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14.1 ZERIGSOER

14771 JEGHPALE RS B OO E i 2 & O, NEF 28
FraZes L, IS E —3BALAEE 0 R LiEFIE T D 2w
Z Lo P EREALL. AT OEFH NS AR LD
3cmiffd 2 &,

14.1.2 ZREIRZED B 5 FRAL AL RZ [8 S 7 5L, B2 g 12 2
HOD A (B, 55, 5F WSO (IXEY
Lawnz b,

14.1.3 OFEH L RE LW &,

14.1.4 AFNx1RICemx2fHT 2 8WETHY . HHEHLZ
wZ ek,

15. ZDfDFE

15.1 BRIRERICE D &R

15.1.1 AFNOMRA L, EINT299HM £ T, W/ CiE13
FEMFCTCOMMTE/EINTBY., NS5O E2 Bz
KA O I 5RO AV SN Th v,

15.1.2 s VEE e, S vE B 28 ) OV IR Mz i R L2 B W
Ty A & RIVRIRE IR O & B iE L ot HIicow
Ty BT VM. STV R,
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THWIML7ze 2NH0EBFIZBWTENRI, Filov—7
ARRAEMERE % RIE 3 2 UEDFRD SNz 08, &Gk
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LTV WAs, RAFES T T - LR EDEL ) H
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Mege, 70— VoG, BB RN R O S PR % 5k
L 7= elsset BEERER I O — 77 3Bk (MR 82 1 R b 9 fiB490. 6
B WBREE%023,03660, HEA$ES-34 000 N4ELLE) 2B W
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16.2.1 AFNZ. ~ T AR T v FEETFT o iEICHK G5 &
FRRIPUR B AL & SEBEE RGP O RATRED b, T 7%
BEFEESELNE V. TO7D, PAEERBIZFERS 1
TV,

16. EYEIRE

16.1 MAEE

.-

16.1.1 BEEORS
HAN OB AR 12AF (40mg/0.4mL> Y ¥ )
WAFFAT/NA FEFEGHT (40mg/0.4mL ) » ) % HiAlK
TG L MEREEZEE L2, 155 N723EWEE T
A =% (Coax L NAUCoins) DAY FIGME D L DI0%AEFEIX
BlE, Wb RN ER L 2 S~ — 2 2 80~125% D
HPEHANTH ) . WH O FSEEDFERRL S 7z,
(ug/L)
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AL ORAT A A R OBIIE T A — 5

5] Cmax AUCo-inf AUCo-last t12
’ n| wg/mL |n|h- ug/mL|n|h- gg/mL|n h
4.606 3047.2 2817.1 290.3
]
A 98 +1.1608 89 +1117.37 3 +1046.40 8 +149.80
SEATNA A 4.374 3099.6 2874.7 335.5
[ 358 i ) 2 +1.1847 86 +1188.89 %2 +1022.00 86 +162.40
Mean£S.D.

i) AT N A A ESES - Humira® (EUTKRBAEINT ) A< T
(EfE IR Z) B45))

(B2=Z5°EFEVUIY - RY)
16.1.2 BV O F
(1) BE@Exs

M) v~ FEBFEIZT ¥ A~ 720mg. 40mglk F80mg &
B TG L7z E EOFEYETRE/ ST 2 — 5 2 LITFITRT
MEPEEIGHEICIE L THEINL., 7459 A~ 703
B8 1Z20mg~80mgD HE M CHIEM LA R L7z, F 72,
HARNMEE ) v~FBEICBIT LEYBIRE/ NS X — & [k

KABEET Y 7~ F EFHEFBL T2 (HARAT—%),

20mgif 40mgif 80mgif
Crnax 1.805+0.833 4.265+2.411 6.390+1.504
(ug/mL) (n=12) (n=14) (n=14)
Tmax 206 +92 204 +82 210+85
(h) (n=12) (n=14) (n=14)
AUCo-336h 465.8+217.8 1039.1£530.7 1697.2+455.8
(ug-h/mL) (n=12) (n=14) (n=14)
AUCo-672n 740.0+324.7 1620.8+814.9 2864.1+735.4
(ug-h/mL) (n=12) (n=14) (n=14)
t1/2 339.3+186.6 298.0+88.9 265.6+64.0
(h) (n=7) (n=9) (n=9)
CL/F 18.0£6.2 22.1+13.9 24.1£8.7
(mL/h) (n=7) (n=9) (n=9)

CPIME + LR )

TEHERS AW ERE 27 7)) A~ 7T40mg & A TS Lz &
X DCumax X P Timaxld . TNFN4L.721.6 4 g/mLK 131 £56
B Cdh - 7219, 741 A~ 740mg 7 Hla iz M5 L 7235
BroBEosNT7 5 ) A 7OEWFENFAIHE ((FigH)
1364% T - 720 FHEANTF— %),

(2) RE®RS
M) v~FEBFEIZT ¥ ) A~ 720mg. 40mgt F80mg D
= CHREETHS Lz E0EFEIREICB A1ET b
T 7B HREICIZITRA L CBInL 22D (HARAT—%),

