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TREHERL A 248012 A #1200mg & 1) F 7 2450mgx 1 H 20, fEH%7H B L7z &
. EWIREIZB A1) T 7 20Cmax L AUCIKBEHIZ L D Wb #1.2
R EH L2 (BHEIANT— %) [10.22:8]
16.7.2 Z)arvJy—Ji
TEHERALTHIZ 7 )V 3V — b200mgZ 1 H 1, AH#7HM%S Lztkic, &
#200mg % 228 T H GBS Lz & &0 AFIOCmax L NAUCIE PR IZ X
D ZENZILTRER OH2 3512 EF L7221 BHE AT — %), [10.220]



16.7.3 ZIVNZRAF >
fitHE R A 156012 A #200mg & 7 VN A ¥ I > 20mgk L H2ME, £ %7 H BB
L7z& &, ARHOCmax K CAUCIEHHHIC L D Wb #1351 L5 L7z,
7o AL AKI200mg & 7 VN A Y F 2 20mgE LH 2, AHTH
BRI L72& &, 7 WNAY F 2~ OCmaxiZHEHIZ X V#1262 B L7225
AUCIHEE % 2 o722 (BHEAT— %), [10.2514]

16.7.4 TIT 7>
B NL2ENC T V7 7 0) > & FEi S L 721210, A#I1200me % 1 H2[H & 7
V77 y1~bmg&xIHLE, 7THHHH L2 &, RAET V7 79 > Ol
SPRER O Y bu VISR E RIZ S o 2P, L LS
W CHIICERE ICBOT, AR ETVT 7Y YEHFHL TV EEHI. 7
O hay Y VEMOELREZ L) BmETHAIC X o TEEany 2 A X
nNTwz® GHEAT—%). [10.22]

16.7.5 NOFt&F>
RIS /ST F £ F 2 20mgx 1 H 1., SH7H BT Lzgic, KH
200mg#% ZEE TGS Lz & &, AHOCmaxiPFHT 12 & 0 0. 765
VAR L7275, AUCIZEEE A 2 o 720 F 720 B ALSH 12 A H
200mg#x 1 H2lnl, AEH7H S Lz;%Ic, /30 F 1T »20mgk 22§ T Hiln|
BER$RG- Lz &, NaF b T > OCmax L FAUCIEBERIZ X W Zh 2y
1.5f R O .85 ER LD (WEAT—%), [10.251K]

16.7.6 7X¥ XA MAX MNLT 7>
R EE L A 14BI 2 AF200mg & 7FF A b A MV 7 7 > 30mgZ 1H20, A7
HREGEH Lz &, FF AT X MLVT 7 OCmax K FAUCIEFERIZ LY
T2 AR ORI2. 66512 L5 L7z (JHEAT— %), [10.228]

16.7.7 HIEEH
fRERER N 248012 ARHI200mg & HlEEH] (7 VI = 4 - <7 R T AEATHA)
(AT DI E P S A DYAR RN Aﬁlmcmaxzimm XD R0.6RHITIRT L
7298, AUCIREEZ 21 o 722 (WHENF— %), [10.228]
) AHI OIS N7z N O X BIET ) 7 < 5 100~200me % 1 H 208, ZEH LR HdiE

TEAIE . TR ORI 28, SUBMEGRE, e RS Z5 0 100me % L H 21, FalFfe. M6,

RO 2% - # WO A400mg. 200 H DFFEIZ1EI200mg & L C1H 208 1% 5
Fho BB HGHBIXEFHL EHTHZ & EHOBEIX. WEOMRI0mg, ¥

i35E e i A BAENE PR e | SHIE BEREBETE | B - REEESZE
e A A 3R — B R kg~
rLa%LT rlLaxs 7
) 100mg 100mg
R - AR 1020 1020
510 48 48 48 28
AR 1 5 414 74 80 79
BHOVIET (VAS) 294 -33.2 -34.3 -31.5
TR (mm) : £20.57 £21.28 £19.80
BHOLBEF (VAS) o509 -32.4 -36.0 -28.1
T (mm) : +23.56 +21.77 £20.41
PR & HREE (VAS) 1 -39.9 -37.3 -33.5
TR (mm) : £22.72 +17.38 +19.75
B O A 36/74 43/80 141/79
e (48.6%) (53.8%) (51.9%)
RDQ" ~3.6"
THER (237) ‘
P e 261/401 48/74 56/80 53/79
721D K B kR (65.1%) (64.9%) (70.0%) (67.1%)

a) PPS (Per Protocol Set) : {RSRIFEHEFHIIF (24 L 724 REH]

b) ZIPEBIIE Tk, B O AT

o) ETVEBEETIX, B0

d) ACREESEHE (k) 12k pdisEs (UTol) KU2) ziizdsa (W] L35,
1) S B O O RR B BT A5 7 £ 20% DL B 2a, 2) BeE o REM (Visual
Analogue Scale : VAS). 8% O BIFIIESAEHE (VAS) . B OB BITEITE AT
i (VAS) B4 0 G B RE T <mHAQ> DAFH O 9 HIEH L2 BT20% Bl k%)

