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Meloxicam Tablets

2. BZ (ROBEICEBELLRZWNI &)

21 WLHEEOH LG [TUAy 7T v Y v AR R
XD EHRER MR T L. WAL A B S5 B
FNHH 5] [91.2 B

2.2 FELMEORENH L HEE 913 BH]

23 WELITEEREDSH 2 B% 931 B

2.4 TELBEEREDSH 2 BE 921 B

25 TR LEREREDH 2 H% (014 B

2.6 TEAGIEROES (915 28]

2.7 RHIOW S ) F VB (7 A L45%) ok R
T4 R B AN L CRIUE O ERE O H b B
28 TAYY UEH GEAT 04 FHEMEBUEAISEC X 2 E,
RUEDFHR) LI ZOEEREOH 2 BE [EEN BRIE% 5

%Y 2BENNH 2] (916 ]
2.9 IHREIFRE L C WA TR O & 2 401 [95 S

3. HER - MR
3.1 #EBk
B 4 AUF T LEE 20X LEE
¢ 5mg [ HEET ] 10mg [HEET ]
1EHh 1§Erh
BRI AT F T L ATFTH A
5mg 10mg

FLE AR Y . dh BV \FURERFI W . e Y

RN

U—A, 7L VEEF MY
T LIKF . 71 ATV
AU—AF M)A, R
ERY, 277 VB~
TR A

OU—A, 7T VHF MY
T LIKF, 7 a A A
AO—AF M) T A, &
Fao¥y Favitn
O—2Z, A77) Vg~
VA VATEN

3.2 HE DMK

— FCEDL I FCEL Y
s 5mg [HEET] 10mg [HEET]
A Fbr EIRA Y DFEgE
o3 R
s
AV | Eif <:> é%%
AT = —
HAE (mm) 6.0 70
FE (mm) 2.8 30
E& (mg) 85 120
Ko — K " 268 n767
wiEa—-F @763 @767

4, FHEEXIIZHR
TRABLCICERDER - $5E

B v~ ¥, ERUREEE. BEE. RRHARX.

REfREF

6. AiERURAE
WEL AR AT F T AL LT10mg% 1H 1A &
55 %
BB AR, AEIRIC LD MR 24N 1H R HEIX15mge
T o

7. RERUVRAEICEEY 28

710 EMIZBWTIH15mg % i 2 % E TOZEIIFHZ L TV
W (R D720 o

7.2 MOWREIEH] & OO IG5 Z LT L,

7.3 SnETIE, A (1bmegl H1E) 2 5HG 2T 5% &
WEICEST LI L, [98 2]

8. EELEARKIEE

8.1 AFHZin vitroRERIZBWT, Yrvut*L 4y F—+¥ (COX) -
NI LTE D HCOX2% L DR BAET L 2 AR I N T W
L5, ARANZRG & LR TIECOX2128 LT & 1 #IR
EOMRAIEA T 1 A N RHEUEA & it L T REloZeMh
I DEWZ EIIMEEE N T W2V, BT, MLERERED ) 2
77775 —=0mnEE GYLEESGOEEREODH 5 BES) ~
OFEGIZBE L CEEIERORRICEE L., o422 17) =
Lo [17.13, 1718, 185 &MR]

8.2 HRIANC X DIHIRILFEIIREClE % L AHERETH D 2
LICHET AL, T/, SEWEEDINOEBELELERTH I L,

8.3 EMI#G-¥ 254121, B D LB G U CRMA, ik
MeAs, FTHEREIR S e OB IR A SR 21T ) 2 &

8.4 BIYEZ NHMAL T A BENDDH L DT, BlIgEE T45124T\V,
BEIG 552k,
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PEICER SRV ) HEET s 2 &
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9.1.1 HEMBEEOREENSH 3 BE
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912 FEXFOA KMEERBEREFORPIZSICLZHLEEEDH
BBET. XEORYPHBREHPVBETHY ., »2IVTOX M=)
L& BBEFITHDhTVREE
RH % BT A A2, HoE s gL, EEICKS T
HZl, IVTUAN=VIFIEAT O FHEHEREHFIC LD 4
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11.1 EXEEEA
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11.1.2 HR (0.1%KiH)
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13. BEHRE
13.1 &g
TLAFT I UHARIOWELED S & OWEHH BV,