16.1.3 SR MFHE. LZHEREEN. BEtRRE

) REERS
HEFICT 7)) A~ 780mgx MG L. 2:8H PIREIC
40mg% A TG L2 EOEFIREICBITL M 7k
JEIE3H4 ng/mLTH - 729 (HAAT—%),

16.1.4 BEMEHER

() REES
REEEHER BT ) A< 74A0me bRl TG Lz &
EOEFIRBIZBITS bT 7EEIZ, A MMLXT— MEA
BCf12ug/mL. A b b L4 — MEFHEECHS 1 g/mLT
Ho72D (ARANT—% )0

16.1.5 EHFMFRMEREIRN

(1) RE®RS
HEMEE) v FEZEICA N LI =TT S
A~ 720mg L NM40mgx BB TG L7z ED b T 7
FEIH 51608 TH7~10 u g/mLTH > 72 (HARATFT— %),

16.1.6 BEREIN—F T v NR

) REERS
BRI AN—F v MEEFIZT ¥ 4~ 7160mg % # [11#%
5L, 28 H1280mg. 438 H LIFEI240me % F@E K TH5 L
T2l XOEFREICBITA NI 7iEEIZHIug/mLTH o
729 (HRAT—%),

16.1.7 Z0—9%

(1) RE®RS
70— VIRBHIZT F) A< T7160mgx ARG L, 28 H
1280mgx L TH G- Lz &0+ 7 71X, 4EHICBW
TH12 ug/mL. 48 H LRI 40me % AR FH%5- L7z & &
DEFIREIZBIT S 7 7RIS ~T ug/mLTHh o 722,
HEFRB T ISR AN L2 7 0 — VRS (N—2 54
YT 7R 3 ug/mL) 2T 8 A~ 780me % iz
THRE L EXOEFREICBITL NI 7IEIZHT~
ug/mLTH o722 (HRANT—%),

16.1.8 EBMHXRER

) RERS
BRI B ICT ¥ A~ 7160megx WS- L, 23
H1280mg. 4# HLLFEIZ40meg% Ml T#5- L7- L &S D%
TARREIZ BT A b7 7REIIHN6~9ug/mLTh - 72 (H
RAT—%)s
BRI S ICT ¥ A~ 7 160mgx WS- L, 24
H1280mg. 48 H % U068 H 1240mg. 8 H LLF%I240mg % 4#
WL TS L7z EOEFIREBIZBITTA T 7REIEH
14~17 u g/mLCTH > 722 (HARANFLOWEANT =% ),

16.1.9 FERRRMHDHEER. BEXITNIE DER

(1) REES
JEREG R &) R BEIZT 5) A< 780mg % # A% 5- L.
L H L2 40mg % Wl i T 5- L7z & 2 o wmIREICB
5T 7iEEIIH8 ug/mLTh o722 (HEANT—%),

16.3 210

(BaZ5°HFEVVUIY - RY)
M) w~F BT V) A T2 RBERAES L7 &
&R T 7)) A< T IREE LN TR EE 031 ~96% 0 i
THho7% HEANT—%),

16.4 {XH

(BaZSEF™EVUVY - RY)
TH) LAY TIE, B MgGBREZFOPMAEKTH L L2 b,
o teiE a7 v L REBRICELEN D EHEE I N DD,

16.5 #HEitt

(BaZSEF™EVVUVY - RY)
FIWNZT Y A~ 7214 . 8mg/kg % RAEFIRMNHE G- L7 & &
RS T 57 L= T3 S Nk 2o 7227,

16.8 ZDfth

(BaZSEF™EVVUVY - RY)

16.8.1 L hisiT
BFIRICT #) A~ 740mgx WA TS L 2o gL
B, 560 BICIkEME (3lng/mL) Z/R L72%® (M4E
ANT—=%)o [9.6 ]

17. ERPRRUAE

17.1 BWERUREMICEET 2358

(CERED

17.1.1 BEU O F

(1) BB MAEER
HEEREE A O HEF OTGEITERET ) v~ FEE E R L L2E
etft, “HEEHRESETRILERARE 2 L 7. AT
A M MLEY = (BT, TMTX)) AT T, KA
(40mg/0.4mL> Y » ) XITFEFT /N A F [ 3 5D
(40mg/0.4mL> ) » ) 40mg#x k@, 488 H ¥ TR T#%
B U720 F720A754 FBRIEGED BEO R0k $55-26:8 H
SARF O G Z 720 BRI FEFEIE H 13248
DACR0FER &G & L7 ACR20:ZR G D DI5%IETH
XEEHERNICERE L2 S~ —Y > [-15%, 15%] o
FNCH Y . WHIOGNEC BT B S S e,

2438 1% D ACR20:Z 1L HI &

FAT3A * ACR20 ~
AH) i) | s oz | 9% FIICH
ACR20 82.72% 82.72% ) B
EEE (268/324) | (268/324) 0.00% |(-5.94,5.9)