) AU ) 58 O S #GTAIIR 12 31T % Db 3 ST i A AR T B 1) 58 12 B 1 B T
(Mg Phoss)

) STEGHTIC & 2 EEE AT M TD 5 720 BEHEFEEICO W TR

g) FAS (Full Analysis Set) @ 350 % 1l P B L, #5021 R HERHITE H 253840 < 1

RQAY-FoE T il

h) BEOUGEED TR 2ol ] UEodls

i) RDQ (Roland-Morris Disability Questionnaire) : ATy O FEE 12§ 5 243HH OB
5]

Flitk, FMERIE I HR R EE

HE )R] N & 3
NI U C AR I200me & 6 I B L b 1 CRETHE 53 0 7272 LA A2EE T LT 2, s Eve— prym—
17. ERERARIE AERS, £ TAH B — MR AR
17.1 Bt RURLSMICET 255K $F P ELawy o0 ELaEL 7Y
. . N EE 5 ;
17.1.1 BEHMOZELKE (ERBERRR) Ak A
ENTRET ) w7 ~F . ZIEVEBIEE. RE. T8 BARTE 55, SIS B e FG IR 2H 8H
P - B gE. TR, ST R O B B % R U FE N S 7 RRIR BRI AT B 124 248 80
BIFAENEO EE L BMILTOLEBY) Tholz, BEOMGIZ L BH85%Y | 79/124 (63.7%) | 189/248 (76.2%) | 70/80 (87.5%)
M) &~ T I . . S . SRS e e B - PRI (VAS) (mm) © | 34.82+29.318 | 45.51=24.781 52.6+15.2
%% BEA Ptk P4 ki B
R BaETY) 7~ 2T B B — & T HISRER® & AR ER
e Bt 28 AR ER™ GIHARS | B TARGERY | 45 TIHTARERY # Hilml 3 5 pEbiERca
s wVaEyT | vaEyy | kazvy ryaryT Lhatyy ” rLaxy s rLa
o P ; - P e e - C
- | 000 | Wme | B fo Mmoo 75 e 7R e miik e |77 | 25me | 50mg | 100mg | 200mg | 400mg | 7K | F7
12 1H2% 1H20 1620 1620 A (7] L[] H| H[E] 200mg
FT I 4 128 4l i SR 1H (i) 1H (28)
T | | e | e | w0 | s | s | ot | 53 | 58 | 54 | 54 | 53 | 58 | 58 | e
S
PP p— BEONKICED | 135 | w8 | ws | s | 35 | s | 15758 41/64
,\i"; ;ﬁfh 3.4 T4 1A |04 | S198 ) <6 | ) GRS (24.5%) | (48.3%) | (50.0%) | (2.2%) | (73.6%) | (81.0%) | (25.9%) | (64.1%)
T (mm)f £17.39 | £20.09 | £19.01 | 2115 | £21.23 | £24.77 ‘ ' ST 123 | 334
(VAS) (mm) © +19.5 | +24.2
BEOREE ] S
S (VAS) ¥ 2.5 =75 -9.3 -9.3 *{20.2 ’{23-1 0.0 | —o27.30 a) FAS (Full Analysis Set) XIZITT (Intention To Treat) : 3% 1l DL EHRM L.
FELE () | T1982 | FIT08 | 1807 | £20.36 | £20.69) *24.07 AT PERFIE H A S 1C v 2 R QA
0K G b) BHEOHRIZEZHRF ([Fhn7z] E TE<hw7z] LRl L 2 BB 0EE)
;ﬁmm%m Jo| "23 | -88 | SO 96 | -186| -249 | 9 o) R (VAS) (BFIZ & B, ~N— 2 T 4 VI — smikaTifiis)
,}Li WA g0 | =151 | +16.07 | 1985 | 21032 | =g | 22| T Q) MEE L T %S 7400meis 5. MHICEL T% 7200mer 5 L, BHELL a%
AR (mm) > 7200mg# 1 H 2l 5 L 72
ACR () 1ok | 5/67 12/72 19/79 68/318 e) M+t L aF L 7400megfk 5%, FMHIZEL 3% 3 7200mgx#%5 L. BHMUKEE L
Bl (7.5%) | (16.7%) | (24.1%) | (21.4%) 2% Y 7200me% 1 H2E% S L7
At | 0n | wm o | mm | was | W | ss | wisl | a0 D £l 3% 740mgB S Ic, RICHBRELRE LBELHRICBIMES 2T
FILAUEE | (3.3%) | (BL9%) | (BL6%) | (26.4%) | (G0.0%) | (67.9%) | 49.0%) | (69.9%) BT ORAHEE Rl L 72

