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R ALTHIC 7 v 3+ — v200mgx 1 A1, AH7TAMES L%, A
#200mg#x 228 T H GBS Lz & &0 AFOCmax L NAUCIEPEFIZ X
D ENZLTRER OH2 3512 EF L7221 BHE AT — %), [10.220]

16.7.3 ZIVINZRAF >
EERE R AN 1562 A#200mg & 7 VS A ¥ F > 20mg % 1 H 2], &7 H M4
L7z& &, RHOCmax K CAUCIHPHIZ L D Wi b1 3651 LA L7z,
F 72, R AL3BIICAF200mg L 7 VN A F F »20mgx 1 H2E, £#%7H
MO L7z & 7N S F » OCmaxiEBHHIC & 0 #1265 EA L7225,
AUCIKE A T o722 (HEAT— %), [10.220]

16.7.4 TN T 7Y
RN L2617 V7 7 ) v FHEiHE S L7212, RFI200mg% 1H2[A & 7
V7 7)) Y1~bmg&x1HLE, 7THMHH L2 &, RANET V7 7)) Y Olfl
SERRER OO b0 VERICEEE RIFE o7 L LRSS,
BIVCHEICERBE ICBOT, AHETLV 77 ) Y E2HFHL TR EEIZ, 7
O hu Y EHOERE F ) EETHA I L o TEEar iy & M s S
ncwz® GHEAT—%), [10.25]

16.7.5 NOFt&F >
TERE LSBT T 2 20mgZ 1 H1lAl, AHBTHMES Lzf#ic, KA
200mg & Zefg PR PRS- L2 L &, RAHOCmax I BEHIZ X Y #0.76%
WAKT L7245 AUCIREEE R 1) o 722, F 72, MEHERL A 18IS AR
200mg# 1 H2[nl, AHE7H MG Lz, /SaF T »20mg% 220 T Hinl
BERFES- Lz &, NuFtF v OCmax L CAUCIEPFHIC L ) 22 ndly
1.5 R U185 EA L 72 (BEIANT— %), [10.251]]

16.7.6 TXXRAX MVT 7>
TERE R A 14BIZ AR FI200mg & 7F A b1 & bV 7 7 »30mg% 1 A2, A%7
ARBEH L&, FFAPE X MVT 7 > OCmax X FAUCIZBEHIZ L D
N2 AR R OR2. 66512 EH L7220 BHEAT— %), [10.220]



16.7.7 HIEEE

fERERL 24BN AR HKI200mg & HIEH] (7 I = A - <72 A& BHAD

G NPT Lz & AKHOCmaxiZPEHIZ L D #0665 1T L

7275 AUCITEEZ 2 o 722 (WHEIAT— %) [10.2507]

W) ARFIOKRE S N T L O H &R 7~ F:1100~200mg % 1 H 2[8], ZF2 1% B EE
JEGAE TR B PE g%. SEIE BOAEERE . B BB 22 100mg & LH 20, Falifk, SME A,
Pkt DM % - S0 WO A400mg. 210 H PR IX1H200mg & L T1H 20 %5
T2 B, HOGMBIEEHEED LS5 2L, WHOBE R, HIEOARIO00mg, &
ZEZH U T LREIZ200mg & 65 DL By VT CTREII% 59 %0 7272 L 1H2F CTE 35,

17. ERPRRXE
17.1 Bt RURLSMICET 2 5HER
1711 BMEOEELKE (EANERKRRER)
EPCRET) v~ F . EREBIEE. WA AE. TH BAETEPR S, SHIS e
M - RS SE, FAltR. SR R Ok B R & ki RICHE N S N7z FRR RS
B 2AMEOTE BRI TOLBY) TH o7z,
B v~ F . ZIVEBEE. FEEE. E BB R B . SR DA fERE, M - R
[EP

