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IR R2008 T
CELEBREX® Capsule 200mg

200 E ¢ #EEEHMF 023177 5§
AT A i

ARG MM BE () TR

Lo RIS
1. NSAIDsES S e i0Ag /L B B Lot B S -2 BRG » EURG O AT R, - HTTREREUAROY - ERRTTARES
A 47 SR ATBE AL » H I FIEEARAINS I IS « BRI K5 85571 & 5 (5.1.1)] -
2, LTl IREHARSE S F-ii (Coronary artery bypass graft, CABG) Z 1&14R MM ARE(N. 22 53(4) STt X BT
(6.1.1)]-
FHE (G) Win - EREA
1.NSAIDs HEI4MMRE BB (GI) X BB ER nl 51 S FIEHNIGET N - MR - E R kol
SAEATUTE RIS B2 SRaniR - Z48 ARUHTEH (EHDES AT e SR BT (1) L& AT ey lig
O HE G G A R A(5.1.2)) -

1. 1R
1.1 RS Btk

CELEBREX (celecoxib) {BRE- -HEIEMHTMATI4E X &Y » (LML £51A8 200 mg celecoxib (IMKAEEE -
L4345 B 4-[5-(4-methylphenyl)-3-(trifluoromethyl)-1H-pyrazol-1-yl] benzenesulfonamide + & H4 Wy {6155
RN ELNY pyrazole » 43 T8 1y 381.38 - 5312k CrrHuaFaNaO2S » {LEHE5=tAn |+

NH, 0
1}5
0
N
N
B—cry
CHi;

Celecoxib BEEREKE @EEK  pKa {5 11.1 (sulfonamide Z53) - Celecoxib HA¥R/KY: (log P & 3.5) +
A FAEY pH (HFEHA % T AR KER -
CELEBREX B&#§ 200 £ 5734 celecoxib 200 %77

1.2 R

KL - FIEERIFESN - povidone - croscarmellose sodium - FlifA&SY - titanium dioxide - MFiR¥ - sorbitan
monolaurate - Ink Gold SB-3002 (shellac - dehydrated alcohol - isopropyl alcohol - butyl alcohol -
propytene glycol + strong ammonia solution - yellow ferric oxide) -

1.3 %

e -

1.4 BESNR

CELEBREX (celecoxib) 200 Z5eFEREM 4 (1 (LR 2E + 1ERRRERE K AR BT S (LIRS E » 2351 7767 K% 200
M AR -

2.

YRR BRI 3 2 FEIREL TR - SR nk A BURUHAEREET R IEIRILRE + SRR A S R B R S e

T - SR MR AE 38 A IR -

i

iz (8/1) CELEBREX LA} + W#s% 14l 6 CELEBREX R H At AR IRIY B B an SUE et - FERMANGA
it B R IEREME - R AMSIRUTaRIN 72X 8 EH(O)] -

3. AR AR

3.1 AR
IJGEEF CELEBREX AR - FERZITAI R CELEBREX FIHANEMHRIZH B BIHERY: « TEIRMEAHEA
Uy B IR A RCAREIE » /F AR EEI R 89F R AL REIR(5)] -
14T EURERF - LR 2H BRI -

IR
iR TR 3¢ P e BL AR IRAY SRR B By BEK 200 mg » BRZRHRAH ¢ SREIABER 2K ~ 8K 100 mg Y5 s ea B8R
of »

MR BN AT 3¢
MR YRR AR B 3% 1 P M AR AR PRIt Mo teb R 3K - 482k 100 mg & 200 mg »
MEERHES (AS)

Ky BB PESS HE R MR8 RERK + CELEBREX MM AT K 200 mg » R (FRK—R) HaR (XK=
) 4hE o NIBREARS  WTEETX 400 mg ZHE © 6 BEEEVIRRR A EEFRAIE - EE RN
IR -

BRI PA R R
5 K2 EESEIEAEMIR 5 400 mg + W0 HARFR 200 mg - FETFRMHHSMRARBER R —X » TK
200 mg -

3.3 NRIRET A IR
FresfEre

R ERTIHAEE R £45 A(Child-Pugh 434% B 4%) CELEBREX (14 1 EEG M & 5 FIFE S 50% - MR ERTTHEE R 2
A - AR CELEBREX (R #5357 8B IN5.1.3) - MEFIKINEEETNC.6) K ENE) LR (1)) -

CYP2C9 AT RE

BHRBILETINE RS A0 LA HE CYP2CO ZH (¥n warfarin - phenytoin) (74R BR MG H 150EE (L2
CYP2C LK REMIFHA (0 CYP2C9*3/*3) + 1&F celecoxib M FEE - 1E5 58 RL R I M Ry — 2 pde
S [FLAFRRARRF - B IE6.6) R ETYI) /781 (1))

=

CELEBREX IR FHIRA

o LA celecoxib sREatrit{Einl R oy MR (N4 & B By kL B ML K7 B KL TE) (IR A [REBFF 2
FIH5.1.7, 5.1.9)] -

o PHARM aspirin WH T NSAIDs 7k HBL G « HFEE  LHABEAIETRA - ILER A %A% NSAIDs
PE/ R ~ A0S TOTAY R SR B MBAVIR & (R 85 2 B 574(5.1.7, 5.1.8)] +

o HEFTREIREHARYS &8 T-#7 (Coronary artery bypass graft, CABG) 1k 14 KSR KRB L B L BT
(5.1.1)] -

o ) HIEHAERE (sulfonamides) 7 4 BN IBIIH AL &5 B F(5.1.7)] -

5. BEE BOLRETH

5.1 SHEEREE

5.1.1 L M
(KIE BT BUR(LEG (COX-2) SITMINAIM R IHEIBHNSAIDs = KER SRS - R M S =
0 QR U A B - IS CAUERRID, - [1TAEREAT » HEREATRER SIS -
SETR R NSAIDS B85 5 BA AN LM TR R il - LSRR A48 L B A AT R R T
SERELIER RS2 HERG  RAEERI - O  FOMERREENERETE « BA
L1V 8 R SR A B RS 25 P S AR 1 502 R L L AR S SR R W 75 - 51—

2




WRERERT AR » RIBASAHIE S REETNARRM - BITTAER B & MU AR LR « (i B E (S S sEn -
H O ERES M RRTRE 2800 -

1E APC (&% (celecoxib B#ITAHZAER) (' + CELEBREX 400 Z 5[ | - X8 CELEBREX 200 25 & |/ R
FEPRAEE A CIWESEL - AT ZE S BT & 43 2 IR A Ry e RIRIANAT 3 £ - /iR celecoxib MRty
B4 TR A LR (SR S 1 RN R AU 2R 6 55 A PR A R P B[R AR5 B8 E54(12.6))

—Yi4: %y celecoxib £ Ibuprofen B¢ Naproxen $4#8 ¢ £ MLLE 2 AIUETERERE S Y BCaE1E (PRECISION) B /Y
AC s BaE H LASTAdi Ll COX-2 H(IiI#H celecoxib #ii3Fist 1t NSAIDs naproxen f0 ibuprofen rry$LiBH.Lof
BIERERR o L/ MEEAERIAT (APTC) 3 & 4585 (T dnESE TSI EESET] « JER i g IR
Byt p A LK) {75488 + celecoxib 100 = 5e & H MK ZIEA LK naproxen 375 75 500 5 HNX
K ibuprofen 600 %I 800 &£ 57455 1 = K[ FLASA B ETH(12.5)] -

BV I8 B b 2 i B R REHBIE I AR TR B AT R R VT SO & - | LAE) 1S -
BREARRBAEIECMETR BB 84 ITFESCATAR G LR AT RARRK - AR E SR
MRE G E AR REEZ IR A B 88 205 2 BT 72X -

S8 —ERATRIR R H IR 5 ] aspirin @raR A d ] NSAID {EREFIRE T L T i B0 ROy R MR N « IR
{13 aspirin £ NSAID (40 CELEBREX) HiBf @3¢ N8 B M5l (GI) FHE-MEIRIE (L, A L B TR
(6.1.2)] -

THREARME TN (CABC) &
FITAA SIS RARUTCET - INEORBIARSEE T #it% 10514 KAIEH COX-2 EIEMEINGIMNSES » $1354
AALEEZE R RIS IZAEAD - LR » HEF T IRDUARSE IS F000.2 1814 RINEEIIACHE

BATR 4 LR

TBZE MR + 16 UNUATZE G HI NSAIDS BEsh - TERIBEE IS + HASUEATIE - Lol AL RS,
TR - DT » CHVEER4 N NSAIDs # « S —4IETH N 201100 AKE - FiAKA
NSAIDs 2 3G 5HI| 13 12/100 AKE - HEPATTINSAIDS £ —iit 2 IECREL W » [AHIE4 4R7TC
RS -

PRIE » g G (3 F AR B A TRALE 8 5 A LU ZR AT BRIEEEET b {00 FH 4 B R PO 4 o PR 2
B Z R - HAREER AR S CHUTRENR A ISR ERE T LB T Z R -

5.1.2 FABH (GI) i - MW EFFL

NSAIDs (04 celecoxib £[A7) TTAES |#C &l ~ B ~ /MBERARGHE R - Wil ~ JEH N EFFLEREM CTAERIEA
BRI (GI) 4 (LY « HE5% CELEBREX CARIIM AR nlsE A e A LB - X TG AE NE
AR o TEREZ NSAID JARRNG & E BT M LIE R BB ATD - & 5 ARE 1 AFEK - h NSAIDs 52
LB EERS - BRI IS - AR 3 7 6 MAMMARSAEHRNR 1%  MIERSEW 40
FAAHRIZILS 2% 4% - i » ENEERAHI NSAID EL T A — g AN -

B (G) Hilly - MFRFFLCHRETT

SeRTAHLIERIST / KBS (GI) Hwis sty A » 2/ NSAIDs i 4¢4: FRBIM (GI) AR HE
MR T2 AR 10 5D 1 - M &R NSAIDs SR A B (Gl) Wi TN T-aiti
HABEITE NSAID ~ BT LI IR A2 PTAAIEINE - $in/IMEEEY) (40 aspirin) ~ SRR SRISEIME: o7 2 PRl
HIA (SSRI) S ~ R - 81 ~ LK - DUREBBEBNE T T - LhHkaEnREtIEBE (C) Bt
RESEFAT NLRFHIAA < 1E5 - BOHIHTHAN / sipeinphAEsEms At HEGSm HIRE (G1) {iinm
Fﬁ “

1. CLASS SERIVFTETRA + Ll H I M E R IRVE SIS 4236 5 0.78% » {EHFIRMEAIE aspirin (ASA)
SRR AR 2.19% - 1E 65 BRR A E 2R A » LR ESIER £k 1.40% » ii{IfAg ASA Y15 AR % 3.06%
[REFHRREF12.6)] -

#2553 NSAID ;A A B (G) ISR MISAIERS ©

o Rn[RERRTHRAR T A i R K AR -

o REG- - T —Hl NSAID -

o BRARTUIES R R b 5 P TE R 10 (o I M BB iR A - 81 BHE M A LA R BTHSE (GI)
IEFEHH LI A+ 75 % 8 NSAIDs BLYMPEHIEE

o {F NSAID J&FEHAIN) » MEFFER R 2 MG (GI) B R IR A K -

o ITHRESEREE BN (G) R - METRIFHGRE SR ANE « A5 A CELEBREX B.FIHESR 44 i E
B (Gl) S O e fEME B IE -

o TEDFIHSHIER aspirin {F B OB RIDTREERMEETT - IEEF THEHG AE TS5 B (G) Linfssg
[W &7 TN