17.1.2 HEEICH T 228 (BRERRR)
BIET Y v~ FBE (G0 - 128MH) ., ZRMEMEESSE (50 458
M) %A% & 2 EHENRRB2RBROWEE 7 — 5 & EEF LR, 11k
HREE GEIR) }_’ﬂ(f@m' PERZEBERIZ L L 3 % 2 7100~200mgl H 20 $% 5-
T11.3% (86/759). xtHE3E (COX-212xf L CGEPREDIM VI ER 70 4 Rk
175 - gl T“11.7% <90/769> Tdh o720, wEEE (T WIH 48 E)
Zxt G & § B FEHEM R AER OB RS 7 — & w AP L 2R T, Wk
BEE GER) SR ToRIERZEHEEIZE L 3% 2 7100~200mgl H 2[5
T17.2% (144/835), *JHESE (COX-212%f L CEIRMEDILVIEA T T 4 Pk
%A T19.3% (160/831) T -7z, TAliteBE (%5 20 M)



ERRE S L EENBRBOWERE 7 — 7 FEFT LR TR, HLERE
GER) & TORINEMAIEBRSIETLL 2% 7%T0.4% (1/248). xHE# (JE
AT A N - #UEH]) TL.6% (4/244) Th-72%, [8.48M]
IR WA L3 % Y 7400me e G AHICE L 3% 2 7200mg 25 L. BH L
L 3% 7200mgx 1 H20#:5 L 7o
17.1.3 DIERICH T 2 HE (ENERRER)
EINCHER L /-8 v~ F B (501208 0) AR EERE (%
G 4l AR E T 5 ESEN RGBS T — 5 £ L7
MR, EEZOIEHEROIEB R, L aF P 7100~200mgl H 2 #%5-
T0% (0/759) *EEEE (COX-212hf L CRIREDMGIER 71 A FHEEH % -
FEEH]) TO0.3% (2/769) Td o720 F7-. MY v~FEE (RGHIM 4
SR K OETRYEREE SR (500 - GEM) 28R E35 77 2R
I E MRS I B 2 EE R LCMEFROBH LRI L XY
7'100~200mgl H 2[4 5-T0% (0/675). 75 £ R T0.2% (1/412) TH- 720
7B 20074 O AR F TICEN S N7 E1E T TORGHE a2 5
fili L 7z BN iR R 2a 5k (BART ) v ~F. ZRMEMEE. EiE. FH
FIREIPH g5, SHTS WAt & OV - B B 2 kP R & L 72 BRARERER) BBk
BT —F BT A EE R GIEFROREBHE, £ 3% 725~400mgl [
210%5-570.1% (2/2,398) THH., ZDH b, L 3% 7100~200mgl
H2M#%5-T120.1% (2/1,992) Th o720, X 512, WERAE. T8 MHE B,
SR BERERE (DT DG E  GRR) RO - B REE RS
2:8[H) ZRGE LRBRSHBEOWERE 7 — & OFERIClE. EELLGIES
ROFEHRITL L aF L 7100~200mel H 2[5 T0% (0/1,304), 77+
RT0.2% (1/411). *FIEZE (COX-2124f L TR WIEA T 1 4 Mk
% - #URF) TO.1% (1/831) Ta o 7z. FAlfifs (F5-H10 : 2HE) . 4+
Bte (BeH000 : 8H ). TRikits (G-I« L 30d2m) oBE LR L
L 7-iBRAi B Cld, EE A OMERLOREBIZtLaF> 7. 7R
OxFEESE (JEAT 104 FEHE - $#00AD OWTNoHSHICLEBO 5Nk
Moz,
17.2 BUERGTHRAES
17.2.1 ERNBLEIRTTHRBRARRER (BERADLHHELEMBEICRIFTZED
#%Eh
e (5010 20AR) AR e 32 EESBHABOSERE, § - +2
Tl OIS BIEE (NHREEITR®) 3L 2% 7100mg 1H2MH5-T1.4%
(1/74) . xFHESE (COX-212hf L CREIREDRAIER 7 1 A FHE % - 8 #1)
T27.6% (21/76). 77 tHET2.7% (1/37) Th-72%,
tLaxy THOE -+ B0 DAL T2BI L EORIE OFBIERIE, O
5 AMEE %10.5% (8/76)  JEHEANHLE2.6% (2/76) . FIEHEE2.6% (2/76).
H%2.6% (2/76). LIN%2.6% (2/76) Tdh -7z,
MNHET— S E=4 ) v S BHAICE B
17.3 ZOfh
17.3.1 REIFHIREHR (777 REBAERY —TEXFHRR)
SHENZBWT, kL aF v 7ORERY) — 7EEFHT (RAIOBHE LR
BTERV) O E2HNE T 220BES N, Z0) HAPCRER (it
FEMAR I IRIEFZE TR a5 <l SEM BRI hIZ 77 v R LB,
L L aF 7S TOEATEEE (OCIMEFRIC L 28T, LFFEEL
fizer) OB A EARBINY 2 BINATED S iz, BEFMEEO 77 &
RIZNTBEL %Y 7OME ) A 2 13400mgl H2[E#%5-T3.4 (95%CI :
1.4-8.5). 200mgl [A2[#%5-T2.8 (95%CI : 1.1-7.2) Td > 720 JHEMOHE
GEHIIE B O BREBHETIE, 7I R TIZ0.9% 6/679), LLaxy 7
400mgl H 2[#% 5-T3.0% (20/671). 200mgl H2W1#%5-T2.5% (17/685) T
#Holco —H. PreSAPRER (RIGWRIENER ) — THIETFHHER) Tid, &
AFHEEH I22WT 7T LR & L 724 A 27 13400mgl H 1Rl 5-C1.2
(95%CI : 0.6-2.4) THE %Y A7 OEKIZRD SN H o7, SEMOYE
EFHIEE O BREHEBETIE, 7R TIEL.9% (12/628), L axy 7
400mgl H1[%5-T2.3% (21/933) TH - 7209 (HEANTF—%), [1.2H]
) ARFN ORI S AT R ORI B ) %~ 51 100~200me % 1 H 2051, ZE T B S
T TE DU R 2, SUR IR, B 25 100me % L H 21, T fe. S,
PO 9% - $UE © W0 H400mg. 2[[] B DUFFIZ1RI200mg & L CT1H 20 114% 5
T 5o B, HHMEIEOHM LH D 2 &, EAOKEIL, MO H400mg.
FEZE LT BRI 200me & 6 DAL 1 CRECIE -3 %0 7272 LUIH2ME TLF 5,
18. EhZEE
18.1 fEAHF
LLaFTTIE, vrutF vy - (COX) (It d B &M% et 4
LIz D e bR 2 B H W72 EER L OCOX-1., COX-2% Z L2
FEE L7z DS Z W72 EBR I BT COX-20%) LTI 2 HEE
TERZR L2 (n viroRBR) . £l aF 3 713, LERFICHEEENL
COX-2% BIRMWICIAE L. COX2013kD 702 % 75 v ¥ VO AR % P
FTHIEILED, W BEFEERERTEEZONS,

