VN

% % 20264°8 AT (F8h, AT, MEALT)
* 20264F1 H 2T

iy

& 2~-8CTHRETHZ &

* % HRHEAR : (45mg> U T)367 H. (45mg/SA TIb)2471 H

H AR 78 it o R A
873999

b MR E MIL-12/23p40E / 7 O —F IV A S
ggm;ﬁ% Y27 %RV (BIEFAR) WA
MFEEER ——— R —_— NN
AT 3-T K MEasmgury
[ R —:\\ A X
AT I=T K NFEa5mg/ 7L

Stelara® Subcutaneous Injection
MEE -EMSEOMHTLEICLIVFERT L

45mgP ) vV sk 45mg/ N1 7 )V
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1.
1.1 AFNZIL-12/23D1EH 2 BB ICIMFI § 2 EHTH
578, BBEOVR Y EHERKIEIFEMIH 5. £
-, WEOBRAEZH T 3EETCIIEREEEMES ¥
SF[REMED H D, £/~ AEEDOEEMIZEAS »TIE
EUVD, EMEEORBEIRESh TV, KHIHIE
REREBIEBERTENSEHED. ChDDIER
FREICTOHBAL. BEIPEELAZELEESRLL
+T. AELOEEM,PERME LR LHMEh B
BEIIOABET B E, £/, AFBEHICEME
AFRBELASEICIE. TEEICERTILOIEE
ICEEs523%2&, [2.1. 8.1-8.3. 9.1.1-9.1.3,
11.1.2, 11.1.3, 15.1.63 8]

1.2 EELBRLE
AV, HERVERHICEIEELBRPEIBE S
hTWaEed, T9EBEEITI L EBPIEDRIEIC
AETBE, [2.1. 8.1, 9.1.1, 11.1.2888]

1.3 HEREOBPEICOVWTRERREETIARED
EiE+aEEE L VFERTAE, [2.2, 8.2,
9.1.2, 11.1.38HE]

1.4 KEIDEEEFIBT 281, BIOKREBOEREARAED
BcE+oEETSHZ &, [5.1. 5.2, 5.35H]

1.5 KFCOVWTO+ LM EBICARBOEEDH
- BBz I OEMPERTAE,

g

P =
=

2. B3 (ROBEICEI/RS LBV E)

2.1 EREGBAEORE DERE BT BTN D
%o) [1.1, 1.2, 8.1, 11.1.2%H4]

2.2 WEMERHOBE DERE B LI BThrd
%.] [1.3. 8.2, 11.1.350#]

2.3 ADoK LBBHE DO BAEE D 5 5 BH

3. fHRE - MR
3.1 Hl%
B4 AT T — TR Fi#E4bmg | AT T — T K FiE45mg
e R INA TV
(1> »20.5mLH) | (1234 70, 5mLH)
BRSY | DATRRAYT (BB ATFRXYT (#Eis
T z) 45mgEA | FHIEZ) 45mgHA
RN %%@lﬁlﬁ%mg\ L*EZ'}"“/‘/OBmg\ ENURPIZ
i ~— 180 0.02mg

AHlE<y A3 za—< (Sp2/0) Mifgtkz TR SN2,
3.2 HAOHRK

74 fﬁ?"?:?ﬂiT?i%mg Xv‘?i — 7 K T i#45mg
)Y INA TV
- PRIR | I~ B OTEI U DI IRE L7
pH 5.7~6.3
BEL | #1 (EEAEERICE T 510

4. FHEEX(IRHR
ORFAE CHRA+2 & TiiRR
SEMEZE. ZEMEAER

OEEDL 5 BEEDEBHH Y O— L mOMirEE (BF
BETHRATDLIHEICIRS)

ORFED S EEDERMKBROMSEE (BFLHE
THRA+2BIHEICIRS)

5. e ERIRICEET 2FE

(BEMEZEROEZEEREER)

5.1 LUF O A % {ifi 729 50 Vw7 88 51387 1 B 5 2%
BB RSS2, [1.48H]

IR R SO0 S gRE (EWEK 2B L)
THoREPES NS, REIMEREED10%L.
R AREE,

- HEEVEO B s AT BEEIR 2 A3 5 B

(7 a—2%)

5.2 MEOEBIIB T, i, hoEw#EDL: -7
) FOVERBLE], AT A K, THEFF T U5
S X DY) R RERToCh, BEEIGERT 250
B ERRIERATFE B A 153 5 2 & [1.420]

