IR 2[5 B H 3 A

\\ﬁﬁlﬁ”
BHR 5 5=

MopiK Tablets 15 mg “N.K.”

MR ZEEE

1.NSAIDs ZESEr a4 f e O MR B 2 B R LAUEE
A a, - ELeTRE RyERanfy o LR o] RE S8 4 11 (0 FH s SR EE LAY W -
H{FAZEESRIFE R - EERK -

2. TR EREEE Tl7 (Coronary artery bypass graft, CABG) 1%
4R NEEFIAEE -

Qg 7

F$E & 4-hydroxy-2-methyl-N-(5-methyl-2-thiazolyl)-2H-1,2-benzothiazine-

3-carboxamide-1,1-dioxide (=meloxicam) 15 Z7g

QR W : Microcrystaline Cellulose - Lactose Monohydrat
Crospovidone ~ Sodium Citrate ~ Povidone * Magnesium Stearate °
OfE © (RCURRECER)

Meloxicam %y — enolic acid J8 > Jf J8 [&E I PT 2% 3% % non-steroidal
anti-inflammatory drug (NSAID) » EEH1E3% - $EfE M EEMER - fEFTA
% RS F > MeloxicamPE/R AR THTHTEE R (EA « B AR
H AR 1E A Emeloxicamilif]5 [#E3 R A9/ ERTFIBR RNV A AR -
TERERAEI R EREA S (LIEUEERIEMhE X 2 AAHE - BE
MeloxicamfE B LL & FEELRIRFINSAID B 4TS 21 8- 1T aS N
Meloxicam i3 & H i A5 1IRR & R ELAE 5 RERR BB Bt i 0 Ao -
120 AT Ry BICOX- VML B AR BEEMEHIIHICOX-24 8 » HIfICOX-27]
ZEFINSAIDSHY AR - MHHICOX-1RI P REAE AL B K B REIEA - 1254
BENEERINIE 24 B E - meloxicam 25 COX-21 BEFEMHNHI(E

F > oA NIERT 2 s 3 > meloxicam{Es /S N ] BRI ATHIFICOX-2 -

1EERESN - [NEANHIFS %85 (lipopolysaccharide ) il PGE24:&
B (ZEHCOX-2) BRI AR St thromboxane 2 4 &k (48HICOX-1)
FITEF > 38 & meloxicam (7.5K15mg) HCOX-25 T RIHIFIRER - i2tk
TE RSB EAHRR 1 < JERSI N HhsE - [EESHRAIE T meloxicam &
ST WSS B RS 5 Tindomethacine - diclofenac - ibuprofen#il
naproxenFll € BRI/ MR RS MG E 5 H iR -

EiE R ERT - BEEAMNSAIDsHHEL » meloxicam (7.5mgk:15mg) #i/b &
ERGEERIER - HPMER B ~ & ~ 520 B SR SR E A 8 4
EFFHRAK - Meloxicam5 [E A5 S EZEFL ~ JEI5 BT H M8 A= FeR (K H B &
HE -

HanwdE—Ehatat - BAKEE D& EE meloxicamBLH INSAIDSTE
EEIR Fispe FRGHEZETL - PHZES MY 4R A2 R - (K 35(H
Plmeloxicam; &% B RAER 3% ~ EUR M RAER 38 B B M 30 AnVER IR BS
BHBRULEST > 97 AR meloxicamYBEREHE =38 2 —4F (K5 AR
—{EH) > BRI ERE T ARG FEERL - B s EATE A -
BB ST - [EikeRIERIR E IR FRG S E TR - THZE
Him (=FEEPOB) AR » TRAESIESR -

HBl EEPRERERLLEmeloxicam 7.5% 57 52 15% v ildiclofenac piroxicami
HPOBHYEf&EHZR (Kaplan-Meier estimates ) °

Eﬁg B SERERH SRR |mhr | 95%
T ® AR |5 POBS (%) et
Meloxicam
75%% | 1-<30 | 9636 |2 002 | 0.00-0.05
30-<91 [551 |1 0.05 | 0.00-0.13
15555 1-<30 | 2785 |3 012 | 000025
30-<91 | 1683 |5 040 | 0.12-0.69
91-<182 | 1090 | 1 050 | 0.16-0.83
182-<365 | 642 | O 0.50

