% % 20224E7 HEXET (450R)
% 20224F4 H 2 ET (55400

Bpik  2~8C 12147
AHEIE 240 A

AR EEEEARES
873999
150mg 75mg
~ )Y
e | 22800AMX | 30300AMX
EEES | 00672000 | 00446000
BREAMA | 201675110 | 202242

b FEUTE MIL-17AE/ 70— F IV E8H
XX v T (BEFHERR) FHHF

3E77'471f&1=51 150., R
JC)FT4 DR eFi:75.2009

Cosentyx” for s.c. injection pen
Cosentyx” for s.c. injection syringe

R LES NN e
(R~ T OIS 1 £ (5 5 2 &)

> NOVARTIS

1.
1.1 RENGERZREORREZECRABICHHIHIETE
PEEMKXICEVT, AENI 2O TO+9EFH & &I
REOBEICTA LN - BREIOEMOHET. &
BICL2REOCFSEMI, EMKRMEZ LA EHK S B E
BIDOAHIZERT B &,
AENIREPEDOU XV EHERKIEHFEEMI HY . £/~
BOBEEZ2ET52BETIIHEZZ BB € 5 FEE]
PHd, £/, FEEOEERIIHES A TIEBEVS, B
HEEORBEIRESIN TV S, BEMRIKBICEILS. &
P ERBRETEBIEIEFTEVIELED. FED
EWMRUOEREEZEBEICTHSHBAL. BEHIEFL
FlEERBLELETHRECRIATAZE, [8.1-8.3.
9.1.1, 9.1.2, 15.1.38H]
1.2 EELRBEREIE

JAILA, HBARVCERFICLI2EELBRPEIRE S
hTWa70. T9EBEELITO R EBRFEORIEICE
Bl FXERERICBEEOBBRESERS H 5 Hh -5
A, BBICEARICERTILOBEEZIRETSC
Eo [8.1. 8.2, 9.1.1, 9.1.2, 11.1. 18]
1.3 ABIDEEZFIRT IS, BEEABEOBREFEAEDE
RAE+HIC#METSE &, [5.1-5.35H]

D

=%
=

2. #8

D= SO

(ROBEIIIHBELEV L)

21 BEREPEORR EREZEASELBENDLH
%ol [9.1.1K]

2.2 WG OB EREZEALS S BENDH D]
[9.1.2%08]

2.3 KHN O L HoE O B O & 2 B

*3.1 #HK
— kY TAYA TXTAA
e J T 15 0mg > BT megY ) Y
Eepsilhwin tr¥ <7 (BEETHIEZ) | 2273277 GEIETHE
1Y) | 150.0mg %) 75.0mg

Moo—27kHY  75.67mg
L-EAF VY - L-LAF VU

o Na— 27K A1 37 83mg

I L-b2FT v - - AT

e Ry 3.103mg™ | CIEEEAFI 1.552mg™
Iy > ) L-AFF=> 0.746mg | L-A7#+=>  0.373mg
FR1)VIR— 180 0.200mg | K1)V xX—180 0.100mg

ARNOBERK S ThHbH Y7 FX~7 GEETFHIEZ) X, F

YA 2= ANAAY —INRME» S EESNL e NlE Y &

O—F Pk TH %,

) L-b AF Vv EL-b ATV VIEBERKA O EEHEE
L-t2F Yy 0EE LTURT,

REFHEE

%3.2 WEIDHIR

— TeLT AR TELTATA
e FE T E150mg <> W T Bmg ) v Y
[ERN A0~ Pt OB I DU LIR % L 7

pH 5.5~6.1
12 300~400mOsm/kg

4. ZHRERIIZNR
BFEECHRI T L TRAR
SEMERE. BEESZE. RENEE,. RENTEX.
XEREEAEE 7= & B UOABIMEERBEE R

5. EEREHRICEET 2FE

(SRR, BMEMRE. R

51 UTFowgFhpaiizdE8EIHGT5Z L. [1.35H]
BRIV L GO O & R (R ZER ) T

BRIRDPEONT BIEPMERINEO10%LL EIZ K S8
CHERITEO RS BEVERSUIIE A 5 B

GREMEHR)

5.2 BEOWRIZB VT, BEFESE GEA 704 FAEBUE
) X WY R EITo T HEISGERT 285 2
L BRRAER DR B 5\ 55 5 2 Lo [1.35H]

XKEREEAE 2 i 1o & B OFEME B HBIET )

5.3 WEDHRICE VT, BEFRHEE GEA T oA NEHUIOE
HE) LY R TToTH, HEITERT 25 2
7 BRARAER B O E D F BB AT R0 5 B A i 53
5Tk, [1.32H]

6. AERUHE

(BEMEE. BHENZE. RENEZE

WE, BACIEE s F 2~ 7 (@EFAfRz) L LT, 1H
300mg% . WA, LEK, 28%. @K, GERICE TEYS
L. DB, AEBOMBTER T35, 720 AREICLD,
1A150mg % %535 2 & T&E %,
HHE, U ED/NEICIZ ey F 7T GERETHEELR) &
LT, KE50kgHim O BFI121A75me% . AES0kgll b
OBFITIEZIMIS0mg % . WA, LA, 2:8%. 38k, 48
RICEE TG L. DB, 4BMOBRETR F53 5. 2B,
fRESOkgLL E oo BE T, REEIZIS U C1h300mg % ¢ 5- 5
BT ENTE D,

