20244E2 HBET (BE1RR) BAEERROEES
871149
BE | EIRIRE
AR - 35 FERATO40 RMEENX - 5538l (COX-2:FEIRFIPEEH!)
AV E k-1
- L AFITERI00mg [9'1 K]
pE=RES)] -~ . N
SR LI+ 78200mg [5'4 K]
CELECOXIB Tablets
#£100mg $£200mg
& 20 & = [30500AMX00286000 | 30500AMX00287000
) FE-EMSOMASICLVFERTLIE i 55 B 18

1. 88
SNEICBVT, ¥70F4F V5 F—E€ (COX) -2ERMES
BIEDRSICLY . DEHIER. REDEDEETHESICLD
TIREGHROMERMEBIEEEROU I ZIEXTES
OJEEdN'H Y. INSDOYRTIFERBHBE EBITIEXTS
Ogen‘'s 3 EH/ESINTVS, [7.2, 8.1, 8.2, 9.1.1,
11.1.3, 17.3.1 8]

2.2 (ROBEICRBFERELBEVT L)

2.1 KADOE XIF A A>T 3 RIS LBBHEDBHERED %
BREBE

2.2 72 VIR GEAT O FEEIHA - SEBAIEIC K S0
BREOFHH) X3z OBEROH 5 EH [EEMSSHEE
FHITDEBENDH B, | [9.1.6 BH]

2.3 HLEEEOH 58E HILEEEeBtsEsbBEhD
bH%. 1 [9.1.4 ]

2.4 EELFREOH 2EE [9.3.1 ZH]

2.5 EELEREOH2EE [9.2.1 ZH]

2.6 BEELDRERZDHAEE [Tury 770V A
FERICED T M)W L - IKDETEIEE D & % 72 0D RE
EE(SE LSBT H B, 1 [9.1.2 BH]

2.7 EEINRN A N AR O RMEERE [FHEICB VT,
TOFEER OCMERORBPENT 5 EOWENH 5. ]

[9.1.1 ]
2.8 iR OLE [9.5.1 28]

3. #HRE - IR
3.1 #8R%

RS | LLaF o 75100mgl ¥4 M | £ L% 75200mgl 51 H)

1 gEp 1 $Eh

-
D | BR eL %27 100mg | HR L 3% 27 200mg

IR, BEREL FuoFy Fuoilt)lo—X, RO
Fruiltru—2, ITYLEBRS N TL ATFTTY
N S AN

RHNA

3.2 BAEIOMRK

W7ok | L%y 75100mal 54 R | €L 3%y 75200mel 54 1)
Pk HEOEREA D OMEORE | HEOEHRA D OBME
E3] (B Ei) Y] BT
s O — 13 —
Eff 8Imm EX 2.6mm | £F 13.1mm %% 6.6mm
& 180mg JE& 52mm E& 360mg

4. FHEENX IF3HR

O TEHRBLTICAERDHER - 185
BEiY U< F. BRZMEIETE. [BEE. RREARRN. TRk
REfREY. B2 - BEEEs

O Filitg. SHSRAT CIREERDHEN - 155

6. iERURE

(Y O3 F)
BH. RAICEELaF> 7 LTIEI00~200mg %1 H?2
[, 8- Y AERICROKET 5.

(ERZIERIENEE. BT, RRIETAEN. SERBEIREE. BE - B
R)
EE. ISR LI Y7 LTIE100mg% 1 H2E. & -
A BBIREORST 5,
(Fiiig. JHERLV(TIREEDHEN - 857
EE. AL L% Y7 LTHEOA400mg. 2EELL
M3 1[E200mg & L1 H2ERO#SET 5, 45, BE5HE
BRI LB 1T 5 = &
BEROBHEIE. DEOH400mg. HEIE LT LIEIZ200mg
% ORI LBV CRIRET 5, 7272 L. 1H2EETET 5,

7. BFERUAEICEET SEE

7.1 BMREE (BEY v~ F. BREBEEES) (o0 2RI
BT, KEIOBRGRIBAE2~4HERZZEB L T HIREMRICI
EPRDOSNEVIBEIE. tOBRBEEDORIRICOVWTEET S
Zé&s

