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BAEL 0o 7225, Led™ D~ 7 0 E4 K (CYP2C9*1/*3) 142186 HH9fl
(4. 1%)FETE L7z & OEED B 519,

CYP2COD i# 5% R (CYP2CY*3) iz L L C, kL aFx L 7% HEI XL
F ARG L7k &, CYP2COD AT T4 (TleP—Leu™, CYP2CY
*1/%3) % A5 A 15610 AUCIZEF A4 B (CYP2CI*1/*1) DA A
17BN TR 65 & @i 2 7R L 721,

FEFER A2 L 3% 2 7100mg% HA 5P L 722 &, CYP2C9*1/*1(4
Bl) & HE L, CYP2C9*3/*3(3M)  AUCIZF 3G =il 27k L1O (JLEI A7 —
). AL 3% 2 7200meg % LR 7H M E#RS Lz & &,
CYP2C9*1/*1(761) & ke L, CYP2C9*3/:3(3%1) dCmaxid #5415, AUC
FHTREEE R RS 2 DG SN TV (FHEAN T — %) . [10. 28]
16.5 HEitt

BHERABEICEL aX T T2 Lzl EORBUEOIR L OHK R
PRI RIZEC (~3%), kL axy 7oz )75y 2dF e LTRAH
VT T VAILL D EMEIN T, BEREABEICMC-kLaFT T

300mg™ % 22 T H IS Lz & & oI, R O #FEFIZCOX-1 R O
COX-2[H &M 2 /R & 2 W 23R S, ik e L
TREACERDHFIE L Tz T 720 BUTREO R L O3 R 13 2 h
ZIHEDRI27% K UHI58% Td - 7219 (FHEI AT — 7 ) 6

16.6 HEDERZERTITDEE

16.6.1 BEZEE
8 B I R G BRR DB 8 834 ~60mL/ 50 ) 2260 lc kL a ¥ v T
200mg# 1H2M, EH7HMRERS L7z & & OAUCH2nlZEE KA
B BMHERELRD o720 HENT— %),

16.6.2 FFEZEEHE
Nl m g OMEER AL 2% 7100megk1H20, A%5H
MR AES S L7z & &, BRI B 2 £ % (Child-Pugh Class A : 1261)
D AUCo12nlF M HERE N (1260) 12 Fe_CTHRIL. 365 1, &8 3 i e s Jol
(Child-Pugh Class B : 116) Ti3 R A A161) 1 TH2. 76512 1
FALEYFHEANT—%4).09.3.22H]

16.6.3 SkE
e B w5 i 55 72 (66~ 83 ) 24490 T UV Ik it 5 e (19~48)%) 246012 L =
¥ ¥ 7200mgZ 1H2M, 8H M KMEHG L7z &, EHIREBIZBIT 2
ZENE T B B o E #G 2C ©Cmax & OPAUCo12 (Cmax © 1808ng/mL.
AUCo12n : 11852ng * h/mL) 3 FE =5 & (Cmax : 973ng/mL. AUCo-12n
5871ng - h/mL) & K L TR /R L7z, 72, WL EoCmax L Y
AUCo-120(Cmax : 2362ng/mL. AUCo2 : 15466ng + h/mL) (& & 5 55 vk
(Cmax : 1254ng/mL. AUCo12: : 8238ng - h/mL) & 0 &l % 7Rk L 722V
FHEANT— %)

16.7 EYIEEIER

16.7.1 UF L
TEEER A 2400128 L 3 ¥ 2 7200mg& 1) F 7 £450mg % 1 H2[Al, %7
HEBEH L7z &, EHIREEICBIF 5 ) F 7 4 OCmax & PAUCIHBEH
XD VTR B L2051 EF L2 (GHEA T — ). [10. 28]

16.7.2 Z)LaFV—JL
TERER ANL7HIZ 7 v 2+ — L200mgx 1H 1A, A7H Bk L2tk
12y 2L aF 2 7200megkx Z2E T EBIGEAES Lz &, kL ax Yy
7 OCmax e FAUCIEHHHIC £ ) 2N 2391 TR R 092 3/ 1 LA L
729 (HEIAN T — %) [10. 221