GEEMXEX)

5.3 BEDOHEICBWT, oY EE: (A7u4 K, 7
WFF T ) I X LMY REEYIToTH, KR
KT 25 DR BERERDE A SIS T 52 &,
[1.45H]

6. AERUVEHEE
(BEMEEROEZEEEER)
WE, BACEYATF X7 GRIETHIEZ) & LT
11R45mg% B2 M #5-9 50 M5 K N2 04851235
L. VABE12:8 M b CHe5-4 %,
72720, SRR G A2 1RI0me 2 %595 2 &
NTED,
(78— iR/ BBMEXER)
IEUN
YATF AT GEETHIRZ) s EE = 558
SRS, WE. BRI AT EF X7 GREETHEZ)
L LT90mg#x B2 FH5 L. PABEIZ 128 B T90mg % 7
TS5 5. B, RIS L A2SA0E, 5
ZQEAMICHEMETE B,

* % (70— 9K)

/MR

YATFX X7 (EfETHEERZ) o SEEHERA %58
BRI, WE. 28U EO/NBIZGY AT XY T (GEfE
T Z) & LT, HELOkgHRiGTld60mg/m?> (K
). A EAOkgPl EClE0meg % B2 T 59 5. LAEIE12
SE MR TR T 40kg AR TlE60me/m? ((RFEHEE) . AE
40kgll L CIZ90mg % L T 5-9%. B, ®hRH»HEE L

7oA, G- SHEIC M T E o

7. RERUVHEICEEYT %8

(hEEE)

7.1 KA Mo EWEF OGOV TR e K ORI
BHEZL TR WO THHZ#T S 2 Lo

(BEMRER ORI X)

7.2 AN X BBEHEIEHPEON W6, GBS
28 LINIZ 133 & 2 G THBEII 2 HE T 5 2 Lo &
72y WREAT o THHI BRSO N2 W,
KA OF Gk 2 HEICHETHZ L,



(7 O—iR/EEMKBR)

7.3 AFF AT GEETHELZ) SEEHERANIC X 5
AEEOP R G-8H 2. RENORE TG % BIGT 5 2
Eo EABEEICBLME - HEE, YATFFX<7 (#E
fEAHHILZ ) O EMEHERA OB R LA ST 52 &)

7.4 BHIOSHEBE~OB G- MR AEHGIE. KF O 54
R RANIRGG L 72 B ST Ly AFI OB MGG 58
HLBEIZATS S TE B RFIOI G-I % 5546 L <
D16 LN BB RS S N WE, &5 2 kbt L
TOREPESN VIS H L Z e, REI DK
R TROD A Z R | 1 B AP S

7.5 RENOR FHG-BEHE. AFIO20H OB FTHS F Tl
EHEES RWIGE. B2k L CTHO RSN
WI[HEED B B 2 & D5, RFI O ¥ G-HkGt 0 B % B
H¥rZ b,

8. EELEARANIE

8.1 ARHNIIL-12/23D1EH % IR HH]I T A3 H)TH D |
BGeD ) AT BWREELERENRDH L, D72, K
FIOHG I L T, T 282 mv, BYYEDFE
RLWIEIFEET L2 Lo BYEOMBEUIERLESH S b
HAICIE, WHICEBREIGERT S L) B 4igEy
HZ ko [1.1, 1.2, 2.1, 9.1.1, 11.1.2&M%]

8.2 RANFELGNHA > TR T 5+ 2 2 T Ol

XA A, A v 7 —7 =8 v —yilEsaRER gy ~
Vo) v RIS E T, EERCTMASE217H) 2 &
WX, RO R T2 L,
F72, ARG G WXL O Y) I A & E
WIEZAT ) 7 EREAED BT cEE L. g
g e (Fpked 0%, REA . $EEE) PEE L
WA IR M E I 5 & ) B IIRE T 5
ko [1.1. 1.3, 2.2, 9.1.2, 11.1.3&H]

8.3 ARHNIIL-12/23D1/EH % H#IRWIZINHI 3 2 5EH]TH D |
EVEGEEOTREMNEDSDH ) . BRRBRICBVWTHIER
O R DA O B IERE O BB HmE SN Tw b, K&
OWRERIIIMETIE RV, BEE OSB3 EE
FT5ZE, [1.1, 9.1.3, 15.1.6&5H]

