D %) o) o () BIfERA n ) o s | o (%)
7V RIE 0(0.0) 1(0.1) 1(0.07) ERRR I OES
o 10D | 000 | 1007 | | fskss 127 | 507 ] 1701.23)
fs k5% 1(0.1) 0(0.0) 1(0.07) R 3(0.4) 2(0.3) 5(0.36)
I R 0(0.0) 1(0.1) 1(0.07) TBIREIK 1(0.1) 1(0.1) 2(0.14)
RSO 1(0.1) 0(0.0) 1(0.07) (kR e 1(0.1) 1(0.1) 2(0.14)
7 A )L AMERR I 0(0.0) 1(0.1) 1(0.07) B B BN E 2(0.3) 0(0.0) 2(0.14)
ECEINGES 0(0.0) 1(0.1) 1(0.07) [P 1(0.1) 1(0.1) 2(0.14)
o 0(0.0) 1(0.1) 1(0.07) e 1(0.1) 0(0.0) 1(0.07)
7 A IV AVEE B 0(0.0) 1(0.1) 1(0.07) ‘B 1(0.1) 0(0.0) 1(0.07)
7 A L AMETEAE 5 FEATE 1(0.1) 0(0.0) 1(0.07)
Wl 10D | 00.00 | 1(0.07 BT 000 | 100 | 10.070
R~ L~ A 1(0.1) 0(0.0) 1(0.07) ﬁ%ﬁ’ifﬁﬁiﬁ 1(0.1) 0(0.0) 1(0.07)
~Y any z—pk FEE I 1(0.1) 0(0.0) 1(0.07)
"% 00.00 | 10D | 10.07 L 101D | 000 | 1007
A TN W 0(0.0) 1(0.1) 1(0.07) ﬁ‘;&t\ﬂ%@%i ;2 U(g
U il 1(0.1) 0(0.0) 1(0.07) A B O 37 ( 4(0.6) 203 | 60.43)
Yo 000 | 10 | 1007 | |BEFORV=TE
FLR S 0(0.0) 1(0.1) 1(0.07) NedmiE A biE 1(0.1) 1(0.1) 2(0.14)
BEh Y HE 0(0.0) 1(0.1) 1(0.07) 77uaa) Ry 1(0.1) 0(0.0) 1(0.07)
e A )L 2 ke 1(0.1) 0(0.0) 1(0.07) NLPIPERRIEE 0(0.0) 1(0.1) 1(0.07)
SLH R 0(0.0) 1(0.1) 1(0.07) B g 1(0.1) 0(0.0) 1(0.07)
FETE ER 0(0.0) 1(0.1) 1(0.07) B 5 SLEAME 1(0.1) 0(0.0) 1(0.07)
a5 1(0.1) 0(0.0) 1(0.07) R RS 19(2.7) 18(2.6) | 37(2.68)
7 A )b AP B K SAJA 14(2.0) 14(2.0) | 28(2.03)
Y 100 | 000 | 1(0.07 LD E 0(0.0) 300.9 | 300.22
B B e 1(0.1) 0(0.0) 1(0.07) BRI R 1(0.1) 1(0.1) 2(0.14)
R R 0(0.0) 1(0.1) 1(0.07) Jr Y 2(0.3) 0(0.0) 2(0.14)
D A 1(0.1) 0(0.0) 1(0.07) PERCE 1(0.1) 1(0.1) 2(0.14)
S B 1(0.1) 0(0.0) 1(0.07) Iféﬁ& 0(0.0) 1(0.1) 1(0.07;
M 5ol bR 0(0.0 1(0.1 1(0.07
g‘@;fé/m RO 000 0.0 | 1(0.07) JeTh 020.0; 120.1; 1§0.07)
BE, hEB o 57 R 1(0.1) 0(0.0) 1(0.07)
i & D 40.6) | 406 | 8058 T 6 SRR 10.) | 00.00 | 100.07)
WLt A DHE 2(0.3) 2(0.3) 4(0.29) TR 1(0.1) 4(0.6) 5(0.36)
FEHHZHE S UG 0(0.0) 1(0.1) 1(0.07) AIRIE 0(0.0) 3(0.4) 3(0.22)
BERS 0(0.0) 1(0.1) 1(0.07) 1k 1(0.1) 0(0.0) 1(0.07)
LB K DK 1(0.1) 0(0.0) 1(0.07) S 0(0.0) 1(0.1) 1(0.07)
Bl 1(0.1) 0(0.0) 1(0.07) 2 O 0(0.0) 1(0.1) 1(0.07)
R R 7(1.0) 4(0.6) 11(0.80) B X OUREKREE 0(0.0) 1(0.1) 1(0.07)
JFEFR E - 2(0.3) 2(0.3) 4(0.29) =R 0(0.0) 1(0.1) 1(0.07)
TS5=vT Ik AR L OHLEE
Sox7=25—¥ | 10.1) 10.1) | 20.14) & 1(0.1) 200.3) | 3(0.22)
HAIN FEE RS 0(0.0) 1(0.1) 1(0.07)
REHIN 2(0.3) 0(0.0) 2(0.14) A#in% 0(0.0) 1(0.1) 1(0.07)
7 ARG RUET m%%ﬁ%%\ ] 1(0.1) 0(0.0) 1(0.07)
;i;;&jﬁx7; 0(0.0) 1(0.1) 1(0.07) %ﬁ{%gg Mo =fds L OF 15(1.9) 162.3) | 292.10)
M7 vh Y kA 1 IZENH SR 5(0.7) 6(0.9) 11(0.80)
7 75— 000 | 10.0 | 10.07 R 206 | 40.6) | 8058
Mz L7rF=2 7L —PERERK 1(0.1) 3(0.4) 4(0.29)
BN 10.1) 00.00 | 1(0.07 R 10.1) 300.4) | 4(0.29)
y—Z7HE I b LA 0(0.0) 2(0.3) 2(0.14)
FGLUAT 2 5—F 1(0.1) 0(0.0) 1(0.07) i 1(0.1) 0(0.0) 1(0.07)
HaEN M GA R 1(0.1) 0(0.0) 1(0.07)
R L O EREE 4(0.6) 1(0.1) 5(0.36) P 0(0.0) 1(0.1) 1(0.07)
e R R I SE 2(0.3) 0(0.0) 2(0.14) S A PR 0(0.0) 1(0.1) 1(0.07)
BAELE 1(0.1) 0(0.0) 1(0.07) MA A AL B 0(0.0) 1(0.1) 1(0.07)
KT BT 0(0.0) 1(0.1) 1(0.07) Jili K & 1(0.1) 0(0.0) 1(0.07)
Bt 1(0.1) 0(0.0) 1(0.07)
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= 150mg 300mg a5t = 150mg 300mg foin
R4 D %) o) o () BIfERA n ) o s | o (%)
& B X OV T A% TR 1(0.1) 0(0.0) 1(0.07)
b 28(4.0) | 304.3) | 58(4.20) NI 10D | 00.0 | 100D
% 9 FEIE 8(1.2) 6(0.9) 14(1.01) H BHE 0(0.0) 1(0.1) 1(0.07)
25 9 FEIE 2(0.3) 4(0.6) 6(0.43) FEAR LS 0(0.0) 1(0.1) 1(0.07)
1% 2(0.3) 3(0.4) 5(0.36) ISR 0(0.0) 1(0.1) 1(0.07)
B 3(0.4) 2(0.3) 5(0.36) S 1(0.1) 0(0.0) 1(0.07)
Wk 3(0.4) 1(0.1) 4(0.29) EEY=RR 0(0.0) 1(0.1) 1(0.07)
LB 1(0.1) 2(0.3) 3(0.22) RIER AT IRELE
B 00.0 | 304 | 30.22) v 00.00 | 10D | 1(0.07
NE IR R & 7% 1(0.1) 2(0.3) 3(0.22) R lia 1(0.1) 0(0.0) 1(0.07)
i BE 1(0.1) 1(0.1) 2(0.14) D MRS 0(0.0) 1(0.1) 1(0.07)
HLE R RAE 1(0.1) 1(0.1) 2(0.14) Lz 0(0.0) 1(0.1) 1(0.07)
Bt 1(0.1) 1(0.1) 2(0.14) HEOS A 0(0.0) 1(0.1) 1(0.07)
FZ S5 R 1(0.1) 1(0.1) 2(0.14) G R R 1(0.1) 0(0.0) 1(0.07)
S 0(0.0) 1(0.1) 1(0.07) P i SR 1(0.1) 0(0.0) 1(0.07)
&R 1(0.1) 0(0.0) 1(0.07) B MEEERRE 0(0.0) 1(0.1) 1(0.07)
PRl B R % 1(0.1) 0(0.0) 1(0.07) SRR 1(0.1) 0(0.0) 1(0.07)
PR v g 1(0.1) 0(0.0) 1(0.07) PR 1(0.1) 0(0.0) 1(0.07)
[ ARERITES 1(0.1) 0(0.0) 1(0.07) I FEE 8(1.2) 0(0.0) 8(0.58)
BRI HH i, 1(0.1) 0(0.0) 1(0.07) 5 I 5(0.7) 0(0.0) 5(0.36)
L CALRIAL S 1(0.1) 0(0.0) 1(0.07) ESdl) 1(0.1) 0(0.0) 1(0.07)
[ INTE 0(0.0) 1(0.1) 1(0.07) AL 1(0.1) 0(0.0) 1(0.07)
BRIRFLBE 1(0.1) 0(0.0) 1(0.07) LA/ —Bi% 1(0.1) 0(0.0) 1(0.07)
BERE R 1(0.1) 0(0.0) 1(0.07)
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SR 5 2 AT B W kG & L= MBI SRR (A2302. A2303. A2304, A2307. A2308 &% U% A2309 B)
EOFE Uiz 52 HOKFH BT 2EIER (AAADF—4)

150mg™ | 300mg™ Hf
JEBIEL 70151 704 14041
BIlVE R BB 5k 1941 2515 4441
FIVERZEBLE 27.1% 35.7% 31.4%
~ 150mg™ | 300mg™ | A3 = 150mg™ | 300mg™ | &t
R4 n %) |n () | n (% AR A n %) |n () | n (%

Ve N 1] e e == 3 N
ggk*UJ/’* 119 | 343 | 429 ggﬁgﬂkioﬂ 000 | 1.9 | 107

B EEERIEINAE 1(1.4) 2(2.9) 3(2.1) i e BN 5 0(0.0) 1(1.4) 1(0.7)

WERT BRI 0(0.0) 1(1.4) 1(0.7) FRAR A 0(0.0) 1(1.4) 1(0.7)

F I BRI E 0(0.0) 1(1.4) 1(0.7) S PR ER SR N 0(0.0) 1(1.4) 1(0.7)

I/ N E 0(0.0) 1(1.4) 1(0.7) ER L O kEE 0(0.0) 1(1.4) 1(0.7)
N 1(1.4) 0(0.0) 1(0.7) e R R IE 0(0.0) 1(1.4) 1(0.7)

DA 1(1.4) 0(0.0) 1(0.7) B RRB XA
A 000 | 3@ | 3D | | s Rl Tl

RS BU N s 0(0.0) 1(1.4) 1(0.7) W e B N E 1(1.4) 1(1.4) 2(1.4)

B 0(0.0) 1(1.4) 1(0.7) B, EEMER K OGE

B A H 0(0.0) 1(1.4) 1(0.7) FHAOFHAY (Fhk | 1(1.4) 0(0.0) 1(0.7)

g 5197 0(0.0) 1(1.4) 1(0.7) FORY —F%Ete)

A% 0(0.0) 1(1.4) 1(0.7) F v LR S 1(1.4) 0(0.0) 1(0.7)
— - 2FRER X TRREE 1(1.4) 0(0.0) 1(0.7)
O B OIIE el S 5 7 R 104 | 000 | 107

RPN 1(1.4) 0(0.0) 1(0.7) TP 1(1.4) 1(1.4) 2(1.4)

B P E 1(1.4) 0(0.0) 1(0.7) 5 ¥ 1(1.4) 1(1.4) 2(1.4)
JYMER L OEAERYE | 12(7.1) | 15(21.4) | 27(19.3) TR L OLEREE 0(0.0) 1(1.4) 1(0.7)

EAEEEDS 5(7.1) 4(5.7) 9(6.4) FEHEHODS A 0(0.0) 1(1.4) 1(0.7)

EER 2(2.9) 1(1.4) 3(2.1) A EN (RIS SN

R T 1 | 104 | 204 | |Gk el R

BB WS 0(0.0) 1(1.4) 1(0.7) R i R R 0(0.0) 1(1.4) 1(0.7)

JB bk % 1(1.4) 0(0.0) 1(0.7) Bk 1(1.4) 0(0.0) 1(0.7)

D 0(0.0) 1(1.4) 1(0.7) Hafide 0(0.0) 1(1.4) 1(0.7)

A L APEE PR 0(0.0) 1(1.4) 1(0.7) fili K JE 1(1.4) 0(0.0) 1(0.7)

Biffi~ /L2 2 0(0.0) 1(1.4) 1(0.7) R 8k X OV T LRk

R 00.00 | 1.0 | 100 | | Wk il R

HHEREZ 1(1.4) 0(0.0) 1(0.7) Az 2(2.9) 0(0.0) 2(1.4)

U L RER 0(0.0) 1(1.4) 1(0.7) FZ G SENE 0(0.0) 1(1.4) 1(0.7)

)Y #rd 0(0.0) 1(1.4) 1(0.7) O FEE 1(1.4) 1(1.4) 2(1.4)

AR RS E R 1(1.4) 0(0.0) 1(0.7) HB 1(1.4) 1(1.4) 2(1.4)

NP 1(1.4) 0(0.0) 1(0.7) Wi B E 1(1.4) 0(0.0) 1(0.7)

g B 2% 0(0.0) 1(1.4) 1(0.7) I V7 0(0.0) 1(1.4) 1(0.7)

Jifide 0(0.0) 1(1.4) 1(0.7) FER 0(0.0) 1(1.4) 1(0.7)

R B2 E 1(1.4) 0(0.0) 1(0.7) HLBE 0(0.0) 1(1.4) 1(0.7)

FZ T AR i 1(1.4) 0(0.0) 1(0.7) B EEAL R AE 1(1.4) 0(0.0) 1(0.7)

SRR 0(0.0) 1(1.4) 1(0.7) ERIE 0(0.0) 1(1.4) 1(0.7)

JE B B 0(0.0) 1(1.4) 1(0.7) BRI 0(0.0) 1(1.4) 1(0.7)

) 1(1.4) 0(0.0) 1(0.7)

AR RAkR 0(0.0) 1(1.4) 1(0.7)

SEERIE S A HE | 000.0) 1(1.4) 1(0.7)

MAH] 150mg i 300mg Iz, MG T T B RN OAK A~ X T2ER], 72 5N A2304 FRBRIZ IV TAH
150mg X% 300mg A MEFFE 517 & PR R BRAAIEIZ B - U 7S il
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SRS T Dol A R E LT IR RS (A2302, A2303. A2304, A2307. A2308 K TY A2309 i)
ZOFE L7z 52 MOEFHTR T D EITEA

150mg™ | 300mg™ &t

SEBI %K 13954 141045 28051

mIlE 28 BB 5K 3731 37741 75011

EIVE RSB 26.74% 26.74% 26.74%

B 150me™ | 300mg™ &t = 150mg™ | 300mg™ i
Al n %) | n G | n ) Al n %) 1 n ) | n (%

MK L) 3% H ks 56(4.01) | 50(3.55) | 106(3.78)

BE 19(1.36) | 21(1.49) | 40(1.43) T 12(0.86) | 15(1.06) | 27(0.96)
M BRI ME 5(0.36) 4(0.28) 9(0.32) L 10(0.72) | 17(0.50) 17(0.61)
I BREREE ISE 4(0.29) 5(0.35) 9(0.32) HaEitEEAR | 4(0.29) 6(0.43) 10(0.36)
i P BRI E 3(0.22) 5(0.35) 8(0.29) = 0(0.00) 8(0.57) 8(0.29)
U REE 3(0.22) 3(0.21) 6(0.21) R 2(0.14) 1(0.07) 3(0.11)
L/ NRB D E 3(0.22) 3(0.21) 6(0.21) HIEAR R 2(0.14) 3(0.21) 5(0.18)
U 2 RERE 0(0.00) 2(0.14) 2(0.07) NEJ 4(0.29) 1(0.07) 5(0.18)
H BRI IE 1(0.07) 1(0.07) 2(0.07) M N RS 4(0.29) 1(0.07) 5(0.18)
2 1(0.07) 0(0.00) 1(0.04) TR 2(0.14) 3(0.21) 5(0.18)
PRI BRI IE 0(0.00) 1(0.07) 1(0.04) T 4(0.29) 1(0.07) 5(0.18)
SRR ZPEE M 1(0.07) 0(0.00) 1(0.04) EIEES 2(0.14) 2(0.14) 4(0.14)
H I BREINAE 0(0.00) 1(0.07) 1(0.04) HE AR PRI 1(0.07) 2(0.14) 3(0.11)
I R EREEANE 0(0.00) 1(0.07) 1(0.04) e A i 2(0.14) 0(0.00) 2(0.07)
HELE K 1(0.07) 0(0.00) 1(0.04) 77 2Ok 1(0.07) 2(0.14) 3(0.11)

NS 9(0.65) 3(0.21) | 12(0.43) %E’%;;k 1(0.07) 250.14; 320.11;
FoERET O v H N 1(0.07) 2(0.14 3(0.11
2 10.07) | 200.14) | 300.11) BN 10.070 | 100.07) | 200.00
BeVE 0(0.00) 1(0.07) 1(0.04) Ja— 9 1(0.07) 0(0.00) 1(0.04)
i 2(0.14) 0(0.00) 2(0.07) Ehi 1(0.07) 1(0.07) 2(0.07)
TAPERR IR 1(0.07) 1(0.07) 2(0.07) R 0(0.00) 2(0.14) 2(0.07)
DARA 1(0.07) 0(0.00) 1(0.04) 0 O 1(0.07) 0(0.00) 1(0.04)
N 1(0.07) 0(0.00) 1(0.04) TR 1(0.07) 0(0.00) 1(0.04)
TAPEAEAR 1(0.07) 0(0.00) 1(0.04) NLFH D JAE 1(0.07) 0(0.00) 1(0.04)
B 1(0.07) 0(0.00) 1(0.04) A5 3 AR HRLE 1(0.07) 0(0.00) 1(0.04)
R R 1(0.07) 0(0.00) 1(0.04) [EE7 0(0.00) 1(0.07) 1(0.04)