16.7.3 ZIWIKRAIFV
fEEHERE N15HBIC 2 L a2 %32 7200mgk 7 VIS AZ F »20mgk 1H2lE, &
BIHBEBEH L2 &, L 3%y 7OCmax it FAUCIEBERHIZ L D WV
NOILEIZ LA Lz T2, B ALFICE L 3% 2 7200mgs 7
WNAS F 2 20mgx1H2m, ERTHBERALZLE, FVRNREF 2O
Cmaxd B IZ L VL2651 L7 L7275, AUCIREEEZ ) e dpo 727
HHENT—%).[10.25:1]

16.7.4 O)LT 7V
HEHERLANL2B1IZ 7 V7 7 ) » 2 SRS L 72212, 2L 3% 2 7200mg
ZIH2[EE TV T 71) Y 1~bmgxIH1E, THHEBEH L2 &, L
FITETNVT ) yOMAERRER T hu v ey EERICERE
RAZE Hdpo /2y LA LADS, N THICEREICBWT, Lo
XTIV T v EREHLTWAREIZ, 70 bu s VEMO
MER 7 PE ) E CHIA 12 X o I I 2 AT S L CTw 52 (4}
EANT—%).[10.2%1#]

16.7.5 \OFt&F
fEEE R AN18BIIC /81 & & F »20mgw 1 H 1A, SE7TH MG L2k
12y 2L a3 F 2 7200megH Z2fE T HEIGEAES Lz & kL ax Yy
7 OCmaxid I & Y 0. 7TRHART L7225, AUCIRBE % %174
o720, F o, MERALEICE L 3% 7200mgF 1H2E, £
THE#S L7211, /s ¥t T »20me? 22 TR HES Lz &
&, N FtF U OCmaxi CAUCIZPEHIIZ X W Z 21 .50/ K O
1 85I ER L2 (MBI T — %) [10.251/]

16.7.6 FFAMOXNLT 7V
fREEESRAL4BIIZ L T % 2 7200mge 7F A M E X MLV T 7 »30mgw
TH2M, EHTHEEH L E, 7F AP X bV 7 7 ¥ OCmax
CAUCIEPRTIC & 0 22 N892 465 K UF92. 66512 E5- L 722 (4HE A
T —%).[10.22H]

16.7.7 HIEEH
fEHE 240012 L 3 X 2 7200mg & fIEEAI (7 VI =T 4 - v 7Y
Y LR R A BT MBS L8 &L L a3 ¥ Y T OCmaxid
BERILC X V#0665 12T L72A%, AUCIEEEER 1) 7o 722 (FHEL
T —%),[10.251]

) ARH DK S A HE R O REIEET ) 7~ F 0 100~200meZ 1 H 200, £
BIEE. WERRE. B EE P, GUE BEREGRE, - R 0 100mg% 1H 20,
T, SMBH. EHOW % - S5 O A400mg. 20 B P2 11200mg
ELTIH2ME NS5 50 &b, %5 HIBIX6HMU Ld 15 2 &, BHOY;
ik, WA D H400me. LFEIZIE LT EUKEIZ200me % 615 L1 db 1 TR 55
o 7275, IH2METLET 5

17. ERREZE

17.1 BN UREMCRT SR

17.1.1 Bzt DEELRHE (EREEREER)
FEIACRIET ) v~ RIRTERETE. BRAE. TR BIETE P g, SR
TERERE, M - BEERYS, PR, SMER N R R EE £ RICEE S
N ERRFERIC BT 2 B EE LT O L B ) TH - 72,

PAS ) v~ ZORVERAETE, WM. TR BIETEEE 25, SUR BOEGTE, -

[P
RS B v F BRI
At IS AR SIHAEY | % TR BIHAREY
. Laxy7evary 7| evary s LakyTy LaEy7
ﬁi"?\- e 77K 100mg 200mg Wmg |[77€F| 100mg |77€K| 100mg
S 120 | 1020 1121 1120 1128
IR 18 128 48 48
ﬁfﬁgﬁ 7 7 7 318 % 8 151 25
H E
('\?;\%;%ﬁw% I R I A R VO St Y N I ) g
(mmf‘ £17.30 | £20.09 | £19.01 | #2115 | £21.23| 4.7 : :
I ) g g
'/“‘%m?%“‘f,mii 25 | 15 -9.3 -93 | -w2| -1 T
SR (VAS)Y | o PG . N 00| -23
TEBE ) | T8 FITG | £I807 | 006 | 06| A0
i 7 g R
%’“%O}ﬂ& 23 | =88 | <19 | <96 | -6 | U | _pu| g
%S;Kfti(‘mm) <1460 | £1581 | £16.17 | £19.85 |=19.32| *21.66 : :
2
ACRUEE)IXA| 567 | 1272 197 | 68318
g | (7.5%) | (6.7%) | (4.1%) | (21.4%)
meEen | w3 | Bm | Bm | 88 | % | 518t | /sl | 200/286
B LA | (23.3%)| (31.9%) | (BL6%) | (26.4%) [(0.0%)| (67.9%) | 49.0%)| (69.9%)