Dl'g'gfif‘%c 1-<30 |510 |7 014 | 0.04-0.24
= 30-<91 | 493 |2 0.55 | 0.00-1.13
Pasa™ | 1-<30 | 5071 | 10 020 | 007-0.32
= 30-<91 | 532 |6 111 | 0.35-1.86

QEEBH I © (SURRECER)

U

Meloxicam g & i R U AT - TR IR AVAE B AR RS T F SRS LY
90% - §ER  CIHRGREIFI B2 ELAE RS S : -

BT HE— IR Imeloxicami% » FORAIAE2/NEE YT E S IR AIZEY (B2
FERIGER ) 1E5 - 67N Py m 28 o iy e o (R T

S [ AR P 0 P A B I ] > 1 ARmeloxicam IR FE I
NGRS - EAEBIETE7.5 mgZE15 maiF LRI T15 » & 2B
WV - TR - MR IE3ES RN A iR EREE -
BH—ROVEIE > SR R L M A T N2 NS - iR
FIBIEAE7. 52 75 550.4 - 1.0 pg/mL > 7E152 7 H5HI550.8 - 2.0 ug/mL
CHIEITE BB EIREE T 2 B AT Cmin Bl i s AT Cmax)
Meloxicam{EABTEARAERF - ELFER  FREER IR AR 53 RI(ES H6/ M
BRI RRE -

axiiil

Meloxicam (YIM#HFE H4EEFMRE » EEMAELLES (99%) -
Meloxicam REZEFIRAEIIE R > HoRRREE BaT ARy —F -
SYRETRIK  BIALA ST SAFIR F R4 R 11 L S 7 - 20%9 (RS
Meloxicam (7.5 to 15 mg) IR Bl 25X TR iefas sy 16 L > 8
FGMEIE 11-32% -

a3

Meloxicam - ZZ T Ag( Rl o

A5 PR o BT SIS L U ffE R LSBT A Y o R XA REY B

5'-carboxymeloxicam ({5 48 7 & Y  60% ) > 2 5 1 M R # P

5-hydroxymethylmeloxicam &Lz o MRV /L & B HEHR
(fE4EBIEL 9% ) FEBEYMFFEEETR CYP 2C9 1R A RES
stz - T CYP 3A4 [E)E SEAHEFZ (isoenzyme) I ERIEY D - S34MAAE R

YIeTREELRE NS LR R oy R R IR 16% 5% 4% o

HEER

Meloxicam FZEDMEHPIRAIREHER: - &8 PRIRECE(EHERRAVRATE -

EH/VE %I H & DR A S R Bk i/ D& AR Bk
W e FECIAR ~ HLAES AR LS 5 2 S HERR 22 13 & 25 /Nif

[

CIAREE— TR - AR S S T18 2 MAFETE R4 B 7 - 12 mLU/min »

R

FFEHREAR IR A -

FFOIEE NS TSR TIAE R 4 » W& BN ¥ meloxicam HYZEYE) )%

HEENZE - hEEENSR AT B S Sy ERE - 5 EE

FHAPE A T2 (45 AR R (K o IR RIE R - R s R ik

HiHERT meloxicam RS > M H R AR = N SE#E 7.5 mg -

BEN

BB NI BUEEC B A (D SR B 1 22 8 - 2ot

NFILLAERE B R A AR AUC (B R R AIHERR T -

B NEREE R AR IR P45 A% 0 SRl s AR (K

LERESE -

FEEURIERAGTR - B BHEN R R B E AR 2 ERGHT -

O A AREEE B AR A -

QFfERIE -

BHEIR  FH7.525% > FERHIFEEFHISER -

FREURMERIETR  FH15Z5  TKIBEEGRSRR) EEHT 52 -

EEMSESR - FHISZ » THIEFERC ARV EEHT7 525 -

BAREREN RKEZRA - iAHE REHT7 525 -

BTENZBRETDERA - GHBE R #7557 -

R B FE AT RE N SR A FRBSF TR R0 - AT DAFE S5 & e A AR A

{5 R A E o & o

B | B DR S T8 50.25 malkg © —fRT S © AR S

BN - (55 RES T )

Meloxicams H i AHERET & Ry 1522 52 » $E .2 A H 47 & e DB — 7 &

FRERA 5 B K AT HS K e FIRE AR -

EPHER © Meloxicamfs H DARREE - §E7 ~ #27 ~ IR AR S 1] 7 = B

HIYER S A S 157T -

oER:

—HmeloxicamREEMRFEEH S ALERE -

—Xk B8 (acetyl salicylic acid)REMIFFERWABLEN
(NSAIDs) B AT REELE R B -



- @A FAREAacetyl salicylic acid REMENSAIDs# B H
RRRER - RSP  MEXERERBZHA -
-AREAMARSREIREET K CABG) FIBM hsME
# (peri-operative pain) e

—EDH SIS B E MWL ( R/ )
—EEMBRLEBERRE [ REKMR(Crohn's Disease)TR#H
:3 530

-BEFhEFE

—BERIHET & W ARMBEN

—HA %1 B BRE i i » S SR B i B 1 i = © 7R M 19 2 B 4 HH iR m
—BE JE A2 OEIR

—R = EIE

-MEZRRERFTECEAFTRE BRI (FREER
W) FER SRR -

PR 12 BB RE

—HE1TBARB AR E F i (Coronary artery bypass graft , CABG)
2% 14 RRERAKE -

O%E :

1. DERESRHY

HIRZIHECOX-2 BRIFMINFIB R IFRBMENSAIDs 2 BRERERT
R -BECFARERRE=F - KYNEELOELESH AR
BECNEZENDE - BTRABRE - ik E TR EWERER
TEABUAZENSAIDs RRRTAFHECZONERESHFEAR -
EEmmAERLOERFRENERE T RERELMERE
EHHERK  REEENERENEN - B2 - BOnERRBHAE
HREERATFE BF S HROBRBRERPENEMBENES - ¥
FARSRREBREREONERER4 2 BHEAKRER - 5 —1&
BEMAMREE - RRKREAZERANVEEAR - DEHERERE
LDOERERS > MEAREEABRSHN  RONERES4ZR
MrIREE . M -

AELEERRZONETFREABERAR - BRETRERARDE
FREERRNENEIR - EEARE - BEABRFAETE LM
EAREH2HE  IEELARHREOCOERRTRER - HA
BREHHEAREOCNETFREFZERURBERZRESLR

2. BRBAREEFH(CABG)HE :

MIEARERARTRART - RERBIREE FH#£10- 14X A
Fcox-2 BEMMHERSR  HELELONEZER PRNERRM-
At > ETERBREEF M 2#14 KARAFE -

3. MERELNEENRA :

BERUMERR EOIUEEERER NSAIDs B ERARE R
HEEEE - DOERRMFECREMETREER S EMN - RS
T DIAEERFEANSAIDs & - HE—FETFRR[20/100 A/F >
MREANSAIDs & Z2FETRAK12/100A/E - BARERANSAIDs
EE—FRIETCRZF TR - BHBIFAZFETRMEHER -
Hit > EREGEAESRERBESRECEZNHEA - BRI
FRRRZMEAREREOMERERS 2 AR - EXEREAR
ERREVIEZENEA - BREERZEHE ORI ER -
4 ETREKE :

MY RARERETR - F£A Ccox-2 BEAENHBIRIEREMS
NSAIDsEREARNBARELOHERERN LS AZHBENW
f& - EEBEMERRTARER  BOEERNTAEAXERR - K
DIVEE - BROEERERRIFETCESHLERM -
BLEMANSAIDs BROBARBRIFT Rk FERKESEY -
Ak ERAERETHERE—ERB 2O NEEABRSTHE fia
diuretics ~ ACE inhibitors B%angiotensin receptor blockers
(ARBS) »

Al - FEREARRARBECEITBNREA - RIECTEER
ZEBRROHETIREC A - HAFEREANBRELETRN

AA > BBREBERREHROMERBLZER -
5. FARBBORSERELMERIRMER  BARMEAER

MzREEMRRY - SRONERBEREHREIRA - BIS5IE
WMEER -

Q4B MR

BBEA

BEHM NSAIDs M - HREBBRFREFARENBZHFE
FEEN - BRERCEERERNGTEA - WASRERCIERBIR
S 3E H Ifn B PR -

BEHAh NSAIDs HE - BRWAFERERSERIREETRE
BEER - AR MM MEE TaERE BB - B
A EREFTEHGKRY  EXNBECFEERBRARE -
BRI

£ NSAIDs BEESBNBAREBRENENEM - HhR
AL SRYBEENE - EHFNE-REKERS
(Stevens-Johnson syndrome)ME M & EHFE M AR EE - AR
BROMHREL R EHNEHRER®  KBoRFI—REARNE—E
BRAHBREERME - BAMeloxicamARNREA - —HERS - Bl
MESREAH MBI - EIEEE .