18.2 MRAERVEREIEA
tlLaxy 7k, BUEEETVTHLT Y hOT Y anNy NEFILET IV
BWT, BF Y772y RO, ¥ KA T2 L EREOH I K U
e &R L 729,

18.3 HILE IS 51/EA
L aFyTiE, Iy ML CEROVNERIRE SR 2 7R S 2o o,
—H. A YAy Yy, axy STy, Yra 72k KO Taxtk
NIRRT B R OV R E 5 Bk L7217, [8.4% ]

18.4 M/MRBREICK T 21ER
L aFxL7E. v PRI BWT T T % F v ERERIMNUEEE %
WL Aotz —H, XV TU Ty AV RAY TV, YT Fy
T A 770 7 = PRI MRS F I L 721 (i vitro3XBR) o

18.5 —1—%/ O RAERLE OHH
—OZ2—F 0 RHREIL, HLFEOIEAT O A FHEM Sk - ERA
BT ET, FNICERELFRT LI EDPMONTNEY, L aFxy
TEI )XY vEO S a—F 0y RPEEY v ACHEHES LT,
JER I T SN o 7250,

19. BRIRSICREY 2 ELZMEEA

— AR 2L aF L7 (Celecoxib)

1b2£4 @ 4-[5- (4-Methylphenyl) -3- (trifluoromethyl) -1/7-
pyrazol-1-yl]benzenesulfonamide

5513 0 CrrHuFsN302S

Grf 0 381.37

IR - FEROBF TR REOM R TH 5,
AY 7= VIZEFR T, 57— (99.5) IZRREITLT L Ki2izE
AEET RV,
Hih RO 5D,

=i Sov

HsC

il 161~164TC

*22. ‘@&

(L 3y 7 Z§£100mg)
100%¢ [10%E (PTP) x10]
140%¢ [14%8 (PTP) x10]
70088 [14%8 (PTP) x50]
10008 [10%E (PTP) x100]
5008 i, 73]

(L 3y 7 2$2200mg)
1008¢ [10%E (PTP) x10]
140%¢ [14%8 (PTP) x10]
50088 [10%8 (PTP) x50]
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