GREMEHER. XEEEL - S EOFSHEEHEER)
WHE. RACEE 7 ¥~ 7 GhEfzTHIRzZ) & LT, 1A
150mg# . #A., 1A%, 8%, 3EHE, 4B%IZE THS
L. LK, 4B OB TR F53 5,




7. BERUVBEEICEET 318

(ZheEH@)

7.1 AKH &AL =W EFH OGO TR AR OE S L
VL TWRWOTHHEZE#ITALZ L,

7.2 FHNC X BEEBOSE, WS- HIED 5168 DN I 5
N5 16 NITHEREIB DTS b N WAL, RFI O
FIE O A HEICHEET L 2 &,

(BEMEE. BEENEZE. BENZR

7.3 (EE60kg T OB EH TIX1AI50mg D5 % EE T 5
ko [17.1.2MH]

8. EELREANEE

8.1 AL, BEHEDOY AT WK SE LRV H D, ZD7:
ORFNOFLGAEE LTk, T2 BE 2170, BIYEDFIE
RMEIHEET 5 2 & BYGOBE UIIERD B & b7z
A3, BRI YEIEK T L L) BEICIRES L 2
Eo [1.10 1.2, 9.1.1, 11.1.1=M1]

8.2 KHNFLEAIENT o TRZICH T 5 145 2 B2 e O3 XRs

(Ly M7V BBIINAA v ¥ —7 =0 vyl ity
N7 ) Y OBREEIT . BEBTCTRESEZ1TH 2 &
X0, BEEEOFERERT LI b,
F /o0 REFEG S . IR XARASE OB Y) 2 iR & Y
VAT 7 ERRHEDO RIS L. 2R EIR
(R s A0, HREMA. BESE) PEIL 2856121385
PICHHYEIERE T 5 L) BEIIRET 52 L, b, il
DIEFIVEDHERL S NI AR ORR T EE L. AFl 2
HLZwZ e, [1.1, 1.2, 9.1.2, 11.1.1%/8]

8.3 FIREERIZ 3B\ TG K OS2 g AL oo TG 355 0 F8 3 5
HINTV L, KH L ORFBRITHAMETIE 2V 0s, B
BEOFRBUIIEET A2 &, [1.1, 15.1.32H]

8.4 AFNEG X, AT 7 F UHMIC L D EGHESRB O A
FHETERW O, B F U BRI OV &,

8.5 Mo AW HH > & W LG LRGHE OBEIZ DOV TR
HORBEE TICBET L L,

8.6 ARHIDFEGHIEIIH 2o T, EFEMEICBNT, LTE
filcL 25, EfoBE#HEOEEDL L THG2ITH) 28, H
CHG-OBHIZOWTIE, ERADSE DR 42 EE KRG L.
T FEINEA FESE L /-2, ARF G2 L A ERBE &
FIZOWTEEPHERL, BHFHOHRIIHSTE2 I L%
ALz LT, EMioSHEED FTERT L2 L, HO®RY
DN BRI OARFN X B EWEIN DB b N A< H
AT OGS R IR & 2 BT REMED D B A 1213, 1E
LICHOEG 2k s 4, ERiOEE T CHEEICHET 5%
EWYI R MEBEIT) 2 ks Tz, ARG BRI ORI
MEELN LY AL, RSS2 &) BE IR T
)Tl HEAOFENGEYFHEHL2VWE ) ICBHIERY
RL. $XCOMEDOLEERERFT LT A2I5E%4TH L
[FIRELZ, A DOERZR R T 25722 L,

9. HEOEREHTZBECHT 238

1 ABHE - BREEDS 5 BE

9.1.1 BifE (ERABRELRC) OBREGBRESED
hamE
EISENEAL T A BENDH L. [1.1. 1.2, 2.1, 8.1&H]

9.1.2 BROBEELET 2 BEXIBKBLIEDN D BE

(1) SEOBEER A2 BE T, SHEHIHLE 252
nhdH s, 2.2, 8.2%1K]

Q) MEB OB & 4 2 B4 B ORI D 1L B 612
. R OBHHERY B 2 EHICHRT 2 2 o BTFoVE
NAOBEI I, BHIE L OSB3R 1S L kT, AH)
G528 [1.10 1.2, 2.2, 8.2&H]

WO R C IR\ B B il S B IR %
t 5%
CEEOBRE (WIS E G ) R HT D EE

AV E =T a0y R Y N 7 ) Y RSSO
WAL ). BESSEATR CBEb i 5 B

AL OWIEEAIE 5 B

©

9.1.3 REMBERBOEE
FIEMEE B O BE IR G T LA TS L 51T H) &
Lo ERZEBALZIE D BZNDD S, HEHHICHL 70—
WOBEZIRE L IMNERREIZ BT, 77 2RI
HARTERAFEIZ B TREM O 7 0 — L IRoIERH»ELT %
DA BN TS, [11.1.45H]

9.1.4 57 v ZABIEDEEEEIFREMD H 5 BE
TULNE =R ERITIENHLOTEET LI, HE5E
WO N, BRI L (F7 v 7 ZEGEWE) 25,

9.5 1Fi%

T AR L T A WTREME O & 5 ePEicid, Hm Lo RS
et s ERs WS NAGEICOAEGTH I L,
KENEH =7 A VB TRENOBITPIE SN TV 5
B3R - RIS IR BTy,

9.6 ®ZIiF
HRELEOFEER AR EOGE LT ZE L, B0
AIHIEER R T 5 2 Lo KEIOE MBI 5 IH~ORAT
WIARHTH 505, K2 L8 ER (w7 R) T
HFIZRATT 2 2 E P SN Tw BT,

