4C08V1

20244 3 AEKET (8 1) OrEEmR S
871149
Bk - EIRGE FERATFOA RHHENX - 8555
BEAR © 34 A0OF Y HLEE|
N
SIS XD#:J?J.L\&.ESmng Pll
FIES
AOF B L10megrNPI
Meloxicam Tablets 5mg « 10mg “NPI”
Smg 10mg
AERES | 22000AMX01347000 | 22000AMX01348000
BRFTREA 20084 7 A 20084 7 A

2. 22 (ROBHEICFESLRBVNTE)

2.1 HItEEBOH HEE [TuRy TI 0V AREE
fERICE D BASERGEEESE T L. HItEBEZE
ftsgsBZFnNAH 5] [9.1.2 2]

22 HERIMKROREN HHEE [9.1.3 BE]

23 BEELITHEREDH 5 EE [90.3.1 2]

24 BELESHERBREDDH HEE [0.2.1 BE]

2.5 EELIMERER2DH HEE [0.1.4 BR]

2.6 BEELENEEOEE [0.1.5 2]

2.7 KE|ORKS. B FILBEE (7 A V&) fho
JER T 1A R AEREAN T U CEENE O BEHERE D
HoHrEE

2.8 7TAYY VIRE (JEATUA REHEAERAIZEICELS
WEFREOFR) YIZ0BEROH 2 EBE [EER
BEXEZFHITHBINIPH 5] [9.1.6 ]

2.9 R IIIEIR L C W ARTEEE D H 540t [9.5 BHE]

3. #HR% - K
3.1 #8588
- A0 ¥ H LEESME AW FTH LEE10mgE
ke [NPIJ [NPIJ
?l?gi?)} A0 F 7 AL5.0mg A0 F ¥ H2L10.0mg
JIVEEFT MU TLKEY. JuARE Ry, K&
WAL |eva—2A0 AF7 Y VY TR L FUREKH
Y., e raFySuitilo—2
3.2 SFIDMIR
Bz 4 AW F A LEESME A0 F T LEEIO0mE
il [NPIL] [NPIJ
LERN WEBEDORIE WEEOERRAD OFREE
= AT
LY
NE | B CED
I [ [
[ERES 6.0mm 8.0mm
Ex 2.4mm 2.8mm
=B 90mg 180mg
HAla— R NPI 107 NPI 108

4. SHRENIFFNR
TERBRLVICAERDIHEX - 558
MEY O F. ERMEEE. BiEE. RREEBERX. &’
B BEREE

6. iENURE
WE. AR ATF AL ELTI0mg%E 1 HIEREIC
BO®ET 5. 26, En. ERICKDEEERET 225,
IHEEAEIZ15mgE T 5,

7. BIERUBEICEET %32

7.0 ERICBWTIHISmg% 82 5B TOREMIIRETL L
Ty (HERZEESDZ V),

7.2 OB REEH & OPHITET 2 2 EAEE L,

73 BEETIE. V8 (1E5mglHA1E) »56%5 %K

BREEEBEIIRET S L, [9.8 ]

8. EEREANER

8.1 AA|Zin vitroREIlcBW T, Y7 utF 5+ —+F
(COX) -1LIcHLTEYHCOX-2Z2 L VBLHET %
CEDHERSINTWAEN, BEAZXRE U BRERER
TIECOX21c LT X D EIREOEWIER T O A N
HABERA LB L T AFOR2ESLDEV &1F
MEES LT W20, FFIC, BILEREREDYRT T 7
77 —DEm0VEE (BIEEBBEOBRFEREDOH 2 EESE)
ANOBEICELUTREEROREICEE L., +OLE%E
21752 &, [17.1.3, 17.1.8, 18.5 ]

