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Eﬁ’ﬁﬁ’ﬁ?ﬂ%‘ﬂiEOdOHmumObEFaﬁ%&E&ﬁu%Zﬁlﬁﬂﬁﬁﬁl

ERTHREE—HE 40mg Eﬁodohmumobﬁ 59 fUREERE %
18, PHRSMERENERES 5 XEE. H=EFHKTRE
adalimumab 2 IR AT R A 64%.

DEFIHERR N
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BRIEEBABA, adalimumobieiafl &k s 0 BRFE TIESS 160mg, 21858 2 BR x4 80 mg,

RS EESME odalimumab RIFREL)R 12meg/mL, &R KB AERES adalimumob&ks

—i8 40 mg Z S E BT F R ERERERELN R 8 mcg/mL,

EEIZ!SE’]}%LEEEEJEH\EF odohmumobt%@u;%% 0 JBRFR TS 160mg, 245 2 BETE

5 80 mg, 7ERFEERER|ME adalimumab HREFEAA 13 mcg/mL. AAMBE B RERAEES

odollmumobﬁﬁm 18 40 mg z%ﬁ@ﬂ;é&ﬂii’ﬁgmﬂkéﬁﬁ»ﬁf 4% 9 mcg/mL.

FIRIREE
%ﬁfﬁﬁﬂ’ﬂ%%ﬁﬁ;»%ﬂﬁ%ﬁﬁ%%iﬂt%ﬁ’fﬁﬁ)’rﬁo

Fip0FH adalimumab BIFUERRESIENOZE. (ERAMTE, 1 40 FE 65 5 (=850 MAR
& EA65§ (n=287) MmN, HLABBERERNT LIRS 51/50.33 #10.30 mL/h/kg.

¢$4§17%ﬁﬂ¢i5§é‘ﬁ%ﬁﬁﬁﬁ SUIA) BA, EER—IBER TIRE24 mg/m2 (HE7E18 40mg) %,

LIgEEREE TR ME cdollmumobg-ﬁ,h;]?(5203554815 A1) S RIRS5.6 + 5. 6 mcg/mL (102 %CV)

(odollmumobiéﬁiﬁ%) #10.9 + 5.2 meg/mL (47.7% CV) (ﬁffﬁHMTX) o

BEE <80 kgFiR4ZE 1 7R F R BB ZRIEIA (JA) mASR—BEERK TiEadalimumab 20 mgs ff

FAMTX, EHEEMRETHMEadalimumabi{EiEE 2 5l/6.8 mcg/mLEI10.9 mcg/mL.

BE>30kg BR— ﬁﬁ%‘&ﬁ‘;ﬁodohmumob 40 mg SpHR MTX, IS FAOMH

adalimumab &EEE 2 RlA 6.6 mcg/mL F18.1 mcg/mL.

%Jr%ﬁf—ﬁ'” 2 BE<4 o b 4 ekl EERE<15kg Z@iiﬁ%’%li%ﬁﬁﬁﬁﬁ(ﬂ/’-\] BANETZIA-#HE, &
—IBEBRK TREadalimumabsi ftf MTX, FIFEEAMRE TR ME adalimumab SURES A 6.0

mcg/mL (adalimumab 4 MTX) F17.9 mcg/mL (6 FBMTX) .

BE>40 ARMRERENDBAR, 125 0 BME 2 @ 5K THRE 160 mg 1 80mg FISEITEFE

& adalimumab B (+1222) 5 15.7+6.5meg/ml, SRIER FiRE 40mg HER+ T BFHEE

AREE T RIIME adalimumab S fURE (A2 2) R 10.556.0mcg/ml. BEE<40 AFTHIFRERENZREA

M, £ 0 BF1E 2 RS BIR T4REL 80 mg A 40mg MBI Eadalimumab JEfE (+1Z% )

% 10.616.1mcg/mL, SRIERK THRE 20mg MER+ BRI EMRE THME odalimumab HIER

T‘(ﬂ“?—%)ﬁ% 6.9+3.6mcg/mL

Emmméfé LEMERIEREND N BER,
Eﬁ%r%rﬂj ARERATERMETAZA. (ERNEDBAZRLHEH odaimumab EM8 /%
FRBDET

Iﬁlﬁﬁi IJ]auTﬁﬁ}\E’]%%ihﬁméﬂe

ke
@%x“ﬁ%‘mﬁﬂ BRI A R AR RABIAR adalimumab 298 12

Qilnﬁ

a3
=,
il

T

-©- Observed
— Predicted

adalimumab  F9TR KRS Hi%E
—HE Omg ZRED, HitHE

12. Ennﬁiﬁfcﬁﬂlﬁﬂ'

[ Z i 2 2k B adalimumalb [ 5 3% RR2E & 2 BR IR A SR 8K
BRI B A IR R 58

Eﬁﬁﬁﬂ’lﬁﬁ’é‘éﬁﬁﬁé PERUEIE RS AR RR B L ERA
adalimumab. adalimumabgygss Mz 47 5 EREHE
WAEZRE 120 BAMNERE.

HRUZIERE A (RA) it%xx | (DEQO9) 74l 271 (AN ER 18 mIEBBHEEERBRBIEEHA

AR
’é"%ﬂﬁ*‘“ﬁﬂ”*ﬁﬂ’luﬁﬁqﬂ“ﬁﬁ HefLk

S ED—EEREBNENERFENTEZZEY (DMARDs) (41, hydTOXYCNOVOqume DHE‘XTE%‘I
2 #% (gold) . ozothloprlne D-penicillamine « su\fosalozme) SAEAE, AERNSHEEEI125F
25 mg f MTX (F2Z MTX RSz 8L 10 mg ), PAR MTX (B E5 eS8 10 E 25 mg A
BRBEEA. MAT 6 s 6 BN AT 9 @ ¢ B rBEEET, Bikik ACRIZEDE R
BEEMESA. SR—BRERSE 20, 40 5§ 80 mg fjadalimumabsi &, A 24 8.
RA 5tE || (DEOT1) 5H& 544 (IARSIER 18 REEATEEBEERSENGL, BB ED—ErRRE
fELRZEY)  (DMARD)  (#1: MIX. sulfasalazine, hydroxychloroquines RRStAI 4T # &3\ D-
penicilamine. azathioprine) Jam kB BiA. FALHE 1085 10 @ AT RERIETF 12188 12 ARl L&Y
iBERIEN, I AMMkIZ ACR ’fﬁ'ﬁﬁﬁﬁo AR TSI A S Sl — BB E &R 20 5 40 mg f adalimumab
WAERmBR R R AR G ER Radaimumab, B8} 2618; LEARIERRNMEESERR.
RA & Il (DEOW] FHE 619 IARTER 18 REREHEZRSEHREENMOA, SENAE 126
25 mg MIMIX (=2 MIX T8I 10 mg filE), HE MIX E’JWJ;##F%’E##E@E 12.5 % 25mg,
/méxﬂﬁxﬁ(m%fi Ao AR RARER I, RAGRR Il FIRART BB MIX SMEM— Eﬂ’rﬁﬂg%
ﬁﬂ BZ1) (DMARDs) RiAE L. BWAF 6 B 6 1@LAJ:E’J&H§E§€F5$D 9 fEsk 9 ﬂﬂutﬂ’mﬁfﬁ%ﬁﬁ
ﬂﬂ@fz ACR ZAEDE B REUZ MRS 4. Z!Knié‘ﬁ,\ﬁ . BAGEERTEENIS, B 528
Z/AFEES 20 mg fadalimumab, A 52
‘s’ﬁ AER—EES 40mg fadalimumab, ﬂﬁﬁfﬁ&%ﬂ?“ RRFEH. AR S2BIHBRTR
%, EEP 457 iR ANBES - HREENESERR, SFE—BES 40 mg fiadalimumabs MTX 34

BRERETF.

RA ui%ﬁ IV (DEO31) 374 636 uxm#wsaﬁﬁq:r ZEFEREMAHANREA. BERARE
ACR fZEZETBRRZMMS A Z/ D& 3 @R, f"ﬁ 6 fEZRErEiA 9 ﬂilﬁﬁr BAER. WAFLIRE
;d‘ THIEEUEZZEY) (DMARD) fiia E&%ﬁﬂﬁiﬁﬁﬂﬂ ,Elﬁﬁaﬁn;\m% REZARORERARD
28 ko RABEHENEE SRR —IE 40 mg fyadalimumab/ZEH

RA uf\%ﬁ V (DEQ13) 34 799 frkEERE MIX AREEHE Eiry‘zlﬁmﬁiﬁﬁ#ﬁﬂﬁ MR ﬁiE’]EJU\Fi?
A (EERBFHE/NG 9 @R, WalkE SR B Hadaimumab40 mg SEMIX &4 a?t —B
40 mg gyadalimumabBIBiaE R MIX BiBiakE 1048, NEERE rﬁﬁﬁﬁﬁ%zﬁﬁk&&iniﬁLnlﬁﬁﬁ
ﬁ”iﬁﬁ%ﬁiz%ﬁ&%umaﬁﬂli FEE—PEEL 104 ﬂﬂﬁnﬁ%ﬁnﬁké EEP 497 NR A B2 I —PIAR
BREmRR, SEEES 40 mg fadaimumabZ AR RRIETF (MTFEE, /\FRMEE).