Hi Ok REE 6(0.43) 6(0.43) | 12(0.43) NS 1(0.07) 0(0.00) 1(0.04)
ELRER LD 2(0.14) 4(0.28) 6(0.21) B 1(0.07) 0(0.00) 1(0.04)
Hig 2(0.14) 1(0.07) 3(0.11) HEE RN 1(0.07) 0(0.00) 1(0.04)
FrakE s 0(0.00) 1(0.07) 1(0.04) BB ORAE 1(0.07) 0(0.00) 1(0.04)
Hyfese 1(0.07) 0(0.00) 1(0.04) B P 0(0.00) 1(0.07) 1(0.04)
Him 1(0.07) 0(0.00) 1(0.04) A 1(0.07) 0(0.00) 1(0.04)
H*X 9 e 0(0.00) 1(0.07) 1(0.04) B WP 1(0.07) 0(0.00) 1(0.04)
T PR 1(0.07) 0(0.00) 1(0.04) KGR —7 1(0.07) 0(0.00) 1(0.04)

IR 13(0.93) | 11(0.78) | 24(0.86) HEER 1(0.07) 0(0.00) 1(0.04)
AR 3(0.22) 6(0.43) 9(0.32) AL 1(0.07) 0(0.00) 1(0.04)
(PR 2(0.14) 1(0.07) 3(0.11) M ENTE B I AR 0(0.00) 1(0.07) 1(0.04)
RS 2(0.14) 1(0.07) 3(0.11) HE TR 0(0.00) 1(0.07) 1(0.04)
F 0(0.00) 1(0.07) 1(0.04) ﬁiﬁ)ﬁﬁg - 0(0.00) 120.07; 120.04;
7 LV — LR EIEERES 0(0.00) 1(0.07 1(0.04
% 000.000 | 1(0.07 | 1(0.04 OPEREEERE | 10,00 | 000,000 | 1(0.04)
IS g e gt 1(0.07) 0(0.00) 1(0.04) A FEN R 0(0.00) 1(0.07) 1(0.04)
R 0(0.00) 1(0.07) 1(0.04) i JE P 0(0.00) 1(0.07) 1(0.04)
IBZ 2 FEE 1(0.07) 0(0.00) 1(0.04) W 2% 1(0.07) 0(0.00) 1(0.04)
HRie % 5 PESE 1(0.07) 0(0.00) 1(0.04) e 0(0.00) 1(0.07) 1(0.04)
AR EREHT 1(0.07) 0(0.00) 1(0.04)
IR 0(0.00) 1(0.07) 1(0.04)
HABEE 1(0.07) 0(0.00) 1(0.04)

AH) 150mg i 300mg 1A A, HERFBEGHNC T T B R BARFIA~G) D B 2 7 5EH,

150mg X% 300mg A MEFFE G175 & R BRAAREIZ 5 5 U 72 e il
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= 150mg™ | 300mg™ &5t o 150mg™ | 300mg™ &5t
R4 n ) | n o) | n () BIfERA n ) T n o) | n (%)
—i% - 2EEER L IR B R 5(0.36) 6(0.43) 11(0.39)
G B oke | 56401 | 60(4.26) | 116(4.14) SRR 40.29 | 60.43 | 10(0.36)
57 13(0.93) | 11(0.78) | 24(0.86) S E % 3(0.22) 5(0.35) 8(0.29)
HEFRTAE R 8(0.57) 11(0.78) | 19(0.68) H%iﬁf/é 2(0.14) 5(0.35) 7(0.25)
;%%%’ v 1000.72) | 700.50) | 17(0.61) H; o A 1E0'07; 6E0'43; 7E0'25;
F 10029 | 6(0.43) | 10(0.36) R 20.19) | 6(0.43) | 80.29
ARG PR 4(0.29) 3(0.21) 7(0.25) Hkge 2(0.14) 4(0.28) 6(0.21)
i JE 3(0.22) 3(0.21) 6(0.21) e TR 3(0.22) 2(0.14) 5(0.18)
A 1 2(0.14) 3(0.21) 5(0.18) 2Rk 0(0.00) 4(0.28) 4(0.14)
K 2(0.14) 2(0.14) 4(0.14) [ bE2% 4(0.29) 2(0.14) 6(0.21)
FESERALPY H 1 2(0.14) 2(0.14) 4(0.14) JeET e 4(0.29) 1(0.07) 5(0.18)
TS ERALALEE 2(0.14) 1(0.07) 3(0.11) SRaEE S A
R 10.070 | 10.070 | 2(0.07) 5 300.22) | 2(0.14) | 5(0.18)
K 2(0.14) 0(0.00) 2(0.07) I 2(0.14) 1(0.07) 3(0.11)
PSR 1(0.07) 2(0.14) 3(0.11) 7 A LV AVEE B 1(0.07) 2(0.14) 3(0.11)
EIEIR T 2(0.14) 0(0.00) 2(0.07) ~Y anRg x—E
T 10070 | 10070 | 20.0D | % 1007 | 302D | 4(0.14)
RS2 D R | 1(0.07) 1(0.07) 2(0.07) Bl L~ A 2(0.14) 1(0.07) 3(0.11)
AL R 1(0.07) 1(0.07) 2(0.07) WS 1(0.07) 3(0.21) 4(0.14)
S 0(0.00) 2(0.14) 2(0.07) FhiE 2(0.14) 1(0.07) 3(0.11)
BHEA G 1(0.07) 0(0.00) 1(0.04) [FEPS 2(0.14) 2(0.14) 4(0.14)
s R A 0(0.00) 1(0.07) 1(0.04) FER 1(0.07) 3(0.21) 4(0.14)
A P 1(0.07) 0(0.00) 1(0.04) 2 Ji e R g 1(0.07) 2(0.14) 3(0.11)
3 1(0.07) 0(0.00) 1(0.04) IR 2(0.14) 2(0.14) 4(0.14)
Rk 0(0.00) 1(0.07) 1(0.04) MR ERaERYG | 200.14) 1(0.07) 3(0.11)
BEAE 0(0.00) 1(0.07) 1(0.04) PR DR B R 1(0.07) 3(0.21) 4(0.14)
RS H . 1(0.07) 0(0.00) 1(0.04) L 2(0.14) 1(0.07) 3(0.11)
R 2 0(0.00) 1(0.07) 1(0.04) P 0(0.00) 3(0.21) 3(0.11)
HHENRE 0(0.00) 1(0.07) 1(0.04) a2 R 1(0.07) 1(0.07) 2(0.07)
R 0(0.00) 1(0.07) 1(0.04) BEH YA 1(0.07) 2(0.14) 3(0.11)
IBE AL AR MHE 1(0.07) 0(0.00) 1(0.04) TR R 2(0.14) 1(0.07) 3(0.11)
= 0(0.00) 1(0.07) 1(0.04) a5 1(0.07) 2(0.14) 3(0.11)
HEIRE 0(0.00) 1(0.07) 1(0.04) 7 i e 0(0.00) 1(0.07) 1(0.04)
FIRE R EE 3(0.22) 2(0.14) 5(0.18) 7 RO R R 1(0.07) 1(0.07) 2(0.07)
S UL ME 1(0.07) 1(0.07) 2(0.07) HE Rk 0(0.00) 3(0.21) 3(0.11)
SRR E 1(0.07) 0(0.00) 1(0.04) B TERE XK 1(0.07) 1(0.07) 2(0.07)
NENifF 1(0.07) 0(0.00) 1(0.04) 7D HYE 1(0.07) 1(0.07) 2(0.07)
fE % 0(0.00) 1(0.07) 1(0.04) Jele 1(0.07) 1(0.07) 2(0.07)
s RbEE 2(0.14) 0(0.00) 2(0.07) F B AS BEA 0(0.00) 2(0.14) 2(0.07)
IBROE 1(0.07) 0(0.00) 1(0.04) 7 AV AVEELE
FHET UoE— | 10070 | 00.000 | 1(0.04) e 20.14 | 0(0.00) | 2(0.07
=t V1 o N N N4 4 5] i
g&%ﬁn‘o L OFAER 187(13.41) | 199(14.11) | 386(13.76) ﬂi{ipm%i% — 000.00) | 2(0.14) | 2(0.07)
i SV ARTERA 50000 | 1007 | 10.04)
SRIHFHR 68(4.87) | 57(4.04) | 125(4.46) S : : '
L RE R 20(1.43) | 25(1.77) | 45(1.60) R S BN 1(0.07) 1(0.07) 2(0.07)
KB R 10(0.72) | 14(0.99) | 24(0.86) B 2% 0(0.00) 2(0.14) 2(0.07)
0k 15(1.08) | 12(0.85) | 27(0.96) R PEREE R 0(0.00) 2(0.14) 2(0.07)
AlEn v ZIE 4(0.29) | 15(1.06) | 19(0.68) U Y ER B 1 NE 5A
TR 2% 80.57 | 80.57 | 16(0.57) % 1007 | 00.000 | 1(0.04)
25% 5(0.36) | 10(0.71) | 15(0.53) NMHEE Ak ZE 2(0.14) 0(0.00) 2(0.07)
H K 10(0.72) | 5(0.35) | 15(0.53) Rl g 0(0.00) 2(0.14) 2(0.07)
HETEPS 5(0.36) 7(0.50) | 12(0.43) 7 A L A
T E 1000.72) | 4(0.28) | 14(0.50) U 1009 | 100D | 2(0.07
IR 3(0.22) 6(0.43) 9(0.32) R PER RS 1(0.07) 1(0.07) 2(0.07)
o 4(0.29) 7(0.50) 11(0.39) F2 T AR 1(0.07) 0(0.00) 1(0.04)
A TN 3(0.22) 7(0.50) 10(0.36) ElRES 1(0.07) 1(0.07) 2(0.07)
A JEA~ LA 6(0.43) 5(0.35) 11(0.39) TR 2(0.14) 0(0.00) 2(0.07)

XAFA] 150mg X 300mg (21 x., HEFRFRE G 7T B R D> B ARFI~EI 0 B 2 7B

150mg X% 300mg % HEFF &% G531 & BIE BRI & G- L 72 AE B

72 5 TNT A2304 FRBRIZIB W TAHA




= 150mg™ | 300mg™ &5t o 150mg™ | 300mg™ &5t
R4 n ) | n o) | n () BIfERA n ) T n o) | n (%)
s R e 0(0.00) 2(0.14) 2(0.07) i 2 Bl 5 0(0.00) 1(0.07) 1(0.04)
X =gk 0(0.00) 1(0.07) 1(0.04) RS 5 ROt 0(0.00) 1(0.07) 1(0.04)
Wi A hE 1(0.07) 0(0.00) 1(0.04) BT 0(0.00) 1(0.07) 1(0.04)
P ILE 0(0.00) 1(0.07) 1(0.04) I R - 0(0.00) 1(0.07) 1(0.04)
ST 0(0.00) 1(0.07) 1(0.04) AR 1 ] P ifn A 0(0.00) 1(0.07) 1(0.04)
A VAR W EIE PHE 1(0.07) 0(0.00) 1(0.04)
% 3 10.07 | 0(0.00 | 1(0.09) PN 10.09 | 000.000 | 1(0.04)
KU Mk 1(0.07) 0(0.00) 1(0.04) AlE 1(0.07) 0(0.00) 1(0.04)
£ R g 1(0.07) 0(0.00) 1(0.04) R AR 31(2.22) | 30(2.13) | 61(2.17)
i 1(0.07) 0(0.00) 1(0.04) 77=v73/F
MER 0(0.00) 1(0.07) 1(0.04) FZoA7 27— | 9(0.65) 6(0.43) | 15(0.53)
AR J 1(0.07) 0(0.00) 1(0.04) HE N
7 R EREE MR vy —27F Ik
Y 10.07 | 000.00 | 1(0.04) So27x5—% | 10072 | 50.35) | 15(0.53)
7 A VARG | 00(0.00) 1(0.07) 1(0.04) 4N
N A e 1(0.07) 0(0.00) 1(0.04) iR B 5 6(0.43) 5(0.35) 11(0.39)
B RE R 0(0.00) 1(0.07) 1(0.04) TANRTXUBRT
R EINEPS 000.00) | 1(0.07) | 1(0.04) R/ hT7 AT = 4029 | 30021 | 7(0.25)
B s 1(0.07) 0(0.00) 1(0.04) S —P
F BT R g 0(0.00) 1(0.07) 1(0.04) RN 4(0.29) 1(0.07) 5(0.18)
AL 1(0.07) 0(0.00) 1(0.04) H i ER # ek 2(0.14) 3(0.21) 5(0.18)
AR A LA I P ER B 1(0.07) 2(0.14) 3(0.11)
e 00.000 | 1(0.07 | 1(0.04) BN 10,00 | 000.00) | 1(0.04)
HE R 1(0.07) 0(0.00) 1(0.04) MmETLH YR A
RN 000.00 | 10.00 | 1(0.04) 77 x—eygn | 100D | 1007 | 20.07
TSR G 1(0.07) 0(0.00) 1(0.04) M7 1v7rF=
FRuBR 10.070 | 000.00) | 1(0.04) B 200.149) | 000.00) | 2(0.07)
VU EIRIE 1(0.07) 0(0.00) 1(0.04) i HH PR B 1(0.07) 1(0.07) 2(0.07)
DIV 0(0.00) 1(0.07) 1(0.04) LB X B 0(0.00) 2(0.14) 2(0.07)
FLIR%K 0(0.00) 1(0.07) 1(0.04) I EREREAEM 0(0.00) 2(0.14) 2(0.07)
BHIEER 0(0.00) 1(0.07) 1(0.04) ~TZ v Ed | 000.00) 1(0.07) 1(0.04)
JNEEAE 1(0.07) 0(0.00) 1(0.04) U U SEREHIN 1(0.07) 0(0.00) 1(0.04)
VR B s g 0(0.00) 1(0.07) 1(0.04) I BRI 1(0.07) 0(0.00) 1(0.04)
aiEy A ARG | 1(0.07) 0(0.00) 1(0.04) i MR B> 0(0.00) 1(0.07) 1(0.04)
7 A L AP B 1(0.07) 0(0.00) 1(0.04) IRERD - 0(0.00) 2(0.14) 2(0.07)
M ER 0(0.00) 1(0.07) 1(0.04) mhey et
DB R 100.00 | 000.00) | 1(0.04) I 10.07) | 000.000 | 1(0.04)
INGEPS 1(0.07) 0(0.00) 1(0.04) Mol A5 o—
T 000.000 | 1(0.09 | 1(0.04) LR 0(0.00) | 1(0.07) | 1(0.04)
BB R 0(0.00) 1(0.07) 1(0.04) £ F5- 0(0.00) 1(0.07) 1(0.04)
e T T 0(0.00) 1(0.07) 1(0.04) mHrY 7%
(535 10007 | 000.000 | 1(0.04) R 10.09 | 000,00 | 1(0.04)
R 0(0.00) 1(0.07) 1(0.04) BRI A 0(0.00) 1(0.07) 1(0.04)
FERE 1(0.07) | 0(0.00) | 1(0.04) y =7 IV b
y;/#ﬂz@‘ri)%ﬂﬁ 0(0.00) 10.07) 100.04) é%x%a A 4 1(0.07) 0(0.00) 1(0.04)
k%Y H T E 0(0.00) 1(0.07) 1(0.04) IKIEE ) RE A
TR VER ML 10.00 | 000.000 | 1(0.04) m 0(0.00) | 1(0.07) | 1(0.04)
R PERE 2% 1(0.07) 0(0.00) 1(0.04) U 2 RERER B 1(0.07) 0(0.00) 1(0.04)
U AV APENREEZR | 1(0.07) 0(0.00) 1(0.04) I P ERER 1(0.07) 0(0.00) 1(0.04)
SR 0(0.00) 1(0.07) 1(0.04) VALY R
EE, PHEB IO 8(0.57) 8057 | 16057 i 1(0.07) 0(0.00) 1(0.04)
8 & GHE : : : RFEVAES 1001 | 0000 | 10.09)
ALEER 2 DFAE 3022) | 2(0.14) | 5018 n o ' '
Pl 1(0.07) 0(0.00) 1(0.04) I ER % 1(0.07) 0(0.00) 1(0.04)
W K DETR 1(0.07) 1(0.07) 2(0.07)

¥AH] 150mg i 300mg (I z, #EFREGWIC T T B RN O AR~ B X TER, 72 5N A2304 FRBRIZ IV TAH
150mg X% 300mg % HeRife 587 & B R BHAAIRFIZ 8 5- L 7= AE A
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MAK] 150mg i 300mg (21 Zx, MERFEEGHINC T T R DARFIA~GI Y B 2 T 5EH

150mg X% 300mg % fEFRF# 5-H1 7 & i PRI 5 L 7= fE )
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= 150mg™ | 300mg™ &5t o 150mg™ | 300mg™ &5t
R4 n ) | n o) | n () BIfERA n ) T n o) | n (%)

