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Loxoprofen Sodium Tablets 60mg “NPI”

21 B{tHEBOH2EBE [Tuxy 7T 0 DV ESE
#lick D, BoMRENEL LI tHEEE,»E(LT S
ZENHB.] [9.1.2 BH]

22 BEELMBOREE DD 5 EE
L. Bt 5BZFNHH 5]

2.3 EELATEEREDH 5 BE [0.3.1 BR]

2.4 EELREHEREDDH HEE [0.2.1 BH]

2.5 BEELIMEBER 2D D 5 EE [9.1.4 28]

2.6 KAENDRRFIT LIBBUEDBHERD H 5 BE

27 7AEY VIEE (JEATOA REMRERAIZEICE S
BEFREOFR) XIZ0BEROH28E [7AY
) UIMERERRRTHIENHS.] [9.1.5 ]

2.8 iHiR“ O« [9.5.1 2]

I/ MR RERR S 2 2 C
9.1.3 2]

3. #HRE - K
3.1 #8Rk
HRFE4 T ¥ 7a7 x »Najt60mg [NPI]
BHES |(HR) afvy a7z =) b7 LK%e8.lmg
(18E9) (7K & L 60mg)
EEELO—2, ZZ@sk. AT7Y VYT
A (v L. BEBREL FoFr ol ilo— 2R,
FUREKAIH
3.2 BEIDOMR
HR7E4 0%y 707 x »NagE60mg [NPI]
PEIR BALEDOERRA D DFESE
* = B
sz JATO @ ——
U4/
BEE 9.lmm
Ex 3.5mm
EZh ey 275.0mg
Al — R NPI 114B

4. FEER IR
O FEREBLVICEROES - 87

REIY OV F. ERMEREE. BEE. RRERERN.

FEBIEIRSE. R
O Filitg. SMERL VTR DERE - JHR
O TECHRBDMERE - $E57E
SEESER (SMREIRZH S LRERZZD)

6. HiENURE

KU EESUES RERUHE

TERELE CICRERDIE % -
BT
BT Y v~ T BRI
AE. BERERE. JH B AR E
7%, FEUEREE. B
FATR. SMERIL I TR
DS - THR

WE. FAlcaxY oy v
MUY L (FEARHELT) 1H
60mg. 1H3EZEOH®RET %,
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B Efm. ERIC K D EEHER
T2, £z, BEBOKREITET
SHELHIENEF L,

ESEES | 22900AMX00004000
BR7cRasE 20174 6 A
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MU DL (MK ELT) LA
60mgxEHHT 2.
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FT&L. IHEAL80mg % RE
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7. BERUREICRET 3R
7.1 OHREREA & OHRILET 2 Z EAEE L1,

8. EERENIER

8.1 HAERANC L 2 IBBIIRRBETIE 2 < HEBETH
HIEICHETHI &,

8.2 BENDKIETNE. B, WEBHIESHobNHZ &N
HBHDOT. FICEREZ S BdE ITHEERERZ &0
LTWABEIIBVLTIE, BEHROBEDREICHE
BIHIE,

8.3 N ERE. HIMEREAD. BIEEN., BAENREEIL.
M/IMEAD DS 5o B EAHBDT. MEHEEEIT
S EBEA+7IUTO T &L [11.1.2 BHE]

8.4 SMERIH LARIZHEAT 25EIC1E. ROFEYE
B9 BT &,
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]

9.1.4 DEEEREDH 2 EFE (EERLKETZDHZEE
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BOTURY 7T 0D EGEIENIC LD FE, BR
FEREOEMPEZ D DEOLEENEINT 5720

TEREBLSE DB ENNH B, [2.5 5]
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9.1.8 BRPEZESHLTVREE
AEIZIS U CEY 2 EA 2 A L. BEZ+73I1T
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9.2 BREERESRE

9.2.1 ERLERKEREDHZEE
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9.2.2 BREEREN I ZDEEEDSH 2 FE (ERLTEHKEE
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9.3.2 FFEERENEZ DEIEEDH 2 EE (ERFATHEE
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9.5 1EiF
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11.1 EXBEIEA
Yavd BEARR). P7FI745FY— GHEARH)