1 G RA R4 %ﬁ*rﬁu ACR 9% FEIZAEFIETR A”ﬁﬁlﬂ[ﬁﬁﬁﬁmﬁiihﬁﬁﬁtm%aﬁ RA B
I I F I A3 SREHEAER RA S8 IV FIAERURIZRINS 24 5 26 B AEE| ACR 20 RIEME S
tbo RAMERV ¥ FBEUUEIZAR S 52 BmAEE| ACR 50 &FEE’] Stb. RAGKER I F1V 7455 52 A
B E ERBIEZAERBUMER U LSRR . RAGRR Il AV ERENS S AR T BRI,

BRI AL
BN

éﬁﬁg; Iﬁg%wﬁfxﬁﬁcdohmumcb AEHER ACR20. 50 f170 RIEMESLE—E. WW=TERERKN
=]
®=. REEBERZREBHHBRRBRSD ACR REHFAGSL)
e RA 5 I RASZR I RA B I
Z B )/ | Adalimumab® |  %E#E | Adalimumab® -;cl’wa/ Adalimumabp
MTX MTX MTX MTX
n=60 n=63 n=110 *n=113 n=200 n=207
Aév:{g%o 13.3% 65.1% 19.1% 460% 29.5% 633%
R NA NA NA NA 24.0% 58.9%
’fﬁg go 67% 50.4% 8.2% 21% 9.5% 39.1%
Y- NA NA NA NA 9'5% 415%
’fﬁg ;JO 3.3% 23.8% 18% 12.4% 2.5% 208%
LY 7 NA NA NA NA 45% 2%

o RAER | 7t 2438, RAER Il 7% 26 B. RA & Il 12 24 380 52 B
b 5 —E#E 40 mg fjadalimumab
* p<0.01, EAREBEEadalimumabiEnt LR ACR 200 50. 70

RA 38 || fEiB#ES 40 mgadalimumabfiiiE A, 7 6 BB ACR 20. 50 1 70 MR IELL RS BIA
53.4%. 35.0%F 1. %, MEESE 2 BEEES.
RA 58 IIl ff1 ACR m@%a%%%wrﬁm%ma THRAMER BT RES —ERTBHRR. .
£ RA GBS Il BIRUEEEIE (R, AZ A ACR RIEfRALBRERRES 10 FNHERRE. 7207 I
PRE A B R S ECZIRRIE 40mg adalimumabiaRim AR, 114 ffFEkRIE 40mg adalimumab;af
ERF. s AR, 86 £l (75.4%) EEIACR20 RIE; 72 {i (63.2%) EEIACRS0 RIE; 41 fil (36%)
#5) ACR70 RfE, £ 207 fuisAf, 81 iS4k 40mg adalimumabiafifiE . EELRAE
q: 6417 (79.0%) 22| ACR20 fefiE; 56 i (69. 17) 2 ACR50 o fiE; 43fiL (53 1%) &3] ACR70 [ ffE.

RO, [RAAZEMEERZRA S50 Il B ACR R IE4E

S8 () RHI/MTX (N=200) adalimumabe/MTX (N=207)
FAER 2438 5218 FAER 2438 5238
BREMSHIE (0-68) 26.0 15.0 15.0 240 8.0* 6.0
SFEMSHNEE (0-66) 17.0 11.0 11.0 18.0 5.0 40*
BERTAAE T R RE N © 63.0 35.0 38.0 650 20.0% 160
AR R E 1 © 53.5 39.0 430 52.0 20.0% 18.0F
=5 59.5 38.0 46.0 58.0 21.0% 19.0F
EIEFEH (HAQ) © 1.50 1.25 1.25 1.50 0.75% 0.75*
CRP (mg/L) 10.0 9.0 9.0 10.0 407 4.0




o Fip—BRE 40 mg §Y adalimumab

° \EELER, 0= K, 100 E'i% 5

¢ EE?HF‘%E’]%WE%& = fE, E% FHERABITTOERINEE /1 FA/HTI B,
. T HF. BiE. ﬁiﬂ%iﬂfﬁﬁﬁﬁ

* p<0.001, adalimumabifEitRRAl, I BEERMFIHEER KK ‘

72 RA 35 I i, 84.7%7E% 24385 ACR 20 RIEMBATESE 52 BIRFFHRMNRE. TIERMPERR

Il F0 11 fradalimumabi ACR 20 f R 2 1 .

B FE%BERZRA HER Il 52 BRI
CR20f /&

@1

B=: FRBRERZRA B I 26 BRI
ACR 20 g &

70 60
R
60 50 S ~———40 mg every
50 m— 40 mg every 0 other week
other week/MTX - - 4 - -40 mg every
A0 week
% - - O - -Placebo/MTX «« O - -Placsbo

N

3
N
8

3

Percent ACR20 Responders
3

Percent ACR20 Responders
w
8

o

o

0 2 4 8 1216 20 24 32 40 48 52
Time (Weeks)

0 2 4 8 1216 20 24 26
Time (Weeks)
RA 5 IV
#EFadalimumabia B FMEERE AR ACR 20 & FEME % R B AR IEERENRARER
AHEZEANE (0<0.001). ¥ FEmEE|adalimumabfiEfth DMARDs %W#FE*HEQE’JWRT RRME.
ERARER Z IV A1, EFadaimumabiaBim AL S FJA"J,:.%E AR REEHEESIACR 20 50
70 }iiﬁo 1 RA 38 |, #FadaimumobABAmA (26.0%) AESREHERA (5.0%) £E—8
(E— R BER) ACR 20 &ﬁﬁﬁﬁﬁ#“%ﬁz%ﬁ ARG EE Y 28/ ACR 20 REEh R RA 35
I %u IV HETIE (SRR ED) ;%»iodonmumob AEIEA (D RB36.4%. 29.1%F1 33.7%) iz
ZREHEA (DR 7.3%. 13.0%H 8.6%) 2 M. 518 ACR 50/ 70 f fERF Rt it Fr A A B
BRI AFENERE. ) ) N
ﬁ%ﬁ%ﬁﬁﬂﬂ MTX E’Jfﬁ‘}\‘réﬁI7%1*ﬂuodolmumobﬁ’\]%}%%EﬁiE 40 mg MiSEIRBIMNAE R . B
—ERAERNRPERTBEIED, BB, TR RENBARRZEAEEER—E 40mg

E}u%?;va 40 mg.
RA 38 V ZRURERER MTX Az RUERIBMBAAMA, Madalimumab® MTX &ftas, HE
Zﬁéﬁg ;g\TX Radalimumab g, HRES 52 BRARIRLRESN ACR RIE, TEERZEFE104 8

AR
5 52 BRs, Bl adalimumab/MTX jamERTH ACR RIEFTFIZEB#HAES, LEARFESE 1048,
T EmENRBR, EFadalimumab/MIX &AEABREARE 48.5% 25 |TEMBRRE (ACR70

EEANER) ; BY MIX BEEARNRBEAS 27 2%E5 T EHKRME (p<0.001) ; #Fadaimumab
BBARINE AL 24.5%E5 'JEEW“&BE (p<0.001)
%£T. FERBESZRASB V hz ACR RIE (FAEAL)

o1 MTX® adalimumabe adalimumab/MTX
e N=257 N=274 N=268
ACR 20

%5238 62.6% 54.4% 72.8%
% 10438 56.0% 49.3% 69.4%
ACR 50

% 5238 45.9% 41.2% 61.6%
% 10458 42.8% 36.9% 59.0%
ACR 70

% 5238 27.2% 25.9% 45.5%
% 10438 28.4% 28.1% 46.6%
TEERRE

$ 10438 [ 27.2% [ 24.5% [ 48.5%

° FEBRRREERRFEEAREES ACR70L
® p<0.05, adalimumab/MTX &#FaEMBER MIX BEAEz ACR 20 KHE; p<0.001
, adalimumab/MTX & #48BARER MTX BE2Ba7 2z ACR 500 ACR 70 K ER * B8 Kk FE

¢ p<0.001, cdollmumob/MTX EftaERERadalimumab B84 E

# RA HE V E’]ﬁﬁ%“%k@‘ié‘fﬁl BEaRRiE 10 FHEF ACR REX. 542 (RE#ITERE

40 mg adalimumab %E A, 170 {uiERiE 40 mg adalimumabiasEiE 10 £, £ELHBAE

h, Jl/;jé%%ﬁ}\go 67] ACR 20 [ fEE; 127 fufm A (74.7%) 5] ACR 50 RHEE; 102 s A (60. O%)

EE &J

£ 52 BrF, 3 adalimumab/MTX 8588 ZEAE 42.9% 3B REMR (DAS28-CRP<2.6) ; %

MIX BERBEZBAG 20.6%Z3ERER; EFadadimumobBEEaRsmARE 23, AT

%ﬁ odollmumob/MTX E’]A{#m%EWI‘J:&%H:%‘WﬁFFEEFE’ﬁEH/Erﬁ%ﬁﬁﬁ:{“)\ﬁﬂﬁf‘{“
EBER MIX (p<0001) % adalimumab (p<0.001) BERENER (FREN) o REEERS

EEEUGdGhmumeE Ak adalimumab/methotrexate &4i4%, E_EAF;%HHT%LW‘K%E’]SM i

ZaEH, 171 AFRETHK 10 FadalimumobiafE. fEisLRaEE R, 109 ukaE(63.7%) £5 10

FRABHRE I Z D

%4 REREERZRA HE V hz DAS2 R/

Efé]‘%o;é adalimumabFER R, B EERN PSS ERKE

8076

BRELER, 0= R, 100— i

1@%‘?1&??%5’%@9%{ * AERARTTIIERNE: FRATH. BI. &
? foir gﬁ% %“f?ﬁ 1%%#1%&*119@#5%,%?33

e r“‘1/‘*[1:

%Faﬁ?ﬂ]%“%k@‘iﬁql ACR REER FFRiE 136 B,

RENFRIE
EEEES AR RPN RE QBRI E. F. FRNNOBSSYGAEEL. £ 24 8 (K
AfEfadalimumabsh 2R E 2 S EEME) &5 4815(}5}?%4* AfEFABRiE#Eadalimumab) BiS. BRI
BABRAR z%ﬁ@u;ﬂ%_m =t Sharp 545 (modlfedTotaIShorpScore mISS), EIEE e B
(AR B AT B 195 ), MBS R,
ALk, Pladalimumabs J§E<JFATB%1EEES@H%% SR, BTEREE48E. HFRERT—

a o o a %

BE R
Ft— ERERESRARTEEEHERZAZBNA Shap S8
ZRIE N=141 adalimumab N=133
% 24 8 %248 % 43 8
HAEREE 22.1 23.4 23.4
RETE + 1R 0.943.1 0.1£1.7 0.2+4.9*