Rk L O%ERE | 300.15) | 17(1.21) | 47(1.68) KB R AE 1(0.07) 0(0.00) 1(0.04)
v I ILE 6(0.43) 5(0.35) | 11(0.39) wiréﬂawﬁ%ﬂ%ﬁ 1(?.07)) 0(?.00)) 1(?.04))
mrUZU®Y R BREE 35(2.51 38(2.70) | 73(2.60
g 50.36) | 2(0.14) | 7(0.25) L 23(1.65) | 27(1.91) | 50(1.78)
=R BRI 5(0.36) 2(0.14) 7(0.25) FEMED £ 3(0.22) 4(0.28) 7(0.25)
DR R 2(0.14) 2(0.14) 4(0.14) SE IR 1(0.07) 3(0.21) 4(0.14)
NEE HAE 2(0.14) 2(0.14) 4(0.14) Eiﬁ;@rﬁ 120.07; 120.07; 220.07;
EalLATFa—1L BE 2(0.14 2(0.14 4(0.14
e 1007 | 20.14) | 3(0.11) T 10,00 | 1000 | 20.07
e I 1(0.07) 2(0.14) 3(0.11) A AR T 2(0.14) 0(0.00) 2(0.07)
IR E 3(0.22) 0(0.00) 3(0.11) KA 0(0.00) 1(0.07) 1(0.04)
WK IF 1(0.07) 0(0.00) 1(0.04) 5 7 AR R 2(0.14) 0(0.00) 2(0.07)
Bt 2(0.14) 0(0.00) 2(0.07) JA B 1(0.07) 0(0.00) 1(0.04)
7L 3 — LA 1(0.07) 0(0.00) 1(0.04) BEIE AN RS 1(0.07) 0(0.00) 1(0.04)
KB 0(0.00) 1(0.07) 1(0.04) Bh AR 0(0.00) 1(0.07) 1(0.04)
I AL 1(0.07) 0(0.00) 1(0.04) R PR 2R 1(0.07) 0(0.00) 1(0.04)
ZHE 1(0.07) | 0(0.00) 1(0.04) IRE MR 0(0.00) 1(0.07) | 1(0.04)

=N 7 > NN N JElz‘ o ;"r‘-'

?E%gz E&%k XOHES 39(2.99) | 32(2.97) | 64(2.28) 1%‘%%;@%%& 0(0.00) 1(0.07) 1(0.04)
PEEE 100.72) | 8057 | 18(0.64) Bt 10.07) | 00.000 | 1(0.04)
U e 5(0.36) 3(0.21) 8(0.29) (B 0(0.00) 1(0.07) 1(0.04)
fih I 1(0.07) 7(0.50) 8(0.29) PRHE 1(0.07) 0(0.00) 1(0.04)
HrEE B B E 5(0.36) 3(0.21) 8(0.29) EX s 1(0.07) 0(0.00) 1(0.04)
e A IR 1(0.07) 2(0.14) 3(0.11) TR 12(0.86) | 11(0.78) | 23(0.82)
IR 2(0.14) 1(0.07) 3(0.11) AIRIE 4(0.29) 4(0.28) 8(0.29)
G 3(0.22) 1(0.07) 4(0.14) 5 O 3(0.22) 4(0.28) 7(0.25)
IR 2(0.14) 1(0.07) 3(0.11) R 1(0.07) 2(0.14) 3(0.11)
B 1(0.07) 2(0.14) 3(0.11) ey 1(0.07) 1(0.07) 2(0.07)
IR 2(0.14) 0(0.00) 2(0.07) U B F—JR 2(0.14) 0(0.00) 2(0.07)
R e 2 1(0.07) 1(0.07) 2(0.07) PR i 0(0.00) 1(0.07) 1(0.04)
RIRE R 0(0.00) 2(0.14) 2(0.07) sELIRTE 0(0.00) 1(0.07) 1(0.04)
A A 1(0.07) 1(0.07) 2(0.07) LI 1(0.07) 0(0.00) 1(0.04)
(DS 1(0.07) 1(0.07) 2(0.07) PIHARNRIE 1(0.07) 0(0.00) 1(0.04)
B 1(0.07) 0(0.00) 1(0.04) H 2% & 0(0.00) 1(0.07) 1(0.04)
H i P B B E 1(0.07) 0(0.00) 1(0.04) Bk X OUREKEE 2(0.14) 5(0.35) 7(0.25)
i E A% R Mo Ja 0(0.00) 1(0.07) 1(0.04) BEHR 1(0.07) 0(0.00) 1(0.04)
0 B A PRk 0(0.00) 1(0.07) 1(0.04) IR 1(0.07) 1(0.07) 2(0.07)
BR 0(0.00) 1(0.07) 1(0.04) =K 0(0.00) 1(0.07) 1(0.04)
) Uy~ FHEE 0(0.00) 1(0.07) 1(0.04) H P e % 0(0.00) 1(0.07) 1(0.04)
VBIER 1(0.07) 0(0.00) 1(0.04) B AE 0(0.00) 1(0.07) 1(0.04)
T 1(0.07) 0(0.00) 1(0.04) BHIR 1(0.07) 0(0.00) 1(0.04)

EJE\ R KOG Bk REkEE _ 0(0.00) 1(0.07) 1(0.04)

Egifgﬁ%@;% 14(1.00) | 6(0.43) | 20(0.71) gﬁﬂ% LORBE | 5029 | 8057 | 11039

aie) A% 0(0.00) 2(0.14) 2(0.07)
P FLEENE 4(0.29) 2(0.14) 6(0.21) iﬁ%ﬁ* o(o.oog 1(0.07§ 150.04)
AT YA MER it K 0(0.00 1(0.07 1(0.04)
BE 300.22) | 1(0.07) | 4(0.14) B4 000.000 | 1(0.09) | 1(0.04)
NP RS E RS 1(0.07) 1(0.07) 2(0.07) PEER PRI 1(0.07) 0(0.00) 1(0.04)
NEIRVEfALIE 1(0.07) 1(0.07) 2(0.07) AIE A E H i 0(0.00) 1(0.07) 1(0.04)
Froan Ry 1(0.07) 0(0.00) 1(0.04) PEE R & 1(0.07) 0(0.00) 1(0.04)
B AEY 1(0.07) 0(0.00) 1(0.04) %Eg%ﬁo“ BV 0(0.00) 1(0.07) 1(0.04)
FOR R B4R TN 1(0.07) 0(0.00) 1(0.04)
7 00.000 | 1(0.07 | 1(0.04) e 000.000 | 10,09 | 1(0.04)
[ bR 1(0.07) 0(0.00) 1(0.04)

BRI BV TAA




5 150mg™ | 300mg™ A = 150mg™ | 300mg™ &k
Al n %) | n (%) | n (%) AlfERA n ) | n G o )
e s, MERR KO FBEMERT 1(0.07) 1(0.07) 2(0.07)
b 33(2.37) | 45R.19) | 78(2.78) s 10070 | 100D | 20.07
WK 12(0.86) | 18(1.28) | 30(1.07) [RCia 1(0.07) 1(0.07) 2(0.07)
R 1000.72) | 16(1.13) | 26(0.93) Kt 1(0.07) 0(0.00) 1(0.04)
TR K 2(0.14) 1(0.07) 3(0.11) HEERR R 2% 1(0.07) 0(0.00) 1(0.04)
CVE 1(0.07) 4(0.28) 5(0.18) S ALRR 1(0.07) 0(0.00) 1(0.04)
2 2(0.14) 2(0.14) 4(0.14) [EL IR 0(0.00) 1(0.07) 1(0.04)
T LV —PEE R 1(0.07) 3(0.21) 4(0.14) BRALEE 1(0.07) 0(0.00) 1(0.04)
758 1(0.07) 1(0.07) 2(0.07) EXCE R 1(0.07) 0(0.00) 1(0.04)
<Lk 0(0.00) 2(0.14) 2(0.07) TR 0(0.00) 1(0.07) 1(0.04)
RGBT R 1(0.07) 1(0.07) 2(0.07) FHEEY 0(0.00) 1(0.07) 1(0.04)
R R 0(0.00) 1(0.07) 1(0.04) A1k 1(0.07) 0(0.00) 1(0.04)
RPN ] 0(0.00) 1(0.07) 1(0.04) % EIE 1(0.07) 0(0.00) 1(0.04)
55 VEE R0 IR 8 1(0.07) 0(0.00) 1(0.04) NI 1(0.07) 0(0.00) 1(0.04)
I &GE WA 0(0.00) 1(0.07) 1(0.04) A BEAE 0(0.00) 1(0.07) 1(0.04)
BRI 0(0.00) 1(0.07) 1(0.04) JNEFE R 0(0.00) 1(0.07) 1(0.04)
MEEEE T 1(0.07) 0(0.00) 1(0.04) APRE R S 0(0.00) 1(0.07) 1(0.04)
S AN PR 0(0.00) 1(0.07) 1(0.04) Bt 1(0.07) 0(0.00) 1(0.04)
Bl 0(0.00) 1(0.07) 1(0.04) XT3 0(0.00) 1(0.07) 1(0.04)
N SEALBE 0(0.00) 1(0.07) 1(0.04) J G 1(0.07) 0(0.00) 1(0.04)
[EEEREAE 0(0.00) 1(0.07) 1(0.04) fisk e P RESRBLIR 1(0.07) 0(0.00) 1(0.04)
K 1(0.07) 0(0.00) 1(0.04) K 0(0.00) 1(0.07) 1(0.04)
IIEPR 0(0.00) 1(0.07) 1(0.04) SR HA i 1(0.07) 0(0.00) 1(0.04)
%gﬂsﬁ - 1(0.07) 0(0.00) 1(0.04) SRR SO 1(0.07) 0(0.00) 1(0.04)
Bl e 5 - 1(0.07) 0(0.00) 1(0.04) RIE% BFRILEL
B & UV T ALk 92(6.59) | 88(6.24) | 180(6.42) fe 00.00 100 1000
fEE : : : E e 0(0.00) 1(0.07) 1(0.04)
D FEE 27(1.94) | 13(0.92) | 40(1.43) BER 2 0(0.00) 1(0.07) 1(0.04)
15 8(0.57) 15(1.06) | 23(0.82) R NTRE DN 0(0.00) 1(0.07) 1(0.04)
i 9(0.65) 8(0.57) 17(0.61) ) FEME S 0(0.00) 1(0.07) 1(0.04)
EHMZ D FEIE 10(0.72) | 6(0.43) 16(0.57) S 0(0.00) 1(0.07) 1(0.04)
B33 7(0.50) 6(0.43) 13(0.46) i 0(0.00) 1(0.07) 1(0.04)
HE IR R JE 2% 4(0.29) 6(0.43) 10(0.36) F S 1 R 0(0.00) 1(0.07) 1(0.04)
[EESa 3(0.22) 3(0.21) 6(0.21) R REkEE 1(0.07) 0(0.00) 1(0.04)
FAPR 4(0.29) 3(0.21) 7(0.25) FIEOH A 0(0.00) 1(0.07) 1(0.04)
ARG 3(0.22) 4(0.28) 7(0.25) S BB E 0(0.00) 1(0.07) 1(0.04)
B 3(0.22) 3(0.21) 6(0.21) FE g BE R 1(0.07) 0(0.00) 1(0.04)
WAL R IE 1(0.07) 1(0.07) 2(0.07) K REES 1(0.07) 0(0.00) 1(0.04)
FEZ 1(0.07) 4(0.28) 5(0.18) i R 1(0.07) 0(0.00) 1(0.04)
TR 1(0.07) 4(0.28) 5(0.18) BRI 0(0.00) 1(0.07) 1(0.04)
s 2(0.14) 1(0.07) 3(0.11) LB IREERE 1(0.07) 0(0.00) 1(0.04)
2 3(0.22) 1(0.07) 4(0.14) tE BRI 1(0.07) 0(0.00) 1(0.04)
R REZENE 0(0.00) 2(0.14) 2(0.07) PAR% 1(0.07) 0(0.00) 1(0.04)
BRI R % 1(0.07) 1(0.07) 2(0.07) I FEE 18(1.29) | 8(0.57) | 26(0.93)
L RERLE 2(0.14) 1(0.07) 3(0.11) 5 I+ 9(0.65) 4(0.28) 13(0.46)
BER HH i 2(0.14) 1(0.07) 3(0.11) WAL 1(0.07) 1(0.07) 2(0.07)
ITHRZ 1(0.07) 2(0.14) 3(0.11) EXEl) 2(0.14) 0(0.00) 2(0.07)
ZATIE 1(0.07) 1(0.07) 2(0.07) LA —8ig 2(0.14) 0(0.00) 2(0.07)
[ES {E: e 1(0.07) 2(0.14) 3(0.11) j;ﬂi&éhﬂ)ﬁﬁﬁ% 1(0.07) 0(0.00) 1(0.04)
®5 1(0.07) 1(0.07) 2(0.07) 2 IME R & FED
RS R 200.14) | 100.09 | 3(0.1D SE R 0(0.000 | 1(0.07 | 1(0.04)
EESAEES 2(0.14) 1(0.07) 3(0.11) i 1(0.07) 0(0.00) 1(0.04)
H YA AE 1(0.07) 1(0.07) 2(0.07) HILEZ ) —F 0(0.00) 1(0.07) 1(0.04)
I V7 1(0.07) 1(0.07) 2(0.07) JESES 1(0.07) 0(0.00) 1(0.04)
7’{%_ v —E R g% 020.00; 120.07; 120.043 BEIE PN I A - 0(0.00) 1(0.07) 1(0.04)
K 0(0.00 2(0.14 2(0.07 FRAHENAREAZE M
R 10070 | 1000 | 20.07 o 10.09 | 00.000 | 1(0.04)
KA i 1(0.07) 0(0.00) 1(0.04)

¥AH 150mg i 300mg (SN Z. RGN 7 T B RN O AR~ B2 72 HER. 72 5N A2304 FBRIZ ISV TAH
150mg 3 i% 300mg % HERF% G- 0 & FFEBAAAREIZ &% 5 L 7 JE 5]
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B ERRBR (N 0 A2310, A23117%BR) Z0FA L7z 52 MOEFH IR T 2EIEA

Q) EAEZ LR 7 % X~ ZTERMERICE O AT S NIEFNTIN A, #5512 BRI T B Rn 617 X~ 7R EA~EY

R Z TR

b)Y HEAEZ R 7 % X~ TS ERICEN (T SN ERITIN A, &5 12 BRICT IR 1o 7 X~ T EHE~TY

R TSER

$CA2311 BRI 24 BRFECTOD v bATT—H

AR | &R &t

SEBI L 98/l 10011 19841

BIVE R BB 181 2741 45

BV RSHR 18.4% 27.0% 22.7%

= AR | s HERY | &5t ~ I R | = Y &5t
Al n (%) 0 o) Al n %) T n@) | n @

MiEH LR 3% R~ LA~ 0(0.0) 1(1.0) 1(0.5)

i 44D | 560 | 945 B 000 | 100 | 105
I R ER S E 3(3.1) 2(2.0) 5(2.5) TS 1(1.0) 0(0.0) 1(0.5)
M BRI ME 3(3.1) 1(1.0) 4(2.0) BT 1 e 0(0.0) 1(1.0) 1(0.5)
I BREREE ISE 0(0.0) 1(1.0) 1(0.5) JEHR A e 0(0.0) 1(1.0) 1(0.5)
U Bk 0(0.0) 1(1.0) 1(0.5) L 0(0.0) 1(1.0) 1(0.5)
U SEE 0(0.0) 1(1.0) 1(0.5) DR Y 0(0.0) 1(1.0) 1(0.5)

DofBEE 1(1.0) 0(0.0) 1(0.5) 7 A LAV ERGE
DENEERE 100 | 000 | 105 e 1.0 | 000 | 105

S 1(1.0) 1(1.0) 2(1.0) ShaiE S R
TS 1(1.0) 1(1.0) 2(1.0) 5 0(0.0) 1(1.0) 1(0.5)
R 0(0.0) 1(1.0) 1(0.5) B R X O

AEE 241 | 660 | 106D | | BabHE 100 | 00.0 | 105
T 1(1.0) 2(2.0) 3(1.5) WLEZ X B IR 1(1.0) 0(0.0) 1(0.5)
A4 0ER 1(1.0) 1(1.0) 2(1.0) ARy 1(1.0) 0(0.0) 1(0.5)
1351 0(0.0) 1(1.0) 1(0.5) B K DR 1(1.0) 0(0.0) 1(0.5)
INCESL 1(1.0) 0(0.0) 1(0.5) RAERE 0(0.0) 2(2.0) 2(1.0)
[RE] 0(0.0) 1(1.0) 1(0.5) I BRERECHE D 0(0.0) 1(1.0) 1(0.5)
N 0(0.0) 1(1.0) 1(0.5) IREHEIN 0(0.0) 1(1.0) 1(0.5)
L 1(1.0) 0(0.0) 1(0.5) Rts L OREEE 0(0.0) 1(1.0) 1(0.5)
e T 0(0.0) 1(1.0) 1(0.5) ZAEE 0(0.0) 1(1.0) 1(0.5)

YT\ e s F L s N %k A

gl EIRE DR 56 | se0 | @y | | BEEESEURS a0 | 100 | 200
T 0(0.0) 3(3.0) 3(1.5) BH iR 0(0.0) 1(1.0) 1(0.5)
) E 1(1.0) 1(1.0) 2(1.0) R EEPS 1(1.0) 0(0.0) 1(0.5)
FES AL RLEE 0(0.0) 2(2.0) 2(1.0) R RIS 1(1.0) 0(0.0) 1(0.5)
EE DAL ST 2(2.0) 0(0.0) 2(1.0) Gt 1(1.0) 0(0.0) 1(0.5)
i A B 0(0.0) 1(1.0) 1(0.5) s 2(2.0) 0(0.0) 2(1.0)
RS ERAL H i, 1(1.0) 0(0.0) 1(0.5) T 1(1.0) 0(0.0) 1(0.5)
FES ARG 1(1.0) 0(0.0) 1(0.5) 9 O 1(1.0) 0(0.0) 1(0.5)
ST RIE 1(1.0) 0(0.0) 1(0.5) RIRSE 1(1.0) 0(0.0) 1(0.5)
TEFERILZ O FERK 0(0.0) 1(1.0) 1(0.5) NP eI 1(1.0) 0(0.0) 1(0.5)
/NS 1(1.0) 0(0.0) 1(0.5) T 1(1.0) 0(0.0) 1(0.5)
B VL AR EE N 1(1.0) 0(0.0) 1(0.5)
b 000 | 100 | 1005 BB LUREREE 1.0 | 00.0 | 105)