B NI E T A 73 B 4% | SR TBihe iﬁ%‘\ i - R 28
R SRR —ARBPR AR
s lraxy s lraxys
A 100m 100
Rk - P o o
1H 20 1H20
P51 4;1 438 438 2:8
ARl AT 1 50 414 74 80 79
HEOPERRHI (VAS) — 99 4 -33.2 -34.3 -31.5
T2/ (mm) : +20.57 +2].28 +19.80
B O SR (VAS) _o5 07 -32.4 -36.0 -28.1
P72/ (mm) : +23.56 £21.77 +20.41
il O & TR (VAS) _o7 10 -39.9 -37.3 -33.5
SPH2AEA (mm) : +£22.72 +£17.38 +19.75
BB DU RN 36/74 43/80 41/79
Yrse (48.6%) (53.8%) (51.9%)
RDQ” -3 6(‘;
SR (A7) )
S e 261/401 48/74 ‘ 56/80 ‘ 53/79
FIE I & Do) (65.1%) (64.9%) (70.0%) (67.1%)

a)PPS(Per Protocol Set) : {fERFZHERTTH
b) Z B EIE Tld . B O 4R
o) B RIS RE TId. AT 4 ﬂzuﬂﬂﬁ
d) ACRE# #E (2 ) 12 & A HR (LT 0 K U2) iz v HalE] &+ 5,
1) 5 A B 25 0 ORI P4 £ ?3175% YFENH20% D g, 2) B ORI (Visual
Analogue Scale : VAS). B3 OB EIG B VESMBEFMG (VAS) . Bl 0 5 BTG ) 1%
SR (VAS) . B8 0 BRBEREEM (mHAQ) O4IHH @ ) B3EA L L2 wT
20% LL beisg)
) Z M3 B H 72 O S A RTARRG 12
R ([P L Eo#EA)
) BTN & 2 FHEF ARG TH 5 720, ROV TR §
g)FAS(Full Analysis Set) : 351 % 1A LU FAR L. $%5- 8212 A 2 PSR H ASEHI
ENT VDA G
h) BEOUCEEEFHAT B 2o 72 M EoflE

A L7 R

B B BRI R B B I B A

i) I;DQ (Roland-Morris Disability Questionnaire) : EiGITE)DOREE 2RI S 5 245HH @
ﬁﬂﬁ
Filith, IMBEHRIE Ot
BB Fali s MR
B e — AR
mgﬂq% FoeE | kLaxssY | wLaxs oo
e 514 1H] 2H 8H
N AT HiE ) 2 124 248 80
BEOERIC L B AREY | 79/124(63.7%) | 180/248(76.2%) | 70/80(87.5%)
PR (VAS) (mm)© 52.6+15.2
3% kIR Ttk
4 AR £ AR
SR B s
) ) tla¥y7s ) rLa
wime |77EE 25mg S0mg | 100mg | 200mg | 400mg |77 %% ¥v7
Hi HiJn] Hiln] Hi[o] 200mg
L5400 1H (HLfi) 1H (2ln)
AAEEENR | 53 58 54 54 53 5 58 64
BEOHRILS | 13/53 | 28/58 | 20/54 | 30/54 | 39/53 | 47/58 | 15/58 | 41/64
it (24.5%) | (48.3%) | (50.0%) | (72.2%) | (73.6%) | (81.0%) | (25.9%) | (64.1%)
B 12.3 | 334
(VAS) (mm)* £195 | £24.2

a)FAS(Full Analysis Set) X {ZITT (Intention To Treat) : H#| % 1l DL LR L.
B G2 A R VEREIE B 2S5H S LT B ek R4

b) BB DRI L B AR TR 72 U & KR 72 ] &30l L 72 B35 odl )

o) R IE R (VAS) (BB L 25Hil, ~N— R T A W — i eETIiRg)

AL L 3 F 2 7400mgfk G4, MHIZE L aF 2 7200mgx %5 L, BHizEL
2% 2 7200mg% 1 H2M$% 5 L 72

e) W+t L I ¥ 7400mgfk 5. RHIZE L I3 ¥ 2 7200mgx#%5- L. 2 H LRI
‘L a¥ Y 7200mg# 1 H2lA%S L7z