*p<0.001, adalimumab (5 48 J8) M8 2Rt (56 24 1) Z e B R ik RR £47)

pladalimumabia i Bt E S 48 BEMSRITER 2 FRE (n=102) f, 84%1E 144 i THE
BEURMIMGHR I E
i,ﬁnngﬁﬁﬁ%,ﬁﬂw _ .
fEfadalimumab; %‘E 158 24 WERZREIAALL, 1 HAQ T SF 36 314, BERESIEEHNEESR
i;iﬂgiﬁé EE%BSZF%UEHWHFT Ef%/ﬁ:nlﬁ ERLEREE 136 B,
=T “-ﬂiﬁ% ]JE %0 mg fladalimumabiZ 45 ZEHE 2 @R 393 AUEBIHEE TS AN RAR
AR#ER R 24 B %E §WJ¥TEHE’JJW&¢1& —TEEKAIEER (AS uit%xxIﬂ%MOS 607)
MA 315&%@3]&@3]&%’}%»\Em%?—*fATﬁlJSm £z 2fEEE: (1) Bath EEESELREE
gL (Bath AS disease activity index, BASDAI) ﬁ§§( = 4cm. (2) BEEEZHESELEESR (visual
analog score, VAS) = 40 mm. (3) REMEE= 1 /M), BEESERIRNMARA ) . EEEHSE
W7, BEE—(ENERRY, RAESE FRESE R 40 mg MadaimumabaiE 236 i
%%EE WZAEAEML, MadaimumabiaEim AR BEES X EREEKERR Jr“%EE’]Eﬁ(
ﬂullm Pyt &?ﬁ PR, B ﬂ*éf‘ﬁ&ﬂiﬂ JEERAEBIE B RENNE, AERS 2418
Eéﬁﬁﬁ‘ 2H (total spinal ankylosis) fIRALBAALHE (n=11). ELRARLERLE EE’J%)\
)

---0--- Placebo (N=107)  —m— HUMIRA (N=208)

% ASAS20 Response
8 8 8 8838 3

E

o

0 2 4 6 8 10 12 14 16 18 20 22 24 26
Time (Weeks)
* p<0.001 level versus placebo

B FREBERHBTEREZZ ASAS 20 FHE
Tt FRERERLRASHBZEEMERXARZENRE—AS {8 | EREHIL M HE

FHA FRRHERUC B ZRE. BRNFERS (HATHL)

LR ‘ FRF—iB5tadalimumab 40 mg
N=246 N=248

%5218

ERIRAER 8.5% 17.3%*

R R IE 18% 30%*

HRERE 15% 25%*

5 8 EME 528

FEER 4% 8.5%"

B e 12% 24%**

FERERE 1% 19%*

BRI e R Mayo 158 < 2 Hﬂi/ﬂ 0> 1,

*0<0.05 £ 7k Hadalimumab v.s.2 & Bl B o EL 8
*p<0.001 £ gadalimumalb v.s. & & g f EL
° EEEETREHRERE

E%/\ﬂﬁ)ﬁﬁﬁﬂ’]ﬁ/\qlﬁﬁﬁ 52 B, 47BMBABRIE, 29%MBmNELIRAER, 41% MBEABH

Fﬁﬁrrlﬁi& UC HBIRY R, EUCHE A Eﬁlﬁﬁﬁ*ﬁq]%’%ﬁ%‘ ﬂﬁ?ﬁtﬁi‘ﬁﬁ’]%ﬁ

C B Il d, 498 40%RR AL INF-EHERIC 4 infiximab Jak B HEMNAEHE INF-ER
”“Mﬁﬁiﬁ“‘ia[ﬁﬂ’]r)\ adalimumab #315 tef5 A BB (R . EL‘“‘ﬁﬁ% TNF-}%TE HIJE ?‘?%Eiﬂ’]f“)\
M, REHEIAAF 3%K adalimumab 4845 IO%E’\]‘%)\E’% 52 B EFIEE B R . N
UC a8 | & Il (I ATRIBIE A — BB BT It BR (UC R Ill). K%Y S0%AIBATEARE] 3 F2AIfFIE
&, Esadalimumab 43 3 £, Apartial Mayo score &4, B 75% (301/402) fa5m AEFIEE R
%ﬁ}fo AEER—ENERERERBA, TREAEHEENadalimumab fI4AZ5ERZ 58 40 mg M

o
BERARERKARSE R R ‘ N .
A ERREE. BIMANBRET, A5 24 8, HRNEHLF (FEERREENHNE) Bz BE
BARK TEEZSS%AE@;?E%E&%@% 45.0% (9/20). BEREEZIEHAPERNBBEER RN GHTE
Eagﬁ%ttéjﬁé‘;m 1 (£ composite disease assessment scale Fff4), EEEBANEESEERE
I8
BRI R
OdO!Im}JmGbE’\]%‘Eé’Iﬁ%ﬂﬁiﬁ'l‘iﬁﬁéb}iﬁéé%’Iﬁ%iﬁi%ﬁﬁiﬁiﬁzﬁﬁi)\']‘é’liﬁ‘iﬁi\(cmonic plaque
psoriosis) HA (B&=10%BRAERECEGERBRERER (PAS) = 12 5=10) BHRIHEE.
5. ZRAHRKBITG. 73O EAR | e | WBA, RHEER LG MRASRLR
%o adalmumabfiZ £ HRBAMIELELNBE S SIEREZ FBEF /SR EHENFEZEREMABEE
;ﬁ,%(chromc plaque psoriasis with concomitant hand and/or foot psoriasis)mA RS & 2 FEitk. &5
AR (BRI o )
gomEER | (MO3-656) 3¥fh 1212 A AM=ERRIER. EREE A, ﬁ}\?“ﬁ’ﬁﬁiﬁﬂéﬁcdohmymob
80mg, BEEVUAEIE—BHRGTER—E 0mg. Rk 16 BiZ, /55| PASI 75 R (BEE AR E
L, PASI S#EED 75%) MIBA, HEE AR B, BESHERSEE 40mg adalimumab. 7
5 33 BHAEFF=PASI 75 IR RSERSER A HREM DR ZIEZ AN ZNaBmA, BEEAERE C 2%
ARE#OEES SR —E 40 mg adalimumabsk ZRIE, FINAE 19 8. FrARIARE, FIEERPASI
HEB18.9, &% AEENR A AARS LT (PGA) ﬁ%ﬂ(éﬁ@,&ﬂlr‘*‘ (&53%HAN) ZREE (41%) 2R RS (6%).
R | (MO4-716), LEBTE 271 fURAR, #HER MIX RZRE], #/H adaimumabiz & 4G
Wit WABSREEG MIX JHAEIE 7.5 mg, ﬁ*féi‘ﬂuﬁl E2% 12 BRmE 25 mg tadalimumab
VaEE 80mg HESRE—E 40mg (EVIREIB—EEMG) 2% 16 B. BalEAGER 16 B2
adalimumabi MTX EEESAEREIR. 5% MIXAENRAES 8 BR/%E 12 B#EE=PASI 50 KfE
BIREE— S mE 2. Fﬁﬁﬂ’]ﬁ%iﬁ SEIJEAER, PASI 3805 19.7, REEER PGA HEEERERE
B (<1%) ZHE (48%) FEEE (46%) ZIFHEE (6%).
T2 ME2E R E3 MR RA L WA BBIREE M (M03-658), B#FadalimumabiafE®

e

EHWAR | H|, TEIERALREREE |6 AR PASI 75 RIERRAL S (RE+EMRA/N .

MTX adalimumab | adalimumab/MTX
DAS28 [ | N=257 | N=274 e
55218
TR (FI(E) 6.3 6.4 6.3
BEEE Y S PIE (FIOE + BERE) 28+ 1.4 28+1.5° 3.6+13
ERZEAB S (DAS28<2.6) 20.6%° 23.4%° 42.9%
¥ 10438
HAEL (THE) 6.3 6.3 6.3
BEEEY e TE (TYAEL Bt ikhe) 3118 | B2E18 3813

@ p<0.001, adalimumab/MTX A4HARHRER MTX BEBaE

;ﬁ%}ém(g, /&dolimumeb/fvﬂx L8 ERERadalimumab EXEE &

£ RA B Il i, EFadaimumabiaBim AT REEREMHREANBENE 11 £, BHLEE
AR R L BB A H Sharp 48§ (modified total Sharp score) REIER: 281448
(erosion score) %ﬂl%fianlf‘ﬁwmﬁ\ﬁi (JSN)E’JEQE%;&E F/EHAHE NS RB RN LY. 6 [BR
12 EHHE. %12 BAMNERIINEL. HEBRIST Sharp H#1 (Total Sharp Score, TSS) Ff3a
AUES 6 EARATHREAERHERNNE, TARE12 EEMGRETE. HNRE @tﬂ'}ﬁﬂc&%
52 EAgE R #Fadalimumabil MTX &HFaRER AR BLEEREBE R MIX #K

Tt RRZERERZRA HER Il fl MTX BEEBR A 12 8 ARSI 2 R R

ZR# | adalimumabe | adalimumabe pE

N=200 N=207 HZEEZER
ARBHEF 2 Sharp HEEIZE (FHME) 2.7 0.1 2.6 <0.001®
EERE (FiY(E) 1.6 0.0 -1.6 <0.001
SEHNEN (FANESLE) 46.2 62.9 16.7 <0.001
RAERREIRE (JSN) S8t (S 151E) 1.0 0.1 0.9 0.002

° gR—ERHE 40mg
o pPlranked ANCO\/A BB
RA BRIl BIBE RS %&Lﬁ*ﬁﬁﬁ‘? i*ﬁifﬁ%ﬂ@%fkﬁ%ﬂﬁl‘%ﬁﬁ%ﬂﬁfﬁ)\':PEL?E% 8

0 . 758 8 F, 207 1_L7‘E§)\EFE’] 81 funthEat B EANL adalimumabfgiB 40mg A& R A LURETAR
wf%“ﬁéio AELEFAER, 48 WFASEFERENEL (EBABEBNAFZ Shap HEEIEE/N

0.5), 1£5 10 &, 207 wﬁAEPE’] 79 fpthE A B EIl adalimumab BgiE 40mg AR R A UK

J %.ﬁ)ﬁie EBLRAER, 40 UBALBEERAENEL (ERRFBBNEFTZ Shap SEMHE
N 0.5
TERAERV i, BASIEEIBE 2 AR RAHE Il 1R 7£5 5281 % 104 B S5 ShapHE. Ei
DER SN FHEEMEHRZEHNE, SRERER] MIX stadalimumabBia%4E, adalimumab/
MIX & HARAEE T B MIZE BB ARIDE (nsﬁ%/\)
EJIS F!’Bﬁ?ﬁﬁﬁ%unZRA HER V 5 52 B SR RA & F A