14, BWRAEDEE

141 FEHIZFEFOER
PTPEEOIFIPTPY — b ASIY L TIRHAS % £ 5 48E 3
52 E, PTPY — DRI LY o WA E0 AT EE R~ A
L. BHI2EElekes L CHtmi REOEE LR AIHEL % 5
ZENDH A,

15. ZOMDEE

15.1 ERBRIERICED < 154

1511 JEAF O A FH L8 H & BRI RS ST w B s
BT, —BH ARG STz k OWED D b

15.1.2 fIEA 7 04 P EEUEH T, 75 N H o R4
WEA RIS EL 2 EPRE SN TVD,

16. EY

16.1 MHIRE

16.1.1 BEKRSE
FEEERCALZ A T3 2 7 25, 100 20mgi®) % 7R )VH & L CRER G- Lz e &0 %
FIL PR LA TR 2 A S, IO Y — 2 TR IR L. SIS
PRk S 7=, B S RIS L5 2 5 i~ O FfESR (enteroenteric circulation) 12
LB EEZ5N5, Cmax i CAUCIE IR HLBI L 722,

16.1.2 EYFHIEEEHER

(1) xO%> 7% Lfesmg [HET]
A0F T AfEbmg [HIETL] ROE—E» 78Ebmgh ., 7 OAF—N—2L ) ZFh
ZRLEE (AT F YA L E L Comg) RIS FICH AR 12 50 L C il 2
U X2 LREERPGE L, 155 N3 E)E T 2 —% (AUC, Cmax) 122WT90%
FEHEIX B L TREHIBAT % 17 - 7245 8. log (0.8) ~log (1.25) O#iFHNTH Y. MWi#H
DEYFRFSEED L S N7z,

oy
Re
P35

KB ST A%

HEINT A= BHINTG A=
AUCo~72 Chnax Tmax tiz
(ng - hr/mL) | (ng/mL) (hr) (hr)
A AfEdmg [HET]| 11614 2081 540 =48 389+0.33 175+40
E—V¥ v 7 §ibmg 11439 = 2568 498 +95 478211 176 +4.7

(15#5-, Mean+SD,, n=9)

(ng/mL)
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1 500 —e— AOX A LfEsmg [AET]
i --a-- E—Ev 78E5mg
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X 400
[m| 1§E#%5, Mean*S.D., n=9
¥ 300
b
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L 200
B
S 100
[OF T T T T T ]
0 12 24 36 48 60 72
i (hr)
MR EHERS

MAEH IR ONCAUC, Cmax%0/85 A — &1k, BB ORI, AR ORI L - B
D RERGMN L > TR BWREMNA D 5 o
2 *A%>HLgE10mg [AETL]

AT F YA AEEIOmg [HET] RUFE—Ey Z7§10mgh, 7O A+ —nN—iEl2k )&
nENLFE (AaF 27 4L L Tlomg) REHERA T T2 HFRE 4 50 L C I
AT NREANIE L. O NIEYERE ST A — % (AUC. Cmax) 220V T
909615 HEIX B 12 CHRERHIRIT A 4T - 7245 . log (0.8) ~log (1.25) OFPHNTH Y |
A DLW [ S AR S 7Y o

KB ST A =%

HE ST A=Y BHENT A=Y
AUCo-72 Crnax Trmax tiz
(ng - hr/mL) | (ng/mL) (hr) (hr)
A% 7 A§E10mg [HEET] | 22894+3493 | 1044161 3906 175+31
E—E v 7 §E10mg 22114£4149 949+ 195 4521 185+38

(1§85, Mean=S.D., n=20)

(ng/mL)
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5% o $E it FEHERS
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16.2 DR
BEREBLAICMC- A 1 3 2 ) 230mgi®) & fEIIHR S L 72 & & OWIERIZ#100%TdH % & i
EINY FHEAT—5),
HHEOEEIZ OV T, BRI A T F 27 A10mek Z2IEF K VERICHES Lk