RFNHE R AT N A A BRI O VT o R ER O
)b EHBEIMIC B 2 RIER OB L. REBFET
33.6% (109/324M61) Je OFeAT/NA A EEIESED B (JefT34
FEIEGED o RKFNCO L HEEEL) T39.8%
(129/3246B1) Td > 7zo KFMBEO T RBEMWERIL, EHEBAL
BG5.2% (17/324%1) . #Fh BRI AE . EAE R Ge&4.6%
(15/324%1) . HIMERBAES. 7% (12/324%1) . ALTHIN
3.4% (11/324B1) Td -7,
H1) Jef78A FESS - Humira® (EUCTKREINZT7 5 A< T
GEfETHR2) BH)

(BAZSETEVUIY - RY)

17.1.2 BBV DY F

(1) BRI/ IHERER
151 2L EODMARDSs 2R R A4 72 BET V) w7 ~ F- 3 35241
ARG LT T R IR E MR 1 BT 52490
%D ACR20%E#3E4E (ACR20) &, FAEG LT T &
RGN THERICENL TV,



2438 % D ACR20:EHBH D # &

AZE N
ACR20 13.8% (12/87%1)

§p<0.05 &7 T LR
GEVEFEM 5265012 B 5 F B EFGIL, TEHERAAL
B, DNAPLIKRBEEA546] (20.4%) . 5K EE 25426
(15.8%) . PUEEHUARBG 3361 (12.5%) . {EGIEBALZ 9 HE K
1961 (7.2%) %TdH 72,

(2) ENELMIEHEE (FEREDERRLL)
WEFINIMTXIE L 70V 7 3 RO <. R
M2EVN OB ) v~ F BE3MF = /R E L. LR
WL LTMTXZ AW 77 bR Ee e B
T %26 OXHA 2 7 modified Total Sharp Score (LLF,
[mTSS)) Tl L7258, N—=ZF 1 25 0ZLmidR
KGN T 5 L RFEGIZERTHEEICD R . K
BEOAEREFS IR R AR S Tz

40mgl
44.0%8 (40/9141)

80mgh
50.6%85 (44/8761)

mTSSZ Al &
77 R+MTX 40mghE#H+MTX
N—=AF 4 (FIfl) 13.76 14.22
268 D2 b CFIH) 2.38%£3.20 1.48%6.078

5p<0.001 %7 7 & AR
72, 260812 DACR01E. RAPLGH AT 7 £ R EGHFIS
HERTHEREIZERL TV,

263872 D ACR20FERL 5 D &
77 R+MTX
ACR20 56.4% (92/163%1)

§p<0.001 * 77K
LREVEFEHIXT RITIENC BT 5 EoFEFSRIE, SIRTEL26
Bl (15.2%) . FFEERE S #1461 (8.2%). ALTHHN13%41
(7.6%) . ASTHIIMILB] (6.4%). FEFEREIG. FEE4£10
B (5.8%) &TH o729,

(3) BHE MR ER
151 L EODMARDSsIZ R FA 457 BAET 1) w7 ~ T 54441
ERGE L7 e ARR O EE R IC B 5268
BOACR20IE. RHFREHEDS T 5 L R GBI N THEE
IZENT W,

40mglFHE+MTX
75.4%% (129/17141)

2638 1% D ACR0:ZMEE OEI &

75 kR 40mgls 8 40mghi
19.1% 46.0%% 53.4%$8
ACR20 (21/110) (52/11301) (55/1030)

§p<0.05 xf 77 b AREE
G VR R 54346012 B B T A EF LI, FHEITH
(20.0%) . 557561 (17.3%). 38956861 (15.7%) . {E870
REREA661 (10.6%) . % % FEAEALB] (9.4%) £5Td - 723,
(4) BHNEMRREE (REEHBRZEDERLE. BECMTXDE
FARERHIFVEE)
BN MTXOMERERRA 70 <o TR I [ 23 34 i o B
) FEETOME SR E L, EEREREIC BT
BHE2BBOXMA T T (mTSS) THEAM L 724 % FRITR
To R=AT A 26D EAEIIMTX & RHOPEHTEDS.
MTXHMPE G IR THEICA 2 < (p<0.001). B
IE DAL 1R HAHERR S 7zYs

mTSSZAbR (MTX RO 7\ E)

77 £ AR+MTX | 40mglEE+MTX 40mgh
NR=RAFA ¥
(PAfE) 21.8 18.1 18.8
521 DAL N R E§ N
CTHft) 5.7x12.7 1.3+6.5¢ 3.0£11.2

§p<0.001 AMMTXPFH 77 LKEE

ARHN ML GRE2TABN BT 2 £ FHEFRIL, HIFTHS61
Bl (22.3%) . HE566H1 (20.4%). H.046%0 (16.8%). 4
i g HEEALB] (15.0%) . HAGEIRS236 (8.4%) FTH-
720 MTXPFHBE263GIIC 51T 2 T4 K HEHFIT, SHIFE%E
8261 (30.6%) . FHIH53BI (19.8%). L5EEF500]
(18.7%)  ELA4560 (16.8%). PAEIFITE2160 (7.8%) %
"G%Of:%)o
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(5) gg;ﬁmﬁ%ﬂﬁ (BAETIZEDERMLE. MTXRAR T2
D&
MTXFEAR 5 OEE Y 7~ F BE6196 25t % & L7z,
MTXBEH T O 79 v R HERAIC BT 5528 %0
XA a7 (mTSS) TR L 72482 TRIIRT, N—2
A4 9o DOEALEIIMTX & ARF OB HEEDS, MTXH
OB THEEICA R (p<0.001) . BIEfEED 1
B 1 S FAHERR S 722

mTSSZALE: (MTX THIRA |52 EH)

