20244F 3 AEGET GBLUBO

AT OA RIEBR - SEH)

AOF N LR

AO0F D NLESMY o=co)
A0O0F 2 NLEIOMY 5=to;

Meloxicam Tablets 5mg rkunixirol
Meloxicam Tablets 10mg rkunitiro]
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$Edmg $E10mg
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2. B2 (ROEBEHIC(FBRELARNWZ L)

2.1 kBB BE [(TuRY T 500 AR HEER
IZE D, BRI EAENME T L, MbEEE2ELIE B
TN HH] [9.1. 221]

2 BERMKRORE NG 5HEE 9. 1. 35H1]

.3 HERFHEREDD DHBE [9.3. 1]

L4 EERBHEEREDD DEE [9.2. 18]

.5 HELRIMEEREDH DHEE (9. 1. 45H1]

.6 HEASMEREOESE [9.1. 52]

LT AFIORR Sy, Y FIVEEE (7 AEY %) XMoo IER
T 01 REBEREIHEFNTN U CREUE DR O & 5 B
2.8 7AEY Ui GEXT O REHREBAIZFICLDMHE
BIEDFHEF) 3T OHFEROH EE [EHiEBFEIEEZS
FTHrBENMNHB] [9. 1. 6]

2.9 R XIIIEIRL TWARIEE D & 50t 9. 5& ]

[ASEECIE G G GRS ]

3. HERK - MK

3.1 #BR%

754, AOF T H LEESmE AOF A LFE10mg
- rr=ko "y =to)

B i :

() ABF AL Smg AOF A 10mg

LT BV D LKA, ABEKRIY. hUEDO
Sl SFET . kEREINO—Z, EROFLTOE)LE
s a—Z, VAOARE R, ZF7Y VBT 2T
I, BEIEK A A B

3.2 EHEI DMK
Wi, AT F 2 H LFEd mE AOF 25 LFE10mg
" 7=kno) 7-—kn)
f?']ﬂ% N Iy N % iz
@3 - R RIE D FEE REODERRA D Fig

&

SiA CD> ‘I’

S— —

EE 6. 5mm 8. 0mm
BEx 2. 2mm 2. 8mm
HX 90mg 180mg
RO — R KSK112 KSK113

4. FHEEX(IZHR

TREBLUICEIRDER - 55

REIUOTF. ERMEEE. BREE BRHBAERX. WEBE
33

6. AERUHAE
WH, RAIZAOFIHAEL TI0mgZ 1 IR O#
59 %,
BB, AFn, ERICK OEEHER T 24 THE&ARIX15mgs
T 5,

7. RERUVRAEICEEY 58

7.1 ENICBWTIHI Mg Z A % R TOREMIMLL T
W (BERRERRDI TR

7.2 O REHHA & OOFRILMT 5 T ENEEL W,

7.3 B E T, AR (ESmglHIE) 2 5%52MIETHRE
HEIHRGTH L. [9.85H]

8. BEELEANIE

8.1 AFZin vitroi#BichPWT, ¥ r7o0FF 45y F—+
(COX) -1IZHLTELDHCOX-22 L DR HET 2 T EM M
BINTNBEN, ARANZRGE LU ZEKREE TIZCOX-21T3xt
LTEDBRMEDOEVWIEZ T O REERERF & L T,
BHNDREENLDENZ EFBRIEI N TV, £z, ¥k
EEEREODI AT Ty 75 —DEWEE LIS OB
BOH2EBEFHEE) ~OLRGICHEL CTEEERAORBICHEEL.
‘olaEgEro> 2 &, [17.1.3, 17.1.8, 18. 5&#]

8.2 HABMANC L DB EIIRKBIETIE /AR, MEFRIETH S
ZERHEETDE, T, BYBRELNORIESEET DT
Eo

8.3 B 5T 285EI1C1d. SN DLEICSU TRRE. I
VRIS, FFHSAERE R MEBIMME S 2175 T &,

8. 4 BRYYEZARFEMEAT 2 BZNNDH DD T, BEEZ+HHITTWN,
HEICREGT S &,

8.5 [ROFMAIEEE, IRKFORBRMHRERERNS SbNDZ &N
HBHDT. AFEGHOBEEZICITEBEOEESER 2 >
MOBEICHEI VLS THREETSE &,

9. BENDERZETHEEICHT I EE

9.1 AHHE - BEREDHDEH

9. 1.1 HLtEEBDBRERDOH 2 EE
TORY TS50 ARBEEMICED., BB HAEE T
L. kitEszERSE2BZ00H 5, [11. 1. 1BH)]