MTXe adalimumab® adalimumab/MTX
N=257 N=274 N=268
(95%f=E M) (95%f=FE ) (95%{=%6E )
&3t Sharp 8 5.7 (4.2-7.3) 3.0(1.7-43 1.3(0.5-2.1)
RELDER 3.7 (2.7-4.7) 1.7 (1.0-2.4 0.8 (0.4-1.2)
JSN 8 2.0(1.2-2.8) 1.3(0.5-2.1 0.5 (0-1.0)

© p<0.001 %% 52 38F01 104 3adalimumab/MTX &8 mAEE R MTX BX845%
® p<0.01 %% 52 jBadalimumab/MTX &4 %*ﬁtﬁ*odohmumob sqaz% %&p<0 001 # 104 8
adalimumab/MTX & a8 A& adalimumab BE3giAa5
£ 52 BER 104 BRRREE, ZERL (ARBHNETZ Shap HEHHKE< 0.5 MBEABSLLE
adalimumab/MTX &45aER4ER (9 RlE 63. 8‘7& 61.2%) EEMEL MIX BBAE (9 EIR37.4%%
33.5%, p<0.001) RadalimumabEi®iaE (2 51k 50.7%, p<0.002 % 44.5%, p<0.001) 5. £ RA i&
% V HBIBEEE RRRT, £ 10 55, ﬁiﬂﬁ%ﬁﬁﬂéﬂ methotrexate BB odohmumobﬁ
%,ﬁ%%uodohmumob/methotrexote BHRENR HiE@mast Sharp 438i(modified Total
Sharp SCOFG)EE'E%ZE&ﬁT—i’]TEﬁn’J?% 108, 9. 2 %ﬂ 39, REBEMEHSE TS‘RETJCE’H%NFH%HI:@ Cedill
79, 31. 3; 2§37% E}J %o
IEHD A
EMELEEEES IJEHEE%UE%H*W FIRREIMARS (HAQ) MU AR RARRNE
EmE, H2 RA f\% Il BTasLIEEESE 52 WM T ZREE. ERANERRFPadaimumab FrgHE
B/RRIRER, HEEEESE 6 HAR HAQ MEEESERN ARG EAERNNE. £ RA M
Bl dh, REREEE 52 BHNERYME (F#HERM), adalimumab/MTX & #Fa5m AR-0.60 (-0.65,
-0.55), REE/MIX &4H48E B-0.25 (-0.33,-0.17) (P<0.001). 63%H5adalimumab/MTX & #ammA
HHAQ %5 52 18 (S EMMRRER) AR 0.5 L LHBE. ASMED BEESIERELFEAR
RO Ao 548 520 38 (10 ) BIRUE S A mpE k.
AENEEE B X HRFSGNEST, HXRERD (SF36) tilARHhER R RAENATE Y. TEE
FrAMERRS, 0d0|[ﬂum0bﬁﬁﬁﬂ’lWJE/B#Fﬁ?EEEﬂ CEER=E 6 {HA SF 36 SRMEASHRE
BIAGAE R NE, BOE RA 58 || 1% 52 BEEEE. SF 36 MTORETES 156 1B (%36 1131
B) WEE R e, 28 I 71V t, addimumabZs 6 & F8F SF 36 'Liif’-ﬂifé%uéz‘%{’dﬁﬁzﬁ”’“'ﬁ
n'i' %%H’]imﬂﬂo EFTENERET, SF36 MERBEMESERABEAMELENES 6 HRSRBHE
40 mg E’]OdOllmumobiﬁ‘ztﬁm‘Ué% FERNNE. L”‘%ﬂ‘iﬁ"mi[‘m]ﬁrﬁl Elﬁablﬁuﬂﬁ (FACIT) 438
E%auﬁ% BREMAATH=E:ET, £ 6 EARESERMERMNAE, LHE RA B Il 5 52
Fo
ERARE V i, 552388, adalimumab/MTX &#ta%7E HAQ B HEEL. SF 36 MSEMEENEE
B MIX B3R ﬁ&odollmumobﬁﬁﬁi’aﬁi’gaﬂﬁ% (P<0.001), MH5EZE 104 8. R BBIEHLTiH
SERN 250 U FAER, £ 10 FARBBERFSRERIENSE.
R R RRR . N
adalimumabfZ &R ZEH BRI 413 BRI ANRARH R 2 @S, 5. REFHEHN
‘ﬁ%ﬁ?&?{ﬁo FCREEBAERA (PsA) i8R | (M02-518) I 313 fir i 2 28 [ == {k R 2 e L B B ¢ A 5 7
(>3 {ERERRRASI >3 B EEE) , SLmARNIFERREAZE (NSAD) B RIEA—ER{HR
@&KE. 1. AfiEERE (distal interphalangeal, DIP) 47BY (N=23) 2 %Eﬁ’éﬁ't&ﬁﬁ’éﬁi\ (FREBEEME
&, BEELR) (N=210) ; 3%;&@@%& (arthritis mutllcms} ; AEHTEIE R BRI IREN
(N=77) ; 3 5. SfEE Tﬁé*& FAES MIX 6% (BT JE<3Omg/JE! BR—EA) M
%ﬁ 313 AEA R 158 fr) TW&*‘”?&&‘ MTX #HH@H;E’]M%‘ WEE R adalimumab 40 mg RE
ﬁﬁ“ﬂ’éﬁﬂﬂgﬁﬂ —k, R 24 LEHR. PsA R | (M02-570) RHj 12 38, A 100 fu#p
DMARD & 5&%%:5’\]?%)\0 Eiﬁmt 2 B EaRF, 75 383 fﬂﬁ)\éﬂ)\—ﬁ&%—i@%}éﬁiodollmumob
40 mg Z BIRUEAEIE B

ACR 71 PASI | [E
LB EAEE, L adalimumabs; ﬁﬁ‘ﬁ']i%)dfﬂﬁ,ﬁltm,ﬁugiﬁaﬁ (FRERNARERT) . EER
odollmumob,’aﬁﬁ’léﬂﬁliﬁﬁﬁm BAT, EE—RABES (WBE) B L A NG ERRE.

HRED ﬁﬁ)\ﬁiﬁi/\ﬁ*ﬁﬁ%xx&Eﬁﬁﬁﬁzu&%ﬁfﬁlﬁéﬁxﬂﬂ BRI R LSRR
KBS NERA] B2, ML EEBRem AR B ARIRES MIX %, REEEAE. -
HEREEDESHERER (body suface area, BSA) EAZ= u;ﬂ’]ﬁ)\uﬁﬁﬂéﬂmﬁﬁ)ﬁ%@&
(PASI) R, 7255 24 38, addimumab A4 (N=69) 23| 75%5 0%EMBALLBINRIE 59%K
42% ERHE (N=69) 128 7573 907351%9’14‘ ALLBIRISEIE 1%% 0% (0<0.001) o S—RkA5RE
B (FBR) LA PAS REERITE. S SRR A2 AARRHES MIX (56, RIER L.

FN EEHABRERXEBHEZEBFLRSLARZ ACR RIE (FAFAL)

PsAzREs | PsAz R E Il

& LRI adalimumab LRI adalimumab

N=162 N=151 N=49 N=51
ACR 20
$£1238 14% 58% ¢ 16% 39%°
F248 15% 57%° N/A N/A
ACR 50
$£1238 4% 36% ° 2% 25%°
52438 6% 39% ° N/A N/A
ACR 70
%128 1% 20% ° 0% 14%°
%2438 1% 23%° N/A N/A

o p<0.001, gt¥fadalimumabiiz R Ez FrAthE
° p<0.05, $r¥fadalimumabBZEHE < FriathE

N/A i
* ERHBRERLBEENORSER | FAZRREHESR

LRI N=162 adalimumab* N=151
S8 P HAER #2438 EAEE F248
BEREEE ° 23.0 17.0 20.0 5.0
ZRER RIS © 1.0 9.0 1.0 3.0
BERN AR TS © 53.0 49.0 55.0 16.0
AR © 49.5 49.0 48.0 20.0
R © 49.0 49.0 54.0 20.0
FEREEEr (HAQ)Y 1.0 0.9 1.0 0.4
CPRe 7.8 7.4 8.0 2.1

***fi*é‘tﬁ IN Lg;éig?aﬂ adalimumab RZRA AR FARLEZ P<0.001. <0.01 B R%st EEER.
N &t
> Bath BEMBHEAEREEEE (Bath AS disease activity index, BASDAI)

FE55 24 JARY, TAEN 6HIARRIEIARMBA, 22%adalimumabia s A S — BRI AEREE
14 (DLFETI{E ASAS [ fE2 8 ( S 8kdE 0-100 mm ) sy —{ER E{E<20 A#E4E) (P<0.001).