7 .2 KBV E4HBZ 2 EIHFEGROR2EIIEI SN TE5T .,
AEICBWT, REIOEIRSICED ., DAFE., METZED
BETEHEAICL > TIE@G 20 ME R MR EEHER DR
EEINSE2LO|EPHS. [1. ZE]

7.3 fhoiE% - EEA (DB RERFHOBENTHERT 57 A
VYU EEBL) EOMRBIERITSLZENEE LU,

8. EERERNER

8.1 KAl FHT 2581, BUE/NEZ R8RS
TAHIEICED., BHICOIDERERS LW E, [1.5
1]

8.2 RFNDHEEICTX D DHHIEE, MEFEOEETHAIZL S
TUEH G 0 ME R MREREERDPRRT 2BENDIPH 5
DT BEZ DTV, INEOBMEROEROFERICIZ+
FICERT A&, (1. 9.1.1 ]

8.3 ARFNILIM/ RIS T B IERA A2 WO T, DINEREET
OBBTT ALY YORBEE LTFEHLEWT & HLl/IME
BEEZIT> TWAEFIIONTIE, REHRSICHENL, F0RE
ZHE LTI R 5720,

8.4 ENTHEE ZXRICEM U /KRB TIZCOX-21cxf LT
BIREOE VAR E BIREDRWIER T O A FHEIER - SEEA
IC K AHECEDOBIERFEERICEIRD SN o7z, BT,
HILEREREDI) AT T 7 79 —DEVWEEAOHRSIZEL
CTIFEERORBRIC A eBREEZITH> 2 &, [18.3 2]

8.5 fFA4&., BF%. AST. ALT. U LEVED LHE., BEHD
HKEAPHFESNTWEHO T, EHNICHFEREREZITO 2 O8
BEFDITH>TE, [11.1.5 BHE]

8.6 2B mE, MEMBRFOEELBREORRIHTESN
TWA5DT, EHMICBRERELZITO 5 CBE L 712175
ZE, [11.1.7 =HR]

8.7 FEIDHEIZ LY | HEEREIFEFLAAE (Toxic Epidermal
Necrolysis : TEN) . FERFRSEAREREE (Stevens-JohnsonfiE
1R FOBEETEHEAICE > TIIE&NZEEERPRRT S
BENDHD. ZLOBE. NS OHERIIBZSHBKINA
DAIZHEAL TV SO T, EENHICIERICERT S L.

[11.1.8 =H&]



8.8 EMEE (BEY v ~F. BEMEEES) o8 LK% H
WBIEEICIE. IROFBIEEZEET S &,

- EHIR D A WITREIZS U RRE (RME. MERE.

EHRERE. R E. DERBERCEBNSEES) %

752 &,
- ER - BRI K 2 IBRIIRREE I L MHEEETH

BHIEIHBRT A&, Tz, EYREDNOBEELEZERT
HZT &,

8.9 AMEE (Bl IMEBRILITIRER O « #85E) 120
LAAE ZHWAEEICIE. ROBIELZ2EET S5 &,
CBEREROEROEEAERL. #5352 &,

- HEE LCEBRS RIS L,

C FRBEEDSH LN 2TV, KH 2 EREFE5 L RN &,
c WEIOHEEN2EIALEE RS LICER L. BEICH
LIRS EICOW 3T 5T &,

8.10 AHITHE SN TV AEIRERICK D, BYWE 2 NI
TEHBENDTHZDT, BIYEORRICHICIERE LEEICK
By,

8.11 FEMto £\, MEEHoE W\, BERESEC S ENFH S
DT, HEEOEGREEEZ LS FEINHET 258I0TER
SH¥BHTE,

9. BENEREEITHEEICHTZIER

9.1 SHIE - BEEEDHIEE

9.1.1 DINERKEXGZDEREFEDHZEE (BER/N1/V
ABEEDEMEAEE =R <)

[1.. 2.7. 8.2 %M&]

9.1.2 MEREBENH D EE (BEERIMEHETZDHDEEE
BR<)

K FRUDTLDOEENRE AR 8EESH O DHEREREEL2E
b2 BZNDH B, [2.6 BE]