8.4 A7 7 F VIR A EIEFRB O RN % 5 E
TERVWOT, KA L BEFERIE, ET 7 F 0 28
LawnwZ E, [9.5.220H]

8.5 M EWHHI A S AT Y 2G5 IIEGIEDOHEIZ DO
THEAOREL BRI L &,

9. HENERZEIHBEICHAT IR

9.1 BHHE - BMEEZENH2HBE

9.1.1 BLE (EELBRPELRL) DEE. BEEHIEE
hhadXIIEREREEOREEDH 3 8F
JEGE & AL I BRI S A2 BENDEH L, [1.1.
1.2, 8.1, 11.1.2&H]

9.1.2 #BOBRETEEE T 2BENIEZBLIEDNI S
B

(1) EEOBERZATHEETIE, BEZEIMLSES
BENHH B, [1.1, 1.3, 8.2, 11.1.32H]

(2) WEROBEREZ AT 256 LIRS 5 b 5 B
BT, EBEOLRRFD S HEMICHET A, T
FEOWVT D BE I, FEORYYEIZD W THIE
Wb A3 HBEME BEEO T, B & L TR OG5
TARNZ @Y 2 Ui 2 %535 2 Lo [1.1. 1.3, 8.2,
11.1.32H]

- M E R CRUB MR AR T A i E S NS B
WERRTHEHE
CREROERE (WibERE D) 2 AT LB

A VI =T R Y NV 7 ) VS IRAS
HEOMBIZEY . BEERG R SEb b B

R L OREEAE A5 A B

9.1.3 EMEEORETENDH 25E. EMEEEREL.
AR EMTEEEZERL TV IEE
EWEGOBAEOD L BHEZ NG E T LRI FEE S
nTwizv, [1.1, 8.3zMH]

9.1.4 PLIVF L eEEEEZ (T -BE
T LIV R T 1 BB IS B A ARF oI
DWTIEFHII S N TS, ABNE 7 LIV v ik
BB LG 2B WHEEDSH B, FHICTF 714 T7F v —
x5 27 LV yRIEREE T T A dEEIc s
722 0HLBHEIZONTIEET LI L,

9.1.5 55 v ZABBIEDEEE L FREMD H 5 BE
TV —Rpai T EnhIrOTEET LI &Y
GO B N—1F, IRFRT L (T 7 v 7 A%
WE) %&t,

9.5 1Fi3

9.5.1 IR IR L CW A WHEEE DO H 5 ki, HF
BN EHEET BB D &HBT SN LG IZOARK
422k, KENEH =7 A FNVICBWTHRENDORBIT
G STV DA, JE - JRIBHME R O ILGR0
STV,

9.5.2 AF OG22 - BE NS OWMAERITH L TEY
7F U EESTABITEET L 2 b RN HE M
WD3d B & DHEDNH B0, BEOY) A7 BEELB
TNNDH D, [8.4H]

9.6 I
EEEOEBE R OISR EOAEMZEE L., B0
WA T2 35280 B MIZBWT I AR
HhABITT L 2 epHEINTVDE, VY

% %9.7 /IR
QAT DN 7GR & L 72 RIS L TV,

9.8 S
BYIEFEORWERORBUCEE L., To42Bl%z1T7) 2
Eo —HHICABRRENE T L T b,

1. BIEH
WROEMWER D bbb EDNHIHDT, BEL 512
T, BEFIB0 OSN3 HEG 2 b4 % 7% &
YREZITH 2 &,
1.1 EXGEMER
k%1111 7F7147%>— (BHEARH)

395, HE, MEMRESESH5bNDLZ DD D,
11.1.2 BEELRBPEE (1~5%Kii)

TANWA, MME B DHCITERIC L L HEE 2 RGGE (G
Je. BEgE, BRI, BB, MM ORI A
HobhbZeddb, BERBYIIENEE L 2HEC
. BEAHET S FTRFAOEGE LAnwZ &, (1.1,
1.2, 2.1, 8.1, 9.1.1%H]
11.1.3 ##&% (HEAW)

K AFEE I G 2 W REMEASH o [1.1. 1.3.
2.2, 8.2, 9.1.2%%]
11.1.4 BEEMRHR EEARRH)