Flife. FMEIRIE IS T R R

BHL BIE Y v~ 2T B B
AERS Bl 28 T ARBER™ GIHARS | B TARGRER | 45 TIHTARERY
s YVaxy7 | kbaky7 | kbaxyy thaxyy thaxy7
ik mm | 7EF | lme | Mong | Amg | F7ER | ng | F7EE | lme
o 1R 1A% 1A2H 1A2E 1A20
5B 438 125 438 438
AT
N 4 2 1 151 2
il 7 7 79 318 %0 84 5 95
BRI
3.4 “T4 | -114 | -94 | -19.8| -2.4 .
(VAS) 5% 216" | -30.6"
\LS) PR 79 | 22000 | s19.01 | 2105 |=2128| 2oa77 | 2O 306
i (mm)
BHEOFEEHT
ﬂff“ﬁi’ﬁ 25 | <75 | =03 | <93 | 22| B | | oo
e | +19.82 | £17.03 | +18.07 | %2026 | £20.69 | =24.07 ) :
FHE(LE (mm)
;’Tﬁw‘,\;ﬁ;\?ﬁ 23 | =88 | S1L9 | <96 | -186 | <249 | ) 0] 0
A +14.60 | *15.81 | +16.17 | +19.85 | £19.32| *21.66 : i
T%(tE (mm)
ACR (BH) 1ok | 5/67 12/72 19/79 68/318
B (7.5%) | (16.7%) | (24.1%) | (21.4%)
RiehIEEy | W13 | %M | /1 84/318 | 45/% | 5U/84 | T4N15L | 200/286
ElLaUER | (23.3%) | (31.9%) | (31.6%) | (26.4%) | (50.0%) | (67.9%) | (49.0%) | (69.9%)
A WEFGE JEBAENE PR 2% | IR BoREmERE | R - RN A
RERA 45 T AER — IR R B )
. vlLaxy s rLaxys
Bl
N = 100mg 100mg
FAEE - .
1H2M 1H2M
540 438 438 438 238
RNV AT 25 414 74 80 79
BE DI (VAS) 9947 -33.2 -34.3 -31.5
Fg2:4bit (mm) ) +20.57 +21.28 +19.80
BE DL (VAS) o5 0 -32.4 -36.0 -28.1
Fig2{bi (mm) i +23.56 +21.77 +20.41
Rl 4 fFAl (VAS) o 1 -39.9 -37.3 -33.5
Fig2E{bi (mm) i +£22.72 +17.38 +19.75
TBH OYEE R 36/74 43/80 41/79
Yoy (48.6%) (53.8%) (51.9%)
RDQ" —3.6"
PR (23 7) ’
SR AT 261/401 48/74 56/80 53/79
HIsEIC & B (65.1%) (64.9%) (70.0%) (67.1%)

a) PPS (Per Protocol Set) : {ABRFZHEFHIIF 124 L 7ok RIEH]

b) ZRMEBIEE Tld, B Ol

c) ZTVEBIEIE T lx, BEEIO AR

d) ACRE#IEHE (ZH) ISk 2%EE (MTol) RU2) %486 T&#El L35,
1) 5 B O O R B s T 520 % UL S, 2) B R REREMN (Visual
Analogue Scale : VAS), B#OHEEFEHTESBIEM (VAS) . BT EIFETE5EE
i (VAS) B4 0 G HHEREFIT (mHAQ) W4T H 0 9 £ 35 H L LI BV T20% L Ltk #)

) AT e 5E O I A RPN 12 3 V) % S s R R A Ak St BEH) S8 12 B 1 B Ul
(& ] Y Eodlis)

D) BT & 2 B TMTH 5 720, BHERZEICO W TERHRe

g) FAS (Full Analysis Set) : 3514 11 LL FARA L. #5141 A R HERFMIE H ASEM < 1L
T B0 G

h) BEOUEERHEA R ko/z] D Eo#Es

i) RDQ (Roland-Morris Disability Questionnaire) : ATy O FEE (2B 5 245HH OB
5}

E30ed TR MBI
AR 45 AR RRERS — M B R BRST
Hﬂlif-ﬁgﬂli 7TIR traxy 7Y tlLaxy 7
pasm i} 2H 8H
A R PSR () 5 124 248 80
BB ORI L B AR 79/124 (63.7%) | 189/248 (76.2%) | 70/80 (87.5%)
PEIRRERE (VAS) (mm) © 34.82+29.318 45.51 +24.781 52.6%15.2
PHA Pk I sk PRI
E -38) =P ER39)
s "y "oy
. rLa%LT Yo
ﬂi'H:'\' i 77EH 25mg | 50mg | 100mg | 200mg | 400mg 77 *v7
| HE | B | HE | HiE 200mg
54 10 () 1H (2[m)
HARITERES | 53 58 54 54 53 58 58 64
BEOMRIZLD | 1353 28/58 21/54 39/54 39/53 47/58 15/58 41/64
ARy (24.5%) | (48.3%) | (50.0%) | (72.2%) | (73.6%) | (81.0%) | (25.9%) (64.1%)
PRI R A 12.3 33.4
(VAS) (mm) ¢ +19.5 | £24.2
a) FAS (Full Analysis Set) XIIITT (Intention To Treat) : 3E#Z 1ML EIRA L. #%