9.1.3 BMEENH 3 EE
Ky F MU LBV AAREELH D, MEL2 LR SE
LBENDDH B,

9.1.4 H{EEEBBDEHEREDH B EE
EEHEEE2ERSEL2BZNFH 5. [2.3 2]

9.1.5 3704 REER - EEFIORRSICLSHELES
BDHZEET. AEIORERSHIAETSHY . hDOIVFO
A R=IVICKBBENMTONTVNDES
KEIZ R 5T 2BEICIE. ToRBZEEL. BEICRS
THIE, IVTUAN—IUIIEAT O A RIEE% - EEHIC
K OEUEEEEE 2RI RELTWEY, 3V O
AN = K BRBEICIETE 2RI HEEEESE L H 5.

9.1.6 REXMBNHDEE (FAEY VIHENIGZDEHERE
NHDEEERL)
WHEREEZFRI BTN D5,

9.2 BigpEEEEE

9.2.1 EELRBEZEDNH2EE
BELEWT &, BEEZELSEEBENDH S, [2.5BHE]

9.2.2 BIEENFZDEMIEDH 2 EE (EELRBEZEDHS
BEZRL)

BIMEEE T RUOK, F MY AQFREATE RN &
0., EREZELMNIFRSEL2BETNNPH 5,

9.3 [figeEEEEE

9.3.1 EBLHFEZEDH2EE
BELEWT & FEEZFELSEEBENDH S, [2.4 BHE]

9.3.2 FFEEXFZDEMIEDH 2 EE (EELBHEZEDHS

BEZRL)

HAE 2Eo6I7EEEICRET S E, MABENSELL LD E

D|ENDH B, [16.6.1 BE]

.5 Hiw

9.5.1 IHRFHD L%

BELEWT &, HRRBAOYY 2D ROe Y P2 AD#HREIC
BWT, REOBIREIEIRESN TS, [2.8 2]
9.5.2 IiFF (HEREZR<) XIFTRL TWLWSTEEED S 5Lt
BB EOBARENERE S ERS EHRFSNEEEIDOARES
5L, BETHEICIE. RERNRICEED, BEFKE
MR T B CEEREICERET AL, vutFor—¥H
EH (RROAL ABH) 2EFICHER L. BRIEOSHERER Y
FRERED. ZIUTHES FRBMENRE 2 EDORESH S,

(2.2 2]

O

Bz AW REAREHBRICBVL T, fildEErBoon
BWETREEOKNRT (RAEIEREOREN) 2 EFEH
EHEEFBRTERRILTEILEDENM, MREALV=T . I
REEERDENROONTWVS, 2Ty MIBWLTEAID
RICKITT B 2 EMRESN TN B,

9.6 EALIE

R EOREE R ORARBEOREEZERE L. ZIL ORI
BHIEEBEFT S 2 L. b PRAFAOBITARESNTY

234

9.7 MR

NREZNRE LIAER LM 2T S LRI

EEL TV,

9.8 REE

BEOREZBHEL 2NV S, HEIRET S &, —RICEH
REEPET LTV,

10. #8E{EMA

KA, E& L TEPRAMERCYP2COTHREI SN D, FT-,
AENICYP2DODEF TId W13, CYP2D6DIREER%ZH

ER-D

[16.4 2]
10.2 fHAER (HAICERTS L)

HAIEE

BRAEIR - SEET %

WP - fElER T

ACEFEEAI

IFS5TIVNLTLA

RS

A 357V VBRI

FEH T IVIEREE
&

TUIATUV VAR

BAEEA

N TFHILY oL

FtFIL

VAV DI

ayLy i) L
&

JERT U A REEEK - 5
Al (NSAID) 37> Y45
vy v EHEESR (ACE) [H
ER OB EHREZFT S
HEREMD D B & DWED
H 5o KAl & ACEHREHRX
B7oIOFTF Y IRE
PRAEHLA & OB AR I A
5ATIRARVWA, FRT S
HEIHEERAOREZ 57
HEHEzEEIT L. (&
B VY ITUILEMEL
-ERRRB IR, s
EELIEZED 5Nz r o7
LOWMENH D)

