% % 20234E8 A EXET (#58hi)
*20224E11 HELET (BB7H)

Bpik  2~8C 12147
AHEIE 240 A

BAELEERANMEES
873999
150mg 300mg 75mg
N Ny )Y
ARED 22800AMX | 30400AMX | 30300AMX
00672000 00400000 00446000
BR5oRaIA 20164F11H % 20224E11H 20224F2H

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

3E77‘47Zfamz 150., R
:lE'JT‘{'JZRﬁ'FsI 300., R
JC)FT4 DR eFi:75.2029

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

/P S TN B SN USE SIEE S
(EE - BEmMEOMFEIC L VHHTL 2 L)

> NOVARTIS

1.
1.1 AHEHEREOBREELZECREBFICTHMIHETE
ZEEBRICEVT. FFHNIZOWTO+5 &M & &S
REBEORBEICTOLME BRELODEMNDHET. &
Bk 2BEOEREEIBRMEE LES EHE S h i
BIOHMERT S &
AENIREEDV XV EHEKIEHFEEMI HY . £/~
BOBEE+ET2EETIIEREEHLS & 5 TEEM
PHd. £/, FEEOEEMIIAS A TIEEVY, B
HEEORBEIRESN TV, AERIBICEILIE. K
BARBERARAIEIERTENEDLED., FFOD
BEMROEREEEEICHOHAL, BEIFEHEL
1l EERRA L ETHRESRBTAZE, [8.1-8.3.
9.1.1. 9.1.2, 15.1.35H]
1.2 EELRBREE

YA, HERVEEEICL2EELBLEIRE S
hTWa70, +9EBER%2I1TO B ERFEOHREICE
Bl FERERICBREOBEIERSF H 5 Hh -5
AICIF. BBICEAREIOERTILOBESIBETSC
Eo [8.1. 8.2, 9.1.1, 9.1.2, 11.1. 18]
1.3 KEDEEEBIRT BH1IC. BERERBEOREAEDE
AE+HMETAE, [5.1-5.35H]

D

=%
=

2. B2 (ROBHBICIFHBELEWVI L)

210 BEEREFEORE EREZESELBENDSH
%ol [9.1.1%H]]

2.2 WG OB UERZEAS DI BENDH D]
[9.1.2%08]

2.3 KRENO KA USBUE OB O & 5 [8E

3. MR - MR
3.1 fHRL
Wi 4 Tk TAY A TLYTAYA kY FAYA
ot B 0mg Y | B FIES00mgey | B FilTeme ) v
(BT | e %37 Gite | €2k Gl | 2R Gl
P THIEZ) 150.0mg | THEZ) 300.0mg | THIEZ) 75.0mg
Moo= 2ZKH | buooa—20kf | bl —ZKR
75.67mg 151.34mg 37.83mg
S~ L-t2FY Y L-k | L-kAFY Y - L-k | L-kAFY Y - Lk
(omyog | ATYVEBSDIR | AF Y VEBIAAL | AF YR
HER AT LY 3.103mg™ | ¥ 6.206mg™ | ¥ 1.552mg"™
L-AF4=20746mg | L-AF+=21492mg | L-A74+=20.373mg
AU VN R=1F0 | FY Y R—=}80 | KV N—180
0.200mg 0.400mg 0.100mg

REFHEE

KENOBERE S THHE 7 ¥ X~ 7 GEEFHERZ) & 5
¥ A Z—ANAAY B, b EASNL e NIE Y
O—FVHETH S,
#H) L-e AF VU EL- AF YV VIR A O EEE
L-b2F YV romE LTRY,
3.2 WAIOMR

74 ;ﬂ{‘x%%ﬁx‘ ;ri:“/iwﬁx‘
B2 IS Omg Y | R M E300mg R
PR e~ P (B DT USRS L 72l
pH 5.56~6.1
1295BE 300~400mOsm/kg

4. HEEXIIHR
T5mg> >, 150mgN>)
BEAECHRR T L TRER
SEMEE. EHEMEZE. REMEZE. BEMEHER.
XIGEELE - S VA SRS X
(300mg~>)
BREAECHRATS L TRARR
SEMEZE. BHEMEE. REMEE

5. ZAER IR ICEHET 5EE

(BRMELE. EMEMZE. REMER

5.1 WFowgFhpzililz 3§ BF G352 &, [1.35H]

- BRI IE T SO O iR (EWERKIZER ) T
BRNRDFONG | BB AERIED10%LL EIZ K 5SEH,
CHERTEO K95 BETERSUIE 2 B 5 5

GREMEHLR)

5.2 BEDHRICB T, BFGHEE GEA T oA NEHUIOE
HEF) ICX B MY B EATo T, REITERT 2055
LR BRRIEIRA IR 2 A 159 5 2 Lo [1.35H]

(KRB Z i - & B VO-ABME B HEBIET K)

5.3 BEDHRIIE T, BIFAHEE GEA T 04 NUEHLIE
FEE) X MG E AT o TH REICERT 25 5
72 B RAEIR B O S E DRIV DV RO S N D BB 1% 5§
5Tk, [1.32H]

6. AERUVAE

(SRR, BEESE. RELETR
WE A7 F X7 (EETHERER) LT 1E
300mg# . @A, LE%Z, 28k, 3@k, 48R THS
L. DU, 4B OB TR TR 5. 72, FEIZLD,
1A150mgZ #5355 2 EATE 5o