)t LI F T 7400mete G410, HICHRESE 2 LB L L2 BE 2 M SISBINE G- 24T
W SBIIEG- O & R A S L 72

17.1.2 ELEICHT 2 RE (BN Eﬁnﬂﬁ)
BIER Y v~ F B (PG - 128 0) . AT EE R (G50
4B & KR T 5 FEIER HAB2HABR OB RE T — 5 2 £5 L 72
MR HALE R E fhlﬂ/\ﬁi“(@aalf’ﬁ)ﬁy"fﬂ* It L axy 7100~
200mgl HZ[E?X’%—"CIZ.ES% (96/759) « e (COX-212/ L TERMED
BVIER T 0 A % - EFAD ‘(“1&4%(103/769) TdH o 72
[8.4%:M1]

17.1.3 DOERICK T D HE (EAERRER)
EINCIHME L 7B v~ 7 3 (B G-0TH 1208 0) . 2T B i
BH 5 AR 25 L 3 2 FEIE e B2 O W ERE 7 —
Y ERAREFT LR, EELLMEFROEBFRIE, L aF2 7100
~200mgl H 281 4% 5-T0%(0/759) . xf B 3 (COX-212f L CIRIED
RWIEA T T 4 FHTE Y% - $5H]) T0.3%(2/769) Th o720 72, B
i) v~ B (G G  AER) K OV B B E B (B G-
A AR ET AT T RN EERILE AR B 52 E
B2 OoMERROEHFITL L 3% 2 7100~200mgl H 2[4 5-T0%
(0/675) 75 LR T0.2%(1/412) TH > 72, 7B, 20074 O HKTBE:
F TR S N IRRE £ TORGHIH T4tk % 376 L 72 EN 2
IRFRERLI2HER (BIET ) 7~ 7 TR MERIETE. W AE. T8 B PR 2%,

“E Hauﬂb’%ﬁﬁvﬂkt [ REE 2 PG L L7 R AR owiE 7 —
B AEELLMEFEROIEHRIZ, L 3F T 725~400mgl
Eﬂ@i%mfowﬂwzw&ﬁéU\C@i%\tv:$77va
200mgl H2MI#%5-T130.1%(2/1,992) Th - 729, & 512, BT, B
Bﬁﬁﬁ FABR Y, SR BEERERE (W3 3 5B - 4R F OV - et g
F (B G-I 280 xR e LR ERSHEE oW S 7T — ¥ O %R
mi\ T2 OIS REOFBIEIT L L 3 F 2 7100~200mgl H2m#%
5.T0%(0/1,304) . 75 £ AR T0.2%(1/411), B3 (COX-2124f LT
Ewﬁmﬁw%x%nfFﬁ%&~%ﬁ%ﬁfom&ywnf@otwo
FAlitr B 5000 - 2H ) . AME e (Be 5001 - SHM) . dkekitz (P50
M c 1 3E20E) o B % R e L 2o akBRdaBe T, A LI
SOEBIIELIFV T, TILRROHBEGEAT O A PN % -
SEIRAD OWTNOEGHRIZH RO LN h - 72,
17.2 SYHERRTRIAESE
17.2.1 ENSIEIRFERERRER (RRMA O LEEEEMRICRIF T &
EDEET)
TN (B 5- 1R« 208/ 2 xf G & 3 2 EFESF Ao R, B -
T ZHRG OB (NN ) (2t L 2 % 2 7100mgl H 20 #%
T1.4%(1/74) . AEE3E(COX 2124 L CEIREOMVIEA 71 1 M
9% - $R7H)) T27.6%(21/76) . 77t AR T2.7%(1/37) Td - 7219,
L axy 7HoOE - IR OEG DA 2B Ll Lo RIVER o JE Bl
. S AMEE K10.5% (8/76) . PEIAPLIE2.6% (2/76) . L JZHRE
2.6%(2/76). 'H4:2.6% (2/76). HIN4:2.6% (2/76) Td -7z,
17.3 ZOfth
17.3.1 REAFBHRSHER (TS EREEXEBRY — TBRFHHER)
PRENZBWT, L aF T 7OREER) — THIETHD (KFH0O%kE
FRIE TRV OWE % BiW &+ 22825 i &, 20 ) HAPC
R (BRI E F 387 B tiR) <l SEM ORI TR I 7o ¢
+“ IR L, L ady THS COBEATMIEA (LMEFRICL I8
T, DA ZE TR o) O FEIHER I A BN 72 BN 2si2o S 7z,
BEFMEEO 7SR 5L %y 7OM ) A 7 13400mg
1H 2[4 5-T3.4(95%CI : 1.4-8.5). 200mgl H 2[a]#%5-T2.8(95%CTI :
117mf@oto&$H@#A+mmam ERHE TR, IR
TI130.9%(6/679). L 2 ¥ 7400mgl H2[#% 5-T3.0%(20/671)
200mgl H 2 #% 5-T2.5% (17/685) Td - 720 — 77+ PreSAPER (KB
PREMEAR ) — THEETHRER) Tld. HATHMEEE IZOWT ST R E
JRlz L 72 AHx ) A 7 12400mgl H 1A% 5-T1.2(95%CI : 0.6-2.4) TH &
%) A7 OWRIZHED SN o7z FEMOBEAFHEIEH O BRI
RTE, 79 ERTIEL.9%(12/628), £ L 2% 2 7400mgl H 1[Hl#
T2.3%(21/933) T - 7279 (JLE A7 — ¥ ) . [1. B 1]
FE)ARF O KR S N AR O HEIZBEE Y 7~ F £ 100~200mg% 1H20, ZRM%E
BRI B T BRI A, SEUE WA MR, B - RS ZE © 100mg 1 H 20,
Filite, IMEH. PEHROWE - BUF  HE O 2400mg. 20 H BUFIE1E200mg
ELTIH2EZEIHG S 5. 2B, H5HBE6EMMU b2 2 L, EHOY
Al PEIOAA00mg. LEIZIS U TLREIE200mg 2 615 [ DL 1 TR 53
bo 72721, 1H2RIEFTET %,

