2024 =2 AT (55 1 hR)
B %k SIRRE
BExhEARM : 3 4

EXTOA4 FiEE% - $BEA
IR
A0xTh Lk

A0%Mhs5mgEmec,
A0%2 11k 10mg Emec,

Meloxicam Tablets

H A YERS dh S 47
871149
Smg 10mg
7KRE S | 22000AMX01206000 | 22000AMX01214000
B AG 2008 47 H 2008 -7 H

2. MR (RDBEICIBELLRWN &)

21 ML EE O L2 BEZ [ TORA Y 7T v VAR E
FERC X . BEAREIEBAAEDME T L. AL =
XL BFNDH 511912 BIR]

2.2 EER MO 23 % 1913 2]

2.3 TR ED S 5 B# 1931 ]

2.4 EIE LSRR ED D L BE[92]1 ]

25 EIEL IR REA DD 5 HE 1914 2]

2.6 EIE L EIMEREDBE[9.15 K]

2.7 RFN DA ) FIOVEIE (7 A ) V%) Lidfbo Ik
AT 0 A NN S8 F o L COlBoE o BEAEE O 3
vy

28 7AY ) ViIEE (GEA T a4 FHHEEWAILSICE S
Wi SFEAE D FEFE) W Z O REAEFE D B 5 B [ E b B
SR FHRTHBENDDH 511916 BHE]

2.9 MR SO IFE L T A REME D B B e [95 B ]

3. fHEK - K
3.1 fHmk
N AW ¥ AEE5mg A0 F* 9 AGElOmg
Ui TEMEC | [EMEC]
. 15 1gEh
EEE )% AT AL 5mg A0F YA A 10mg

7TV MY LKA, 2B ARE R, Hidey
TINA |g—2, AFT7Y VBRI AV YA, FYERTIVT Y
Ty MK, e Fuxyroibia—2

3.2 KE|DOHEIK

A 0¥V H AEESmg A 0¥ H L5E10mg

i [EMEC FEMEC
#l ESTH EHIFA D DFEGE
o P 1
* LS AR TAT & o AR TH]
e — —
44 (mm) 6.6 8.1
B (mg) 90 180
JE & (mm) 2.2 31
WwAla— 1 EE57 EE58

4. RhEE IR
TREBEVGICERDHEK - $5E
REE U v~ F. ERMEHE. BEE. BEHEARERX. |
TR RBeAiE 1R 7%

6. RERUVAE
WBH. AR ATF A2 ELTI0mgZ 1HIM AR
R4 5,
B, EE. ERICE D EEERT 525 THERESHE
15mg& 35,

7. BARUVAEICEEYT 2R

71 ENIZBWTIHI5mgZ @2 5 HE TOREMIIHT L
T (R ) o

7.2 MOF HETRH & OPFHITRET B 2 EDET L

7.3 FEE TlE A (15mgl H1\) 2> 5¥c5-% MG 3 % 72
CHEEIHEGTHI L, [98 2]

8. EELEARNEE

8.1 K#Xin vitroREIZBWT, Yy 7utr x5y 4-—+F
(COX)-LIZH LT Y HCOX2% X Wi BHET A Z &8
FEFRENTWEA, HARANZSG L LKA BE T
COX-212xF LT & 0 @I NIER 71 A FPEW 2288
FlE B LT, AFOREMN L) BV EIZBRIESIRT
W\, FEIZ, MLEREREDY X7 T 77 5 —DFEWNW
BE GBS OMARO 5 5 BES) N0 B L T
BEWEHORBICEZE L, Tohiigziro 2 &, (1711,
1712, 185 %]