AYLNE 33 N N 2NN

%‘Ek LUFER | 999 | 15(15.0) | 24(12.0) = IRTVTI N 44.0) 0(0.0) 1(0.5)
- HEE % 3(3.1) 6(6.0) 9(4.5) PR 2S, MErs X O
RGBT 3G.0) | 4(4.0) | 735 | | il WY | 850 | 660
DS 1(1.0) 3(3.0) 4(2.0) WK 0(0.0) 3(3.0) 3(1.5)
B XK 1(1.0) 1(1.0) 2(1.0) EEREERR 1(1.0) 2(2.0) 3(1.5)
JRBkZE 2(2.0) 0(0.0) 2(1.0) B R 35 OV TRk
Tk 000 | 100 | 105 R 220 | 220 | 420
o 0(0.0) 1(1.0) 1(0.5) O FEIE 1(1.0) 2(2.0) 3(1.5)
A L AVEE B 1(1.0) 0(0.0) 1(0.5) w7 i 1(1.0) 0(0.0) 1(0.5)
B A% 1(1.0) 0(0.0) 1(0.5) i A 1(1.0) 0(0.0) 1(0.5)
[N 0(0.0) 1(1.0) 1(0.5) ESE) 1(1.0) 0(0.0) 1(0.5)
R 0(0.0) 1(1.0) 1(0.5)




<IEfEecfE>
AR NIBAHERCHEE & 0 S & LT RRARIRD 52 M OSFHT U T, AFIDB Sinds 12 (0 4 61 (33.3%) (<AIfES
B0 BN,

(BRESU IR D —ZErKGRI & T OEGT)

A AN O MR R 2t g & LB AR SR (A1302 iRER) o 52 M OEFITH T D EIEH

JE BB 12451

Il VE A S BB 5k 45

EEiEEES 33.3%
BITER 4 n(%)
At 4(33.3)
JHPREE R P 5 2(16.7)
IRV = 1(8.3)
JFHERE SR 1(8.3)
Lol 1(8.3)
EEREE)R 1(8.3)
JERYYE R X OVHAE BUE 1(8.3)
SAREN 3 1(8.3)
AR R R R 1(8.3)
SN 1(8.3)
BB L ORI E 1(8.3)
R RE R 1(8.3)
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< REMHEHRX>

NS 77 2 AR BRI O 156 HOEFHIIB W T, RAIDBE LG 7z 211 B 94 6] (45%) IZRIERADRRD 5
. EREERE., EXERYE 15 61 (7.1%) . SWHEEZE 12 4] (5.7%) . A > 7/ F 96l (4.3%) . FHl, FERE 6
Bl (2.8%) & ThoT-, HARTHEM L-REMEFHEREREZ R E LIEEERHARO 52 BOEHITE W T, AFINKS S
7= 30 BIP 14 1] (46.7%) ICRITER SRS B, EREWEMIX, EWHBESK 7 61 (23.3%) . O 4 6] (183.3%) HTh
277,

CHRESUT AN R D — 2GR £ TR

WAVEIA 75 & R et B Heic ek B (F2310 3B5R) @ 156 M OEEHT T 5 RIET

MAA] T5mg % 150mg (2 Z., 16 I T 7 B AR L ARFIA~G) Y B2 T iEH)

75mg™ | 150mg™ | At

JEBI% 10541 111 211451

I 5 B8k 4311 511 94151

BIVE s 8L 41.0% 45.9% 44.5%

- 75mg™ 150mg™ &t = 75mg™ 150mg™ &t
Al n ) oG o () Al D ) T n %) | n (%

e e) N R R ULE 33 N

%g% FOV Ry | 208 | 628 %*E% FOWER 90067 | 3127.9) | 5928.0)
M BRI E 2(1.9) 1(0.9) 3(1.4) OB 8(7.6) 7(6.3) 15(7.1)
U o \FRIE 1(1.0) 1(0.9) 2(0.9) FALEEDS 5(4.8) 7(6.3) 12(5.7)
IR E 2(1.9) 0(0.0) 2(0.9) A TN 4(3.8) 5(4.5) 9(4.3)

DR 0(0.0) 3(2.7) 3(1.4) RUE ISR 4(3.8) 1(0.9) 5(2.4)
TR IR 0(0.0) 2(1.8) 2(0.9) LIPS 1(1.0) 4(3.6) 5(2.4)
FEEETa v 0(0.0) 1(0.9) 1(0.5) F e~ L~ R 1(1.0) 4(3.6) 5(2.4)

X OkKEE 1(1.0) 0(0.0) 1(0.5) EETEER 3(2.9) 1(0.9) 4(1.9)
B ELD 1(1.0) 0(0.0) 1(0.5) Rk 0(0.0) 4(3.6) 4(1.9)

IR 2(1.9) 4(3.6) 6(2.8) FEER 0(0.0) 3(2.7) 3(1.4)
7 LLX R 0(0.0) 1(0.9) 1(0.5) SoB R 2(1.9) 1(0.9) 3(1.4)
IR Wz f 1(1.0) 0(0.0) 1(0.5) PR 3(2.9) 0(0.0) 3(1.49)
IR 2 FESE 0(0.0) 1(0.9) 1(0.5) HiR Y 1(1.0) 1(0.9) 2(0.9)
W BRI 0(0.0) 1(0.9) 1(0.5) L Ae) 0(0.0) 2(1.8) 2(0.9)
WA 0(0.0) 1(0.9) 1(0.5) PR 1(1.0) 1(0.9) 2(0.9)
EIEES 0(0.0) 1(0.9) 1(0.5) T AOE Y 1(1.0) 1(0.9) 2(0.9)
b IR 2% 1(1.0) 0(0.0) 1(0.5) A 2 2 Y%E 0(0.0) 2(1.8) 2(0.9)

H e E 7(6.7) 10(9.0) 17(8.1) e L e e 0(0.0) 2(1.8) 2(0.9)
N 4(3.8) 2(1.8) 6(2.8) SRE R 0(0.0) 2(1.8) 2(0.9)
HZEN TSI RK 2(1.9) 2(1.8) 4(1.9) [EREES 1(1.0) 1(0.9) 2(0.9)
HL 0(0.0) 2(1.8) 2(0.9) DR K R G 1(1.0) 1(0.9) 2(0.9)
7 7 s 0(0.0) 1(0.9) 1(0.5) v A )L A& 0(0.0) 2(1.8) 2(0.9)
nER 0(0.0) 1(0.9) 1(0.5) ESEHEDE 0(0.0) 1(0.9) 1(0.5)
ENTES 0(0.0) 1(0.9) 1(0.5) MR 0(0.0) 1(0.9) 1(0.5)
PRI 1(1.0) 0(0.0) 1(0.5) JEEEZ 1(1.0) 0(0.0) 1(0.5)
7 a— 95 1(1.0) 0(0.0) 1(0.5) AR JEk e 1(1.0) 0(0.0) 1(0.5)
F PN R 0(0.0) 1(0.9) 1(0.5) AR RIE 0(0.0) 1(0.9) 1(0.5)
H{ERE 0(0.0) 1(0.9) 1(0.5) B i B g 0(0.0) 1(0.9) 1(0.5)
RIEMENG IR B 1(1.0) 0(0.0) 1(0.5) E R 1(1.0) 0(0.0) 1(0.5)
e T 0(0.0) 1(0.9) 1(0.5) HRES 1(1.0) 0(0.0) 1(0.5)
0 DL 1(1.0) 0(0.0) 1(0.5) FhRiE 0(0.0) 1(0.9) 1(0.5)
H 0(0.0) 1(0.9) 1(0.5) RS e 1(1.0) 0(0.0) 1(0.5)

—fi% - EFEEB X 7 A L APERERES 1(1.0) 0(0.0) 1(0.5)

O GBI IE 209 | 664 | 838 T 1.0 | 00.0 | 10.5)
HEREAE R 0(0.0) 4(3.6) 4(1.9) Wtz ARG 1(1.0) 0(0.0) 1(0.5)
HEEL 1(1.0) 1(0.9) 2(0.9) =% 1(1.0) 0(0.0) 1(0.5)
RSN 1(1.0) 0(0.0) 1(0.5) 7 R BRI R 0(0.0) 1(0.9) 1(0.5)
IRIEZE Bh 0(0.0) 1(0.9) 1(0.5) E%ﬁ ENG 121.0; 020.0; 120.5;
LIV B 000.0 1(0.9 1(0.5
B 00.00) | 10.9) | 1(0.5) TR 1.0 | 000 | 105
FES AL RLEE 0(0.0) 1(0.9) 1(0.5) R 1(1.0) 0(0.0) 1(0.5)
BRI 0(0.0) 1(0.9) 1(0.5) KER 0(0.0) 1(0.9) 1(0.5)
A =S 0(0.0) 1(0.9) 1(0.5)
= PR B R 0(0.0) 1(0.9) 1(0.5)




= 75mg™ | 150mg* &t ~ 75mg™ | 150mg* &5t
R4 D ) | n o) o (%) BIfERA D ) o o) | o (%)
GE hEB IO R R 3(2.9) 6(5.4) 9(4.3)
B bHE 00.00 | 109 | 105 5 100 | 545 | 6298
Al i 0(0.0) 1(0.9) 1(0.5) SRR 1(1.0) 1(0.9) 2(0.9)
ER R 5(4.8) 8(7.2) 13(6.2) %Ef%rﬁ 121.0; 020.0; 120.5;
TF 4RI F —a—n,F— 0(0.0 1(0.9 1(0.5
B 00.00 | 327 | 3014 s 100 | 2089 | 304
75=v73I/F w0 0(0.0) 1(0.9) 1(0.5)
;E%x717 £ 1(1.0) 1(0.9) 2(0.9) Egzgg;’mﬁ ~Z 0(0.0) 10.9 10.5)
M= L 27 5 O 0(0.0) 1(0.9) 1(0.5)
o — LA 2(1.9) 0(0.0) 20.9) IR 1(1.0) 0(0.0) 1(0.5)
PR B 1(1.0) 1(0.9) 2(0.9) Z i 0(0.0) 1(0.9) 1(0.5)
RHEEY AEREN | 2(0.9) 0(0.0) 2(0.9) AR 55 0(0.0) 1(0.9) 1(0.5)
IR 1(1.0) 1(0.9) 2(0.9) BB X ORKEE 3(2.9) 2(1.8) 5(2.4)
TRUFNEABHEM | 1(1.0) 0(0.0) 1(0.5) B AE 1(1.0) 1(0.9) 2(0.9)
T ARG X BT 7 v — R 1(1.0) 0(0.0) 1(0.5)
N NS S = 1(1.0) 0(0.0) 1(0.5) Z IR 1(1.0) 0(0.0) 1(0.5)
Z —FHINN Bl 0(0.0) 1(0.9) 1(0.5)
JFERE A - 0(0.0) 1(0.9) 1(0.5) MR ER. MElE L OY
SR 0.0 09 05 e 4(3.8) 4(3.6) 8(3.8)
J—¥ L5H : : ‘ ZWk 3(2.9) 2(1.8) 5(2.4)
IRE AN 0(0.0) 1(0.9) 1(0.5) M S 0(0.0) 1(0.9) 1(0.5)
M 1 BRER > 0(0.0) 1(0.9) 1(0.5) [RYEEEE 1(1.0) 0(0.0) 1(0.5)
B L O EE 3(2.9) 4(3.6) 7(3.3) &iﬁ - - 0(0.0) 1(0.9) 1(0.5)
NE'E B e 1(1.0) 2(1.8) 3(1.4) BB X O TRk
ER e 219 | 10.9 | 304 ﬁﬁ%’r@ 54.8) | 100.0) 15((7-1))
BEal AFo—/L PPN 0(0.0) 2(1.8) 2(0.9
g 0(0.0) 1(0.9) 10.5) b 0(0.0) 2(1.8) 2(0.9)
ERRR IS it 1(1.0) 1(0.9) 2(0.9)
S 66.7 | 98D | 15(7.1) "5 219 | 00.0 | 209
BH R 2(1.9) 3(2.7) 5(2.4) SR 0(0.0) 1(0.9) 1(0.5)
FHESR 1(1.0) 3(2.7) 4(1.9) 7 LV —PER SR 1(1.0) 0(0.0) 1(0.5)
B IR 2(1.9) 1(0.9) 3(1.4) HIBE SRS 0(0.0) 1(0.9) 1(0.5)
5 Y 0(0.0) 2(1.8) 2(0.9) TFRER 1(1.0) 0(0.0) 1(0.5)
U 0(0.0) 2(1.8) 2(0.9) NA a7 4— 0(0.0) 1(0.9) 1(0.5)
TRIE R HEZ 1(1.0) 0(0.0) 1(0.5) 5 R 1(1.0) 0(0.0) 1(0.5)
JEAT 25 S IE 1(1.0) 0(0.0) 1(0.5) IR e 0(0.0) 1(0.9) 1(0.5)
RAHERE 1(1.0) 0(0.0) 1(0.5) AR 0(0.0) 1(0.9) 1(0.5)
A 0(0.0) 1(0.9) 1(0.5) B ERE 0(0.0) 1(0.9) 1(0.5)
1 AR 0(0.0) 1(0.9) 1(0.5) 1 e = 1(1.0) 1(0.9) 2(0.9)
1BIFK 0(0.0) 1(0.9) 1(0.5) T 0(0.0) 1(0.9) 1(0.5)
JiER 2% 0(0.0) 1(0.9) 1(0.5) FEMEeMEMRE | 1(1.0) 0(0.0) 1(0.5)

ARH) 75mg XL 150mg I A, 16 WEIZ T T R b ARKI~E) Y B 2 7 fEH]
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ENF IR R (H1301 3B o 52 BOLEFHTK T 5 EIER

JEBI% 30 i)
BIVE R BB 14 151
EEiEEES 46.7%
BIVEM 4 n(%)
At 14(46.7)
MER LY v GREE 1(3.3)
i BRI iE 1(3.3)
iR E 1(3.3)
i X UK EE 1(3.3)
[El#RME D F 1(3.3)
H ke 5(16.7)
N 4(13.3)
TEIEE R 1(3.3)
T 1(3.3)
1 1% J S 5 i 1(3.3)
. ZAN ) N
%Bg@ﬁééﬁim%i(}&g 2(67)
W5 1(3.3)
T R 1(3.3)
RRYLE R K OVE/E thE 9(30.0)
SIS 7(23.3)
REIR 1(3.3)
ELCES 1(3.3)
A v AMEE G5 1(3.3)
Rz 1(3.3)
WHEE %5 1(3.3)
S FEERRE A Y HE 1(3.3)
EE hER L OWEASIHE 1(3.3)
HEANTLE D BOG 1(3.3)
HEFITAE S RS 1(3.3)
TSR K O ARk E 1(3.3)
S 1(3.3)
BYE, EMER L OEEMAH
DAY (FERB LR Y — 1(3.3)
Tk Ete)
TE B AR 1(3.3)
PR R I 1(3.3)
USTREES 1(3.3)
e g, MaEhds K OMitim i 1(3.3)
R 1(3.3)
F2JE R KO TRk E 2(6.7)
I 1(3.3)
3B 1(3.3)
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<XKEBEEFH- ST UVAEMESHERET X >

X BRILUE 2 i 72 & A WA ER AR HERI R BB Aot 4 & L2 [EBS LRSS IARFABR (H2315 RBR) @ 52 MOEFHIZHB N T, A
BB h- S 7z 543 Bl 180 1 (33.1%) IZEIERMNEO Hv, ERBWEA L. EREER 27 6] (5.0%) . EXGERG: 19
Bl (8.5%) . JRIEGEY: 12 61 (2.2%) . F8JF 8l (1.5%) ETh-oTo, GHRE X AT R D — AR £ TOLERD)

X MR AE 2T 7 S IR MAHIME S HEBI i S B E okt B & L - [ERRIL[RB IIAA H2315 RABR D 52 WO BIT 2 EI7EH

t 7 ¥ X~7150mg £ 7 ¥ X~7150mg S A
HALE S8 0 ARG L T FATHE
JEBI L 18541 1844 54315
FIlVE S BB 5L 8341 5811 18041
FIVE RS BLEE 44.9% 31.5% 33.1%
MR | MALL | BrFX AR | BARE | BIFX
BI1EA4 HY 2L <~ 7BEE* BIVE 4 HY L <~ 7Be*
n (%) n (%) n (%) n (%) n (%) n (%)
o S % . A EE S
WEBEOISR] 500 | 429 | 10 | | ghisdiid® | u0e | 669 | 2342
A I BRI E 1(0.5) 1(0.5) 3(0.6) S ALALEE 0(0.0) 1(0.5) 3(0.6)
I ERIE 1(0.5) 0(0.0) 3(0.6) A 2(1.1) 1(0.5) 3(0.6)
2 = 2(1.1) 0(0.0) 2(0.4) HESIE - 1(0.5) 1(0.5) 2(0.4)
U > SEE 1(0.5) 1(0.5) 2(0.4) A TN FE
U o IR 0(0.0) 10.5) 10.2) 5 8 2(1.1) 0(0.0) 2(0.4)
U RERBE 0(0.0) 1(0.5) 1(0.2) ‘zigfww ru”éﬂ']l 2(1.1) 0(0.0) 2(0.4)
SERME, FiEMER K AL S 1(0.5) 0(0.0) 2(0.4)
O PR 105 | 000 | 10.2) EE 105 | 000 | 102
I FLE R 1(0.5) 0(0.0) 1(0.2)
Y %I 105 | 000 | 10.2) PR 0000 | 105 | 102
IR 4(2.2) 3(1.6) 8(1.5) AR R 1(0.5) 0(0.0) 1(0.2)
AR ¢ ifn. 0(0.0) 2(1.1) 2(0.4) FESH A EEEIALBE 0(0.0) 1(0.5) 1(0.2)
SEH R 2(1.1) 0(0.0) 2(0.4) TE R E 1(0.5) 0(0.0) 1(0.2)
TkbilE 1(0.5) 0(0.0) 1(0.2) FEFEBRALZ O FERG 0(0.0) 0(0.0) 1(0.2)
NE g7 0(0.0) 1(0.5) 1(0.2) 3k 1(0.5) 0(0.0) 1(0.2)
e N 1(0.5) 0(0.0) 1(0.2) BN S 0(0.0) 1(0.5) 1(0.2)
R 0(?.0)) 0(?.0)) 1(?.2)) %EE%% o 1(0.5) 0(0.0) 1(0.2)
H S 12(6.5 15(8.2 31(5.7 e FH AR o 2h SR ek
IR 5L) | 520 | 70.3) 8 105 | 000 | 102
L 2(1.1) 5(2.7) 7(1.3) FFIRIE R 1(0.5) 1(0.5) 2(0.4)
- BRI 2(1.1) 1(0.5) 4(0.7) fE¥H 5 o 1(0.5) 0(0.0) 1(0.2)
HENTEIEIE AR 2(1.1) 2(1.1) 4(0.7) AT 0(0.0) 1(0.5) 1(0.2)
7 7 X B 1(0.5) 1(0.5) 3(0.6) SIERIEE 1(0.5) 0(0.0) 1(0.2)
ugui - 120.5; 120.5; 3(0.6; ﬁ?@ﬁ&ﬁ 1(0.5) 0(0.0) 1(0.2)
N 1(0.5 0(0.0 1(0.2 RYSER L OV AR
T 105 0(0.0) 102 i 62(33.5) | 34(18.5) | 126(23.2)
KIBHK 1(0.5) 0(0.0) 1(0.2) IREEES 17(9.2) 8(4.3) 27(5.0)
LN P 1(0.5) 0(0.0) 1(0.2) | &GE Y 9(4.9) 7(3.8) 19(3.5)
7 a— 95 1(0.5) 0(0.0) 1(0.2) DR Y 9(4.9) 2(1.1) 12(2.2)
BB E 1(0.5) 0(0.0) 1(0.2) EEIETS 4(2.2) 3(1.6) 9(1.7)
HEEEHE T 0(0.0) 1(0.5) 1(0.2) MHEE 1(0.5) 2(1.1) 8(1.5)
mﬂ@ffét‘% 120.5; 020.0; 1(0.2; OB G 3(1.6) 1(0.5) 8(1.5)
S 0(0.0 1(0.5 1(0.2 PNEE s
T 105 | 000 | 102 i 422 | 105 | 70.3)
T RBIEAE R H i 1(0.5) 0(0.0) 1(0.2) KBk 2(1.1) 3(1.6) 6(1.1)
e T A 0(0.0) 1(0.5) 1(0.2) A e~ L~ A 2(1.1) 2(1.1) 5(0.9)
[N 0(0.0) 1(0.5) 1(0.2) 2R 3(1.6) 1(0.5) 5(0.9)
BIRPS 0(0.0) 0(0.0) 1(0.2) kg 1(0.5) 2(1.1) 5(0.9)
AR 1(0.5) 2(1.1) 4(0.7)
[ 2(1.1) 1(0.5) 4(0.7)