18. EEZHEIE
18.1 {ERtER
tlLaxy 7k, vruadF s =2 (COX) It 5 HEEEZ K
AT aoor MEE TSR AW ER L UCOX-1, COX-2
EENENEI L2 MR E W2 EZBRICB W T, COX-212k
TR 7 BESE 2 7R L7250 %Y (i vitroiflBR) . L a3 %o 7%
FIERPTICHE S N5 COX-2% #IRWIZHE L. COX-2H1% D 7' 1 A
7Ty VEOERENRIT A Sk W SRR R
LEZLND,
18.2 MIRFER U EERIER
tlLads7id, BURETTIVTHDLT Yy bOT VN K
EFNVIZBWC, BFVTa 72 A R Ay Y v EEEEOH
S N OB 2% L7252 99,
18.3 JE{LEICXT Z1EA
L axs7id, 7y MO L TEROVNMNGHIEREER 2R S 2o
7oo = H AV EXZ Yy, uxvy7u7cy, Yru7x)r7 K0S
70 b SRR T K OV R R E % i L 720V, [8.45 ]
18.4 IVIMREEEEICKI T D1ER
tlaxd 7, v FEMMMMUIBWTT 7 F F v ERER /M
BEANGIL 2o/ — . Xy 707y, AV KAF TV,
o7 Ty RO T T T R AR N AR &
L 725 (n vitroikBR) o
18.6 —a—F ./ OVRHNESEEOHA
—HOZa2—F 0 RPHEEL, HLEOIEAT O A FEH % -
SRR ZBEH T A2 LTy THICEBYERT LI EAASNT WL
2%, kLaFy Tl )XYV U EOa—F )0 RHEELY <
7 ZNZPERES L Ch . BRI E b o 2%,



19. B ICRET BIBLEHR
—fi%% : 1 2% 7 (Celecoxib)

{242 : 4-[5-(4-Methylphenyl)-3-(trifluoromethyl)-14-pyrazol-1-yl]
benzenesulfonamide
SFR - CrrHuF3Nz0:S
SFE 0 381.37
Al R 161~164T
BiE
O\\ //
HaC S.
o
N
\
//N
F F
F

H R AHBOMEIEREORETH L, 2Y 7 —VIZHETRT

Ay TF 7= (99.5) IZRRETR T RIZIBLALET R
(A%

*%00, A%
(CELOFYI8E100me[Y D1 1)
PTP : 100%% (108% x 10) . 1408 (148% x 10) . 5004 (105 x 50)
INT 2008
(EL O+ JE00melY D1 1)
PTP : 100§ (108 % 10)
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