8.2 THARBINHINC L 2 WL RBEE TIE A <. SHEFET
HHILIIRETAI L, 72 EYEEDA OEEL %
BTaZE,

83 EM#HS5 I s A1id. EMW» O LTS U TR
e, MRS, SRS B OV MRS 2179 2 &

8.4 JBYLE & RBHMALT 2 BEF N H B DT, BEE 451
o, BEIKS T L,

8.5 IROFHI &, IRASOFMAERIERLSD b b 2
EDSH B DT, AFIPe G BE 1213 H B O E i G R
R B OBEICEF S VI ) HIEETA I L,

9. HBFENERZETI2BREICETIEE

9.1 AfHHE - BIEEEDH 2 EE

9.1.1 HEMBEENRETENDH 5 BE
TOURY 7T Y YEBRMEEHICE Y. BRIED#EE 2
ETL. tEEEZHESELBENWED S, [11.1]1 &
1]

9123 FXA70O414 FMEERERINORPH/ G IC K 5 HLME
EDHDBET. FEORPHREPDETHY ., DIV
TOX =L BEEFITHDhTVREE
KA & ke G- A1, HoREe Bl EEIC
5Tk, IVTFEA M= NVIZIERAT O A YRS
AN & 0 A U7 b 2 288 - AR & LT 545,
IV A D =)VIC X BEHFCHEPIE 2RI b EEE b
Hb, [21 ]

QI3 MENEERIIZORERDH 32 BE (EELMENE
HhdHHBEEER)

MO R ZEALIITHRIEELBENDED S, [22 &
1]

914 DEEEEZEDH 2 BE (EEL VBER2DH 285 %
<)

TOURY 7T T VERMEEHICED, BimmaEi T &
UK, F P LAOEREHISEI Y, LFEREEZ2ELS &
LBENED L, [25 2]

915 EMEENEE (EELEMEENEEZKEC)
TUAY 7T Y VABMERERCE ) BT &
UK, F P LAOEEMREI Y, FEE EASELEBZ
b b, [26 B3]

9216 SEXHEDNH H2BE (FAEY VAT Z DELERE
NHBdEBEERC)

M EFIEZHRTEBENDTDH L, (28 BR]



9.1.7 FRBEAEH I KFMEHRDEE
PRBRARIE AR LTV B IREICH B EE TIE, FTr Ry
7TV UAREERICE Y, BIEOME T, Bk
ENERINLEBENDED S,

9.1.8 HINERD & % BHE
M/MREEBERE AR 5 2 &0 5720, BN 2B &
TLBENDEDH 5,

019 RIEMBEE(7O—-KHDWVITEEMKBR) DEE
SERPEALT D2 BEZNDDH 5,

9.2 BHEEEETERE

921 EELBREEEDHIEE
L LhWwWZE, 70R¥ 750V UERBEMREBICE
0. BMFEEMR T ELUK, F MY Y 20ERIY, B
B s 2 BAL X BENDDH 5B, [24 BIH]

9.22 BREEBEIIZOBREREDH 3 BE (EELBEHAERE
ENHdEEERC)

TURY 7TV VEBRMEERICE )., Bime T &
UK. F b AOUEASEZ Y, B R % 2 AL
HREIELBENDD 5,

9.3 fTHpEEEERE

931 EELTHEEEEDH 2 8E
B LanwZ e, Rk EZ2 BLI S5 BEZN0H 5,
(2.3 1]

9.3.2 fF¥EEREER 2 ZDEERD & 3 BE (BE L TR
ENHDEEERL)

P RERE & 2 AL I TR S B 2 BENDD 5o

9.5 117
IR IR LT AT D & 5 L3k E L v e
k (e}

B (S PRI HF)IIBNT, UTOZ L5380
LNTwW5b, [29 2]

-5y b QIR R AR G- R BRI B VT, R
B, BRBM BRI L, HRFEOMRT &4
IRIBIECHRDBEINASA STz,

© Iy MOWERBR G REBICB W RPN O TR K

CIERIR B DRI b L7,
o E OB S RBUC B AR R IECH O
Ak 67z,

© 7 v MEAEH R ORISR G R B T IR O
HE e e O3 i bks ] O B AE FERE N BN UM ERR4H £ TD
FEC B ORIMA A b7z,
9.6 &ILIw
B LA ORI REOH R Z ZE L, RALOMK
B IHIE WA 5 2 o BER (T v b) TR R
BATT 5 2 EROLNT V5,
9.7 NRF
NREEZRRE LRI FER L TV,
9.8 mnE
B2 T ire (EE RS, FICHBIMCER S 2 2
L) REFRD LNTGEITIE, B ek L, @2
WEZITH) T Lo —HRICHEIBHICBVCIH R, &
B LRIV EERERZ-E80), EbOTIEIIITIE
b B UBIIEOHEREFELME SN TV L, ZhH0H
LUITERO ORI TH I L, HE 2L E O AL
DA DO THEBLS 2RV DH 5. [7.3 S

