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A KRR EREORPEZSOCERFICTDICHLT
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ERVEROBEICT DA - BERZEOEMDE &
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SNBEEDHICERTD &,
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BOLH, BHEBORRENMRESINTNS, BEHE
[C5EITB. FHNMRREZTESERIERTRLI LD
S, FEOBEWERUBREZBECHIHAL.
BENEBRULIEZER L LTHREZRIBT S
&o [8.1-8.3. 9.1.1, 9.1.2, 15.1.388]
.2 EETRRAYIE
UAILR, HERVUERFICKDEERBRRENRS
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2. ER(ROBEICIFIBS LBV L)
2.1 EELBRMEORE

ek 2 ELSEHBENADH 5]
2.2 BRI OBE

R 2 E(LSEEBENSH 5.] [8.280]

[9.1.15H]

2.3 FAID RGN UIBBUEEDBHERED & 5 &

3. #ERY - MK
3.1 #EmK
HR7e4 VIt 7ERE2L0MmgT Y Y
25~y 1>y 1.5mL
BHES | 7ayLw 7 GEIGTHEEEA) 210mg
L-7V% I Vg 6.5mg
WA |L-Fa) v 36mg
AR VIR — k20 0.15mg

KRIOBEMR S 70y V<7 GBI B, Fv A/ =—X
NAAY —PIEME 2 AW TEE S N5,
3.2 RFIDMIR

HR7E4 VIt T EREI0mgY Y v Y
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pH 4.5~5.1
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RIRPBONG ISP EREEDI0%LL EIT K S EE,
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GEEMBEHER)
5.2 BEDBHICBVT, BHAGHREEX 7oA FEHIK
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5 RRIERDP RS HEICHRET D & [1.3BMH]
KRB i o S 1R WA IS HEBS BRI
5.3 BEMBHICBVT., BIAGHREFER T oA MEFIA
RERE) I K HEYRIGHEZIT->TH, RREICERT 584
5 D 7R R RAEIR T O RIE D FBRIBIR A RO 5 N B85 51T
BE5T52 L. [1.380]
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* k5.4 hEED SEEOIVE - IVKEIREZH T 5 BEICKRE
TBH5T &,
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(EIERERE)
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5N%. BEDNICIBRKIGHE SN WIEEIX. RAlD
IBEETE O/ 2 BEICHET 22 L,

8. EEREANIE
8.1 ARANX, BYD Y A7 ZHRK S LW H 5. TD
720, REOHGICELTIE, +ORBE2TV. BRYYE
DOFEPHBICTET 52 &, BREOBEIIFERYH S
bNTGEICIE. B LICHYERIGERT 5 X5 BEICHE
HgBHZE, [1.1. 1.2, 9.1.1, 11.1.1=H8]
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VRISHEZTV., BERSCTHRES2/TH> 2 &I1C&D,
EERBROEREEZERTHZ &, £, AHRETS, 1
XA ESOMY) 2 E 2 BT 2 SR/ OFHB
W HICER U2 B O R (Bl 9 2 RERD.
FEENE) SRR LA ICIER Y EIERK T 5 &
HBFIIEET S L, 2B, BEOESESHERS N
BEREGOBEZEBE L. KEl 2RSS Lanwa s, [1.1,
2.2, 9.1.2%8]

8.3 HRREABRIC B W\ TR E X OB LA O B IEE O I
MESh TS, AFIEDORBRBAZRIIHAETIIZVWY, EH
HEEOFFICIIEET S &, [1.1. 15.1.38HH]

8.4 ARG T 7 F U HEIC L BBYERIED Y 27
EHEETERWED, £ F UV EEEZITbRVWI &,
8.5 M EMBIKI ) 5B E T HIFAIIBIYEDBEICIONT
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DWTEENHML, BEEOHMRICKRETZS L%
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R EWURMBEITO & [HRBEAOFEEE (EH—
FEDZBEERA LWL ICEBFICEERZEL. BEeTE
BHREIIOWTIREZMET A &, IRNTOBREORE
REZEFFEICET 2IEEETO LRERHC. e (4Tt
—AR) ZFEET HREEFRMT &,