9.1.2 IERTOA FEERERAORPREICKZHILLEEED
HhHEET. FXAORBPIEEVLETHY., HDIVITAR
F=IVICKBRENTONTINSEE
AE kGRS T 55512, FokEEEKL. HEICKRS
T5ZE, IVTOAM=IVEIERT O REEHEREmFNC X
DAEUEMEEESEZHEE - RELTWEN, IV 70X
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9.1.3 MENDEERIZDOREEDH I EE (EELMBDEE
BhdEEER)

MK DR 2B IHEFEIEL2BZNNDH 5, [2. 28]
aL;bﬁﬁﬁgohéﬁz(i%a&%%*éo&é%%éﬁ

<

TOAZ T 52D O ERHEERICE D, BilFmEE R LUK,

FRUTLOEENR I, LHEEREZELIE BTN

H5, [2.58H1]

9.1.5 BMEFENEE (BEELASMEEDNDEEZER)
TOAZT 52D O EREEERICE D, BilniiEE R LUK,
FTRUTLAOHENEID, MEE ELFITLIBZNNDH 5.
[2. 62 H]

9.1.6 REXMEDHIEE (TRAEU VHEXIIZFOBREED
HBEEER)

WEFIERZBERT2BTNNDH S, [2.88H]

9.1.7 AR|EREHD KFWERDESE
TEERRIRE N D L TWRIREBICH DEEFETIE. Juxy s
CUCAREEERICED, BMEOMK T, BHGERENER
INBHBENNDH B,
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2.1 BERBHEEREEDHIEE
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. '7;;\303%%%'%52,%&5%%!1?5DET%EE@%?EE%@%DMW}
537z,

- T MEEM R ORI GHBRICB N T, R O K
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1.1 EXAEIER

111 GEEEES (%LAT) (FLEEES> Z&5H %), rm BE
EARE), THHOBEHEMmM (1%LAF). KBX (0. 1% K
[9. 1. 1B:H8]

11.1.2 KR (0. %A

11.1.3 2HBREE HEARH)

W%4ﬁﬁmﬁﬁ(@£m%\mmWﬁ¢<muT>

11.1.5 FEMRKRIZFEMAEAL (Toxic Epidermal Necrolysis :
TEN) (BEAR), EEMHEIREERSE (Stevens-JohnsoniEf&
B) HEAH). k& (FEERH). SRA GHEARH)

1M.1.6 >a3vy BEEARH). 7F745F>— (0. 1%K). 0
ERE (0. 1K)

11,7 B BEAH), SELFEEREE (90

11.1.8 BEFARMEM. SFEEEINH (I NbHEEARP)

1.1.9 27 O—EiEREE (BEERH)

1.2 20O EIER
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fEBR % I 57 KM E, BhiE
WHikas | e O, EINEZ | RS SRR ek, | B 2%
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EH, MEh,
TN A 25 ¢
AR, HIEE.
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B BUE 695, G S | $ il M K g
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BRERE A M. | BEEE, B
5
JH- ik AST. ALT.
LDH. Al-P®
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. BEUVILE
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Bl BUN. 7 L 7 | RE#EHD
F=. REEHE
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INERDI A,
HRER, BFER R,
IS FEER, HER
DM, Elifn
Z DAl TRHE, MUK, |k, s - | PEREE (R
Q[T AR R | LB D% A, | BEETD)
EDOWEM, R | BFE, FIFL -
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N DRy NORE- NI N 3yl
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13. BEERS
13.1 L&
JLAFTIUNEFNONEEED D EOHENH BV,

4. BRLEOERE

14.1 EFRMBOER
PTPALEDFEANIPTPY — h S WO ML TR 2L 5 f5ET
% Z &, PTP>— FORBREKITER D, BN SLATRDY B AT A
b‘%gg?ﬂ%@lLTW@W%%@E%E%%E%%%?
Ry N o

15. ZDDEE

15.1 BERERICED < 15

15.1.1 JEZX T O REHAHEREA 2 BRI GIh Twa ki
BT, —RHBRENED SN EDOHREND D,

15.1.2 fDIEZX T O REFERERAI T, 7= NBHTEZ8 2 0T
NREZRIHEIED ZENHEINTNDS,

16. FEMEHEE
16.1 MARE
16.1.1 BE%E

fEEER AT AOF T A A5, 10, 20mg® Z2Hh TRV FIEL TLEE
R 5 Lz & &, el iREIINTRERICE SN, mHPRED
E—23 gz RL. ZHRIBEANTES N 2%, Bhro/l
WL Z N2 M50 6 I\ DOHEEE (enteroenteric circulation) 2k
5EEZZ25N5, Coa X CAUCIEHEICELHIL 722,
16.1.2 RiE#RE

fREERE N FBFIT A D*&j:l\AlOmg’&ﬁ?’ﬁKlOHF’aﬂJi?’Ei‘Q%ibf:&
ZOEMBRBILSTEDLTNTHO., EWYFHAE)N T A —FI3F)E
BENSEHLLENWEEZI SN,
16. 1. 3 £MFHRFHHER

