2LOSNC

JZBRSEBUEMENGY. INSOURTIIERER
BMEEBICBATIUREENIGILERETNTND,
[7.2. 8.1, 8.2, 9.1.1. 11.1.3, 17.3.1 &H,]

*20224F 1285 (35 1 HR) EABERRSEES
871149
B A EREE 100mg 200mg
SNEARY : 34F AERES | 30200AMX00373000 | 30200AMX00374000
BRFERAIE 2020% 6 A 20204 6 A
EZTOA RIEHER - $85EH (COX-2iEIRHIBEEH)
B, WAEERRY
ELIFV IR
oy S
N —
TLIF D %100mgr=77
oy N
N —
TLIFD DT 5:200mgr=77)
Celecoxib Tablets 100mg « 200mg “Chemiphar”
W) RE—EMEOLSEICLVERTE
1. BB Wi L aFTT7HEI00mg | L aF T TEE200mg
NEICBVT, ¥70FF95F—€ (COX) -2:ER f’737‘7j\‘ |—’7‘i7\7J“
MFESRISORSICEY . DEFIEE, REPEOEET Al ¢ T eSS
S50 & > TREGNEOMERMISESEERO U 2 1007377 2007377

2. 22 (ROEBEICFHESELBVNCE)

2.1 KEIDORD XIE AN A Y 7 3 RISH UBEOE O BEE R
DHDHEE

22 7AEY VIEE (FERATOA RHEMK - SEEAIZIC X
BHIMEREDFER) NIZOHEROH 5EE [EAE
WERIEEZFHTH2BZNITSH 5.] [9.1.6 BH]

23 BB H S BE HILEBEZBLSE5B%
b 5.1 [9.1.4 2]

24 EELRFEEDDH 528E [9.3.1 ]

25 BELBEEOH HEE [0.2.1 BE]

2.6 EELDEEA2DOHHEE (Tuxyrsr I VA
PEEIERICED S F M YA - KSR ERD H 5
72O BALS BB EFNDH 5.] [9.1.2 BHE]

2.7 BEIARN A S ABEEMOBMHEE [SHEICBWVLT,
T DAFENR MR OFRIELSHEINT 5 & OWME
BH 5.1 [9.1.1 2]

2.8 HRFRIAD A [9.5.1 2R]

3. #8Rk - 1K
3.1 %
Bz A L aFTT7H100mg | L aF 2 7EE200mg
o [(r3i77) [r3i77]
BRI (HE) traxy 7 (HR) trvaxy 7
(18E) 100.0mg 200.0mg
A K. T VIR MY YA, B RaF
- Fuvltia—A, AFT7YVEBYI I L
3.2 EFIDMIR
B L aFTTEELI00mg | £ L aF T 7EE200mg
ot (3277 (r3i77]
Ptk HEBEORHEERRAD O HEOEFRAD D
HEDF#HE RO F#SE
e (2]
| D
I — ——
p EF 13.0mm
B 8.0mm & 6.5mm
Ex 2.7mm 5.1mm
Eh s 180.0mg 360.0mg

4. HENIFFNR
O TEHERBUVICERDHER - (5
MEU O F. BRMERETE. BEE. REESERNR.
SRR MUEREY. B2 - BREHR
O Fiiitg. SHERAL V' ICIRERDHENR - 15E

6. iENUAZ
(BEEIU DT F)
WHE. RAICIEELIF 7 &L T1E100~200mg#% 1 H
20, 8- Y ABIROKRET 5,
(ERHRIEEE. BRiE. BRAETRAENRN. EEBiEIRE.
2 - BREER)
\BE. AL aF 7L L T1IEI100mg% 1 H2[E.,
B YRBIROKSET 5,
(FifTg. IHERUTICIREROENR - $57R)
BE. RACIZELIF YT ELTHEIOA400mg. 20
HLEIE1E200mg s LCIH2[ERO®RSE T 5, &8, #&
SR Id6R L Eh T2 2 &,
EHAOBE X, #EOA400mg. HEICE L TUUEIE
200mg#x 6F Rl Ed 1 CREO ST %, 72720, 1H2[H
FTET 5,

7. BiENUREICREYT 3EE

7.0 BHEER (B v T, BEEEEES) Iod 5
FIZBWT, RAIOBERHB®‘2~ 4B Z&E L THA
ERICHEARD SN WS, fOBEEDRER
IZOWVWTEET AT &,

72 RRO1EA2BZ 2 EHESHROREEIIEISINTS
59, SHEICBWT, AFIORHZESICED ., DIHFE,
MR EDOEE TIEAIC X » CTIEMaG 2 0 IME R M
ERMERORRZEMES TS EOHREPH 5, [1. &
&l

7.3 fhDiER - $EEA (DMERERFHOENTHERAYT S
TAEY v xER) EOMRIZETAZESEE L,

8. EERERIER

8.1 KAIZHEHT 21541E. AUR/NEEZTREALR D EHIR
BETAHZEICBO, BEFICOIDEBEREZRS LEWS
L. [1. 2]

8.2 KAIDEEIZ L., DHIFE. WMEFEFOEETHEIC
Ko TGN 2 OINERMEEREERPRAT LB
FNNHHOT, BEEZLDITV. INSDOHERDT
FEROFFIE+TFICERT AL, [1.. 9.1.1 2]

8.3 AFNIXIM/MRICH T 2/ERAN 72 VDT IDIEREER
FHOBNTT A Y ORBEE L TERLAEWI &,
WM/ IMREEZIT> TWABHFICOVLTIE., REFHREIC
PN, ZOIRBEEARIELTIE RS0,



8.4 EINTHEE ZXRICEM L ZERRE TIZCOX-21cxf
L CEREOBE VWA & BIREOBKWIEA T O A FIEHE
2% - ERANC X ABLEORIERRHRRICZITO 6N
B ol KRS, HILEREREDV AT 77 75 —D
BVLEEAOHRESICEL CIZEERORIRICT+ DR BE
#THZ k&, [17.1.2, 18.3 =HA]
8.5 A4, FF%. AST. ALT. VUL V%0 LR, #E
OFBEPRESNTNWAOT, T HEEERE 21T
S EBERETDITO L, [11.1.5 2]
ANEEE, MEEERAEOEELSREOFKIRIME
SNTVA2OT, EFNICEREREZTO 2 EBE%:
+H3IATH 2 &L [11.1.7 28]
AEOEEICED, FEEERLBEIEMMAE (Toxic
Epidermal Necrolysis @ TEN). FZ &t % ARE % B¥
(Stevens-JohnsonfEE#) FOEETHEAICL > TE

8.6

8.7

MmN EREERPRIRT 52 BENPH 0. 2 OHE.