11.1.1

vavy, TFrI74IF - (MEET. ERE.
THIZME, MRS PhHobns Wb 5,
11.1.2 SEFENERGE (BEEREH). BmERGEL GEEARWH). 8
MmEEMm SEERHE). BEFTREE (BEERHE).
M/IVIRIREA (58 ANEH)

(8.3 2]

MA3PSHRRITFERMAEE (Toxic Epidermal
Necrolysis : TEN) ((EEAH). REMRIRAEIREY
(Stevens-JohnsonfE(ReE) (BHETH). SRHIK
(BEEARH). SMEAREREERBEE GIERH)

M.1.4 2HBRE GHEARH). RT70—CEREE GEER
Bl). FAEEMER (BHEAH)
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HBHDOT, BIIFEBEIT ST &,

11.1.5 S>MEDFE (BEEARH)

11.1.6 FAEEMEAHR (SEREARHH)

FEE, WM, PPIREEE, FOEXAREE . IFEEIESSE
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EOGRERN B 5 DONIFHICEES ICHEZHIEL.
FIBREARLE VROBREEOBY) L MEEITS Z &

11.1.7 BEESR GREAH). BEBWm GEEAH)
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HobNAHIENHAHDT, TNHLOERNVEH SN
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11.1.9 I\i5 - KIGDIRRE - BIZE (BEEREA)
NG - KIBOBZEICEW., RE - BAEPH O DNS
ERHBHOT, B - B, BE. EREmESEOER
DWROONIZBEICIES IS 2HIE L., B
BETHYZ &,

11.1.10 BHERFR (BEEREH). FFHEEEREE (BAERH). BB
(BEEREA)
FFigaERRE (#EE. ASTER. ALTER. v-GTPLE
HE), BNERFRDTSH 5 HONBEDDH 5,

11.1.11 IRERIE GEERH)

HEREZEDSERFEESH S5DONDT ENH 5,

WBEMRERER FEARH)

EEMEREE K (. R, BEO - IBM. EIEE,

EHREBEE) PhHobnNBIENH B, HICSLERIR

A SHEBROBREICHRIALS T L,

11.1.13 EiERIERE (BAEAHE)
AR, B, CKESR, MAFEPRFIA oL
v ERSEFBH SNIEEICIE, HE5EHEL, #ED
HRABERITO L, T/o. MERBEIC X 28R
EEOHKIEICTEET S &,

11.2 ZDtDEIER

11.1.12

0.1 ~ 2%t 0.1%k i SRR
BEGEY | RE. SR FE. HHE
HLE R AN I (NP HALEEE ),
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=
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FEIT
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14. BALDEE

14.1 EEIZZAIEFDER
PTPAZEDEANIPTPY — bSO L TRAT 5 &
ST BT &, PTPY— FOBEAUICE D, BOLHAER
PEBERBEATA L, BICZEA2B T L CHRBIRRES
DEELAMERMHT A ENDH 5,

15. ZOMDEE

15.1 ERAREERICED <1528
AT UL FHEMAEORAE RIS S TV B Rl
BT~ R AFESD & 1L & DA B 5.

16. EYEHE

16.1 MoEE

16.1.1 BEIRSH
BERABEI6FIcaFY a7 = F b7 AFE60mg
FHERO/RS LA, EPPIIRINEh, mAIC
uFy a7y (REK) 0iFH». trans-OHIE
GEHEAEY) ORTHEME L, BEMEREEIcHE
HEMIZEFY 707 2 T30, trans-OHETH
500 THO. FEHHIZVWINLHIERISSTH -7z,

aFy7u7rr )7 LEE60mg % B[R % 514% O Y
BT X—%

il | Cmax | Tmax| ti/2 AUC u&qﬁygrg (ﬁ%ﬁfﬁ
# |(pg/mL)| (hr) | (hr) |(ug-hr/mL) (hr-1) (hr-1)
A1=4.04
a¥xy 16 5.04 045 | 1.22 6.70 11.21 +0.93
a7z +0.27 |+£0.03]£0.07| =*0.26 +1.82 | 12=0.59
+0.04
A1=0.99
trans- 16 0.85 0.79 | 1.31 2.02 3.56 +0.07
OHfA& +0.02 |£0.02|£0.05| =£0.05 +0.21 | 12=0.54
+0.02
mean=SE