LI TATA
B2 MiE75mg ) oY




BE . 6D Eo/RNBICIE s F X~ T (GEIEFHHIRZ) &
L C. KESOkg RO BEHIZIZ1E75me% . KE50kgll F
OBFITIZIMIS0mg % . WA, LA, 284, 38k, 48
BRICEE TG L. VB, 4BMOBRETR M5 35, B,
fRESOkgLL Foo BF T, REEIZIS U C1300mg % £ 5- 5
HIZENTED,

REMEHER. XEEEZH- S EOFSHEEHEER)
WHE, A7 FX~7 GhEfaTHiRz) & LT, 1A
150mg#% . #A, LA, 8%, 8%, 4BBIZE TR
L. VB, 4R OMBE TR T&RS9 5,

7. BERUBAEICEET 2 EE

(GhEEHE)

7.1 BH LA AW EH O B IO TR A N O R I3
VL TWRWwOTHHL#ITSEZ L,

7.2 RAENC X B EHFSE, B@EE GG 5 16BN S
N5o 16EUANIERISATE S e WAd, RAIOHIR
RIE O EEICHEET S I L,

(BEMEE. BHENZE. RENEZE

7.3 HRTE60kgL T D F N EE TIE1AI150mg DS % g+ 5
Z ik, [17.1.2%08]

8. EEAEARNEE

8.1 AHNL, B ) A7 ZWMA S LMD D, D72
ORFNOF G LTk, ToRBEEZ TV, EIYED FIE
REEIEET 5 2 & BYOBFENTIERDY S 5 btz
A2, RIS EISER T S L) BEIIRET 5 2
bo [1.10 1.20 9.1.1, 11.1.1=/8]

8.2 AHIFLGAZJESr - TR T 5 5 % M T O Hg i X

(LY MY BAECINZAA 8 — 7 20 vy s iz y
N2 ) Y RIEBAE R, EERCTRES 2179 2 &
&Y. RO FELERT LI L,
F 7o ARFEG R L B XAMAR TS 0w ) 2 i A E I
VAT 9 e ERRE O SBUIT T MTIERE L fi % 50 iEIR
(Ffed 28, HREMA. B PEIL-HE 038R
MM EIEE T D KO BEIIRET 52 &, BB, fil%
DIGFENEDSHER SN GE TR ORE B L. KHl %%
HLZawZ e, [1.1, 1.2, 9.1.2, 11.1.1=H]

8.3 FHIREER T B\ TRz 5 M OS2 DAL o B IE 5 D 35 B A3
HBEINTW D, KH & OREBIRIZIIIETIX VWA, EEE
BORBIZEETA I, [1.1. 15.1.328]

8.4 KAPEG-I, ATy F v EEIC L A EYUERBO Y A
ERETE WD, U7 F VI fThRWT &,

8.5 MDA WA A ST 4 B A L IESE DA IZ DV TH
HOREL+FIBIRT L L,

8.6 AHIOFHGHIGIZH 2> Tid, EEEHRICBWT, LFE
Ml & 22, ERHIOEHROEEOL L TRG2ITIZ L, B
CHG-o@AIZOWTIE, ERAZF OS2 EEI R L.
RRAAS S Q= Frkrae S A NI N I i S N a8 [ Ry o U
FCOWTEEDHF L, BEAOHEIEICRG TELZ L2
LT, EMiOERIEEO T TERT L2 &, HOKS
O BHIESEDOARFNC X 5 BWEH D b L B34 H
TG Ok 2 IR & 7 BT REMED D A 121, T
LIZHOE G 2k S0, ERiOEE T CHEICHES 5%
EWYI R EEIT) 2 k. T2, AFIERGRICEEI O
MEELN D HA L, FERZR~ER T 2 L) BH IS4 1T
)Tl HRFEAOFEFRAFERL VL) ICBEICEEY
L. 3 NTCOHREOEELEETFICHT 2I8EY 1T &
FIEELC, B ADFS R 2 BT 2R AR 52 &,

9. BENEREFIHBEHICHTIER
9.1 AHHE - IEEZEDH 5 FF

(BEIHE)
9.1.1 BPE (ERGRBREZIRS) OBRERIBPESFED
ha@E#E

BAHENPTEAL S 2 B2 b, [1.1, 1.2, 2.1, 8.1%M]

9.1.2 BBROBREEZ2E T 2BEXNIIERBLEI DO EE

() WEHOBARE AT HEZE TR, M2 5%
NDdHbo (2.2, 8.251]

(2) WEROBEHRELY BT D56 N ORI GEFE DN L HE1C
X, KB OBIEREDS S HEMICHZRT L2 L LTOWT
NOFHIE, FHANE LY 2 55 L2 BTy A&H
53628, [1.10 1.2, 2.2, 8.25]

- IR (AL CRUH S AT 2 i E SN L EEE
By 5EE

A OBEE MM &) AT A 8%

AUy =T o0 R Y NV 2 ) v SR
ML Y, BEESEDEC Seb b BE
CREERE L ORERME T 5 BE

9.1.3 REMBERBEOEE
RAIEERG RO BB G T 5561388 151247 2
Lo ERZEBALZ L BZEND DS, HEIMICHSL 70—
OB AR E LI ERRRICB VT, 77 2 R#IC
HARTARFBEC B TREI 0 7 0 — YIFOMERAEL T 5
DA SN TS, [11.1.450]

(75mg> ) >, 150mg~X)