8.2 HAREFBANIC X A2 IRBIIFERBEETII AL MPEBET
HHIEIHETHI &, iz, EYEEDAOBEED
EEBITH L,

8.3 R 59 25 &0k, EHRN D2 DREICS U CRBKERE.
MBEHRE. FEERE N MEBOIRESE 21T 2 &,
8.4 BYERZ AL T 2B Z NN DHLHDOT, BEETTIC

T, BEICHRST S L,

8.5 ROFHIEE., RIFOBHHBERERTHSDNS T
ENHBHDT, REHBRSHOEEICIEHEDETELSER
% PE D B OBREICEE SR VWL Y+ EET B &,

9. HENERZFITHEEICEHT I ER

9.1 BHIE - BIIEEEDH D EE

9.1.1 BB DEIEEDH 5 EE
TaRy 75y U ERBERRICE D BRERH
HEMETRL. HILEBBE2HERESE2B8ETNIH 5.
[11.1.1 ]

9.1.2 3R 0O04 REERIERERIORIRSICL D HEEIEE
BDHBEET. FHORBRSHUHETHY., HD
SYPORM=ICEZDEENMTONTVNDES
KH 2 R 5T AR, ToRBEZHEEL, E
HILRETAHZE, IVFPURAMN—VIZIEATTA R
PEVERERANC K 04 U7z bEEE 2 206 - R &
LTWaD, IVTORF—IUICKBIBEICETTE
AIEEEEELH S, (2.1 2]

9.1.3 MARDEERIIZDEEEDH S EFEE (ERLIMRD
BENHIEEERL)
MEOEEZBINIIHERSE2BENPH 5. [2.2
ZH]

9.1.4 DMEEEEZDH I EBE (BEEBRIKETEDHDEE
ZfR<)

TaRy 75y UERBEERICED. BlREEE
TERUK, S M) LADOIEPRID ., DIEERE%
EhsEsrBZNISH B, [2.5 2]



9.1.5 EMEENEE (BEELRSMEENDEEZRL)
TaRy 75V UEREEFERICLD ., BIRER
TRUOK, MU TLOENRRID, MEr EFS
BEBIENDDH 5, (2.6 BHE]

9.1.6 IEZMEDHHEE (FAEVU VIREN(FZDEEFE
FEDH2EEZRL)

RERELZFHIT I2BENTH 5. (2.8 BHE]

9.1.7 (FRBRZH S KFMEERDEE
BBAREDSEHD L TWAREICH 2EETIZ. T
A& TT 0TV EBBEERICED.. BMREOET.
BHRERESERSNSIBENSH 5.

9.1.8 HIMEEDNH 3 EE
MM RERE SR B2 LN H 5 7-0, HIER %
MET A BZENATFH 5,

9.1.9 NEMBEE (70— VimbdWVWIEEBEERIER) D
g5
FERPENTEBENDH 5,

9.2 BikeEEEERE

9.2.1 EELBKEEEEDGEE
BELEWIE, TURY T T VY UERBEERIC
L0, BMREERTROK. 7RI T LOIFFEIREE
D, BHEREZBEILSEE2BINS DS, [2.4 5
H&]

9.2.2 BIEEEENFZDEEEDH S BE (BEERBHEEE
BEDNHDEEZRL)

TURAY TS5V UEBBEEERICED, BMRER
TROK, F MU T LOEESRID ., BHEERES
BEANIIHERSEE2BENDSH 5.

9.3 fFiksEE=EEE

9.3.1 EELITHEEEEDG 2 EE
BELaWwWZ &, FREREEr»BbLSE2B821W05H
%, [2.3 ]

9.3.2 [THEEEEN FZ DEIEED H S EE (BEETITHAEE
BEEDHSEEERL)

FrkeEEE 2 BN IERSE 28T 10D 5,

9.5 iT®
R IIERE L T WA RRER O A EIC I3RS Lz
Tk, BMER (S PRBTHF) IZBWLWT, MTo
ZENBEDENTVS, [2.9 B]

