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LT TR RBOB TERR LN ARPSTZY,

72 d, MOPIINFFRIEIZB O TL, DARER OB K OFE LR, 7
TERBEL Y bERICRO LN EORENH DY, [2.6, 11.1.12
2]

15.1.8 KEIZH1F HDMARDIEZNBIE U v~ FBEF 2 xt4 & LB
BT OSFEMOLZEMEREITIBN T, KA EE L7183 5 5
MY o, IR, e, AoiE. BAMEE 266, JERANE
KRN IHIHE ST 5, [L 1, 8.85MK]

15.1.9 BHiES EEBEREREIR)

AFBe G- & BBV & OBEMEZ a2 728, FEEIT MR
BENBLER ST BlR & —RER O KB T — H R— AN B HEE LTz
TR E R NS Uiz, 26 ORI, SEGIfEOM, Finx
% & |2 National Cancer Institute SEER ( Surveillance,
Epidemiology, and End Results) 7 —#-X— A (SEER1992~1999
F 5 20024 A IR) D DHEE L7cfix Fv iz, £ ORER, KA 58
C DI B B I A B < SEMERET OB BIBUT. TIBIER23. 594
Bzt L26BlTH Y . E0 5 HEMY o EOBEFEUL, TRIB)
$50. 914K LI T o7z, — . 77 B REGHEIZIT 5N
JESSE M OVEEME D I OBLE BRI, 22T I 50. 25941
0.010flz5 L COfl T o2 BMNEAT—#), [1.1, 8.8%H]

®1OEMEES CGEREELUEEZIRS) OBSHIER OTRIFIK

7RG VT UV
) TENEII =) TEPENTE
SEBIIRT o o SEBIIRT o o
Oh -4 | BEREIE | TR (A - 4R) B | T
Y oS 41 0 0.010 2855 5 0.914
TEMEY LIS 41 0 0.249 2855 21 22. 680
TV SR 41 0 0. 259 2855 26 23.594

{

a) RHRBBATRIOBRRBRIC KT S
b) Ak kLFY— MEABIE T,

T TR EE ARG L L,

15.1.10 FRBERERE
ARANPe G- & IERANER I L OBEMEZRFTT 5720, FEERIC
InboEPBEIhpE —BEROT —Z L OHEE L7 Tl
B R R LTz, 206 OFRIBEIL, FEGEOME, Fliix b &
BT — 2O HEE LT fEZ e,
RBBRT — 2L, FBEOMLER ) National Cancer Institute
SEERT — Z RX— R |Z& FHN TR /= %, Southeastern Arizona
Skin Cancer Registry (Harris et al, 2001) ®F —Z Z{#HH L7,
FEORER, AREIE BT OIER AR EEOBEMNEKIL, TRIFIE
41. 7450t L, 1661 (BT L Rofm4pl, SLEMIZE LG Th
Sl =07 7 T v R ERIC T 5 IR R ANE R R OB M.
TR0, BTN L, 0Bl TH o7 BHEAT—%), [1.1, 8.8
Z ]

F2 IR OBIEBIE K O T HIBIER

T REEEREY E AW 2 T
%] TENEI =) TEMENTE
SEBIRT o o SEBIRT o o
(- 4p) | ARG | TR L) A | TR
BB RO 41 0 0.107 2618 4 8.221
SLECHaE 41 0 0. 466 2618 11 33.524
R SRS 41 0 0.573 2618 15 41.745

a) RURBBITRIOHEKRBRICK TS 7 7 bR GEEERE Lz,
b) A Kk LFY— MEABIE T,

15.2 JEEGEREAERICE D < B3R
AKFle~T A Ty MEOF SWEICERET 2 &, HRHURME(L
EFRIPITEH O W RSB v, +oRIBEENE L,
DIz, DAJFEPERBIEER STy,

16. EEHRE
16.1 mMAEE
16.1.1 BEREi%E

(1) BRANZHT DS

844 D B AR NMERERA B 112, =& x/v& 7 H10mg, 25mgf& O50mg%
HiE 2 TG LTz & & o g h IR EHERS i O ie <7 X —
2 Z KR OERUTRT,



3
;El,sooo - —+— 10mg
£ —o— 25mg
1 ——50mg

a8
V=

)

2000 r
(FHHLRERZE) (n=8)