9.1.4 57 v U ZBBIEOCBEERE IIFIEEMD H 2 8E
TUVF—eZRITIERHLOTEET LI L, Tomgy
1) 2 VK UN150mg R v DFEGHEER G D AN —1F, BEEERIR T A
(T7 v 7 AHFWE) =&t

9.5 111%

I SUZIEIR L W AT BEMED & B k2 i3, BB O
At d L2 L HB SN A GAICORESTHZ L,
NI =7 A FVIZBNTREANOBIT PG S N Tn b
A IR - JRIREME N CMESTEEIERD S Tw iy,

9.6 ®3LIB
HEEOFEER O BFLEBROARM L ZE L, Bk
FHIEEBETT 5 2 &0 BHOE MIBIT 2 AI~ORAT
EATHTH 575, REEHG -8 ds (v A) T3t
HFIZRATT 2 2 e SN Tw BT,

1) REBRPURE S LB R (v R) T4 R oI
HADORAT R AR L 720

9.7 MNRE

(FEHEE. BEENEZE

9.7.1 AR ER, FraElR, FLIEE6m KoL e % 5 5%
&L FRREBRIZ IR L TV,

(RfEMERE, AEMEHR. XBEELZB LI AV FEME
HEBIET )

9.7.2 /NEEEFI G L L2ZERRRERITER L T,

9.8 SfE
BYEFORWEFH ORI E L. T %BI%2ITH) T &,
— A AEFRRREAME T LTV b,

1. EMEA
ROEWEH D H S bND I EDHHDOT, BEE 54T
W, BEDITD SN ARG A kT B 2 Sl ) L
BEEITH 2 &

1.1 BEXLAEMER

1.1 EELRBEE (1.5%)

T ANWA, ME DD VITEREICL D2 EERIBEIENRD S b
NBHZEDDH B, [1.2, 8.1, 8.25M]

11.1.2 BEBIERIG
TFT74TF— HEAT), #HE (1.0%) Z0BEE
FIBDSH bbb END D,

11.1.3 $FRERBUES (0.5%)

11.1.4 RIEMBRE (0.5%)

[9.1.3%8]
11.1.5 {IEAE (RIRMEBR) HEAR)



1.2 Z0OEHER

1965 VkE | A
EAUHER (EIRT. i, 1
el e Bt WTE. HIB AL -
Wk, I, D> S
U - — EE%
TN ) FTE ]
T OHERS
Rl - T -
g s B O I o
L e
VR i
NS - il
AR - — |
S B E RO ) ERWRRS |
B R RS

14. BALOEE

14.1 ERIR5RIOER

1411 BEE2 ST B LERICELTBL 2L,

14.1.2 5 EWE TRAOFEFEHO X v v THs s hnZ &,
FyvTERILESELIEST LI L,

14.2 EFIRE5HFOER

14.2.1 FEDSBUE AT, BB ICRE D d HEAL (5. 5k,
A, AL, WHE. RSSO . BRI IETE
FLzWwWZ &,

14.2.2 5800, RBRER. JEER S BRI E S Lo [

— AT R LT 5 2 LA Z E,

14.2.3 RHNL, 1IEEHORFATHY) . HEHLZWZ L,

15. ZOOEE

15.1 EEBR{ERA ICED 154k

(RhEEEE)

15.1.1 SRR N ORI EE M2 2 0 R & L 72 IR 3t ) 1

U4V AR ER R #ABR © . 5228 F T1219/3,36461 (0.6%)
DBFEIPE 7 F A THAENRO L. ) H3/3,3640)
(0.1%) Ofitt 7 X X~ 7HRIERPvEcH - 72 (HEA
T, /14861 (0.7%) 12¥it 7 ¥ X~ THARDEZD &I,
ZOFOPLE 7 F X< THARIEHATURTH > 72) o HAR
NIV R 2 R & L 72 EINE A ERER 12 B Vv T,
126 7 F X< THUAD RO SN2 BB VAR b o 72,
REMETHE A EE 2R E L THARTER L 2 FE MR
T OSHEFLE TARBER 12 B\ T 15638 £ TI212/1, 1926
(1.0%) OBEZIH L7 * X~ THADRD Hizn5, Hfl
PR TR 0o 720 XHRHRHE 2 i 72 & 2o WAREIIE R B 6 45
R E L7 EBE LR T, 54301 it 7 ¥ X~ TPk
WROLNTBEII o7z, B, PUKOFEE & 3R
BHERG L OMEIZIAS 2 TlE RV,

15.1.2 AFH| & OREBERITIHIETIE 2 WD, BNOHIREIC

B THRBEZEDFL TG SN T D,

(BEMEE. HESLZER
15.1.3 [EIBIE A B N OVl o128 AR B PR AABR © . AA1300mg

WG SN EEL, 41060 (52:8E:) 122w T, EHHE
W GEEMmIER 2B <. TR 0B,
0.34/100 N4 (4/1,41060) TdH Y. ZDONEIZFELZ NN
H@E, RO, TE A Th o7, BEERO%R
BB X, —AOTTH SN2 HBBHE L RETH - 72
(EHEfLFEA I - 0.64 [95%EHEX M - 0.17, 1.63]), JEE
e i K7 R 5 O FSBUBIEE 1X, 0.43/100 A4E (5/1,410%1) T&
572 [1.1. 8.3%H]