G0\ AR HERFAIE H 2SR & 0T w25 R

b) BEOHIRIZKL 2 H%% (o) JUE [ X <KEhwz) LEHili L 7 BE0EE)

o) FIHREE (VAS) (BEICX 25, N— R T A B — HaEmRg)

d) WAL LT %2 7400mef 5%, MHICEL a% 2 7200mgh %5 L, BHIEEL 3%
¥ 7200mg#k 1 H 21455 L 72

e) ME+L L I F 2 7400mgt 5%, MHIZEL I%3 7200mg% %5 L. BHUKZ L
%2 7200mg% 1 H 2[5 L 72

) L aF T 7400metc G-I, HICEFHE L LE L L2 BT 20 RIS 2170,
BN 5- O R A Rl L 7z

17.1.2 HEE ST 228 (ENERKRHER)
BIET Y v~ FBFH (50 0 1280) . ZRMEMEESE (50 48
M) Zx% L3 2 SRR B2 OB ERE 7 — & R LR LR, Wik
EhEE (ER) SR ToRIEREHEILE L 3% 2 7100~200mgl H 2% 5-
T11.3% (86/759), &} (COX-2124) L TEREOEWIEA 70 1 N
W25 - 880 H]) T11.7% (90/769) CTd - 720, e B (B G- 48 H)
R LT 5 FEH S A2 O ERE 7 — ¥ 2 BT LR Tl Wit
EhEE (ER) £EToORIEREHRIEE L 3% 2 7100~200mgl H 2% 5-
T17.2% (144/835) . xfHEsE (COX-2124F L THEIREDERVWIEA 71 1 Bk
TH 7% #UEH) T19.3% (160/831) Td -7z, FAlitas (G5 2HH)
AR T DI AR O T — & 2 R LR T HLERE
GEWR) 2ETORWEFRERZIZL L 2% 7%C0.4% (1/248), *E3E (JE
AT A R - SRAD T1.6% (4/244) TH-72%, [8.45H]
MHE Wt L 3% 7400mef G-, AL 3% 7200mgx %5 L. #Hixt

L 3% 3 7200mg% 1 H 2[5 L 720

17.1.3 DIERICH T 2 HE (EREEREER)
EIACIM L 72 BE ) 7~ F B (e SR 1208 1) 2B i s (1%
SR AR 2 RR LT B S AR RO MRS T — & 2 EEH L
AEE, EELLOMEFROEHFIL, L 3+ 7100~200mgl H2H % 5-
T0% (0/759) . xtHEsE (COX-212%f L CEFEDRNIER 71 A FEEH % -
A T0.3% (2/769) Tdh-o7z. F/o. BEIY v~ FEE (F5HH 4
) BROVEIREBEE RS (B 4EE) 2R ET LT TR
BT EE MBI IC B 2 EE A OMERZORIRE L I F
7'100~200mgl H2[#%5-T0% (0/675). 77 AR T0.2% (1/412) ThH-7z,
B 20074E O F TSN S N - EE £ ToORG N CL et % 5F
filfi U 7z [ A a1 23085 (BIER Y v~ 7. ZRUEE. BERE. HH
HEPE S, SHTR B i R O - B A R & L ERIREER) bR
HT— Y IIBITAEE L OCMEFROEIEE, L 3% 725~400mgl H
2[4 5 70.1% (2/2,398) THH., ZDH b, L 3% 7100~200mgl
H2ME#%5-Ti20.1% (2/1,992) THh o720, & 512, JBERGHE. T8 B I 25
SHIE BEAERERE (Wb G-I - AR RO - RS REE G5
2FM) AxtG e LSRR OMERE T — & OHEE TR, EE L OMES
ROFEHFIZL L 3% 2 7100~200mgl H 2[R 5-T0% (0/1,304). 7F &
RT0.2% (1/411), HHEEE (COX-2124) L TEIREDEVIER 70 4 M
W% - A T0.1% (1/831) THh o7z, Flitk (G - 20 #) . 4F
Bite (F5-000 : 8H ). Hphits (5010 - 1 30d2m) oEF %% &
L7z ciz, B4 0MEFRROEHRILLIXFT T, TR
Ot (JEA 714 FHHEZ% - 88H) oW oG5 H%ICO#-O bk
nolze