EX2E 37 ST A—F R L7z, ZOMR, Cmaxld BEKGRE TR o 7245,
AUCIZEIZZO SN, AuF T 2A0OWIUSHT 2 BHOEBILEVE DL E R
b7z,
AT XY 7 L10mg R G- OEWEE/ ST A — 5 (ZEJEE R ki) 9
) BRE Cmax tmax tiz AUCo72
INTG A= (ug/mL) (h) (h) (ug-h/mL)
2GRS 0.741+0.101 8*8 287+56 26650
kIS 0.851%0.139 5%1 237%+53 269+5.1

CF¥fli=SD., n=12)

16.3 %
UC- AT F ) Almg/kgk RIS L7zt L& oMb M, Frls, S, B,
R CTEIBECTH Y, BUCIHZEA LA Ladorz (T ) O BERAIZUC A
T ¥ £30mg® HREOFG L7z &, in vivoCOIMLIE&H & OFE A3 1399% L ET
Hold WHEAT—%). b MIHEEN & Din vitroTOREARIZOU ETHY . £
EWEERAITVTIVTHLEEZLNLD 9,

16.4 K3
FERERIZUC- A 1 F 2 7 230mg®) & RO L7z & &, MR TIRIZ L A LDSRE
LETH D KHZIEEAEBO SN D720 BHEIAT—4)o RHIIERZEE
RO NP ERAHWIEE- e Fa s A F UK 5SS VRF ARR T 7 Y VB
FRALIBHZ X o TH L 24 4 ABMLEWETH o 72V GHEAT—4). AuF g

L OB ETUCHFIED T 7 10— AP-4500CYP2CIAY, F 72, #5i91ZCYP3A47A B
G h 2 ARSI,
16.5 Hhittt

FLITHICBAT L2 (59 8) 10, IR AZUC- A T % 2 7 A30mg) %4 5 L 72
L& R R OB OKED D B, B 5 H168IEM £ TIZIRHPIIF43%. 180
FCIHAPITRATHEI S N7 BHEAT =),

1) AFIOKGR SN - HEE, AuF sl LTLHIEI0mg & %E 15T
H%o

17. EREREIE

171 BRHURORLMHICEIT 55

17.1.1 ERETHIS I HE35R
BHEME ) v T EEEMRIIATR A LA TN EF— T U GEE) 12X,
5mg. 10mg. 15mgl 020mg# 1 H1Ml4~218 M5 L 7z R RO R, A ax 7
L TN 10mg DA EE T, AE (REEGED L) 13444% (4/961)
ToHo7z210,
RITERI SR, A 0¥ 27 49 7LV 10megt 58 T10.7% (3/2861) THy . Ao F
3N LG TRNVARGEY OFREWERIZIINT5% (3/4081) . Kb Z 9 #5.0% (2/40
Bl). ALT E550% (2/4061) THh -7z,

17.1.2 EREEAE 1 HR5%
BEERET )~ FREEN R A TR A LD TN E EEREER LB XY
5mg. 10mgM O'15mg#4 438 M F 721365 L 7= e - FEARET BRI OV i SIS 1
MR ABROM R, A TF 27 L% T2V 10mgD R AU Tk, AR (hSE
AL k) 13296% (40/13561) Td - 7212,
EWERISSHMERE I, A 0% A0 72V 10medk 5-8T129% (22/17161) TH Y. &
BEWERILRIS - 5895 - 29% (5/17181), HEAPUELLY% (3/17161), Z 9 &
2@ H18% (3/17161) . i#MEL8% (3/1716)) Td o720 FEHMANEEE LB O FTIH
f£138.2% (14/17161) T, F 7 FRRMRAEAL SR H A B EBUND EA-2.9% (5/17161) . FR
#IM12.3% (4/17161) TH -7z,