INHDOBERIIBSHBBIAALAICHEELTWVWSD
T BEHICIRICERT 52 &, [11.1.8 ]
BEEE (B v ~F. BREEEEES) 1o LA
ERWAIBEIZIE. IROBIEZEET S &,

s EHIR D 2 WIIAEICS U CHEERE (REE. MK

., BHReemE. FRERE. DERREROFER
MEESE) 21752 &,

< A - BERANC X AIBEIFREEETIEZ L . EE
BETHAIEICEET A &, £/, BEYEEDA O
BELEET S &

AWER (FMR. MERT ICHREROIES - %)

IR LARFI Z VL AIEEICIE. ROBIEZEZET 5 &,

c BHRERVERBOEELZEZEL. 5952 &,

JHEIE LTRSS 2 RITSZ &,

c FEBEESSNIEIhz2iTw, KRz EBREBS Lk

Wwa &,

s EIOHKEENS2EIELEE RS Z LICHEL, &

ot UIRA S EICOWTHSSHIAT 2 2 &,

8.10 AFITHE SN TV AEMERIC KD, BRYWE 2 REEk
(LT 2BFNDHZDT, BYIEORRICHITICTEEREL
EEIRET S &,

8.11 B F W\, [EEEED T\, ERESREI S ENDH
50T, BEHEOEEEREY O FEIRET 255
ICIREESES &,

. BEDEREZEHIDEEBICHT IR

9.1 SIHIE - BEEEDHZIEE

9.1.1 DINEBEREENIFZDEIEEDH D EE (BER/ N1
NZABEMORMHEEEZRL)
[1.. 2.7. 8.2 &H&]

9.1.2 DMEEEEZENH S EE (EELIKETE2DH D EE
ZfR<)
Ky F AU LDOEFENIEI AEEEESH D DHEEE
BELBEASELBENT DS, [2.6 ZE]

9.1.3 BIMEENH S EE
Ky F MU T LOEENSEIAABEEND D ME%
FREEBRBENIDH S,

9.1.4 JH{tEEBDEIHEEDH 5 BE
HILEBE*BHRIEE2BENTDH 5. (2.3 2E]
9.1.5 IFRF O REEX - EFEIDORIRIZS(C K BDIHEEM
BEDHDEET. FHORBEERSHHETSHY., H
DIVIFORM=ICLBEEDITONTNZESE
AH = R 5T BB, +oRBE2EEL., E
BILBETAHZE, IVTFOAM—IIZIEATEA R
HEIE R - SERANC K0 AE U EbEEE 2 eE X dsh
HLELTWAD, IVTFTRRN—IIC KB IEBEICIEG

8.8

8.9

HERIHEEEEELH 5,
9.1.6 [EXMBNHBEE (FAEU VIREXRIZZDEEE
BN 3 EE=ZRLS)

WERIEZFHFRT 52BN H 5. (2.2 2]

9.2 BREEREERE

9.2.1 ERBERENH3EE
BELEzWIE, BREZEBLSEL2BENMNH 5,
(2.5 2]

9.2.2 BIEENIFZDEIEFEDH D EE (BEELBEEDSH
BEEZIRL)
BEMFRBETROK, F MU LOFENIEC S HE
WAaHD, BEEL>FE(LNIIERERSEL2BZNIH 5,

9.3 [TikREE=EEE

9.3.1 EELIHEZEDNHSEE
BELzWIE, FEREZBESELZBZNDH 5,
(2.4 B8]

9.3.2 FEEXFZ DI EFENH S EE (EELIHEZEDSH
2EEZRL)

HEZEO T CBEICKRET AL, MAEBENS
2B EDWEND B, [16.6.2 ZE]

9.5 1FiF

9.5.1 FIRAKHEAD L
BELEWT &, BRAHO~Y 2D ROy 92D A
OFEEIIBNT, RROBIREINEISRESN TS,
(2.8 ZA]

9.5.2 itfw (HEIREKEAZIRLK) NIFHEIRL TLWSTTEEMDH
Fgogd
WE FOBERES MR BT B S HE S hBIEEIC
DODHZET B L, BETHEICIE. DER/NRICE
EW, BEHFKEZHERT AL EERICKRET ST &,
vrutF s —YHEEA ROAL L) *idiE
WA L. lREOBBERERORERD. ZnICME
SEKBEMESRE - EOREN D 5. EEMEZA
W REAREEREBICB W, filastrmoonsd
BETREBAOKNET (AR EM 5.
EFEFRAEBHRBE CERBIETHPIEEOE M. AR
BEAL=7, BRAERDENZDON TV, £
S MIBWTERBIDIBIBICRITT A EFHRESN
TWb,

9.6 1%ZLIR
HELOERERUOBARBEOERELZZEL. HALD
W I IEE2MET 22 &, b FRILFRAOBITAR
EENTWVWB,

9.7 INRZE

NREENRE LIZAWEROREMZIBEE LR

EBRIXSEHE L T WL,

S

BEOREZBHE LNV S, BEICRET AT &,

ICEBEBESE TR LTV,

10. tHE{ER
AENE. FE U TEMRBMBEERCYP2COTRF NS, £
7= AENICYP2D6DEE TIEZ 1A', CYP2D6DAE
EF#ET %, [16.4 HE]