WLk, PR R, B WS o RE (JR5E) 250
LN HEITIE ERL 2 IR, EBCT., Mg~ —
h—EOME R ERT S b, MEMRE gD
Al ek L, BERERVE CEORSEOHE
YR iE %479 2 &,
1.2 ZOMmOEIER

S0bE | 1~5ockili | 1%k | BUER
TS| Al | SR
k| WO R U bl
A B, Hrik
s, A
"
Wb 5o
4R T Eﬁﬁﬁ\ (?‘?jj
$$;f}:;ﬁ[§$:, ‘]ﬂfé@ib’
WS W SFP 3 | R0 KRB
I OV %
e T, W | T
. B, €5 | SH. R | IR T
s HEAE 5. M| B, FHE
AL WL | K
AT B | W T
UK £ LA i
i
SHEER AR | WD
O e I %
e




14. BRALDXE

14.1 EHIB/SHOEE

1411 BGANHEHE2SIY B LERIELTBLZ L
NEFE L\,

14.2 EFI/ESEHFOTE

14.2.1 B DBUR R AL, FE IS BRE 03D 500, W2 O
EROAIZIEF L 22 &

14.2.2 B 530000, LREER. JEHR. KBREE I AE £
L\ [A—RHT~#E 0 R LEST 5 2 &y s 2 &,

*%14.2.3 AFONA T VEIEENTI Y TH B, R ARG

oW B ERET L2 L,

15. ZORDEE

15.1 BERR{EMAICED 53R

15.1.1 SEMeE (CEitEmLzZ e L8852 &)
EXGE Lo AT ¥ X< TR TG ) o E N R
HERE, 72 TOMMTEBIN TS, T, 2
WU AR R E L2y AT F X< TR TS H#K 0
WIMVERIR AL, SEREF COMBTEmBSINTEY ., &
WEEBIET A R R L L7l R R ER 12247 H £ T
MTEREN TS, T2, 70— VKOs
RKTIE, FNENERRE L 72AK) o E R[5 B R R
(7 A7 % X< 7R A % B 5052 RH) % A
H) i, 52HM F COMBMTER SN TVE, 5D
WM 2272 AT F X~ 78K ORS00 %2 4%
IFHENL LT W72\,

15.1.2 S gLz et L8852 &)
Fxg e L-EWEBERBICB LT, AFEG12 X 0153
BIF1061 (6.5%) 237238 H F TIZHLY A7 F X~ 7Hik
Mt & 72 0 . SRR R ORI e it R & L 7z
HEAMEEIR BRI Z BV T h RFIFGI2LD5.2~12.4%D
BEVPIT AT XX THEELE o720 U7 AT F
X THARD L & 7% o 72 BE TR 5% 551L 3 2 1E
B ANz T MUEMORF R T Y AT F X7
HEEERAORGICE ), 7a—ViEERREe Lz
BRILF BRI BV T2.9%, EERE L E NG L L2E
PRI RER I BV TL.6%DEBEDNFNENIY AT F X
< THARBG & 7 o T2o PUT AT 5 X< THUR D B &
%o 72 BE TR EDRET LT 2 W REED D 5 o