10. fHE1EA
10.2 FREE (BFRICEE TS 2 &)

FAG

W RAEAR - $5E 5%

TORY T Y
> A

(JEEanFadg
F D IEZ 71 A
I 79 2% 850 A
) FOVERE (7 A
Yo kED))

HALTEG B L O
i) 27 %5
LR D 5o

PrsE E A

ha ¥ U HEH]
Fesrsrx
7¥ 7= 1)
7= v Rk
18]
(TIV771) %)
AN

W AE 10 A8 509 %
BENDRHHDT,
BER2SEELT S v
W arid, ML SR 12
BI$ 2 AL %179 %
&L INSIEFORhH
EToBlgsae i,

Z S AN P
BEEH AT 572
wEEZLND,
¥ 7. CYP2C9lZ
IHaMHITBW
T, KA LTV
T 7) v EDIEY
MHEAER AR %
BENYDH 5,

LI/ NS
(F7uvvyy)

i 97 71

HA LA ) 73 5 55 %
BEWDBDH 5,

P /AR A 1 i
N AR B B A
WHWEHET A0
LEZ6N5b,

2B AL
W RAEH %2 A
ThHI-HEEZ

ILVAFIFIV

ARHNOVE A3 WSS 5
%o

LI T 541

AHN O H3 B 5§
LBINDD b

V. TIRY Y
7 I FPAXRF O
@2 HEL 2
(in vitroiXEg) &
DWEDVD 5,

=T

AHFN DAVEH H3IRGY$
LBLNDDH S,

SR S A 3
BHahTwin
. FoTUUN
AHF ORI
e & 7z (in vitro
HER) & oA
H5o

VFT A

MHT ) F 7 A PREDS
+HT L, IR
T 0 A4 NPT R
HIT, ) F At
PRLEOHED
HHDT, KAIDIE
WEEMGA, HEOLHE
KOS IR L2, i
) T AR EE A

L EREEST S

TaRXyY 7TV
VA EE
iz, VF
7 5 O PR A
BT 5720 &
25N TWwW5,

AR FLFF—
[11.14 ]

NANE X | (V¢
ST R | et
W
o <
p@n
=
=
nk
&

N ESEY
BN
HKESFFV

MES S F N
ek ECT VO
F&E [

)
<
¥

WH 4% WRARIEIR - $HE | % - EHRINT
ACEMESE, 7 v | REKAEHRRS LD | 7O Ry 75 v
VAT UV VIZ WAL, BRREERE | D AR EE
RS P A D 5HBHETEENE | HIC XY, BT

BREEA | ERIT | RAMK T 572
WD D 5 o HEEZLND,
BIRE T b= v | IME 2SS 5 IR b=
Y AAHEA | BZIDD 5, VLY A A
SE A i /s B g
EIMHEHEA
ThHI-OEEZ
b5,

FRHA

FIRA 2 i o B
FHlzBWTIiX, JEX
F A RS
HlCRMEREEZ
CITBENDEDHLD
T, BRI TN
L. Ao %z
BIES 52 &0

4N
0

AN

o
S | TR A ¢ I N
SN

&
I3
IR Ny

=
c

=

RN
i SR
EZH5NTWah,

SFEHNe (R % TN

B
S8
-
&=
N
SF/E
v 28




A FRREIR - BT | BT - b T 5%L | 0.1~5%A0 | 0.1% A< | B AW
WeFE I IR 7 1 4 P | i 9 0 0F 1 % BT BUN. 7 L | By

(B 2R, | W REAT, BIE| A5 2702 % TFZU R

ACEME I, MG | RO ELZREEE | 7T v Y v 0h M {1 5.,
PRI FURAIS) | B2 L DS ST | AT E SR B BB, TV

W5, =0, BEIEHRO ARV Y i
LI A F PR % TLRE .
WY XD L E SR
Z5hTWVh, L P 1L Bk 0 1
TruaARY v IUARY VOB | TORY T T 7 I Bk
FUAIEZFOA K| T v ok BLE LR ~E
PEW RN ANC L 0 | I L ) B Vs RSN
WX N2 BEND | RBRIT B 72 < k2
HBHDOT, BHEEC DEEZLNT M, ) 28
FAEET A L. | Wh, ROWMD . 1T
ik | F R
11. BIfER Bk UF 8 O

KORBER DB HbNDZ EhdhHOT, BgEL 14T ;13 g%ﬁm‘%ﬁ

W BEASERD S ISR A Ik B % Ll .