(BRMEE. EMENZE. RAMER
15.1.4 SEIEIHIF DOOERRE L OFH L2 og etk R o

FRIPENIMEN. LTV 720,

16. EMENE
16.1 MmeRE

HAMNMERBRAB I 7 ¥ X~ 7 (BIZTHEEZ) 150mg
XAF300mga B THG Lz e &, Miiit s ¥ 2~ 7k

R G- %8 H HIZCmax & 7R L. {HEF8#1326~30H TdH
2720 Flo MXINAFTTRATEY) T AIXTINTH > 725

60

50

MFEH £ 7 % X< 73 (ug/nl)
w

—o—150 mg (6 f)

—e—300mg (6%1)

20 1
10 1
0 ‘ ‘ ‘ ; : |
0 20 40 60 80 100 120
B Lt (A)
(CFIgfli+EEmLE)

HARNMEFEBRAB T2t 3 2~7 (BEETHIELZ) 150mg i
300mg 7% Hilnl 2 TG L 72 & & I ke FEHERS

HARMNMERBEAB FI2t 7 32~ 7 Bz Z) 150mgi3300mg%

HER TG Lok & 03

WEE T 2 — 5 (661)

150mg 300mg
Cmax (ug/mL) 21.1+2.90 46.3+7.63
AUCo-int (ugday/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

P EEFE A, TmaxlZ DWW TEPE (hh~Hck)

HARNERBEANB T2+ 2~ 7 (EETHEL) 1~
10mg/kg% HIREIRNE G- Lz D2 ) 75~ 2120.114
~0.121L/H . 734 5H4134.23~5.34LCTdH > 726
HARNGZRELE Y7 ¥ X~ 7 (GEETHEEEZ) 150mg )i
300mg % 1 1] D 4EE T4 BB IFe 51 40 [ i THe5-1248
HHFE TR RS L7z #5520 H OG22 H D+ 7 F 2
~ 7 GEETHZ) S aoMEhREE CFofE + ZikERE
#) 13, 150mgHETI316.7+6.18ug/mL (26f1) % 1°17.3
+7.65ug/mL (24%1). 300mghET1330.9+12 4ug/mL (28
BI) J%081.9+9.53ug/mL (2761) TdH -7,

FEE S BHREMAT X O 2 L2 AR AT W s (CF1Y
K% 1 73.3kg) O )7 AF0.181L/H. Higea s 8—h 2
Y POSERNEZ.25L, KT 28— b A2 ORI
2.53LCTH -7V,

AANEESEFHEERZ Iy 3 2~ 7 (BIZTHIRZ) 150mg
% JA 1R OB CLERSRT 5. 4EHE Tk 5-74%48HH F T
BTG Lz, #5524 BB R USLARD s ¥ X< 7 (HEET
I Z) HEWOMETEE CFEMEEEERF2E) 12, 209+
7.07ug/mL (2561) K1819.9%5.25ug/mL (2161) TH o7z

H AN O XM % 5 72 S 2 WK S HEB i 5 5 1o v o
F X~ 7 (BEfETHIEZ) 150mg7% 1[0 o4 FE T4 15[
Bt 4BENTHRG B4 T TR THRG L7z, 5%
S2EHDY 7 ¥ x~7 (EE T Z) %5830 O Mg
13, 12.5/% 0°16.5ug/mL (261) THh -7z,

FRED /DT M % O B EE R R (HAR AL O E
N) A7 F =7 (EEFHRLZ) ZREICGC CELEOM
JECABREISIRIE G-, ABMIBE TR T 5 L7z 058 FIREEIC
B LG RO MBERREZ TRIORT. 2B, HRNEELH
(R E25kg Pl E50kg A, 150mg M%) D24:8H f O52:8H
2BV B GRIO M. 66.1%0%6.0ug/mLTH -7

R b 2438 5218
25kg Al 75mg 24.1, 34.6 (2) 22.2 (1)
. - 75mg 20.4%7.44 (14) | 18.7+8.18 (14)
25k DL ES0ke Rl 0 T30 62 16.4 (10) | 41.0=15.4 (5)
i 150mg | 24.7+8.04 (7) | 26.1=8.87 (8)
S0kghLE 300mg | 71.8%24.6 (6) | 47.7%18.6 (9)

ug/mL. Pl + RS (B1%)

FRARRE S A OO /N RS VRO I OB EE M e s (A
EIN) 12t7F 27 GEEFHRR) ZAFEISNCCGEL
WO MR TAEMBI G- 4B TR TS L 7205
FIRREIZ B 2GR OIS IR E % TERIR T,



1R P 2431 5238
25k g A 75mg | 33.6+12.2 (6) | 32.7+7.10 (4)
i | 75mg |18.9£6.51 (10) | 22.0£7.05 (10)
25k D L SOk Rl [ T35 0=10.1 (9) | 28.4%16.7 (8)
i 150mg | 28.0=10.6 (29) | 25.6=9.52 (24)
S0kgh | 300mg | 52.7+22.2 (27) | 48.9+15.8 (24)
ug/mL. Il = B (IR
17. ERERRLIE

17.1 EERCRESMICRET 5 58%
(BEMERE. BEEMEEE
17.1.1 EREFEETHEKER (A23025(5%)

HEHE I ERED RINEL S5 % A3 2 S W R O

FAEIE Rz B 7370 (HARANSTHI &) (RTHE
L OREENRETR (BSA) D10%2L E. 2> DOPASTH
227 H12L L) #xbGE U252 7T b AR S
V& WL EE TR AR A S L 7o
TR NGy F 27T GEfETHIEZ) 150mg it
300mg#0. 1. 2. 3K U4H, ZD%4BMIE TR T
.72 128 OPASIA T A= 25 A 75 T75%L
FOF0%LL EeE L BB 0EE (LR, #nEh
PASI75 S UIPASIOBUGER) # kFITIRT . A
FIFZ 5B H12BHEOPASITSISEIL, 7T KR
IR THEICE P72 £0%, 52HH F TilZ—
EDETHR L2,