5.1.3 fFEtE

TERGTRARER | + 252 NSAID AN AN E91T 1% (94T ALT WL AST BEZETHE (JFEIRHE FFR [ULN] 9=

f50A B) (IR G - BEob + #8254 il A= T A ARF SR IS A RIS E K B - EUSSTRYERT 3 - BFIEFE K2

I8 -

< NSAIDs (144 celecoxib) ;&ERHHATP » 51 AL 15% (i AT 444 ALT ok AST EAMG (it =
{5 ULN) -

CELEBREX (MR M: IR ERES R » BFE)SEREMAIE 25 EA- CRIAZERS 1.2 % Bk 3.0 RHERE.RIR) -
& CELEBREX 41IA1 Z¢ RIMAN1A¢ 253 5| 2 6% I 5% © {E CELEBREX SRAIZRIMAR T + ALT 3¢ AST B
E THSHIWALLBI9 5 1y 0.2% F1 0.3% -

SRR A MR 25 B AR (AOEAL ~ 255 ~ A TR - WS - 108 ~ 80T - 7 MRS » L
R TEER ) FEIR) - AOTUSHSAET SRR SRR - R G HERIE (B MRS S -
) + RE VR CELEBREX 8805 A £E7 FEGIKARA -

5.1.4 R R
NSAIDs ({45 CELEBREX) i1 85111088 K S 3 SEISA 0788 CBRSEA » i o Lo S e e
PR+ E T 22 WML (ACE) UG - thiazide 6RIbK MECHRFILE MBI » HZH NSAIDS I » %)
ALK RENE I GRS L5 R4 AEA(T) -

SLEGHGERREFH(12.5 + 12.6)LA¥{F 9 % CELEBREX SR & 2 #IAEH -

PREIRETT NSAID J&Hgs B S BRHE D IEET M EE (BP) -

5.1.5 D RERIUK R
BRI ST IRDIALEHED S - (EH COX-2 M- ImI R IR tE NSAIDs &S EHRIMIR A £ 4 Lk w08 (157
AL Ry L ITHATEI WG £% - 0 AF RS UITR RS IR 4 [ L RREEIE NG A (B FHRA SEER S FLLHLRASE - (NP0
TR 1 f5E R ST SRS R 0

A E(FFANSAIDs BEETHHASRESAHK MY BoK BT - EiLER AR T o i — s 2 LS
FARMESRERN - 5n © FUPRM - ACE HIAR SR s SIMIEH Y (ARBS) «

1F CLASS Wit th[ AL ER 1 (12.6)] » 2% CELEBREX 400 mg K 2K (53 DI BRE 35 i@ m R =R
1117 3 HER P BLrY 4 £%8iL 2 §%) - ibuprofen 800 mg A =% - LU diclofenac 75 mg £ A JATFIHIA + 9 W
HU 587K iEH] Kaplan-Meier 32848/ SR/} 512 4.5% ~ 6.9% M1 4.7% -

JUE 308 S (o YA BN S AR S BRCVREA N BRTEAR AL T 2 AN LB L I 1T AN BE AN T R
CHETEIROTIHA -« MR T SR & IV BRFE B L2 ABIK -

5.1.6 W ERRns
EL
R 7- NSAIDs @5 [#LE FLEHHST AL B BRIEES - BRRATIIRR RN (VL FF RO LA PRI A
SR R B - PHS LR ALL Y NSAIDs - nIfE @78 & S S AHBHIRTS IR B SRRy « M REE R -
SIANBEN TR R T - BN B/l E S R BRI A RRRT EAE T DOAE S21E ~ oK - 1Bdnrsht - L¥8E - BFThaE
A RIIMHA ~ IEFELEHIFIRA - ACE IS5 ARB IR A + WIREHEA - 121k NSAIDs jaitk » BFD)RE i o]
TR ORI R AL «




H B2 SHZMEREREASR B H BRI R R B 73 A [ CELEBREX RI3IF} - CELEBREX 5 BR324
B REMEA A R IR AR PN BT DAE RN iR -

SRR TRAEMARRAIRA » FREE CELEBREX HIIESEAS & ILMAMIUT - SHESILIAE AT IR A4 42 - 0
g ~ BUOKSUEMBHFEA - (EH CELEBREX JARIREREWE shEe[ I XL /F/0(7)] - BrIFIHRREN BB uh it
FLAYEE © TR CELEBREX HE0¢ 1 AL A - 751 CELEBREX MBI A » MRz A%
A LREHBEERENEE -

A
BHETER A NSAIDs MIA L L » WL — R RRR B THAET RAIA + IR MR MFIPRER -7 (E5S0m
) - B DREIEREEIAAL » BTEDTTE &G Ll QIR R LB 2 (CRE AR S -

5.1.7 2 B REERK
H IR RS celecoxib BBANIR A » LLE aspirin SLERELGAIRITH AL BE YT celecoxib A§i¢ £ £ 5
3B AZ FEI 52 {5) - CELEBREX - -#E sulfonamide - ifif NSAIDs £ sulfonamide &4yl vy i 17 3 5 [d A
L 5 REBEEIRE » 1S S L MR SO R B RV A R T A 8 1 [ R AL EH4) AT vk e kg
(5.1.8)) -
ER TR FMRRATE » [ERSHR2E -

5.1.8 B4 aspirin B BRTIRRREFRE
— 83 TN A R ERE BT AL B aspirin BELTYSAN - HAFH A CIGIR ISR X 4 BIE A+ FIRE 1 TTEEEL
SEMNIST A INEE | D/ Reikiig a2 aspirin kAt NSAIDs - [HIATE A aspirin SUERALH A o %K aspirin &
I{tt NSAIDs 2 [958 R MEM: » PRI CELEBREX % 1EH 47 18 aspirin SUEHAER AR FZE(4)] - 1§
CELEBREX FIIPM4T CLA7-4F FAMHR A (#5012 aspirin fUELME) 15+ PSS A & LR 577 S RERMGRDY
21t -

5.1.9 BE TN IE
METEHETT CELEBREX HYIEHITE W & LM S B - IE SIS « JUPB1ERIM 3% - Stevens-Johnson
TEMFERE (SUS) ~ SR AZHITAME (TEN) « BEWIE HECLBELE (AT VE B RSN FIR BEIR (DRESS) » LR gt
BUZ MBS MERIEAE (AGEP) - Rt BRE B TTACE TR T 544 » I B TTHER Ay -
B2 ARRER IR SUIGRI TR R BIAEAR + 1 M. - LR B RUE R HAUA ST - BIRIE A CELEBREX -
CELEBREX #1174 8% NSAIDs 25 4F: i B £ 18 B8 AR AE5(4)] -

5.1.10 SR PR AR A 6L 1E I 2RIM NS S 518 (DRESS)
75 IR I EER TS 32 By (NSAIDs - 511 CELEBREX) 55 A 5% At BEM A T (ERBUE (ALY (| BRI hUS %

Rl NSAID R0 A a0k Bl » SO A IR FO el - PRUETRRY - ACSEPBAT i B A i
- FEWFA B R SE R R R E] - 1857 CELEBREX AR A WA {117 & fu B S itk » TERSH)
Hin&r £ smEkLL 75 (hematocrit) -

FEHRRARER [+ B0 5E 44t CELEBREX 41 Ay 0.6% » HIMILHANIA 0.4% - EiIReS
CELEBREXJAFKNRIA « MR FHURIEM# i i BB mIR - 2 MmAT ZmIRE A8 e -

NSAIDs (fuf& CELEBREX) nf#E{R LM EIAH154 2 VR - WIBINF FERRARINARAR - SRIFA warfarin - B
HFLAEIM - UMK EEY) (40 aspirin) ~ SSRIs FIfn A #Z 1% LAR RN (SNRIs) el fERFILIE
J\Rg: - MBS A & FRER R MBRIL L FAT)] -

5.1.13 SR ASIMETIM
CELEBREX FER&ER5E38 (TAEEH RIS 3EE) FTWiRIBEMER » WAERHETERUARAGUH LRI M s R -

5.4 WM
EAFY R TR EIRIE (G) thifn - AFREVE R BRI oA A THEEIR B S+ IS RIBIESZ NSAID 35
BRHHA » IS8 EMLL 2 MERSHE (CBC) M (LM ETINLARE R[S, #7572 BT HH(5.1.2, 5.1.3, 5.1.6)}
TR BEE NS » ARSIl - 1852 CELEBREX (i35 ABEH 484 BUN Tl - TEMSLbEAs ) » 5
NSAIDs R & 8L AR EREARIRILE - SRS (YL MIBRIK 48 iR FE T -

6. R BRRE R

6.1 W%
B

[l E14% CELEBREX 7EINKY NSAIDs Ak & BUE A ST IIR U 18 R BH A FORG B ThEE JUES - BREKIAYY -
HHAILT B EEEN: R R - (NEEE - R R2R4T 20 X 30 B ZIRA CELEBREX K &
ABEAIG - AR LE 249 30 HANEIGEF] CELEBREX (REEAF4 - &/ -

T E DR L EA RS
FEAR /24 30 AR NRTHI AR CELEBREX EMNM) NSAIDs » #rig Nl e #h & B &g -

FRBLE SEE T2
HARZ4 20 B ERIE ) NSAIDs SR SLB BhAE RE BBV MBI - LI T @ ST
SHEFThEE A & -

Stk (DRESS)RYAA P T A Btk Gl 2/ 67 - DRESS % (MR 44) B RIVG0E
£erp ~ ARESESRIAAD/ SRR BRREAR - H(MREPRFR BT AECLFTAT 3¢ - BE38 » MUMERRA - LR SANE - F
i + DRESS AERTTHES S ME R RIAL - 5 & LIRMEFAL N 1SS B - (IR RIT &
AR » Bt 0 SRR EEIARRBRATHARRE R4 - TS RS R0 » tholfE IR
BRI R AR - PSRBT A - MRHILIERICIEIR - 35 CELEBREX 7 BIFT4h
WA -

T A A A
RE SRR 30 J R FIGA8H3 (/1 (U3 CELEBREX NIt NSAIDS - FE4JI R8BI NSAIDS (€45
CELEBREX) @ #1TH SUBAG A BB TR S OIS -

KD A SRR ShE R 4

FEIRAIEUEY 20 BWIEIRE AL CELEBREX FEN NSAIDs » wfE B SARIThAEA £ « Ik /Kl
W BN T EGSHE A AR RY - IS - ARBK SRR FBIGEIS LR RIER - UTER
BRESAMEIC FHFALAEE NSAID it 48 /NG 77 LR K D RGlg - 2EK/ids (BRI 0IL)
T LA - ROFRIZE K/ DI TTRE T (1A AR AR A AL B AR A - FEFEL: EiT il 5
B OIHEF 2D - BT R AT - GENsTRE sKET -