B Z4TH 2 &, " N Z ol PRIE IR, |0, W | PR B
1.1 EA GBI TR m AR (RME
11,11 BEMEE (D) (FRLEHS LA 53). Bl A A S

CREEAR D), FIZOBIBHRM (1%5F) . XB% 0.1%K PO EA P |4 - 13T

i) [9.1.1 &g VA RS | S,
11.1.2 B8R (0.1%A3) T
11.1.3 2MBEE HEEAH)
11.1.4 WEBRYIRE CHEAH) . IMEHD 1% TF)[102 2 13 @RS

M) 13.1 W@

11.1.5 hEMR R IBIFEF B (Toxic Epidermal Necrolysis:
TEN) GHEA). REMEIRIE{REE (Stevens-Johnson fiE
&) CHEARH) . KBHEA). SR CHEAH)

1116 > ay 7 GHEARY)., 7F7 1 7F% 2 —(01%AKiH) .
I & 2R (0.1% A3 )

11.1.7 FFR CHEARY), EELFHEEEREE (1%L F)

11.1.8 BERRMEM., SFEEEEIHE (W9 h b HEARH)

11.1.9 % 7 O — EAERE HIEAD)

11.2 Z DO EER

5%t | 0.1~5%Kii | 0.1%Ki | A

TaBRas M b5 G I JE

%

HALa: [ EIP9 g, TP | ISR 2 il | 1 %
L NN N0
W, L -
Wi 5, EERRAS
R\ B
ALK, 5
fos WL e L F
I L
BLU

GERUE LR . R AR, | L, K
& A IR | B 2 3k

oo

I 55,
>

TVRAF T I VDR DHEZED D L DWEDDH L,

14, BRALEOEE

141 EZHZAEOEE
PTPUEDOHANIIPTPY — bMWY L TIRHT % & 9
B4 52 L, PTPY— bORMEKIZE ), fWFAEIE
TEREHEAHTA L, WICIZZELERE S LTt &S0 g
HEPHEERBRT A DD D,

15. ZDMDEE
15.1 BEER{ERICED < &%

15.1.1 FEA 70 4 P RERA  RUIB#RG- SN Twb L
PEIZBWT, —R RN RD Sz L OWERD 5,
15.1.2 hpIER 71 4 FHEHRERAIC. THHNEERED

WA R B S €L 2 EBME ISR TV A,

16. ZEYENRE

16.1 MHigE

16.1.1 2 IREEH R

(AO% > A LgE5Smg[EMEC])
A0 F T h A5ESmg[EMEC|E E—E v 7 §bmgs. 7 O
AF ==X ENEFNIFE(AaF T H A ELT
Smg) fE A B MK AT RS- L Tl h o 2
Tx T hLREZIEL, BONIEYBE NS 2 -5
(AUC. Coad) 2D THERMRAT % 47 o 7255 . WAl 04
FI RSV S iz

G |l A%
R R b B | LR
FeliL, HUS | F4H

HEINT A—F BEINT A —F

o AST, ALT,
LDH. AIL-P
O LAED
I v B
vyl ) —
A AO N N
A< A
Vo 5

AUCO-?’ZI\( Cmax Tmax tl/'Z
(ug-hr/mL) | (ng/mL) | (hr) (hr)
P A E PN
imal MG | 1399557 (0690153507 | 15680
T ;mfg 78 | 1454+637 (0680183712 160+81

(Mean =S.D.,n=12)



(ug/mL)