7£1) Psoriasis Area and Severity Index

R

300mg | 150mg | 7T+ |[95%EHEXH], pfiE*

300mg 150mg

| osiew | e | asw | 61.1
PASLTS ) gy maso) | 17/ 24300 | (112 | (09, 82:41 | [60.1, 73.3]
b p<0.000L | p<0.0001
past oo| P26 | BT6 G 126 T, e 7] [2927'?16@
(145/245%1) | (95/243(31) | (3/2461) 200000 | p<0.0001

oasi 5| 886 | ®2% | 6% | 79 793
HAA (4/2081) | (25/2901) | (2/200) | [53.4, 90.00| (577, 92.2]

S [Loc o] 62% | B2 | 0% 621 5.2
: (18/2060) | (16/280) | (0/298) | 1372, 80.31|[29.5, 75.0)

S SIS B OV R B & S A JERUE & L CHERT.
bt K OMAE (90kg A L 1390kg Pl k) % k& & L 7zCochran—
Mantel-Haenszel#7E

60B W T COEIEHFEHAEE L. ARHF150mgdk 57
T32.2% (79/245f1) J OAR#)300mgds 5-HET27.3%
(67/24501) TH o720 EREIEHIZ. RHFI150mek
HEECIZRIREE 4 .1% (10/24561) . FAGEIRGES.7%
(9/245%1) . A#I300mgHe 5-# Tld E45GEKY2.9%
(7/24561) . %9 FEHE2.9% (7/2450]) TdH o720
17.1.2 EREFESE THEFER (FE7 : A2302. A2303.
A2308 K UFA2309E2 DHHEA)
PRESE X EAE O BT 5 % A 3 5 3% TR
OBEEVE S B R % R & L 72 BRR R BR Ok E B oo
1238 DPASITS SIS LIZPASIOO UG R # K F 127K
¥+ [7.32M]

B 30|
[ 300mg 150mg
80kgild | 75.7% | (289/382f) | 66.3% | (258/389f)
pAS] 75 70~80kg | 84.9% (107/1261) | 73.3% | (96/131%1)
60~70kg | 87.9% | (102/116%1) |69.2% | (63/914)
60kglh T | 75.8% | (47/6261) |76.9% | (60/78%1)
80kgill | 45.8% | (175/382f1) | 35.7% | (139/389f1)
pAS g0 70=80ke | 69.0% (87/126f1) |42.0% | (55/131f)
60~70kg | 75.9% | (88/116%1) |48.4% | (44/91%1)
60kgbh T | 61.3% | (38/6261) |57.7% | (45/78%1)

S R BIHIE B BIR O R0 % & d, FEIS & L TR
17.1.3 ERHERAEIHEFER (IR : A2310558%)
FEREO BT % BT 565 E18E Ao/ NE D
VR N O ERE VR R R 16261 (HAR NGB )
(RTHTI R 2 OIRAHMEETFE (BSA) D10%LL EL A
DPASIAT T 2000 1) Zxf§ee L7-7 7R ROV ESE
KT > 7 ML EE R TR R R A I L 7o

TR NITE 7 F 27T BIETHIRR) Z21KE25
kg 7l D 35 A AR B . OV B & D 12 75mg.
25kg L 150k g £iili O 5 A 3 H =813 75mg. &H
FH12150mg. AKES50kgll b oA 3K & X
150mg. EJHERIZ300me%0. 1. 2, 3Kk U4HE, 7D
BAEEFE TR TS Lz, 1285 DOPASI7TSRUGE,
IGAZ 27 DOAZINDLLFEER [ 'PASIIOSFE % Ik
FIRT o ARAFRGHIC BT D 12585 OPASITS G
K IGAA T 7 DOXAZI~NDOYWERIZ, Wiy S
T RBICHRTHEEICE > T2s FDk. PASITS
FOBEE, IGA A 2 7 D0 LI ~D T ISPASIOK
IHEIL, 5238 H F TIRIZ—EDMETHR L7,
TSR T
Fo A
(959 (S EIX ], phit
R |
297 26.55
[7319222] | [7579309]
p<0.0001 p<0.0001
12186 11014
[1423104328] | [1298934.72]
40.39 83

(837, 194871 | [6.00, 133921
p<0000L | p<0.000L

KAMEOTY B & L CHEMTEE:E 7720, RIEHES I

TBREBUIIR LT e v,

MG, N—=2AF 4 VEEOIKE (25kg#ii. 25kgll E50kgH
Wy 50kgBll) M UMERS (128, 12800 % BiL% -
L7EfA T Y AT 4 v 2 AR E TV

TR 1. 25%. SRBRA R f FAHEIL M2 5% L,

Bonferroni® iEE HHW CEHER &L 77 RO KR, wH
REEL 75 L REO LB ZN2N1.25%F OB % 2 L Ty
I 0% T % i L7z,
528 B CORIMEAFBUHE L., KAEHT27.5%
(11/40%1) J 05 F A T32.5% (13/4061) Tdh o720
FRRIEHIZ. (RS RETIE FIHEE 27 .5% (3/40%1).
FAGEREY5.0% (2/4080) . RbkYe5.0% (2/4061). 7
BIBALIAIE5.0% (2/4001)., =TI FIRERT 5%
(3/40%1)., WHEHS£5.0% (2/40%1), 1F:4FERA7HITES.0%
(2/4061), TEW5.0% (2/4061) TdH-7"