(AOFThAfEsmg =0l

AOFTHAEME (V-kd) EE—FE v Z#imga, 70X
F—N—FickvEnTn2E(A0F > HLEL TIOmE) R
ABFICH R THEBEREO#S U Tt R CARRE 2 HE L.
GBon-EyEhae)N 5 A—4 (AUC, Cnax) IZDWTIN%EFEIX
BRI THEHRT 217 o 7265 R, Wi Hlog (0. 8) ~log (1. 25) @
HPEANTH D, WEIGHETOEYFENRSESHERINEY,

(ug/mL)
14

L2 —e— AnF A LEESmg [/=km) (2 8E)
L L - X--- B—E w8 bmg (2 §E)

! (Mean=5.D.,n=19)
0.8 1

0.6

RS SCSTIEEHS

0.4

0.2

0 10 20 30 40 50 60 70 80
B HHOWEH (hr)
Mg AOF A LARERSE AoF HAfgdimg (V7 ZtbO)
EE—E v 7 EEimg
SmEdE &5 281 HRe DM BRE )N T A — %

HEINT A—F BEINT A—F
AUCq-72nr Crnax Trmax ti2
(ug-hr/mL)| (ng/mL) | (hr) (hr)
AOFHLEE
Smg [/7-k0O) 25.0£5.1 1.1£0.2 |3.9£0.5] 18.9£3. 8
(2%8)
E-Ev U
26. 2t4. 1.1+£0.2 |3.8£0.6| 18. 9%3.
5mg (255) 6 8 0 3.8+0.6| 18.9£3.3

(Mean=S. D., n=19)
(AOF2HhAtEI0mg T2=E0))
AOFALEIIME (VZkO) EE—Ey Z#ElIImgs, 70
ZF—N—ikick D znZTnlE(AO0F > h L EL TI0mE) f@EE
BN B FICH R R O35 U Cifn 3 R 2 bR R 2 0E L.
BoN-HEYEEE/)NS X —4 (AUC, Cmax) 12 DWW TI0%(EHE X [HiE
I THEEHRIT 217 > 7245 F. 1log (0. 8) ~log (1. 25) DHIPHINT &
0. WHIOAEYERESEDSHER S Y,



(ug/mL)
1.4
L2r . e ABFUHLALE L0mg [/=kn) (167
a1 j S-exe--- B—EwJEE 10mg (1 §E)
i 3 (Mean=S.D.,n=20)
i oy

0 I I I I
0 10 20 30 40 50 60 70 80

Bt DIF (hr)

Mg AOF A LREEHE ADF I AfElimg (7 k0]
EE—E Y 7 EE10mg
10mgdE & 1 e 5RO EY R/ XA — 4

AUCo-79nr Crnax Tmax tie
(g -hr/mL) |(ng/mL)| (hr) (hr)
AOF TN A
+ +0. ¢ + 3+
lomg 7=k0) (18) 25.6£4.3 1.1+0.23.7£0.7| 18.3£2.7
T
+ + + +
10me (185) 26.2+4.3 1.1£0.2(4.0£0.0| 19.1£3. 1
(Mean+S. D., n=20)
16. 2 BRUR

TR AICHUC- X O F 2 1 A30mg™? 2RO 5 Lz & & QIR
13K100% Th B EfFE N GHEAT—4),
BEOFEIIOVWTIR, @R A A OF 2 A10mg & ZE 5 R &
DEBRBICHRG LI-EEDEYBRE/NT A—F 2L, FO
B CmaxiZ BEEREERTEN > 220, AUCIZERRD 5NT. A
OF > HALADBHICHTE2EEOEEIDLRLNBDEEZ SN
70,

AT F A A 10mgH AR 3% 5% O EMBEE/)N T A —F
(Mg R Ot l) ©

RSO g | | 9 |G
ZEfERF % 26.6£5.0 | 0.741£0. 101 |8.0+8. 0| 28. 7£5. 6
BRES 26.9+5. 1 0.851+£0.139 |5.0£1.0] 23.7%£5.3

(CE#EE£S.D., n=12)