MiEhIZRILET
o
o
o

260 300 400 500
HE5HHE ()

X1 =&t b BRI G% o fE ERR FEHER

0 100

K1 HWYEENT A—F (h=8)

#3 XY NEBRGIZE T M) v~ T BE RO ENE
BRMEBEABREOME R X 387 MNEE (T 7fH)

kR M 2 g 7 NREE (b7 71#) (ng/ml)
B | oprfliR | 4R A SIHFEMA | 128FANA
202-JA B 950476 10174572 982+415
By v~F (10mg) (48) (45) (45)
s 202-JA B 202141124 | 24474993 | 2590%1000
(25mg) (48) (47) 47)
208-JA 1299449 | 1005+723 1057481 1183+442
sk gep | (0. 2mg/ke) (13) (12) (12) (11)
BAide B 201 29414875 | 22171169 | 28711052 | 3269+ 1265
(0. 4mg/kg) (21) (21) (20) (21)

AUCo-4s0 AUCy-co Cmax Tmax CL/F ti
(g« hr/nL) (p g+ hr/mL) (ng/mL) (hr) (mL/hr) (hr)
Lome 5. 76.5 78.6 474 43.5 153.1 87.6
m; NN
s +33.4 +33.7 +230 +19.2 +73.5 | +18.1
s 5. 222.3 227.3 1415 52.5 134.5 86.3
me St +91.9 +91.9 +761 +16.9 +78.1 | +22.5
412.0 419.6 2668 49.5 125.0 7.9
50mg S.C.
+95.7 +98.7 +684 +16.3 +£28.6 | +£10.3
- AR

844 DREFER A 112, 50mgZ LRI FHh- Liz & & DFER D, =
H 3T N OIRENRIT BAT R 2 R LY,

(2) HEAIZH TS
KEOEFER A, =& %t 7 b 10mg, 25mg X iL50mg % H[AI 7 T
Beh L7 L 2 0YERE/ T A —F IR 20E Y T, HARNERERLA
OIE L FIFFRETH - 7259,

K2 HWERE T X =4

CPOEEREERE ()

16.4 3t
THERET MVINFICHES T 2 & EAEIET X B O FIESR X
REH R A~DOHEE O WF NI L - TRTF FREFROT I /R
R AZE TR SN L EIN D,

16.5 HEitt
THE VRS N EHEIR TEE LIZGE, =X 387 FORB~
OPEMITIZ L A ERBD BN -T2,

17. ERERRLAE

17.1 BERURLMEICET 535

(g o< F)

17.1.1 ENE IHERR CEEEZBRER0T—42)
AF0>10mg K ON25mg i 2[E4%-5- ODMARDAE Y D BIEG U 7~ F B % %)
B L L7 7 bR xR S R LEGAER (S AR e SUE 114147
Bil) 1ZFR T B 12N B > TACRISESLHEIC L D495 (ACR20) )
. RUITRT, AFIBEERICIT DACR201E, &4 7T BARERICE
WLAEIZEN»S T,

AUCy-480 AUCy-o Cmax Tmax CL/F ty/2
T (ueehel) | (gt | (/) (hr) (ml./hr) (hr) 112083 H DACR20 (A 2[a1#5-)
tone s.c. | 6 79.0 81.7 425 66 132 92 BEE (x2/iE) 75k 10mg 25mg
me St +24.4 +24.6 +205 +92 +41 +8 e o % oo e
26mg S.C. | 26 2417 245.2 1650 49 13.8 | 72.1 [ BLHENT i L 5 A 11 [3/48] [32/50] [32/49]
+£76.0 +76.6 +660 17 42 | *13.6 a) AR=T &y FO Db, W BINIE & ORIBIRBIFIEAS & b 122000k ik L, Ao5% Y
some 5.C. | 28 460 502 3440 18 118 78.0 OB 3 H 2320% Lk FiksE U SEB oA
me St +179 +196 +1920 +21 +52 | £17.4
- e S BITER OFBLRIT, AHI10mghE69. 2% (36/52{51) . AHI25mgHE60. 8%

16.1.2 REH®RE

(EER) < FEE)