15.1.3 SR 2 5 R & Ly R R BT, HE
PRI & AT 5 BE T TR ZoMER 7 A7 X X
RTD T TEEDE L RN DA S T,

15.1.4 =8 PERZHEE ok L SR B0 S otk S R L
T2 DR R OE SR, L T v,

15.1.5 %) & OBEMIII S A TIE R WS, WETHI BV
R T EIGEEBERE (RPLS) OFEBIAHRE ST b,

15.1.6 {7t O, RN, 20— ViR, &
BRI R b g & L7zl atEe (48 A & 068 T AR
BR) 1ICBWT, 7T Rk IR o JE 50 05 57 5 9 % B
MR O FEHHIE 13, AR G-HEAT0.11/100 A4 (1
BI/929 N4E) . 7T & RHE5-#ED50.23/100 N 4E (161/434
MNE) Thotoo FEBROIEREFIEOSBURE X, RHH
H3A%0.43/100 \4E (4B1/929 N4F) . 7T & Rk 5B
0.46/100 N4 (2B1/433N4E) Tdh o 7ze T7o. ARV
Jex IR 12 BT, 67108 (15205 N4E) ICARFIH G-
ENize ZOBIFRA T IMEIZ]L. 25T, SR E A
Sk U7 WREBR T3, 24E, R 2 R & L7z
BEPREABE TIX1 .54, 70— Ve x4 & LKA T
120,645, EBEAE A2 R E L BRRERCIE2. 34
TH o720 IEBARERT BT % B < EVERE S O S BUSEE 13
0.50/100 N4E (76%1/15205 N4E) T, 78 b DILHIA7Z
JE. BE, MIBERIE. JUETH o7, RAFEGHET
Wi SNAEWESEOBEE L, —FAOTTFH S
LEBMEE LR TH - 72 (FEHEILIE 0 0.94 [95%
fEHAKRT - 0.73, 1.18] 4Fif, MBI AFEIC X D HHIE) .
I B0 i 7 B s 0 FS BUSH EF 120 46/100 A 4E (5611/11545
MNE) THo7oo B EREIEMTLIE & B2 8 A B RLNE O 5
BILEIE31TH ) — M AT TTM SN L 8B & A4k
Thotzo [1.1. 8.38H]

15.2 FEERAREABRICE D 1B%R

15.2.1 (T o BB OIL-12 % CIL-2312 % L CTHHLEEE 2 7R &
iz, BAEMEREIIFEI N TV v, 1P - i
DETFIVIZBWT, IL-12/IL-23p40D FHEIZ L b . HENE:

&g DB RAHE S TWBEY, T2, IL-12K UIL-23D
M OBET 2RI Eo~ 7 ATIE, B X DR
JERE OSSR R F ) . BAEFE LT 5 2 L
EHEINTWDY,

16. EMEE

16.1 MmepiERE

(BEMERUEEEEER)

16.1.1 BAE%KE
sz e I D ARHI22 . 5mg™. 45mg . M90mgx Hi R TG L7z &
&, MET Y AT F X~ TIEIE%56.99~10. 49 H #1205 & i
FEIE L 72, RSB0 IR TR Lz, Mgk A7 ¥
27 DCmax B IAUCIE, 22.5~90mg & #iH 12 B\ C &
WIRITHBIL TR L 72, ©

8

—@— 22.5mg
—O— 4bmg
6 —a— 90mg

MBEPEWERZ (ug/mbL)
~

0 4 8 12 16 20 24
R GB)
EEREICAHEEARTRELAEEZD
MEFHRY 27 %XV TIREHE (hRfE. &66))
EMEENT A — 5

Jiih+ 22 .5mg* 45mg 90mg

Chnax 1.44 2.77 9.58
(ug/mL) (1.21~1.70) (2.63~3.38) (7.23~10.20)

Tmax 6.99 10.48 10.49
(day) (4.76~12.24) (4.73~14.00) (6.98~13.99)

AUC- 61.3 109.4 242.7
(ug - day/mL) (49.2~75.8) (96.9~171.9) (195.7~272.3)

ot (AR . 4600

ARA DAL LIEI45/90me T B o

16.1.2 RIR#H%E
R 120, AN N F 01208412528 H  TARAI45mg it
I0mg#x AR T 5 L7z & &, MEHR Y AT ¥ X~ 7REIES
BALG28H H F CICERIRIEIE L 720 AH45mg X 1390mg % K1E
BTG Lz &, EFIREICBT2ME R 7 ATFF X7 b
5 7 JEEE O gLEIL £ 2 H0.25~0.31 2 10°0.55~0. 76 ug/mL T
HY . HEZIZIZFILTERA L P

16.1.3 AEOHE
HE R I B W T, ARTEL00kgE O BE ICAHIIOmg x5 L7z &
EOMBEH I AT FX~7DMT 7HEEIIERELIOOkg LT O EH
A4S mg 2 %5 L7z & & LRRRECTH o720 WHEAT—25) ¥

(7 O—>%)

* %16.1.4 REHRS (ERHFEERKRER)

(1) BA
HRANROCHEAND 70— HiEEIC RH O REHESE %
Te O D585 AL 1204 (2 AR A IOmg & 2 T G- L7z & &, I
HH Y AT F X7 7EEI20 HORE TG H E TICERIREIC
L. HRABROYNEAD 7 0 — > i B E 2R H90mg % 854 [t
WECREE TG Lz &, EWIREBICB 2 MER Y A7 F X
<7D NI TEEORIEIZZNZEN].02~2.14ug/mL (n=7~
9) JU1.98~2.26ug/mL (n=74~115) TH o720 HAARL U
EAD 7 10— 2 BAF I ZARFNIOmg % 12:8 [ b TR TH5- L 72
LE, EFREBIIBIAMBHR I AT R TONT 7EEDOH
JfE1Z Z N 2N0.37~0.70ug/mL (n=6~7) &% T%0.62~0.76ug/
mL (n=75~103) TH -7z ¥