16.3 9%

UC-AOF > himg/kgaROE L GG, HLE OMICI
W, BFNE. BB, . BCRIRTCTENRETH O, BICIIFEAESD
filigmoie (Fv b)) Do @ERATHC- A O F 25 A30me™H
EROKSLZEE, in vivoTOIMEEH EDORKERIZIO% UL
Thoz? MEAT—%)., b MIHERAEDin vitroTORES
RIF%BLLETHOY, ERESEARTINIICTHIEEZLN
7=,

16. 4 {3
fREERR AIZMC- A O F 2 A A30mg®) 2RO E L& x, miEd
TIREEAENRENMAKTHD., R#MIFEALERD NG
Mo =Y HEAT—%). RPICIIARELEKIIED 51T, L
REPNIS - ROF I AFIVE, 5 -HIVRFAMCRVF T P>
BROBCRMAIC L > TECRAFH LABILEYWETH - 2P Ut
EATF—%). AOFTHLORBICIEECFIEOF S 27 O0—LP-
450D CYP2CIAS, F/=. ER/HIICCYPIAANBEG T % Z & HvRIB
N0,

16.5 #Ett
Atz iT Lz (v b)) 1D, @ERAICHC-ATOF T h 4
30mg™ #REOFE Lz &, REMARKRTREHOREDS B,
%168 = TICRHICHIA3%., 180K £ Tz AT HKI47%
Petx Nz GHEAT—%),
H) AFNOERREINZHE - HEIZ. A0FHALAELUTIHLE
10mgBH%REORE TH 5.

17. BRERRLIE

17.1 BHERVRLMECET S8R

17.1.1 EIWNEIHASE | 4855
BB IR FREZNRICIAOQF AL T VIV EA—T >
B GEE) Ik, Smg. 10mg. 15mgk 20mg% 1 H 1[E4~21
RS LR ABROMEE. AO0F A h 7L 10mgD &k
i\ﬁ&aﬁz%%ﬂi‘ % (hEEREM L) 1344, 4% @/96) T
Ho 2119,
BIEARBERIZ. AOFSHLHN T I0me 5B TI0. 7% 3/

261 THO. AOFTHANTRIIFRGED OFREEMEO
NZT. 5% (3/404) . FZJEZ 55, 0% (2/40%), ALT EF5. 0% (2
/40%) THo 7=,

17.1. 2 ERNEREASE || 185K5%
BYREES Y IR FRERNRICATF I HLAN T IV E EER
BRI ERIC L D, Smg. 10mgk A 15meg4 1 H1E6GEE S L7z
A& - HiEmai sk CH SR HBORE. A0Fih
LA TEINN0MgD KR EE TR, AR (hEEYEL
F) 1329. 6% (40/135f) TH o791,
BIEMFREEEIZ. AOF T HAN 7RI 10mgik 58 T12. 9%
22/17140) ThH O, EREIERIZES - 5 - #52.9% (5/171
Bil) . BHEAPRL 8% G/1TIH]) . Z DK - DAL, 8% (3/171
Bl). FREL 8% (B3/1T141) THol-. MKMREMAEHLEHORH
BRREVX16. 4% (28/17141) T. FIRERRREM R ZLHIZBUND k
F2.3% A/1T1F), RiMm2. 3% (/1716 TH o7z,

17.1. 3 EMNE LB ER
BIEEESY v~ FREESRICATF AL T2V 10mg (101
E#E) X3 oFohah 7il20mg (1A 1EERS) 26380
BE5LUE_HEREGIBROMBER, E—Ev 27 h 7 10mgD &
MERLEE TR, AR (PHEEKEME) 1331.3% (26/83
ay Tﬁ))w\ AHIORFE L 2 TN E ORICHEEE 2RO R
no 219,
BIEMABEEIZ, AQF T HAN T I 10mgik 58 TI2. 5%
(13/10481) TH O, FRREHERIILRS - 55 - 2B 9% G
/10441, HEBARMEL. 9% (2/10441) . B, 9% (2/1044) T
Hotz. WWRMEMAEW LB OFREMEEZT. 7% 8/104F) T,
TRE R R AR ENL 9% (3/10441) . Ry o8
2.9% (3/104f) TH-o7z. [8. 1]