MBAFAEIRZ4Y 20 B2 30 BMFHIHLTT NSAID J&5% « Qs CELEBREX B9 MM i e (G4 7 B B A
TREAFHAIER - 4R CELEBREX SAFEFFHBFRIE M 48 /N (B M8 I 25 KEEN » R4 A /KR
b+ Mg A CELEBREX » WiARIBIREK 5 TR R L AP B ERRI (L B B H6.1)] -

5.1.12 s

iRt B S - oMY -uQHs T 2 ] NSAIDs $BERGRA S 27 Kt B A RS A BRI & » i
e sh - DTS Y - TEB T 4 B A RIS R T4 B ARNIE (MRHD) 200 mg X
W RN 6 1% celecoxib LIRMIEEF « M IS FINERSRE 52501 K I R BaIRAL SR, (diaphragmatic hernias) 18§ 4 %2
100 - E4h ¢ EEE R AR R FERE TR AN AR 2 52 celecoxib CIRMBF + HiHET)

ETREMESEIS (ADLPNIRGE - B S - BB 0ES AR E S8 IE) (R - ERIREIETS » pITIREEF
LI E R IEY: - PERRE IR AL (decidualization) (i BIETEAIE - £ THEERY + HE/T celecoxib #F

ATFINR A RG] o WECE R RS 4 R L F - MY DRI S S RS B PR W s -

USRI SRS « 44 T- AR R OIRIYIRRE S SR @R s s -

TEALRBEHN A S KRB BURAEAN R 2 SRR 0D Rk - P S PR 2 SR A, - TRAE SR RAE My
R - SR IRERYIRE - M T I SRERPRRESD A IR A 1) 5 2 B A AR BB RN R 1
SHETRUMBR Y R By 2% 5 4% 16% & 20% -

s

BaSY s A RKIE

Ha SLEIR B E I T PAS -

R 4 30 IBFTHNGAYAAHR( H] NSAIDs » Iy tof® CELEBREX £ #Y NSAIDs @201, AR &
ARG (REF) -

FK I 5 FDETF R

ISP HAEI4R4Y) 20 #450 TNGE T NSAIDS JAFF » 5l she o] AR PRI FH S (07 3802 B AN A RrgIs ) - v
CELEBREX R RFUNTERIEA 48 /N » 255 e (TR = KR - IR & A4 =EKiB7) » HIiER
CELEBREX - W lLiBBa R EIASHEFTIBME (52580 -




FEZAEE
BT CELEBREX {4 AR S s AR AR (NS48 + BRERA MBI - (eS8 D - NSAIDs (f45
celecoxib) EHIGIRTFIRRFANT SIK - BRI » MNINSEA I GEAR -

j 2.

ABEH

RGN, CELEBREX (91 FHE B M B 5H:
A& SR EE IR AR -

ARYEE 5 oMY ORI + TR 1424 30 JATO TR (5] NSAIDs BT A8 SR8 IR &8 "\ PR -

TR DA R E T A

CSREITZER Tt A58 T 2R 1E 181204 20 A EIR{E T NSAIDs - @B STRITINE R » R0
Kl FEHAER T IE G MBS B IR 4 - NS {CEMEBR AR IBIRIEL T RE

W (B SRRARIKEIER R ABALEEET] NSAIDs (et 48 /MK 8 45 HIRE KBV R - HEFHHR 1 (R
FFED) + FoKETRLDZEM » - EUSEEBITTHE - (/0 BIBAR RS 2R 1A NSAIDs EnR HRESE KB )
AR A SR ThAE Y AR OMETR AR - FIMLif A4 SR ThAE Ry (MRS AR A 62 AMEARFFHEITI60 -
IS AR B AEAT -

it | ETIRRE AT R - IR Z IR - IR - RS RIFOA M SRR RN B ST ¢
DAR ORRISEAREE) « S8 eiUbING A8t H2nm i) NSAIDS B4 G SIS IR RAE R & T SRR &

(- R ESRZHIAE SIS M AN TR T ST - RULRHEE MRS M 2 T I Za £
NSAIDs %2 H 8352/ EkE -
BIYEF

TEREB TSN - BHR-T%T celecoxib 2150 mg / kg / K2 | IHRHIR (1R1% AUCo2q 18 - Y2y 200 mg B X
MRPEEL ARRRBEN 24%) » FEBLEPIRGAR (—HERNENT) Uk R eI - s
EnftE RAGFEENE) HE R0 - TER MR T AR HARIET 230 mg/ kg / K21 IREIR (R
AUCo-24 i + £9 2R R RAED 3 > 18 200 mg WFRMI-RAEA 2 ARG IRAY 6 %) » TTEEITHEIRILK
T8 Ao S IR BARIAMER A0 - TT KB+ ANERS BT BUARTIES celecoxib 260 mg / kg AXMIMMRAR
(FR9E AUCo {8 » IR RIN IR MERRE 2 2 FI B 200 mg RN FEL2Z ABBREBRT) 6 ) 1% Wik
AR Z R -

AR T 100 mg / kg (MRS (S AUCoz fi - 492 200 mg TERRIZE 42 ARMRERRAY 7 (%)
B + AT colecoxib S : AR SHRAL AV - CELEBREX BHILLAT 22 1: 78 R SO T A A <
6.2 05%,
R
(1 3 {HEBILIERE 12 REIRALIR S DS TR 5 TSSO RSB T - CELEBREX LI 109 & IEL(E -
SHENTBHIT4 T S SRR 2y 10 55 40 mog / kg / 5 + RS RIS REEHIM T IL (e AR Ry R 2]
1% « 15—y kBRI RO L2 BR52 (17 (BFIASR 22 (B3 K) (8P + W STUR RLAHFE - BHEFLPATL
11573 CELEBREX RRERS ISR - REFIRS* SRR e A OLRE S TTAVRAR - RIRLALHRIR 3
CELEBREX #9M3K + b5 CELEBREX stz 2 (HM8 /57 o S S 9L B AR A E 1 F LRI -
6.3 AR BUR
7

L
HUSERY - (I RE AT TR ALY NSAIDs (€U CELEBREX) % + FTAE [N SUREIEE S K2 -
BLERSRAEAR 2t B |- 5 HE P 2 - T&RAVINYHERETT « JEMANFIARE & BDHIBITT of g T HER
FRTBAIAI SR RALS  E NGRS - $1 B NSAIDS SGFEY Z MHEF T/ NSRS » th BRI TR TTisry
RIS - A SHFMBERIERS R R AR - HESE ISR NSAIDs ({uf& CELEBREX) -

6.5 BFEA
EAHA LR AR F34: 91 NSAID ARAOBEME - BHHE (Gl) fI/mE AR A - FEFHA
TAHIEISAIZRERMS A [ B A AUTELAR SRR TIBMIGAIEE - B A & LR T84T LRI
(G, &2/ e H(5.1.1, 5.1.2, 6.1.3, 5.1.6, 5.4)] -

BRI B4 CELEBREX EMRIMIF A D + 1R38 3,300 AMFEE L 65 % 7456+ BAEKSI 1,300 AMYFHe
B 75 pRlA L - RIS TR BT RN Tl A 2 R MRS B B A A BRI - FEHIE GFR -
BUN M ALBEET (creatinine) A<LLERETTOAE » A0 #FANEE L A0S AU /IR B SR AR L2 /MRS BE IS PR3 A B bE
% AR AT A INIGE SIS A 2R - (AUl NSAIDs - -4+ W dGRIBY: 1% COX-2 (¥EmTEN -«
g TENMMITIENE BB (Gl) RN MR GRS » TEFALLTIRA LR &% L g
(5.1.2,5.1.6)] -

6.6 FFTheER £
¥R TERFIEE AR 2 (Child-Pugh 5y&8 B &%) (1195 A + CELEBREX FE 3P4 A B30 F 1B MENE (1 50% -
CELEBREX F @z HIF* OF T IERFDIGE R TR A (RALZ/H4(3.3) N EERYE) /2R E5 (1)) «

6.7 WIhE £
CELEBREX A @it [T 77 i 8 B SUBE A 21N ALV B0 - B0 H9R(5.1.6) R B398 7583451 (11)] «

6.8 FAEREE

CYP2C9 REMRMARE
SHRIEFSPIRBES S CATAIRT 2L H e CYP2CY /8 (Wi warfarin » phenytoin) A94RER T HE&NTURE U1y
CYP2CO {{#i 4 L4 A (40 CYP2CO*3/*3) « AL REKEHBI B L IHIANET) CELEBREX[R/T7:2/17#(3.3)
REEYENTTEBEF (1))

7. XEEA
BRAERIR L Ji K1) celecoxib BEMN R IR » TR &1 -

%1 MR LAY celecoxib #SAEE {EH

|-mg AL o)

ERRE « Celecoxib ;i k¢ fmi(4n warfarin) B % 88l - (FH celecoxib PRI AFIMBILF » 4%
o ALY 3 A SRR LR (- -Fh@Epis o e -

o i/ MRFRLLAE FAIEHITE L ch By SR LG 8« (BB R A THRREE (U (AR IFR T - B
FII o] 7 PR MR S48 NSAID - T {5 fuBRER LB AT NSAID B 3 5 -

T AN 219 LA CELEBREX {F IS £ MH(4 warfarin) - 4700/ MEEE)(4) aspirin) « SSRIs #

SNRIs U A » BRI - BEGWRLLMBSR R &5, - F 4iA(5.1.12)]

Asplrin

ERPRIE FIGEEREERHUT » #FH] NSAIDs 8 (- ey aspirin FTEE AR » 1R KRR
M NSAIDs Myt - #F—TRREIKTER Y+ HFH NSAID i aspirin B4 17 B335 (G1) R RLAZNEr 5%
A B S I L) NSAID (155 [ 5 &7 B ET5(6.1.2)] -
TEMT7 ST EHRER A BRZ A HET » DURSTETE NI COBRRIRE S WHAT 38 55 A7
IPYRERP » 258 HA celecoxib (200 mg £ 400 mg FA- - K)A &+ aspirin (100 mg £
325 mg) MY LBRERSEMR /M ER -

NI I timmbE G s - Bl ARAHR O CELEBREX BRI K6 aspirin (5 &35

EFIE6.1.12)] -

CELEBREX UL AH R aspirin fiR/5 L B 4457 -

ACE JUARIMN (e 2 R 5% Z T LN
BRI o NSAIDs TT#{& ACE 1A - ARB sl Z 81N E1 & propranolol)(fi& i BERE -

o B RRIRBIR(EIT E M FIRBIEFE)B T)EE 2 IR0 AT LA ACE HIFIRISE ARB #f)
NSAID - SRR ThAE AL - AT ENVS MR TR - RIRs i mus b i R -

T ATHHE o 1L CELEBREX f)fft] ACE Il - ARB 3¢ Z SR HINHR » FE LI fuME LARE (i 74t
()i BRI -

o (LS ~ BRRARE DhAE 295 AT LL CELEBREX f##fH] ACE {M#||/2t ARB KRS -
NESE AR A B OIS LR K R 252 B 7(5.1.6)] -

o (JFF BRI 95 ATERRIRTE LK 5) - SHTERRMANET P HF ISR AL Biontt - A2tk
JBREA -




FIRM

celecoxib #1458 CYP2D6 {XaH(EE/)(11 atomoxetine) TTAE &K AFABA R E fEM + iniH
. celecoxib T S 3E IS IHERY)R 54 50 1 e ;-