77 £ A+MTX 40mglEE+MTX
N=2AF 4 v CPfE) 66.4 72.1
S22 CP91E) 2.7%6.8 0.1+4.8%

§p<0.001 *F7F 4 AR
REF G A1 BT 2 EaFEFERIE, LAOE K824
(19.6%) . FGTEALIEFTA6] (17.7%) BT (16.9%) .
Bl g Je6460 (15.3%) . BEIE55H1 (13.1%) . HE.04541
(10.7%) . FH#i4360 (10.3%). F&E4260 (10.0%). R
43861 (9.1%) EETH o725,

17.1.3 SR 4EE. ZELREEN. Baktse

() ENsEI/IERR (SEMHEE)
FPEERE AL A O SR R R (BB R 5 AR
HFfE (BSA) D10%LLE. 7 2PASI (Psoriasis Area and
Severity Index) A2 7 H12Lk 1) 1696 % xf 4 & L 722438
MG EEWRERIC BT APASIEIGE (1638) fHE%2 T
FIRT o RFFHGEOPASITSIUSRIL T T & K51
HARTHBIZERLTWY,

1638 DPASIT5 UG5

778 40mg 40mg+La 80mg
PASI75 4.3% 57.9%° 62.8%3 81.0%8
(2/46%1) (22/381) (27/4381) (34/4281)

§p<0.001 & 7T bARHEE

a : S0mgW AT HE G- )
LEVEFHXT R1236012 BV 5 EFEFERIT, SINTES45
B (36.6%). M k1) 27 &) FEn246 (19.5%). M
CKEIMI7H (13.8%) . {FEHRALALRE, 1l H JREERS N 451661
(13.0%) ZTd - 7259,

(2) ENELIEHR (REMEEzRE
WG (TP LFF—h, Y270 XK) V5 TRIER
+anpEE g LR BEFE10F AR E LIEER
REFIZ BT G166 B ICHENGE (N—2F7 4 V15
DR EIER A T 7 D T EfRE) & E L 2R o)
£1370.0% (7/1061) TH o7,
FRAERGIT, BINER, £ ) HEL3M (30.0%) %T
%07239)0

(3) BHELIERER GZEEREEN) (8F)
FREEE XA B O TR Rz B E A R (IEIRBEE £
RIETLL L, SR 3B L E A DIER 70 A FARKIE
FIRECRHREDA T 0 % 6) 31362 xf R & L 7-24:8 [ %
575 v KB EEMRRERICB T 5 1285HDACR20% T
FIRT (BFEOHS0%IEIMTX % 6FH) . KAEGFHD
ACR201Z 75 £ RN THEIENRL TV 20,

12:8#% D ACR20:EREF DEIE

7T R
ACR20 14.2% (23/162f1)
§p<0.001 xt7 7 &R
T 2480 EEEREEFR T EOXHEAIT
(mTSS) THHIM L 72455, RERGHDO X=X T 4 75
DEALEIZ T T LRI R THEII A e h o7,

40mghi i
57.6%8 (87/151%1)

2458 DmTSSZE AL

77 R 40mgl
N—=2AF4 ¥ (P 19.0 22.6
24 DAL CP3y1E) 1.6+7.50 1.0+8.628

§p<0.001 X7 7t REE
PRI R 15161 BT 5 E A B EFRRIL, LEOBEKY
1961 (12.6%). SMHTESE1561 (9.9%) . FEEFHRAL S 1061
(6.6%). FEFEIB] (6.0%). ILESH (5.3%) ZETH 729,



17.1.4 REMEHER

(1) ERzEmAEEER
1HI L EONSAIDs TRIRA 53 XA A EMED 7 i B 14 v
BEEBHEREEA 255 & L2 IEEmabiic Bl 555
128 DerES (ASAS (Assessment of Spondylo Arthritis
international Society) 20) &, 40mgl@BE#%5-T73.2%
(30/41%1) %R L 729,
FEoBFERELIE, BIYELIH (46.3%) . FFHEREREZ1164]
(26.8%) . EFHBRAIFUC6H] (14.6%) T 729,

(2) /By E MR ER
TH BRI B AME 2SR E (NSAIDS TRIREA T4 % )
3P AR L LT T v R E GBI B 5
128t DerEZ (ASAS20) % THRIIRT . AFHKGEHIET
T RGN TASAS20IZE L 72 E G0 EEICENLT
l/‘7,20

12381 D ASAS20 SUIG %

IR R E RIS BT 48 R0 TifEE (CDATE150
Ki) 1F. AEFGHEDT T 1RG0 725050

4585 0 FE A
77 kR 160mg (%) /80mg (2:81%)
TLfER 13.0% (3/23f1) 33.3% (11/33f1)