Jat IR
F7 Y RRHRA

MU ZOLAFT
KR
trorouaF7y
KR

%

BEICE > TIdMhdNSAID
A7at I NRPFTIR
SHRRFI D F ~ ) 7 LR
ERZETSE 5 LR
SNTW3, KEl&, 70
I NNRF 7Y REFR
Al OHEERIEHS T
B, BT S5E1
MEIER O Z 5 HettE %
EETAHI L,

DONSAIDTIE.
BB IS a
AYTTIUE
BIHEIC LS EE
ZAH6NTN5,

TAEY v

HAHEIEEHET A >~ (1
H325mgbl~) #ffH L7z
B, ARlOARZRA L
& FITHARTH RS -
MLEHMEDFRERNS S
KB ENHEshTL
%

T AU ¥ O
12 & DNSAIDDH
{bHE% - HLE
HInFE2BES
HEEZHLNTWL
%o

FU/ MR

JUu¥RI7LIL
&

A & B MRS % GFF L
e AR OHERA L
7o & FICHANTHLE M
DRERPEL 2D LN
WESNhTW5,

Zh 5 OEFEHN M
/INHR Y SR I 4 R
BT 510,
NSAIDDIHELEH
mzfhEsEs &
EZoNTW5b,

UF L

[16.7.1 i8]

UF 7 L0 MEEFEEN E
FU. UFILOERANHE
MILBENLDHDH. UF
Y Lz fE AR O B ICRH|
DG EFIBXIEHIET 2
LEICEFAICEE Y ES
=95 &,

IS 2Tl
mnr, BERlE
PHET 270 &%
AB6NTWVD,

JNVaFJ—

[16.7.2 8]

AR O MEEREED LF
L. BAEIOEH 7 HERT
BENDDH B, TS —
7z RO BEITIEAH
OBEEEHARY SHBT
BT &,

CYP2COIC & 2 &
AlOR# ZEET
pEEZONTWY
%o

TIVINAY F >

[16.7.3 2]

KEIROTIVNAY F > D
mEgrEE»s LR L. KAl
BT IVNZAY F > DI
MBS HBENDH 5.

CYP2COIZ & B A&
AoRBEZHEET
B0, LAKHA
L [E CCYP2COT
R#shasrzoe
EZLN TV,




HAIBE AR - BT E W - fElEET

2 VRFEMAl | 70 Oy EYVEEASER | CYP2CO% T T B
TILT 7 v THBENDD S, WHT | REOBEEHEIC
[16.7.4 £:58] BRICEHREICBWT, BB | LsEEZ26N1T

THEEITE > TRE&HNE | Wa,

HIMAREShTW5, 7

L7 7y EERAPOBE

ICARRI DS % Bl d 5\
BRHEEZEET 2RIt
PEBLCBEITS L,
nNaFxFtF AEI O M4 EESET | CYP2D6D [HE(E
[16.7.5 8] L. NaftFromEdh | HicksEE256

BESER L. REIOE| LTV,
HPESE L, SaFtF

OIERMIEERT 5B E N0
H5o
FEZ2ROTRARML|TFAMIRAMLT 72D
Trv MmigREENs ER L. 7%
[16.7.6 ] AR MLT 7> OFEH
PHERT B BENNDH B,
HEEA KA O MmEEFEEPSET | BFEIIHS»THE

FLI=waslg | L. 2&%‘@1’?%73“?@5@@”6 Vo
vsryyLmE | BTNATDE
£

[16.7.7 ]

11. BI{EA
ROBWERN S 5bN D ENHDHDT, BEETFIITL,
BEDPRD 5 NIBEIIIRE LT 274 EE LB %217
Rup

1.1 EXBEIEAR

1M1.1.12Y3vd, 7FI745FY— (WTFNLIEERH)
Yavr, TF747Fv—, WREE, MmEFE. DERX.
RETEEEOERLBEEOHRPRESN TV,

11.1.2H(EEEE (0.2%) . EEBWI (0.1%K#) . #ik
B HETE)

Hif, NI (2 L) FOERPRD S5 niziGEd G2k
L. BEYLRAEBEETS &

11.1.3 DEFEE. RizEsh (WS SEREARE)

DEEZE. MEFREOBEETHAICE > TIBEN 2 OME R
MmeEREERFRESNTVS, [1. 3R]