I AdtHE - “HREBHIL celecoxib U R AR S - LA celecoxib fifH) CYP2D6 251 + a4
TR R T LA P A a1 -

BRI BB B FRIRES ML BLO 0 A @I A RIS NSAIDSs JEIE - TR EFbR
(4n furosemide) 0 thiazide BFFKBIOIFISAIAKIT R o HLIRGE /UL B il YRR 22009 18 AZ %)
NSAIDs fllIfRIFTEL -

1 AREME * DA CELEBREX (#FFIFREARE » MEIZR R A & RS HEohaERRL0TH S - BrCRA £

_ l:ﬁ?x%(@?ﬁﬁfiﬂiqa&%(%) (53, &= B (5.1.6)] -

Digoxin

s M celecoxib Hil digoxin A 1Y digoxin [ R |- T F-eE W EE L3 1 {5 -

1ir AHEHE A CELEBREX #i-f] digoxin SUii#) « MG Hin:# digoxin SR -

| S :

RS %77 NSAIDs 5 #EAF SR - R SRIVBS BRI TR 43 NI (SI] - T8 e {CSHRrE 1-
T 16% » ifij B R ) MEREY 20% o JHoFR G20 ) DT Res AT B L ) 251032 51 NSAIDs JtgI]
ATEYL -

I AR ¢ LA CELEBREX {3 FR $HIHAR - &5 A5 A & IR 478 $fl L iR -

Mathotrexate

BRS¢

#tFH NSAIDs B methotrexate tffE €71 )il methotrexate Y i [slb&(L00% b i [ mEL RV ~ fin
R~ BEEEAE) -

CELEBREX A 2248 methotrexate (EEMf) 11584

A AR L, CELEBREX #}fH] methotrexate il » I NI A & 44 4F methotrexate ¢ -

Cyclosporine PIRE=SN § !

ERAREE {#£/1] CELEBREX §i{ cyclosporine o] 55 &# /i1 cyclosporine #YBH 1 -

1 AR LA CELEBREX {ifH3 cyclosporine 1R » FER IR AL FR 48 B ohhE s Ly s -

NSAIDs SRS R

BRI © LA celecoxib fFHILL{ NSAIDs B /KAi5RE (4 diflunisal - salsalate) &% 5L E(G)H
S RIS - RIS LT (R &4 F R (5.1.2)]

1 A - _ ALl celecoxib {}FFHJEL_{UJ, NSAIDs o /KA5RE s «

Pemetroxed i

TR Lk CELEBREX f#]T] pemetrexed n[fE &% pemetrexed AE R HEINE] - BF a1 B A5
(GY)FE MM ARR( T pemetrexed M5 HEER)

7 A& - LA CELEBREX {)iH] pemetrexed IH[€] + &1 LIHIBEEFEBRZRT 45 F| 79 mL/min 2 HFIETh
BEANRA - TEEDINRE S BRG] - S st R b b3t (Gt -
TENE A pemetrexed ATRIRMN ~ P R KM RN + FERES TR HERR e iidn
NSAIDs (#01 diclofenac - indomethacin) -
HH#2i4% pemetrexed B2 TEIZ 2 NSAIDs (4] meloxicam « nabumetone).” i 1E 32
H{ERAMEE - B 5 NSAIDs fro%g AME4rhiFH pemetrexed BTZE/V TI KN ~ KA
KBl R 1 K P R g -

CYP2C9 s st M

ERIKRS - Celecoxib M4t F T4 tHATMIAN AR 2 P450 (CYP) 2C9 st - 1 celecoxib fifH
BRI CYP2C9 BY&Em (4N fluconazole) + 3N celecoxib &Y R FE K Aifitk + MIHEFA
CYP2C9 554N rifampin) HI[0] 4554 celecoxib R4 RS -

I AR ¢ FREBATL celecoxib I MERE (L fF— 19/ AMIR5E - LA celecoxib fifH] CYP2CS il #Hska7% &
Pl + ST BES T SR BATRI B [V S8/ 23 FF (1)) -

CYP2D6 2%

| | B | /ah R4S R 4435 celecoxib #EJ: CYP2D6 (195249 » 4l CYP2D6 (giIflf - (K, -

BUREER I o B
KR - L CELEBREX f#fFf] B2 ¥ #5il| B nf g &1 il BT SAH(G) ik 785 o ot LAty e
it ASEHE LA CELEBREX {f i 2 BRG] » FEGENA AL ERT MR R 85 5 H
JA(5.1.2)] -
8.BIfERIIR BB
8.1 ERREHEIE R R

191 AN LR AT S s O L 2 T S SR 0 5
o LW E R IREE T 5 SR L ET IR (5.1.1))
< HM (Gl) L ~ FE R FLR S5 E S (5.1.2))
o RFREVELL S50 B I(5.1.3))
- EMBALLL & B FE(5.1.4))
- L SRR AR 50 &5 77 EX FEH7(5.1.6))
B HHEAIE SR N S5 EE(5.1.6))
© HMERB IR SR LS E I (5.1.7))
+ AT R NS RN R A ) B FHR(5.1.9)]
MUTR B (G, #5577 B FIR(5.1.12))

8.2 EEPREAMKKER

MR EAGRRIT T ER AR ANER « RIL - 4 -IRBENTERIR G AT R 00 (LRI 88 4 5 m]
TS A BRI 3 AR bR - HOLA TR 48 - 98 - BEREUIR I9 A R
FZRESTARE nf LA Bt -ER¥ FCMIBE S 8 LARRERT el BEANSE FSEM) 17 B 2 A° R Y- B AS i3 1 L 88 A oRmy 4
m -

fE |- i IdRR st Bl & CELEBREX MR A D » %9 4,250 ARyERREI A - 492,100 A BIRER

PEBRE S0 A+ H&Y 1,050 ALy FHifesemim A - it 8,500 Afi2 CELEBREX 200 mg (100 mg BID =
200 mg QD)LA LM EFLIZILE - {uff 400 % A B BOO mg (400 mg BID)RE LI - 4977 3,900 ARRA I
1| 8.2 CELEBREX Ri 6 fll 5Lk « 92,300 AMEHT 1 0 F » 124 AR 2 0 E -

ETiTRIR BT BRAT 2 U6

R 2 GIHELABFRRER SEBTRURMEBAET 18 A B 52 - B &SI Al B IR 2+ IR R el
22%I[li)|) CELEBREX HIFT A& 4-H9 — U1 RAZME » TRRINE(ET « ARiE 1+ BRI RIAMA R - 9%
A RFEFRIAHI - FTEAEL T LML SR 4 -

2 {F CELEBREX LHipMURHRBNMBUF + 22% CELEBREX 4T A St 2 F BN

CcBX LR NAP DCF 1BU
N=4146 | N=1864 | N=1366 | N=387 N=345
b=f:=5 = ((e])]
gzg 41% 2.8% 7.7% 9.0% 9.0%
e 5.6% 3.8% 5.3% 9.3% 5.8%
HLAR 8.8% | 62% | 122% | 109% | 12.8%
ClEE 2.2% 1.0% 3.6% 4.1% 3.5%
IR 3.5% 4.2% 6.0% 3.4% 6.7%
25
ki 2.8% 3.6% 2.2% 2.6% 0.9%
P2 /KR 2.1% 11% 2.1% 1.0% 3.5%
_EMEE 2.9% 2.3% 3.0% 2.6% 3.2%
L “0dp i o
Feltt 2.0% 1.7% 2.6% 1.3% 2.3%
Ve 15.8% | 202% | 14.5% | 155% 15.4%




S
(2]
%R 2.3% 2,3% 2.9% 1.3% 1.4%
I #akt
e 23% | 11% | 17% | 16% 2.6%
B 2.0% 1.3% 2.4% 2.3% 0.6%
%43 5.0% 4.3% 4.0% 5.4% 5.8%
IR 8.1% 6.7% 9.9% 9.8% 9.9%
57 ]
24 2.2% 2.1% 2.1% 1.3% 1.2%

CBX = CELEBREX 100 %52 % 200 ®&5i AW RER 200 =i K—X !
NAP = Naproxen 500 By FHK/X :

DCF = Diclofenac 75 7&K/

IBU = Ibuprofen 800 iR -

TEL R SIE M S R AR SR IR RATEINHSEETEL A « CELEBREX 4Ry 7.1% » RIRIA LA
6.1% - 1 CELEBREXCHMAAT » M imiF L GRS LA TERE M (b CURHRAT (5390177 0.8%4% 0.7% A
PRBE) ¢ e » 0.6%(MIR AL R + 0.8%i NERZIAI 2 ol JEHT -

TR REZPAER#SZ CELEBREX (100 R ZE 200 RTEHRWREK 200 ERER—R) AMZPWAPNSERE
0.1%2 1.9% :

B feiRd ~ RUE SR - TR - TR - RIER - X - WISE(GNR - SRR - 1
i BB B M - N3 ERIEH - gk

EWYiiih—{ IS INRERELE - LB - el AR TORRRIESEE - /LRI

25 WY~ MEBAIME - B - S E R MENE (Cyst NOS) » = BoKIE - HEMSKAE - A2 fE - 5

17 - BUINAT - BEHIEIR - R - BN
PR AR AT MR ERATSE © SROVIAGE - RUANMEST - R - RUARRY - faa

REMBHBE TR - g

VY5 & i e PR AR i B

iid 53 FHE & & (R04E SGOT #& - SGPT #&)

Rigses MRFES(BUN)F & - HESHRSMAG(CPK) e « SlaRIRS i - SR ~ (S8 E -
NPN 5 - BLEERFA - SeMEBBEEFHES - BRERNIN

[iIN5gy MRE - AN - LA - AR - R

/(N NERAR)  FEHE - &l - MR

o BRTY - fRRE - COARRND - HNYE - tRERIREY - EIR

b f<ing

DRy T ERER - LRBKE - LRI - I - VT FREE - MR Bl

KB ToBZ - B3 - SEURIE - fEIE - A0 - BRI - RS - RIS © % - B

Eile Tidin st ST - AN S R

WRBEE EAR - B - HERRHIEE - dnfR - BUR - BéS4

THURER BB CREPAE RIR R S 4: 3 <0.1%

LwYiiih- ¢ BAR » R LTS LR AT  IARIE B I - ROBIE - AR tERTAR R
HhiE BIRZE - RRZETL « WIBRE(GHIM - &ERE RS AR - (ATZEAL - BERRE - RH 2 (ileus)
&5 AL ~ #3T

iYL BT

B Faffl i) skl

"

TRERER BB ~ RIS K AT
7] bodda= d=3lal

Celecoxib {RIABHTE LM (CLASS) [REFSMRAN12.6)]
HnBERHF ¢ £ 4552 CELEBREX 400 230 H M YCERMH AR » HEBKE % MALER IS (>2 o/dL) 11y
54714 (0.5%) SE{ERMET diclofenac 75 3w G ORI KiGH#E (1.3%) 2T ibuprofen 800 £ 5450 = K4
1.9%(195 A« R & OFF aspirin » CELEBREX 4119 4< LA ME &1 iR ELA K [FL S50 8 mips
(10.2)1 +
SRR T R - (R H IR (LRIHEN 289 Kaplan-Meier W84 2% « CELEBREX - diclofenac -
ibuprofen 5351l % 24% - 29%#i1 26% : MR RAME (DUSEIFIR - DA 2L  oREFE FIF AR &AL
M) #9 Kaplan-Meier ZI&& 452 » FARKN » SULZHEGETTHN » DL 8% ~ 7%40 8% -