9.8
—fit



10.2 HEEE (HAICEETSZI L) R4 BRREIR - $EEAE | BT - fBERT
HH 2% BERER - HEEHE | BF - GRRT <) URFENF | 7o ho v VRS |ICYP2CO9% T 5
ACEFRZHA JERXT A RHEEER - (fiONSAIDTIE. TLT 7Y EET2BZNDVHIRBFOBELHEHEIC
IF+5 7Y~ L |#EER (NSAID) F|EEICB T 570 [16.7.4 8] b, WA THICERE LH2LEIZONT
A VS TFUIVFTF VI VEMAY TS YA IZBWT, EETHEAE WS,
A I TVIIER R (ACE) HEFROKAEIC L3 L& 12 & > T Ban iy 7
H BEMRAZEBSES| 26N T WD, MmAMESNT WS,
TEATVIVIER TR D B L ORE TNT 7y aER

b=}
e
TroIFT U1
ZEARTEGA
HTHNY v
L¥teFIv
VAV DI
gy
N
3

W& B. AFlE ACEH
FERIXET I FT
Oy I RBRERA L
OHEEMERIZAS »T
Benp, AT 25
FIMEEEROEZ 5
ARtz ERET 5
Lo (BB, VYT
Vv B U 7 BRIRER
BT, BEERMER
L3R5z
LOWEND D)

Jat I RN

F7 ¥ NRHRA|
M) ZUalLAF7
IR
| AR/ iu
K

%

BEICE->TEMD
NSAID»#7ua+t I K
ROF T2 RRAMERA
DF b U LY ER
EETSEL AR
SNTWws, KRAE,
JutINXRFTY
R RAMERA & OMEBESE
RIZBs 2 TIEaWn
7. YT 25513
ER (G 10) She el =t
EERBILHI L,

7 A v

KA LAKHET ALY
> (1H325mgblF)
O LS. KA
DHERA L& X
HANTELEES -
LA H IS D Fe A R A
Bl Bl ENHRES
nNTns,

7AYo
12 & WNSAIDDH
L ES - HILE
HmE»Bh RS H
HEEZLNTWV
2,

i/ MRS
A1l Ay ¥
£

ARF & MR EE %
HU7BEa. KEOH
IR L7z & EITHAR
THLEH I ORER
@l 55l EPRE
ShTnb,

N5 OFEANLIMm
/INHR T R 4 IR AR
BT D570,
NSAIDDEILE H
mzeEsE2 &
EIH6NTWA,

UF L
[16.7.1 2]

U F 7 LDMEEFEE
WERL. VFTLD
TERD R 52BN
Ndhd, VFILZEMHE
o B ICRR 0%
S5xBHBYIEdhiEd 5
LEILRHFICEER
%:y_jé:to

WF L S A Tl
TWLWh, Bt
[HET S0 L&
ZoNTWb,

ZNVaFVJ—)
[16.7.2 ZHR]

ARF O MmAEFIEE S -
FU. BEIOEHHHE
WITBEBENDND S,
%= =
RO BEICIEAR O
ExEHAED» SR
BT E,

CYP2CO9IZ & AR
AloR#H % EET
HEEZLNTW
5o

TININAE F
[16.7.3 2]

KEIR ST IVINAY F
YOMmEFREEN R
Uy BEIZRO T LN R
5 F 2 OIER D EIRY
2BENDDH B,

CYP2COIZ &L AR
AloR#%HET
B0, F-AH
ERLCCYP2COT
R#sNd7-0H&
EZH6NTW5,

DEEICKAIORE %
Fthd 5 W IEHEE A
B HBRICEHAER

£

[16.7.7 ZH]

LTBEITHZ &,
NaFtFr AR O IMEEFEE K| CYP2D6DHEE
[16.7.5 ZH&] TL. SuFtFrofIcksEE25
MAFFEEN EF L. NTW5,
AEIOER D ET L.
SaFtFrOERD
HERIT 2B8ZNPdH 5,
FEFAPMETRXMLUTFTFAINTRXMLT 7
T7 COMmBEFREN LR
[16.7.6 8] L. FFZ2bT XML
77 v OER P HEET
HBENDH B,
Tl ER Al ARAEN O IMAE R E K| T LB S T
FILI =T LBAEN R U KEIOEREA | V.
XTI LA FTEBENSH B,

11. IR

WOBWERDNH 6bNBEZENDHHDT. BB +THIIT
VW, BEPRDSN-BEICIEBREETIET S0 CEY)

WBEZTH T Eo
11.1 EXIBEIEA
11.1.1

vavd. PFI745FY— (WINLHHEARH)

Yavs. TFT4TF S —, WIREE. MEEE.
ME%. SEEREOEE L BREO RIS S

11.1.2 BEEEE (0.2%). EEEHM (0.1%K7H). HE
B BHEARH)
M, Tl (X L) EOERIERD 5N-EBEITE
EZ&duk L., BRLEZTH &,
11.1.3 DEAEZE. WZEh (W NHEEEREA)
DFFZE., MEHFEOERE THAICK > TIBm A
DINERIMBERBERPRESNT VS, [1. BE]
11.1.4 DR 2. S>MMEDTFE (W HHEERRE)
MIASHFRE. X (WINoEERE), KRS

(0.19%K) «

e (EEAH)

A%, FF2%. AST. ALT. ULV Ep LR, #
BEORBEPHESINTWS, [8.5 5]
11.1.6 BEFRRMEM. FMEGHAME. |BERENE (W Th

L)

BANREEM, FURBREAE. ERERRE, Bk
WAE, IVMRBADEOFHRESRE SN TV S,
11.1.7 2ERE. BEMER (WIFnLHEERR)

SEBEE.

BV

HEEINTW5, [8.6 B3]
MNP EFHRRTIFFEFMABEE (Toxic Epidermal
Necrolysis : TEN) . BZEHSIRIRIEIREF (Stevens-
JohnsonfElRE¥) . ZHAIHL. RUEARMEFEBIERE
fE. RUBHMERZREN (9 1 b SHAEAHH)
PR R BT RIARIE . R R ARAEIR B, ZIRATIE.
BETIRERZSEREE, REREAZOEE TH
BFICE > TR BEN 2 EEROERPRES L TL
DT, 32, KMERED U I3MMOBHOEICBEY
HEENTD ENGEITES IS EH L, @)

BAEEITD
B AR (S A)

11.1.9

o [8.7 2]

BRECEELEREORIISR

I, MRS, FE HEORE (REE) E0HR
HHNIHEITIE, BP 2 ICHEXAR. BWECT, MWiE
Y= N—HEOBMETERT S &, BEEMAPED
hizgaiciaigssHhib L, BIBRERLVE VA OH
BEO#YLANEZITH T Lo