11.1.4 0F2. SoMEDFE (WITHLHEERR)

11.1.5 A2, FR (WIS NS EEARH) | FFEEEEE (0.1%
Ki) « BE BHEREH)

A%, 4. AST. ALT. BV LE V%0 LR, #EOFKHR
PHESNTWS, [8.5 2]

11.1.6 BEFRMEEM, NMIKEAME. BREAIKE (LW
SHERE)
BEATRERM, JUIEEDE, MEAENE, BMmBREAE.
M/MRBANEDREFFE SN TV 5,

11.1.7 2¢BEE, BEEER (W LHEERER)
SHTRE, WEEEAZOERLTREORESRESNT
W3, [8.6 ZH]

MI1.8hSHRRIEFLBMBE (Toxic Epidermal

Necrolysis : TEN) . RZEFFREREE(REE (Stevens-Johnson
AEIREY) . ZWAIK. [UEARMRDERMEE. RIBIERER
(W NG SHERER)
HRE R HITRIARIE, RO REE, ZTRAIME. 2L
FEUEFZEREE. RIREREREOEE THEICE > T
WA EEEROERSHE SN TWEOT, #E, KRS
& L < 3B HEUEICRIE T 2 BIEN RO S NG EIFESDIC
BEERIL, BYRLBEITS &, (8.7 SH]

11.1.9 BEMRN (EEARH)

MR, DRIRINEE. FEEL MEORE (REE) ErROONL
BEIE PRI, ECT. Mg~ —H —FOME
EEWTH L, MEEMRPEDNIGEICEREEHIE
L. BIBRERLVEVAORESEOBEY 2 NBEITS 2 &,
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JE EEREE | R, BE | EE 8R
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R FE K | TEREE
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O B | EEEE
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7a7 B AE 37 R AR K
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I
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MR &2
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RIS, FerE
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2% FLBE
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S%LAE| 1~5%A | 0.1~1%KM | 0.1%KiE | SR

Z DAt HEE. B | &l N
BEE. RS | N 7Y v
. A | MR A
B AEF|EZuE
FHIM, A | VN E
EEE. U | EEGE M
AV AR | RS AN
e MEE |V anN s
o, B| ¥ — B
BE e, PREGRE
g BRGE
Al &
%, T LI
¥ —
B, R
FEHE. RERs
[ENv
DE N
HiI, FLE
. U
BB, M
LA S
25 Ay
B, L
ECNE=SiTN
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MmEREHE

(ng./mL)
900

800 F
700 f
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300 H
200
100 1
0 L L L = ®

0 6 12 18 24 30 36 42 48
i) (hr)

—o—t L IF ¥ 75 100mg [ 71 1]
—O—t L av 7 Z$E 100mg
Mean+S.D, n=44

MEEFEED PICAUC, CraHED/$T X —4 13, #EEHDORIR, 4K
OFEVEY - BRSORBEMIC K> CRALTREED D 5.
(ELaFv758200mg [9'1 K] )
BEBRABMEICE L 2% 75200mg [ 41 b &t LTy ¥ 258200mg
OFENZTNIE (L aF>7E&LT200mg) %, MEEREEHRORS
LTIt L aFy TREZRE L., BoNEMENRE S5 X —%
(AUC. Cpay) 12DV T0REHEX EVEIC THRATERIT 21T - 7o F5 R
log (0.80) ~log (1.25) O#ENTH V. WHIOEDERIFFELTE
BNz (FURF—N—F) 0,

14. BRAEDER

14.1 ZBAXMFHOER
PTPEZEDOHEANIPTPY — F 2 5WD H L TRAT % & 515
952 &, PTPY— FORBEARICK D, BEOVHA IR BB
FIALU. BICIIZEFLZ B Z U THERR XS OEE 2 a it & O
HITDHIEND B,

15. ZDftDER

15.1 BRREAICE DL B

NEICBT B 7 0A T —N—_"EERHEREBICBWT, £FH
JEB GBI AR TAFE S RICHINEZEOH SN L 72 &
HEDDH D, T, MOIEZT O A PN - SR %2 E IR
BESNTWAREICEWT, —BRNEREDSRED NI ED
HENSDH 5,