) REBPREZ RS L8 ES (7 A) THAROMmE
HADORAT R AERE L 720

9.7 NRZ%E

(FEHEE. BEENEZE

9.7.1 M AMRE R, FraE R, FLEILIE6R K 0L E % 5 %
&L HRERERIIER L TV R,

(RfEMERE, AEMEHR, XBEEZHB I LV EENE

HEBIERK)
9.7.2 NREFEER G E L 2FRFERIT IS L T,
9.8 EinE

BASEFORIEHOZEIICHE L, to2BlfEzir) 2L,
— A AEEBEREDME T L T B,

11. BMER

KOBWER S 5bNE I ENHLDT, BIgE 451247
W, BEDSED SN E I3RS 2 T B e ) 2 L
EEITH) L,

1.1 EXLZEIEA

.11 EELRBPEE (1.5%)

T ANWA, ME DD VITEREIC L D2 EERIBIELRD S b
NBHZEDDH B, [1.2, 8.1, 8.25M]

11.1.2 BBYE RIS

TFT74 7% — FHEARW)., #HE (1.0%) Z0BH0E
FIBDSH bbb ENH D,

11.1.3 FREREGES (0.5%)

11.1.4 RIEMBRE (0.5%)

[9.1.3&H]

11.1.5 ¥LEAE (RIBRMEER) EEAH)

11.2 ZOMOEER

1%LL 1 19 A il BN
TR (LI LR W, O
ME [, Rk WU W EALSA | -
Bk k). 7 Yk
W - — ez
TN - [T )
B U
B - T -
o L U T | T EwREE
LA %
AR - il
FLm
R - W
% d i LD - RS |
155 WA

14. BREDZEE

14.1 EHIRSHOEFE

1411 BEPSHI ) B LERICELTBLL 2L,

14.1.2 35 ERTE TRADFHEOF v v TEN S HNT &,
FyvTENLELELIHES TSI L,



14.2 FEFIRE5EHFOER

14.2.1 BB HEICRE DS LE (B, 55k,
A, REAL . WHE. SRS O . SOEEOBRALIZIETE
FLZmnZ &,

14.2.2 $53BAIE, KRB, B0 FREEEATE F L, [
— AT R LIRS 5 2 LA 2 L,

14.2.3 RN, 1EAOBHFTH Y . FHEHALZVWI &,

15. ZOBOIEE

15.1 ERERFERICE D 15

(hEELE)

15.1.1 S VEiz o f O BE e VB2 8 2 0k S & L 72 I 3G [R]
OS948 T AR BRI 5Bk <. 5238 % T1219/3, 36461 (0.6%)
DBFIIE 7 F X THEDPBD S, 9 53/3,3645]
(0.1%) Ot F X< 7HMHEEHIETH -7 (HARA
TIE, 1714861 (0.7%) 123t 7 F X~ THARDSTEO &4,
ZOB O 7 ¥ X~ THARTHATMAETH 5 72) s HAR
DBV B 2 0 R & L EI S A RERIC BV T,
126t 7 F X< THUAD RO SN BTV b o 7.
REMETHE A EE 2R E L CHARTER L 2 IEE Mt
T AR TR ER 12 B WV T 215638  T1212/1, 19261
(1.0%) OBEZIH Y F X~ THAENED S h05, Bl
PR TR 0o 720 XRIRHE 2 4 72 & 20 WAREIERHE B 5 45
wxt & Lz E I ERE T, 543680t E 2 & X< A
PO HNTZBFIIVad ol BB, PUROFEH L% L
A EFS L OFEIZIHS A TIE RV,

15.1.2 KF| & O R EBIFRIZIAME TIE V25, BNOTREZIC
BOWTHBREZOEEFIHE SN TWb,

(BEMTZE. BHENEZE

15.1.3 BB B KX Os b5 AR B ©. A#I300mg
A SN2 BEL 41060 (528K 12Dow T, EMEIE
B CGERMAEREFER . DTFEEE) o ZBEE I,
0.34/100 N4E (4/1,41061) TH Y. ZONEITFERLNERE
BEE, EEREOE, TR, EWTH oo EIEES O
BUHE L, —AOTTH SN REBHHE L FETH - 72
(EEHEALFEA I 0 0.64 [95%EHEXH - 0.17, 1.63]). FEER
e i K7 RG5O SSBUBEE 1X. 0.43/100 A4E (5/1,410%1) T&
5720 [1.1, 8.38H]

(BEMTE. BHENEZE. RENEZE

15.1.4 SRl B ek L A L2 aor et o
RIS L TR,

16. EYEIEE

16.1 IMepiEE

HAMNMERBAB T s ¥ X <7 GETHEEZ) 150mg
NAF300mgw Hla gz T G- L7z & &, Mgt 7 ¥ X~ 7%
FEWEH G- #%8H HIZCmax %7 L. 1326 ~30H TH
D70 T2 MRNAFTRASEY) T4 BTT%TH - 720
607

w
(=}
I

—o—150 mg (6 f)
—e—300 mg (6%1)

o
(=}
I

Do
(=}
L

Mg+ 7 % X~ 7R (ug/nL
IS «
‘ ‘

<

f=l

20 40 60 80 100 120
B G (R)
(T3l R 22)
HAMERR AT T2 €7 % 2~ 7 GRETHHEZ) 150mgX i
300mg# W TR L7z & 5 b s

HAMERRAS T2t F 2~ 7 GEEFHIEER) 150mgid300mg %
B R TG L7z & & OFWERE XT 2 — 5 (601)