G EFIRT ROTHC BT B Ea FEFHSR (A% 13, 7F
B BOG . EREREG 40 (6.0%) ZTH - 727,

- MHSEE

BAEOSRERT, 48%I2CR-70 (CDAIMET7OLL Figd)
L7z 00— iREHEI2B E R E L7277 AR
EERILEGRERIC BT 5. G52 %OEMREHEE T RITR
o S2EBOEMEIL, AKX G N T T L REGHICIL

o 129,

5218 e D TEIEER

77K 40mgl

77 kR 40mgh

R 9.1% (2/22f1) 38.1% (8/21f)

ASAS20 20.6% (22/107%1)

§p<0.001 x}7 7t REE
FEAVERFATIA 5208012 51T B L A ESIL, SHEE 7526
Bl (12.5%). FEFE2061 (9.6%) TH - 729,

17.1.5 EEMRFRMEREENRN

(1) EETIEEER
BEAE IR CEE IR BN 0 3 > b 1 — USRI 7 26 B B 2R
Bk E A 5 EAEEE MR LB ESLH 2 R & LIk
EREERIC B 235 16A%UEE (ACR Pedi 30K5H)
IEMTXPEHBI90.0% (18/2061) . FEGFHIFI100% (5/561)
SARTIZ92.0% (23/2561) %R L7,
FhEERRIL, BHELTH (28.0%). 5. FEHZAG
(16.0%) Z:Tdh o729,

(2) BHEMARRER
BEAE IR CEEBIREI O 3 > b 1 — U AN 70 26 B B 120
Bk %A T 5 ARSI ES R BB 1TIM e xR & L2k
BHE A B 5% 516 % %S (ACR Pedi 30K
) AIMTXBE 94 .1% (80/85%B1) . FEBFIHFET4. 4%
(64/86%1) . 4 TI1284.2% (144/17181) #R L7z,
F7-, FEHEAM (16#) TACR Pedi 305UGIZE L 728
FERNRE LT EERIBICB VLT, K548 F TR
BEMERE TERIRT,
AHEPGHE T T RGN TEEBERRITAEZIS
Ko 729,

58.2%8% (121/2081)

4818 F TOEBFME
75 kR RF) 77 R+MTX | AHI+MTX
St 71.4% 43.3%8 64.9% 36.8%8
(20/28451) (13/30f1) (24/37f1) (14/38451)

§p<0.05 #77 L RE
168 (ZEMEFHMANR1I716) OELAEFRIL, EHHET
PrEa326] (18.7%) . TESFEALRIS2761 (15.8%) . TESTHES
MRIBSELTH] (9.9%) . HEF1660 (9.4%). L4&GEIKGL15%4]
(8.8%) S THo7zo AW (ZEMEFHMIR568%]) O F 7%
HEFRIL, FHHEAER. 7 AV AEGL126 (17.6%) .
FAGEEGELLB (16.2%) 1 EFHRAL S 1060 (14.7%) . #
BBl (13.2%) ZCTHh - 7247,

17.1.6 BEEIR—F 1 v MR

(1) ENELIERR
BEfGE (A7 04 RIS RIEREH) CHERAT5 4
FRIN—F v MFEEE206] % 5RE L L7 IEEMIERT R
BRI BT 2 2408 5 O FWAC R GHILZRER O# A 7T
MO NREI AEEA VT NS 1LY GFHLE, 24eE

filt) &7z olEEREDEIE) 13, 45.0% (9/2061) %IRL72®,

FEaAERGIT, HINERIB (45.0%). TH, N—F = v
MEFER (FUREOEAL) . #E5. k&35 (15.0%) T
%"37}:4%0
FE2) A E N —F v IS 2 RETIRIE 0 S i
L BEAR, AERIIZEE LB S L, EEBICEZLembl
ORI AT S N BEIHRE ST,
17.1.7 vO0—2%
(1) BRI/ mEEER
- BABE
figeE (AFa 4 K, THFF 7Y >, RSk
) TR 7% PEE I EREOEEIHICH 2 7 10—
VIEHEE (CDANHE : 220~450) 0Bl 235 & Lz 7T &R
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T VEEM R S 256012 BT 5 E A EFE S (52H%) 1F,
BIHTEZL1450 (56.0%) . Siwdf (16.0%). 7 10— i,
Bl 45361 (12.0%) STH - 729,

(2) BN EmiEaER

BEKRs5
HEFFE R TP SR SIS L 72 7 O — IR 28 At S &
L7zdEEMABICB W T, AFIHEER 512X 5CR-50
(CDAEAB0LL FigiAdr) 13814 T75% (21/2861) Tdh -7z,
FAAERRIL. SIHELI36] (46.4%). 7 O — 2K, 5
BaAB (14.3%) “Coh o722,

(3) BHEER

- BARE GBS S 0/ IAERER)
fBoEHEE (AF7a 4 K, 7H¥F+ 7 V%) THERT
A3 7 RERRE XS EAE DRI IC H % 7 1 — i E (CDAI
fili : 220~450, PUTNFRF ARG 29961 % 0tk & L7275
Y R E R ESER I BT A4 B O E R (CDAL
fE150K1) % T RIRT . LEHOEMRIL, AFHEG 5
DT T2 R GRE AR THEICENLTWZ2,

L% D TEMRE
77 kR 160mg (#H) /80mg (2:81%)
B 12.2% (9/74%1) 35.5%8 (27/76f)