11.2 ZOftDEIfER 5%LLE | 1~5%K | 0.1~ 19%K | 0.1%AK%m | S8R
5%LLE [1~ 5%k 0.1~ 1%%iE] 0.1%F1 | SAEEAH Z Dt B A, N7k
25 BRERE.EE &> 7L11 FEE.ZY v MR
W% . K& FE. | CPREE B Ei R | ANES T
HHEE g, 1 PR L e, B
Th. 1k NIEF = | F-gE ME
EHE do . ARG AU 3
Y& R SE W . i |BA BT R L RERE. AR BHRE. Ny -
a2 Bk o |1 0| R E . 5 v AR\ IR B
W BRElEw., RELKRRE., R BE Y AT BERGERR
BE B % IR HERER. B BERG,
B L N RRTUE. HEVR  |HREE.
LVOET |EIRE #. Al 1’%}’?‘;
EBEE] # EEDIIIN O S AR
R AT A N
o, Al-P FLULE—
. I B R
me Yy oL 5%\ A R
Y. a. RERiRE.
Roov T F
y o =5 >y BEHIM.
SR LB ER. O
R - BUNSEIN [CK ¥ fu . [fmm (M A U B, PfE
LS BRI, LM, M IR, M
LDHH# M, R TANATE
R L3 - ﬁigé %ﬁgﬁ
ERl = R, OFED. s EBREE W O K% . ﬁ%ﬁ oy N
W2, T, BAAEL ODOBENES. ERURNEAN)
W, EEAR . AR EF . . e
mPBEE B, B[Rl % | H RE % 14. @RLOER
OI8O o B e s . B 14.1 FRIZZHFOER
ERE M. 7K. B, PTPEEDEAIPTPY — M 6B H U CRAT 5 &
e, 0|7 & %0568 85 B E SEETSHI L, PTPY— FORAKICEK D VAT
AUOLA AR, OERE. FH WEEREARA L, BICIEEALEB I LU THRERASE
2 8 i (R ORS RS K (I, HE (E [m] DEERSHEENRT LD 5,
LREER B B R | BUBM
BB |0 & R 15. ZOMhOD;EE
3 N 15.1 BRFRIERICE D < 154
_ sk . WEIZBIT A7 0AF —N—"EEREERBICBWLT,
WK | v AINACHIRER B SR RE & DIE AT HoA CRAR TR I PO e DB 54
78 7. R P, SR | B B 31 R U7 & O|E N DB, £7- HOIFATTA FHM
o 7Y |k BB B RE|E RO . AT e e = Co)T .
B = ¥ % s - AR BEIRES S ATV ALHICEL T, —k
: - DS AR K7 RIEAERY & 1T E DHEN B B0
¥’ 16, mummE
; = = ST 16.1 MR
s BOE RMERTRI T 1611 RERACST3EMEE
- e BRI R A B L3661 L aF ¥ 750~400mg™) %28
e THRERS U7 & & O MRl E 3B 5 20 % I R &
¥E . j(?ﬂﬂh’? ﬂfﬂiﬁtp(%rg (Cmax) L:gbfiﬁ(ﬁ\ 7%@5"’9%&5@*(@%
AMBR S (t12) TIH%L. Cmax/ O MsEsi R — R iR R
Ty (AUC) REMRCARILE VEVHETER LY,
I . D BERAICEL T3S 75 BEREOR S L S ORMBI ST 2~
ERE A, A& Tmax Cmax t1/2 AUCinf
IR 10 A (B0 (h) (ng/mL) (h) (ng - h/mL)
. Mg (53%% 2413 |287+1004| 5+24 | 1631+540.2
W2 EE N TR 100mg
B L. B, (3461) 2414 |553+212.2| 7432 |3429+1149.8
BUEEEA | B A 4 200mg
(o) B (34451 2+0.9 815+303.0 8+3.5 5832+1674.5
siEsE
T s S EE | EREn ;i?f;m ‘(‘gggﬁ 2409 |1296+457.7| 9%4.1 |10789+37934
PRTENVEIE . (B R BB R 8 B g + R
A RREE (RIS, HE F7o. BERABEI0MICE L 3F 2 7200mg % T
2. B2 | REEE|E . KE H L IFERICHEKRE L L&, BREEROCmaxld
=K 2 | BE OB ORR | BE R L5FIC LR L. AUCIREEZZ Faro7:9, B
E 523 B, 2, AABHEISHICE L a2 7100mg% 1 H2ME. &%7H
A 7N BMRERES L&, EFRE (THH) OCmaxldly
T3 607ng/mL. AUCo.12013£52652ng - h/mLT& b . &k
RHE R HFg. B HE. BEFEEE HiEBRshZD» 5727,
WA (0. BT, S 16.1.2 BECSIF 2R8NS
» SEERE (. BE K BT Y ¥~ 7 BE RO IEREEEEZF6090ICE L a
T F3725~300mg® #1H2[E. BBRERS LEEE

OMmEEFREM] 1608 % H V7 BEFZEY B REMEHT O
R EERRBIIBIAZEO07Y 77 A (CL/F) KUH
P OsFER (VA/F) ORBSEETY (EEHEE) &



Zzhzn21.2L/h (8942%) KU335L (K77%) EHEE
SNtz 7o, ElmLOFEIZCL/FO, METLT IV
BEIEVI/FOEHERTH S EHE SN,

16.1.3 £ HEF LR
(GLaFYJ8®I00mg [5=T7])
LlLaFTy78EI00mg [FI77] &kLay s REE
100mgz. Z7HAF—N—FEIlLDEThZEN1sE (kL3
F3 7L T100mg) BEMASFICEAREREORS
LT, MEERREEREEZRZE L, 55N EWE)E
N A =% (AUC, Cmax) 122\ T0%FHEXH=EIC
TIREHENT 21T - 72453, log (0.80) ~log (1.25) @
#HENTH . WAOEMLHRSEITER SN

HESTA—F BEINTA—H
AUCo-48 Cmax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
tLaFTTHE 2713.4 473.38
100mg [7377)| +7758 | 14444 | 2211 [582£2.42
tLavy oy A5 2814.8 467.96
100mg +728.9 +130.83 2.1£09 |5.84£2.22
FHE R ZE =24
(ng/mL)
600
e A9 + IR n=24
500 - —e— L L IFT74E100mg [ 37 7]
i —o— LI v 7 ZA$E100mg
% 400
q:;
ES
Z 300
1t
s
1
2 200
100
ol