150mg 300mg
Cmax (ug/mL) 21.1+2.90 46.3+7.63
AUCo-n (ug-day/mL) 1,070+153 1,930 +408
Tmax (H) 8 (4~21) 8 (7~14)
T1/2 (H) 30.0+6.93 25.9%5.09

FIGNE = MR, TmaxiZ DWW TEPRE (RA~RK)

AHARANEERARFICE s 32~ 7 GRETFHBEZ) 1~
10mg/kg% HEIFIRNIXS Lz & D s ) 77 > 2130.114
~0.121L/H . A %L 134.23~5.34LCTd - 72,
HARANEZBEEZIZL 7 X~ 7 GEEFEZ) 150mg X it
300mg % 1[0 D4 EE CT4E RS 5% 48 R THe 51248
WHF TR TG L7z, #5524 H RUB2BH O 2 F 2
<7 (BfETHIEZ) S RoMmEhRE R« EER
) 1. 150mgETIZ16.7+6.18ug/mL (2661) K& U817.3
+7.65ug/mL (24f1). 300mg#ET1230.9+12.4ug/mL (28
B) J%U*31.9+9.53ug/mL (2761) T -7
RREREEMBIREMAT X 02 L2 AR NS MR (1
A% 1 73.3kg) D7) 75> A30.181L/H, Wt s8—h 2
Y MOGATEFEIX3.25L, KR T 23— b X U FOG A ETEIX
2.53L T 7Y,
HANEEEFHE S RZIC by ¥ 2~ 7 BIZFHEIRZ) 150mg
Z JA 1R OBHE CAEBT 5. 4EHIE T 5-7%48HH £ T
B S-L7ze ¥ 5224 BH K UB2EHD 7 ¥ 2~7 (#IsT
M) SR OMEREE CFYMEEEfHEzE) £, 20.9+
7.07ug/mL (2561) K 1r19.9+5.25ug/mL (2161) TH-720
HARNOXIERE R 5 72 & A RS HER T LB E Ik o
F X~ GEIETFHBLZ) 150mg % 381 H o4 T4 f 50
5tk RN THRG%4SHEE $ TR TS Lz, 5%
S52HDY Y ¥ x<7 (EETHIEZ) #5580 OMEhIRE
13, 12.5% 016.5ug/mL (261) THh -7,

AL O/NE S VRS e OB B RS (B AR AR O E
N) ks F 27 (BIETHRZ) ZAREISCCGELROMHE
B CABRISE 5%, AERIME TR TS Loz R IREIC
BB GHIOMERIRELY TRIR T 8. HRANEELIH
(1R E25kg bl F50kg A, 150mghz TH#%5-) D24:HH K 05208 H
2B AP SR OISR L, 661 0%56.0ug/mLTHh -7,

R Peljam 2438 5254
25kg kil 5mg | 24.1, 34.6 (2) 22.2 (1)
. . 75mg 20.4+7.44 (14) | 18.7+8.18 (14)
2ok DL ES0ke R 00 30 62 16.4 (10) | 41.9%15.4 (5)
\ 150mg | 24.7=8.04 (1) | 26.1+8.87 (8)
S0kghl b 300mg | 71.8+24.6 (6) | 47.7-18.6 (9)

ug/mL. “PISME + B R (150

PR AT EE O /N S R OB v e R ()
EAN) ICtr X x~7 (7)) 24EIC0 0 AL
Bl DAL CAR MBS G-, 4B TR TS L2z
HARBEIZ B BB G o i i % T RIRT,

fRIE Bl 2431 5238
25k g A 75mg 33.6x12.2 (6) | 32.7x7.10 (4
. . 75mg 18.9%6.51 (10) | 22.0%7.05 (10)
25kgll LSOk Rl o T 32.0210.1 (9) | 28.4216.7 (8)
- 150mg | 28.0*10.6 (29) | 25.6*9.52 (24)
S0kgPlL- 300mg | 52.7*22.2 (27) | 48.9+15.8 (24)
wug/mL, ¥l + ik fFzE (B
17. ERERELIE

17.1 EERVRESMICRET 5 58&
(FEMEE. BHEMNER
17.1.1 EEEFESEMAERKER (A23025K58)

FREERE U FERE O SRR B 95 % A 5 5 5 TRz M O BB E
VLB B ETITH (HARANSTEIE ) (RTRELE 5 ORRZE DK
A (BSA) D10%L b, 22 DOPASTFV 2 a7 75120 1) %
Gl L7252 77 RatE T v 4 AL EEROEATRR I
WAERE L 720

TR NI F 2~ T7 GEETHIEIEZ) 150mgXi£300mg
#0. 1. 2. 3SRU4HE, ZO%4AME TR T#%5 L7z, 12:8
BOPASIA T T AIN—Z T A4 > 5 75%LL 1 UT90% L ik 3%



L7z oEs (LT, 2 2NPASI75RUGEE XL
PASIQORULE) % IKFEIIRT o RFFEGHIZBIT 512
HHEOPASITSRUSEIE, 77 H RIS R THREILE
Motze FD%, 52EHF TIRITEDMCHER L 722,
7£1) Psoriasis Area and Severity Index