(1) E2mEEE
HA N Y 7~ T BH994 12 10mg i 26mg D = % XLt 7 k%1
ERNC2E12E M L TG Lz & EoMmiEho & xutv 7 MRE(H
T 7ME) 1%, BEGBEL» A BITITERIREEICE L, DBIFIEED
BEAHERF L Qe (R3), F/o, s2lMES Lz & & omiFhig
EbI2EMEGR L FETH Y . BEEIC X 23y EE~0rE
XA N2 olz,

(2) ElEEs
AANBEE U v~FBEIC0mgD T ¥ )bt/ & 1HEEIC1ERL T
BELEZLEDOTZ 37 FOBRERIT, 26mgdO =X R 7 b
ZUBARNC2ER TR Lo 2 LFEERTHD . £z, 25mgdD T 3
N7 N EGARICIER TR Lz &0y 32087 N OlgEE
1%, 10mgD =& Rt b EMIZ2EIR TG Uiz & & EIZIEH
BTho72",

(EEMSRMEER EE)
A AR N VR 2RI 2 B3 1344120, 2mg/kg, 2144120. 4mg/kg D
T N ELERIC2EN2EME THE Lz L & omiFho ¥
2T MRE (7 7E) (X, $GRiR2EEE I ITE FIRIB I E
L. UBRIZIEEOREZMERLTREY ., MERGICL DRy ENE
~OFEBIH BT (K3,
0. 2mg/kg X 1X0. dmg/kegft 5T I 1T B B AR AFAEMER ML BRI A R
OmEH =4 387 MNRED b7 7 EOFMEIX, T2y
7~ F B D 10mg K U25mgf 5 & 1FIZFEETH > 72, 0. 2mg/kgif2[a]
BEIZEBTD T 7 EEIR0. 4ng/kgi2[E 5. DIZIF1/2TH - 7=,

(31/5141) KT 7w REEG4 0% (27/506) TH o7z, E/eRIVEHR
13, AHN 1 Omg#E CVESTEBAL SRR 15. 4% (8/52451) | EANHEEZ13. 5% (7/52
) . BRESET. 1% (4/52M1) . AHI25mg e TR 15, 7% (8/51
Bil) . ENREEE11. 8% (6/51451) . TESTERATALEL. 8% (5/5141) TH-
7=

17.1.2 ENFE MR (25mg:E2[E% 5 & 50me:E 1 [E1% 5 0 thE)
AHN D 25mgifE 2[E 2 512 L 0 EBIREMENZE L CW AT v~
FHRE LG E LT, 25mgZ H2E 458 R 510 kr & . 50mgiH 1[=]81
MG Lz & & OFIMER L EM ARG Uz, REFRRBR (%)
PHEARAT 6 SAEFIERALE]) 12330 % ABETAT H (25mgif 2[E #5544 T 1)
SO 2B8FHM B (50mg il 1] $ 5-#& T 1) D 28BafHi BIGEIE R =27
(DAS28) (M) 11X, TN N3, 26% V3. 13 (HfEDZE : -0.10)
Tholz,
RIVER (EYWRE, B 58N SUREBR<) ORBLIFRIL, AH|25mgiH2[=]
BE2. 4% (1/421) . AFI50mg B 1EEE12. 2% (5/4141) ThHotz, E/2
RIVER (EYWE, BGENSURERRS) (X, AH25mglH2[El#E T2
2.4% (1/4250) . AF|50mgiE 1 [EI#E TR, HNELE:, BIEE. HT
BRIER ., RABVEZIE, YRR FEEA2. 4% (%1/4161) Thol=,
JRYLRE DRI, AKI25mgE2IRIE. 4% (1/424) . AH150mgiE 1[H]
RELT. 1% (7/4161) Tholz, HHGHASUE (KRR Z D)
X, AAI25mgiE 2B TIEER D HALT | AAKI50mgif 1 [I#E T2, 4% (1/41
Bil) WCERO BT, (T ARBR T, EHE & O -0 SUS T
oS L IIRNERHF S NTz,)