17.1.4 BAETHEFER (IR A23115ER)

FERE T EAE O BT ALY 5 % A 3 %6/ DL 18/ A
{5 D /N3 O Z iz i N OB I M2 R 84 (/)
2 35 OIFZEAMRERIRE (BSA) D10%LL 1. >
PASIZA a7 8120 E) #xtse L7255 2{LIEE
e BR 2 S0t L 720

t 7 ¥ X< 7 GEIE TR A ) 2 AR F25kg R OB A 2
FHEHELOEHERE D1275mg. 25kgll E50kg Al
WA AL 75me. B A=MIZ150mg, AHE50kg
Db oA 3 & #:12150me. & & #H13300mg %
0. 1. 2. 3K U4H, ZoOR4AMBE TR TS L7z,
RAE G128 5% OPASITS OGS E, KRR, SiE
BEOWEILE92.9% (39/4261) THY . IGAAIT DO
AFINOYEFL, RHERETT8.6% (33/4261). &
PR T83.3% (35/42(91) Tdo7z, F7z. 128D
PASIOOSE I, (EJHREEETE9.0% (29/4261), &M
HHETT6.2% (32/426]) THo720 ZDFH. PASITHK
JBE, IGAA 27 DOXATI~DE K 0P ASIOO S
KX, 52HB FTIRT—EDHETIER L 72

AN 5523805 T ORIWE RS BURE X, AT
14.3% (6/4261) T O = #EC23.8% (10/42%1) T
Hotze EREMERIZ. KHER T mBkE A iE
7.1% (3/4200). fFrEkisAiE4.8% (2/4260), wHE
THECIE EAGERGA.8% (2/42(]) T 72"

(IRFaME)

17.1.5 EIREMEE (A1302:458)

OAR NS R sz B R 1260 (WyE % 1 ) #L 3
B ERREDOLI0% L b b 8E) #af%ké L
IR E AR T it L 7o

ST | R | 771k

PASI 75| &01% 80.2% 149%

ZRER | PASTO|  711% 69.3% 25%

IGAO/L | 698% 62.6% 6.3%




¥ x~7 (HETHELZ) 150mg#0,. 1. 2. 3K
U4, ZDRZABAMB TR THS L7z, SHEDREZ
H 57 LOBGE SN2 LM 2)E L C300mg D & %
e L. 1622 WT, 83.3% (10/1261) T%
TEDASFRD SIS CEIALEIRI, hEERdE15) ¥,
2) HWIEE, PEEYGE. IR LIS
VALl E Rk
S52:BEF I CORIMEMFEHMEE X, AH G #HT
33.3% (4/126]) Td o720 BIFEHIE. FEW VTR
ELOFHERERE . RSUEAEIR, LB, JYBUK,
EREREREE ) %8.3% (1/126]) Td - 720
(BAEE R
17.1.6 B E MR (F2312545%)

JEA T U4 FUEPUAESE, BB vafﬁ
(DMARD) JUUIHITNFa# AN £ 216 CRIRA T4

U IS A A B T B 4 B i PR 8 2R 5 39761 OE
NEBIES K O B Bt 2 N E N3 LLE) 2 a5k
L7277 Rt R T v & 2L EE B TEE ] it
BAFE L7 7T R s F X~ GRIZTFHIR
2) 75mg*. 150mgX13300mg%0. 1. 2. 3. 4:EIZF
THG- L, ZOH4BMET TSR Xid75mg. 150mg
i i300mgi«r"T ?’i‘%ktto BEDF35% (139/397f1)
I TNFal KA L BRIEA T BITH Y . #545%
(185/397%1) ix ]\ ML — bR BRI L T e ARH
(75mg#E. 150mght. 300mghE) D243H D ACR20/X
BERIE T T L ARBICI L CHEEISES o7

_ . HEME [95%EHXH], pfa®
YR
300mg 150mg Bmg | 77€F g 150mg T
b | SL0% | B3 | 153k [263(?7;/6 8] [233372é 8] [2154%0{04]
(41080 | GL100R) | 29799 | )| 2 05 S B O

PG PITNFa#HNIC & 2 GHFEERO A KL R E % HHZE
& L 7zlogisticlal)i € 7V

24 21 CORIE S EBIEE 13, ARH75metk 5B
T24.2% (24/99%1) . AHKI150mg# 5-HT17.5%
(25/14361) e OAHI300mg 5-#C29.0% (42/145
Bl) THhorzo FREWERIE. AH75meik 58 Tld
FRGEIEGLT 1% (7/9961) . A#AI150meHe 58 Tl
BIHTEJ2.8% (4/14301) . F&GEEKG2.1% (3/143
B) . AFN300mei% 58 Tld EAEKG4 . 8% (7/145
Bl) . SIEEESE3.4% (5/14561) TH - 720
17.1.7 B ENHERER (F2306515%)
3F7\%D4 RS JESE. DMARD XUZHT TNF o5
CEBEBMCHEAT SO L RBEEM AR OIS
‘lﬁﬁaﬁﬁr PERZ R 26065 (AR B &I & OFE s BAF L
WENZNSWELE) Zxt5e L7275 R3S
VA EE M AT R R BR e E L e T
T RLIEE 7 F 2~ 7 (BT Z) 10mg/kg
0. 2. BBEICEIRNEES- L. 2O %4EM B CT75mg
(IV-75mg#) *. 150mg (IV-150mg#t) Xid 75+
RERETHG L7z BFEOH30% (178/60661) 13HT
TNFaBANGEH IS LD EATHHBITH Y. $60%
(368/6066B1) 1&A N L FF—FEHHL TV, A
#) (IV-75mgf . O TV-150mghE) D243 0 ACR20
FUSHIE 7T b RIS L CTHREICE -7,