TEER 22
300mg | 150mg |77t |[95%EHEXH], pfi™
300mg 150mg
8L6% | L6 | 45 | 671
PASLTS ) oy o) | 174/24300) | (11240 | 09 8241 | [60.L, 73.3]
s p<0.0001 | p<0.0001
ki 5.0 379
past oo| 220 | S0 L2% a3 " 71| 20,4, 46.0]
(145/245051) | (95/243151) | (3/246(51) 500001 | p<0.0001
g 7| 828% | 82% | 69% 59 793
ZEIN (24/2000) | (25/208) | (2/298) | [53.4, 90.0]| [57.7, 92.2]
B o go| @1 | 56.2% 0% 621 %2
) (18/2901) | (16/291) | (0/291) |[37.2, 80.3]|[29.5, 75.0]

FEAM T SIS LA B R O I B % & JEROIS & L C 4R
SHI K AT (90kg A L 1390kg bl b)) % & & L 72Cochran-
Mantel-Haenszel#iE

60 T COENEHFSHAHE X, ARFI150mgtk 5-#F
T32.2% (79/24501) K OAFI300meik 5-5:-C27.3%
(67/245%1) THh o720 THRBEMEMIZ. AHI150meik
LTI RIEEA 4. 1% (10/24561), L&EKYE3.7%
(9/24561) . AA300mg#k 55 Tld &8 IEG:2.9%
(7/24561), %9 FEE2.9% (7/245061) T -7z,

17.1.2 EEEFRETHERER (FE7 - A2302. A2303.
A2308 R UNA2309:KER D HE )

SRE I FEIE O R 25 % H 3 5 50 MR X
O BAEE Rz 2 P G & L 72 B R AR ER ORI
12387 DPASI7TS UG E X IZPASIOO I % Ik IR
9, [7.35H4]

E il
R 300mg 150mg
80kgitd | 75.7% | (289/382%1)) | 66.3% | (258/389%1)
PASI 75 70~80kg | 84.9% | (107/126%61) | 73.3% | (96/131%1)
60~70kg | 87.9% | (102/116%1) | 69.2% | (63/91%1)
60kgh M [ 75.8% | (47/621) | 76.9% | (60/78%1)
80kgitd | 45.8% | (175/382%1)) | 35.7% | (139/389%1)
PASI 90 70~80kg [ 69.0% | (87/126%1) |42.0% | (55/13161)
60~70kg | 75.9% | (88/11661) |48.4% | (44/91%1)
60kgPL T [61.3% | (38/62f51) |57.7% | (45/78%1)

SRS G BB S0 % Ok B % & A, JEBUS & L CHR

17.1.3 EEHEFEETHERER (IR A23105E8)
HREDO R % A3 5650 18 Ao/ Nin =
VRN I O BT R R 16261 (HAR NGB &)
(R 5 OIHEAMEERMIRE (BSA) D10%LL E. 2»
DPASIATTH20L L) 20 RE L7727 TR R OESE
xHIRT v & AL E BT AR A S L 7o
TR NE s F <7 GRIETHIZ) #kE25
kg Kl OHE I TEHEH LS HER £ H1275mg.
25kg Lh_E50kg AR DA 1T & 13 75mg. &
EHIL150mg. AES0kgLL F o3& KT &3 X
150mg. EJHEEIZ300me#0, 1. 2, 3KU4HE, F0
B4R TR TS L7z 12085 OPASITERIGE,
IGAA I 7 OOIIINDLFEFE K OPASIOSUSEE % IR
FURT o AFFEGEEIZ BT 5128 DOPASITS UG
K IGAA 27 DOXIFI~NDHREFIL, WTnd T
LRI R THEIZE o720 ZDH. PASITS
FOBEE, IGAA T 7 D0ITI DR FPASI0RK
JHEIL, 52 H F TIHE—EDOME TR L7

TIERBEINT D

Fo AL
[95% (=X, pfiE*

ICHERE | s RS | 7 7R

SR | SRR

%97 %5
(7319222] | [7579309)
p<OOWL | p<0.000L

PASI 75| 801% 80.2% 149%

12186 11014

IR |
R PASL0| LIS 03 2 (14231043281 | [129893472]

40.39 283
[8.37, 194871 | [6.00, 133.92]
p<0.0001 p<0.0001

IGAO/L | 698% 62.6% 6.3%

KAMEOTY vy & L CHEHELEE V7720, RS Hs

TeHBRFRETR LT,

LG, N—2 T A VEEOKE (25kgKiii. 25kgll 50kgH
Wi, 50kgbh k) ROMEHE (12Fkil. 12D L) & 3EHK L
L7zIEMER T Y AT 4 v 7 [lfRE T )V

BOKHER L. 25%, Bk OB BARMEIZ A M2.5%E L.
Bonferroni® & AW CIRHER L 77 L RO, &H
wht & 77 RO R ZNZ N1 .25% T Ofisd 52 & T,
IR DL Bk % L7,

523 T ORIVE S HAMB AL, RHEEET27.5%
(11/40%1) J O HERET32.5% (13/4061) Tdh-720
FEREIERZ, A ERECIE RIHEEZE7.5% (3/4061) .,
FARGEREG5.0% (2/4080). mbk95.0% (2/4061). 7E
BEBALIERED.0% (2/4081), T FHERECI FIREEZ:7 5%
(3/4081), WHEES5.0% (2/4061), 1F4FEBALFTHES.0%
(2/4061), TEHK5.0% (2/4081) TH-7-9,