17.1.3 ERNFELI#ERE (10mg:E2E1%5 & 25me:8 1 @ #% 5 )LL)
DMARDIEZH DB U U~ FBE A%t & LT, ARFID10ngi 2= 5
K O 25mg i 1[E 5O A MM OV 22 e Uic HE 5
B (D IHEMEAT S RAEBIELR956Y) (Z331T 5 12383 H DDAS28 D~ —
ATA I OELE CEHME) 13X, 10mgl2[E £ 5.5 & UN25mg i 1
Bl GREENZNUTISNT2. 07T/ U2, 25 (f#EDZE : 0. 18) Th -
72
BIVER (RYE, B 5N SOGZBR<) OFBLHRIT, zlxﬁllomgim@
BELT. 0% (8/47f51) . AFN25mgilll 1[EIFE22. 9% (11/48%1) Th-o7-, E
TREIWER URYYE, Beb3ni OS2 bR <) 1d, AHKI 10mgiE 2[E1RE CH
Fds, FEBK4. 3% (452/4761) . AKI25mgilE 1[EIFHE TALTHEM, ASTHY
MA-8. 3% (54/48%1) Tl o7o, BEIUEDIEHEIL, A 10mgilH 2[m]
BE21.3% (10/4761) , AF125meiE 1EIRES. 3% (4/48%1) Th-o7-, #

HEALEOS  (RERBIERZ b 7e\y) OFBIER T, AFH|10mgiH 2[R %
10. 6% (5/471) , AAl25mgIH 1[EIFEL6. 7% (8/48%1) Th o7, (HF:
AR T, BYIE R OFe 5O SUS T, oo F5 L iTBlIc 4Rt &
niz.)

17.1.4 ERNELRERE BEE0BEMBISICxT SILEHE)

AF D 10mg e ON25mg I 2[m1#% 5-ODMARDIER) D EER U 7~ F B E & %f
Gl LA N PLEY— MR EERERER (RO
GUEFISR54201, A M REAARAT ST SUEFIERE50651) (21 B R— R

T A D 52MMFAN B £ COBEEEREZ FROROXRA 2T
(modified Total Sharp Score:mTSS) THFAfi L7=fEH &2 #2279,
AEEGENL, A b ML — ME MTXED) [N A8
(CRAE R O MR 2 I Uiz, F7o. AHK]10mg M ON25mg & H-HED
ACR201Z, 24FHZEAl H TEHZEHTT. 0%, 77. 5%, 5203 H TENZE
AU7T5. 9%, 78.6% TV . MIXEECII24 3T B C56. 3%, 52 7FAM A
T62. 5% Th o7, AFBEEHIL, MIXBHZHIE LWT b A EICHS
Sy

#2 52T H OnISSDOR—R T A D DS

ke AR R LE— kY %02‘" f;z‘"
SEGI K 171 190 181

nTSSDR—R F A i & DA ZE it 9.82 5.19” 3,337
[ HERRE ] [1.16] [0.93] [0.73]
R 4.00 1. 00 0. 50

a) p<0.0001%f A b kL4 — MEE, FEWOMTE T VA G
b) LERNZ6~8mgZ2~3ENZ 5 L T b,

BIVER GBUMIE, 2 5580 RUS % bR <) OFEBLRIL, AH|10mghE4l. 7%
(80/192M1) . AFI25mghE4l. 2% (75/1820%1) K UMTXEE43. 8% (77/176
Bl) CThote, ERBWEM (BEYUE, BHIAIGERS) . A
I 10mgHETALTHEMA. 7% (9/192451)) . ASTHEAN4. 2% (8/192%1), HIN
23.6% (7/1920)) . AH26mgRf TALTHIMNS. 5% (10/18245) . ASTHIN
4. 4% (8/182f1) . J&953. 8% (7/18281]) T o 7=, JEYEDFEIRRIL
ARFN10mgHET. 0% (71/192451) | AH25mghf38. 5% (70/18241) S UMTX
BE36. 4% (64/17661) T o 7z, FHHNLLIE (KEBIRE M 7ew)
1%, AFI10mghE20. 8% (40/19261) . AFI25mghE20. 3% (37/182031) K
OMTXEEL 7% (3/1766]) Th oo, (F : KRB TIL, BYYE K O
HENL ORI, o5 LRI ER snT,)

(BEEMEREESmARE)

17.1.5 ENEE DR
A b b bF— MIEHEE R T IR EEAR R TH DIEEME0 %
BB R RS B 6 AR (5~17mz) ERGgL LA —7 R
Bk CB 20 = BRHT R GIEGIR22/1) (2F T, AHI0. 4ng/kg (25mg
% LIR) Zf2E1 RS Li- & & Wﬁw PN e A 2 Mt LTz,
L2BFHI B > TACRYEIEHELC X A A0 (JRA30%DOT) ' 1390. 9%
(20/226) TdH-o7= (F3),