B [95%EmMXH], pfE*

5k
77 150mg Tomg

150mg

75mg

50.0% 50.5% 17.3%
(101/202f31) | (102/20211) | (35/20211)

32.7 [24.0, 41.3] | 33.2 [24.5, 41.8]
p<0.0001 p<0.0001

PGB, PUTNF oA 2 X 2 IGHGRER O A I O % i 28
& L 7zlogisticll)a € 7 v

F7o. 24BHROMEBEEREFROEDOXHA 2
7 (modified Total Sharp Score : mTSS) THEf L
ToAER. v ¥ X~ T (EETFHIEZ) S (V-
75mghE K O'TV-150mght) ORN—=2 54 U5 D%
LRI 7T R AR THEEIN S o 72,

150mg 75mg VAZAEN
. 22.3+48.0 20.4£39.4 28.5%63.5
NoATA (185) (181) (179)
wrorm | 22.40%48.01 | 20.42+39.63 | 29.03+63.90
Bs2ls (185) (181) (179)
- 0.13=1.18 0.021.60 0.57+2.48
b (185) (181) (179)
YRR T -0.47 0.5
[95%EHEX 1. | [-0.87, -0.07] | [-0.96, -0.11]
D p=0.0212 p=0.0132
PFE#ED T IR - = ~
B0 (06 0.50 [:%.%3,130.111
KR, pfE* P

PG R OPUTNFa AN & 2 BEEBROAE, (AE, N—2
T4 EERBHERE L V85 2 N v 2 WS ESHTE T
%

527k i CORIWEHFSHHIE X, AR 75mgf 57T
30.5% (89/292%1) M OARHI150mgtx5-#C38.6%
(114/295%1) T o7z EZEMEHIZ. AFIT5mg
G CIE EREKG6.5% (19/29261) . SRKEH 753 .8%
(11/292651) . AHFN150mgHe5-# Tl R 5E K7 .8%
(23/295M1) . SRS :3.7% (11/29561) TH -7
(REMEHLR)
17.1.8 BHEMHEHER (F2310:858)
FEATOA FEPUIIEREI L 208 CRIRA T3 U2
BARGRE MR HEJCRE2196] (BASDATW AT T
A4 EAOBASDAIOHHERHVASH A%4cmbl F) %X
KL LT TR T v 7 ML EE MG TR L
R EEL 720 7T R NI F 2T GRInTH
¥z) 75mg’ iF150meg% 0. 1. 2. 3MU4M, FDik
LA TR TS L72e 150mghf 01638150 ASAS™
0UEERIE T T v AR AR THEEICES o 72,
713) Bath Ankylosing Spondylitis Disease Activity
Index
7E4) Visual Analogue Scale
75) Assessment of SpondyloArthritis international

Society
*+ v X
150mg 7R [95% 15 He X [ ]
pfiE*
4.38
61.1% 28.4%
ASAS 20 [2.14,8.96]
(44/7251) (21/74451) <0.0001
36.1% 10.8% 5.07
ASAS A0 1 (96 /7)) (8/74%1) [2.06.12.44]
PGB, PUITNFaBHNIC & 2 G ERBROGE (LF6EFO M)

e OMREE % G HZE 8 & | 7z logisticlal i€ 7V
15638 T ORIWERSEBIHE L, 4<%U75mg¢i5ﬁf41.0%
(43/10561) . ARHI150mgk5-#T45.9% (51/11141) T
Hotze FREWERNZ. AFI7omets G- Tl L AUE K
Ye7.6% (8/105M1), SIHIHS4.8% (5/10561). T4,
BELREROA 7T H3.8% (4/10561), A HI
150mg#% 53 Tl SR K 0N RIRTE%6.3% (7/111
Bl 4> 7 NI H45% (5/11161) THho7z2

17.1.9 ERFE TR (H13015X5%)
AT O A FERISESRIC L 5B TR L
DENR 7 RE T EE300 (BASDATRA T
H4LLE2DOBASDAIO HEHEFHVASH 4emPL 1) %k}
G L REmRBE £ 72, k7 ¥R~ 7 Gifz
FHIZ) 150mg#0. 1. 2. 3/ U4, Z o Hk4ER
TR THRS L7 1638 DASAS205UE21370.0%
(21/30%1) . ASASA0IEFEIL46.7% (14/3061) TH
0, 52 HF CTIZIT—EDMETHR L 720
5238 T OREIVEMISHAEE X, ARG T46.7%
(14/3061) TdH o720 EREINERIL. FIHTE 75
(23.3%) 1IN Z45] (13.3%) STd o729,

ISEAE S - & RO FEIEEHAES )