16.1.2 RIGZSHS
RERABHESFlIceFY Fa7 2 )7 A80mg#k 1
H3ESHEREROKS Lz & &, WE#S R L miEs
BEICKZRERILGL, SREEEIRED NP 5722,
16.1.3 &E4ZHEFHEHER
o¥y a7 rNagEg60mg [NPI] &uFy =8
60mg#. Z O AA—N—HICkDZRENIE (BFY
T 7z rF M)LK E BRI & LTe0mg) R
A B A B ERR O S U Tl RE(LAEE % 3
EL. BonrzEYErE/t5 x—4~ (AUC, Cmax) I
DNTHEANZFDE LIREHRIT 21T o 1258, ™
Bl O &Y LRSS TR S N,

HEIST A =% BENRTA—Y
AUCo~6 Cmax Tmax t1/2
(pg-hr/mL)| (ug/mL) | (hr) (hr)
oY a7 x NafE 8.96 6.08 0.47 1.312
60mg [NPI] +1.38 +1.23 +0.23 | £0.087
NN 9.25 5.93 0.54 1.302
¥y = 5E60mg +1.38 +1.60 | 037 | £0.155
n=12, mean+SD
(ug/mL)
10.0 -
n=12. mean+SD
m 8.0 [ —e—u*V7u7 x »NafE60mg[NPIJ
EF --O---uF V= vEE60mg
*
% 60F
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40 k| O\
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Co20 P z
0.0 6=
0 1 2 3 4 5 6
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MHAEEL FICAUC, CmaxZn/ S5 A —4 1%,
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VA% A= ]t el
30 1 (% of dose) (=6)

Tz FMITLTORKERUEEOWED LT
71.4% (30/4245]) . thELL E1X97.6% (41/4214)
oEyFaTry THho7. BMERHIK., uFvy a7z F MY ILBET
4.2% (5/11941) I2E8d 6N, FE, FHE, M{E, HF
/ VRSN BT 729,
(REE DR - %)
o (6) B MEEER

e~ TR, ERORE L BEENRE L B SR
(rans-OH i BICBULT, A7 xS ABS00mg/H &R E LT *

VFu7 x> F U A60mgd U< 1E120mg/H A RS
LS, 0%y a7 x>+ kU A60mg/HETO
BHEOEZLL E1X88.2% (75/8541). B EiZ
98.8% (84/85l). UjF‘/fU'J:L‘/ﬂ‘]“)WL\lZOmg/EI
BTOAEOEZLLEIZ91.4% (85/93%1). B
DI_F1395.7% (89/93fl) Tdh-7-. BEIfERHIZ. uxV S

20 r

o 1 2 3 4 5 6 71 8
54 ¥ 18 ()

e - 07 xyF M) LABET3.9% (7/17941) 128D 6N,
<FlE N % of
B e ELLOURSLT% (3/179) Th o710,
SEUTET S S07:059 10204 (BEELTER (RERETREESRE EREXES
trans-OH{& 2.21+0.47 16.0£0.6 B) DR - 8%

(7) EAS MAEEER
SHLEKERABEEEZNRE L-ZEERABICB LT,
47787 xr600mg/HAEXEREL Lury o7
YF MUY L180mg/HAESHEREG LR, uxv
07 xrF M) ATOREESREEZDOREL LI
76.5% (62/814). BEMEL L1390.1% (73/814l)
(BEERU DI FDHEK - §858) THotze BIFAIE. oFV a7z F )T LET
(1) EAEE MAEEER LUNALFIERD 57z,
B Y FEEENRE L ZEERABRICB L (8) EIEE MABHEER