16. Y EHRE

16.1 MEE

16.1.1 £EYZHNEISEHER

(BLaFYTE100mg [F'1 K] )
RERABII L L 3% 2 75100mg [44 F] &€ L2y & 23£100mg
DFNZNIGE (LLIF T TELTI00mg) %, EAREEREORS
LMt L aF s 7REZBEL. BoNTEMHFHESTA—5
(AUC. Cpay) 12DV T0%EREX LI THEBHARIT 21T o 72558
log (0.80) ~log (1.25) O#FEANTH V. WWAIDEMFANRFHEATHE
BENZ (FORF—N—3) 5,

T A—F BERTA—F
AUC (g-45) Crnax Trnax Tin
(ng-hr/mL) (ng/mL) (hr) (hr)
Ve 4305.23 686.41
100mg (¥4 F) | 129808 | 25583 | 23*1I 6724
=P T 4306.24 728.18
100mg +127253 | 425565 | 21ELO | 60*19

(Mean +S.D., n=44)

HE ST A—% BENRTA—Y
AUC (948 Crnax Trnax Ty
(ng-hr/mL) (ng/mL) (hr) (hr)
EEEDS 9712.10 1247.41
200mg [#4 1) | 233521 | =+43053 | 22F10 7822
SEEEY 9335.50 1217.70
200mg +2101.89 | +40379 | *8%L3 85529
(Mean £S.D., n=52)
(ng /mL)
1600
1,400
1,200
i
1,000
4
;; 800 19 —e— L aF75200mg [ 51 b)
& 600 —O—t L av 7 Z§E200mg
400 Mean+SD.,, n=52
200
o & : : : k4 : : °
0 6 12 18 24 30 36 42 43
TRef (hr)

MEEAEEE ICAUC, Cra B 0/85 X — 413, #EaH OBIR, (Al
DEREEE - REEOHBREMICE > TR DTREENH 5,
16.4 {38

In vitro? J% U'in vivo®) BREROFER N 5, L aAF T TI3FEEL LTEY
REBMEECYP2CO2N L TREENZ I ENHL P EL>T S,
CYP2COIZ IBEEZRINETE L 1le359 >Leu3 07 IV BEBEHICLD
AN & > CIREDEEPETT 2 BE8H 5. HEA218H%2 R E
L 7zCYP2CODIRETIE. Tle359 »Leu3™ ok EHEAMEK (CYP2C9 *
3/%3) BHEIEL D275, LeudS?DAFafEsE (CYP2CO* 1/ *
3) 1E218F1H9f (4.1%) FIEL-EDWEDNH 5,
CYP2COMDBIZZE! (CYP2C9*3) OHEEL T, ELIF VY T%H
B RERE LT & & CYP2CODA T OiEE{k (1le3% »Leu3?,
CYP2C9*1/*3) #BT 2EFERALSFDOAUCIEE4R (CYP2CI *
1/%1) OBEBRALBTEICHATRH]6MEBEARLEI0,
HERAICE L 3% Y 7100mg % BE#HE E) Li-& &, CYP2CO *
1/*1 (4%) &H#EL. CYP2C9*3/*3 (3l) DAUCIZKI3MEEIE
2L (EAT—%) . BEBAICELIF27200mg%1H]
E® 7THRERERS L& &, CYP2CO* 1/*1 (7f#]) &H#&L.
CYP2C9*3/*3 (3l) DCppuyld#94ts, AUCIEKIT7IEEEART 2 &
BMESN TS 12 (HEATF—%) . [10. 2]
16.6 HENDEREHTHESE
16.6.1 FFEEEHE

FFpaE 2 R ORI £ L 2% 2 7100mg % 1 H2ME, A%RSHEK
BHEEG L&, BEFEERE (Child-Pugh Class A : 1261) @
AUCq on \HBERERA (126) ICHARTHLIMBIC, FEEfTEERE
(Child-Pugh Class B : 114) TI&EEERA (116]) 1<HTH2.765
WERLED BEAT—%) o [93.2 2]
16.7 EMBEIER
16.7.1 UFIL