§p=0.001 X} 77 LARE
G4 EAMR R 2256012 51T B E e B ERERIL. HHEVL
BUE30B (13.3%) . L1761 (7.6%) . R KIG. B
Fa 14510 (6.2%) . FEFHESAERL36] (5.8%) ETdH - 727,

- BAEE CBHNELERR)

A 27 )F T TRREDE I LA IR 7 v & E AL
EIEDTEENNICH 5 7 10— s (CDAIfE © 220~450.
A T7)FRI TR L) BB RE LTI
R EWRILEEER I B B 4ABOER%EZ TRIORT,
LRBOERRIT, KRG HEDN T T & RGN TH
BEIZEN TV,

4% O TR
7R 160mg (@) /80mg (2:1%)
e 7.2% (12/166f1) 21.4%% (34/159%1)

§p<0.001 X7 7t REE
FeA VR R 15982 51T 5 T FEERIT, JEM. B
AIB (5.7%) . AR, TESHTACNEIE 48R (5.0%) %
’/C“&)/Jf:%)o

- EREE CBYSEIERER)

oEHEE (AFa4 B, 7HF4+ 7Y V&%) THEAT
o3 7 ESE I EIEDTRENRICH 5 7 1 — VA E (CDAL
fifi © 220~450) 854BI1Z3E AP (WIAIS0mg. 2i81%40mg)
ATV, AEBRICCR-T0% R L2 BFE 2R E LT TR
BRI EN R 1 BV T 2638 L UN56:E 5 0 BRI,
RHNA0mghE WP 5D T T b RGBT AR THEZICEN
Tz,

2638 % B U638 4 0 Fi AR

77K 40mghf
B 2635 17.1% (29/170f1) 39.5%85 (68/172f)
" [ o6 11.8% (20/170f1) 36.0%5 (62/172f1)