HENBOERTRIZE
IRE MEROHE ST BB ¢ {E A RPN R R LA i T P A AS AU « IS 378 i APz
CELEBREX:fi#f¥ - RIFEMIB St 400 EFefF K —XK « 1B AS WIFErhAnE 2 F R E (09 ERIHITE OA/RA
IR AT RS -
e PR SRR RS R BRI BINTR B RE - 11 1L G R SES I SER L K%Y 1,700 {743 AL CELEBREX
Y - TED RET-HT R OB D T AT AT S B —TIR - IS MEInaR LA R BETF T it Ak Bah -
{EHIPH S 3 600mQlK = 411135 MR GEHAPR B B P Bl e BRI BURZIERATY B 11 BRET 32 PR S ER T FTi 22
FIN A RATEML - ME—8h0MA RATERALT W F i e A B > S R SR 3 (Rz M) -

APC 5MA5d PreSAP 30
FHAZRA MR BIRITSE R BLSCME © APC 5888 & PreSAP 3tERrh (1) CELEBREX IREER Byis
K 400 ZT0E 800 ZEIT + MR REE 3 (RS T#(12.6)] -
AT [LRZMERY 3 A= R R L1 1.2 B S U T SR S5 R ARy hs i 12 38 WAk £y
B0 EFITHERLT & AR) » TEHES CELEBREX G2 g At 1P 2 Y7 RAZFERE |- AT AR s 3B Ary
A RMBEWE

CELEBREX ZER
(&K 400 = 800 %TT) N=1303
N = 2285

6% 10.5% 7.0%

B i 4.7% 3.1%

L, 6.8% 5.3%

J&n. 3.2% 2.1%

R R 2.8% 16%

SRS 12.5% 9.8%

CIRT 2.1% 0.8%

NYIREYEAS B TBAE B B TERS A 22 CELEBREX 4% A (9484 #2820 1% £ <1% + H i e fimial -
A TTARSLRY F it WM RAIET 38 DS AT BES SR TF 4 I ZER TR S U R AT DA T A S A s )i
By LI TERRER 38 BT ©
T F R e
TR - FTEARURR - 4L
HAHNE : by 2373
VBRI - TR LB~ FRNREAST @ « ebRTMRHEETEL « B CINRE « O F
(PN

e : AR LS
ERAHRAFERR : R SHLAH
BERE: QUETTHE - ENS 1 -~ iinr | BEIBARAE

28 PWECTHOMRE ¢ LB - A

12




8.3 LH{kaxEe :
B2 #7F CELEBREX it FHMIRIA IR TR BLAZME o bR e RO MBSt ABCRI IR BE (4 12 ifisdini
5 IR — R AE TSR B 4 2258 - ST ey R [MIRIDI LS -

iig= ¢ 31 A IMAEE 3 ~ A RRPHR L
&5 T S BRI - B KAE
iRt - HFBRIRTE - HT3% - ¥ - HYREE

BB b - TR S MERGAZ ~ 774 RYEEM - 280 MmsREy - diinskEy
R {E0RY - fEin gy

TR A FEBATENERASE - piARTR ~ MLBRTRA - B S
TR IR MERY %
9. R
NSAIDs ZM:-P#Aik il S IR E G - VEHE ~ W20, - mbot - e |REHIRENS « — A8 DU RFME DR 18 PTHR 1R

o BE S EBEGE (Gl) i - FAME « ST - CFRINLR SR Y4  EAIHE R R &
EHIH 5.1.2, 51.4,5.1.6)] -

RS A 484 CELEBREX &2 845 - 12 % A LURES 2400 mg / KM FRTARE 10 K - &
FA RS FCRBAIFEY: - SHBHARIET AR celecoxib M{ES1) + FIATE/THIBARGR « {1fKHE L BIMMENE 1 RI4S
GH(>07%)  MAGET R FEER RN RN -

95 A NSAIDs & FIBIRL AR « TETLUSTRA: RAEIRER - 4R EMMEMN - TIRALAREEEL 4 /\EN
AR AAEARIR A+ SERRAR (55 10 BEERMR) A » IESREAH M0 / ST (A © 60 48
100 37 » SAHEIRA - SR 1 2 5%) BUBIERMEEE - (DY celecoxib YR A TS ARIRE « FrLATER]
FR ~ WRILERAY - MAEEHT ~ S mas A8 -

10. R {E

10.1 fEFHIN
Celecoxib B LS ~ 3148 % RABAISEH: -
—{#%37 5 CELEBREX fyfiE HIt s /5 L NI SAR % (prostaglandin) 2 &hk » T %48 (| HT4] COX-2 -

CelecoxibfMSMFIRRH & EUAYEBUNHIA  SAREAMIZE R IcelecoxibiBRE 4 1 RENZE 4 38 « TEEPIHARY

e RISIRR R TTEMATHER SRR, - EMIRATAR (bradykinin) FEEHACHRMIIE - HISUIRZRE 4 R IRV

I « Rt celecoxib SEANTIRRE CRLAMAI » EAILILAF FIPEI TS SL R AN PRI TR A MR -

10.2 ABENGER:
/M
TALAER NSRS B RIEKAER T « CELEBREX £/ 800 mg .2 HL-RMIF + LUK 600 mg £F:X ~KRIK
M7 RZEXMBT (FREREHEBR) 7 Si0GIM/VWESE - RS ELUMDASE - BATHH
CELEBREX /M4 FHRE + EILREEM aspirin TR LM -~ (R4 CELEBREX $Hifn/) M2
E9ESTER RSB ERR AR CELEBREX 22 SR (oI H S R B A2 MBI it Xl -
v
10 PGE2 & ] SE48 e {0 X R IF -4+ SiaTiB# S A SRR RETT i Sh A AR AT SN K
SYRIRT o FEERERE » PGE2 (LT @48 B HURI bR MG A MMM AIK 5y FHuR g «

10.3 BRIz S tET0R
Bt - Boemis - A E

B

SIHEME - Mt Sprague-Dawley K B.5) 348 T i celecoxib 200 mg / kg - 10 mg / kg 2 LIfRPHEL (R AUCo-24

H + #9735 A& 200mg BID 2 RPN 2 (5 4 1) - SRMEE - Wit/ MRS IS T /3% celecoxib 26 mg /
kg » 50 mg/ kg Z DGR (Hi5E AUCo24 (1 £95F R ARBTIE 200mg BID (YR ER) MURWIT. - L5HRER
celecoxib ;@ Tt -

BERHE

Ames 55 ke BRI BRI (CHO) 4T 5 S ERRISE IR + celecoxib JE 47T - CHO YR Huuse2ie
R SR B FT A A% ATt RR A celecoxib AT (MABAR M -

Celecoxib {11 3% 600 mg / kg / KA1 IHRBIE T (HR98 AUCo-24 (i » 491y AFSMIEE 200mg BID - S:FE 804 11 12
TG HF MMM KRS -

BEEET

Celecoxib #E 2 600 mg / kg / KIYIIARFE N (5 AUCo-2 {1 - 435MI5 200 mg FERMNE L \RRBR
09 11 (8) T i BUE M BOMEVE R BRI 4 B ) SR A BIRE D - TE250 myg/ kg / RETHIR T (1R AUCo24 18 » %9
JuMIt 200 mg AWM RAEL Z AMART REY 6 ) A8 ERATRAENIEG -

gt gi J

WAELHR T S » GFATRRIFAME L CNRISERT R « URAGE MRS ISR 2 4 e My S 4
HATHEMBRR ~ B AT IR A BRBLETATE « (O3 R R B R AR B 717 - 40
celecoxib G RKM R RIS -SSR BA0AETERRE - B Al M R HR A A4 TR AR R 2 -

1. YRy

Celecoxib A5 200 mg &ERRIZRAIAIE ORAE IR REE I « A EBRIELLA EFHRS - TS s Ry
LTFRRIARRRIELS » OIS A A5 O T - LA 2 CYP2CO (A » 3T 11 /]88 -

i Lvd

(IHE— K B 1449 3 /IR T 2 celecoxib i ML - 2XBIIRAET + 72 200mg (K RIS FRIAZE A
F P AR (Cmex) M HiER NTHAR (AUC) KEUGUMIBACIELL » AT B EYRIE » Cmax 5 AUC H/NEY
EEBHER MBS ANATEL S (52 77 28 - MAEITRM LR TR - 4 THRMB % > TIEEHRNY
TPEFBEIRAR - & 3 7L CELEBREX {f—BHEHUZ 5\ E M HILEG) 2 59 -

23
Celecoxib MMk (200 ma) RN ZHLEMATAER 1
P WCY) PK 286
Crmax Trmax ﬁ'ﬂ*ﬁ V“IF CLIF

WS /INE§ (ti2)/NEE 27+ AFHINEE
705 (38) 28(37)|  11.2(31) 429 (34) | 27.7 (28)
UREUH R IR n=36 + 19-52 &%)

L3742

& CELEBREX REBERIFIE ASM fr- -ICIRAIEY « ey rivMRs @rikig 1-2 /N5 - AENRICER (AUC) Hilkrig
0 10% % 20% - FEARGRAET » E7HEEHE 200mg bF + Crmex i AUC HEHIRIEL BIEHY MBI NURTLEE] - —AY
ALy R A B /K N B R RERE 2 8 -

CELEBREX &8 - $7.7 #IREMIPHR + &fi celecoxib iR FEE » Il Crmex BHE 37% - ifif AUC [{E
10% - f¢ CELEBREX fEEEMIM/E S 200mg BID BF » 2 H BRI WIS | (L5 T %A/ (400mg BID) fE
VL —REIRIT) » LAR AT -

TR ARGERRT T - DU XS IR SIS RN 2 BB R S LRy 77 3% ¥ CELEBREX A% -
CELEBREX ¢35 £ SHURBE i (AUC) A1) - DUSIEBA S W BIE IR LERFH TR T 2 1% + Crax «
Tmax K tiz 5 6(E (T B ERS BE L / R AT AR (3)] -

eyl
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TEHGER B it 1A) » celecoxib TEAEREZ S MINELIR HEAE G RILLIRR (49 97%) - RY4MatERH!( » celecoxib
EEPAOEGHES U1 on-BEMEATE OSSR - FRARAEBELL M BB (Vso/F) &Y 400 207t B RTERES
SHEEESE - Celecoxib T & B /L IATINIRGS S »

3

ot

Celecoxib -SSR Z: PAS0 2C9 {4l - 46 AT ZATRAND © 4080 - BHEZPERR
HUREHRRL ) « AR ETH] COX-1 5§ COX-2 U3 -

et

Celocoxib EUEHRTRRABIEL « RIBBUET TV 1R (<3%) MIFILEED) - 40 HLAPRAVICS! M s B8
Zite 40T STRMRCNIBGEL - 27% AR IHRLL - FRARTABIED9 T AT LRI RN (7%
B) © ORI BOOPR TR LA » ARBIS ST @I RIRIBT - (94051 THY (tvr) (i R
K AEEWDRAET: + ARCESHIAIR 11/ o FAS TR (CLIF) €95 500 1/ Sy (miimin) -