3 12:@FFMm A 0> JRA30%DOT

2. JRA2 TRy FOFHEEB BT 5 X—RA T A 55 O30%A EOEA6EH R IEE £ T
ThoiHZ L

BIVEFH OFBLERIZ100% (22/2261) CTHoT, ERBIEMAIL, SIA5H
2%86.4% (19/22M1) . B SGRTT. 3% (17/2241) . H 52£50. 0%
(11/2260) . A 7N W EREA40.9% (£9/2261) Th iz,
17.1.6 ENE IR

AN M UF— MR A R T UIRBEAR CTh DIEEEDZ
BOERA AR R R B E R B (B~1Ti%) xR e LA —T7 ik
55 (7 2h 5 BEMRAT o SUE B AR 1 3451)) 12 38\ CTUARAN0. 2mg/kg (12. Bmg
% BIR) Zfele 12 B E G LT & & O R O R E R,
123834 F ¢ JRA30%DOI® 1392. 3% (12/13f) Th -7 (F4),

4 12:@FFM A 0> JRA30%DOT

= . 208-JARK R
Behat (X2/18) 0. 2mg/ke
JRA30%DOT” 92. 3%
[0 3 B eI 3 L P B/ e 18 [12/13]

a) JRAB0%DOIZ EERL L7z & ¥ 2121%, LLFO2HA R TAMETLENSH D ¢

1. JRAZ 7 & v FIEEH3EE L ETR—2F A 2 inb30%EL LD ENRD Hid

2. JRAZ T &y hOFHIE B ICET D=2 T A 55 O30%L EOEALA6E A FIEE £ T
ThbHrZ &

BIVER O3HLEIT, 92.3% (12/13%1) Thot, FEREIWEMIE, &
SFHENLSR61. 5% (8/13M) | EMHTEZE53. 8% (7/1361) | B%@23. 1% (3/13
) THoiz,

(g o< F)

17.1.7 BN ETRERE CEREmRaEfloT—4)
DMARDD Zh HE AN HH L I IGEE R ) o~ T a5t e L7 7
T AR5 IR T S R R BR (A S PEARAT ) S B $R 180451) 128U T
B 5.B84485 H # DACR20 % F5ITR T,
e &5 A& E ORI BMENFE
ACR20IZAMTE & bhist L THBEICE - 7=,

L0 B AL, A 16mg/m* B D

#5  $BEBIAAS5 H % DACR20

RREMD Y 5 (X2/6) 7R 0. 25mg/m” 2mg/m’ 16mg/m*
SEGI K 44 46 46 44
ACR20” 14% 33% 46% 75%

a) ACRZ 7 &y b5 b, RAEHRBIMIH OCRIEIRBI 5 & H1220%8L Gk L, A o5% Y
DI A P33 H A320%LL gk U 72 iE B 0B

RIVEFH OFBLRIL, AFHI0. 25mg/m™ 21, 7% (10/46/) . AFH|2mg/mHE
26. 1% (12/46f1) , AH|16mg/m 72, 7% (32/4441) KO T v
18.2% (8/44%1) T o7z, F/RFUWEMIZ. AH0. 25mg/m*H Tl
8. 7% (4/4661) . 5L, 3% (2/46f1) . ANHK|2mg/m* T 535
ALEOE13. 0% (6/46%1) BN F V2% (2/4651) . AF16mg/m* T
PG SOR52. 3% (23/4441) | FEMED N, B, £ I EEIE, 1T
SHEDIREA4. 5% (%2/4401) Th o7z,
( : AR CAK OB ) v~ FITkt LTRRISN TV - s
1£10~25mgZ 1 H 1[=], @iz2[E], XI%X25~50mgZ 1 H 1[a], 3@EIZ1[H],
BTFERTHD,)

17.1.8 i@ E MAEEER
DMARDD ZH A3 5S L 7 IGEPERART ) v~ F T A x4 e L7 7
T AR S BR T R R R (A S AT o B 155229451 12 W T
Be5-BAA2H ., 34 H } U6 H 1% DACR20% K612 ~T, AR EGRED
ACR201F21, 3% AR U6H AZEDOWTIUZRBW TS, 77 EREEIC
HLTHEICEL . 2BEE OHREOBENRD 5z,