LmEER

FiA NSAIDs (B COX-2 iB#iFt:BIRRIZ D HIR) o e ie
MBEECmMEMBESRH  ONEERFENSRY  FLafkEw
BT - febett B GE A AN MR - HREROOERHER
A0mERFEZEBREFHFRETEAERRN BB -
BHER

NSAIDs WHIHIRMEISIIRRER ISR RAESERETEN.
ERARLRER E B - HEERAEM NSAIDs » aJ8gEE
BRKTFL  EHEMRRIEEE  RERAFAENZRE -
ERE - RAFA - BEEXZOLMEOEE - HFEL - BAERBEER
%R - BEARFIRE - M WERE{CREHE(ACE inhibitor) ki
BHRMER | EIBEIERB(angiotensin Il receptor antagonist)
RN FHELBERFELAMELNFEA - @A TEREEERD
B - USSR ATERERR - XA DM EREHERRERE R
B - BB HFIP - NSAIDs TREER B E MR I - WkRE
B4 - REEEIHES RIRIERE -
BERBRPETMRBEN ZHE > Meloxicam ZBIRFT KA
75 BR > MERBERTERDESRS EIINSEREEER R
25 mL/min)Z BEF AR EEIR -

FREEA

HEASZHHEM NSAIDs #HFE - BERGSERELEH SRS
(transaminases)S HAAFheEiE MBI RFA® - KSBEAELL
BELFRENMEEETENAR - EFEREXEBSHK - &
EFEEMRE - HRABERPERDEFLHISETARERR -
HERLIBENHELEE - EEREFRE -

FEEEEMAH

ERRERNRHA - HHBEAZMZEXE > FRAUERHRAAD
DB - B8E M NSAIDs #[E > Meloxicam &R EE M »
RAEEEXBASEER - FROMIIERE -

Ko BB EAKE

fERINSAIDs TIRERER & SRRk 9 iR E R TEFIRB O RHER
HAZREAEBERAMBEE ZHETENEREL - HEESE
ERENRA G T ERER-B2HEM NSAID #RE>Meloxicam
WEERERBEEBRRERHZER -

Meloxicam FIEAMIDHIREE / AFRESRNWEDHRE - R
EFERE D EM - FIAERRBNHRLAERER - Bt - SRRE
R EZETEEHIBRENRL - BERER meloxicam -
ARBRERNEECEYREER  BESH RUXEERA"M -
HRERREMRE N EEYNERENTR  EERARRRE
CRER EEREGHESEAAMER  MBERELTE -
FESFZELURARREONERERER  BARMEARER
ZREUMAEY - BEONEFRBEREREFTHA - FIEHER
[ -

Meloxicam&E B 15 EREE A (lactose) - BXIBEFIME 2
FAMEMEEROEABMIE)BE > £RAXE.

Q¥EYWREEM :

- HAnai5lRR & R IB (PS) DEREE R ERARRE
[ salicylates (acetylsalicylic acid) ]: St MR ES R4




Bl(PSls) MEMREATEN BRERFNHONEE - AR
HOtH - hFEE meloxicam FH# NSAIDs B -
RESHRESM aspirin (1000 mg —X=X ) M@
meloxicam HYMEERE MR TEM AUC (10% ) FwmE
E Cmax (24% ) WXEERNBEREEMMAL -
-ARGUENE - £54ERN heparin ~ MAEAHEA ; S0 Hm
Z ekt - EOtAEEEG  ERYER CAYRNROIEZKE -
-Fr /) A B SRR 4 1 I S 3R T 1 D U (SSRIs) - AR el D4
/IR 3h 88 Th 38 HH oin 69 13 B -

42 : BEHEHTR NSAIDs Wi iNEn miRE - ( RERDE
WRMHEEY ) SHTEERTSNRE - HFEEROHEN
NSAIDs - MR L AN - ZHBER  -BARERER
meloxicam FiME - AFWYIERIEH MFRE -