« T v - OFIRET R IR SEEEICB W T, BiE
¥, BRELRUCEERRES B L. ERROETE
EFRBETROENNASH SN,

« Iy NOBERAEESHERICB LW TTIRAROEER
FOFEERKMOBEINA A SN,

c VY X OBRERSIAHSHBICB VL TERBIETED
=) 1P NoF gl

« I NEEREOCEARKRSHBRICB W T, IR
DIEE R IR OBLE., JEEREEUERIDE
TOFRTEREOEINS A NIz,

9.6 ZA.IR
WELOBHRERUOBARBOERELZERE L. ZAOD
i idhib 2wt s &, BMEERE (S b)) TH
HHRABITTAZEAPEDONTWVS,

9.7 INR
NEFE R E U7 RRHABRIEERE L TWh o,
9.8 B

BREZ 570 (BILERE. FICEBHEMICERT 5
ZL), BEPRDOONIEEICE. BEEHRILEL,
TRMEZITH L. —RICEBEICBLWTIIEBHMm,
BB, ZLELVEEBLERZ-E0. EbOTENIC
TRH2PEFEOHILEREOMESN TS, Ih
LDBRIFBBEOEORETHLHRE L, EELHELER
EOBEOEEIIPIPDOLOLTHBEITLUHENELD S,
[7.3 2]

10. #HE{ER

10.2 HEER (HAICEFRIBI L)

HRIZE g R - HEEB T - fEREREF
ACEIHESE, 7| XA EBEN LD | TRy TT 0V AR
YIFT UYL BEERE EEERICKD. BILR
I ZEEEGA | OH 5 BETCIEEENVETRTAOEEL

BEELA5ERLIT 6N,

ATEEED B B o
BIRMEo b= |HMER 2 HERT 2 FROL O b= FRD
CHEHERVAAME|BENSD B, A FHPRERNL MM/ SEE
EAl MEERZET B0 &

EZHN5,

Uy TS EIEEBES L OB WAL TORY TS
DVUEABEER BHIMo) 27 2 S|V ERBEEREET
(BEEaLF a|DAUHEEND S, B7HOEEZIOND,
1 R, fhoIER
TuA REER
SEFRAL. YU T
LEEE (7 AY
YU EED))
gt ERA| H MG A A R 9 5 | 26 FANI g EEH

e EUIRIBENDNHE DTV EETHHEEION

EH R ETFS N W B, £/, CYP2COIC

(FEH MF|EEE MEEEIC|KS2RBITBNT, KA

VITFUBIAREERITORIETLT Y EDEY

I — b)) E. NS EROMMEEERAPEZS2BEN

IV VR BEE+DBET S (0D B,

BRIMA] Pt

(77 7Y

)

~OINY) v
/M Al H I 1] 205 3 58 9 A | B/ A I/ M BEEE
(Fruveyy) | BENALD 5, WHERZET 270 &

EZ216N5.
M vERAl NS EHN MARTE R
RA2ET5-0EEZS
N5,
IVAFIIY | RROERAPEE T 2L AFT I OEY
%o EERICED. AEIDOHE
KPEEHEEZION
5o
BOMBER ™A | ARF O ER P ERT (BRI IcBEsSNT
BHBEINDH 5, Wz WA, TYXRV T T
I ROKRAIOMRE % IHE
L7- (in vitroik) &
DWEDH 5,
FoIv ARAFN O AR T | FIET7ICBIEE N T
BBENNDH 5, VWA, FZI UMK
BloR#zZIUESE L
(in vitroitBr) & o
BH 5
VF L M) F LBENS TORYTT I VAR
RT3, IR BEEEAICELD, VFY
T O A RN AERE L0 SEET 57
AT, VF7LFF(HEZEZOLNTWVS,
2L EDHEN
HHDT. KEDEK
BB, HEDEHE
K O RIS, I
) L EE A
ETAHAREHET S
P
AMNMLUFET =AM LVFES - D TORYTT VI VERK
k Mm% EEz Bs ¢ EEERAICKD. XM b
[11.14 28] |2BZNDH5DOT.|LFH— bDORMEDW
MEBEZ+951T> | 2T 57025
&, nTtwns,
FIPR A FRAIZERB OB TO2y 750V &8
FIZBWTIE, FEABEEERAICED . BN
TuA REHEEEREETNEOK FhUY
I CAtBEELR LOIFESES-DE
CITBENNHALDOEBILNTVAS,
T. BHEC+SH
BL. RKEloHH%
BthdT 52 &,