Rz fd

(GLaFyT8200mg [5=T7])

L aFy7H200mg [ 377] LIy R
200mg#%. JUAF—N—{FEIIEIDENETNIEE (KL
F 7L T200mg) BEMASRFICERBEREOKS
LT, MEEFRE(LABEZRE L. 186N/ BHE
8T A =% (AUC, Cmax) 22\ TI90%EHEXMEEIC
THREHRIT 21T > 125 %. log (0.80) ~log (1.25) @
HENTH . MAOENZHREESHER SN,

HESTA—F BENT A=
AUCo-48 Cmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
tLaFyTHE 6053.6 934.63
200mg [7377]| +2387.5 | +380.23 | 2410 |7.29%2.81
LIy o AgE 6034.4 817.46
200mg +1946.6 +285.23 28+11 726282
FHE R ERZE =24
(ng/mL)
1200 1 -
FHfE + FHERZE n=24
1000 —e— L L% T$200mg [ 27 7)
—o— t L av 7 Z$E200mg
% 800
q:;
ES
7 600
1t
;
1
& 400
200 [l
0 : I § SN
4 8 12 16 20 24 48 (hr)
3]
MEEFEEL FICAUC, CmaxZEn S5 X —7 1%, #E
E OB, FRORIEE - REFEORBEMICE-T
B 0D H 5.
16.3 970

16.3.1 ZEEESE
In vitrokUex vivoll KA OFER, LLaF T
MEEEAZBERIINI7T%THD, FELTTLT I VI,
DWTa-BEEEAEICEST 22 Enasnilo,
16.4 {5
In vitro'V Xin vivo'? HEBOEE» S, tLaxy T
IEEE L TEYRBERCYP2COZN L TREsNE &
MEHLEPELE>TW5S,

CYP2COICIZEEZEIMNFIE L, e3> —>Leud™ D7 I/ B
BHICK DEANC L > CTIRBHEEIET T 2560555,
HAAN218%1%2 %5 & L/ZCYP2COD M3 T ik,
lle3*—Leu® DR EHEEE (CYP2C9*3/*3) IFFIEL %
o le . Leud™PDOATuFEEk (CYP2C9*1/*3) 13218
BIFpOBl (4.1%) FIEL/zEOWMENH B,
CYP2COM#ErZH! (CYP2C9*3) m#EL LT, L O
FUTEHONIIRERS L&, CYP2CODNT O #
iR (Ile3¥—=Leu?°. CYP2C9*1/*3) %A T A@EEMA
I5BIOAUCIZE AR (CYP2CO*1/*1) DfERERY A 1374
ICHARTRHL6EEEEE R L,
BERAICE L 3% 7100mga BEHRED Lizs &,
CYP2CO*1/*1 (4fl) &Lk#:L. CYP2C9*3/*3 (3f)
DAUCIHF3EEE LR LS WEAT—%). BERRAIC
€L 3% 7200mg#x | HIED 7HERERSE Lk & X,
CYP2CO*1/*1 (7fl) &Ik# L. CYP2C9*3/*3 (3f)
DOCmaxldH4fs, AUCIIHN7REEELTRT ZEpfESh
T30 (AEAT—%), [10. 28]
16.5 HEittt
HERABEICELIF Y TE2EE L & ZOREED
REOEFFMRIFMELS (~3%). ELIFTTOr)7
TFUVAREELTRB VT I RICE D LRSI,
BERABEICHC-£ LI F 2 7300mg? % 228 N B [E %
L7z ZoImsE, REVERIZCOX-1 KU COX-2MHEE
MRS WREYISEERES L, mEEFIEEELT
RENMEPFEEL TV . E72. HETHED R U R kit
RIZFNEFNHEOK27% KR UOKISE% T - 721718 (44H
AT —=%),
16.6 HEDHRZRI HEE
16.6.1 BEEERE
BETREESE CRIKAEBEE35~60mL/5y) 2261t
L O% > 7200mg# 1 H2ME, &7 HERERS L&
ZFDAUCo 7l dBREBRAICB T BEEREL o729
HEAT—%),
16.6.2 FFEEERE
FrEERE R ORBBRAICE L IF 2 7100mg# 1 H2[E,
BRSHERE®RSG L L&, BERFEERSE (Child-
Pugh Class A : 12f1) ®AUCo-ionl$EEERA (1241)
IZHANTHL3MEIC, hEEZFRESRE (Child-Pugh
Class B : 116) TIZERREA (1161) 1IZHANTHR2.7(%
I ER L7220 (HEAT—%). [9.3.2 ZH]
16.6.3 EEE
EFREERB L (66~835%) 240k IEFERER (19~
485%) 2441zt L a3+ 7200mg% 1 H2E, 8HMEKE
BELEE, ERRBIIBI A ZEETHREROSEHS
ZDOCmax K FAUCo12n (Cmax @ 1808ng/mL,
AUCo12n ¢ 11852ng - h/mL) 3IEFERHE %4 (Cmax :
973ng/mL. AUCo 121 : 5871ng - h/mL) &H#EL TH
ExzRLz. £/, ElZEDOCmaxk FAUCo-12n
(Cmax : 2362ng/mL. AUCo12n ¢ 15466ng - h/mL)
EEHEE (Cmax : 1254ng/mL. AUCo-12n:
8238ng - h/mL) XV EEERLIZ2D HEAT—%4),
16.7 EYMEE{ER
16.7.1 UFI L
RBER 246112 L 3+ 7200mg& v F 7 £450mg %
1H2E, BR7HEFALZE S, EEREICBI2)F
7 LOCmaxKk CAUCIEKHAICE D W hbi1.2651c b
FL72 HEAT—%). [10.2 BH]
16.7.2 Z)LAFV—=Jb
R AL 7H1IC 7 )L 35 —)L200mg#% L H 1|, 7HTFHE
BE LRI, £ 3% 7200mg# 228 T B [E4F A %
L&, a7 0CmaxkUCAUCIKHAIC &
D ZNZNAL7REROK2.3MEIC LR LD GHEAT—
%). [10.2 8]
16.7.3 ZILINRIF
R A LS L 3 %2 7200mgs T UNRY F >
20mg# 1 H2E, BH7HEMALLEE, ELaxd T
DOCmaxFKUTAUCIEHRICE D LWINBHH13M/BIC EFL
Too Eiz. BEERLALZFICEL IF > 7200mgs 7 LN
2% F»20mgx1H2[E, BR7THEMHALLZEE, 7L
NAZF > OCmaxidfFAICKONL.2[EIC EF LA,
AUCITEZEEZZ T k572329 (MEANT—%). [10.2
Z ]
16.7.4 9L 7UY
BERRAL2BIICT LT 7 v 2 ERHREG Lizkic, &L
aF 2 7200mg#E 1 H2EET LT 7Y 1 ~5mgx1HI
E., 7HREMALZEE, ELIaFTTREILT 72D
MmEFBEERC 7O b v EVBBICEEL RITS &