- Methotrexate : NSAIDs ®RE4* methotrexate HR/NEDW
il 3 50 methotrexate 2 M AME - Bl - FA AR
methotrexate ( FEBR AR 15 mg/ 8 ) WKL - TEROA
NSAIDs - & E KB Bmethotrexate I B » B2 WHEER
2HER > bAEZBHEANSAIDsH methotrexate WRWREHE
FAFRES RO AR - MZASHA - RIMESRI MAREBAWIhEE - BIE 3
XZAE#%IBRA NSAIDs B methotrexate , A% Bl /DD
methotrexate MM ME TRE L A ME RSN - BAR
methotrexate ( 15 mg /B ) WENEB IR EEELH
meloxicam MEAEKE > HAXE methotrexate WMEEHE
WEERBEA NSAIDsTIMH -

B2 BEREETR NSAIDs KR EFER2ENONEE  ENEA
EE— S -

-FIRRB : £/ NSAIDs IR AN FE AT RES | ESERIERL
MABEA meloxicam BRFIRBIR  ERMRARNEX S @BRKSD
I HEER B IhEE -

-3 i D (40 : RHEHLE - ACE I - i KR - RIRM)
EAREMTOA NSAIDs AERE - A NSAIDs ®ibHIfEm
BHERN AT SRR TR R BB 2 A -

- NSAIDs MImEWMHEE 1| 3 = 8535 5 Bl (angiotensin I
Receptor Antagonists) & M & W 4 & & 1t 85 # 4 B (ACE
inhibitors) - WEEBRER - MER DM RRERY - HREEE
AR E - HEATEREZIMERTES -

- Chloestyramine # B BBE W5 meloxicam & & > M
meloxicam BEBRDINE -

- Cyclosporin 2RBHMAEER NSAIDs HEFIFIBRRZIEAM
Wi - EAAENE > ERERIEE -

Meloxicam # F £ HF B AR FHEER - Hh 23 8 H
Cytochrome P450 fEf(XEBD#E CYP 2C9: L& CYP
3A4) » 1/3 R\HMREFIMBELEELER - ® meloxicam
RBHEMDHEMHHCHE CYP 2C9 B/R CYP 3A4 RBNEY
Ot AERIELERYB B REEABTREN -
meloxicam B24IBEM - cimetidine - digoxin & furosemide @t
A UREHEENEND LR 2 REERBRE - FHERERED
BRERBEEBZZEEA -

EED - MBHEISY

B2EMZER meloxicam -

WHEAIRERER - $RER/BEBRNREEFIBEE - RITH
BWERE - ERENHEAFPIREERNEIB W9 INRE - O
[ B 772 M R 7 (gastrochisis) N Bk - DRFENES B H
PR 19%MINEIRE 1.5%, HIEEtEarBEsA R 2 IR & b
W - FERRPRBITLE - 48T 51 SRR SR 4 53 I 280 48 e B 48 89 55
HEREEBRATET -

WA ERKREHED > ERGEHEREERPBLTOSIBREE
RIHE > SEnSERTEONSE B 0MENnE R -
EMEE=1 > SISIRRERMFIB TEEE R RER

- DSt ( BREERBEARNRE )

- BoER S UREERRBEE oligo-hydroamniosis 2 BEIB;
YR RANIRLZRFER B TN

- HINRRATRREER - AMEERENERIATEHRUGEER -

- WHFERREREETEREERMIR

HABBME meloxicam WEZEHEBER > AMAREH
NSAIDs ERYRTHBFAS - AHBANKZERMER -
Meloxicam FIEAIDEIRELE / SIFIRENEWHER - TN
BAREeEh M FRA RN IR L AREF A - Meloxicam
BEHEESESE - At SZRBIEEIEEREIRENRL - BE
B&RAmeloxicam o

Y E AR LN E

MR EEERER R ERMRRENEIETHR - T8 -
FEEHRE - EEESmeloxicam EHBCABBETHER
RESSERIEN  HE  WE  RRERHATEHERASET
BEMEA - Bt - IR RS REN - RREEREEL
AMER  BXBRRERBRRESEBEERBMENTIE -
QEMEA :

BEBLET  UTZARBHAEEEMER meloxicam BB - WHE
HAfEAmeloxicam MBENRYFAERE - EIRERLTHRZ
B RRE -

itk PS8 et ]