(2) IR
i L B 18 A O H AR AN OHMEIAN D 7 1 — VI EH I, AHF
D RHEESHE . ROEOHR, A - HEICHE - T, SHMmXIE
1204 AF % B TG Lz & &, MY A7 % X~ 7
20 H O FH 501 F TISERIREIGE L 720 2 LI E18R A o
HARANRLOHEAND 7 b0 — 7 RE (ARRF) & 8 [ Mg T AER T
BH L&, EFRREBICBIAMERIATFTFAITONT T
WLEE D P IF].47~1.79ug/mL (n=30~44) THh -7z [HAA
Dfii 1 0.733~2.63ug/mL (n=1~3) 1, 2L E18HE I D HA A
KOHEND 7 1 — > 95 B\ AH] & 12,8 [ s © SRR R T 5- L
7ol &, EEIRBIZBTLIMEHR T AT HFXYTO T 7RED
HLfiE20.38~0.63ug/mL (n=27~38) TH -7 [HAADHE :
0.00~0.39ug/mL (n=2~3)], ¥



(EBMEXER)
16.1.5 RIRHZS (EEHARERKRHER)

FAR A O E N OSBRSS 82 ARA O 1T HESH
Je OV D8R4 AL 123848 2 AR A O0mg & [ M5 L7z & &L I
BHY AT XA~ 7REE20 H O TG0 F T E IR
FEL 720 HARANKOWHEN O BRI 58 E 1SR 90mg & 835
W TR TG Lk & BHREBICBIT 21ER Y A7 ¥
ATD LT TEEO R EINEN2.46~2.96ug/mL (n=17
~18) J12.69~3.12ug/mL (n=131~148) TH->72c HARAK
OYFHE A O 335 MR 4 B8 L 2 ARFI90mg % 1 2308 [ C SRR T 4%
Gl &, EEREICBIAMEFTIATIFXIITONT 7
o Fn210.86~1.03ug/mL (n=17~19) /% 00.93~
1.23ug/mL (n=122~141) TH o7z, W

16.2 B4R

BB AR & B EIR NS (0,09, 0.27. 0.9, 4.5mg/
kg) UFHE R TG (0.27. 0.675. 1.35. 2.7mg/kg) L7z
LEDOIMEF T AT F X TRETHWCHEB L, VAT F X
YT ERETHEG L EOMIMNA T T AT T 1138
57.2% & HEEE NIz JEIANT— %)

16.4 X3

TATF AR TIE, b MgGIHBROHUATH 5 Z &b, Mo
a7 ) P LRI SN LIRS D,

16.7 EMIEEIER

RF 2 K - HETRE L2 70— VRBHECHI 7oA >
(CYPIA2E:E) . 77 7Y v (CYP2CORE) . A 27 FV—)
(CYP2CI9# ), 7“F A ha X hL7 7~ (CYP2D63E) R O*
I35V T4 (CYP3AEH) %0 Lo RO ERE T
A—=5 OEALEFRITRT, DHEAT—%)

HEMBNRE/NT A — ZOBATHEOL RV Z DIEEXHE

s PR FEOF RO HEO I (%)
. ?tfm)(i _7 o | CRITTISM O O0%EERME (%))
INT —
22HH 113HH
Cons 15 99.56 108.40
BTy (89.22-111.11) (97.14-120.98)
(CYP1A2) 102.54 111.06
AUC= 111 (93 01-113.06) | (100.73-122.45)
c 6 96.49 103.87
TLT 7YY (86.27-107.91) (92.87-116.17)
(CYP2C9) 106.60 102.30
AUC= 1 LU (95 98-119.27) (91.43-114.47)
c 5 72.65 100.68
FATT I " (56.82-92.89) (78.74-128.73)
(CYP2C19) 95.75 116.16
AUC= 15 | (77 41118 44) | (93.91-143.68)
_ o 16 90.41 101.63
THA TR e (72.56-112.66) (81.56-126.64)
PR 92.26 107.60
(CYP2D6) - : ;
AUC 9| (70.55-120.65) (82.28-140.70)
c 16 100.95 83.61
SO N (87.64-116.27) | (76.93-102.07)
(CYP3A) 106.98 89.92
AUC= 161 (96.16-119.01) (80.83-100.04)

17.