9. BEDHRZEIDREICEHT IR

9.1 G - BIEEEDH2EE

9.1.1 RPE (BRERBRPEZRL) DBESBRPENEED
N2EF&E
BYENEL T 2B ENDH 5. [1.1. 2.1, 8.15H]

9.1.2 ERDEEEZE T 2BENFHERBRNIENONDE
&

(D OBEREZH T 5 BE T, Mz Egtstss
ENDH 5. [8.22H]

Q) W OBERZH T 25 a R CERBRPEDN 255
21, W OBERERY H 2 EMICHEKT 22 & DT
WINDPDOBEEITIEJRRE UThifgEE2#5 Lz BT,
AEIZH/REGTHZ L, [1.1, 8.22H]
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11.1.3 EEEHE (0.02%)
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14.1 ZAIRSRIDESR
BERNCWEEP GBI H LERIRLTEL 2 &,
14.2 BRI SR OER
14.2.1 BB, BEICEE O H 2L (. FR,
BEAL EE B BEDOTL) FOIRALITIITES L e\ &,
14.2.2 HBEEAIZ KERER, MEERSUS EREERATE S LW,
[E— &R DR LIRS 2 2 &) BEE ISR
fizZErinl &,

14.2.3 AANZ.

15. ZDMDFE
* %15.1 ERERERICE DB
15.1.1 ¥ EE 2R E L-EWNECEBIERREBRICB WL
T EWNL7760F3651(1.7%)« 54, 4610600112241 (2.7%)
W7 ay Ve TREETIEZZRD LN, fi7ay T
FHAOEARIRESATO RV, B, EEHY v <
FRED 2R E LB ERREBRICB VLT, 2114515241
(0.9%) Icfi7a ¥ L~ THAFIEOEESRE STV
Bo Fio. AREIEEHERRET 2 GRIEEBHER . XARELHEZ 1
7o SIVAEE BRI ) BE 20 R & U/ BRI
RRERICBWT, REIES#14861F 141 (0.7%) IcH 71 ¥
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V3 THREEHUAZRO N, 7y~ THHTUEDRE
ARG SN TV,
EHIREERE 20 R & L ENE IAEBRRRREICS L
T 12461H9141(0.8%) Ichii 7 u ¥ L~ THEEFUAZ R D
e T Ay THGUADEAIIRE S N TV,
E) BRI 7 FREANDRGIE, K TIIERNTH 5.
15.1.2 SRR, BEEEGRE. RETEER. R kil
BEIE K CVEBIARIEAE I 35\ T S IHIA SRR L &
B LGB 0R &R BRI L TW 2,
15.1.3 BHEBEKEZE 2 F T 2 MEE 20 R & UBsEER
HE T RAIDPRE S N7 EEA4,46161(5,574. 0L A4E) 12D
W, EMEEE GEREERE2R< . DURER) OFER
BHEEIE. 0.4/100 A5 (23/4,46161) TH D . ZDANEITHINL
B, Rt T & - 7z BB OFRIEEIL, —ikA
HTTHSNBRBAE L RETH - 7o (LT
0.91[95% %X : 0.58, 1.37]), FEBMEREEDOFR
BRI, 0.5/100 N5 (28/4,4616) Td - 7z (REhIEEHERS
i GREEEHERS . XAREHE 2 7o & 7 WA B PR Ar HE B AR
R)BEZNRE U ERILRE RGBT KADKRE S
N7z FBE 14861 (163.0 AN IC DN T BHEEEEOFRIIIER
OoNLDPoTz. EHIBEERE 2R E LENEIHE
HERICBWT, KAIPRES SN EE1256(106.8 N I
DWT BEBEEOHRIIERD SN L 572, [1.1.8.32 1]

16. EYEpHE

16.1 MEE

16.1.1 BORS
TR AICAHAI70. 140, 210K UM420mg® % B[E R 5 L7z &
ZOMBEHEEHBE R OENHENNT A —F I TOEBYTH
i) fCo Cmax&(fAUCOﬂli&%‘%HﬁLiJ:L:igb[] l/\ ﬁﬁﬂ@%%iﬂ%\
IFIEREE 2R LY,