MIRFTBA R (G0 MREER) - AmnzREL - f/M[RL - i -
REBEMEREUENREYOA » RHR methotrexate » BER M
KRELHERAF -

S RAER

BRI - SRS R - HAbey TR -

EER

BEL - KEHEE - SRR -

HERmER

BL - TREE - 5O -

AR AR

SREREER SN - Bk -

H R ke R

ZR-HR-

DG

O -

mEER

MM EFH - BT -

P - ME#iEER

¥ aspirin SiHAth NSAIDs BH8E TTRES IR RIREAE -

EEER

BlRZY, BEMSRRTRzBEHNm - BR+EBME - &8
% - B4 - RiEY - A% - B - SHLAR - BOR - B0 - B -
B8 - IR - 3707 -

Bl tHm - BRI TEEEBERBHRRME -

a3t

4 - FohEEBRE @EREIRaREH)

EMEB TEBER

SMREHSTARR - B REKFEREF (Stevens-Johnson
syndrome) ~ MEHEKE - W% - KR - SHAK - BD -
H USRI - R -

BB R R R

SERFIR - RIEEEBA LY (MBI SBE R/ R R\ M) -
£ NSAIDsTH BESE Lk RER IS ERPE -

— R I IR A AR

KE

B

MARECHZHESE > E—R4BR > FUBHZER—BIIFFZE
B HEKREBREH cholestyramine AELIE meloxicam B
et .

QEWER : ({KXMEER)

H— B2 NEY LR > WS meloxicam HAE AL 25 -
CIRAY LDS0 {EAEMEM: KR 98 molkg 7245 FEREIRFE RS 800mg/kg °
FFIRESS > LD50 {EAEAER 52 mg/kg @ #ER4& R 100 — 200mg/kg °
FE 2 TEEOCRIERESIRE S - &l XS - KESAECZENE
B RS T LEEIRR AR R -




KE SR IRFE 2~ BER & BRI BN - 155 95 R R L & I 5%
A TEESEE By NSAIDs FrA ML - KEBLERIRFE O AR & 57
Ak 1 mglkg B2 3 mglkg DL EEF - ARG S RIEA - & KEHEHK
{RFEATERIR LSRR 23 B 0.4 mglkg 81 9 molkg I - &FE S HHO -
IS 0.6 mglkg DAL > BREAE (T A &8 4 B ALTEIBIE -

A FMEIT T - RERYORMIEZE 4 mg/kg MRF% 80 mgl/kg B
i AR E WA o KRB OREERBPER > EEHEEEER 1
mg/ A T B = B € IS BRI /D ~ HIHI R AR Ba e (RO
) e

B BRI B LB PR B FI B (7.5-15 mg) #9 10 ] 5 % (BL 75
AFTHIASRKENR) « ATECACIE - {58 P AR5 R 22 4 Bt & fe 192
KREAHRG Sl A e

1E£ Ames test ° the host mediated assay * mammalian gene mutation assay
(V79/HPRT)H5EH » meloxicam fEE(ZEE [ E - B ASEMEAHAEFTE 2
Jutn s ELE 23 M (chromosomal aberration assay) B3 B8 BERZ (=15
(mouse bone marrow micronucleus test)#E7 » meloxicam Nk FLE
HRIE -

FREVERZES - KEBIEREE 0.8 molkg K/NEHIEE 8 mg/kg B o KEE
TEBUEN BTN - FE®HERE T > meloxicam HEEICHEH
(chondroneutral) - g2 &HHEH meloxicam NEEERETHT -
E/NE KRR ZEAIERT » meloxicam R EE# IR E - —EsE Al
B meloxicam [LERY NSAIDs #/D& 4N > {HEL piroxicam K
tenoxicam ZHE{ °

Meloxicam f& &R 2 MEAZERUR - At BREY SR TR © FRAOEST
ALPEET - EHES - K258 RIS B R 14 -

Ot #& : ASIER25C LT &R

O 25 2-10004 BB « $REEHE -

HE s 049146 57 G.M.P..G —9885

V\Cfs%o
ST EH AR GARE D
B& . 5mmH{tEDWLEE100155 ~ 1001-13%
TEL:(06)5984121({£ 55) FAX:(06)5981845

030317-00
26200000000477