FH=. FRERERSRTEEMERANEAREDESR

S| adalimumab 48
N=107 N=208
HAEE %248 HAER, %2438
P F1 F S

ASAS 20 [z fEfg1Z*
AR ERE B RT i 65 60 63 38
BEEER 67 58 65 37
RO 6.7 5.6 6.7 3.6
BASFI=* 56 51 52 34
BASDAI® 43 &i* 6.3 5.5 6.3 3.7
BASMIe 43 &i* 4.2 4.1 3.8 3.3
Tragus to wall (cm) 15.9 15.8 15.8 15.4
JEREE R (cm) 4.1 4.0 4.2 4.4
St (&) 42.2 42.1 48.4 51.6
FEHERE (cm) 8.9 9.0 9.7 11.7
BRRIEE (cm) 92.9 94.0 93.5 100.8
CRP™* 2.2 2.0 1.8 0.6

° U&}E:%%EE%%E (Visual Analog Scale (VAS) 0=£&, 100=&E) {Eakfd, ZEAH 20% 10 EAIZER

b
° B2 5 6 7 BASDAI (E%E d) fFY
¢ Bath BEMSHEAINGE Eﬁ (Bath Ankylosing Spondylitis Funct\onol Index, BASFI)
d Bath BE MBS HEAEREEBITEE (Bath AS disease activity index, B, |
f

)

Bath [EE M EH A% EEL (Bath Ankylosing Spondylitis Metrology Index, BASMI)

C RFEMERH (C-Reactive Protein, mg/dL)

5 24 RS adaimumab s BB LRI RIE Y AL B AG T EHEE .
Ebégé%/?%ﬁl%f‘ﬁlﬁﬁ?&xﬁﬁ)\?)\ﬁ%%ﬂ’]d\l%f% BE. ZREEBEHR (AS &I, M03-606¢)
WARENERZEMEEH—RIENRERREE  SF-36 &Fﬁﬁiﬁ’]fﬁlﬁﬁ?&ﬁiﬁuugﬁﬁ
(ASQol) Z{EEMEHEAHERTE. HLREAEREML, PloddimumabiammA SF-36 Physical
ComponentScore 5 12384 REBEARKE (LHKEA 693, ZRIA Jiﬁﬁ’]ﬁiﬁ%] .55; P<0.001),
BRHBESE 24 18 (P06t 7.44 V5. 1.85 N
EEEBRAEEARERS  (ASQol) E’ﬂﬁ%ﬁ‘&%’%iﬁ%&%ﬁﬁiiﬁuE&%Eﬂ?&iﬁu Eﬁiﬁ?’;f Bl A B4R
tb, PladalimumabiaBiBEALES 12 BRES LARRNNE (FRER-3.15, REREFINE
5-0.95; P<0.001), BEEZEE 24 8 (FHaE-3.58 v.s.-1.06).

TR AR R B
OdollmUmOb%Elﬂﬂ;E’lﬁéﬁ&%?&ﬂﬁ"qliirﬁi)\ﬁﬁéﬁfﬁf)\(%@RE/EEJI‘HEF (CDAI) =220
H=450) B¥%ZHEk. ﬁ”’"J%]‘EDE’]uit% e PﬁﬁglﬁﬂgE’]OmmOSOhContes KBEEER/
Y%Tﬁﬂ’é"”"ﬂm?ﬁﬁtﬁﬂ’] ﬁ 79%9’]?)\% 2 h—EE

ERERzIE (E2h CDAI< 150) B 2 ﬂﬂigﬁql%&’ﬁﬁe Ti CD ui%xx | (M02 403) /1, A 299fuREHE
FI INF-EEUBIRE A SBES O M 4 BiaRkE; RRBIEESE 018, £ 2 BESRRE, 160/80 A% 0 JD
#Zadalimumab 160 mg K 5 2 B#5 80 mg, 80/40 475 03B adalimumab 80 mgk & 2 8%
40mg, & 40/20 4B 0 Bz adalimumab 40 mg R & 2 B35 20 mg. 5 4 @R fHER R A n%

£ CD &8 Il (M04-691) mr, 325 ¥t infliximab E%%ﬁﬂiﬁimmﬁﬁ'}f)\%&ﬂﬁ%ﬁﬁm% 0 18%
adalimumab 160 mg %5 2 18 80 mg 5% 0 R 5 2 BT REAE . £ 4 BRTMEBRKRER.
EJ?F*&&FZ%’E#EE CD ‘iﬁ% Il (M02-404) #ksFfh. fEitERH, & 854 & F)\}%EOdOHmUmG?Eﬁ

MEEAE, £2 085S 80mg R 2 BIES 0mg, Wk, &% 4 BEABESSRERBES
adalimumab 40 mg. &S adalimumab 40 mg siES 2R . EREBERE 56 B. HRIHES 4
BEGRRE (CR- 70 [‘%TEEE CDAIz 70) BABHRR EBRIHA S ERNDHT.

BG4 R AE
AR INF EFARREA (CORER) ﬁ]‘lnﬂmmobE%ﬁ&ﬁiﬁﬁi“liﬂ’]f‘ A (CDaER ),
IR ZRIEIE, 160/80 addimumabia B ARSI BINEATS 4 B siRRER 5 (SR,

Ftm. RERBERCD B MCORR | ZBRERZFY (FABEALL)

CD g | CD i Il
LRI adalimumab 160/80 mg LRI adalimumab 160/80 mg
N=74 N=76 N=166 N=159
EX80
BRIRE R 12% 36%* 7% 21%*
e PR & HE (CR-70) 34% 58%** 34% 52%**

ﬁunf%‘ﬁﬁﬁéﬁ CDAI f5#i< 150; EgiRiMERH D CDAl fE#ED 70 B,

*p<0.001 Exaodohmumob V.S, ;z L R S RO L B
**p<0.01 Ekaodohmumob VSRR RE R LB

BB
% CD nﬁ%’fx Il /1, 58% (499/854) MR ATESE 4 BELERREESETEATARTE. ELESE4 B
ELBRRBOBAR, £E26 WH6 A, HBRE ZRAEERE, Sk ¥ —iB$52odalimumab 40 mg &
?v%ﬁﬁﬁi%i%ttﬁﬂﬂ’ﬂﬁ)\iﬁ%ﬁ%ﬁ? (Eﬁ%-}—ﬂ)o R ER—BEZadalimumabiaiil, 8BS
adalimumabiafia s B BB = M ER AR B FR R

FTE. FREHERCD 28 | ZRRERZHE (AT

%
“f»

J— SRE—BER BHER
N=170 adalimumab 40 mg adalimumab 40 mg
N=172 N=157
$2608
R ER 17% 40%* 47%*
BRI FE 28% 54%" 56%"
%5618
R ER 12% 36%* 41%*
R R 18% 43%* 49%*

E;;Pt?‘%ﬁiéﬁ CDAI f581< 150; BEIRRAER R D> CDAIfEEZE D 70 B,
P<0.001, adalimumal 4B %5 78 5k i Hr 8

Kﬁkﬁﬁftﬁéiwﬁﬁﬁﬁﬁﬁ“iﬁﬁﬂFﬂ%ﬁ%m@r/\ EENEE , BR—BEZ

odcllmumob,‘a%ﬁﬁaﬁfﬁ)\ﬁEEEE@EB#FE mme a%ﬁ BN RREE, ,odohmumob
%‘iﬁiﬁir fﬁmﬁﬁa’ﬂm&%ma’lttﬁJEEEEﬁEE g

WEREEAL, £E268, odo\lmumob,éa%iﬁﬁ“ﬁ%E’JEﬁﬁ Aﬁéﬁﬁfa%mi‘mtt

i, odohmumobiﬁj% [21/70 (30.0%)], MEREMAA[6/47 (128%)]. HRIF23/70 (32.9%)

adalimumab A F16/47(12.8%) = HiﬁﬁAgé%%ﬁAﬁEHE%Stéﬁ
E—EMAISREAMNESRE  (M05769)  , Brgadaimumabiiisii :.Eﬁa%& 2747}*‘
Fadalimumabia EEHE AR S 1 2BE T HER S, gﬁmﬂjiﬂﬂﬁwl% (p=0 6), 24.2%¥E%%
OdGllmumOb/é‘%E’Jﬁ}\ﬁ”%SQJBL@J#ﬁFéﬁ , MR AIR0% (p<0.001).

EiEm
ke ) uﬁ%’“ LA, AR RAIEIAR, 7235 4 ERE %A E adalimumab 80/40 mg 1l 160/80 mg 481
BARERSFE B AEBERRRE (BDQ) BNNA R EHIBRMNNE. £ CDHERIH, 7526
R 56, adalimumab jAFHERE R BRSNS,
/ﬁﬁliz*ﬂwxﬁﬂiﬁﬁ
E(EREE. - ZRIBIHEBHESR, SHPEEREFHIERBMEBARERA (MayokEd 6
12 43, Wﬁﬁﬁm?ﬁ%& 2-3 4) Ef7addimumob EEEIR S HRAMIESR . ﬁﬁgzﬁlﬁ
Aminosalicylates. 57548 E &2 A/ 5k % & A E L2 S EFAT.
7 UC w8 | 1T SRR R (5 B Mayo 58<2 HERIEH> 1) (RTfE. £ UC 5% 1o, 390 fik
BEBREEET (TNF) F%ﬁ”é" AEERIEA, BESREEP—AREHARES0 BRE 2 BEZRE
#, adalimumabB7EE 0 B adalimumab 160 mg, £ 2 jB#:5 adalimumab 80 mg, =% 0
JB#E adalimumab 80 mg, FEE%E 2 @#5% adalimumab 40 mg. %5 2 B, adalimumab /&
A A SR adalimumab40 mg. s 8 BRI RE R,
ZEUCHE I b, 5 248 (DEAEE 0 BESadalimumab 160 mg, % 2 B adalimumab 80mg
#ER—EEZadalimumab 40 mg, 7 246 [ A RIS 2RI
58 8 BRI R R ERZFE, $ 52 B HMERRERZ #F.
AR SR EAE, 5% 160/80 mg adalimumab &%, 7 UC & | (45
R UCHER Il (951K 16.5% vs. 9.3%, p=0.019), E%&E B HR]
FREM, 78 UC 58 1|, 5l adalimumab sARESE 8 MR EIGHR E R AA
(51%) {7 N EE FRER.
UC B Il 2 BEHBAER MR 7],

’iﬁ&

ot =

Fryur
)_r
2

HHRY dalli b4 o - N -

R et adalryrao & F+t. ERRRESEFRR | M03-65)% |6 HIHAER
ASAS® 20 ZRUA ER—BES 40 mg adalimumab
Week 2 6% 0% N=398 N=814
Week 12 21% 58% n (%) n (%
Week 24 19% 5o =PASI 75¢ 26 (6.5) 578 (70.9)°
ASAS 50 PASI 100 3(0.8) 163 (20.0)
Week 2 3% 16%* PGA: Bl /B/I 17 (4 3) 506 (622] o
Week 12 10% 38%** o 5 AIE PASI 75 R RERILL 5 ELX%‘?ZH% (center-adjusted) Lt skt &
Week 24 1% 35%*** ° P<0.001, adalimumab#fiit =&
ASAS 70 . o
Wook? T S 0. ERBAESEEHR | (M04716)% 16 BIFRERE