SIUARY Y |V ITAAR) VOB
HEFIEZATFOA R
HEHERERAIICED
s hsaBEND
HBDT. BHEEIC

TaRY TS5V VAR
PHEMERIC & D B E
WD H-0EEZS
nTnwb,

+oEETAIE,

11. 8HEA
ROBIWERANH 6bNB ENHBDOT,. BEL2HHIT
W, BEEPEOONESICERESER2RIET S 8@
WMEZ{TH T &,

11.1 EXIEIEA

11.1.1 BEEEE (1% TF) (FAEH#HESTENHS). I
m (EEARE). FTOEOBBEM (1% ). X5
R (0.1%F5) [9.1.1 8]

11.1.2 IRE (0.1%KH)

11.1.3 2EBEZ (SEER)

1114 \|MBREE GEEARHE). M/RES (1%LLF)
[10.2 Z:H8]

MIASHERREIEFERMMBEIE (Toxic Epidermal
Necrolysis: TEN) (B8ERHH). KELRIRERES
(Stevens-JohnsonfiE®E¥) (BHEAHH). KE (BEE
), ZRAIBE (BEERER)

1116 Yavd BHEEAH)., P7FIT45FY— (0.1%K
i) MEEE (0.1%K)

11.1.7 FFR GEEARE), EELRITHEEEES (1%LLF)

11.1.8 BETRMEAM. SEEEEITH (W I HEEERH)

11.1.9 XRT7O—PEREE GEEARE)

11.2 ZDfttDEIVER

5%LLk 0.1 ~ 5%

MmE _EF

EN2E. DRI,

A%, BiER.

MR, D - IER

BHMAR. BEE.

HILAR. B

. N, EEMm.

BLLUO

. REREE

0.19%K i
EE., g
HEL T i TR
{2

A

TEERER

H& %

B

HILER

8 o e

MERE. R’
R R

B2 b M R A
A
IR, R
R o I 7T I
Hig

FEEL. KR
e oo

Ei N R oR =N

fERE e, RE

EH AR fEE. B

AST. ALT. LDH.
Al-PO EHZH DR
MEERE, vor
V)= rOER,
BEYILE VED
-
BUN. 7L 7F=
V. REBED LR
BEH. TILT73
COETR. REH.
FR¥E
HmmXo®Em., &
mEk, HmEk. ~
EJuby, ANY
MUy ME. YU
VISERO A 1F
RER, FERER. 4
WA, BERoE
. &I

JiF M

MK

E SRS R - 1EETIE W - bR T S5%LLE| 0.1 ~5%KTm 0.1%AKi | SHEEAHA
Wee FE 2 fDIER T T A N\ METREREES 57 FE. BRI KM RS - PEREES (R
(BRBEMMEBEWHERERA T, BEQAY T2V Y DERK DARR. RICEO|FLE O & | HzEs)
#, ACEHEEoMRzEB S EWHES L0, BE Z DAt BN, RO, M\, WAL -
F. MENLRE S EPRE SN T FEOMERTEMHZIH BHEORD, AVIETH . F
3, FIRAISE) |[V»o, SEDEEALONTY T LD R B TR
2o

13. BERS
13.1 @&
IVAFTIVDARFOHEEzED D EDORENH DY,

14. BRLOZFE

14.1 EFIZHEFOER
PTPAZEDOHAIPTPY — b2 BV H L TRAET % &
HIEET BT L, PTPY— FOBEKICK D, BOLH AL
DNEERBEARTA L, BICIZEIEERI L THBRAS
DEELREMELHFETHIENH B,

15. ZOfthDER

15.1 ERRERAICED 1B

15.1.1 kA7 01 FEHAERAZ RAMKEGE SN T0w L%
HIZBWT, —RNENEPRD 5N EDREDV D S,

15.1.2 oI EZX 70 FEEAERAIT. TEREZSRED
B REEFSE L I EPMES LTV,

16. EYIEPHEE

16.1 MEE

16.1.1 BEZS
EEAIC AT A 45, 10, 20mg® % H T LAl &
UCEEREG Lo & &, memlH R EIN7RRERICE
5h. MAEEOY—7IZTEMEEZRL. ChIZBEN
ARt E Nz By o BRSNS ED 5 BAOHEE
¥ (enteroenteric circulation) IZ&sEZx 6N 5,
CmaxM UAUCIEHEICHAI L 722,