17.1.10 EERAFEIAERKER (H23155:8)
FEAT O A RYEPUIESRIZ X A BB CRIEA T2 %
DTN BL 7 XA B 7 {3 72 3 7 MR Bl P 75 B 2



%5556 (BASDAI¥ Z = 72340, I, BASDAIOH
HeFGEVASAMemBl L. 2> OCRPEflE (FEHEMEE) X
WIMRIEEET L OISR 252580 5 s ) & x5
ELTTeRMET vy ML E SRR E
HlL7zo 7Rzt FX~7 GEETFHIRA)
150mg#% 0. 1. 2. 3N U4, ZOH%AME TR T
5 (7I0R, HAFKE) Xix150mgx 4 M T
BTG GREASG) iz T2 MR o G4
TH HPUTNFa A ARG R EE BT, LA
HTdH 51685 D ASASAOSUSERIE, AHKIE AN 55
T7 IR ZHRTHEEIZE P> 70

76) 1. 2R OBHERIZT T L RE R THY

150mg 'S [95:/r éggm
waghsy | 7" oIR AT
- pfiEi*
HUTNF a5 1.72
41.5% 29.2%
T B :
*“j@;ﬁ? (68/16481) | (50/171%1) | [1-09.2.70]
p=0.0197
SRt 40.0% 28.0% 0 114'727 -
ASAS 40 (74/18561) | (52/186f1) 0=0.0197

PG, CRPIEEMEMMBUILLLT (CRP+/-) M O'MRIE{£HT A
2 & BB oA M (MRI+/-) 1230 CBRHIET (CRP+
7O MRI+, CRP+7*2MRI-, CRP-72>2>MRI+). HITNFa##]
2 & DIEFRERO A (SRERTOMTOR) K OREE
BAZE 34 & | 7zlogisticlal i€ 7

52 CORIMEHSSBAEE X, RAE ARG HT
44.9% (83/185%1) T o720 FREMWEHIE, KH
ARG BT EIHEES9.2% (17/18561) . A& #E K
e fr O FRIR IS4 . 9% (9/185%1) . HEIE3.2% (6/185
Bl) THor"s

#ARKI O TR VR, BIEEVER R, IR B

B AGEEER ORI, [EF., A IEE s %
227 (EfaEEz) £ LT, 1R300mg%. #)
Al LA, 208, 3Bk, AERICETHES L. B
M, 4 OB TR M%53 %, $72. REICX
0. 1E150mgx %595 2 LN TE L, M., 65
PlEo/ARIZIZ ey ¥ X~ 7 GREEFRBRZ) &
L C. fRESO0kg il D BFE IR 75mg% . A&
50kgll E o B EIZIX1A150mg% . @A, 1%, 2
WA, 3R, GERICE TS L. DI, 48H O
TR TH5 45, B, HEOkgbl Lo EH
TlE, REEICS U C1EB00mg 2 % 545 2 &£ 5T
Xb.] TH5D,
F 7o, REIOTREEEMES, XIEEL S %
WK HERI BT 4212 B0 B ARERH R USRS
[, ACIEE 7 ¥ 277 GEEFHELRZ) &
LC. 1a1150mg% . #al, 1A%, 281, 3#E.
4B TG L. DB, 4R o M FE TR %
59%.] THb,

18. ZEphEkig

18.1 fEFAHF

t 7 X2~ 7E, e MLk ML-17AT/ 70— F UL
KTHY, BIETA A THLIL-1TALKEE L.
IL-17ADIL-17Z B EANOFE A HET L2 L2k,
ZOIEMEE AT 5o

18.2 In vitro\Z & |} % ZEIEFM:

Yo F X< 7UE, EIRICE PIL-17AICKS L (%
BETERL 0 F9200pM) L e N EHESE I AR ISR IS T
e N A 12 B W T, b FIL-17AIC &
0 FE L 7 IL-6RE AR & P AT L 72

18.3 /n vivolZH T B ZETEEM:

Y7 F AT, b MBETHIEZIL-17TAICX D
FLIMBAET VY AIBWT, WELEHR
32 24WE R T F O 2B RS & 7 F X~ 7 & A
G952 LIk ) . BEOERER KRG IS8T 2 1E
M AEEEIHHIL 729 F72, b MEE TR IL-

ITATH I EN D~ T ABZLABEAOHFHERREZ . 4
MERR BN £ 7 F X~ 7 & BEIEERE G5
Bl &Y R HIH L 72,

19. B2 ICBIT 2IB(LFEMFR

— xR
7 ¥R 7 (BEFHEZ)
(Genetical Recombination))

i
#1151 ,000

ENEY
LA vy —uAFr-17TAC T ARz
FMgGLE/ 7 u—FUHETHY) . Fx 1 =—AN
NAY —PREAMNEIC LD EE SN H45THO T X/
BEFRIE O 70 HHEH  (CozesHaa77Ns07 0686516 © 4315
50,595.50) 257 F R U215 D 7 X/ BESRIEN S % %
BE8H (CrouHi504N2800335S6 = 23,379.68) 2431 Tk &
NAKESY vy g

20. BIRVLEDEE

201 FR TR T 261, 30C M2 2 WP T
Tl AHMNICHRT 22 &,

20.2 YMEEZIGEL L TREFEST 5 2 &,

(Secukinumab
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Z,
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MAHER (H23155U8%) (2020458 A 21 H KF2.
CTD2.7.6-4.1.1) [20200390]

8) FLNEAL : v M ARHEEMIITARIE RIS B %
IL-6FEE IR 527 X 2~ T OhmANER (2014
F12H26H A&, CTD2.6.2-2.3.1)  [20145120]

9) FENEAL b bR RRHEE IR BT B IL-6EAE
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