(ug/mL) —e—70mg(6hl)  —o— 140mg(6Hl)
100 —=—210mg(6%l) —o— 420mg(64l)

N
o

-0 i B

©

T T T
0 4 8 12 16 20 24 28 (day)

BEEBZBEH
MiEHREHER (CFME + i (R E)

BTG Lz & EOEMBE/ST X —5

tmax Cmax AUCO*(
i
"R % (day) (pg/mL) (png - day/mL)
1.00
70mg 6 (1.00. 2.99) 1.30£1.10 5.40%£6.24
2.00 .
140mg 6 | (1oo ooe | 439 | 53.2+47.6
4.00
210mg 6 (4.00. 7.00) 10.0x£4.7 119+£58
420mg 6 7.00 21.6+5.2 349480
(4.00, 10.99) T B

SPAfE + AR HEARZE (tma (3 FP R (R/IME, FAME))

# 1 56

16.1.2 REK”RS
(1) EEEREZET 2% HES
FEE~EEOREEEEE2ET 2EBEEENRE LT, K|
70, 140% 0210mg™ 2 ¥IE# 5% 28 H £ T AR &1, #h
DB IZ2BEB S E IR T HRE Lz & & D8~ 10 EH 0 #EMFRE S S
A=FILUTDEBYTH 77,

REE TG Liz & ED8~10BE OEYHHE/NT A —%

tmax Cmax AUCO"[
1

B8R Bl (day) (pg/mL) (ug - day/mL)
2.93

70mg 15 (1.96. 4.16) 2.34%1.71 14.3£12.9
3.22

140mg 15 (1.84. 7.02) 5.97+3.60 56.1£49.6

210m 11 2.9 27.3x11.1 319+136

5 (1.90, 6.92) S -

SFEE £ AR ZE (tmax | P RAE (B/IME, FAMH))

() then BRI RS
HAAOGEMEEER A ¢ CREEEER, XREEEZML 2V
AR ET 2¢) E 2 MR & LT, AA210mg & #]E #5442
HEEFTRBEAMZ &I, T DREBEMI EICE RS Lz L
ED14~16EEOENBHRE/NT A —FIIUTOEBV TH 7Y,

RER TG Uiz & E D14~ 16E OFEYERE/N T X —

tmax Crax AUCo-+
1
B58 bl (day) (pug/mL) (ug - day/mL)
6.95
210mg 3 (2.84. 9.97) 26.0£24.4 331%312

Y + AEHE(R 2 (tmax | R (R/IME, B AH))
* % (3) BEIREESE
HARANOREBEIBEIERE 2 MR E LT, AHI210mg % #[al# 542
BEHETEHBABI &1, ZhEIECEAR S EICE MG Lz
ZD12~68HEBDOIMEF b T TEEIUTOEBY TH -7,
RERE TG LZEZD12~68ABOIMMES b5 7#EE

wE5R | 128 163 2438 328 633
Jlome | B37E14.8[23.7£13.8[22.816.0| 18.3£11.2| 25.2%16.3
& (48) (45) (40) (36) (26)
SEHE + IR S (B0
) ARAIO AR X1 E210mgTH %,
16.2 TRUX

BHEFIZEME BT ORER. KHONAFTRAFEY T 1138
55% & RS 5,

16.3 27
REE MM REMRT OFER. AHI DDA EMIIH6.5~8.0L &
Loh, MEDANOFHIZRENTHZEEZ6NZT,

16.7 EYHEEER

16.7.1 2FVYS LA
HFEE~HEORBEZFICEWVWT, A (210mgHEI#RS) & D
PERICE D, CYP3AAOEE TH 2 I ¥V T L CmgHE#EE) D
Crmaxl&1.16(90%FHX M : 1.00~1.36. LARFEAR) 5. AUCohld
1.24(1.12~1.38) & % - 728 (HEAT—%) .