Poiz, LALAEDNS, BN THICEREICBWVLT,
YVLaAFTTETILT 7Y VEMFALTVWREEIC. 7
OO YEVREOEEZMHIEETHESICK > TIEE
MRS S T30 (MMEAT—%). [10.2
]

16.7.5 XOFt&F>
BERRAL8FI/YaF+F > 20mgZx 1 H1E, BE7HRE
5 L7/2%BIC, L 3% 2 7200mg % 228 N B [E] O F #%
HLEE, L aF T 7TOCmaxidfHAIC K VK. 7%
IE R U725, AUCIREE RS F R -722728), F/z,
EEERL A 18HIC+ L 2% 2 7200mg % 1 H2ME, &%7H
S L7211, /801 F > 20mg % 2288 T B [l A 4%
L&, fuFtFroCmax Kk TAUCIEHAIC &
DFNZNRLSE/ROKL.SMHBIC LR L2930 (4LEA
T—%), [10.2 2]

16.7.6 FFAMOXNLT 7V
EFRRAL4BICE L 3% 7200mgE FF A ba X kL
77 »30mgx 1 H2[E, BR7THEMFHALLZEE, TFR
PO X MLT7 7 >OCmaxKUAUCIKHAICED ZNZ
N2 4B R UH2.6651C EF L7313 (AEAT—4),
[10.2 ZE]

16.7.7 HIEEH]
TR 2460122 L 3% > 7200mg & HlEEHl (FL3I=
Thoe ATy LERMA) RZEETREIMFHAKS L
mEE. ELIF Y TOCmaxiIHAIC & D 0.665121&
TULW, AUCRREE2Z T b -7:333 (MEANT—
%), [10.2 8]

) RAIOARSNIAERVOHB B V< F @
200mg# 1 H2[E, ZEHBEE. BURAE. JH BETE %
TR RETEMRRE. B - BEENOS
Rt OH 2% - 85 FE0A400mg. 2E B LRI 1E
200mg& LCIH2EROHRE S 2. %5, HSHEII6RRH
PlEdiFad &, HAOHEE, FEDA400mg. HEITIE
U CLIR&I3200mg = 6K Ll £ 1 TRORS 9 5. 72720,
1H2EETET %,

17. BRFRRE

17.1 BERUREMEICEY HHER

17.1.1 BEOEBLRE (EREERRER)
EWNTHEEY v ~F. BREEEE. BRE. BREEE
B 7S, AR pIREMRRE. FE - E¥ES. Pk, NMERKD
BB EBREZNRICERE SN EBRABEICB T 2680
(DIEZ‘IEXZ%@ ILLTFDEBDTH -7,

100~
%, W

100mg# 1 H2ME, i, s,

BHET Y v~ F. EMHEEERE. BRE. BEREEERELS. SEEME
TERE. fE - RS
R M) T e B ERE
st | wmmsees | TOW) BEEIE ) g
_— ‘raltra|tra ‘Lo ‘Lo
A - T NFVT | FVT | FUT | T | FVT| ST | FUT
m‘g A& |100mg|200mg|200mg| A |100mg| A |100mg
= 1H2[E |1 H2[E | 1H2[E 1 H2[E 1H2[E
5 HAR 438 128 438 48
B
FRATIE | 74 72 79 | 318 | 90 84 | 151 | 295
%)
BEOK
ﬁig 34 | =74 | -114] 94 | -198| =264 | _, | 4 g
sy | £1739| £2009| £19.01) £21.15| £21.23| £2477
= (mm)
BEOR
%ﬁ@ﬁ
SHFE | 25 | -75 | <93 | —93 | =202 | =251 | .0 0l oo
(VAS) o] +£19.82|£17.03| £18.07| £20.26 | £20.69 | +24.07
FE(L
& (mm)
EHOE
RiEDE
éw{m —23 | =88 | ~11.9| =96 | <186 | =249 | ol 4009
(VAS) 9| +14.60| £15.81| +16.17| +19.85| +£19.32| £21.66
B
& (mm)
ACR
(%) | 5/67 |12/72]19/79|68/318
ICEBE| (7.5%) |(16.7%) [(24.1%) | (21.4%)
%g@d)
AR
wEAs | 17/73 | 23/72 | 25/79 |84/318|45/90 | 57/84 | 74/151 | 200/286
Elok s [ (233%)](31.9%) | (31.6%) | (26.4%) | (50.0%) | (67.9%) | (49.0%) | (69.9%)
YERe)