Kb FA~7 150mg (BARESHY) 25 LIEG, 7 FX~7 150mg (EALGR L) 285 L], B
J 20 LIRS 7 7R B & 7 X~ 7 150mg ~81 0 2 7= H]
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MARE | HALRL | BrFX AR | BARE | BIFX
BIER4 HY L <~ 7PEEX BIVER4 HY 2L ~7he*
n (%) n (%) n (%) n (%) n (%) n (%)
Eaps 1(0.5) 2(1.1) 4(0.7) B R 3(1.6) 7(3.8) 11(2.0)
HHRTE S To5=vT73I/ k
3(1.6) 0(0.0) 4(0.7) Eﬁj}/z T7xI—F 2(1.1) 2(1.1) 5(0.9)
I
AW o X %E T AT X UWET
2(1.1) 1(0.5) 4(0.7) ST URAT = 0(0.0) 2(1.1) 3(0.6)
7 —Brn
g 2(1.1) 0(0.0) 4(0.7) mf ~Y 7 V%D
e AR 105 | _00.0 | 3086 R 00.00 | 105 | 102
Bl 1(0.5) 0(0.0) 3(0.6) R P I P 1(0.5) 0(0.0) 1(0.2)
AT 2(1.1) 1(0.5) 3(0.6) iR E5- 0(0.0) 1(0.5) 1(0.2)
HHE 1(0.5) 2(1.1) 3(0.6) DEXRE 0(0.0) 1(0.5) 1(0.2)
%mllizﬁiﬁ 2(1.1) 0(0.0) 2(0.4) {EEH N 0(0.0) 1(0.5) 1(0.2)
g 2(1.1) 0(0.0) 2(0.4) KNS A7 IF—
IR 20 | 000 | 20.4) L5 00.00 | 105 | 102
S\ B e B A 1(0.5) 0(0.0) 2(0.4) PR A BRI 1(0.5) 0(0.0) 1(0.2)
ERE N 1(0.5) 0(0.0) 1(0.2) KRB LOREREE 3(1.6) 1(0.5) 4(0.7)
[l 0(0.0) 1(0.5) 1(0.2) =g e 2(1.1) 0(0.0) 2(0.4)
TGRS 1(0.5) 0(0.0) 1(0.2) Al 5E 1(0.5) 0(0.0) 1(0.2)
% N 120.5; 020.0; 120.2; NEE HE 0(0.0) 1(0.5) 1(0.2)
[[HEE 1(0.5 0(0.0 1(0.2 mhUZUETU R
EOLES 000 | 105 | 102 ﬁ*ﬁug - 105 | 000 | 102
) 0(0.0) 1(0.5) 1(0.2) HERHSREB LORES
EE R ERE 1055 | 000 | 10.2) SRS 68 | 316 | 10
B~ L~ 2 1(0.5) 0(0.0) 1(0.2) E%ﬁ%‘ﬁ? — 3(1.6) 0(0.0) 3(0.6)
AIVRA T A LA AT HEB 2% 1(0.5) 0(0.0) 2(0.4)
il 105 | 000 | 102 T 105 | 105 | 20.4)
[N 1(0.5) 0(0.0) 1(0.2) RIEEEHEDR 0(0.0) 1(0.5) 1(0.2)
TR G 0(0.0) 0(0.0) 1(0.2) BH iR 1(0.5) 0(0.0) 1(0.2)
[ R ISR 0(0.0) 0(0.0) 1(0.2) A A 1(0.5) 0(0.0) 1(0.2)
JIF 4% 1(0.5) 0(0.0) 1(0.2) AL BB AE 0(0.0) 1(0.5) 1(0.2)
TSR D FYE 0(0.0) 0(0.0) 1(0.2) Hr R B S E 1(0.5) 0(0.0) 1(0.2)
E AR DS 0(0.0) 0(0.0) 1(0.2) FrHEB i 1(0.5) 0(0.0) 1(0.2)
A PRSI B 1(0.5) 0(0.0) 1(0.2) iR R 8(4.3) 2(1.1) 11(2.0)
Ak EL 1(0.5) 0(0.0) 1(0.2) SEYE 6(3.2) 1(0.5) 8(1.5)
INEES 1(0.5) 0(0.0) 1(0.2) EHED F 0 2(1.1) 0(0.0) 2(0.4)
NH SR Pk 2% 0(0.0) 1(0.5) 1(0.2) = 1(0.5) 0(0.0) 1(0.2)
&)%@Q; _— 0(0.0) 1(0.5) 1(0.2) %?Eﬁ 1(0.5) 0(0.0) 1(0.2)
L R R 0(0.0) 0(0.0) 1(0.2) A= 2 —a 3
TR 00.0 | 105 | 10.2 F— 00.0 | 105 | 102
SR EE 0(0.0) 0(0.0) 1(0.2) F e 1(0.5) 0(0.0) 1(0.2)
L 0(0.0) 1(0.5) 1(0.2) 9 O 1(0.5) 0(0.0) 1(0.2)
Al ME Rk 1(0.5) 0(0.0) 1(0.2) Bk X OURKEREE 3(1.6) 0(0.0) 4(0.7)
U 7 F R AL 10.5) 0(0.0) 10.2) JEE A PRk 1(0.5) 0(0.0) 1(0.2)
WEELAG ) ) : FERGERE e 2% 1(0.5) 0(0.0) 1(0.2)
[ERe 0(0.0) 1(0.5) 1(0.2) HEIR K 8 1(0.5) 0(0.0) 1(0.2)
7 A /vx‘réﬂﬁg% 1(0.5) 0(0.0) 1(0.2) i 0(0.0) 0(0.0) 1(0.2)
zz ;r}% N ANME RO 10.5) 0(0.0) 10.2) E?ﬁi T 1(0.5) 0(0.0) 1(0.2)
{g% TES IO &= o 1(0.5) 0(0.0) 2(0.4)
BobpE 20D | 105 | 306 RE 78 L 000 | 000 | 102
Pets 1(0.5) 0(0.0) 1(0.2) AR 1(0.5) 0(0.0) 1(0.2)
T RE S SO 0(0.0) 1(0.5) 1(0.2)
e 1(0.5) 0(0.0) 1(0.2)

Xt/ XX~7 150mg (BAELGHY) 2HE LIER., 7% X~7 150mg (BEARLGR L) &5 LERN, BLW
20 LI 7T BRI DE 7 F X~ 7 150mg ~G) 0 B2 7= FEH)
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MARE | HALRL | BrFX AR | BARE | BIFX
BIER4 HY L <~ 7PEEX BIVER4 Ho 2L ~7he*
n (%) n (%) n (%) n (%) n (%) n (%)
MR g, HESEs KON Ediiss 1(0.5) 1(0.5) 2(0.4)
b s 168 | 20D | 9D N 10.5 | 000 | 102
NG 1(0.5) 2(1.1) 3(0.6) J B 0(0.0) 0(0.0) 1(0.2)
% S
Zﬂ%/bi?‘—‘riﬂﬁﬁ 2(1.1) 0(0.0) 2(0.4) J; LLX —ME T S 10.5) 0(0.0) 10.9)
% 10.5) 0(0.0) 10.2) [ 10.5) 0(0.0) 10.2)
£ i 1(0.5) 0(0.0) 1(0.2) FTHE 1(0.5) 0(0.0) 1(0.2)
5D RE 1(0.5) 0(0.0) 1(0.2) SRR 0(0.0) 0(0.0) 1(0.2)
O FERBE R 1(0.5) 0(0.0) 1(0.2) 2HMT O FEIE 1(0.5) 0(0.0) 1(0.2)
SAthRIE 1(0.5) 0(0.0) 1(0.2) [ 1(0.5) 0(0.0) 1(0.2)
éﬂ@ 1(0.5) 0(0.0) 1(0.2) mﬁ‘g?ﬁ@&%’% 1(0.5) 0(0.0) 1(0.2)
RE ¥ X OV TRk BREE 3(1.6) 0(0.0) 3(0.6)
B 116.9) | 683 | 19@3.5) E T 2(1.1) 0(0.0) 2(0.4)
B 2(1.1) 3(1.6) 5(0.9) 1M fE 1(0.5) 0(0.0) 1(0.2)
7 N E— SR 1(0.5) 1(0.5) 2(0.4)
% 9 FERE 1(0.5) 1(0.5) 2(0.4)
DR 1(0.5) 1(0.5) 2(0.4)

M XX~<7 150mg (EAKLGHY) 2G5 LIEN., ¥/ FX~<7 150mg CEAHZEZRL) 2H%5 LZER. B
20 KLU 7 T 2R DT 7 F X~ 7 150mg ~81 0 B 2 7= SEH
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VI-10.

VI-11.

FRARRERRICRE

2
BERS
BALEOIFE

HEEN TV

HEEN TV

14 BRAEDIE

141 ERZRERIDEE

14.1.1 WEENSID H LSRR LT 2 &,

14.1.2 BE5EIE TAFOEREOF v v TSN e, Fxv v T h
ANLT=bEBICESTHZ L,

14.2 ERRERHOEE

14.2.1 & DNHUE A EAL, REIZRE 05 AL (., R, g, W
fh. WHE, REMEBFEOEA) | REEOEIAICITES LianZ &,

14.2.2 H5ERALIE, KERES. BEESOT EREEs A E Ly, [F— BT~
WSt Z L3R5 2 &,

14.2.3 AFNX. 1 EfEHORAITHY . BEH LW &,

(fiF7)

14.1.1 HERFERIOUERIZOWTEH L2, R FEREORANIKIE & (KR L o
BEETEZDZZEND Y, FKEZREIZITWVIEE L 3257291212
BRI EERHLTND,

3 DB O ffetf & 15 YL IR % B BOIZRLE L7,

B HRNLER DGR B D120, RIENBURTNL, IR OH D
WAL (5, FEAR. BRIE. RS, RHE. RIEREEOMWAL) | RO
WIXEH LW 2R L=,

B TFERZIT I BRICH#EY) EE 2 ONDEAL A AR Lz, BS5EHARSED
END LT, F—EHATICHED IR UERT 52 S35 2 & 2id#
L7,

AFNTHE L G- O L ) o PRIFITH 5728, FRiRE A L7
WZ EEHRE LT,

14.1.2
14.2.1

14.2.2

14.2.3

[XT-2. ZOfOBHEEER) TatwrT 47 A FiE 150mg 2> O ICE
ANOFH L) TaverT 0 7 AR THE 7omg vV v PV OREIZE ADOEE
%=1 2R
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VI-12. Z£0fOEE

(1) BREREERICEDIE
#H

15. ZDMDFE

15.1 BREREAIZE D  1F#R

(Gheetk@)

15. 1.1 S PEREHE K OVierE BT 2% 2 )b 52 & U 7= [E RS 3E R & OS2 5 TR
RikBRC, 52 & TIZ 19/3,364 ] (0.6%) OBFICH Y X~ THifk
NRDH B, 95 33,364 6 (0.1%) OHE 7 F X~ T HiRiIHFdik
Hotz (HARANTIE, 1/148 #] (0.7%) IZHiE 7 F X~ T HIENRD 5
N, =0 1ot 7 X~ 7HURIITmschH-72) . BHAR AR
LR E Akt g . L EN SRR IC B W T, 128187 ¥ X~7
PUEARRO N BFIIW e o7z, MEMEFHERBEFZXZE L THAR
THENE U 7= ISR L OB AR IC BV T, Ik 156 £ Tl
12/1,192 i (1.0%) OBRFIZH I F X~ THENRD vz, HFn
PUATIZ 2o 7o, X BRIEUEZ T 72 S 2 MREIPE R HERS I X 2 b5 & L7z
ERILFERER T, 543 #lTHiE 7 3 X~ THIRNED b T-BEITWV AR
ST, 7B, PURDORB LR IIAEFEEFR & OBEITH LTI,

15. 1.2 AH| & ORFEBEHRIZATE TIZ /20, ENOHIREIZHB W T B
DIETHIRRE N TN D,

(SRR, EZEMEEHR)

15. 1. 3 [ERRIL[E B K O 35 AR ER A RRBR T, AK] 300mg 2385 Sz
B 1,410 6 (52 ) ([2oWT, EMEEE GEREAEREREZR, L
TR OFBUHEIL, 0.34/100 A (4/1,410 fil) THYH ., £ONEIL
FRENEME R, RN, B, iEmTh ol B OB
BRI, AN CTPRIS N D RBIUBHE L Rk CTh o7 (BEHE(LFE AL -
0.64 [95%(5#EIX[H : 0.17, 1.63] ) ., FEE AL EREOBIMEE X,
0.43/100 A% (5/1,410 %) TH -7z, [1.1, 8.3 B[]

(S EMHEE. S2ETEEA. RBAMREE)

15. 1. 4 S milA| T ERERE & OF L7258 oL M i OG0 13w sr L
TV,

(fi#50)

15.1.1 =0 PEHLRE K Oz REVE B EI 7% 2 )f G2 & U 7= [E B SE R 4 AR BR IC BV T
RRIERGRICH I X~ T HERBEGE L 2o 2 BE X 0.6%
(19/3,364 f51) . HANEMTILZ 0.7% (1/148 i) ToH V. AHFIZBIT
HREEMITRNE B BN, £, BB TR A 1 E L
R L 72 BARABERE 148 Bl 5 B, 1RERIE (FT7vRE2ET) &
H#%DOH T 7 & X~ T HURBBIETH - T-BrE 1T, FRBEMGER 5
150mg #ED 1 6l (0.7%. 1/148 f5l) THAHERFE OHit 7 ¥ X~ THIK
XA TH Y . R OWEE L OR N Y B RE LR S 40TV 720
. LREVEOREILERD b ol=, HARAEE LR R E £ x4
L L7 A1302 HBRICEB W T, 12 8P T X CORBRFICHE X ~vT
PURIZERD b ivie o 7o, BREMEFHER BF 2 x5 & Ui A
RERICBOWTIE, BRERGRIPIE I XX~ THERBD LN A
FIL 1.0%Th v, BEfFT —# LRk, RANZI T 2 R IEITR &
EZ DT, XBILER - SV A E B HEBI R R B g & LT
FEREILERBRICB VT, IBRERER I X~ T HRERRD 5
NTEREF XN holoZ &b, BEfFT —# LR, RANCEBT 550
EEMEITERWEEZ ST,

15.1.2 ENOHRZICEWTHRBEZORENH Y | HEBRE L L TREL
Yl

15.1.3 [EFRILREEER & OS2 T ARG R AR © . A 300mg 23 ¢ 5- S 7 iR
# 1,410 5 (52 WKE) 1TFBWT, FECHIIERE 4 61 (0.3%) . RBFE LK
JE, REWNEMELARE, Ay, BERAE, BEAS 16 (0.1%)
WO DAV, B ERAANE LA O R R A B < I ORE HE(L R AR
b (95% I HEIXE) 1E. A% 300mg #£C0.64 (0.17,1.63) THV, &
AP G- O BRI O R BLR T AVE O —ERIC BT D TR AR
LRRETH- =,

15.1.4 = MERCEE, ORI BET 8 K OV M Ra i B8 & k5 & L - BRR BRI
FUNTHEHNH A TR E EARKI OGRS T — X IZR 5T
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B LSS mEmmEER ORIRIC LV BER O U 2 7 238K
TAAREMNEE TERNWI EMNLHRTE L,

(2) FERGEREAERICE DL HEEN TV
&R
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X-1.

R

(1) RNFEAR

(2) REMEEHER

IX. JERREREABRICREI HIEE

(VI EE 53 T4 2 IHE | DTSR

N=T AP FX~T % 100mgkg F TOHETHBIEFRNEZ S L 7=
R XX TRGICEDLME R, FARARRR R K O R RE ~ D 2
XA DN 0T, Fio, KERGHEMERR COLEXBRAE &K ORI
BEIZBWT, FEICERT 22T A NPT,

B ; Ak A
B L7 ST X T
mow | B A L 7R ks | dog | W
PR ©  RORER T, K50 L[k OH PR,
e | s | % - bR 10, 30, L B IR
PEZATN BIRY L B, LRSS A — s 100, i L E N
PR : DPRRC, I A B

(3) Z Db FEEHER

X-2.