08

06 1|5
417 AnF 27 LEESmgIEMEC]

rrrrrr E—Ev ZHE5mg
0.4 1

0.2 Mean=S.D. (n=12)

EBRESS AT NEHE

0 O 12 24 36 4AS 60 ;2
TR ] (hr)
SmgiE1$EiR 5B DT IMiEhEYIBE S
MR NIZAUC, ConZFED /8T X — 513, BB D
BN, R OTREUAEL - RO LM I L > TRE 2
WHEMED B B o
(AO% > A LgE10mg[EMEC])

A0 ¥ Hh 25E10mg EMEC & €—¥ v 7 §E10mg%x. 7
OAF—N—FEIZX ) ZNZFRIgE(AaF T HAELT
10mg) fERERE A P AT MO8 5- LTI o A
OFTALNREZMNEL, BONTEYHE T X -5
(AUC. Coud) DWW TR 2 1T 5 7245 . WAl O£
FRE SR S 72,

HENTA=F ZENTRX—F

AUC[]JZhr sz\x Tm;\x tl/z
(ug-hr/mL)|(ng/mL)| (hr) (hr)
PR LN
10mgl EMEC | 2652670 [1.04=0.18/39=x15]205%81
ToEY | 05134643 [106=020] 3308 | 204=80
10mg
(Mean +S.D.n=14)
(pug/mL)
1.2
1.0
5-% 08 iiﬂ*&ﬁl\vﬁlomg[EMECJ
é 0.6 <0 BE—E v Z§E10mg
g 7
Z 04 Mean+S.D. (n=14)
i
Boozy 0 T
0

0 12 24 36 48 60 72
IRF I (hr)

10mgiE 18R 5B DY ME TR R EHE
MAE PR NE NIZAUC, ConED /8T X — 513, BERE O
AR, R OTRPRIEL - KR SO RS L > THRE: S
WHEVED S 5 o

17. BRERRIE

171 BIMERCRLMH(CBET 555k

17.1.1 EREE ML B EAER
BB ) v~ F BB AT RICIATF S A LD T ]10mg
(IH1E#HES) XigvaF s A h 72 V20mg (1 H1EH
5) % 6HEMAES Lz EERILERBORRE, Aaxv
A TV 10meg DA ERRSGERE Tld. AR (RS
#PLF)1331.3%(26/836)) TH . AT ¥ L DOEHGZ
SIS L ORICH B Z RO Lo 72"
EIVEHFSEME X, 2 ax Y A2 h TN 0mett 58T
125%(13/104%0) TH Y. EREIEHIZRE - 895 - 9%
952.9% (3/104%61) . B EAPLEE1.9% (2/10451) . Hi51.9%
(2/10480) TH o 720 FERMAAL T H Z B O I IL7.7%
(8/104490) C, F R ERRMA AL B LIREH2.9%(3/104
BI) ., PRICHE OBENN2.9% (3/104%51) THh - 720 [8.1 ZH]

17.1.2 EAEE I FE LB 5Bk

WS E - T BN P 2% - SHIB EERE R E 2 iAo &
SALATENI0mg(LHIAEEES) XigAf > X270 h
7 v25mg (1 H 3% 5.) # 48R B 5 L 72 R E b
EEDFER, A0 F T L5 TN 10mgD iAo 35
TiE. ARE (PSR ) 1377.7% (87/11261) TH
D, A0 F 0 A0 AR EEE OMICEEEY
BN o712,

EIVEHIZEBIBEE X, 2aF T h A 7 V10mgfk 58T
28.1% (27/96%1) TH v . E 2 EIMEH T E A PIES. 3%
(8/96%1). BIE5.2% (5/9661) . MEHi2.1%(2/9661). %
2.1%(2/9661) T - 72. TR BRMRAMEE LI, 8
ERBEN1.1% (1/95%1) . BUN® 1 51.1%(1/95%1) Td -
720 [8.1 ]

18. ZEhEEIE

18.1 fEAHF
ARFTH NIyt F I F—E(COX) Diftt % Wi
LT (n vitro). #IERFTICBII L TR TS5V 0D
HEAEEHEL(F Y b, Y &), 4% - BB ERERT
LEZH5NBY,