17.1.4 BHELHERER (MR A23115ER)
FRERE S EAE O BT ALY 5 % A 3 %65 DL 18R A
i /N S MR OSBRI R i R B 84 (B
TR 5 DR DMEFETRE (BSA) D10%D b, 5>
PASIA a7 H12PL ) ZxfR& LT v ¥ AfbIEE
Tk & FEHE L 720
7 F X3 T (BRI R ) & AR E25kg ARG DY A I3
JHEH R OEHERHE H1275mg. 25kgl E50kg it D
YA MR 75me. BHERIZ150mg. AE50kg
Do AR &R 12150me. & RHE300me %
0. 1. 2, 3R V4H, ZDOR4AME TR TS L7z,
KA 51285 OPASITERUSEIL, RS, SHE
FEOWTNH92.9% (39/4261) T, IGAZIT DO
TIFI~OYEFIL, KHEFTT8.6% (33/4261), &
FAETHET83.3% (35/4261) T o7z F72. 128HD
PASIOOR eI, HERET69.0% (29/4261), =1
FHETT6.2% (32/426]) THho720 Dk, PASITHIL
B, [GAZA T T DOXIFINDUEZ K IPASIIOSIG
3, 5208 H I TIHEF—EDMTHR L 72,
ARFN 2 G-52:85 ST OREWE RSB X, AT
14.3% (6/4261) K OEHERET23.8% (10/42%1) T
BHotce FEREIMERIE. SR CIL A mER A E
7.1% (3/4280). IFhERAMEA.8% (2/4261). FHE
FECIE ERUERG.8% (2/426]) TdH-72Y,

(IRatEezEE)

17.1.5 EIRE MEER (A1302558)
HA NIUSS T v sz R 1260 Wy % 1F 5 #L3E
FED AR R D10% U EE Fo 2 BE) #x%e L
7-IEE R % FEhtE L 7,
tr ¥ <7 (EETHIEZ) 150mg%0. 1. 2. 3k
O, ZOB4BEE TR TS L7. 8:EHPIEIE
&5 LOBE SN2 FEHEIZE L T300mg D& %
e L7ze 1681128 WT, 83.3% (10/12f1) TZ
L ASER Stz CEALEINI, hERRELELR)) ),
H2) FHHAUGE., hEEETGE. UIRETE &k S

AWAL 135 E ek

S52:E W I CORIMEMFETHEE L. AHIE 5T
33.3% (4/1261) Td - 720 BIWEHIIE, HW VT
O FRERE . FEMAEIR, ALREEE, U,
EHRRERE E A K8.3% (1/126]) TH -7z

(ROENE 525

17.1.6 BHE MR (F23125K58)
AT UL FUEPURAESE, RAGHEIT) v~ F 3
(DMARD) UIHLTNFa# AN £ 2 HE CTRIRA T4 b
L IFEF AR B OTE B4 B e R 30761 (fE
R RE B M OSIE SR B 25 hs 2 2 U SBEE DL 1) &2 xf S &
L7277 2RI T 4 2L S G B AT A G
B Efi 7o TR NI F 7T GEIE TR
2) 75mg’. 150mgXix300mg#0. 1. 2. 3. 43|25z
THG- L., Z0H4GEMET 7SR Xi375mg. 150mg
N13300mg% 2 F#5-L 720 B#EDH#I35% (139/397%1)
I TNFaHERIC L B3 RATBITHY . #945%



(185/39761) 1& AN ML FH—h2fHL Tz, AH|
(75mghE. 150mghE. 300mghE) D248 1% D ACR20K

JBERIE T T AR L CHREICE D272,
- R BERE (95%EHIXH], pfi*
300mg 150mg Tomg | 77ER g 150mg T
o | son | 93 | B3 |80 g s s
(54/100f3) | (51/10081) | (29/99%1) | (15/9861) <0001 | p<0.000l | p=0.0200

PGB, PUTNF oA 12 X 2 IGH6RER O A I J ORI % Sl 28
& L 7zlogisticlalJi € 7 v

24385 T ORIWE S HEIE 1X . ARAI75metk 5-#
T24.2% (24/9961) . AF150mg# 58 T17.5%
(25/143%1) T2 OAFHKI300mede 5-#C29.0% (42/145
Bl) THotze EREWERIE. AH7T5ometk 58Tt
FERGEEYT 1% (7/9961) . AHI150medk 5-# Tl
BRI Z2.8% (4/14361) . F5GERES2.1% (3/143
B) . RFN300mei 5-8:Tld B AE K 8% (7/145
Bl) . SIREEZ3.4% (5/145061) TH -7z,
17.1.7 B E TR (F23065158)
JEA T O A FUEPLSAESRE, DMARD I P TNFa$5#]
2L B EBETHEAT TS L IEEFEARRONH
léﬁé\ HiEPERZ 8 60651 <E§H§E§ i N O = 985 18 i
BENENSEHLE) ZRe L7 TR RAES
U LMME T EE BT AR L e
FERLFE s F X7 GEETHELZ) 10mg/kg
%0, 2. LEICEIRNEES L. 2 O%4E- B C75mg
(IV-75mg#¥) *. 150mg (IV-150mg#f) iz 75+
RERTHG L7z. BEHEDH30% (178/60661) 1&#t
TNFa#HNERIC L 28 EART5BITH Y. $560%
(368/606%1) 1&A ML ¥F—FEHHL TV, A
) (IV-75mgh 2 O TV-150mghe) 024380 ACR20

BB 7 7 2RI B L CHEICE 2o 72,
3
150mg Tomg - HEHE [95%EBXH], pfi®
150mg 75mg
50.0% 50.5% 17.3% | 32.7 [24.0, 41.3] | 33.2 [24.5, 41.8]
(101/202f1) | (102/20241) | (35/202451) p<0.0001 p<0.0001