17.1. 4 ERRIRSHER
B U FEREFEENRICAOF LN TEIV10mgZE Fuls
WIHERETSEM#E S U S G5HBOME,. A0F2ha
N TN 0mgD R ERSEETIE. BHFE (PHEEWRED )
1340. 5% (32/79%1) TH-7=19,
BITERFBBEEIL, AQF2h LN TRIVRGED TIT. 5% (20/
11461 TH O, FRRAVEMIBEER - Bhd. 4% G/11460). 5B
3.5% (4/114f), HEARHEL 8% (2/1146) THo /=, ERKME
ERFEEBORBREIZ12. 3% (14/1144) T, /2RSS R
HAEFNIBUND 573, 5% (4/1144), ASTD 73, 5% (4/1144),
ALTO EF3.5% (4/11461) TH> 7=,

17.1.5 EMAETHASE || 185L5R
ERBESEREEZHRICAOTF I HLN T EF—T %
I2& D, Smg. 10mgkk1omgz | H 1 E4ER G L =R RO
FEH, XOF AN TEINI0meD B ERUCERE Tld. A%
(P EYEL ) 1376.2% (16/21%1) TH o717,
BITERFEBEEIL. AOF2HAh TV 10mgfk G5 R TIS. 0% 3
/2361 THUO. AOFTHLNTRIVEGHD OLagfEfZ
B RS, 3% (3/5TH) . BHES. 5% (2/5761). 353, 5% (2/57
Bl) Thotz. ERERMRAEMERER LI, AST - ALT E5H3. 5%
(2/5741). LDH.LER1.8% (1/576) TH - 7.

17.1.6 ERREASE | 18R
BB EESEREEMBICATF S ALN T &2 —EERE
e #REIC & 0. Smg. 10mg Kk N 5megZ 1 H1EGERRS L 7=
KRB OFRE, AOFTHLNTEINI0mgDmKERikEE T
3. ARE (hEEREL L) 1375, 0% (42/5661) TH-o7z9,
BITERAEBBEEL. AOF2h A0 TV 10mgfk 51T 6% (5/
66%1) THO. AOFIHLNTRIVEGHD X8RS
HORRRA. 0% (8/20248), HUE1. 5% (3/2024), K& - FIB1. 0%
(2/20248) . MELEFL 0% (2/2026]) THorz. EIRERKBEE
HEAEEENE. BUNO EF2. 0% (4/20260) . RMmERE DR 0% (2
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17. 1.7 EIRE 48 LB ER
BB EE B E 2 W RICAOF AL T 10mg (1HI1E
®E) gy rno7 o 78205mg (1H3E#%E) Z4EMES L
o HEEREEGABROMEE. A0F T H AN TEILI0megDHk4e
e EE TIX, AR (FEELEL ) 1369, 7% (62/89%1) T
0. AFIOBIE L EEI I L UBMLITEN TN,
BUERFEHEMEIL. ADFSHAN TR 10mefk 5 #TI18. 0%
(16/89%1) TH V. EEIWERITE A - BAUK - LREIARR
5. 6% (5/89%61), H - EREECREA. 5% (4/89%1). Bl - IELK, - e
V3. 4% (3/89%)) THolz. EREKMREMAERLHIZ. A
EREL DA, 2% (2/896) THo 7=

17.1. 8 EMNE I HBLLEELER
NESwE - B BAETE P2 - SR BE R RE 2 M RICAOF AL
BT 10mg (IH1EES) 31 > RAY 20 7RIV 25img
(1H3EE) #GEMEE L= " HERKRBROREE, A0F
SHLNTEINIImMg DK SKEE TIX, AR (FEEKE
PAE) W377.7% Q®T/1126) Tdh 0. AF O LZ 2T RS &
OEIICHBZEZRORMNO 120,
BIEMABEEIZ, AQF T HAN 7RI 10mgik 58 T28. 1%
27/96f) TH O, FRRIEMTE TS 3% 8/9661). B



W60, 2% (5/96%1). MENE2. 1% (2/9661)). OfA%2.1% (2/96%1) T

Hol, Itﬁﬂﬁﬁi*ﬁ*fﬁﬁ:ﬁ%?ﬁi G ek oM. 1% (1/95
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e B PR A D i 5 %D*/ﬁbﬁft)HOmg@rﬁ%& ek
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7=20

FIERFEIRHIE L, AOF h A0 TRV GED T4, 0% (8/

STH) THO. LR OBEERNT% (6/841) ThHoiz. K

WAl B SR 8% (1/576). U™ AD E51.8% (1/57

%), BUND ESF1.8% (1/5761) TdH-> 7=,

) RFEARI0mgst Gmg. 15mgXid20mg) &

18. EXHEIE

18.1 1L
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5‘22 24 N
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