TR A2401ct L 3% 2 7200mg & ) 77 4450mg % 1 H2[E., &%
THREBA Lz & &, EHEREBICEIT 2 F 7 ADChra L CAUCIR B
EDWThLHL2BICER LY BHEAT—%) o [10.2 ]



16.7.2 Z)LaFV—=L
fERERLAL7HIC 7 Va5 —)L200mgZ 1 H1[E. 7HE#S L%,
L aF27200mgE EE FTREIHFARSG L&, tLaFyT0
Conax X CAUCIEHAIZ X 0 22 L 7R R OKI2.361c ER L2819

HEAT—%) o [10.2 ]

16.7.3 ZILNRIFY
R A 15HICE L 2% 7200mg & 7 VN2 > 20mg% 1 H2[E.
BE7TABHFALZEE, £ LIF Y TOC,, SLUAUCIEHRICE D WL
FTNHHLMEIC LR Lize F7z. EEBALFICE L 2+ 7200mg
ETIWNAY F 2 20mgx 1 A2[E, BERTHEMEALZEE, TLIRY
F 2 DCmax EBEIC K DIL2MEIC ER L2 A. AUCIREE RS U7
o101 (EAT—%4) . [10.2 BE]

16.7.4 9ILT7UY
BRBALBICT LT 7 U v 2 HEHE LIS, £ L 3F 2 7200mg
ZIH2[BET V7 7Y 1 ~5mgx1HIE, 7HREMALzEE, L
AFTTRITLT 7 ) yOMmMBRBERC O o e VREICEEY
RES iz olze L LN S, B TRICEREICBVLT, LLaF
YTETLT U VEHALTWAEEIC, Yo bor CUBEOER
ZEHIEETHEIC L > TEESNLHNARESATWS 18 (SEA
F—%) . [10.2 B3]

16.7.5 XO0F&F>
R AL8FII/ SO F+ 5> 20mg# 1 H1E, £%7 MRS LI,
L aFy 7200mgr EE FTREIHFARSG L&, tLaFTT0
Crax FHFRIC K DROTREICET L22A, AUCREERZZ T b5
71019 e EEERRALSHIICE L 3% 7200mg % 1 H2E. &%
7RIS LgIc, /SaF 1 F > 20mg 2 ZEiE FEEHFZRES L&
. 80 %t F 2 DC, JLAUCKH BRI X D Zh 21 5B R O%
L8fEIC LR L 20 SEAT—%) o [10.2 ]

16.7.6 FF¥ZAMOXMNLT 7YV
EERMAL4BNCE L3+ 7200mgE TF A ha X L7 7 »30mgk
1H2E, AR7EBHRALZEE. TFAMAX LT 7 OC, O
AUCIRPFAIC & D 22 2. 48R UF92.6051C BR L7217 20 (4}
EAT—%) . [10.2 28]

16.7.7 HlEH
R A240ICE L a2 7200mg & HIBEH] (FPLI=T L - v T2y
U LERMAD) RZEETREERAZS Lzl &, ELaF T TOC
BERIC K D RIO0.6MEICIE R L7zds, AUCIIEERZ T ah 57222 )
HEAT—%) . [10.2 ZE]
¥) KRIO AR SN HER O HEIEBEE Y 7~ F © 100~200mg#%

1H2ME, EREREEE. BREE. BRISER ., R AEGRR.
f - BEERZS 1 100mg % 1 H2E, Filitk, sMEHE. IKEZROHEZK -
$E © WI[E D A400mg. 2[a H LRI 1 [EI200mg & LT L H2[E#%
059 %, 6, HEMEGOREN EH 52 L. EHOBHS
IE, WEDA400mg. MEICE U T LI 200mg % 68 2
FCRRORET %, 72720, LH2EIETET %,