16.1.2 &EY2HREIF AR
AOF VA LESMg NP
AaF A LEESmg [NPI] &€—bE v 78E5mgz. 7
ORAF—N—EIILDZNZTNIE (AaFTHLELT
5mg) EERERABFICEREREEERS L CmiEhRE Lk
BEZHEL. Bon-EYFHEIST XA —-% (AUC,
Cmax) IZ2WT90%FEEXEEIC THRETETZ1T o 72
FER. log (0.80) ~log (1.25) O#EHEHANTH . WA
DOEMZNEEEPER SN,

HEINT A =4 BEINT A=
AUCo-72 Cmax tmax t12
(ng -h/mL) | (ng/mL) (h) (h)
AW F 7 LEESmg 16441.11 627.78 3.2 20.6
[NPI]J +4028.09 +80.89 +0.9 +5.1
.. o 15217.10 596.60 3.5 19.6
ToEVIEIME | 370801 | £13072 | £10 | +45
(*FH9fE£S.D., n=10)
(ng'mL)
800
. (F491E£5.D., n=10)
600 —@— XU L%ESmg [NPIJ
--O-- £E—tv 7§E5mg
0.0 12,0 24.0 36.0 480 60.0 720y

B [

(AOF YA LE10mg [NPI])

A0 FTHLEEIO0mg [NPI] &E—E v 78E10mg%.
JURAF=N—FEILDENENIE (AaFHLEL
T10mg) EEEASFICEERERE L CIiEHRE(L
FREZRAEL. BonzEMERE/NT X -5 (AUC,
Cmax) IZ2WT0%FEHXEIEIC TREHET 21T - 72
R, log (0.80) ~log (1.25) O#HFENTH V. WA
DAY RS PHER S iz,



HEINT A —% BEI)INTA—4

AUCo-72 Cmax tmax t1/2

(ng - h/mL) | (ng/mL) (h) (h)

AOFTHLEEIOmg | 3104370 | 120078 | 34 | 23.1

[NPLJ +627555 | +19841 | +08 | +7.3

N 3261369 | 122386 | 37 | 222

TV IRI0ME | Lag7450 | +25179 | +09 | +47
(*PHE£S.D., n=10)

(ng/mL)
1500

1250
(F#5fE+S.D., n=10)

—e— AU 7 4410mg [NPI)

--O-- £—t v 7§E10mg

1000

1
# 750
h

& 500

250

0 O—
0.0

36.0 48.0 60.0

(S|
MEEFFEEN ICAUC, CmaxZE D/ 8T X —% 1%, ik
HEOBRR, FRORMEL - REZEORBREMFITL-T
B2 REENH 2,
16.2 IRIR
[BERERLAIC19C- A T 3 ¥ 1 £30mg®) 2 EOHBE LzEE0
MR IZAIL00% Th 5 LHEE S NY HEAT—%),
BEOFZEIIOVTIE, BREEAICATF TN 410mg%2ZE
IER R OBRBICEE Lz L EORYEIEIST X — ¥ % g
L7zo ZORER. CmaxldBBEERETED» > 245, AUC
WCZEIROONT . ATFTHLOMUCHT 2RBEFOE
B3IV WbDEEZ SN,
A0 F T L10mgREREORGHEOEYFHEI/NT X —5
(ZEER RO BERRS)

24.0

12.0

720 (1)

EyE ) Cmax tmax t1/2 AUCo-72
NG RA—=% (ug/mL) (h) (h) (g - h/mL)
ZEERR S | 0.741+0.101 8.0£8.0 | 28.7£5.6 | 26.6+5.0
BRiRS 0.851+0.139 | 5.0£1.0 | 23.7+5.3 | 26.9%5.1
(FHE+S.D., n=12)
16.3 57