K12 % 23%* R MTX SR—BEZ 40mg
ek 2 2;, Qj;*** N=53 N=110 addlimurmnab N=108
BASDAI® 50 n (%) n (%) n (%)
Wosts 4 o =PASI 75 10 (18.9) 39 (35.5) 86 (79.6)°°
ek ]Z; 423;%’*** PASI 100 T(19) 8(7.3) 18 (1677
szk 5 e e PGA B /BN §[113] 33 (30.0] 79 (73.1) o5

o P<0.001, adalimumabgsit iz
> P<0.001, adalimumabfEEtMIX
¢ P<0.01, adalimumabiggt L
4 P<0.05, adalimumab#BEsit MTX

R |, 158 33 @EEAE PASI 75 RIS AERIER AR ERBEIEE, A 28%EE “SEEE
RFE" (BEAERARLL, PASI%%SI;?M%E?&%HSEEEESQiﬁﬁu, BH<PASI 50 [, HHE 3318 PASI £
%&E/I\i@ﬁhﬂéh‘) *E?—SZT%*EEFHOdO\ImumOb AEImARR SREAEEHMNEN, p<0.001. BHTHE
’B%%ﬁ@ﬁ ZRIBEE, REEH f“)\K@é%&i.W/\Bﬁ?iﬂ“%L@‘ﬁﬁ FEFAR 128/ 24 BE, 5
AlF 38% (25/66) 1 55% {36/66] ﬁﬁ 2| PASI fE. fEEzfEstudy 1551 6B EREE33E = RIPASI 7519233
A A adalimumabif %‘1_52ﬂitﬁ_)\ﬁﬁm¥%ﬂ1$§ﬁ%ﬁo EZESNG 10818 B BRI (i B
5 (16038) 2%, Eﬁﬁ)\a’\]PASI 7581PGA of clear or minimal response rate4y Bi274.7%8259.0%.
gfEstudy lIch, 3EE9400m A\REaE A odalimumabias, I 7 BIRUESTE (Rt B4 fE Fodalimumabe.
ﬁﬁﬁ%’ﬁ%ﬁ’]l%ﬁﬁﬁﬁﬁﬁﬁiﬁ‘ﬂﬁﬁ} B (H1248) 18, BEHRARIPASI 758PGA of clear or minimal
response rate4y 52 58.1%8146
Fhat J47(IBE E’J)EBE%MEE%HF%LW?\%EPE’JHJ:/&J%%HEE R ff. 8% (PGAZ M moderate
HEE H 6 B K 49518 o Lﬁtr)\mﬂtmﬁﬁﬁfilﬂ%ﬂjiﬁﬁlaEﬁ&§$ BEABRNBAR, §
76 5% (218/285) 7£16381%1£FIPGA of clear or minimal response, MAERIEERE. AAZLRER
SEEE (9 Rk 69.1% [123/178] £i88.8% [95/107])
Eﬁﬁzﬁmﬂﬁﬁ (FLBR | A0 11) A0 MTX 48 (B8 1) ABEL, fEE E%EE% 1638887~ DLQI (&F%ﬁii/ﬁuugmﬁl A
EHEEEI’]ESZ.:.o i |, BEEREAML, SF-36 2 BRROBERNE ﬁ’ﬁﬁ%{)‘rﬁﬂﬁ ESZ
—BIREE L RS, WARR PASI SRR So%ﬁmgﬂ@[ﬁ% 1B 40m )]Ei@
é%n% g}g;@ﬁﬁiﬁué&% 12 @F0 24 BEPAE, 2 5IF 26.4%(92/349)F0 37.8%(1 32/349]574%}\1}'1
& study Il (REACH)#E 72 14$E¢F§§Fl‘%]ﬁ‘i%ﬁﬁﬂ/‘k/ﬁﬂ%ﬂﬁﬁ/\qﬂ tl:&oddllmumob
HRRZEBHNARMENZ 2. BAEIREE adalimumab 0mg, BEEGTER—
40 mgadalimumobsk Z 7 (EYIFIE —E&R R 25 16 B. 75 16 8, Gdollmumob %‘iﬁr“)\
?Foﬂ(])/l ESIE)EEEIJPGA of clear or almost clear Rt Bifedat LB LR (S Bk 30.6%584.3%
i VO %17\14$ﬁ¢f“§§r?5$$‘2?§ﬁ’lﬁiﬁﬁﬁi}\¢ tt%iodullmumobﬁ@ﬁ’&@ﬁﬂE’ﬂi%%l
MRz, FARZMEAE addimumab 80mg, HESE—A4T 40mg (EUARE—BE
BidR) ShREEE 26 B, EEEERFENERadaimumabiaiE 26 8 ?aﬂiéiéﬁﬂ TG iR F o
BEREIEY  (MNAPSI). FIsR gBEm R Tl (PGA-F) %D%’amé’i%ﬁiﬁ@‘éﬁmmsﬂi&ﬁ#
. adalimumabgERE R E K ERIPTEE 8 BSA>10% (60%595%.A) & BSA<10%H >5% (40%H15EA)
MIEREBERA, BBRENH.

Rt RRAZHERTERR V16, 26 11 52 BHESEAR

it %16 BREFIHE % 26 BREFIHE % 52 PR UIEE
N @Bﬁ*ﬂ%x N @l‘ﬁ*ﬂ?ﬁx K —BET
ZRIE 0mg ZREE 0mg 0mg
N=108 odohmumob N=108 odollmumob odollmumob
N=109 N=109 N=80
> mNAPSI 75 (%) 2.9 26.0a 3.4 46.60 65.0
PGA-F B/ B/ NE & >
24(%) RPRIER 2.9 29.7a 6.9 48.9a 61.3
2EFHEE NAPSI FIE /3t
&1k (%) (Percent Change -7.8 -44.2a -11.5 -56.2a -72.2
in Total Fingernail NAPSI)

o p<0.001, adalimumab$ % &i#E|

BERFEIEER, BT cdollmumob ;?E’]FAE%%JQH# DLQI (Dermatalogy Life Quality Indexj f§
BAELERR| SRS
LR IETIR AR R R B
adalimumab iz £ MG S REHE E 2R EHRAR BRI BEHE MIE BRI, SRHR
FTEUHEGURERSARDRE. RAMZHERTREE RN E iFf&ﬁ;&liﬁﬂ%x(HS)E’lﬁiAﬁA 7
HSSERIFIHSIHERIT, BB R RRF&Huley Stage ISR A B 2 /D #6352 AIARIE & 3 K A5 ED.
HSF BRI (M11-313)mu?1@/ TP B AHE07mA . TEFEERA, B0, ﬁﬁ)\i"%ﬁﬁﬂfﬂiodqhmumob
E@%}J%M%lwmg BEEB2DRMOMY; L REBIZEI1E, SWRMAO mg. ABETH, T
ALEERRAIER. £8128H%ER%, EREAZEZIBadalimumabia )‘%E’]F}\Aﬁﬁﬁﬁéﬁl)ﬁ P ER B
q:3aa:ps']ﬁq: ﬁﬁ(Siﬁﬁnljﬁa iﬁ#‘ﬂi@cdohmumob 40 mg. mﬁ?fﬁiodohmumob 40mg BHESE
1%1[1'5%351%?:8@&’;*”‘“4) P EYARRREIE /Y IR B R A iﬁﬂ’]frﬁ)\AE?%?&?‘a‘/)ﬁiJBéExB hESGERE
adalimuma m
HSZ Bl (MHS]O)EHQﬂEl/ %rsésxmaszéuw TEPEEA, 508, WmAREZEE 5adalimumab
RIRTEIE160 mg, }xa{{% 34280 mg; Z1§1‘“”4§%Hﬂ F1B1REA0 mg, 19.3% HIEA
TR B P A AR O i?ﬁ% 81 28RS, R AR Badalimumab AR
HEAS KE#%%)T@'F%EXBEP%HEPE’]HEF 4R (348 Bl K ﬁﬁ&ﬁgodohmumob\ 40mg. GmiER
fadalimumob 40 mgsi i 128 2 BISBRARA). HEBARBRDRHZE BEAEE
BRIR IR TIPS BB % 3B 3% Bladalimumab 40 mg. SHHSH B IFHS USRI NEA E WA SBEER
adalimumab 40 mgI B MBS fititE. FrE adalimumab KEEHNTEIIREEA762 K. ML=
BB, WAGKEERAINAHEE KR

BARE

?%xﬂiﬂ’]ﬁwﬁﬁ)ﬂ%wkﬂ&IE—'FH;?AE’]KFF&WEJKME(HISCR ERRBEREREHRFEDOBHRLD,
BEEREMEEERL L EEN) . MHSHERNKERERDEEBRFREERNumeric Rating
Scale) k& E; MITARKS, BANBNEEERARIERS.

R 1218k, #Fodalimumabinim \NRZEEIERF AL, FEAESLAEZE HSCR. S5
12 @R, £ HS 8 || fiEZadalimumabiaiEmm AR 2 BB ARR AL, BRERELAIREK
g@%ﬂ@ﬂﬁ%ltﬁﬁ%}rﬂﬁﬁ%&@ﬁﬂ EER_T). ERadaimumabiARis AEDEARIE 1258
HABEREERQIMNEENERR.

R+ BI12BHMAENNE, REREERHS H5

FPfiEE HS &ER | HS &8s Il
LRI FiEES 40mg ZRIA FB#EFZ 40mg
adalimumab adalimumab
LEMSTRR AR N=154 N=153 N=163 N=163
e R & JE(HISCR) @ 40 (26.0%) 64 (41.8%)* 45 (27.6%) 96 (58.9%)***
>30%iH/ DRI fE N=109 N=122 N=111 N=105
P 27 (24.8%) 34 (27.9%) 23 (20.7%) 48 (45.7%)***

* P <0.05, ***P <0.001, adalimumab it L& #El

o ﬁﬁﬁﬁﬂﬁﬁéﬁ)ﬁﬂ’lr H

b MEEEEEENHS MRNEEEBNRA, WEBIAER0-10,0= S HFERRE, 10 = EkE
EfgEfERAadalimumab 40 moffpaR |, SEENRRREMEE BAMER. FEHSHEBIFIHSHERI
HET1 28, REBENEMEN FA%HEIﬁOdollmumobiﬁE’Jfrﬁ)\t? AR5 55!
23.0% vs 11 4‘7HI§AEQE’][ZH§ 43Rl 30.0% vs 13.9%.