(1) HEREEM4HER

HEHER

7% X<7%, FeyRla I L CizEmWEfnt%277 L. FcyRIla., Fecy R
Ma KX OXFcy RIIb (ZxF L CIIMEWEBFMEZ R LTz, b, B2 X~ 7708 Fe
y ZBRIRITHES T2 2 & THMREFEEMIaEE (ADCC) 2% 5 rlRetEn
HHN, B FX~<T7 D ADCC IEHEITED STV RV, £, in vivo IZ8
W, IgG LR EWIME R &2 MR- 5 121X, #iAE Fe A8 FcRn 12
pH KF G 2T 2 e RDbND, B FX~T X pH 6.0 D& E DA
v N RO =7 A H)L FeRn (2% LRIFRE OB CTOREE DA B =23, pH
7.4 Tt b FeRn (T 5/SITALNT, B NEROT =7 A F iz T
IgG PiA L L TORWKERMEEEIIN IR CX DR Lo T,

H=I AP MBI FX~T7 % 150mgkg £ TOHETHREIRZ FTREGL, 7 &
V28 HIMBIZE LIS, SECITRBO b oTz, £, —ORIE, (KHE, 8
G, MIEFAIRAE, MRACFROMA, JRRE, FiIiE, 8 EELKOYEM
AR ICB W TREICER L2 iERo o oic, BLEORE X
0. D=7 AP B EEERIT 150mg/kg &HIEr ST,

Bt B/ R 5 5 WK D EIHE
(mg/kg) (mg/kg)
= A Fn HERES 3~6 AN 0. 15, 150 150<
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(2) REKRESMHER

Yt/ ¥ X~7 % 150mg/kg/ M E TOHETHE 1B, FFIC 13 #M, HIRNIC 4
BE I E 26 BEERSE L X OXABRETREFTHY . BEITRED L
&ﬂotomi\ﬁﬁ%\mﬂimﬁﬁ\Q%H@E\Wﬁimﬁﬁ\%%@
(MR, mEAE L FRE R ORBE) . LOYSEME Gk,
B L OYE AR AR A) 12T, BWERICER L2 Bk mw%n
2o,
—fRIRBEDZE L L LT, 26 # I E RN G- ERBR 23S 1T 2 B B ol
1 BICTREN S —BEORBRRO Lz, L LARNL, BBILE 5k
ﬁ%b ik} i%&ﬁ%ﬁﬁﬁ@@ﬁ(}xﬂwﬁ TRV THRE R B R
E) CRW TR EZ RET 5B LITERO b otc, £, KE, B
m%%ﬁ%kﬁ#%m@ﬂotoLtﬁof\%%&&ﬁ@ﬁ%%%mﬁaﬂ

T, TR &l Sz,
B BEMBAENN | RSEE /T ) e
133 /PR3 1 35 ’i”lﬁl EZE%QEWE%%Z 0. 15, 50, 150 150
et A3 ] /RS S ] %ﬂﬂ}gﬂ 2?@@%@;4}2 0. 10, 30, 100 100
43[R/ R HE 1038 [ %fﬂ)lﬁ E}E?ﬁag%im 0. 15, 50, 150 150
263 [ /RS 1318 ] ﬁifﬂ)%% E}gﬁ&tgﬂﬁ?ﬁﬁﬁz 0. 15, 50, 150 150
(3) EfHERAR MR L
(4) BARMERER MR L
(5) HEFAHMHER I XX~ T D= AP EAOTE - IBERAECET B TIE, HE

® 150mg/kg/MEREICBNT ., REMWEME, 1T - %ﬁﬁﬁﬁvﬁﬁﬂ@i#%
N7enoiz, 150mg/kg/AEEIZIIT B IEIR D RHEIC @Eﬁ'ﬁ DIEBLR L F/ 1R
DN, BRBEMEOENTHY , ABRFENHEE IR T 2 Rl E B ES
D EREICER LTI EEB 2 N,

R E AN~ 2D ﬁ%&@%fif@@@ﬂ%iﬂ%?éﬁ%?
X, EHEO 150mg/kg/ BRIV T B AR, ZIRRE K WIS A (oA
PLR& 5 O mu&)%nfmwto E N ﬁ*’e#ﬁ"%fﬁb\ﬁ’?ﬁxa)ﬁjﬁiﬁu
K O A% O AN NS RHAEEEICBI T 2R BRICk VT, (REBETUE&R 512

L EENM R O AE ISR 2 B8 E BT A b e o T,

KAEBEHUR B X~ 1I~ 7 A IL-17A LA ER S Lznwi=H, <7 IL-
17A LIS LHFERZRTHAE LT, BZ7FX~T7 R s LTHWLR
=Pl

o Beh B b M
B i TR /HE (mg/kg/iH) B SHm (mg/kg/iE)
_ . IR - RRIRRAICEE T | 1A 0. 15, HEPR20 H2x550H F TXix
=T AT | bkt g | 116 50. 150 | KHIE20H 7 BH90H £ T 150
_LAb e 72[1‘: : ﬁﬁaﬁﬁ‘i i@ﬁaﬁ\ &ﬁa;ﬁ;qﬁaﬁ
i%%ﬁﬁﬁgi% WimE | Heod 0. 15. R R £ T ARRo R s
B4 % 3B - -y 124 50, 150 M - ZRELRT2 R, A2 AL R
vUA e R OMENRE H
HART R O AR O 1 1[A] o4 0. 15. EiR6, 11, 17 H KOt 150
FANCBI T 2 R AN 50, 150 4, 10, 16H
(6) BRTHRIEMESER MR L
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(1) ZDtho%ikEN

15055 R
T =7 A FE W2 183 BRI E R T353R D 150mg/kg/ AR (MEREX
5 %) oD 1 FITHEZ XX~ T7HEPBRE SN, 87 XX~ T Oz

BICHEDPAEOLEBIIRD Do Tz, FTOMmOEFEERBRICBWNT, B
%;77203:1&%&#{4:@%{&% Elh‘&b %ﬂfo‘?ﬁ)/)ﬁ_o
Be i/ P " nr
[oiL7ki e (mgfkg) AR ER /% 5111 FFRi R E A
KT/ 0. 15, B[ G B/ HEl (R | 7 a7 7 AV X0 SERPEIRRIE SR o
I/ ExFX~T 150 AR 730328 A #) 7272, Pk 7 X~ T HREIE R FE i
B/ 0. 15, | 13s s mtatey s | (O0EE LT CRER SALLLOISS T
I/ ExFX~T 50, 150 (PRIEHAR : 13 [) Bl MR Bt A sl
X~ 7 OUEEEIZHESEDTUR OB L
. _ 438 A8 G- R ER /400
A=AV | Bk 0. 10. N
A 30. 100 %Tﬁ%ﬁ 8 M Je N 103 | e L
FEAR/ 0. 15, 2630 [ A 5 5w ER/ 2633 i I
v xX~T 50, 150 (PRSI - 133 [A) SRIRIE L
BT/ 0. 15, | AR SIERS/ BEWA |
v/ xX~T 50, 150 | ROURIERAH eRIRER L
KT/ 0. 15, R TR R B/ A BLRT2 X -
yn | fUEE 50, 150 | 14 L Yt E T SRR L
KR/ 0. 15, TR A IR/ IR . Ay N
fRR i 50. 150 | Wl ORI BRI L
2. 50 E
B =7 APk e 13 E B B G- RBR O aE REVRA IV T, &t
FREE & bl U TR U o BB, T MIIRERT X O B Il IZ 4 b 3o &
N, BGRMEN S OZELITERMTH Y | ﬁfﬁﬁ@®fﬁﬁ@%%@ﬁf
AR D NIRRT Z b HEETFHERIIR VW EB X b, NK Ml
MM TIX, B X ~T7 A iémﬁ%m B2 NK MlaistEo T
ITH N2 oTz, £o. T MREFEMESUEEA KIS (TDAR) B Tk
FEARDIKTNRO LN, AR b ThH Y —BkaeE R OB L 7= W E
R DR B T2 o T2 2 b BHEELTIZZR W I ST,
~ U A% W= HAERT R O AR OR AT I RHEOREEEIZ BT 2R BRIz BT
% F1 @i % AW 7= REABAIZB W T, 50me/kg LA EOFGREO M
HED M B ONZHE D P K O o V) o ER S (a4 IR IR 512
K DBE O I B AL, 2 O FE x4 ’%ﬁ’iﬂ NS A WA IEES
72, TDAR MREE CIZPURPEARRICREBRIURIZEDE L 2 Z LR b o7
e, ZHDY R LICEHEEFERITIVWEE L BN,
DA ROPS 1IN %mbtﬁrﬂﬁﬁﬁ BT, 7 XX~ 7 SRR
L L DHMETFHERO O L U BB, IR K O R E Ak 0 73 B
e ap N ww%nr‘mxoto
A B/ Bt . . e
TR BRI (mg/kg/i) AEAmIE H ARRER/ & 51 FFRE T &AL
WU oNERE, THIRSERT K O'B
KT/ 0. 15, SR FBAR | 13EXERGEERER/13E | MK T, suEELEKT
I FX~T 50, 150 7, TDAR R (RSRHAR - 138 R0) (EEMESHY) | AEMEAEDZ
WHURBEAIRT
S = o0 9% R B FR . R .
H=rA4%N | BHIRN/ 0. 15, 48 AR G- B R BR /408 [H .
. % . TDAR. SHEAE . 1 ()3 BERCEN Y 228 ke L
I FX~vT 50, 150 | \Remmit bk (RFEHIR - 101 fA])
s | 0,15, | EPEEIUER D oim i asatm o6 | st o4 e 2
I xX<T 50, 150 NKHHFIE M (R - 133 ) AT
on | BT 0. 15, | BB | AR At AR, | >50mefke | MU, B Ol i
AR =R ARE 50. 150 @g ﬂmﬁt A WA B O L3 T Y L SERER DR 7 |5
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3. M AR

I XX2TIEe PR =7 A4 FAAORMERICx L CTAEMMEZ RS 7205
Teo T2, B FX=T%E XTI =7 A FAOMEROISELIREML TS
TEB M OEER 1T A DAL MiE R O & DA 2R LT,

AR R & LT E A
v b RO =7 A POVIER MR 0. 0.62, 1.25, Wit L
(in vitro) 2.5 mg/mL 13E K i & OwEA S v

4 PURIRAFPE A G BT MR

v XX~ TNIE—4Fy Ml Th St MR B21 T HIlA~OEEEH AR S
Rholz, B FAEK B21 T HlIT® 7 ¥ X~ 7 OESFTH 5 IL-17A PEAL
BHEATDERESNTHE AT T filaThHirZ nb, BZXFX~T
IR BB ICB VW T, ADCC 8 LV EtE 2 b7,

RER JifEcs Rl &P
t I B21 Tl 10 u g/mL ADCCiEMZ2 L

5.t MU =7 A FILHGE & DA TR ER

B AN S EE SN XX T E V., E RO =7 A FLDIE
HRAR T 2 AR A ZE SO AR BR 2 S8 U 7o RS, AR O B ER Y R
ERCARRZMEN R I, T ORZEEC T EFR O & 5 8= OME
THIERRIC X 2 =R ITRO SN Tz, B/ o RERTOREMET,
IL-17A BSEMAE ST U D RBRICB W TCRBLIT 2 2 SICB#E L TS &5 2
BT,

B R ik
v MR =7 A PVEFHRE (in vitro) 1. 20, 50, 230ug/mL
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1 5
R

AERETORL
BRI L DTS

BERITEM

EfREAEFAR

HERTARE A
BRUAZBES.
EMELEREEA
H. BREHBE A
H

SEEXIETHE
m. BERUHA
EEEMEDE
BRUZOAE

B
%
A

X. BEHpEIEICEY HIEH

(1) Hiz
sl BIZE, R
HEE—EMEONFEIZIVFERT L &
(2) FRhESY

Yt ¥X~T (B ) | BIEE

24 % H

2~8CITIRAF

20. R EDEE

20.1 RIE THRFETD2HEEIE. 30CEBZRWEFT TIRIFEL., 4 BUUNIZ
EHTHZ L,

20. 2 SMHEBREMZ I L CIRRIFT D 2 &

BEMNEELTARF B, <FVOLEY : HY

B A AT R

BT 47 AR E 150mg 2, 300mg N2, Thmg vV UV H CERNT
A KT

(1. BT 2HEA] . [XIT-2. ZOMMoOBREEE DOIESMH)

ot T 4 7 A®R FE 150mg > B A

BT 47 AR TN 300mg XV BH L

AT 47 ACEFE Thmg vV Y B 5E

( IXI-2. ZOMOBEERH OESH)

Fl—p : 72 L

F#h3R . 4 e X~7 (b Mepie b IL-17A £/ 7 v—FLPik) | 7
Hn~7 (b Mibie FIL-17 ZBKA £/ 70—FLHK) | EAFA~T
(& Medte b IL-17A/IL-17F €/ 7 v —FLhiik)

a7 47 AT 150mg > U UK
2014412 A 26 H (AA)

%150mg >V > P1% 2022 - 4 HIZEWNICTHEGREH L T\ 5,

- LG FE - SHEAM e e 4R

W52 - o .

e FFAEA B ARG kAR A B A A
atrT 4T A
2 F1E150mg | 20164F9H 130 | 22800AMX00672000 | 20164E11H18H | 20164E11H25H
~y
akv T4 7R
2 FE300mg 202249 9H 30400AMX00400000 | 202241116 H | 2022411 A 30H
~y
akvrT 47 A
R EThmg 20214F9H 27H | 30300AMX00446000 | 20214F11H 25H | 20224F2H 7H
PS4
N EESIE SIEY |

BETFIRIE CRIRA 14072 TR R
g rERRE (2015 4F 12 A 21 H)
REMEEHER (2018 4F 12 A 21 H)
X BRFE 2 72 S A OREIPE R HERS R ¢ (2020 28 A 21 H)

IE K O B

NRIZERIT D TS IEoRE, SomprERaRiR. IR

(202149 H 27 H)

E., 6 WU Eo/NRIZiZ® s ¥ X~T7 GETHfz) & LT, KE 50kg £
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X-10. BEERR. B:F
mHRAKRFRAH
EUZEDOAR

X-11. BEZTHM

X-12. 3% 5 8 &l (R 1 B
ERGICE

X-13. #Ea—F

X-14. REREHLDITE

DB IZIE 1A 75mg %, KE 50kg LA EOAEIZIE 1 5] 150mg &, A,
1%, 28k, 3HKk, 4 BBKICK FERSE L, Dk, 4 BF OB TR FR53
%, 72k, KHE 50kg LA EOBE TIE, REIZIS LT 1A 300mg #5925 2
ENTE D,

SRR, BIMEVERCRE, MREMERRE. SREMERHER . X BOAEREANTC S22
AR HE B R

HHEAMHEBEMEAH 202449 A 11 H
FRARE R - EIA, EREIREOME., AR O ZEEOMREIZET S
AR 14 5F 2THE 3 5 GRGRIEMHH) A O NE TOWTIUTHREY LRV,

SpEPERCRE, RCREMEREE A

S84 (2014 4512 H 26 H~2022 412 H 25 H)

T P R - PRI (2015 4F 12 A 21 H~2022 4£ 12 H 25 H £ )
SREVETHER AWM (2018 4F 12 H 21 H~2022 412 A 25 HE T)

X BRFEUEZ T 72 S A MARER R HEBIEI 2 - FRARWIRT (2020 45 8 A 21 H~2022
12 A 25 HET) (B HEREM)

/NRO T e, woREMEBIET 28, IRRMERRE) ¢ 4 R (2021429 A 27 H
~2025 9 H 26 H)

AANL, BEWRIZEET D HIRIZED S TR0,

3 2 26
oa— R

YJ=—F)

JRAE S5l A
IHRE S = — N

HOT (1347) L7k

W w5 L

=
T 47
A
BT
150mg
~N

3999439G2028 3999439G2028 1251890010101 622518901

b= R
T4 7
2
KT
300mg
N

3999439G4020 3999439G4020 1992182010101 629921801

atk
T4 7
A
KT & 3999439G3024 3999439G3024 1991802010101 629918001
75mg
v

HRf PR GRLAETY) . SRIEMEHER ITERIEIC BT D E#R &L Sh Tk, B
ExZ T EFE T, BREOBCABES O, EIIREIABEAHIN
60

FEAMFEAE D —HEIZ Y o R FHIZOWT
RIEFH 111THFH 45 PR 28411 A 17 H
BELRIE N D — L IE I DUV T

REF 111595 S48 11 H 15 H

kT 4 7 AETE 160mg X K OEE T 300mg v

OARRANTE 7 FX~T7/AITHY . AKRAOHCERHZIT > TV L EEITK
L CHREE AT 12581, ERAERERXSES [C101) /£ H CESEE
BHEZHEETE 2D THDL I L,
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@ ABIHFNZHSOWTITSHTEAB— LR DX~ N ThDHDT, EREEEXSE
5 IC101) HEEHCOHENBEEHEZ2HET 256, ERNAKERDE S
[C151) FEAZMEK D IC153) HEABHAENHMEIIEETCER2WVWHDOTH
HT L,

HRAMEEUED —ERAIEITFE S %% \Z2OWT

PREFR 1124 545 D34 11 A 24 H
Fﬁ%%ﬂ@%ﬁ(%ﬁﬁﬁ) — M IEZEIZOWT ] O—HBRTIEIZ DWW T
EHHERS SfM3E12A7TH

At T 4 7 AR TIE Tbmg ¥ U ¥
(DARANIE 7 X~ T7RAITH Y . KA OB CIEN 217> T 5 BEITK
L CREEH AT 72581, BERGEERKSEFS 1C101) £EH CEHREY
BHEZEETZHHOTHDLZ &,
QABAN SOV T IEASR — R OF v hTH LD T, ERAEEXSE
5 IC101) EEH CHERNIBYEHRZEET 256, ERABRXKSES
[C151) EAZME R TC153) EAGHEHEMAIHETE2NHDOTH
5Tk,
B)ARANT, BEICHMIE% 1 FU 2B LD a7 07 2AKE T
1mmg/)//&UH&T&1ngA/J(uTF%Wﬁ&kaﬁo)k
HEIABE—TH Y, S, BRIEMICB W TORNRIZRIT 2 Ak - HENE
MENTZ LT, YL - AEICKE L2 58K L L ORRESNT-AIE
BINEEGTHDZ 00, BrRFHESTE 10 8 2 S()ICHET 2 HEE
(ZFR 2 BEEEMIRHIIR (14 AMZRELT 5, ) FEHASN Vb0 THSH Z
B
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1) Menter A et al.:J. Am. Acad. Dermatol. 2008;
58(5), 826-850 (PMID:18423260)