C8H H R UR64H HIAH & SR K Oz T4 5 ORREAIHE - D), BB 0N2
LHH. 22H H R O1I3H BIZHEEEZ 55 BRI, JEOR IR o 13 il
DHIF22H HIUZ113H H & 1H H 2 Hei L THiH.

BRPR R AR

17.1 FHIMROREMICET 2558
(BEUZBERUEREER)
17.1.1 EINERRRAER (55 I/ M48558)

FRERE 2 O TEAE O SR T R 95 % A 9 2 s VEsz R i OV Rz 1k B 1
2% RTHRIZE OREPMEERF (BSA) O10%LL 1. A DPASI
2Za 7120 L) BEEZNREL, 79K, YATFFXTT
45mgl 0°90mg 0. 435 L, DEI2BEmEIZ Y AT F X< 7
A52B F TG L7277 b AR B T EE MR A L 7,
12§08 DPASTFY 2 a7 3 R— 25 4 ¥ H 575% L Rk L7z 4
HoOEE (LT, PASITS) % FRIRT . 128HOARFL G
BIFBPASITSE. I L REEICHANTHEICE > 120 D,
BRI B L6064 EE FTIEIE—EDMETHER L2, 7

1) Psoriasis Area and Severity Index

- PN 45mg 90mg
. 6.5% 59.4%" 67.7%"
12:8#PASIT5 (2/3181) (38/64f1) (42/6201)

a)

1 p<0.0001. ®7F tAR#EE, Fisherd IEMEME

RFNASmgRED BIVEHISEHUERE 12, 87.5% (5651/64%1) TdH -7,
FEREIEMIE, SIEEE 276 (42.2%). BIEIRE6H1 (9.4%). B
B (7.8%). THIABI (6.3%). Z 9 FEHE2H] (3.1%) TdH -7z
RHKIOmghE ORIV HFEHMERE X, 87.1% (5461/6261) Tdh -7
FHELEIWERIL, SIHEEJ2661 (41.9%). 95361 (4.8%). L50HE
26 (3.2%). FERRIE20] (3.2%). TFERE2061 (3.2%) THho7z,

(ra—-m%)
17.1.2 EREFEEFRAER (B IHEEHR)

FREEIE D O EAE OB O 7 1 — VogEE (AR NEFI206] %
Gt) BRGE LARK OB AR, O BIT LS T R
12y 7T 2RI ARAFIOmg (8B MIFE X128 M) % B T
5oL 7z Fe el B2 g0t L 720 AH 03 A GUER T8 H |2 clinical
response’™ HME & N7 W ERF 12 BV B AR HUER4438 H Dclinical
remission rate™™ % F#IZ7R9, 4438 H |Zclinical remission7 5
SN WERZ OF AL, 7T REED35.9%12xF LT, AFI90mg
D WM R G- T53.5%. AHI90mg D 121 [ B4 5-# T48.8%
Thotz, ¥
71) Crohn’ s Disease Activity Index (CDAI) A2 7 DN—=ZF 4 b
D100 A~ PULEDFA (N—=AF 4 ¥ OCDAIR 2 722081 > b
PLE248R A » LT O#ERE 12OV Tik, CDAIA I 7H150K 14 ~ b
Keiifi % FER L T 7234, clinical responsed™E H 7z & Ak L7z)
7£2) CDAIA 2 7<150HF 1 ~ b

S o N 90mg 90mg
wIa IR smmprs | 12EmERS
Clinical remission rate 35.9% 53.5%" 48.8%"
(47/131%1) (68/127%1) (63/129%1)

a)
b)

1 p<0.01, %77 &R ¥, Cochran-Mantel-Haenszel 7 4 —IetisiE

1 p<0.05. xF 7 £ R#, Cochran-Mantel-Haenszel 771 1 Z3ffisE
AHKI90mg S A G- R ORIVERZE B X, 29.8% (39%1/131
Bl) Tholoo FERBERAIZ, LRGERKG66] (4.6%). FHS
Bl (3.8%) . SMHFEZAHE] (3.1%). FMEIEEEEY36] (2.3%)
HEL3B (2.3%) THoTos