PG, PITNFa# A X 2 GHFEEROA L O E % 34
& L 7zlogisticlalJi € 7 v

F72. 20BGOMEIBIEERELY FROEOXMHREA 2
7 (modified Total Sharp Score : mTSS) TaFli L
ToAER. v ¥ X< T (HBIEFRIRZ) 58 V-
75mght K 'IV-150mghf) ON—AF A ¥ 5 D%

LEIE 7T BRI THEINE o7z,
150mg 75mg TIR
e 22.3%48.0 20.4%39.4 28.5%63.5
NoATAY (185) (181) (179)
T 22.40£48.01 | 20.42£39.63 | 29.03+63.90
B2l (185) (181) (179)
L 0.13£1.18 0.02=1.60 0.57=2.48
b (185) (181) (179)
T ERBE DR -0.47 -0.54
[95% 2 #E X[ ], | [-0.87, -0.07] | [-0.96, -0.11]
pfiE* p=0.0212 p=0.0132
HEHO T TR - = -
B o [0 0.50 [:%.%3,130,111
X, pfit* b=
I GBI OPUTNF A 12 & 2 0GR G, fRE, NX— 2

T4 R B L
)%

5238 IR ST COREIWE S BUHE L. RHN75megfe 55T
30.5% (89/292%1) M OARH#I150mg#% 5-#C38.6%
(114/29561) TH o720 FREIERIE. AHI75mgtk
ST ERGEEY6.5% (19/29261) . SIHEH43.8%
(117292%1) . AHK)150mgfx 5-# T3 A EFKYT.8%
(23/29561), SIFEES3.7% (11/29561) ToH -7

(BEMEEHR)

17.1.8 B L MAHEER (F23105858)
JEATOA FUHAIESRIC & B IEHE TR T 32,
BB R B2 % 21961 (BASDAT™ A a7
AL EAOBASDAIDOFEHERVASH A%embl F) & k)
RELTTTURWIRT v 7 2L E M TRER M

YT A Ny Z G E T

R ERL 720 TR NUIE 7 FX~T7 GERIZTH
¥az) 75mg’ ix150mg#%0, 1. 2. 3K U4H, Dtk
AR CR TS L72e 150mgfE 16380 ASAS™
205BFHIT T T LRI R THEREICE o 72,

7£3) Bath Ankylosing Spondylitis Disease Activity

Index
7£4) Visual Analogue Scale
7E5) Assessment of SpondyloArthritis international

Society
v At
150mg 75K [95% 15 HE X [H]]
pfii®
4.38
61.1% 28.4%
ASAS 20 [2.14,8.96]
(44/7281) (21/74%1) 5<0.0001
36.1% 10.8% 5.07
ASAS 40 (26/7251) (8/74151) [2.06,12.44]

XEGHE, FUTNFa# AN X 2 GG oA i (SR EM D M)
M OMRER % FHHZE 5L & | 7z logisticlal & € 7V

156:8 CORIERFEIAER L. AFI75mee 55 T41.0%
(43/10561). AHF50mg5-#CT45.9% (51/111%1) T
Hotze EREIERIZ. ARFIT5metk 58 Cld RAERK
He7.6% (8/105MB1). SIHIES4.8% (5/10561). TH#i.
SELEROA Y7V H3.8% (4/10561), A F
150mg#e5-#F Tl AGE IEGe K O RIREE 26.3% (7/111
B, A 7NV rH4.5% (5/11161) TH-7z,
17.1.9 ERENHERE (H13015K58)
JEA T4 FUBIRAERIC X AR THRAT5 T
BDAERB R REEBHEREE30S (BASDALRAI T
4L E 2 OBASDAIDO HHEFHVASD4cmbl |) %%t
RELZFEERABREFEwRL /2. v7 X x~7 (#Efn
THEHLZ ) 150mg#x 0. 1. 2, 3L U4, ZD1%4H
FECR T4 L7z 16580 ASAS20FUEH1370.0%
(21/30%1) . ASAS40)ir5 1346.7% (14/30%1) T
). 52 H F TIRFT—EDMTHER L 720
52LT@EM’F}$J7“I,%ET§ 3. AHEGHETL6.7%
(14/3081) TH 70 EREIERIE. LRI ZKTH
(23.3%) . TA44B1 (13.3%) T - 729,

IREAEE 7= S RO FEIE B HBIE L)

17.1.10 ERERAFEIHRKER (H23155:E8)
FEAT A FEPURIESEIZ L 2160 CRIRA T2
HA B 70 X % i 72 & T R lélzﬁ%%ﬁaﬁﬁk &
#%555M] (BASDAI# A 2 7 AL, BASDAIOH
e VASAMembl b, 2 OCRPE il (FLieflii) X
WIMRIE{EET L OMLIGRIETI 2525580 L5 ) & xR
LTI RS vy AL EHE RIS 5
Hil7ze 79 RNIEEs F <7 GEREFHIEEZR)
150mg#0. 1. 2. 3N U4H, ZDk4HERE TR T
5 (7F0R, HAFE) Xix150mgx 4HEME T
BTG GREAKSG) Uiz T2 7% AT o S H
TH HPTNFaE A AER B E BT, REEHH
HTH 516:8%DASASAORTE =R, ARFH)E A% G-
TT IR R THEEIIE -7,
E6) 1. 2RUSBRICT TR R% TS

150m F v XLt
! TIeE | [95%(EHHX ]
BAEEHY e
PUTNF 325 1.72
ASAS 40 p=0.0197
LT 40.0% 28.0% 0 114727 .
ASAS 40 (74/18561) | (52/186) 0=0.0197