7. BRPRENAE

17.1 BMERUZEMEICET 558

(FEMRRNLOREEERR

17.1.1 EAEE I 1B5K5%
R ~ HE O SR EE R CHEEEE R R (Rmi LS
DIREDAEERE (LR, BSA) D10%LIE. »DPsoriasis Area
and Severity Index (BIR. PASI) a7 #5120 k) 23R e Uiz
BB T T AN B EERIE TR R 2 L L2, 7
Tt AR, AHI70. 14013210mgH 20, 1R U2BE. Z D2 E M
[ECI2BERBE THRE Lz, #E12ZEBOPASIZ a7 ERE Y
PASIZa 7 HR—=ZA5 4 1 575%LL L. 90%LL L. 100%eE L
7-E (LUR. PASI 75/90/100/% &) DEI & 2 IRFRITRT o ARFIHE
EBTE IR EHE L THRICEWVWPASIZ I 7 EREZR
Uizo F7o. BAEEMERE &2 S . ACREEEFHEG ™ A5 R — 2
T4 2 520%L LiE L7z BE (IR, ACR 20) 0#EI&I1X. 75
T AREE0% (0/561) . 210mgEE100% (4/461) T - 727,

TR 70mg 140mg 210mg
3845 3945 374 374
PASIZ a2 7EER (%) *
Il + + + +
+ it 3 9.4+45.4 | 37.7£46.8 | 82.2+£28.1 | 96.8+7.4
TSEREDE _ 28.3 72.8 87.3
(95%(EHEX ) (12.1, 44.5)|(56.4, 89.2)((70.9, 103.8)
Pf# — <.001 <.001 <.001
7.9% 25.6% 78.4% 94.6%
-4
PASI 75RJ5 G/3861) | (103980 | (29/3760) | (35/376)
2.6% 15.4% 64.9% 91.9%
e
PASI 9055 (1/3881) | (6/3981) | (24/376) | (34/37f1)
0% 2.6% 35.1% 59.5%

PASLN00RUS™ | o 3gm) | (1/3080) | (13/3780) | (22/370)
B RIUEOBEIEN— 2T 1 TR, ISR BT TRt
PiEizWilliams® testTEH.
B BEEBIR ORI . FERISE LT HRBIBICE N 5.
BRI SEBAIE . 75 L RBETIS. 4% (7/380) . 7T0mgBET
28.2% (11/39%1) . 140mgBET35.1% (13/3761) % U210mg BT
40.5% (15/371) Td - 10 AAHE SBETHI L7 L BNERIL.
BREEAS. THFE . M ) L B, BSOS ISR S e
%1.8% (2/113) T8 - 7=
17.1.2 S MBS
M ~ WS O R TS £ A 5 IERE (S ERES O
BSAD10%LL E. 7 DPASIZAa7A120L E) ZxtR & U EEES
LT 52 RB O 25 % 2 7 %HE = o M 1 RE P B kB %
EHE L7, F7eR, AA2I0Mg#0. 1RU2E. 20kl




TIERE FH5 L, 5250 F TARIORG 2 kiE L, F72,
25 % 2~ 7 ((AE100kgl Fi245mg. 100kgiE1390mg) 0. 4.
16 28 401 FHH5 Lo #5128 OPASI 75/100K il
BRREOEBVTHY . FHRGHET T L RBEROT R T F
XY TRE MBS L CERICEVEIS R LY,

TR JATHFXXT 210mg
6.0% 69.3% 85.1%
PASI 75/ (19/3151) (217/313f1) | (531/624451)
95% (EHAIX [E (3.7,9.3) [ (63.9, 74.4) | (82.1, 87.8)
T REDE 79-1%
(959 {2 HEIXIH) - - (74.4, 83.4),
P’ <001
TATHERTTE 15.8%
g?y{éﬁﬁlﬂaﬁ) — — (9.0, 22.4).
& H]) 0.007
Pfi*
0.3% 18.5% 36.7%
PAST 10058 (1/315f1) (58/313f1) | (229/624%1)
95% = A (0.0, 1.8) | (14.4, 23.3) | (32.9, 40.6)
TR EDE 36.4%
(95%(ARIIH) - - (32.9, 40.6).
Pl <001
TATFEXTT & 18.2%
DE ~ _ - (11.4, 24.8).
(95%{RHIXR) <.001
Pi* :

BB R O EBNE JERIEE UTRRFIBICEZ TN 2,
# PEIER—ZAT A VBEDOAKE(100kgELU R 100kg#E) . A1 8IA| o {5 FRE .