AFHI90mg 1278 B+ 5- T O BIVE A SEBURE (X, 25.8% (3411
/13261) T o7z, EBIERIE, BEREAG (3.0%). 573161
(2.3%) FEL3B (2.3%) . FAGEKG2H] (1.5%). SIHEH 526
(1.5%). F&E261 (1.5%) Thoizo

% %17.1.3 ERHARERKRHER (B IAEER - CRD3004:ER. IR)

(jRCT2031200345)

2% LL_E 185 il O SE 20 & HIE OB 2 1 — v EE (0
KRIEFI6H % &) 2RI, EFROHERBEFRNZS- 12X 2
WAFEDR . AH] (SEMFE X128 ME) O TR 12X 5
HEFRER T 2 M) L 72, #E3R4498 H |2 clinical remission™ 735 5
NI B OEE . ARHISTE M FEH G- T48.8%" . AHI12:E[H]
[E% 58 T59.1% Th o7z ¥

7:1) PCDAIZ I 7 H10LLF

i Rin 8l [ WA 45 5+ 123 [ s -

59.1%
(26/44451)

48.8%"

Clinical remission rate (20/4151)

a)

)

LR E4Okg A=A HI60mg/m?. AHEA0kgbl E=A#90mg

D 95%EHAIX M 34.3%~63.5%

D 95%AEHEIX K] 44.4%~T72.3%

RHKISHE M G EEDA4GE B  TORIEHE OB IX, 2.1% (1
Bl/48BI) TdH o7z BITEMIZERLIB (2.1%) TH ol &KH
1208 M 58 0448 B £ CORIWERSSBUHEE X4 .1% (261749
Bl) Tdh otz EMEHIE EIEEE LB (2.0%) . F&GEKG1H)
(2.0%). FEB1 (2.0%) TdH->720

GEBMXER)
17.1.4 EEEFERFRRER (B IHEER)

FREERE 2 & BAE O BN OB R 4288 (H AR MGERI92061 %
Ge) AR L LKA OB ARED O RAT L 720 BiE % 5 5
12y 77 REIARKIIOmg (8B MIFE X128 M FE) % K TS
L 72 #EFR kB % 5506 L 720 4438 H 1 Zclinical remission™ A% 51
TWERE OEIGE. 7T RED24.0%2x LTy AHI90mg D8
A PR 58 T43. 8% AHFN90mg D 12:8 [ b 5-#£C38.4% TH
o7z, W

1) MayoA I 72520 F, 2220w NoH 7237 15 B2 Thiwnis

s e o= s 90mg 90mg
BT 77ER SRS | 12mRRRS
Clinieal remission 24.0% 43.8% 38.4%"
cal remissio (42/17501) (77/17641) (66/172f1)

a)
b)

1 p<0.001. %77+ K#E. Cochran-Mantel-Haenszel 77 1 —Felfi7E

1 p<0.01. xF 7t R#, Cochran-Mantel-Haenszel 77 1 —FeffisE
AHKI90mg SEM MR G- R ORI ZEBUEEE X, 26.1% (46151/176
Bl) Tholoo FERBEAIZ, FRGERKGSH (2.8%). 3855
Bl (2.8%). S¥E3F (1.7%) FEFE3GI (1.7%) SIS
Bl (1.7%) Tdh-o7z,

AFHI90mg 1278 W+ 5-FE O BIVE A SEBURE (X, 17.4% (3061
/17201) TdHotzo ERBEMERIZ. 95300 (1.7%). BIHiE3
Bl (1.7%) BE3H (1.7%). LSGEEG2H (1.2%). F5261
(1.2%) TH-72,

18. ZExhEIg
18.1 fEFHF

In vitro RERIZBVT, AFlde M vy —a 4 F 2 (IL)-12K
IL-23% M Ap407- AFY 722y MR BIDmOGETET
ALY, IL-12R O TIL-232 B E A RO G E L7219,

18.2 FEIE{ERA

In vitro BERIZB VT, IL-12R OTL-2312 & o T EfL S v s~
NS =THI R U F 2 7 v % 7 — g 2 & o LI o Al
BN > 7 F Mz ONZIFN-y, IL-17A, IL-17F K O'IL-220 55
W i L7210,
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[Ustekinumab (Genetical Recombination) ]
3 F3 C HEH CoaorHaaoNss206n1S17
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