UC-Xa ¥ v L1mg/kgZEHRE Lz5e, HILE DM
Mg, . B, B BRI CTERETH . M
BEAEGH L7z (v ) O BEERAICUC-21
F A L30mg® RFEOH/EG L-EE, in vVivOTOIMIBEE
HEDREERIZOOWL ETH o720 HEAT—%), &b
MEEH & Din VitroTOBERIZONUETH Y. G
BHEITLTIVTHAHEEZLNZD Y,
16.4 {35
fREREN AICIC- A T F 2 A 430mg®) #RO#KS L& &,
MEEFTIHIEEAEPRENGETHD ., RFEDIITEAL
Boongro7zt (REAT—%). RAEICIEREIEIX
AHOENT, ERBEWIES - FOF s X FIUE 5-H)
RFVEROF 7Y UROBCBAZICE >TELC LI F
YLBRILEMETH > 729 BNEAT—%)o XuF A4
ORBITIEEICHEOF + 70— LP-4500CYP2CI%5,
F7z. BAICCYP3AANBEE T 2 2 LR E Nz,
16.5 ittt
BAFICRIT L (T b) 19, BEEAICHC-20F
H14530mgH) RREOF/E LizE &, RE(MERORBIO
WEDS B, H54% 1688 M E TITRHICKI43%. 180K
FTCICHEPITHAT B RS N2 (AEAT—%),
F) FAIOARBSNI-FHE - AL, AaFihiablLTl
H1E10mgREEOHRETH 5,

17. BRRRHE

17.1 BMERUREHECEET B 5HER

17.1.1 ENRTEASE I 4EEER
BEREEY Vv FEEENRIIAOFIALA TV E
F—72 % (WiEE) 1LV, Smg. 10mg. 15mgk
20mgz1H1E4~ 21 EE#H S U7 BREBEORKR, 2o
FIHLATENI0MgDREEHRABETIL. BIR
(h&E bl b)) 1344.4% (4/961) TH o710 12,
BWEAFIEARIZ, 20X hLHh T2 L10mgk58 T
10.7% (3/28f1) THD. AaFTHhLhTENLEE
B OFEL2BWERIEORNK7.5% (3/4061). FEiEZ 5%
5.0% (2/40f1). ALT E55.0% (2/4061) Ta -7z,