S 28R A AN LRI AR ﬁfﬁ%u&)ﬁ@%#ﬁﬁﬁﬂ’]iﬁkﬁ ?J BAMER, H4FKER
BE2EE R NR0LQ;  HSEBRIFIHSHER); A HEA Egﬁ%‘FEE AEERE e
(TSQM; HSIABRIFIHSEA BRI ; E}EWEEFMSF 36%%?1@@%%%?5(% 15 EE12BHEEE
Hadalimumab 40 mg B OERBRRENFAG L, EE6EE, | 'éﬁﬁﬁi dalimumabgiis A, &
HISCRtI:1§tl:ﬁﬁ%odollmumobuﬁmﬂlﬁﬁ”‘“ﬂg‘bﬁﬂjm%ﬂ@ﬁ)\mm(.:a%% +—ls

£o+— BERZBERARBELZAdAimumabia BB S 1 2BEEHRFEMFAAR, EE24E36
BZZEIHISCROAEL i

m
S

R Bt ) “E?O%Ejgig”bg 81540 Mg adalimumobd
N =7
52418 24 (32.9%) 36 (51.4%) 40 (57.1%)
53618 22 (30.1%) 28 (40.0%) 39 (55.7%)

o HiBfgMadaimumab O molmA, ER 128 HEE DL BHRIE
o e R R IR S B R R S DRI, AR R LR AR E.
E%Hﬁﬂ#iﬁﬁﬁﬁodohmumob 40 mgZ /DA BIR e AR BB AadalimumabfmA S
F, E%483@E@H|SCRtl:1§ﬂ%68.3%&{£%96ﬂ5’]t|;1§JE65 1%, E'@ﬂodollmumob 40mg BEE 96
BHRIAR, TAERTNREMELER.
FEHSs BRI FIHSEH Bll, adalimumobBERE 1 2BBHEHBAR, WEIFESEadalimumab 40 mg,
B56.0%H % AELHISCREL I € [0 | B A E AR AT — 1.
ﬁ%ﬁ)\ﬁnuﬁa—tﬁ N . .
odalimumabfiz £ R EN L AMEREE. €5, TRAHERHEUY 5 | [M10-877]1F UV HEI
[M10-880]) /1, A IERARIEFREL fﬁﬁxﬂ?%gﬂ%\(ﬁﬁﬁr VEBEMIERAERAEEL ) RERA
5 F% R AREBEEEANEA), ETFE. BAESRERHaddimuMabiAE, | RikEES
80mg, BEEE—EBEMAETELT B 40mg. S AN EEE RNt EIE
Bl MaBPNESRMGHAEIESE Damk A s (time to treotmentoffollure)J pes il
MR R %, /éssﬂﬂlﬁuﬁﬁi“ﬁ#ﬁtﬁbkﬁ HPEREREE. BB NR MR T,
BRABEL RS RRBRIGRER, HRSRR B K IRE R/ 53K lﬁﬁiﬁﬂiﬂﬂ*ﬁﬁ Al
FB(AC)aiaAR Al BIERDRE (VHI 2R, PIRBIERIEER1(BCVA), _
UV il | 5RME 7 217 2805 FIREE (5K O prednisone 10-60 mg)iﬁ;ﬁ1ﬂ1ﬁ§é$i§?¢fl&%ﬁ&%
KETEA. FIERmAERES 2 BRSH prednisone 60 mg ZiZELEE, EESF—BAR/ILEE
ERRERE, FF 15 BRTSFAREEEE.
UV R || 3P 226 REEMRNTERE DEERAE(SXOMR prednisone 10-35 mg) AR HIEE
RHIEETHEHERARA. BABSEA—BAFIMHERRNRE, 21519 BNT2EAREEEE.

m‘;tgﬁﬁ’]i*%ﬁﬁ =0, odohmumob;‘ﬁ;ﬁ%ﬂfﬁ}\ﬁﬂiﬁﬁﬂmﬁﬁ, st FBEERRZBEAREARA(R
RoT). MRBMEPARNRRE, adaimumab sk fET E 4 R HE AR (R E 5.
R+ REBHERUY R | IR | hayia Rk BE pErR e

fifiaE [ N [ kmzps(®) | kuamemsmsas(A) | HR [ HR# CI95%° [ P{E®
UV B | oh, 6 B(&) IR A ok B AT TSRS R

FEH ()

BRI 107 84 (78.5) 3.0 - -

Adalimumab | 110 60 (54.5) 5.6 0.50 0.36,0.70 0601
UV B I, o 238 (&) A RA B R B AR

FEH (1)

TR 111 61 (55.0) 83 - - =

Adalimumab | 115 45(39.1) NE ¢ 0.57 0.39,0.84 0.004

FE: % 6B(F)UERIARARIUY B S5 2 8 (2) BRIV 35 1), BrtASEMS. RiGK
KEPUSNERIRHE, HASE AR ARMER. L

“ LU?EET’E?%El%EﬁI:WJféBA@E%FﬁﬁtHE’] adalimumab tt EZEE 2 HR.

° HBERRETHEE P E, )

¢ NE= Al HEBRNENED, Fol—LOmaHH.

Study UV 1 Study UV I

g — — £ |

E" S o £

;« i - im e
£° 7 i A ==

o oo
PO W e M M SI3 e evn eUB eVl 6w

B f: BRIRmERRTLE 6 BA)INEUY $5 )65 2 JB(@)W&(UV BB 1) AT K BT AR
EITHER Koplon -Meier g4
i PH=RBEI(SEHABSRAL); At=adalimumab (EHAR/FHRALK)

UV g | o, %]‘)f ?‘?%ESIE’JETEIZEERIEE, BEHEZ] adalimumab BERZEEGHNS LB
%difﬁo # h})JV %ﬁﬁ“ﬁ F, BERABRGNEE AR LEEZR, BHECHRERER LB
adalimumab Z &4,

ERE
UVEBR | UV S | EWEEFAROBARSER, AMRAMMRHSAERIE(ML NE VFQ-25 1),
Bz Fadalimumabi gz, WUV S8k | R —aR 1. IRE. IR, CEREEAS, IR UV nit
B Il e —faR nELOIRMEEE, EEMR EEENFER . ABRE S Fadalimumab B Fi R EAER
BREMEE, MUV EERIRRERT UV RER I hHER. BBRNEEH.

INREE RSB
ESEETEE L) L
/J\liolll%;ﬁcba’ﬂié'I'i&ﬁ?&'r%m@wﬁ%ﬁ'r%ﬁﬁE?é'ﬁ%ﬁﬁﬁﬁ%ﬁ)&%ﬁ%ﬁ@%ﬂ%ﬁqﬂ (JIA-IF0N) T,
odollmumobﬂﬁﬁzéﬁﬁﬁx&IHA—W71{4 (FE4E1TR) iﬂiiﬁ?éfiaﬁ%ﬁuum)r)\ﬁ%%z%
O B 5. FITRROWTE. ERARENE, BARBMDGARREMICAEN B. EmALEA
ﬁﬁﬁiﬁ/ﬁ)ﬂiqﬂrﬁtiﬁ AR R A AINSAIDS. LEAHI. B BB ERE DMARDSH) AT, ToAREI&
RSB A ) EDMARDS AR A BI A A\ IE B o o
.,W@ MfER R BRUEaRARRE (OL-L; 168), SER#EELRA DB; 328), HAIEHLTME
A (OLE-BSA; HEI1368), EERETHERRH (OLE-FD; 168). AERRNT=BERE, »
}\ilim BREEERERER THREadalimumab 24 mg/m2 {18840 mg. EOLE-FDREE;, #&E<30kg
ASE—EE TRE20mMg, #E>30kgFASR BE N RE4O0Mg, FAFEFEREEHENEEE
Eﬁx%iﬂ (NSAIDs| 2/zhprednisone (<0.2 mg/kg/days A8 10 mg/day).
OL-LIp B R i 2/ NRACRIO K e A M RE A B E ¥ A i (DB) S —B#Zadalimumab =%
RE, 02BN MERREERL. & ﬁ1§§§ZE%h£ﬁi§ 2, Pediatric ACREZUZER AR E
D=TEH0%N LB, 06— BEmEE. GAENLEER—EE>30% MEE. J0BARNDE
3%%/@%?% %Aa%%&ﬁmrﬁmﬁ%uwm EE?@EWEE@EEW &A% (OLE-FDH)).
£ 16BOL-LItEARH, 947MTX,§%E%}\&74°/3EMTX AR AERNEACRI0R E, 7EDBH], RRFAHE
RE|EZEEER, B/RHEodalimumabik A% aﬂ'E%’é TRIEMIX (43% vs. 71%) BAMIX (37% vs.
6 %) HEAEFLREBAZHERT, BZEFadalimumobfs At F48E 52 RACRI0/50/70K
/A E@ﬂﬂﬁﬁ iz Fadalimumabgim X, /NACRR FEROLEREE /.