IR

S I\

TEBTEIRAE | + 65 BIL EFAM Crax ELAFEREARS 40% » AUC LLATHEARS 50% « SEAHI 2 celecoxib 9 Crax
J AUC ELA4F BB + NS A T S A A0 LM LRSI A0 N T P B
B ATIHETE 50 ATHTRA - IELLRIEER MM BIMGIENE (R AR BEALS: BAIH(6.5)]

i

ST ST » celecoxib 764 ATBMI AUC £ A #itt 40% - AT A A0 ST IR
R R RS -

FEBRE T2

BE@HEMISERER » celecoxib fEEERE (Child-Pugh 4348 A &%) K& E (Child-Pugh 5348 B 48) HFDhEE A <55 A8
PIETRBTEIREE AUC 2 BIELERRT S5 5L 40% K 180% » (R » P REATTIEE R/ A (Child-Pugh 534% B 4%)
(/7] CELEBREX FB#A0Y » CELEBREX (f4F H B B AR{EL 50% ~ iR B ELERFDIFEF24% A (Child-
Pugh 5}4% C 48) MEfTHITE « RIEBERBIIFDIEET 205 AfET CELEBREX (R AFBEBEIF T2/ H(3.3) R1FH: %
FEFICHIR(6.6)) -

B2

-~IERSUE L + celecoxib E1EH B THAE R £/ A (GFR 35-60 mL / 53 &) My AUC AZILLEFhEE -
HEK 40% - TERFHAFRIATESR (GFR) 1 celecoxib BRH 2R » R ESRUABINIBARBALE - 1%k BIBIE B ThAE
TARBABITHIE - SILAL NSAIDs Aif] » FRBTEEEEFR EHRAMN) CELEBREX [R &I £ FH
(5.1.6)] -

WA e

SRR ¢ celecoxib I R RANANEAH P450 2C9 « 2C19 5K 3A4 RN -
IR0 T

Aspirin

DA NSAID 51 aspirin f#/&F » NSAIDs 92457 [ (RIFBES NSAID 9 AERERIR 2 - 1L X

H AR TR - B NSAIDs 87 apsirin 2 [ B REIKERNAENRILIER » A% 1 XZ/F
T

izl

1 TR ST BHEER 2at G LA TRIRITE D » A SR F ST 2 s R AL » (43 450 ZZ5ufgl I i
CELEBREX 200 & 585 H R Z %l & PR IRG R R G AR 17% (S XL HIT)] -
Fluconazole

F04F[-—% 200 E37ly fluconazole & (1 T- & celecoxib fyfnPMATFHERIME « EEFABNIIETIE
celecoxib iEiA P450 2C9 {{BHR{E A/ fluconazole FR{MIGIMES RIS R X Z A/TTN -

Iy
W LSRR ST celecoxib Bt glyburide - ketoconazole [2 B, 7% 1E45(7)] - phenytoin A% tolbutamide .7 EE4)8))
TR R ()RR SR ST (T R IR VAL 1 -

RYERS
LA B 2 E MR IR 2 SRS T AR AT » CYP2CO YIS H: &FRE - FIMIATEIT CYP2C9™2 B
CYP2C9*3 LRIMRHNIFA « B 4 HEILEZE 8 (515 CYP2C9*3/*3 KRMZAH BRI HINE
IR PRMAEET ) « 2R F 4N celecoxib £ BBIETE(L CYP2CO*1/*1 /"3 AL CHAESHIET
f% o HANSARSTEHHH S CYP2CO £HIVEIR (11*2  *5 - *6 + *0 }*11) Y2\ H 5 {5 # celecoxib yEEtyE)
1 RT3 LSRR J IR IR OHIRBEE G5 [ 5 0.3%% 1.0%{FLAFFKBEEF A 4 H5(3.3) RIFER 5
B EHIN6.8)) -

12. EERERTE

12.1 BERG% (0A)
Hl@err it - CELEBREX o] BARRZZ MR MRNIFER « - ~HRE 12 BAIUITE LA mnnl E e B8 1 1o IR
Al + 7 CELEBREX % % RURRETB BT 3£ & BB BUFIRINAFFECR - SHAERIE R EAN S -
CELEBREX 100 mg &£k — % (BID) » 3 200 mg #§:K—2k (QD) W a2 WOMAC (Western Ontario and
McMaster Universities) i 32 58 - iEARIGHOR ST SUBT I X O R - (RIER ARMHIIAERIE &5 - =14
Tu5i 12 38 - FRSPERAE X A4 Rt B AT TEELR - B%h4S T CELEBREX 100 mg BID K 200 mg QD
AR 1% + 24 7 48 /L2 NI TR RES AEH - CELEBREX £ 100 mg BID 2§ 200 mg BID MBI T + HA
(5 naproxen 500 mg BID i\ - CELEBREX 200 mg BID 2 @3ttt 100 mg BID i[i:k - £5.£ 200 mg
MI4ERIR + B3 LA 100 mg BID i 200 mg QD (9770488 - Fi—EH % -

12.2 ERURIEIRME (RA)
HIWeh 4 240 - CELEBREX o AR KNSR Yy B/ FE R RIBREIHEAR « - -LC RIZ 24 BINB YL LA LRt E
LEWIE B HIAL » (45 CELEBREX $HRRY: BRI X 2 P RIUTARITENERER - B UERFEH ACR20 K2 MEH:
B GEMHE MR SR R MERER S AIEER - SR E N HENDIAERVIE 51580 8%+ CELEBREX AARALL
R4 - CELEBREX 100 mg BID i 200 mg BID (/A %A « (h &R 4187 naproxen 500 mg BID -
##% CELEBREX 100 mg BID #I 200 mg BID %473 8t #A % + {U{n33— 45 A 0T11) 200 mg BID 1§15
YWHR)ENR A < CELEBREX 400 mg BID 2 ##%0\f-A&LL 100 mg % 200 mg BID WK «

12.3 EHEIEE (AS)
{1ERITA LA 6 B 12 P mmisn e $HERS RS 15745 CELEBREX $I* AS 5 ARISha » #EiELHTYE
o HRE S BRI (LABIASEEE B % + Visual Analogue Scale #E1T) « BB HE (RUASEILER %) fuTh
HEZAH (Bath M EL M1 X D EFE ) =AEJLEAEIS % + CELEBREX 1 100 mg BID - 200 mg QD #
400 mg QD (WHIR | » HAERIESTATER F RELZRIIB R « 16 12 BWAS ) + EEifdiA 200 mg 71 400 mg (f)
CELEBREX M & %A A ISR AM I HRBL » BUR TSN IHATIIRE S A7 © (A M A 3% S FE sy
5 (ASAS 20) R + BHOEH CELEBREX 400 mg 4H7 R MERIR ALL TR 1y 53% » 5 CELEBREX 200 mg 4H#Y
44% By - ASAS 20 [§ IR EFE - W AR « A - Bath BEMERHERTHAETR M - R F K
ifi > VA= A IAte IR 20%8L 0 TAAE 0 mm ZE 100 mm BR L+ SBHNEHZE Y E 10 mm - §Z
HEF ATt BT - ADIA 6 WIRFUEFAILLARII AN E -

12.4 1159 » CHSRBMEME
TEOIRET-hi e300 ~ T T- M6 A0 - DLR TS HRAR M St 1L I |0+ CELEBREX T]4R% PREEI R FLIM3K
i - MmN AL K(3. 1)1 CELEBREX BT4E /< [-43 BN EB IR 2R -

12.5. . ESEIREEA : Celecoxib 5 Ibuprofen 5 Naproxen BBz -4 HIMHERRIRS RCRP A
(PRECISION ; NCT00346216)

PRECISION 352 —i$t B ASMA IS IEE &M OA K RAFFA + LE# celecoxib §2 naproxen 1
ibuprofen iM% £ SRR HENES - 75 A MRS 4R 14152 celecoxib 100 ZEILRIM AT -
ibuprofen 600 ZFEfFA 3 K=K naproxen 375 5 4% A MKATIIEMNIR + [ TT SIACHT 6 78 K 770 B e
12 o EPNMAFRRERME - 2HZF celecoxib 4289 OA fig AR ETEHFHIE -

TR 1 By HUM/ MEEARRTTTE (APTC) MAMMRRIRER - M OMEFTT (SUdM3ET) - JEBdtE
CHUFRIERIIE T AL B FIANNL » SHNRPER B 80%MIMIE ST - I A M2 BARM: AR F5im)
esomeprazole (20-40 TZTr) AR B - JARERES YN LUEEALE MG aspirin S50 iEFT 521 -



FEAMAT —TE R0 4 i A 1-017E - HIDAY RIS ZREEEY SHinRE (R BENASSTIIM ) 2 RoeE -

1L OA TR+ {5 0.2% (17/7259) (1L FHYG & celecoxib Rkt 4 200 Fsw & 1M K + {115 54.7% (3946/7208)
119 AHG ibuprofen Al §t i £ 43 800 Z5EFH XK » 1A 54.8% (3937/7178) 1¥ & naproxen #| & 4% 500 %707
IR o ££ RA 250 4T 55.7% (453/813) (19LLHINK celecoxib Ak i 4 200 EHE LM X + 56.5%
(470/832) (¥J A} ibuprofen B Fiw B % 800 it L] -2 » A 54.6% (432/791) (4955 A1 & naproxen Fi &
<X 500 ZIEAF RN ¢ 28000 RA FEEHL G 4@ BRI LEH 10% «

2 celecoxib 75 AW R4 B % 200 B2 5e i LI SKEILL BilAH 47D (5.8% [470/8072]) + PRECISION 348
EENLAG A TS AP BT celecoxib 200 %5 7% 45 H /i AR 7 ibuprofen A naproxen (i SIS Nr94% CV 4
Eoy

T
ARk BRA W ETUE IR
o REEDARENE (TT) © (N7 B2 i B2 5UE AR RYRA 2 30 7

o WRBEDEFEE (MITT) © HATATES S 1R S AR EEY) « HEIEe HIERHE 30 Tkt as

4543 {8 F (AR 44 Rt TR — RS (L IE IR B R 2 s ATk
§d naproxen ¥ ibuprofen {# A EAILL - celecoxib 4+ 100 &5t B WRAIRIE T o111 & APTC 484 (th.Cafn
B CEHMIET] - JER M OSSR RIIER G BUERALK) TR 4 TUHE 2 A SR (WiIEee R
FHE 1y p<0.001) (RFR 4) « RHHRE R ITT A mITT 4 BEELLHR) $1.12 0 [1ITT 24722 95% CI |-
W <1.33 ~ mITT 47 A 2 <1.40 -
ITT U mITT (N E RSS2 INR 4 -

R 4. RE APTC WA NIER AT

BIEGRIH(TT » MESF 30 @A)

Celecoxib Ibuprofen Naproxen
N 8,072 8,040 7,969
BRI TR 188 (2.3%) 218 (2.7%) 201 (2.5%)

RCRILLm Celecoxib vs. Naproxen | Celecoxib vs. Ibuprofen | Ibuprofen vs. Naproxen
HR (95% CI) 0.93 (0.76, 1.13) 0.86 (0.70, 1.04) 11.08(0.89, 1.31)