17.1.2 ER#HASE T 1858
BHEE ) YT FREEERRIIATF AL ATV E
“EEMBHEEEEICLD. Smg. 10mgKk U 15mg%E 1
H1E6EM®RE L-FE - AEms Bk ORE RIS
METRBOMER. A 0F T H LN L 10mgDRE LMK
WEETE., AR (MWEEREL L) 329.6%
(40/1354) TdH - 713 -10),
BIfEFARREEE L. A0FTHhLah T L]10mgkE5#T
12.9% (22/17161) TH . FLEIERIZEE - #E -
#E2.9% (5/17141). BEARELE% (3/17141). =
DEERE - P AH1.8% (3/17141). FiE1.8% (3/1714l)
THolco ERHAREEREZEHIIBUND EF2.3%
(4/17140), JR¥EM2.3% (4/17161) TH o7z,
EIREE MAELLEEHER
B Vv FBEENRIIATF AL AT
10mg (1H1E#ESE) LE¥ O+ 5407+ L20mg
(1H1E#E) %6EMRSE L —EE R EGEB DGR,
AUF A LA TEILI0mgDRKEMWEEZE TIL. AR
R (PEEWRED L) 1331.3% (26/83f1) THD. 1
FUNLOBFEREEIHBELOMICAREZRD %
e AREN
BIfFFFBSEE L. A0F>hLh T ]10mgi 58T
12.5% (13/104%1) <H 0. F2BIERIZRE - 2 -
ZIFE2.9% (3/104%41). BEAREEL% (2/10441).
BREL1.9% (2/1041) TH-7z. BERBEMEEELZEHO
FEBBEREILT7.7% (8/10461) T, ELBAREEREE
BIREH2.9% (3/10441). RILEDOHEM2.9%
(3/10441) TH -7z, [8.1 ZHE]
ERRIAESHER
B Vv FBEENRIIATF AL AT
10mg#HuIC 1 B 1 BIEE73ERE S L 7 BE 555k
DFER. ATFTHLHTEN10mgDRKBRNEET
& BRI (REEWEL L) 1340.5% (32/7961) T
%") 7":18) ,19)0
BIVEFRBEHEE L. 20X H LA T EERD T
17.5% (20/114%1) TdH . FLEIERIZEER - B
4.4% (5/114%1). 3553.5% (4/11441). BRI
1.8% (2/114fl) TH -7z, EEREHERFEEZSHOHKH
BEREIF12.3% (14/11461) <, EBEREEERELH
IFBUN® EHF3.5% (4/114%1). ASTD EFH3.5%
(4/11441). ALTD ERF3.5% (4/11461) TH -7z,
17.1.5 EINRTEASE 1 4E5H5%
ERMERBESEEEEZRRICATF I ALA TV E
F—=7EIC LD, 5mg. 10mgKk O 15mg# 1 H 1[E45E
M5 L7z BRERBOBR, AuF s han7Eil10mg
DOEMEBWBETIE., BHE (FEEHEL L) &
76.2% (16/214) TdH > 7229 2D,
BIfEARBBEE L. AuF L h e 10mg 58T
13.0% (3/236l) THO. xuFxhrhTILEE
B OXuEIER I B EARES.3% (3/5761) . B
3.5% (2/57f1). 35£3.5% (2/5761) Th -7z, L2k
EHEEERZHIE. AST - ALT EF3.5% (2/5741).
LDHEH1.8% (1/57f1) TH -7z
17.1.6 EIR#HASE 048558
B BEEERE 2 NRICATF O LA TEILE D
EEMBMEEEICELD, Smg. 10mgk U 15mgx1H1
[Ol4BEEHE LI ERRBEOMBR, XaFhih Tl
1OmgDBMKEMEABEE TIE. AR (PEFEEUELL)
1375.0% (42/56f) Tdh > 7222 23,
BIfEARBMBEE L. AuF T h L h P e 10mg 58T
7.6% (5/66f) THD. AaFT LN TEIVIEERT
OFELEIERILBHATEL0% (8/20261). BFE1.5%
(37202f1) . &% - #¥E1.0% (2/20241), ME EHF
1.0% (2/2026) THo7zo ELERBREBER LI,
BUN® EF2.0% (4/20261) . RILEREDOEA1.0%
(2/20261) T -7z
17.1.7 BREE MAELLEREHER
LA EREATERE 2 MHRICATF T HLH TN 10mg
(1B1E#S) XEYrn7x+7525mg (1E3EE
5) z4BH#RE L —EERHEHBOMBRE, 2u¥
H LA TEN10mgDEAMEMUEE TIE, BRE (HF
EELIE) 1269.7% (62/894) THOD. AuFTHhL
DOBFER 2RI LEMICER WLz,
BIfEFRIRLEE L. A0FTHhah T L]10mgkE5#T
18.0% (16/89%1) TdH V. FuEWERIZBEHAMR - £
B - RREERORIS.6% (5/89f1). B - EIEERE4.5%
(4/896) . D - IBK - F9%173.4% (3/89f) TH -7z,

17.1.3

17.1.4



17.1.8 ENEE MALLEEER
FERE - EEAEIEE % - ERMERBEEZTRICA D
FTHALATENI0mME (1HIEHRE) XA~ A5
Y ATEN25mg (1H3E#HE) 24BM#EE L _EF
BHEGRBOMR, A0+ H LN TN 10mgDRKEE
fRyEETIE., AHR (PEEWREN L) B77.7%
(87/112f1) TH V. ATF T H ADOEIERLE TG
HEOBICEREEZRD L2725,
BIfFRFIAEE L. XaF>HLh P ]10mghk 58T
28.1% (27/96f) TdH . EuEIEA I E HRAHRE
8.3% (8/96%1). BHES5.2% (5/96%1). E&E2.1%
(2/9681) . OfA%2.1% (2/96f1) TH -7z, EEEK
MEBEELEHIE. FBEROBEML1% (1/9561). BUN
OLERLL% (1/956) Th-7z. [8.1 ]