Adollmumobﬁ" DAS2(Y (FE2E 4R B4k (2)A EERE<ISAT) E’\]‘?EE?E%@’I&@%L‘JE?&’E
SRR (VA RERHR ZAREE. ZHOARTRTME. KBONBA (97%) Sh—BEIZR T4
i*muiodohmumob 24 mg/m2 s NEIE20 MgEAE24E, HRiEI208. SBHHABIBAS
1ﬁg§2¥rﬁiﬁ Emﬁﬁ%ﬁ@@iﬂﬁ@@@ﬁxﬁﬁl (NSAIDs). EEMRMEZBMETERZLM.
—BE%. EEMS2BmMEadalimumab il EREERalEs (PCD-| il 8e) Sr 1 92 FH6Z 1 7TRHEER /NG
ﬁﬁ%EEanF)\{ N Se b2 K REE BN R AR (PCDAI) > 30) BHRIET. MANBATEREMFEH K EEE
E sk AR (f: azathioprine, 6-mercaptopurine, simethotrexate) RHER f£. 4T BINFE
Bz mAGEAEHINFEET AR ERE, :?%‘JTNFBEEE@JWT“’liTE BRI .
FrARAEZKEE (BE> 40kgM<40kg) REH 22 FIRIEHF L A%, 18> 40kgHEF160 mg (
7458018) &80 mg (54552)8). BEE< 40 kgE #3580 mg (54 56018) &40jﬂ9 (56218). EH4BRF, 5
EEEL (> 40 kgAN< 40 ko) B AREHLA T L BINR 2T MBARHE (BHERRHE). BHEL
2> 40 kgis AfRIRIREA0mgAnE < 40 kg AFRiB R R20mg. RAIER ¥1‘> 40 kg AR % B 20mgin
#< 40 kgF AFRIBREL10mg, TER(EIR HIR St 5 ERGT TS E R B B EEE (prednisolone §H
< 40mg (%[ Fe R (ozathioprine, é6-mercaptopurine, = methotrexate).
EF128, FREENHEA (ASEMEFHPCDAI #£1>15 ESE‘PCDAHE > 30), & BREMBA MR
fREOWBNEZRES [JPCDAHEE§§E£B“1EE >15) BinriRERE (fl {EHmERERNEEEE
), ReHENBARERARRY. \
E%E 38% Fﬁ)\ﬁ?‘iﬁi)ﬁgﬁlﬁ 62%%?‘51%1*51%’@: o A4BTHANEHINFRETEI A ERIE, S8
TNFBE%‘T’"H“JH@TxIETTL HAEEPCDAIR{EZ4 .
TEFB192MmAR, 188I5ERk T 4B H, 15214F)\x52726ﬂﬁ’11 &, 124&(”}\7:52752155’\]76
o 51% (48 / 95) ERARFIEBENTARSHE, 38% (35/93) ERAFHBHENBARSEHE. £5
Eﬁ 28% (52 / 188) fim AF G R E M (€ APCDAIL10), LE‘JE%%E@(E%EPCDAK]O) %ﬂ%}f“)i
FE (7EZ BPCDAIFEERIREZE /D 154)) (Lt BITESE 2618 F15552 1 o
E%‘%ﬂ&%ﬂﬂ T 2 BG PR 4% R G IR FE A AL LL 161 Em/@l;ﬁﬁttff&ﬂﬂ;ﬁﬁm (RZT=). E@mE
FFHEIBRE <40kg B AR 20mg F1#f > 40kg FARRERH

RO RRAERZERPCH HER G KR AR K e

.‘jﬁ

REHHER BiEEREE
(4585 —38 20 5 10mg) N=95 (5l—iE 405 20mg) N=93

%2638

BAER [ 28% [ 39%
B R 2 | 48% | 59%
%5218

[l [ 23% [ 33%
R R | 28% | 42%

! 1&*&#%@% # > 40kg IHAFRRIEIZIL 20mg 1 <40kg AR 10mg
ERHIBRY > 40kg EARRIEIRE 40mg FiE <40kg mARREIRE 20mg

i K};‘E%%E?ﬁ% PCDAI<10

¢ BRARREERR PCOA {ERERRERED 155

HodalimumobBEERRAER/NE ~ CD  HERAm A MR EGAn TRt REBE SR, £ 5 ﬁE
addimumabEiEi, A 74% (37/50)Hm ANEFERIRAERR, B 92% (46/50)Hafs Ak PCOAI HI B4 RHG R 5

d\ﬂéﬁ]’é}“ﬂ%*

TEREE B . BRBAERE, M adaimumabiiR &M MBERME. 4 90 NEFHFRE
%&Iﬁﬁ%ﬁ")\ (JlA) #HF@EHW%I&%U%@P&»\ B#EZZE/D 12 18 methotrexate JABERHITRZ 2 &2
NS 18 HANEIBA . BABRBESREE S adalimumab 20 mg (& < 30 Af) 5 adalimumab
40mg (& = 30 AFF), REFAEELAEMH methotrexate,

Eﬂiﬁi@?&% Bh I %%ﬁiﬁuﬁﬁﬁ”ﬂ#ﬁ(tlme to treatment failure) | o FIEBBRAMMIBEERT(L.

SR AR A HH ikEﬁ(:. MO UEEFESERPHEE. IRBHBESL. IERRSTFTHIHA

é%#ﬁggi?ififi ARE RIS 4 8.

i} MR

HLRIE 18, adalimumab BEELEARAMATFTCRE (2REN, HEEMRKRT P <0.0001), #%

J/uﬁx‘ﬂc%‘ Em%?%ﬁﬂﬁuﬁﬁﬂ#ﬁﬂ’]EPLL%O% 24.1 J@, n:ﬁ'ﬁﬁ;&odohmumcb AREAER,
FHZREARKL AfhEt AR MR TR R 8. BN TR #l, adalimumab

EE%‘,H"\ 75%@%9&%’]@? TEME#E’J)*‘E“H:(HR 0.25[95% Cl: 0.12, 049])1#&

0

Wi R e e

RS RV Y 0 By RRERRESNREEEARRTAE LRSS
Z Kaplan-Meier gh43

—— HUMRA ——— Plscebo

B
#1 adalimumab HEEMZRE adalimumab ERERARE R EXEREER. #1 adalimumab g
ﬁ%éﬁixﬁ&ﬁgmﬁﬁﬁﬁﬁ%o

&

RBIBRREE MRAGER I\ 1| Il (OFSAFESE 6 55 12 EAMM, SEHERENEEERE adaimumab
. fERPEMEREARRT, HER 2/370 7 (0.5%) ZEEEMRKA, F-addlimumab g R
58/10534(5.5%) adalimumab SAEAEREA L. adalimumab B MTX 4HAEMRBA, MBRE
KB0.6%, HEBRZT, KREMIX SHERNREA, MEBERE12.4%.

SREERIEIAMBAR, adalimumab HTBIE R 38/376 {i(10%) adalimumab SARALR Mﬂ?&‘#‘
i, adalimumab 3 MTX AGEARKEA, RREAERE 7% (14/198 ffA), M8 T, HE MIX &
BEABMRA, BB SR 13.5% (24/178 (T N !
EEEBHEAMBATR, JBCHK  17/204 {1(8.3%) adalmumab JARAERARHERE . 8RR
%dghlrg%rgg?gﬁié %TX EOVARABA, MEBRERRE 1/19 (5.3%), KEMIX SHHaRMARKA, MEEE
RERENFAL, adalimumab FEEER 7/269 fi (2.6%) adalimumab SEFERA PRI . EHE
FEEFHEEGEEBLABEASR, BiEFaddimumabiaZEMmA, MEEERE 5%. A, HROT
BEEE RS, Hloddimumab #i8 A&7 MiEadaimumab R < 2mcg/ml B A T HAEHE. fEhT
A% adalimumab 2 < 2mcg/ml fEA (#ﬁﬁﬁﬁ*ﬁ‘%&ﬁ% THIEAR 25%) , ?ﬁ%ﬁ‘éﬁm 20.7%.
EARMBERARERA, 1 adaimumab H188E i 1/20 {1 (5%) adalimumab jafEis A it «
BRI A T, #1 adalimumab H1#B R 77/920 i (8.4%) adalimumab E—%%Jﬁ%ﬁfﬁ)@tﬁ&*ﬁﬁn
L REIAREREAERNodalimumab RBE—AEEBRATEER, NEBEAREEE
adalimumabig it il 2.3%, HEIEEEMEEGIAE (1.9%).
%fFA  odalimumab  AEFEIEEMNERIETRAORAR, 10.1%(10/99) B ARG
adalimumab fifiEg.

Eﬂkﬁ%’% HHERAWAR, adalimumab iaaEmm A A 4.8% (12/249) g A B fladalimumab HiiEe.

Eﬁw 4 F 17 BHFHREEMESEMHANBEAFR, 1 16% oddimumab ERAR AR
adalimumab #i§é. $§§1§ﬁiodollmumob,‘a}§ﬂ’\]a’“A PpasE KR 26%; Kz T, adalimumab
éﬁiMTX A%ﬁ%ﬂ’]f‘)\ FIRAEE R AR 6%

FW2E 4% 4 %(S)ULHBEEESIS "Hm@fﬁiﬁﬁﬁli%ﬁﬁﬁ"xﬂ’]frﬁ}\ql 1 7%(1/15) AR
%ﬁodollmumob gE, Bit—iEH adalimumab g2 gE A BES &4 methotrexate 3 ;?E’]ﬁ o
ENRFEERERAR, 5 3% %ﬁxodollmumob £ AR adalimumab HiEg. 5’* eaXil
RERIEH MRS, #1 adaimumab i AF7EME adalimumab 2 < 2mcg/ml E#a“‘ﬂ&fﬁﬁ §'J EFE
A% adalimumab JRE < 2mcg/ml E’\J#?i?}\ql(k%’lﬁﬁﬁﬁ%ﬁﬁﬁﬁﬂ’]f‘)\ﬂ’l 32%), MEBEAERE 10%.
EhEBeati AT A BES SR, S R REfhE R EENL 6.

13. GER R

13.1 @i

Idacio® (adalimumab) E&F4A7 A 40 mg f adalimumab AR 0.8 mL EEAR, WTHMIED
HE%*%&TTNE 2% o3 (BB )

fiRINETIH

12° CE8° C(RABED) LHEERRIAEET. o
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13.3 f.:%ﬁf ‘%1’—?

BIfERzEE.
134&%@&5%

AR BRANMRERDER.

_ A E A

nﬁ z %Eﬁﬁﬁﬁﬂﬁc

5. Hi

EAEANER R ERIEREREEE.
FERRA  FKT-001154-0222

D Merck Serono S.p.A. (MS-Bari)

TR Via Delle Magnolie 15, Zona Industriale Di Modugno, 70026 Modugno, Italy
ZHBER:  Fresenius Kabi Austria GmBH

Bk Am Gewerbepark 6, 8402 Werndorf, Austria

g BEEBAHEERDERAF
o4t A4ET 106532888 = ER 305854 . 323554
o (02)2326-2200

M080690/00 TW