#6 HEBIAA2E, 3u H. 65 H%DACR20

G (x2/#) 77N 10mg 25mg
SEGI K 79 73 77
238 1% 18% 31%

ACR20” 35 H 23% 47% 62%
6% H 1% 53% 60%

- . 204385k
Behat (X2/18) 0. dng/kg
JRA30%DOT” 90. 9%
[t FEHE( T L i i 5/ e 55 [20/22]

a) JRAB0%DOIZ EERL L7z & ¥ 2121%, LLFO2HA R TAMETLENSH D ¢
1. JRAZ 7 & v FIEEH3EE L ETR—2F A L inb30%LL LD ENRD Hd

a) ACRZ 7 &y b5 b, RFAEHRBIMIHR OCRIEIRBI 5 & H1220%8L Gk L, A5k
DI A H3IE H A320%LL gk L 72 E B o FI S



RIVER (BCUE . P HAEBALIE 2 Bk <) DOFEBIHRIL, A 10mghf28. 9%
(22/7661)) . AFKI25mghE25. 6% (20/78%) Je N7 Z & AREELL 3% (9/80
Bl) CThote, EREWEM (BEYUE, BHIAOGERS) . A
7 10mgHf CHE5. 3% (4/7661) . &2¢3. 9% (3/76H) . F9Z. BBIE,

€
1

HEMEREEEREE)

7111 @548 I/ MAREER
AR bR — MR R T UIEAA MR R TH D TEEED %
BHERE MR R ME B E R B (4~ 1TR%) 2 BIC=F 7t 7 b

I, T W45 2. 6% (45-2/76451))  AF25mg i CHERS. 1%(4/78 DOEIEEBFT LT,
B) . F&IB, F D PERERS. 8% (£3/7841)) , MLENE, EMKHIINA-2. 6% sR— 1

(%2/7801) Tholz, YE (KEBEREFDAR) ORBIET,
AFHI10mgHER6. 6% (43/7641) . AHI26meHEST. 7% (45/78%1) KT
B AREEST. 5% (30/80%3)) Th o7z, FHINLSIGNIT, AAI10mghET

43. 4% (33/76(31) . AHI25mghETAT. 4% (37/780) RONT T HREET PR e 0. 4mg/kg
- o b N . %DOT" Y
12.5% (10/80f1) (2388 DAV, (FE : ARBUCIE, BUSER OB | | o sesise] .

ERALEIE, DTG L TR ER & nT,)

17.1.9 g5 EMAARER (25mgB2[E1% 5 & 50me:E 1 [@#% 5 )LL)
AH 0> 25mgiE 2[5 % 5- K UN50mg i 1[A1#5%¢ 5- DDMARDEE R DRI U 7 ~
FHREENRE L7 7 2R B B SR LEGRER (A2 VAT
GUERBIELA2061) (2351 2 SIHATAM H (DACR201E, AFI50mg i 1[RIEEIC
FBUNTE0% (107/214%1) . 25mgiE2[BIFEIC 51 T49% (75/153%1) Tdh
0. AHHICRT DIEL DAL S LT,
8l E TORNWEA DFEH=IL, AHI50mgi 1[EIFE38. 3% (82/21441) |
AFN25mgi2[a BE41. 8% (64/153%1) KO 7 & RRES2. 1% (17/5341)
Thote, SHETICHI LI ERRIERIX, AFI50mgil L[EIFE T
SHERALIIE1T. 8% (38/214451) | F&355. 1% (11/21441) | BAFR3. 7% (8/214
B) . AFN25mg i 2[F B CHERENALSUG17. 0% (26/153%1) . HELT. 8%

. . _ Feh i (X2/i) 7R 0. 4mg/kg
(12/153%1) . §8J@6. 5% (10/153%1) Th -7z, 1618 E TOREWEHD Fevpy— - -
FEBLRIT AHI50meiE 1[EHE43. 5% (93/214451]) | A 25mgiE 2[RI FE47. 7% (Bt LT 3 L 723 A 1K) [9/26] [20/25)