17.2 BERFTRAES
17.2.1 EBRBLERFTHEERAR (BERAO LI EEREICRIFTHZED
#%Eh
e (5100 20AR) AR e 32 EESBABOERE, § -2
RIBOMEESHR (NEETRY) 13t 2% 7100mg 1H2M$%5-T1.4%
(1/74) *FIEIE (COX-212xf L TEIMEDMR W IEA T 1 4 FYEIH 4 - S5 7#])
T27.6% (21/76). 77 tET2.7% (1/37) Th-72%,
YL axy THOE -+ IEE OB DAL T2 EORIEH O EIL, O
5 AMEE %10.5% (8/76)  JEFEANELIE2.6% (2/76) . FIEHEE2.6% (2/76).
H%2.6% (2/76). LIIN%2.6% (2/76) Tdh -7z,
MR T — Y £ 8 ) L VY BRARICE HHE
17.3 ZOft
17.3.1 REIFHIREHR (777 REBXERY —TEXFHRR)
FHENCBW T, L aF v TORERY) — TEHEFHY (REORHELH)
BTERV) OMEE2BNE T 220BES N, Z0) HAPCRER (it
FEVERIGIRIEF 5 TR ER) <l 3FEHOWENEIC 77 R E L,
YL aFxy THEGTOEAFMER (GMEFRICE BT, LHIZELIL
izt o FEHEIC AR 2 NP0 b hi, HATFMERD 77
RICNTBEL %Y 7OME ) A 2 13400mgl H 2 #% 5 T3.4 (95%CI :
1.4-8.5). 200mgl H2A#%5-T2.8 (95%CI : 1.1-7.2) Td > 720 JHEMDOHE
GEEIEE O BB TIE, 7R TIH0.9% (6/679), L axy 7
400mgl H 2[a#%45-T3.0% (20/671). 200mgl H2[#% 5 T2.5% (17/685) T
#Holco —F. PreSAPRER (KIBRIENEAR ) — THEFHHE) TiE, &
AFHEE B I22WT T T LR & L 72486 A 27 13400mgl H 1% 5-CT1.2
(95%CI : 0.6-2.4) THE %Y A7 OBKIZRD SN H o7, SEMOHE
EFHITEE 0 BREREHE T, 7 RTIEL.9% (12/628), L axy 7
400mgl A 1F$%5-T2.3% (21/933) TH - 7289 (HEATF—%), [1.2H]
) ARFN ORGSO R B 1) %~ 51 100~200me % 1 H 2051, ZE T R i
T TE DU B Je . SUBIREGREE, B 25 100me R L H 21, Tl ik, S,
PRH R OM 2 - 86 W1 0 5400mg. 20 B LRI 1FI200meg & L C1H 2[5
FTho B, HGMEIZEM EHIF 2 2 & ERAOKAL, WE O H400mg,
FEZIE LT BRI 200me & 6 ] AL 1 CRECIHE -3 %0 7272 LULH2ME TL 5,
18. EhEE
18.1 fEA#F
LLaFT T, vrutF vy - (COX) (2ahd B ME M % ety
L7200 MBETHE R BE L2 V2 FEE R COX-1, COX-2% ZNEh
FEE L7z MR Z W72 EBR I BT COX-202%f LTI 7
PER 2R L7297 (n vitrostB) . kL a%xy 73, LERTICHEEENS
COX-2%BIRMIZIAE L. COX203kD T 0 A% 75 v ¥ VO A% P
FTHILIZED, WL SRR E R T EEZLOND,
18.2 MRAERVEEEIER
tlaxy7id, BUEKEETVCTHLT Y bOT V2N NEEILKET IV
IZBWT, By 7a 7y RO ¥ B Ry Y L AR DHUIE & 08
TER %R L 72,
18.3 HILE IS 51ER
L axTTiE, Ty M L CE ROVNERIIREE(EH 2 RS 2o o,
—H. A Y EAF Yy, axy STy, Yra 7k RO Taxtk
VRN B ROV NGRS % 25k L 724, (8.4 ]
18.4 M/MREEEICK S 2 1EH
LLaFT 7L, v FERMIILIMUZ BWTT T 3 8 v B i/ MU & %
L e drotze —H, OX VY TO 72y, AV RAY Yy, a4
KA 770 7 x G IEEEARAE I I IMRER 4 2 30 L 7227 (o vitroilBR) o
18.5 Za1—%/ O RAEEEOHA
=D =2 =% 0 RPHEEL HAHHEOIEAT O A PNk - SRR E
BT 52Ty FNITERBAZFRET L2 LPHONTVWLEY, L aFxy
TEI )XY v EO— a—F ur RHEEE Y AHEHES LTH,
BRI SN Do 729,

19. B2 ICEAY 2 EEZHE

— AR - 2L aF L7 (Celecoxib)

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

433 0 CrrHuFaN3028

Grfa 0 381.37

IR OB F IR REOMETH 5,
ALY )= IZEITR T, T8 7 =)V (99.5) IZRREITR T, KiZize
AT R,
BTN BOBND,

il 161~164TC

22. A%

(L v 7 X§£100mg)
1008 (1088 x 10). 1408 (1488 x 10). 700%E (148 x50). 1,000% (108
x100). 50088 (/¥F)

(L v 7 X§E200mg)
1008% (108 x 10). 1408% (14%¢ x 10). 5008% (10§E x50). 7008 (14§ x
50). 5008t (/¥7)
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