§p<0.001 *77 R



BAFEIIIH (854) 128B1F 2 EAHEHRIT, FWS1H 3-8 LU AR A 40mg & B L[4 G- L 7 & & D52 % DT

(6.0%). FL45061 (5.3%) FTho/z. ~HHEMHM fEFIL, 40mg% My L7z & & i L <. EREON
(A0mglRHEE26060) 1282 ERAFEHRIT 7 U— Vbl ENEH TIXFTFIICA B L =R LI 0o 7225,
Bl (19.6%). SWHEH L2961 (11.2%) . BEHi#27 6 7RO HARNER & FERHBRO I E L Of A £ H T
(10.4%) ZETH 7Y, EAERICER T,
17.1.8 BEMXEX
(1) EMEE O/ MR ER 5238 00 R
toEEE (A7Fa4 8, 7THFE+7) V%) THEAT 40m gl 40mgH 11
o3 70 WS RE U FE O T B IR 5B (Mayo A I 76~ I S 29.0% (42/14501) 39.5% (60/1521)
12, WHEEMAY 7 2 2 72~3, PUTNFEK A EE) 27361 e el 30.1% (49/163%1) 41.1%8 (72/17561)
Exf e L7277 R BRSBTS EiR §p<0.05 HF40mghmET 55
F(EERHMEE) 13, SEGRTIEIAFEGH L 77 RE A (8 ET) 95261IC BT A T ERERIT. FUETL
L OEIZFED SN G0, 52BHBRTIE, KA Bl (7.5%) . EEEKI25636 (6.6%) Tdh-o7zo HEFRHY
W77 v R GHICHRE R o7 72, SHRICBIT S (8 LIES2H F C) 846012 BT 5 E A EREZRIL, B
W (BIKEEMIEE) &, 75 £ RBE3% (34/96f1) . KIEF17061 (20.1%) . FIHEEZ210460 (12.3%). BEE54
160mg (#)[H) /80mg (2:#%) #T50% (45/9061) TH b . Bl (6.4%). FEEIEGE506 (5.9%) . FRHATH (5.6%)
KEFEGHED T 7 2 R GHEIC T2 o 722, [5.8 BE] TdHh o 726062,
##3) MayoA 27 DR — 25 A ¥ 530 230%LL Lowd. o, 11:5) PUTNFEF) T LN IGHRA RATTRO S v, Ry U
BB M 7 2 27 BT T XE R — 25 4 > 206 1A REholBELEENI, 2L, BEIHTNFEAICK
B L o7 (—RIER)) BE B S hre,
8B Je U528 1% D TEIHE #6) %58 IZMayoA I T2 X 53 (MayoA I T ASN— A5
T K 160mg (,‘w@) /80mg (2@?\') 4 \/75")037}{/?\/ ]\LJJ:ﬁ‘OSO%,U»J:(JEk/}\ Eb:ﬁﬂ%:ﬂﬁﬂ“?‘7
HEa | 8B |11.5% (11/966) 10.0% (9/9061) A2 7HFIDTDH L CSILEORSD) LBEDS 5. 528
(LR ) | 52580 | 7.3% (7/9661) 20.0% (18/9061) BEIcMayoR I 7ARUT, 20y WIROF T AITH1UT.
) . . - . 17.1.9 FEREMDOHRREER. BEXIFNNE SER
a: MayoA I 7225 F, 0, WFROF T2 a7 LT () £OERR (BXAEZSOERERER)
bt SHFELLRE, WRA 570y S B AT TR S B ! Ry = ORPRIEES
FNIEEm L Shiz, EEIESE SER
F A MERFIE SLTTRIC 51 2 B A ERS (52AHE) 13, ‘OATUA Fagd (71 K=y 2 #710~60me/H)
BIRIETOB (42.9%) « EGHERA S 186 (10.2%) % T \FRER L 7o BT 2 R 2336 (9 5 H A N6
B o> 1257 ERRE LT, BIIAT 04 FOAMRGIC L) K EHS
(0) BNSEMIERER ‘[?E%Tﬁﬂif:fﬁblz FHOATOA FHEZMHR L 20
CEAEE L COWM & 3l L 72 7 £ AR R EE RO
FITNFRAFBE T, MoBEkE (R704 F. 7HF4 AARE LT IZR
T V) TR e S SR TR O IR 2 ‘ .
BE (MayoA I 76~12. WHEREF 72 372~3) % GBI TOMM_ (ITTHE) I
WG L LT T b R R SRR (57661) 1251 — A 77w
B AL, RHHG AT T b RSB N TR T R 3.0
R CW® (23381 N = I [95% X ] b [0.40. 0.76] -
P — pffb <0.001 -
BlE| (S P E COMIE
e e i e PR E COMM b el () 122% 2.8
B (3) 9.2% (12/13081) 18.5% 5 (24/13061) (6F1) | =TI [96%MRBIRI © | () 4175 5 -
5p<0.05 # 7T L ARE a : OFH OO SIEVERE . QRIENMIO 7 L — FOEL, 3
a:MayoA 2 7H2UT, 70, WFROF 7227 1T WFHREO 7 L — FOBEAL, OREHERNIOBETOVT M
160/80mgiE A#E22301 BT 2 T fFHERZIL, BEEKR B0 A T LS
B 251360 (5.8%) . 57961 (4.0%). FEF7H] (3.1%). 5 b1 G RO A AR N SUISME A % S 2R L L 72 Cox bl — N E
MHEE 226051 (2.7%) TdH - 72", 7V
- BANOMISEE ¢ G SHE R E LCoxbBINY — FET IV
FUTNF 85 o ff I RER O G2 7b b F. o iagE HARAGEA D% MM R119B2 B 1T 5 A ERGRIE,
(AFTA K. THEFFTY 25 CrRIEAR |55 1 e L BIREEZ2161 (17.6%) . 1361 (10.9%). #5597, &9
(L EAE O AN B E51861 (MayoA I 76~12, MK Bege #1260 (10.1%) FTH -7,
GIRAT 7 AT T2~3) ARG L LTI R EIE - FEEEMESIE SRR
BRI B 2 W ARG BN T T & R BRIHELAT T A PRl L) FRLEROSH S, —
BRI R TAEZIEN T W0, EREOFEITAT A FigH (7L P2y Y RE10~
E4) FUTNFBEACHEANL LA (SRR AR % B b 35mg/H) 12 & DIERDZLE LT A IFHEIME S &) Bk
GENT, 2L BIEICHTINFEANI S L 2o 7z (— Bm25861 (5 HHAN3ZE) 2xfe LT, HERBEED
UAER)) EE IR S 7, BOATUA FOHEZERL/-LZOFBRE COMM%Z

Al L7277 2 A B T E BRI IR
83l 15 ] U528 e D FE R

77 kR 160/80mg F G2 IO e E COMIH ITTHR)
SEfERa (8iH) 9.3% (23/246%1) 16.5%8 (41/248%1) S 75 kR
Fifsa (52iH) 8.5% (21/24601) 17.3%5 (43/24801) FREcoMMoTIE ()| IEErkE 56

Sp<0.05 X7 7Rk N 1 I I —— 0.52 -

a: MayoR 3 7 H2EF. 4. WFROFTZT7 1T (osgpy | NI DRBIRRIKII o 5770 7
TEEBRIAMIC B A LR R25TEIC BT D E A _ pfiib <0.001 -
WG, WIPEAN KOS (22.6%) . WIMBAASH | g pmpsey PEECOBMOTIL | 2.9 21
(17.5%) . HEIm2260 (8.6%). M. BIERA2060 (7.8%) (3261) | A= FH [95%ETEK ] © 0.45 _

T gy 5 1259 [0.20, 1.03]

3) EIERES (M= a - DFROEBED SIEAITE, QHENIIED 7 L — FOEL, @

®) BUESR GESHERE) s WTHEBO 7 L — FOTAL. OREFERN DT O
PUTNF R AN O MR O F 2D 5§ ARk i i Lo L T b 3
(A7a4 R, 7H¥FF 7)) V%) CTHERTG 5 PERE L o AR i

el R L Conlt Bl ¢
ERAE (MayoR 0 7612, PEGHAA 7 % 172 3) b ?i#&vﬂ$}\1£i%1§l/\%ﬁﬂx§i& L 7=Coxefl = FE

DEBAER I B 2 G ZHE R FE I S 17, o EEREABIER L L Cox LBl — FEFIL
ML CHE N S A7z EEUER (85261) M ORI THEH S A7z
TEEE (10061) 12351 2528 HO WM % FEITRT