(73/15305) Thotz, FABIERIE, AFHI50mgif LRI CHHHAL
SO 18. 2% (39/21441)) | F6926. 1% (13/21441) | 5858 4. 7% (10/21441) |
AF25meiH 2[E] TR AL 18. 3% (28/153451) | HELL8. 5% (13/153
). SHET. 2% (11/153%1) TH-o7z,

17.1.10 BN EMARER (FEEOBENBRGICX T HBEHE)
AF D 10mg K OR25mg I 2[H] -5- ODMARDEEZh D B BRI U o7~ F
ERHBRLE LA NN UdY— MR T EERIEGER (BETREm
BTt RAEGIRR6 1661, B RNMEFFAGMRHT R GIEGIR63261) 1231T 5
—ATAVPLUFHOBEEBREEREY FROROXBRA T
(modified Total Sharp Score : mTSS) % VN TEEAM L 7=k 5 &2 37
RS, AHI26mglEIE, A b b L — REE (MIXEE) S OAH10mg
BRI LW b B EICBIEE O R 2 Infl L, £z, A
10mg &% ON25mgEDACR201E, ZALEAUE5%, 69% Td> v . MTXEE TI364%
ThHomW,

T 1EHZONTSSOR—AT A b OELE

A — 7 BRI T B 12 FHIE B 0 JRA30%DOTY %, FSITRT,

8 12:@FFAMm A 0> JRA30%DOL

a) JRA30%DOI & JERL L7z LHIWT 9~ 512id, LT O2HERTEMTLENH D ¢

1

2.

L JRA= T By B HIB3IEE L ETR—Z T A 2 B30%LL EOSGETED LD
JRAZ 7y N OFHIEE FIZHIT =R T A B O30%LL EOE L6 H PIIEE £ T
ThoiHZ L

sN—h2

/8= MIT UL RR U F— LAHE SR (JRA30%DOT 0> JL ¥ 243
7o L9 s1)) Zxtgic, =& x4t 7 1. dmg/kg D 2[E 7 T
¥ 5% 75 RS (k210 B D IS0 % 7= & & 0 JRA30%DOTY
. FUNTTFT, KA GEETIZT T R ARBUC i LR o R
B b,

#£9 BEH£210H F TDJRA30%DOT

a) JRA30%DOIZ JERL L7z LHIWT9-512id, LT O2HERTETLENH D ¢

1
2

L JRA= T By B E HB3IEE L ETR— X T A 2 B30%LL_ EOSGETED D
L JRAE TRy FOFHIEB IR T 5= A T A G D309, EOFE(LA6HE FIEE £ T
ThoiHZ L

SR— MNCREIER  (EGE & OB SOG Z bR <) ORBLEIT,
39. 1% (27/69%) Th otz FARRIWEAIX, FEm13. 0% (9/69%1) .
BR11.6% (8/69%1), M&M:7.2% (5/69%1) Th o7, BEHEAIG
DFEHERITIT. 7% (26/6961) Th-o7z, E7o. BYYE (KEEHRE
Blb7e\) ORBERIL, 62.3% (43/6941]) TH-o7,

= R2CRIWER (RRYE Je O\ B3N SUG 2 bR <) DFBIERIE, A
FEE28. 0% (7/2501) . 7T L AREEL9. 2% (5/2661)) T -7-, AHIEE
TH LN EZRIERIL, 8., S%&12. 0% (%43/25041) Th o7z,
B GENLBOG DOFEBLER T, AFIRE4. 0% (1/2561) . 77 & REES. 8%
(1/266) Th oz, Fio, BWYJE (KRR EZFDA) DR
13, AAIEE60. 0% (15/2561), 7' Z = AREE30. 8% (8/266]) T -7,
(7 - ARBR T, E S OB B BOS T, thoo g L 13RI sE

e PENSENN igz"‘ 3;52‘" Aanis,)

SE 8 213 199 204 18. EphEmE

WISSDR— 2 F A L & DSEHJ LAk 1.74 1.44 0. 77" 18.1 ER#FE

(e [0.30] [0. 30] f0.18] TH LT ML b NINFAHRE L 78— Tl A &
o e ff 0.48 0.00 0. 00 NEINFa RO LTa %, BEW LEFF—L LTHIIEL (LEFZ—

a) p<0.001%f A b N LF4— ME, FRIEHIRCRESI L7zvan ElterenfR
b) p<0. 05%} 10mgf G-, FEspiRT TRl L7zvan Elterenfii/®
c) LiAMRIZ20mgE T,