BERL ERE | EEE R SRR B A
HEg | EIEREY — i R ER40~42)
e traxy7 traxyrs
ﬁﬁ%f-ﬁgﬁg 100mg 100mg
: 1620 1520
B 51 438 438 438 28
BT
T 414 74 80 79
BRI
S 7S _ —33.2 —34.3 —31.5
(VAES) TR 2940 +20.57 +21.28 +19.80
{t& (mm)
BEO LRI
RAE _ —324 —36.0 —28.1
(VAES) TR 25.00 +23.56 +21.77 +20.41
{t& (mm)
A &R
T | —-39.9 -37.3 -335
(VAES) TR 27.10 +22.72 +17.38 +19.75
{t& (mm)
BEOWEE 36/74 43/80 41/79
B 2 3h) (48.6%) (53.8%) (51.9%)
RDQ) % | 5
L8 (237)
ﬁiﬁ%ﬁ?fﬁ 261/401 48/74 56/80 53/79
et (65.1%) | (64.9%) | (70.0%) | (67.1%)

a) PPS (Per Protocol Set) : {ABREMETEZ IC#E A L 7o REF

b) ZEFIEBIENETId. BE OB

c) ERHBERETIE. EHiO 2R

d) ACREGEBEME (BH) ICkpuER (LIT0l) R0U2) %iG/-d5HE
(& &35, 1) ERESKRCEEMSRS VLT RH20%0 ik
#. 2) BEFOKFFM (Visual Analogue Scale : VAS). BHDE
BIEB M (VAS), EfioRBESHELRTE (VAS), B
OB EREETHT (MHAQ) D4EHE DS 53HEL RIcB W T20% L E
5E)

e) 2T ORKFHERIC B 5 BRI RKEREERHEIC
BUsER ([PEERE] N LEOEIE)

f) BT LB AEEAFIETH B 720, EEREICOVTILEE
&7

g) FAS (Full Analysis Set) : &1 & 1E DL EARA L. & 5% ICEERTE
BB AFHE S TV S RER

h) BEOUFBEFMS (R Ho72] Y EodlE

i) RDQ (Roland-Morris Disability Questionnaire) : A7E{TEI OEEIC
B9 2241EDOERM
Fifitg. FMEZRIE O IR BE
R FiiEE SMERIETE
A 55 M AHRABRS) — i R EABRA4)
| = e N < )
ik - R 7R traxyrd | wLaFyT
5 2H 8H
BRI RRTREBI$) 124 248 80
BEOHRICES 0 o o
HAH=D) 79/124 (63.7%) | 189/248 (76.2%) |70/80 (87.5%)
ERmEZE (VAS) 50.6+15.2
(mm) ©
REA e 3235 RS
SER 55 I AHFER4S) 55 [ AHF B4
i HERS BENIEE R
SERA| _ tLraxys _ |tLvz
R - Zz 25mg | 50mg | 100mg | 200mg |400mg Z_?_ Fv7
& B | B[O | B[E | HE | B[E 200mg
HE5HH 1H (H[E) 1H (2[)
HahE
FENTEE | 53 58 54 54 53 58 58 64
i)
BED
EIRIC | 13/53 | 28/58 | 27/54 | 39/54 | 39/53 | 47/58 | 15/58 | 41/64
K5H [(24.5%)](48.3%)|(50.0%)|(72.2%) | (73.6%) | (81.0%) | (25.9%) | (64.1%)
%h2eb)
PR
EZE 12.3 | 334
(VAS) +19.5|£24.2
(mm)
a) FAS (Full Analysis Set) XIZITT (Intention To Treat) : &% 1

BB ERRA L. #B5&ICHEZIEFHEEE A FHl S 1 CW» S RER

b) BEOHRICEAENR (i) UE [&<thni] EFHEL-E
HOEE)

c) EREE (VAS) (BEICX 5. N—R T4k — EAEGTmEE)

d) WEE LV IF> 7400mgHs%. RHEICE L 3% 7200mg% %5 L,
FHIFL L IF > 7200mg# 1 B2EES L7

e) ME+L L a¥>7400mgi 5%, RBICEL IF%>7200mgx 5 L.
FHLMEEE L TF > 7200mg % | B2ERS L7

f) LLaFT7400mgi 5410, FBICHEFEELNEE LIBEENRIC
EIEEGETV. B SORERE % FHE L 7:



17.1.2 HLEICHT DHE (EMERRER)
RIS <~ FBE (RS 0 1280) . ZRER—EEER
H (TG0  4EM) 2R E T 2 EE B2 R
OWlgE T — 5 #EFTLIER. HILERE (ER) &
EFETORWERRERRIZLL 2+ 7100~200mgl H2[H
B5T12.6% (96/759). xtEE%E (COX-2izxf L TR
HEoOBWIERTO A RHEHEK - #FA) TL13.4%
(103/769) T# —7=338), [8.4 H:H]
DMBERICH T BHE (EANERRER)
EHNTEMLMEEY v~ FBE (RS 128/).
TRGEEESRYE (RS 4808) 20T 5HEE
RIERB2RBOWEE T — ¥ 2HEE LR, EEALD
MEFEROFEHRIZ, €L a2+ 7100~200mgl H2[E
#5T0% (0/759). *tEE (COX-21zxt L CREIRED
BWIER T oA RIEHEL - 8EA) T0.3% (2/769) T
B8, i, BT EE (RS5HB 48
M) ROEREESESRSE (RS - 480) 26Re
9577t A B_EEREERBEI BRI B2 EEL
DIMEEROFEERIZE L 2+ 7100~200mgl H2[E
BE5T0% (0/675). 75tART0.2% (1/412) TH-
Too 2B 2007FEDERBBECICE_SNREIFES
TOHSHB TR 25 U 72 B N2 R ER 258
(R8T w~F. BREMEELE. EEE. &EE R,
SR BUERRE L O - B R BE 20 & LIZBERRAER)
OWEET - Y ICBI2EEZDMEEROFETRKIZ,
L aF ¥ T725~400mglH2E#ESEE T0.1%
(2/2,398) TH -7, &6, BIRIE. EREHIERF %,
EEMEREE (WIThb RSN 4EM) RO - B
KEE (RSHAR : 28R) 2R LRBRSHB O
BE Ty OEFHTIE. EERLDMEERROEERIIL
L 2% 7100~200mgl H2E#&5T0% (0/1,304) T
Ho7250, Fiig (RS 2B . sMER (BRE5H
M 8HM) . ke (FSHAM @ 1EIE20) ofE%
MRE L-FABIRETIE. EBEADMNEEROHERIIL
Laxy 7, T RBRONERE (FERTa4 FEHE
2% - SEA) OWVTNOEERIZHERD SN o785,
17.2 8HERRSERIAESE
17.2.1 ERNHIERTERIRRAR (BRERADLEEEEMIRIC
KIF T HEDRE)
fEERER A (B 5HAR - 238R) 2R &9 2 FEHHEREE
ORER, B - +ZEBOBEBERRR (NEER) 3t
L 3% 7100mg 1H2[I#%ET1.4% (1/74). *tig%e
(COX-21CR L CEIREDEWIER T O 1 REHEAE - 4
BA) T27.6% (21/76). 5 RT2.7% (1/37) T
Ho71-52),
TLIFVTEHOE - +IEBOBEBLI TC2HI EoE
TERHOFBERIE. U5 AKER10.5% (8/76). AR
B2.6% (2/76). LIEEE2.6% (2/76). B%2.6%
(2/76). ONK2.6% (2/76) TH-7z0
17.3 ZDith
17.3.1 ig)—'ﬂ%?ﬁ%d%ﬁ (TP eREBRKBRY —EETH
gIL
SEICBWT, v LIF T TORERY —THFETHD
(RANDORBEIZMETIZZ V) oMtz HINET 525
BAERSN. 20> B5APCRE (B RIBIEERR
FRERER) Tl 3EROBBEHARFIC T IR EHE L,
L aAF T TERETOESGIIER (DMEBERICES
TR DA ZE NI ZE ) O FIRERIC A SN
my@RHenz, EEiHEEED I Ricxd s L
IF T TOMMY A 71E400mgl H2E#E 5 T3.4
(95%CI : 1.4-8.5), 200mgl H2[EH%5 2.8 (95%CI :
1.1-7.2) Tholz. IEROEATMER O BRAERR
Tk, 79K TI130.9% (6/679). L aFxv 7
400mgl H2[E#573.0% (20/671). 200mgl H 2@
572.5% (17/685) T#H->7=. —7/. PreSAPzE: (K
PERRIEME AR ) — TEFETHRER) Tl BAFMERIC
DWT T TR EHE LMY 2 2713400mgl B 1=
571.2 (95%CI1:0.6-2.4) THEEXRY A7 DERIZR
B HNRPo Tz, SFEMOEATHIIEE O REHHER T,
TS5 ARTIEL.9% (12/628). L I % 7400mg
1H1E#%ET2.3% (21/933) TH - 725355 (4LEA
T—%). [1. 2]