18.2 L RIEIER
ATFTHNEIAFY VRPEFE (T Yy MIigBwT, 1~
KA %y v ZIZRSEOMBIEEHZ R LY 7Y an
YMNEEIE(SY MIZBWTIE, A Y FAFY Y, EaF
YHLAROYY a7 ;7S M)y AL, BRI R
TEHZERLEY A58 =V BWFE (5 v M), MEREEC
IBHFEER (Y M), IFF=VRER(S Y MIZBW»
TOPRIETEH %2 78 L7259

18.3 $EE1EH
20 F T h NI EPEFEO RAEMEIEN (5 v b @ Randall-
Selittoi:). 7Y a3y ISR (F v ). FEfEwrithing
(R 2)IZBVWT, A VA YU RO TR H A LIE
ZRFREE DS 2R L 72,

18.4 L& (CX T B1ER
AT XN A0 BEBEREEER (7 v ) LUOV/NG AR
fEH (S v MIiZ, YOIV HLAROA VY RAZI LD}
Fih o 7200, F 72, HERIC K A HRIBEE(S v M)
LT, MAEHETYOXF Y AIEZICHE/EHARL
725, AaF T h LIWEEH ZRE Lo 72,

185 7 AF X4 F—E (COX)-1 RV COX-2IZxfd B
=iEM
AOF T AT, BEEBRLTHEZHWZEZRIZBW
Ty COX-1& 1) HCOX-212xf L Tl B EEEZ R L7257
(8.1 ZM]

In vitroiRERIZ B 1T 5 COX-1. COX-21Z%9 5 FHEG

EEE Ll
0.0825 0.33

1Cx(COX-2/COX-1)

19. ER 2 ICEEY BRI R

— %R 1 A aF % 4 (Meloxicam)

1b:44 : 4-hydroxy-2-methyl-N- (5-methyl-2-thiazolyl) -
2H-1,2-benzothiazine-3-carboxamide-1,1-dioxide

413 0 CulHN:O.S,

7 fi : 35140

PR AaF T HARRELOHEKTH S,
KEEN,N-TAF VRNV AT I FIZRRBEITRT
Ay TEPFAZHEITIZLL, 27 7=z ¥
J =V (995) ITHR O THEIFIZL L, KRIZIFEA Y
W,

LM -
0. _O
§st/c:Hs
H
Q%\C/N\(N/
Il
OH O sl

CHs



20. RV EDEE

T IO —WEREE R BT TRET S 2 L

22. A

(A A% H LgE5mg[EMEC])
100%¢[10%¢ (PTP) x10]

(A 0O% > H Lgg10mg[EMEC])
100%¢[10%E (PTP) % 10]
1405 [108% (PTP) x 14]
5008 [10%E (PTP) x 50]
5008E (/N F)

23. FEXW

1)Busch U, et al. : Eur J Clin Pharmacol. 1995 : 48 :

269-272

2) LR - AR R SRR (X 0% v A 5Ebmg

[EMEC))

AL - AR [ SRR (2 1 % 2 A5E10mg

[EMEC)

4) KRBT ¢ SERE L R, 1997 5 31(3) : 1115-1166
S5)REHFENT A ¢ FepE L BRER. 1997 5 31(3) : 1201-1283
6)Ogino K, et al. : Pharmacology. 1997 ; 55(1) : 44-53

7)Engelhardt G, et al. : Biochem Pharmacol. 1996 : 51 :

21-28

8)Engelhardt G, et al. : Biochem Pharmacol. 1996 : 51 :

29-38

9)Engelhardt G, et al. : Inflamm Res. 1995 : 44 : 423-433
10) Engelhardt G, et al. : Inflamm Res. 1995 : 44 : 548-555

1) 43 Al - IS HEEL 1997 : 53 : 351-366

12) AL S5 AP ORE (F— ¥ v 7 §E © 20004£7H 3

HKZ, WA k. 14)

24, XEEERERUVBEWVWEDESL:
HEIHA S BEHEIR—- by —
T930-8583 & Ik 1T H6721
TEL (0120)517-215
FAX (076)442-8948

26. RERTTEESE
26.1 BUEERFET
4+~ KRXER
Daito EILRELH/\ B 326&
26.2 FFT

TIVAY R stas

Nichiko = LT H &1 T H6&E 21
26.3 BR5EIT

¢ oe

= \
NicHHko 2 HI it

I %az
i &R

1TEBE?2]

63LN