FEANUR) . iR mO LS4 — L DA EET L2 LT B
U~ FER, MIREERZRIET B2 0N T0D, 2B, KAl
EINFa L OLT o & OFEGIZFERITH Y, Wo 7o AFlHE L7ZTNF o
KOLT a i XN S D,

TH R T MIUISTHINZE T O TNFZ BRI %9~ % INFO f A % [
EL (FEEE# (Ki) =1X107M),
18.2 BAEIiMHIEA
18.2.1 v MARGBHBEHRETIL

I T MNET y MREFBRERESGRET T VKL T,
5u g/ jointLh ORI 502 X 0 I BIEERR 2 il L, BIEiZk =
a7 xWE L,

BIER (BRYYE & O 53N SOG 2 BR< ) OFBLZRIL, AH10mgh
52.9% (110/208%1) . A#I25mgiEsT7. 0% (118/20741) K UMTX#EE6S. 2%
(148/2176) Th -7z, ER@IWEM (BRYE K OB HEBALG % B
<) I&. ASHI1OmgHE TEER13. 9% (29/20803) . FE.0x9. 6% (20/208]) |

THIT. 7% (16/208%1)) . AFKI25mgiE THENA10. 6% (22/20741) | 9. 2%
(19/20741) . FFEMED £ 7. 7% (16/20761) ThH -7, EYIE (K
REMRZRIDZR) OFEBLERIT, AHI10mghE75% (166/208%1) . AH
26mg#E79. 7% (165/20741) K OMIXEESO. 6% (175/21741) Th -7,
B HEA ST, AFI10mgiE30. 8% (64/20815) . AF25mgHE3S. 2%
(79/207451) 2 OMTXEES. 3% (18/217#) Toh -7, (1 : AR TIE,

JRYSE o O GELSOG I, hoEES L 3Bl ER Shrz,)




18.2.2 ¥R I aS—FUBERETIL

THXIALE T MEI N DB 2T = UBEBRET VISR LT,
1 u g/bodyLh_EDERENTE 512 & v BIEIRFIEI IR E R Li-, %
72,150 u g/body DIEIENEE 512 X 0 BAFIHR K OHEIED 2 27 %
B Lo, v I a7 —5 VBT T WISkt L TiE. 50 1 g/body
OIERENBEGIC X v . R L OGP TR 2 5 — 7 o fiikfii &
Wil L7z, 72 M 2 5 — 5 BfRET VI3 LT H 10 1 g/body
DIFPENEE G XV | BAEIRIIER A Ml L7z,
18.3 INFZ 7 2 —IZxtd B iESEMM

T F)NE T MIINFa L OLT a DWFRICK LT bR B4
AT 505, LT BICxHT 2R GBI R 2720,
18. 4 INFOMRRIEE <39 5 HIHI4E R

LO29HMAE DO TNFE TSRS E TR LT, =& x/b& 7 M iZ10ng/mLEL
L ORRECAMIEE DWW M Uiz (in vitro),
18.5 IL-1 o #FATNFEERERIEIZ 33 2 HIFI4EA

~UADIL-1a (30 g/body) PFHTNF (3 ug/body) FHFEBIEIZXS
LT, X3t ME30 1 g/body L b DOEMRAHEE 51 X 0 E5EH
HIERZ7 L7= (in vivo),
18.6 fARIGEEMHE

TH T T NIRRT OMRGERE 2 FE Lo 7z (in

vitro),

19. BES BT HBILFHIR

— R TS = H 2L T b EIG TR ) [Etanercept (genetical
recombination) ]

k224 1-235-Tumor necrosis factor receptor (human) fusion
protein with 236-467-immunoglobulin GI1(human vy 1-chain Fc
fragment), dimer

4rf-8 1 K9150, 000

AE: Fr A =—ANLAZ—PIEME (CHO) ZFIH L7 s A
ZITEVEA SR, & FgClDFcfElk & 5y F&75kDa (p75) Dt
MRS EESEIN 7 D RZ 284K (INFR-11) ORIfRs KA A v D)7 2=
v b RIS R D HEEAE,

7 X B 9344

20. BRLEDEE
B RET D 2 &

22. A%

(T T UIILETER10mg)
AL TV

(T T UILETER25mg)
AL T )V
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