S BLE G NE T (mITT + fOE3AHEE 30 X » RS 43 @A)

Celecoxib Ibuprofen Naproxen
N 8,030 7,890 7,933
AmEEEE 134 (1.7%) 155 (1.9%) 144 (1.8%)
b PN Celecoxlb vs. Naproxen Celecoxib vs. Ibuprofen | Ibuprofen vs. Naproxen

“HR (95% Ci) 0.90 (0.72, 1.14) 0.81(0.64, 1.02)

1.12 (0.89, 1.40)

A 5. WIE APTC JH H "l

EEDARAITT « R 30 {#HA)

Celecoxib Ibuprofen Naproxen
N 8,072 8,040 7.868
CVIET 68 (0.8%) 80 (1.0%) 86 (1.1%)
JEEEtE MI 76 {0.9%) 92 (1.1%) 66 (0.8%)
j@lﬁﬁﬂi[ilﬁk 51 (0.6%) 53 (0.7%) 57 (0.7%)
S ELRT EDARE R (MITT « 16 30 X » SU%sE 43 H)
N 8,030 7,900 7,933
CVIEL 35 (0.4%) 51 (0.6%) 49 (0.6%)
JEE A Ml 58 (0.7%) 76 {1.0%) 53 (0.7%)
FJEFL e o L 43 (0.5%) 32 (0.4%]) 45 (0.6%)

*FATIRE R IR E P R R 2 e L A
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TERE 4 30 W FIAYITT SHfrhEbimh -« $YEINYEL- 3 B celecoxib 40 1.6% - ibuprofen 41 1.8% - naproxen 41

2.0% -

IR B =SRR8

$HEF MITT 7D ITT (AT RCalnE EF (MACE) Shifr Z Bl (B F 7722 6 -
R 6. BMPRERAT R CV 3

CELEBREX 100

I

Ibuprofen 600 —

Naproxen 375 —

— 200 %57 BID 800 ¥ TID 500 37 BID
HEamain(ITT - MES 30 @A)
N 8072 8040 7969
b R A RV 337 (4.2%) 384 (4.8%) 346 (4.3%)
(%)
B L CELEBREX vs. CELEBREX vs. |Ibuprofen vs.

Naproxen Ibuprofen Naproxen
CV B = 68 (0.8%) vs 86 68 (0.8%) vs 80 80 (1.0%) vs 86
(1.1%) (1.0%) (1.1%)
i ok JE 5ot 78 (1.0%) vs 71 78 (1.0%) vs 92 92 (1.1%) vs 71
MIb (0.9%) (1.1%) (0.8%)
oan S IE B o 54 (0.7%) vs 65 54 (0.7%) vs 53 53 (0.7%) vs 65
1] fm, b (0.8%) (0.7%) (0.8%)
e 174 (2.2%) vs 174 (2.2%) vs 198 (2.5%) vs

161 (2.0%)

198 (2.5%)

B UA ffiffsz

55 (0.7%) vs 64

55 (0.7%) vs 65

161 (2.0%)
65 (0.8%) vs 64

. (0.8%) (0.8%) (0.8%)
R TIA fi{ERE @ 18 (0.2%) vs 18 18 {0.2%) vs 27 27 (0.3%) vs 18
| (0.2%) (0.3%) (0.2%)
[ m 3 CELEBREX vs. CELEBREX vs. lbuprofen  vs.
’_ HR (95%Cl) Naproxen Ibuprofen Naproxen
| MACE 0.97 (0.83, 1.12) 0.87 (0.75, 1.01) 1.11 (0.69, 1.29)
[ CV 3T 2 0.78 (0.57, 1. 07) 0.84(.0.61, 1.16) 0.93 (0.69, 1.26)

T o SR B 1
Ml

1.09 (0.79, 1.50)

0.84 (0.62, 1.14)

1,29 (0.95, 1.76)

ok IEE At 0.82(0.57, 1.18) 1.01(0.69, 1.47) 0.81(0.56, 1.17)
1] 1 ©

(&L 1.07 (0.87, 1.33) 0.87 (0.71, 1.07) 1.23 (1.00, 1.52)

A UA il 2 0.86 (0.60, 1.23) 0.84 (0.59, 1.21) 1.02(0.72, 1.44)

PR TIA itbe 2

0.99 (0.51, 1.90)

0.66 (0.37, 1.20)

1.50 (0.83, 2.73)

BEEARIFMITT - JIaRE 30 X - RBES 43 @H)

|
1
|
|

| N 8030 | 7990 7933

| BEBEEEE (%)

| MACE 247 (3.1%) 284 (3.6%) 253 (3.2%)

| CVILL 35 (0.4%) 51 (0.6%) 49 (0.6%)
J:E gtk MI 58 (0.7%) 76 (1.0%) 53 (0.7%)
JEERE R 43 (0.5%) 32 (0.4%) 45 (0.6%)
14 UA ifi k% 46 (0.6%) 49 (0.6%) 44 (0.6%)
& B 132 (1.6%) 158 (2.0%) 122 (1.5%)

! X TIA i{Ehx 12 (0.1%) 21 (0.3%}) 16 (0.2%)

| [t ime 3 CELEBREX vs, CELEBREX vs. Ibuprofen  vs.

HR (95%Cl) Naproxen Ibuprofen Naproxen

MACE 0.95 (0.80, 1.13) 0.82 (0.69, 0.97) 1.17 (0.98, 1.38)
CVRELE 0.69 (0.45, 1.07) 0.64 (0.42, 0.99) 1.08 (0.73, 1.60)
JER et MI 1.06 (0.73, 1.54) 0.72 (0.51, 1.01) 1.48 (1.04, 2.11)
Bt R 0.93 (0.61, 1.42) 1.26 (0.79, 1.98) 0.74 (0.47, 1.16)
A UA {5 1.02 (0.67, 1.54) 0.89 (0.59, 1.33) 1.16 (0.77, 1.74)
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g EE

1.06 (0.83, 1.35)

0.78 (0.62, 0.99)

1.35(1.07, 1.72)

P TIA e

0.73 (0.35, 1.55)

0.54 (0.26, 1.09)

1.38 (0.72, 2.64)

B BID = BTG ¢ O = fadlll © OV — oD § HR = Rty @ ITT
MEY: - M= GHLEEZE © mITT = RIEMIAHE N = PR HY TIA = AT (F (APTC ¢

= G - MACE = TH KT (L,

E4BGIN bRk E EIE - SRR LA IO EREERIN S (T F1:RE)  TID = §H 3 K& UA = A13E

AL

*MACE = APTC # (3 43BIN. i AKBIRR AL Bt + sk TRTE L SR TAT B AT LR TR 10 56 £ 10 1B
1. MACE b9 EIBE ITT it - SERBEMIMIMBCE LB QY (R E R

@ MACE 4HpR4% 26

° SLIMAARRAES = EAE /AR L EE IR (Z4RE4EE) () MACE #5448, -

FIE mITT R ITT A BE BT 2 R BBRN T /7% 7 -

7. A R R AU
CELEBREX Ibuprofen Naproxen
100-200 3 600-800 375-500 %X 3%
BID TID BID
FEEEMAT(TT  BRE 30 MH)
N 8072 8040 7969
REBHREE ' n(%)
CSGIE 55(0.7%) 72 (0.9%) 56 (0.7%)
JRE Gl i) IDA 33 (0.4%) 64 (0.8%) 69 (0.9%)
e CELEBREX CELEBREX lbuprofen  vs.
HR (95%Cl) vs. Naproxen vs. Ibuprofen Naproxen
CSGIE 0.97 (0.67, 0.76  (0.53, 1.27 (0.90, 1,81)
1.40) 1.08)
R GI () IDA 0.47  (0.31, 0.51 (0.33, 0.92 (0.65, 1.29)
0.71) 0.77)
W REETARAHT(MITT » BIEERE 30 X » RRZEP 43EA)
N | 8030 [ 7990 | 7933
AW (%)
CSGIE 27 (0.3%) 59 (0.7%) 52 (0.7%)
B GlLiy IDA 27 (0.3%) 58 (0.7%) 66 (0.8%)
[ Slew '3 CELEBREX CELEBREX Ibuprofen  vs.
HR (95%Cl) vs. Naproxen vs. Ibuprofen Naproxen
CSGIE 0.51 (0.32, 043  (0.27, 1.16 (0.80, 1.69)
0.81) 0.68)
WO GIYg IDA 0.39  (0.25, 043  (0.27, 0.91 (0.64, 1.29)
0.62) 0.68)

*CSGIE (BFRBEIS SR = CAPE RS - R - ST OIRRE & 8- H - SR A
LR  NBEII | TR EAREMISME G il BB I ¢ AR e e

2

210 8K 5% Hab FHE 22 29/5374)

1F. CSGIE &8I H B ITT J&Rteh » JAMEEY). BIRECEI LR 217! R ER
B G S 1 A% B ) 2R B AT B 5 X (celecoxib vs naproxen; celecoxib vs ibuprofen) il fF i 2
(ibuprofen vs naproxen) » £l & T 2FUBIE- -5 -

2

B

$ mITT WEEARIE RS - ] CHF RIS M {EIR 2 S ML 2 IR T /7% 8

CELEBREX Ibuprofen Naproxen

100-200 3T 600-800 % 3 375-500 X

BID TID 72 BID
EEBRH(TT » B2 30 @A) =
N | 8072 ] 8040 7969

*IDA (fheRiEEIN) = MIRERZE 2RO Gl RRMEEIL » ok Het Ke/uk Hob BEK (44 B HLEEAE AL Het R)

2 (BIRETR) - 31 Gl
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CELEBREX Ibuprofen Naproxen
100-200 ¥ETT 600-800 2 TI 375-500 =X
BID TID % BID
BWHEYIRBI-Z N H 118 (1.5%) 166 (2.1%) 139 (7.1%)
BEBGREE * n(%)
e 57 (0.7%) 92 (1.1%) 71 (0.9%)
P CHF ifii (:45¢ 45(0.6%) 46 (0.6%) 48 (0.6%)
PP i (E Fie 24 (0.3%) 40 (0.5%) 34 (0.4%)
ERIEEE CELEBREX CELEBREX vs Ibuprofen
HR {95%CI) vs Naproxen Ibuprofen vs
— Naproxen
AR EH RGN 0.83(0.65, 0.70 (0.55, 1.19(0.95,
1.07) 0.89) 1.49)
B 079 (0.5, 0.61 (0.44, 1.29 (0.95,
1.12) 0.85) 1.76)
R CHF fin{Xke 092  (0.61, 0.98 (0.65, 0.95 (0.63,
1.39) 1.47) 1.42)
DAL K o (Bt 0.69 (0.4, 0.59 (0.36, 1.17  (0.74,
1.17) 0.99) 1.84)
B REEIARAHT(MITT » SLAHHE 30 X - RREN 43 A)
N 8030 T 7940 [ 7033
B2 - nl(%)
T MR 42 (0.5%) 73 (0.9%) 62 (0.8%)
[A CHF ifjfEp 28 (0.3%) 38 (0.5%) 35 (0.4%)
PG IUREMI{ERsE 25 (0.3%) 37 (0.5%) 32 (0.4%)
DLE(E - 89 (1.1%) 139 (1.7%) 120 (1.5%)
|-3t:5pee 3 CELEBREX CELEBREX vs. Ibuprofen
HR (95%Cl) vs. Naproxen Ibuprofen Vs,
Naproxen
BB 0.66  (0.44, 0.54 (0.37, 1.21  (0.86,
0.97) 0.79) 1.70)
[N CHF (li ¥k 077  (0.47, 0.70 (0.43, 1.12 (0.7,
1.27) 1.13) 1.77)
ERESTTLATBE I 0.76  (0.45, 0.64 (0.39, 1.18  (0.74,
1.28) 1.07) 1.90)
BALE 0.72  (0.55, 0.60 (0.46, 1.19 (0.93,
0.95) 0.79) 1.52)