M58, CRPEMEMBIZLLT (CRP+/-) S O'MRIME{£HT
12 & BB oM (MRI+/-) 1235 C@RIKT (CRP+
P OMRI+. CRP+72>2>MRI-. CRP-7>>MRI+). HiTNFa#$H)
W2 & DIEFRERO A (BRERTOMTOR) J ORE % J
HHZE % & | 7z logisticlal & € 75V
52 TORMERSEHME L. AFEBE ARG HT
44 .9% (83/185%1) Td o720 FRBIMEHIZ. AH

AP G- BET RIHEE 9. 2% (17/18561) . &K



e T UPRBERE 4 . 9% (9/18561) . BHE3.2% (6/18561) T
&)")7:7)()

HARFN OV RE, BRI M R, a2 B 2K

FEH O H X, T@EF . A7 ¥ X~ 7 GEfR
FHlI2) & LT, 1M300mg% . #IA, 1A%, 2#%, 3
W%, GRBICE TS L. D, 4RO TR TS
T5ho F/20 AEICXY, 1FANS0mg% %595 2 & 0T
XD, . 6L EO/NBIZIZR s 2~ T GRIETH
iz) & LT, RESOkg A O BEEIZIZ1A75me% . A&
50kgbh E B 12131E150me% . #IEl, 1E#, 28, 3
B, GABICE TS L. Dk, 4RO TR TS
$ho B, KRES0kgP EBE TR, RIS L TLA
300mg& %54 HZ ENTE D] THbD,
F 7o, AFOGREMEBHES . XEFLE & 72 & IRk
THERIET R B AR E R O =L, 8. A
b7 ¥ x~7 (BEFHEZ) L LT, 1[150mg%x.
wEl, AR, 28%, A%, GERICE TS L. DR,
LEMOMBE TR TG 3 5.] Thb,

18. ZExhEkig

18.1 1EARF
Y7 ¥ X7 7L, b Mk ML-17AE ) 70— F Wik TH Y .
KRV A M A THAIL-1TA LS L, IL-17TADIL-175%
RN HHET L LICLY, 22T 5,

18.2 In vitrolZ & |1 2 EIFEM
b7 F X 7IE, BIWICE MIL-17TACK A L (R8s
B #9200pM) . & b RHESE IR ARIE ALY R OV e b RS R
HEFAIIEO 12 BV T, b PIL-17AIC & 1) 38 L 2 IL-6E 2415
xR L7,

18.3 /n vivoll &\ B ZIHEM
t 7 X A< 7k, b MEETHEZIL-17AIC X Vs L 723
HiRET N~ ANIBWT, BEIREFHET 5 24010 K% O
QBRI ICE 7 F X TR ERNEG T L L2 ) AT
DNENE . OB R A EH 24 lc il L7220 $72, b
MEE T2 IL-1TATHERE I N DL v 7 ABKITE~DOIFH
BREHE % I EREEEEEENIC £ 2 X~ 7 % Ml
H3znz ik, HEMRGEEH L2210,

19. B SICREY 2E(LERER

— R AR
7 ¥ x~7 (GEETHHZ) (Secukinumab (Genetical
Recombination) )

I
#9151,000

ENY
b hAf Yy —uaAfFxr-17AICRT 5 E TRz v FgGl
B/ 70— FMHETHY), Frv 4 = —ANARY —Fli
MR E D EEAESNLLTRHO T IV FRFERE O 7% 5 HH
(Caz6sH3477N507 0686816 - 7311 © 50,595.50) 245 F J UF21548 O
T3 EEREED S 7 HHEEH (Cro2aH1504N 280033556 - 23,379.68)
25T CRER SN B HESY 80 H

20. BIRV EDEE

201 HRTHRAET 25613, 30CEBR2VWEIITREL, 4
HLUPIZRERT 2 2 &,

20.2 HMERERITEL L THRIE S 5 2 &0

21, HEDEM

211 [E3E) A7 EHEHI A R ED L, #YNCHET A2 &

21.2 BEYIESE OIS % & 72 BRI B G-BE 0 22 &V K OVE
WZOWCHH RPN LETH L Enn, #E) e HEEE
BHEEERTH &,

%22, G
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IS

23. FEXW
1) HEE R E R MR L L 7 BRI SR SRR AT
(20144E12H 26 H AR, CTD2.7.2-2.4) [20145119]
2) Ohtsuki, M. et al. : J. Dermatol. 2014 ; 41 (12) ,
1039-1046 [20145357]
3) NG BIEQ RIS % A3 H/NDE R & xR
& LRI T ARRER (A23105306%) (20214F9H27H
738, CTD2.7.3-3.3.3, CTD2.7.6-4.1) [20210074]
4) FENEE - B EERE I EIEO BRI 5 % A3 5 /0NEi
R RE Lphhes AR (A23115305%)
(202149 H 27H &z, CTD2.7.6-4.1) [20210075]
5) Imafuku, S. et al. : J. Dermatol. 2016 ; 43 (9) ,
1011-1017 [20160759]
6) FLNERL  EEIEREE R AR E R IR E Lok s F
X< 7ENSIMEE (H1301508k) (20184E12H 21 H A&
22, CTD2.7.6-4.2.1) [20180629]
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B) (20204E8H21 HA&FE. CTD2.7.6-4.1.1) [20200390]
8) AR 1 v M ARHESEHITARIE BRI B B IL-6EE
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