17.1.9 BA—RRERREER
FESRE - BRI E % - EREMERBEEEZTFRICA T
FIHLATRNEF =T HEICED, 10mghk U 15mg
Z1H1ERE U — BB RHBOBR., AaFshsh
TN 10mgDEMEERBZEETIE, AU (PEFEUE
DIE) 1376.9% (40/52() TdH - 7220,
BIfEFRFEREE X, A0F P H LA TR EHD T
14.0% (8/5761) TH . HILEBROBIERN75%
(6/861) Th oz, BRMEMEREEZHIIIREL.8%
(1/5761). V7 241.8% (1/5761). BUN1.8% (1/57

Bl) 1RO 5N,

F) AZARIOmgAt (5Smg. 15mgXid20mg) =&r

18. ERhEIR

18.1 {EREERF
XOAFTHLE Y7L F A F—Y (COX) DIFHEZM
HIL T (in vitro). REBFRICBI A0S TS5V
DESEZEEZEL (T b, v R), HE - EEEAEZT
FEEZ LN 29,

18.2 JIRAEIER
AOFTALFIAA) VREFE (S b)) IKBLT, A
YRXF T EFIFRSORMMBEMEHAEZR LI, 7V
Ny FEEK (Sy F) IZBWTR. A Y RAy Y, ¥
OFALRGY a7+ 7F )7Lzl BiEE
NfERAZRLEO 3D, Hhor = BHFE (T b)),
WMIREICKAWHERR (Sv M), AFF VRS (S
M) ICBWTHIRAEERZ R L7227 30 32,

18.3 fEE{ER
A0 F TN LT EEEEO REEERE (5 v b Randall-
Selitto®). 7VaNY VESHRE (Tv ). BB
writhing (¥ 2) IZBWT. A Y RAZ YU RO F
T H L EIIERREOERIEAZR L7230 32,

18.4 E{LE(CX T D1EA
AuFTALOBREREER (7 b)) RONGEER
BIEA (v ) IZ. PAFYHLAROA Y RAF YUK
DHFGH 5 7227300 .32)  F - HEEIC K S BHEEE
(v b)) IRLT. MEAETCEOF Y HLITERICHE
BEIERZRUD, ATF AL

18,5 ¥ 70FF V45 F—F¥ (COX) -TRV'COX-2[cxis BpEE
JEME
AOF AL BREBREOMEZFAWCERIIBVLT,

COX-1& 0D & COX-210 L CBWVEEEEZ R L7227 28,

[8.1 2]
in vitroiB&IC 513 2COX-1. COX-21T07 2 FHEE ML 20
BERSER2T HiAmSEER28)
ICs0 (COX-2/COX-1) 0.0825 0.33

19. B ICEAT 2B E2HFR

—REIEIN - A F T H L (Meloxicam)

{b2#4 © 4-hydroxy-2-methyl-N- (5-methyl-2-thiazolyl)
-2H-1, 2-benzothiazine-3-carboxamide-1,
1-dioxide
C14H13N304S2
351.40
WHEDHRTH 5,

FEIBETFTRT L, X¥ =Ly J—)L (95)
WIS TIHETIZ KL KITIFEAETB T 0,

AFRK
HTE :
B

BAEHZ RS2 o7233) 39,

(bR
O« O
>s7 N _CHs
H
= c /N\(/N
| J
OH O S

CHs

A= 242C (R

22. @&
(XOFYHLgE5mg [NPI)
100%E [10%E (PTP) x10]
(AOFYALE10mg [NPI])
1008 [108E (PTP) x10]
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26. WBRTEES

26.1 BHERFET
BARRIEZGASH
RRBTREREAN2TH2-3

26.2 BR5ST
J17 M) AHEKA S
IR /PISTH 1825
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