MR R — 25 o Y REOPASIZ 37 (FRRELIR, i) g & L

7zCochran-Mantel-Haenszel#i€ THH. I RBER VT A7 F X

< T EORBICO W T EEMEEE RO E 2 BIREHEEE O 2 B E
e 51208% £ TORIERARBEEE L. 7T R T12.5%(39/313
Bl) . 7 AT F X7 TEETLI5.3%(48/313f1) . 210mgRET19.9%
(124/622f) T > 7z 210mgBF CHB L - ERFIfEAIZ, L56E
TRGL2. 3% (14/62215)) K OBAETEL . 9% (12/62201) TdH - 7=

(BIERTEMERD

17.1.3 7B558 T B8R
B ERE TR B (B ET TR X O SR A 2 23 » BBl k) 2
RRE UL BIERLT T 2 R B M TR ek & 5
fiL7zo 7Tt AR, AHI40313280mg™) 20, 1% U2BE. Z D2
FERRETIZABE T#5 L. 0%, AFI280mg (T X T OHEE
A24EHE T KR T210mgIC A ) 2 2R TR G L. &5
12;8% DACR 2008 E1&. 140mgh#36.8% (21/574) . 280mgh¥
39.3%(22/56) TH V. 7Tt REE18.2% (10/554) & HeEz L&
WEIEER LY,
BITEFFIREE L. 772 REET18.2%(10/55) . 140mghtT
30.4% (17/56f) 280mgRET28.6% (16/56f) T - 7z. KA G
BCREL-FELRWERIZ. ERGERY6.3% (7/11261) KON
4.5% (5/11261) TdH > 70

(R ORI L2 AE)

17.1.4 ERSMEEER
IR LR FE 3 1 205 B OV ML R R R 18 2 R & L9k S
WakBi % FEhE L7z AFI140mg™) 20, 1R U2BE. ZD%2ERE
THLEMEZ S Uy ARSI RAT 73 Ll S h 2551
210mg~ DB ERREE Uiz, BEMEEEEZ IOV T, R
GRaRT & i L 7- R aEBE L. 85 1060EE TICLIfITlER ]
XA [eHZIAERD S, A& ETAMG Ry (5238 S I3 Hr Lk E ) 1 I3 TR
H358.3% (7/12451) [ 1A333.3% (4/1245) « [EAL1A8.3%(1/12
Bl) O EEE TRD SNz BEEALEEREICOVWT, #5481
DRE TR TOEBE BV TERBUBEEO[HE I EFRD S
M BAKETAMRF 1 [ ELAR 1 2366 7% (12/18f31) | [ 2 1 5333.3%(6/18
B) OWEERE TR SN,
BIVEFFE IR 1353.3% (16/3061) TH -7z, EBIWERIZ. RIH
BH%$16.7% (5/3061)  BRR KR OERE £6.7%(2/3061) T -7z,

EDAFOAZARIZIE210MgTH 5,

F2) 7RI T FERDERT B BERERO R EE

GREMHBHER. XIREEZRC S RVAR IS HERIEIN)

17.1.5 EFHES MR
BB HERT A ¢ CRIEMEEHER . XHREEIE 20 7 & 70 W i
HHERIET 28 ) BE 1501 (HA30H]. #HE446]. BE-SH) % *f
RELIZEERMERSHZ2ECEERL T IR ANB_EE
BAATHRM SRR EZER L., ZEERIATIE. T5EARX
3AH2I0mg %0, 1KRU2E, ZD®2ARRE CloEME T 5 L
7zo 16ELIREIEARAI210mg 2 S2BE K N5 Lz, #516:E%D
Assessment of SpondyloArthritis international Society (B4
T ASAS)40EREIAIEREDOEBVTH Y, AABEGHIZT S
LARBEHBE L TERICEVEIEEZR LY,
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