17 . BRERREE
17.3 ZDft
17.3.1 REFHRSHER (TS ERLERABRRKY — TBRTHRER)
HEICBVT, ELaAF T TORBARY —FEREFH Y (KEIORAE
TUIHETIE V) OS2 ENE T 228BHIERS N, D> BAPC
RE (BREREREERTYRE) <. 3EROBRERMSIC TS
TAREHEL, LLaFy TRETOEATHAER (DMEBERICLS
T DAEZE X GRZAE) OFBRICHERBNZEMS R s iz,
BEMEEE O ST ARICHT 5t L aF S TOMERNY 2 2713400mg 1
H2[E#%5.73.4 (95%CI : 1.4-8.5) . 200mg 1 H2[E#%5.72.8 (95%Cl
1.1-7.2) THolz. IEMOEEFHIEE O ZERAEHRETIE, IR
T120.9% (6/679) . & L 3%+ 7400mg 1 H2[E#%573.0% (20/671) .
200mg 1 H2E#H5T2.5% (17/685) T#H 7. —J5. PreSAPERER
(RIBRRIEEAR Y — 7EFATRER) Tl HAMEER DWW T TS
TR EE LAY 2 713400mg 1H1E#ET1.2 (95%CI :
0.6-2.4) THBER AV OEKRIZFED 5Nah -7z, SEMOEEITHE
HEHOBBERAL T, SR TIRLI% (12/628) . L aFT T
400mg 1 H1[EH#2572.3% (21/933) TH 7224200 JLEAF—%) .
[1. =]

) REIOAR SN HEROHE B Y 7~ F 1 100~200mg%
LH2M[E. EEREE. BRE. BRI, SR AERER.
JiE - BESRYE 0 100mgA L H2[E, Filits, IMER. Rk OHE% -
$EE © AIElDA400mg. 2[E H LRI 1[EI200mg & LT 1 H2[E#E
059 5. %6, HEHEEIROREN EH 152 L. EHOBS
13, FEOA400mg. HEITIS U TLIREI3200mg = 6/ L _E &
FCREORET %, 72720 LH2EETET %,

18. BEHEIP
18.1 {EBF
tLaFyTiE, YrutF IS —F (COX) Iontd BIHEE %
92700k MEETFHERZBERERH W EBRKUOCOX-1. COX-2
EENFNFEHR L b MoK Z L2 ERICB LT, COX-21cnfL
CEIRIZIEEER %R L (in vitroikEg) 20222, L ax 3 71,
RIERFTICHEE SN SCOX-22:ERMICIHE L. COX-2HRD 71 R
Y75 VOB ENEIT A LK, ER - HBREREZRT &
EZ256N5,

18.2 MRENUERIER
tLaFy Tk, BEREETIVTHS Ty bOT YV aNy NEERTE
FLCBWTC, aFV7a 7z Y ROA Y KXYy ERREORIE
RUOERIERZR L2,
18.3 HILEIC T S1ERA
TLaFT T Ty MO L CERONGREREER 2 RS 2o
oo —=H AV RXF Yy, aFxvyFurzzy, Yru7zF RO
7t VG AERENICE ROV MR E 2 ER L/ 2030, [84

18.4 M/MREREICX T B1ER

L aFT 7. B MRMMIVMRICBWT T 5% R BRI IR
EERME L otze —H, OFV 70720 AVRAY Y, T
07 x5 7 ROA 7707 o IS BRI MRS % 0] L 72 28

(in vitroi &%) -
18.5 Za—F /OVRAEELDOHA

—HO=2—F ) 0 RHEHKIL. HLHEOIERT O FHEHER - #F
FlZPtRT 5T TNICEEZFERT LA/ NTVS3D,
LaFy T ) F Yy oEO_a—F ) ur REEE Y ZAHE
BELTH, BREIFHRSN G, -7232,

19. BN ICEY ZEIEFNAR
—BE9&RE . L aF 7 (Celecoxib)
{b24 . 4-[5-(4-Methylphenyl)-3-(trifluoromethyl)- 1 #-pyrazol-
1-yl]benzenesulfonamide
%?‘Z_Et . C17H14F3N3OZS
: 381.37
: HEOWMRIISHEREEOHRTH 5. A5/ —LIZBETRT
< I =)L (99.5) ITRRBEIFRT L, KIIFEALHE
7200,
ERBEPRDO NS,
(b
HsC

B & 161~164C

22. @k

(ELaF+YT8100mg [F'40 K] )
1008 [10%E (PTP) x10]

(ELaF+Y78200mg [F'40 K] )
1008E [10%E (PTP) x10]
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