17.1.3 ERE DHERHER
BB v FEEENRICATE S A LS T EN10mg (TH1E#HS) LdEo*
A LA TEN20mg (TH1EHRS) %6HM#ES L " EERILERBROM R, 2 o¥x
SN L TN 10megD R AR UGEE T, AR (PEEGELLE) 1331.3% (26/
83B1) T, ATFH AOWELEEIIAIRIE L OMICAH B RO ho 721,
RIVEFIZEBUBIEE . A 039 A% 72 10meglk 58 T125% (13/10461) THH. I
ZEIERNEZIS - 3895 - %) FE952.9% (3/104B1) . HHAPLKLI% (2/10461) . H i
19% (2/1046) THh o7z EERRMAMEE LB O FEBUEEEX7.7% (8/10461) T, F 2
R S AT R A F12.9% (3/10481) , JRIGHEDOINN2.9% (3/104B1) TH o7z
[81 2]

17.1.4 ERREZEHR
JBYEBIET ) < FEE R RIS AT F A A S T 10mgk i1 H 17358
%5 L2 B SRR, A0 F T AN T V]I0mgD IR SRR FERLE TIE, H
whE (hERpreEELl b)) 12405% (32/7961) Tdh o 7214,
FITER BB (X, A 0% 27 40 TR VEGHD T175% (20/11481) TH Y, F74
FIVER X H B - B44% (5/114B1) . %89535% (4/11461), BHAPIK18% (2/114
B) Tholo BKBREHEEELBOREBEEIL123% (14/1146)) T, FoEEKMRE
i SR ZBIIBUND L5435% (4/1144) . AST? 1535% (4/11461), ALTD 15
35% (4/114%) THh -7z,

17.1.5 ERRTHIE I H:5R
BT EE RS 2 RICATF A LD TN E L —T P2 L ), 5mg. 10mg
K O'15mg# 1 H 1A RS L 72 FiRRER O R, A 0¥ 25 4% 72 ) 10mgD iR
ERUGEE T, AR (hEELEELLL) 13762% (16/218]) Th o721,
BIVEHIZEEMEIE 1d, AT F 20 4 7L 10mefe 58 TL13.0% (3/2361) THY. A1
X2 h AT NEGBED O 2 IVERNE E HAPUES.3% (3/5761) . B35% (2/57
). 59535% (2/5761) Td o7z FHBARMAME T AL, AST - ALT EH35%
(2/5761) . LDH F-518% (1/5761) TH -7z,

17.1.6 EREEE I EER
EHRMBEEEERZEEZNRIIAOF I HAN TN E TEERBERIEEICLY .
5mg. 10mgK O'15mg# 1H A4 G L 72 BR AR O R, 2uFx o h o 7w
10mgD i AR EETIE, AR (PSFRESE L L) 1375.0% (42/56f1) T# -
f:l(ilo
FIMEIZEBURIE X, AT A% 7RV 10meft 58T7.6% (5/6661) THhH. A0
F TN LN T NG O E2EIENILE BAPUE40% (8/20261) . BHE15% (3/
20261) . K25 - 5IEL0% (2/20260) . IME EH1.0% (2/20261) Td o720 7% HE
AR ZETIE, BUNO EF20% (4/20260) . FRINEREOHA1.0% (2/20260) TH->
720

17.1.7 ERE DEEEHE
WM EEEE 2 RIC AT A% T2 V]10mg (1H1EEYS) LiEPso
7 = F 7 §25mg (1H 3145 & 4AES L2z “EERILEABROME, 2ax )
L9 T V10mgDEAC M TIlE, AR (R EYEED L) 1269.7% (62/8961)
Th ). ATF T AOWIELREE IR TSI LEMICERLTL 27,
BIVERIZSBUHE X, A0 F T h 4% 7R 10mgft 58 T180% (16/8961) TH Y. F
ZENERNE E A - SR - AN IURE.6% (5/8961), B - LREER45% (4/89
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AR - JH B P2 - SRR R E AN RICAOF O AH TN EF— T ik
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R EEZHNHD 2,

18.2 HARELER
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AU F DA AL, BERERN O A V72 EERICB VT, COX-1& b $COX-212hF L
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carboxamide-1,1-dioxide
33X ClaHisN304S2
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CHs
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