2) Fujita H et al.:J. Dermatol. 2018; 45(11), 1235~
1270 (PMID:30230572)

3) Chioato A et al. :Clin. Vaccine Immunol. 2012;
19(10), 1597-1602 (PMID:22875601)

4) Dragatin C et al.:Exp. Dermatol. 2016; 25(2), 157-
159 (PMID:26439798)

5) Rich P et al.:Br. J. Dermatol. 2013; 168(2), 402-
411 (PMID:23362969)
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421 (PMID:23106107)

7) HENER  AEANERERE G E LY X
< 7 ORERFE TS (CAIN457A2212)

8) Ohtsuki M et al.:J. Dermatol. 2014; 41(12), 1039-
1046 (PMID:25354738)
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326-338 (PMID:25007392)
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1146 (PMID:26135703)
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1329-1339 (PMID:26422723)

14) fENEERF : EAED R IE & H 3 5 /N
Fraxtg L U EES IR AR (A23103
BR) (202149 H 27 H & 2. CTD2.7.3-3.3.3,
CTD2.7.6-4.1)

15) FENERL  PESEUIEIED /R E B 2 HT 5
N VR R R B A b & & L 72 WE A 5 L AH R BR
(A231178R) (20214E9H 27 H &3, CTD2.7.6-
4.1)

16) Baeten D et al.: N. Eng. J. Med. 2015:373(26),
2534-2548 (PMID : 26699169)

17) FEPNERE © XERIEHE 23 7o & 72 (Al e B i
REFELRRL LIt 7 X~ 7 EEEILFEFIHE
B (H23153B) (20204F8 A 21 H & F&
CTD2.7.6-4.1.1)

18) Imafuku S et al.:J. Dermatol. 2016; 43(9), 1011-
1017 (PMID:26919410)

19) fENEERF  IHEMMEREEEHER BT 23t L Lo
vt/ X~T7ENFENMAR (HI3017RER)
(20184F12H 21 H&FE. CTD2.7.6-4.2.1)

20) fENEEF b NRRHE IS RAR R A IS B D
IL6ELICH T AR X~ T ORMIER)
(2014412 A 26 H 7K. CTD2.6.2-2.3.1)

21) fENEEL b N RSERRHEEERIIRIC B T DIL-67E4

T 587X~ T7oHRRER (2014412H 26
A7&z8. CTD2.6.2-2.3.3)
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X 1-2. #DhnsEXwk

22) HNER b FIL-1TAEAMBOFEANC L S~
v A ERAEEE IS 6T 5 7 X~ 7 oMilfER
(2014412 A 26 H 7K. CTD2.6.2-2.4.1)

23) fENEE - b FIL-17TAEAMBFERIC LS~
AL E~DFFEREEICHT I FX~TD
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XIo-1.

EFRNETOHOHET
KR

XO. SEEH

2m3$4ﬂﬁﬁ\:ty%4&xﬂ%E\&Mﬁe%ﬁumﬁﬁuﬁfﬁ
EO éﬂ(b\

BB, ARl T a7 4 7 ZAOFEEX IR, HIELOCHEIZLLTO
LB THD,

4. ThEEX TR
(75mg ¥'1) >, 150mg R2)
BFARTHRR TG TRER
SRR, EMEER. REMEE. BEEEHR, X REEZH
f= STEULMAEH S B HEBRER 2¢
(300mg X >)
BFABRTHRR TG TRER
SEME. EMES L. RAEMEE

6. AZRUVHAE

<E”‘*'l$$‘zaé¥~ R RAET . BRAEMEE

SN PN iﬁa%xv7(Lm%ﬁ@z)ka 1[5 300mg % .

a1 8%, 2%, 3%, 41_?& WG L, DI, 4R R
WECRTFEET 2%, 72, KEIC . 108 150mg # #5325 2 &N
T& 5D,

W, 6 U Eo/NRICITE s ¥ X~T GEBinHfiz) LT, KE
50kg Al DB 11[]%mg% (K 50kg LLEDOBEITIE 1 [
150mg %z, #lEl, 1#k, 28k, Wk, 4 EBICE FRG L, LI,
4 HE ORI TR TS5, 728, KE 50kg ML EOBHETIE, REE
(WA CC 118 300mg 2% 5952 LN TEX 5,

(REMEHR., X BEEZB- IQOMARMESHBEE L)
L, AT it7#377(Lm%mmz)&bf 1171 150mg % .
wilEl, 1A%, 28%, Sk, 4 BRICETHRE L, LI, 4 @ OM

& CR T &RE4 %,

S OAGBNEIZ OV TIL, FEORFORMNITEHE MBI D &,
FEEICE T HEBIRR (2024 & 9 AR R)

E4 MO (2023 4 8 H tkiET)

e Cosentyx 75 mg solution for injection in pre-filled sy-
ringe

Cosentyx 150 mg solution for injection in pre-filled
syringe

Cosentyx 300 mg solution for injection in pre-filled
syringe

Cosentyx 150 mg solution for injection in pre-filled
pen

Cosentyx 300 mg solution for injection in pre-filled
pen

Cosentyx 150 mg powder for solution for injection

K - &5 Cosentyx 75 mg solution for injection in pre-filled sy-
ringe
Each pre-filled syringe contains 75 mg secukinumab
in 0.5 ml.

Secukinumab is a recombinant fully human monoclo-
nal antibody produced in Chinese Hamster Ovary
(CHO) cells.

For the full list of excipients, see section 6.1.
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Cosentyx 150 mg solution for injection in pre-filled
syringe

Each pre-filled syringe contains 150 mg secukinumab
in 1 ml.

Cosentyx 300 mg solution for injection in pre-filled
syringe

Each pre-filled syringe contains 300 mg secukinumab
n 2 ml.

Cosentyx 150 mg solution for injection in pre-filled
pen

Each pre-filled pen contains 150 mg secukinumab in
1 ml.

Cosentyx 300 mg solution for injection in pre-filled
pen

Each pre-filled pen contains 300 mg secukinumab in
2 ml.

Secukinumab is a recombinant fully human monoclo-
nal antibody produced in Chinese Hamster Ovary
(CHO) cells.

For the full list of excipients, see section 6.1.
Cosentyx 150 mg powder for solution for injection
Each vial of powder contains 150 mg secukinumab.
After reconstitution, 1 ml of solution contains 150 mg
secukinumab.

Secukinumab is a recombinant fully human monoclo-
nal antibody produced in Chinese Hamster Ovary
(CHO) cells.

For the full list of excipients, see section 6.1.

HR7e 434

Novartis Europharm Limited

PULERIESIES

<Cosentyx 75 mg solution for injection in pre-filled
syringe>

Paediatric plague psoriasis

Cosentyx is indicated for the treatment of moderate
to severe plaque psoriasis in children and adolescents
from the age of 6 years who are candidates for sys-
temic therapy.

Juvenile idiopathic arthritis (JIA)
Enthesitis-related arthritis (ERA)

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active en-
thesitis-related arthritis in patients 6 years and older
whose disease has responded inadequately to, or who
cannot tolerate, conventional therapy (see section
5.1).

Juvenile psoriatic arthritis (JPsA)

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active juve-
nile psoriatic arthritis in patients 6 years and older
whose disease has responded inadequately to, or who
cannot tolerate, conventional therapy (see section
5.1).

<Cosentyx 150 mg solution for injection in pre-filled
syringe
Cosentyx 300 mg solution for injection in pre-filled
syringe
Cosentyx 150 mg solution for injection in pre-filled
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pen
Cosentyx 300 mg solution for injection in pre-filled
pen>

Adult plaque psoriasis

Cosentyx is indicated for the treatment of moderate
to severe plaque psoriasis in adults who are candi-
dates for systemic therapy.

Paediatric plaque psoriasis

Cosentyx is indicated for the treatment of moderate
to severe plaque psoriasis in children and adolescents
from the age of 6 years who are candidates for sys-
temic therapy.

Hidradenitis suppurativa (HS)

Cosentyx is indicated for the treatment of active mod-
erate to severe hidradenitis suppurativa (acne in-
versa) in adults with an inadequate response to con-
ventional systemic HS therapy (see section 5.1).

Psoriatic arthritis

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active psori-
atic arthritis in adult patients when the response to
previous disease-modifying anti-rheumatic drug
(DMARD) therapy has been inadequate (see section
5.1).

Axial spondyloarthritis (axSpA)

Ankylosing spondylitis (AS, radiographic axial spon-
dyloarthritis)

Cosentyx is indicated for the treatment of active an-
kylosing spondylitis in adults who have responded in-
adequately to conventional therapy.

Non-radiographic axial spondyloarthritis (nr-axSpA)
Cosentyx is indicated for the treatment of active non-

radiographic axial spondyloarthritis with objective
signs of inflammation as indicated by elevated C-re-
active protein (CRP) and/or magnetic resonance im-
aging (MRI) evidence in adults who have responded
inadequately to non-steroidal anti-inflammatory
drugs (NSAIDs).

Juvenile idiopathic arthritis (JIA)
Enthesitis-related arthritis (ERA)

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active en-
thesitis-related arthritis in patients 6 years and older
whose disease has responded inadequately to, or who
cannot tolerate, conventional therapy (see section
5.1).

Juvenile psoriatic arthritis (JPsA)

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active juve-
nile psoriatic arthritis in patients 6 years and older
whose disease has responded inadequately to, or who
cannot tolerate, conventional therapy (see section
5.1).

112




<Cosentyx 150 mg powder for solution for injection>
Adult plaque psoriasis

Cosentyx is indicated for the treatment of moderate
to severe plaque psoriasis in adults who are candi-
dates for systemic therapy.

Paediatric plaque psoriasis

Cosentyx is indicated for the treatment of moderate
to severe plaque psoriasis in children and adolescents
from the age of 6 years who are candidates for sys-
temic therapy.

Hidradenitis suppurativa (HS)

Cosentyx is indicated for the treatment of active mod-
erate to severe hidradenitis suppurativa (acne in-
versa) in adults with an inadequate response to con-
ventional systemic HS therapy (see section 5.1).

Psoriatic arthritis

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active psori-
atic arthritis in adult patients when the response to
previous disease-modifying anti-rheumatic drug
(DMARD) therapy has been inadequate (see section
5.1).

Axial spondyloarthritis (axSpA)

Ankylosing spondylitis (AS. radiographic axial spon-
dyloarthritis)

Cosentyx is indicated for the treatment of active an-
kylosing spondylitis in adults who have responded in-
adequately to conventional therapy.

Non-radiographic axial spondyloarthritis (nr-axSpA)
Cosentyx is indicated for the treatment of active non-
radiographic axial spondyloarthritis with objective
signs of inflammation as indicated by elevated C-re-
active protein (CRP) and/or magnetic resonance im-
aging (MRI) evidence in adults who have responded
inadequately to non-steroidal anti-inflammatory
drugs (NSAIDs).

Juvenile idiopathic arthritis (JIA)

Enthesitis-related arthritis (ERA)

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active en-
thesitis-related arthritis in patients 6 years and older
whose disease has responded inadequately to, or who
cannot tolerate, conventional therapy (see section
5.1).

Juvenile psoriatic arthritis (JPsA)

Cosentyx, alone or in combination with methotrexate
(MTX), is indicated for the treatment of active juve-
nile psoriatic arthritis in patients 6 years and older
whose disease has responded inadequately to, or who
cannot tolerate, conventional therapy (see section
5.1).
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<Cosentyx 75 mg solution for injection in pre-filled
syringe>

Cosentyx is intended for use under the guidance and
supervision of a physician experienced in the diagno-
sis and treatment of conditions for which Cosentyx is
indicated.

Posology
Paediatric plague psoriasis (adolescents and children

from the age of 6 years)

The recommended dose is based on body weight (Ta-
ble 1) and administered by subcutaneous injection
with initial dosing at weeks 0, 1, 2, 3 and 4, followed
by monthly maintenance dosing. Each 75 mg dose is
given as one subcutaneous injection of 75 mg. Each
150 mg dose is given as one subcutaneous injection of
150 mg. Each 300 mg dose is given as one subcutane-
ous injection of 300 mg or as two subcutaneous injec-
tions of 150 mg.

Table 1 Recommended dose for paediatric plaque pso-
riasis

Body weight at time of
dosing

Recommended dose

<25 kg 75 mg
25 to <50 kg 75 mg
>50 kg 150 mg (*may be in-

creased to 300 mg)

*Some patients may derive additional benefit from
the higher dose.

Juvenile idiopathic arthritis (JIA)
Enthesitis-related arthritis (ERA) and juvenile psori-
atic arthritis (JPsA)

The recommended dose is based on body weight (Ta-
ble 2) and administered by subcutaneous injection at
weeks 0, 1, 2, 3, and 4, followed by monthly mainte-
nance dosing. Each 75 mg dose is given as one subcu-
taneous injection of 75 mg. Each 150 mg dose is given
as one subcutaneous injection of 150 mg.

Table 2 Recommended dose for juvenile idiopathic ar-
thritis

Body weight at time of
dosing

Recommended dose

<50 kg

75 mg

>50 kg

150 mg

Cosentyx may be available in other strengths and/or
presentations depending on the individual treatment
needs.

For all of the above indications, available data sug-
gest that a clinical response is usually achieved
within 16 weeks of treatment. Consideration should
be given to discontinuing treatment in patients who
have shown no response by 16 weeks of treatment.
Some patients with an initial partial response may
subsequently improve with continued treatment be-
yond 16 weeks.
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The safety and efficacy of Cosentyx in children with
plaque psoriasis and in the juvenile idiopathic arthri-
tis (JIA) categories of ERA and JPsA below the age of
6 years have not been established.

The safety and efficacy of Cosentyx in children below
the age of 18 years in other indications have not yet
been established. No data are available.

Special populations

Renal impairment / hepatic impairment

Cosentyx has not been studied in these patient popu-
lations. No dose recommendations can be made.

Method of administration

Cosentyx is to be administered by subcutaneous in-
jection. If possible, areas of the skin that show psori-
asis should be avoided as injection sites. The syringe
must not be shaken.

After proper training in subcutaneous injection tech-
nique, patients may self-inject Cosentyx or be in-
jected by a caregiver if a physician determines that
this is appropriate. However, the physician should
ensure appropriate follow-up of patients. Patients or
caregivers should be instructed to inject the full
amount of Cosentyx according to the instructions pro-
vided in the package leaflet

Comprehensive instructions for administration are
given in the package leaflet.

<Cosentyx 150 mg solution for injection in pre-filled
syringe

Cosentyx 300 mg solution for injection in pre-filled
syringe

Cosentyx 150 mg solution for injection in pre-filled
pen

Cosentyx 300 mg solution for injection in pre-filled
pen>

Cosentyx is intended for use under the guidance and
supervision of a physician experienced in the diagno-
sis and treatment of conditions for which Cosentyx is
indicated.

Posology

Adult plaque psoriasis

The recommended dose is 300 mg of secukinumab by
subcutaneous injection with initial dosing at weeks 0,
1, 2, 3 and 4, followed by monthly maintenance dos-
ing. Based on clinical response, a maintenance dose
of 300 mg every 2 weeks may provide additional ben-
efit for patients with a body weight of 90 kg or higher.
Each 300 mg dose is given as one subcutaneous injec-
tion of 300 mg or as two subcutaneous injections of
150 mg.
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Paediatric plaque psoriasis (adolescents and children
from the age of 6 years)

The recommended dose is based on body weight (Ta-
ble 1) and administered by subcutaneous injection
with initial dosing at weeks 0, 1, 2, 3 and 4, followed
by monthly maintenance dosing. Each 75 mg dose is
given as one subcutaneous injection of 75 mg. Each
150 mg dose is given as one subcutaneous injection of
150 mg. Each 300 mg dose is given as one subcutane-
ous injection of 300 mg or as two subcutaneous injec-
tions of 150 mg.

Table 1 Recommended dose for paediatric plaque pso-
riasis

Body weight at time of Recommended dose

dosing

<25 kg 75 mg

25 to <50 kg 75 mg

>50 kg 150 mg (*may be in-
creased to 300 mg)

*Some patients may derive additional benefit from
the higher dose.

The 150 mg and 300 mg solution for injection in pre-
filled syringe and in pre-filled pen are not indicated
for administration to paediatric patients with a
weight <50 kg. Cosentyx may be available in other
strengths and/or presentations depending on the in-
dividual treatment needs.

Hidradenitis suppurativa (HS)

The recommended dose is 300 mg of secukinumab by
subcutaneous injection with initial dosing at weeks 0,
1, 2, 3, and 4, followed by monthly maintenance dos-
ing. Based on clinical response, the maintenance dose
can be increased to 300 mg every 2 weeks. Each 300
mg dose is given as one subcutaneous injection of 300
mg or as two subcutaneous injections of 150 mg.

Psoriatic arthritis

For patients with concomitant moderate to severe
plaque psoriasis, please refer to adult plaque psoria-
sis recommendation.

For patients who are anti-TNFa inadequate respond-
ers (IR), the recommended dose is 300 mg by subcu-
taneous injection with initial dosing at weeks 0, 1, 2,
3 and 4, followed by monthly maintenance dosing.
Each 300 mg dose is given as one subcutaneous injec-
tion of 300 mg or as two subcutaneous injections of
150 mg.

For other patients, the recommended dose is 150 mg
by subcutaneous injection with initial dosing at
weeks 0, 1, 2, 3 and 4, followed by monthly mainte-
nance dosing. Based on clinical response, the dose can
be increased to 300 mg.