10712



HARNDEG D2 R RISLBNC BT 5 E o HEFRIL,
Pt 280%1 (21.4%) . SHEH 2361 (17.6%). SEAE17H1
(13.0%) « 9571440 (10.7%) FTh - 7259,

18. EENEIE

18.1 {EF#E™
T A< ZIETNFICERIZHEE L. M2 ops55 & O
P7STNF% %Mk L TNFOMEMEH % HET 5 Z & TTNFO
AW R TP B

CRED

18.2 fEEHM

« RFIDOTNF a J RS ERITNE a (283 265 A8
FATNA FEFGE L RIBETH - 725,

- KFIOFc% sk (FeyRllla (VEIK UFED) ., Fcy RIIb,
FcyRIla. FcyRIIb. Fcy RIKUFcRn) K& UClqllxf§
DREEBAMEL, SBAT N, FESELD L FERETH - 729

18.3 TNF a [Cxt9 ZHFlE M
AHFNZ~ 7 ZAJESAE (WEHI-164) 2B WTTNF ¢ i

PR BE %2 HH L. 2 OTNF o PHIE IR EIT/ N1 F R
AL L REIRRETH - 729,

18.4 HIMKIFIEMREE (ADCCEM) MUK
&= (CDC3EM)
RAFNIIEAE AT TNE o FEHMIIZ BV TADCCIHEHME & U
CDCiEME% R L. ZDADCCHEHM: & O CDCIHMEIZ AT/ A
F RS L FERRETH - 729,

18.5 77k b=V &M ¥V T F ) UGE)
AFNI A ETITNE o ZEHMILIZB VTS 7 F I 52

LFBT7RY=—VRAZFEL, ZOT R M= AFEEEIT

FEATNA FEHGE L FARETH - 726,
) B TN FEHES  Humira® (EUCKRENLT7 5 ) AT
GEfET-HIR2) B57)
(BaZSET™EVUDY - RY)
18.6 ;M TNF{EA
18.6.1 741 A< 7IZTNF q |

R L7259 (in vitro) o

- ¥ FTNF g 128 L CEWBIRM 2R L7z,

- TNF a %% (TNF RI R OTNF RII) 2k$ A2TNF a
DOFEEEMEL (ICsHfl 1 1.26~1.47%10°mol/L) o

© Y AREHESF MK B v P TNF a S5 MEE 2B
WCHIBIE Z Al L 72 (ICsfiE : 1.4~3.5x 10" mol/L)o

18.6.2 7¥ U ALY T7IZ NTNFa b IV AV 2 =v /<Y A
ETFINZBT B BT IS D FSIE & ) L7257 (i1 vivo) o

19. BV (CEAT 2BEEHAE
—MEERE 7YY A~ T (EETHIEZ) (75D AvT
ited]
Adalimumab (Genetical Recombination)
[Adalimumab Biosimilar 4]
3730 L (CroorHis0sN2s2033:S6)
HEH  (CarorHss06N58:0675515)

A H Ty A~T (EafHia) [T A~ TERE
41 1k, BTz Pte MEGBIEN T« (TNF
a) B/ 7u—FNVEAETHY) ., b MgGLIZHHR
5, TH)LA~YT (Enf#iez) [74) 4~
THAA] 13, Fr A Z—ZANA AT —IIEMMIE IS
TVEEEINL, TH) A~ T (GEETFHEZ)
[T s~ THbed] (&, A51EO 7 3/ BRI )
S HE (y180) 2RR U240 7 3/ BRikH:
Mo bLEE (ki) 2RCRERSNLHESY v /37
H (4 EA148,000) TH b,

20. BRVL EDEE
SIERE 2 IEE L TREFT A 2 &o

21. GRS
BEdan ) A 7 EHENN 2 FOE 0 b, EEIZHET 5

22. @

(PHULYTBSE F:F0megJ>r20.2mL [CTNKI>
DY YIUXIR (K=Y 1 296)

(PHU LY TBSKE F:F40mgYJr0.4mL [CTNKI)
DY YIYXIR (=Y 1 29G)

(PHULIYTBSE T:F80megJ>r20.8mL [CTNKI>
) YUXIR (=T 296)

o

- Eg

2%

EINCPINE o< N> O (|

-
—

ko
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(FH'U LY TBSE T:F0mMg~0.4mL [CTNK])
RYXIR (5= 1 29G)

(F7H'YU LY ITBSET:E80mg~>/0.8mL [CTNK])
RYXIR (=2 1 296)

23. EEXk

1) Breedveld FC, et al. : Arthritis Rheum. 2006 ; 54 : 26-
37

2) Keystone EC, et al. : Arthritis Rheum. 2004 ; 50 : 1400~
1411

3) van der Heijde D, et al. : Arthritis Rheum. 2006 : 54 :
2136-2146

4) Colombel JF, et al. : Gastroenterology 2007 : 132 : 52-65

5) Weinblatt ME, et al. : Arthritis Rheum. 2003 ; 48 : 35-
45

6) Furst DE, et al. : J. Rheumatol. 2003 : 30 : 2563-2571
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