T P (1 LS s 2 N R LA (RRaR LS (8 22.0 SEwilayat (177 DALEIr) Doktshn 20.7
WER (62 MELREL/)) » RENRAVER T (e Lo A AL BT BH % geil o s B e e B fE ARRE L7t 2
50%) fif¥:he » RBHLA BT BRIENT -

TEETIRHE B 4 (-4 B BB ITT RElEch - 445 celecoxib §11 ibuprofen RINIECSLLEREIRAIZE 52 HR
0.61 (0.44, 0.85) » # MNP ML LMRLEBT (LR s 4R - TRISFEWIR LRV ERR - Hix
celecoxib #1 ibuprofen /L L IR 22 BIBEEHARNT S BB 54 44 - HR 0.59 (0.36, 0.99) -

BN

{£ mITT Bk + celecoxib « naproxen #1 ibuprofen 733k 53 (0.7%) « 79 (1.0%) F1 73 (0.9%) ALIETT(M
% - 11 ITT Rk + celecoxib - naproxen £l ibuprofen 53 7ilispk 132 (1.6%) « 163 (2.0%) #0142 (1.8%) AL
CEER - (L S BRI L R IRE R R - 4R =E SR —FDHEE - OFF
FRIEI AR R M 2 T e -

BEEINBEE T (ABPM) 58

7 PRECISION-ABPM T-WF5E A » 55 4 [AH W 53412 4 444 455 Amh » LA 100 RGO RK IR T A
celecoxib #{i1\219 24 /\FFUZ4ERE (SBP) FH{E 0.3 ZE[<K4L » U {1 ibuprofen fi naproxen (i F &~ & {24y
24 /M5 SBP S} FF 3.7 51 1.6 20K A - 3ELLIEMEY celecoxib &2 ibuprofen ML E4E S SRR B ARGHR
T80 3.9 ZE3ICRKE (p=0.0009) - 1fij celecoxib #l naproxen BRI IEEAHHRRAE 2~ 7 R 1.8 B[ Rk
(p=0.119) -
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TETE BRI ENTR - W - RIS IR - 212 CELEBREX AR SH BT IA ARG
L EHIeatE © APC a8 (celecoxib RMTFMTHAER) 52 PreSAP pER (B S tEHRNITENM R FIRGERTE) - 17
APC B+ SR8 3 AR 1k FIZMIMAELLSY » celecoxIb 4HAE 4R 4 LT sUL ~ COBLBETR S | Rl
WABER (TR JiRiH EMBATIIRMEYTF R & - FUATEIRIIN S METEAR (BUEER) e
PreSAP wABGEEIR Mifitat MBS A B %

* {£ APC BRERD » BR&E S COIBIEL ~ LSRR b LM 2 44 BRI (BLEHEIR) 1h5T » celecoxib 400 &€
Fode A R B AN LI A g LL 2R % 3.4 (95% C) 1.4 - 8.5) + celecoxib 200 %53 & A WK & 2.8
(95% Cl 1.1 - 7.2) » [T ARBEFSIIAY 3 4 RE [ 4Ry 3.0% (20 {51/671 {rASRA )84 2.5% (17 Bl
1685 fir 2H4E) « ZERIMLEA X 0.9% (6 HUI679 {1 ZE2) - WA celecoxib M kk4H 4% £ R i maH
FITRAERE TR AR 4 RS [ TR -

* f PreSAP UBRtP + BRAIFIAIMIA R RERI BN (BUTAEH) Mi# + celecoxlb 400 E5TRE 0 - RELLHIMIAILL
B ERRLLE A 1.2 (95% CI 0.6 = 2.4) - ILHMALYBLRIIT 3 FRETRARSHI L 2.3% (21 41/933 (i 2
HL)H 1.9% (12 /628 fir i) -

PRI R COX-2 184 K AT teor ELIRIYE . NSAIDS Sl 768 Bl — 4 A BEARERERBT « 432 ulBETUdh
ZREGMERERY: - GIER - R EA AR - Rk « B COX-2 TistE & A EF AR
#::2 NSAIDs #iv gt RA MR -

Celecoxib NI B2 THYE (CLASS) :

ER T L it 8t 149 5,800 {i OA 5 AF 2,200 {i7 RA 7 ABTHEFTHYATMRIE R S HEASRITTE - AT
{852 CELEBREX 400 2724 H R (5> Ak OA 91 RA Z 2 B 4 £ K 2 %) - Ibuprofen 800 A wfFH =
XK~ B diclofenac 75 R 7o fE HMIZK (% FARIMEL) #9565 - RFTUSHI % CELEBREX (n=3,987) il
dictofenac (n=1,996) #i%& 9 (B H - lbuprofen (n=1,985) fllj& 6 {4 - E{EES IR T LESBERE A%
(BIE(G) L - EEFLIRFTE) (95 EHS « AT LASHIRAEM & (5325 mg/K) 1y aspirin (ASA) KRR
§7 (ASA tEf¥ 1 CELEBREX + n=882 : dlclofenac » n=445 ; Ibuprofen » n=412) - 1£ CELEBREX 4H i ibuprofen
Tl diclofenac & HFAHZ. R0 + HF& MBS £ TR 4 RAEGTHTE EARERY -

4R CELEBREX R (S5t ASA 5/ N(n=882) » . A&+ BRI 5k TELLROFR ASA # (n=3105) Fil1 4 f# -
NIHA © HRIEAE ASA BHULBHIR ASA 84 B RHISENINNY Kaplan-Meler E#fg: 1.12%L 0.32% (.47
B ESIE1.4)) -

52 CELEBREX 400mg BID S&HFAAA » JLIB A UF 0F 8 AT FLRHRY (&5 | RAREE T TIF % 9 - 2 9
R ERYINF 65 BIERA R 65 B2 I ANVGS K - HUR(H N CELEBREX 4E#1 CELEBREX B asplrin
B SR b R ROTHE IR AR ASA (E R8¢ £ B RBIH (GI) B EIR ML= RTEL -

%9 : FBAEMWET - #52 CELEBREX 400mg BID SGNNRI A Sy G SHESRIR G IS LLRE (9 B AR
Kaplan-Meier RHBR £ [%])

PRI A
FIRiE A CELEBREX (n=3105) n.78
CELEBREX §2 ASA {if[T(n=882)  [2.19

ZINFA 65 IR A
BifB{li[T] CELEBREX (n=2025) 0.47
CELEBREX £ ASA #t[(n=403) 1.26

65 JRELERIRA
)L A CELEBREX (n=1080) 1.40
CELEBREX % ASA BEHI(n=479) 06
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DUARISRERIR AR 48 HES » OFEHEBUERMIRISTT R H] CELEBREX 3¢ f)tH] CELEBREX 52 ASA iR A
(P4F 4 7R 5 AR 2.56% (n=243) 1l 6.85% (n=01) » IMEBLEULLEA BRI IR AR T DATRHARY (S Ry 2 E
(6.1.2) » LIRMIERN T RITHE.1)] -

AL BFZE Stk AR I CLASS BB TR - {UBIAR B S ME IR BT R (S5 0HEE - itz
T REDMSERIMATIERY, « AHBZAL M ~ R MERR M AR S fE R ERMALAN B /RL) (9 Kaplan-Meler RiREd4:28 + ¢
CELEBREX - diclofenac g, lbuprofen ;A4 M4 A2 9| ¢ LW ABRSERARANMIELH + CELEBREX -
diclofenac f1 Ibuprofen £ 3i& 1.2% « 1.4%R! 1.1%  R{EH ASA E& 4L ME LM ERETR REZEN RMPY:®
ZEEETVING 1% - SR{ET) ASA E 54 LR RIS AR « S E/I 0.2% - CLASS BRI BIEM » BHIL
72 PRE + MR HI T I AR I 9 M A AR i B R MR B MR R (I &4 1 OB
2R - 1F CLASS IA98 Y + #42 CELEBREX 400 5 5 MAIR (OA MEHMI IR () 4 % - RA MRERMIRL) 2 £5) -
ibuprofen 800 ZEZ AL 7RI diclofenac 75 & SAE L1 W T AMETRN ATESS 9 A R 444 A -KiEeY Kaplan-Meler |
LIRS BB 4.5% - 6.9%F0 4.7%  CLASS iZBRET + ##5 CELEBREX - Ibuprofen % diclofenac J&#R( iR A 43
4w mmBHILLE 537 5 2.4% + 4.2%1 2.5% ~

PABISEAREERISE | KIHAGETICELEBREXIFAY PR SR 83 3R 91 FUB (e M Y RES K ¥ 2 R A (GI) (i
S A 4 ARETIRMAYE H AU RENSL - ST BEBA LT RABAIT W 7E188 2 CELEBREXGA AT A SR ZUMB L L
ERSPR Y SR (G) B SR B 7 B HUR(5.1.2) R B AT (12.6)] -

TEREIMENHE - MRS « LI430MRARA R & + L H6(E/T WA BIMARTE - NIRBIREEIRLER » IR
CELEBREX 200mg BID#J#H A 144% + ififiR/Mdiclofenac SR 75mg BIDIYH ARI#15% - #Aili + {£CLASSER S
FEAERRT BB (GI) 45H ik » CELEBREXEdIclofenactE4fiat 4R -4 A R [ R AT ITRA12.6)] -

WIIE R4 12 @92 M FRUNTI » 7F 2157 firSaR PRSI T iSRG AU Y OA FI RA TR At ZEPI 518
IS - 5T R+ KRR 5 4R CELEBREX A& (50mg & 400mg R = XK) MG AWML - 1EER
THEFEER + naproxen 500 mg fEK R TKRE S £ R FIRE 16.2%71 17.6% + FHMIZE 2.0%701 2.3% + SHEMETY
CELEBREX 4 A3 RHITE 2.7% % 5.9% 2 - ;8 ATIB R4S RAA9ELLi( i CELEBREX A1 naproxen (i
PRATIIN B Byl (G1) 4528 -

TENTRBFAAT + 494 11%H99 AD¢IR asplrin (s325mg/X) - 1£ CELEBREX 4R » #ffi asplrin A9 A 534 R SR
HFEETR L TEE A BEHR, asplrin B9 AR AT I LEHEAR aspirin BYRA » SUWMAIPIR SRR T3S » LR HUEY:
G IRA PRSI S ERIE R HFIR asplrin 2L -

13. AR T

131 @i

2~1000 R$ETifRLS -
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WYMaYERTR

13.3 MFEMRE
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