Axial spondyloarthritis (axSpA)
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Ankylosing spondylitis (AS, radiographic axial spon-
dyloarthritis)

The recommended dose is 150 mg by subcutaneous
injection with initial dosing at weeks 0, 1, 2, 3 and 4,
followed by monthly maintenance dosing. Based on
clinical response, the dose can be increased to 300 mg.
Each 300 mg dose is given as one subcutaneous injec-
tion of 300 mg or as two subcutaneous injections of
150 mg.

Non-radiographic axial spondyloarthritis (nr-axSpA)
The recommended dose is 150 mg by subcutaneous
injection with initial dosing at weeks 0, 1, 2, 3 and 4,
followed by monthly maintenance dosing.

Juvenile idiopathic arthritis (JIA)
Enthesitis-related arthritis (ERA) and juvenile psori-
atic arthritis (JPsA)

The recommended dose is based on body weight (Ta-
ble 2) and administered by subcutaneous injection at
weeks 0, 1, 2, 3, and 4, followed by monthly mainte-
nance dosing. Each 75 mg dose is given as one subcu-
taneous injection of 75 mg. Each 150 mg dose is given
as one subcutaneous injection of 150 mg.

Table 2 Recommended dose for juvenile idiopathic ar-
thritis

Body weight at time of Recommended dose
dosing

<50 kg 75 mg

>50 kg 150 mg

The 150 mg and 300 mg solution for injection in pre-
filled syringe and in pre-filled pen are not indicated
for administration to paediatric patients with a
weight <50 kg. Cosentyx may be available in other
strengths and/or presentations depending on the in-
dividual treatment needs.

For all of the above indications, available data sug-
gest that a clinical response is usually achieved
within 16 weeks of treatment. Consideration should
be given to discontinuing treatment in patients who
have shown no response by 16 weeks of treatment.
Some patients with an initial partial response may
subsequently improve with continued treatment be-
yond 16 weeks.

Special populations
Elderly patients (aged 65 years and over)
No dose adjustment is required (see section 5.2).

Renal impairment / hepatic impairment
Cosentyx has not been studied in these patient popu-
lations. No dose recommendations can be made.

Paediatric population

The safety and efficacy of Cosentyx in children with
plaque psoriasis and in the juvenile idiopathic arthri-
tis (JTIA) categories of ERA and JPsA below the age of
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6 years have not been established.

The safety and efficacy of Cosentyx in children below
the age of 18 years in other indications have not yet
been established. No data are available.

Method of administration

Cosentyx is to be administered by subcutaneous in-
jection. If possible, areas of the skin that show psori-
asis should be avoided as injection sites. The syringe
or the pen must not be shaken.

After proper training in subcutaneous injection tech-
nique, patients may self-inject Cosentyx or be in-
jected by a caregiver if a physician determines that
this is appropriate. However, the physician should
ensure appropriate follow-up of patients. Patients or
caregivers should be instructed to inject the full
amount of Cosentyx according to the instructions pro-
vided in the package leaflet.

Comprehensive instructions for administration are
given in the package leaflet.

<Cosentyx 150 mg powder for solution for injection>

Cosentyx is intended for use under the guidance and
supervision of a physician experienced in the diagno-
sis and treatment of conditions for which Cosentyx is
indicated.

Posology
Adult plague psoriasis

The recommended dose is 300 mg of secukinumab by
subcutaneous injection with initial dosing at weeks 0,
1, 2, 3 and 4, followed by monthly maintenance dos-
ing. Based on clinical response, a maintenance dose
of 300 mg every 2 weeks may provide additional ben-
efit for patients with a body weight of 90 kg or higher.
Each 300 mg dose is given as two subcutaneous injec-
tions of 150 mg.

Paediatric plaque psoriasis (adolescents and children
from the age of 6 years)

The recommended dose is based on body weight (Ta-
ble 1) and administered by subcutaneous injection
with initial dosing at weeks 0, 1, 2, 3 and 4, followed
by monthly maintenance dosing. Each 75 mg dose is
given as one subcutaneous injection of 75 mg. Each
150 mg dose is given as one subcutaneous injection of
150 mg. Each 300 mg dose is given as two subcutane-
ous injections of 150 mg.

Table 1 Recommended dose for paediatric plaque pso-
riasis

Body weight at time of Recommended dose
dosing

<25 kg 75 mg

25 to <50 kg 75 mg
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>50 kg 150 mg (*may be in-
creased to 300 mg)

*Some patients may derive additional benefit from
the higher dose.

Cosentyx may be available in other strengths and/or
presentations depending on the individual treatment
needs.

Hidradenitis suppurativa (HS)

The recommended dose is 300 mg of secukinumab by
subcutaneous injection with initial dosing at weeks 0,
1, 2, 3, and 4, followed by monthly maintenance dos-
ing. Based on clinical response, the maintenance dose
can be increased to 300 mg every 2 weeks. Each 300
mg dose is given as two subcutaneous injections of
150 mg.

Psoriatic arthritis

For patients with concomitant moderate to severe
plaque psoriasis, please refer to adult plaque psoria-
sis recommendation.

For patients who are anti-TNFa inadequate respond-
ers (IR), the recommended dose is 300 mg by subcu-
taneous injection with initial dosing at weeks 0, 1, 2,
3 and 4, followed by monthly maintenance dosing.
Each 300 mg dose is given as two subcutaneous injec-
tions of 150 mg.

For other patients, the recommended dose is 150 mg
by subcutaneous injection with initial dosing at
weeks 0, 1, 2, 3 and 4, followed by monthly mainte-
nance dosing. Based on clinical response, the dose can
be increased to 300 mg.

Axial spondyloarthritis (axSpA)

Ankylosing spondylitis (AS, radiographic axial spon-
dyloarthritis)

The recommended dose is 150 mg by subcutaneous
injection with initial dosing at weeks 0, 1, 2, 3 and 4,
followed by monthly maintenance dosing. Based on
clinical response, the dose can be increased to 300 mg.
Each 300 mg dose 1s given as two subcutaneous injec-
tions of 150 mg.

Non-radiographic axial spondyloarthritis (nr-axSpA)
The recommended dose is 150 mg by subcutaneous
injection with initial dosing at weeks 0, 1, 2, 3 and 4,
followed by monthly maintenance dosing.

Juvenile idiopathic arthritis (JIA)
Enthesitis-related arthritis (ERA) and juvenile psori-
atic arthritis (JPsA)

The recommended dose is based on body weight (Ta-
ble 2) and administered by subcutaneous injection at
weeks 0, 1, 2, 3, and 4, followed by monthly mainte-
nance dosing. Each 75 mg dose is given as one subcu-
taneous injection of 75 mg. Each 150 mg dose is given
as one subcutaneous injection of 150 mg.
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Table 2 Recommended dose for juvenile idiopathic ar-
thritis

Body weight at time of Recommended dose
dosing

<50 kg 75 mg

>50 kg 150 mg

Cosentyx may be available in other strengths and/or
presentations depending on the individual treatment
needs.

For all of the above indications, available data sug-
gest that a clinical response is usually achieved
within 16 weeks of treatment. Consideration should
be given to discontinuing treatment in patients who
have shown no response by 16 weeks of treatment.
Some patients with an initial partial response may
subsequently improve with continued treatment be-
yond 16 weeks.

Special populations
Elderly patients (aged 65 years and over)
No dose adjustment is required (see section 5.2).

Renal impairment / hepatic impairment
Cosentyx has not been studied in these patient popu-
lations. No dose recommendations can be made.

Paediatric population

The safety and efficacy of Cosentyx in children with
plaque psoriasis and in the juvenile idiopathic arthri-
tis (JTA) categories of ERA and JPsA below the age of
6 years have not been established.

The safety and efficacy of Cosentyx in children below
the age of 18 years in other indications have not yet
been established. No data are available.

Method of administration

Cosentyx is to be administered by subcutaneous in-
jection. If possible, areas of the skin that show psori-
asis should be avoided as injection sites. The powder
for solution for injection must be reconstituted before
use.

The reconstitution, dose preparation and administra-
tion of the powder for solution for injection is to be
done by a healthcare professional. For instructions on
reconstitution of the medicinal product before admin-
istration, see section 6.6 and the Instructions for Use
in the package leaflet.

KIE (2024 4 8 HKGET)

COSENTYX® (secukinumab) injection, for subcutaneous
or intravenous use

ob
i

Subcutaneous Injection

¢  Injection: 300 mg/2 mL solution in a single-dose
UnoReady® pen and in a single-dose prefilled sy-
ringe. (3)
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*  Injection: 150 mg/mL solution in a single-dose
Sensoready® pen and in a single-dose prefilled
syringe. (3)

* Injection: 75 mg/0.5 mL solution in a single-dose
prefilled syringe (for pediatric patients). (3)

Intravenous Infusion

*  Injection: 125 mg/5 mL solution in a single-dose
vial. (3)

R 74 34

Novartis Pharmaceuticals Corporation

RIRE - 2R

COSENTYX is a human interleukin-17A antagonist

indicated for the treatment of"

*  moderate to severe plaque psoriasis (PsO) in pa-
tients 6 years and older who are candidates for
systemic therapy or phototherapy. (1.1)

*  active psoriatic arthritis (PsA) in patients 2
years of age and older. (1.2)

e adults with active ankylosing spondylitis (AS).
(1.3)

* adults with active non-radiographic axial spon-
dyloarthritis (nr-axSpA) with objective signs of
inflammation. (1.4)

*  active enthesitis-related arthritis (ERA) in pedi-
atric patients 4 years of age and older. (1.5)

*  adults with moderate to severe hidradenitis sup-
purativa (HS) (1.6)

W% - H&

. Prior to COSENTYX initiation, complete all age-
appropriate vaccinations, evaluate patients for
tuberculosis (TB). (2.1). See Full Prescribing In-
formation for instructions on preparation and
administration of COSENTYX. (2.2, 2.10, 2.11)

*  Administration of Intravenous Formulation:
COSENTYX for intravenous use must be diluted
prior to administration. Administer as an intra-
venous infusion after dilution over a period of 30
minutes. (2.11)

*  Plaque Psoriasis:

o  Subcutaneous Dosage In Adults: Recom-
mended dosage is 300 mg by subcutaneous in-
jection at Weeks 0, 1, 2, 3, and 4 followed by
300 mg every 4 weeks. For some patients, a
dose of 150 mg may be acceptable. (2.3)

o  Subcutaneous Dosage in Pediatric Patients 6
Years and Older: Recommended weight-based
dosage 1s administered by subcutaneous injec-
tion at Weeks 0, 1, 2, 3, and 4 and every 4
weeks thereafter.

B For patients < 50 kg (at the time of dosing),
the dose is 75 mg.

B For patients > 50 kg (at the time of dosing),
the dose is 150 mg. (2.3)

. Psoriatic Arthritis:

Adult Patients

Subcutaneous Dosage’

o  For PsA patients with coexistent moderate to
severe PsO, use the dosage and administra-
tion for PsO. (2.3)

o  For other PsA patients, administer with or
without a loading dosage.

B With a loading dosage: 150 mg at Weeks 0,
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1, 2, 3, and 4 and every 4 weeks thereafter
B Without a loading dosage: 150 mg every 4
weeks
B If a patient continues to have active PsA,
consider a dosage of 300 mg every 4 weeks.
(2.4)

Intravenous Dosage-:

The recommended intravenous dosages are:

o  With a loading dosage: 6 mg/kg given at Week
0 as a loading dose, followed by 1.75 mg/kg
every 4 weeks thereafter (max. maintenance
dose 300 mg per infusion).

o  Without a loading dosage: 1.75 mg/kg every 4
weeks (max. maintenance dose 300 mg per in-
fusion). (2.4)

Pediatric Patients 2 Years and Older

Subcutaneous Dosages’ Administer by subcutane-

ous injection at Weeks 0, 1, 2, 3, and 4 and every 4

weeks thereafter:

o  For patients > 15 kg and < 50 kg the dose is 75
mg.

o  For patients > 50 kg the dose is 150 mg. (2.5)

Ankylosing Spondylitis:

Subcutaneous Dosage:

Administer with or without a loading dosage.

The recommended dosages are:

o  With a loading dosage: 150 mg at Weeks O, 1,
2, 3, and 4 and every 4 weeks thereafter.

o  Without a loading dosage: 150 mg every 4
weeks.

o If a patient continues to have active ankylos-
ing spondylitis, consider a dosage of 300 mg
every 4 weeks. (2.6)

Intravenous Dosage-

The recommended intravenous dosages are:

o  With a loading dosage: 6 mg/kg given at Week
0 as a loading dose, followed by 1.75 mg/kg
every 4 weeks thereafter (max. maintenance
dose 300 mg per infusion).

o  Without a loading dosage: 1.75 mg/kg every 4
weeks (max. maintenance dose 300 mg per in-
fusion). (2.6)

Non-Radiographic Axial Spondyloarthritis:

Subcutaneous Dosage:

Administer with or without a loading dosage. The

recommended dosage is:

o  With a loading dosage: 150 mg at Weeks O, 1,
2, 3, and 4 and every 4 weeks thereafter.

o  Without a loading dosage: 150 mg every 4
weeks. (2.7)

Intravenous Dosage-:

The recommended intravenous dosages are:

o  With a loading dosage: 6 mg/kg given at Week
0 as a loading dose, followed by 1.75 mg/kg
every 4 weeks thereafter (max. maintenance
dose 300 mg per infusion).

o  Without a loading dosage: 1.75 mg/kg every 4
weeks (max. maintenance dose 300 mg per in-
fusion). (2.7)

Enthesitis-Related  Arthritis: Recommended
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weight-based dosage is administered by subcu-
taneous injection at Weeks 0, 1, 2, 3, and 4 and
every 4 weeks thereafter.

o  For patients > 15 kg and < 50 kg the dose 1s 75

mg.
o  For patients > 50 kg the dose is 150 mg. (2.8)
*  Hidradenitis Suppurativa: Recommended dos-

age is 300 mg administered by subcutaneous in-
jection at Weeks 0, 1, 2, 3 and 4 and every 4
weeks thereafter. If a patient does not ade-
quately respond, consider increasing the dosage
to 300 mg every 2 weeks. (2.9)
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KEOTATLFE | Pregnancy

(2024 428 A) | Risk Summary

Limited available human data with COSENTYX
use in pregnant women are insufficient to inform a
drug-associated risk of adverse developmental out-
comes. In an embryo-fetal development study, no
adverse developmental effects were observed in in-
fants born to pregnant monkeys after subcutaneous
administration of secukinumab during organogene-
sis at doses up to 30 times the maximum recom-
mended human dose (MRHD) (see Data).

The background risk of major birth defects and mis-
carriage for the indicated population is unknown;
however, the background risk in the U.S. general
population of major birth defects is 2% to 4% and of
miscarriage is 15% to 20% of clinically recognized
pregnancies.

Data

Animal Data

An embryo-fetal development study was performed
in cynomolgus monkeys with secukinumab. No mal-
formations or embryo-fetal toxicity were observed
in fetuses from pregnant monkeys that were admin-
istered secukinumab weekly by the subcutaneous
route during the period of organogenesis at doses
up to 30 times the MRHD (on a mg/kg basis at a
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maternal dose of 150 mg/kg).

A pre- and post-natal development toxicity study
was performed in mice with a murine analog of
secukinumab. No treatment-related effects on func-
tional, morphological or immunological develop-
ment were observed in fetuses from pregnant mice
that were administered the murine analog of
secukinumab on gestation days 6, 11, and 17 and on
postpartum days 4, 10, and 16 at doses up to 150
mg/kg/dose.

Lactation

Risk Summary

It is not known whether secukinumab is excreted in
human milk or absorbed systemically after inges-
tion. There are no data on the effects of COSENTYX
on the breastfed child or the effects on milk produc-
tion. The developmental and health benefits of
breastfeeding should be considered along with the
mother’s clinical need for COSENTYX and any po-
tential adverse effects on the breastfed child from
COSENTYX or from the underlying maternal con-
dition.

&
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A=A T VT DI
(Australian categorisation sys-
tem for prescribing medicines
in pregnancy)

C (202359 H)

<BE>A—A T VT ORFEOBE : Australian categorisation system
for prescribing medicines in pregnancy

Australia : Use in Pregnancy (Category C)

Drugs which, owing to their pharmacological effects, have caused or may
be suspected of causing, harmful effects on the human fetus or neonate
without causing malformations. These effects may be reversible. Accompa-
nying texts should be consulted for further details.

Additional Information:
IgG antibodies are known to cross the placental barrier. This drug has the
potential to affect embryofetal survival due to its pharmacological action.
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with plaque psoriasis and in the juvenile idio-
pathic arthritis (JIA) categories of ERA and JPsA
below the age of 6 years have not been established.

The safety and efficacy of Cosentyx in children be-
low the age of 18 years in other indications have
not yet been established. No data are available.

KEOUSHFCE
(2024 4= 8 H)

Subcutaneous Administration

Pediatric Plaque Psoriasis

The safety and effectiveness of COSENTYX have
been established for the treatment of moderate to
severe PsO in pediatric patients aged 6 years and
older who are candidates for systemic therapy or
phototherapy /see Adverse Reactions (6.1) and
Clinical Studies (14.2)].

Safety and effectiveness of COSENTYX in pediat-
ric patients with PsO below the age of 6 years have
not been established.

Juvenile Psoriatic Arthritis

The safety and effectiveness of COSENTYX have
been established for the treatment of active JPsA
in pediatric patients aged 2 years and older who
weigh 15 kg or more /see Adverse Reactions (6.1)
and Clinical Studies (14.6)].

The safety and effectiveness of COSENTYX in pe-
diatric patients less than 2 years of age with JPsA
or with a body weight less than 15 kg has not been
established.

Enthesitis-Related Arthritis

The safety and effectiveness of COSENTYX for the
treatment of active ERA in pediatric patients aged
4 years and older who weigh 15 kg or more has
been established /see Adverse Reactions (6.1) and
Clinical Studies (14.6)].

The safety and effectiveness of COSENTYX in pe-
diatric patients below the age of 4 years old or
with body weight less than 15 kg have not been es-
tablished.

Hidradenitis Suppurativa

The safety and effectiveness of COSENTYX in pe-
diatric patients with HS have not been estab-
lished.

Intravenous Administration

The safety and effectiveness of intravenous CO-
SENTYX in pediatric patients have not been es-
tablished.
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