F) AROARBSN-HERCHEIZEEY V<5 1 100~
200mg# 1 H2[El, ZEREEE. BRE. FREFEEL. B
JEBEREMERE. B - BEEN2S 0 100mg#E 1H2[E. FirR. SMEER.
Rtk OF 2% - 8 FE0A400mg. 2E B LRI 1E
200mg& LCIE2MEREOHRE T 2. &b, HEMEEIXORH
DlE®i3a 2 &, EROBAEIZ. HEOA400mg, BEICE

17.1.3

%

_7_

C CLIR&13200mg z 6Fs Ll L 1 TRO S 9 5. 72721,
IH2[ETET B,

18. EMEIE

18.1 {EFtER
tLaFxy 7k, Yr7uatForr—+ (COX) It 5
EEEEZBET 500k MEEFHEBIBERZHWE
EENUCOX-1. COX-2%7#NENHHE L1zt bHZMAg
ZRAWEZERICBWT, COX-2i2nt U TR & HEER
R L725657 (in vitroitBi). L aF T 7. KER
ICFRE SN ACOX-2%2BIRMICIHE L. COX-2Hkn 71
AF TV VHEHOEH AT A EICKD . HK - H
BIEAZRT EEZI NS,

18.2 INEMR UEEREIER
tlLaxy7iE, BEREETLTHHLTY FOT TN
VMNEAHEIRETILICBWT, a¥xVy a7z Y ROA VR
A5y EREEOTRAE K OERER %2R L 7258700,

18.3 ;H{LEICK T B1EA
TLIaFTTE, Ty MR L TERONEREEEER
BRSSP ol —H AV RAY Yy, ¥y Surz
V. Yrua7zF I RGFTaFe VIZHEBRENICE R
OB RGEIRE & &GS L 725761, [8.4 SHE]

18.4 MVIMREREICK T B1ER

Ll aFxy7id, b MRMIMM/MICBWTTY % F Uik

B IM/MUEE ZME Uo7z, —H. a¥vV 7 a7z

ULAVERXRYY Y, YruaTd oA T Ia T v

V3V EEARTER I M/ MR BEEE 2 3056 L7257 (in vitroikBi) o

Za—F/0VFRMEREEDHEA

—HO=—2—F ) u rRNEEIE. HAEOIERATOA N

HEE - ERAIZHATAIET, SNICEEZHHKT S

CEDHLENTWVA?, LLaFT 7L ) FH I VED

—a—F /) urRREEEZ Y AHARSLTYH. BE

WEFERSINLP -7,

19. BRI CRIT SIB{EZHFR

—RRIEFE - L a7 (Celecoxib)

{E2% : 4-[5-(4-Methylphenyl)-3-(trifluoromethyl)-1H-

pyrazol-1-yl]benzenesulfonamide

HFR ¢ CirH14FaN3O28

HFE : 381.37

M R:ivlLaxrry73HBOBEREEEEOHRERTH 5,
AT )= VIZETRT L, ¥ /=)L (99.5) 1%
RVEITFTRT L, KITIFEAEBT 20,
{EZEER -

18.5

Q O
\Y4

S
(j/ SNH,
N

\
N

H:C
/
Y

F
F

F
il

|
(BLIFYTEI100mg [5=T7])
100#¢ [108% (PTP) x10]
140%% [14%¢ (PTP) Xx10]
]
]

m161~164C
22.

500%& [108E (PTP) X50
7008 [148E (PTP) x50
1,000%% [10% (PTP) x100]
5008 [HVTFL V. /NT]
(ELOFYTE200mg [T=T7])
100#¢ [108E (PTP) x10]
1408% [14%F (PTP) x10]
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26H AR HEERMEE2.7.6.27)

24) 7N Y F  EOFYMEEFERFEE UHE) (tLvav s
A$E 1 200741 A26 HARR HiFERNEE2.7.2.2.3.2.2)

25) BT AERAREFH#HFHE BIEE 2021 : C-3008-
3014

26) Karim, A. et al. : J. Clin. Pharmacol. 2000 ; 40 (6) :
655-663

27) WBIMEERRA - EYMEEER (L ay 7 2§ 1 2007F1H
26H AR HEFERMNE2.7.6.30)
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