n=6. mean+SE
) AHIOEAZERAFARIZIS0METH %,

17. BRRAHE
17.1 BHHERURESMICRT Z55R
17.1.1 ZE5RHEEER

T A2 RAZ Y >75mg/HEREEE LcoFy 7o
7x>F b L180mg/HAGEMBS LR, o*
Va7 F NI ATORRKREBEREEOHRED
1323.2% (22/9561). PtkELL E1355.8% (53/9541)
THolo BIERIZ, udvy7FurzrF M) ILBT
15.5% (17/11061) IciB® 6N, TxbDIFEE3.6%
(4/11061). 395 - RIB2.7% (3/11061) TH -7,
(B ERAETEDEN - $878)

(2) EASEMAEHER

EREMAERE2MRE L-ZEERRBICBL T,
Yru7xFrr75mg/HEMBREELTCEFY U7
Y+ MU T A180mg/HEAEMEE LIER, uxv S
U7z F M) TLATOREKERIEBEONZED LI
61.8% (68/110%1). BELEL £1387.3% (96/110
Bl) ThHotzo BUEAIR. BFV 707+ MY T4
BET17.9% (22/12301) @B 6h. ERHDILE - 8
EORHER6.5% (8/123%1). BHE4.1% (5/123%1) T

EEESERBELZNRELLEZEERABICB VLT,
17707 x600mg/HENEEE LTuFY 07 o
> hUTL180mg/HAEIAMIEE LR, uxv
U7z F M) TLTORKEREABEOWREZL LT
61.6% (69/112f1]). ekELL FIEX85.7% (96/112
) TH-ot. BIEAIZ. uxvy a7z M)A
BET6.2% (8/13061) 12D 65N, T DI DEIE
2.3% (3/130f1). MEEREmE. RX1.5% (2/1304l)
ThH-7212,

(9) EASMAEHER

AN ESERBEEZNRE LL_EEHERBICBWL T,
OFY a7y Y vL60mg/Hy bLIZTFY
ZFu7x>F b L120mg/HEBERS L-ER, O
FVFu7xyF kYUY L60mg/ HEET ORI EOH
#LE1375.8% (25/33%1). BREHEL LIZ100%
(33/33f1), OFVFu7x>F hU T A120mg/HEET
DRBEGHRONELL EIX75.9% (22/2001), @M=D

F1389.7% (26/2961) TH-7-. BUERIERD 5N
AW AT

17.1.2 —fREGREER
— i ER AR B8 28 | DB KR O BEE X IR D & BY TH

o720,
(IEBIEDHENX - 1578
(3) B MAEER
EREREEZMRE LEZEERABICBVWT, 177

07z >900mg/H AL LTudy a7z F b B9 27,
U 4180mg/HZE2CEMBE LR, ¥y o7z BHE (%) N S,
D) LT R R R E O B £ 1262.7% £k i R
(52/83M1) . RWELL EI377.1% (64/830]) THo7z. PAETY < F 65/233 (27.9) 132/233 (56.7)
BEIEEIZ. oxV a7 x> F NI LABETL6.5% AT B BT AE 95/154 (61.7) 129/154 (83.8)
(16/9761) IcRB»oEN, ELBDOIFE - BEAHRES.2% TR IE 96/127 (75.6) 112/127 (88.2)
(5/9761). B#3.1% (3/97F) TH -7, T PRI 1 ¢ 7/14 (50.0) 9/14 (64.3)
(EREEEEN - ERBiERERONEN - 55%) AR WA (R 15/24 (62.5) 20/24 (83.3)
(4) BN MERER Fitk - SHE% 4/4 (100.0) 474 (100.0)
EESEEL  EERERREEANRE L EE5E EL 124/177 (70.1) 170/177 (96.0)
HEICBWT, 47707 2 2900mg/HEREEE LT e BB 64/97 (66.0) 93/97 (95.9)

o¥y7u7xrF MY A180mg/HE2EMIES L
WERuFV a7y MY ATOREMETEREKE
HORAE2RIEREOUED EI357.4% (35/6141). %
REL E1385.2% (52/6101). % 7-SEEBERE BE
DEMEEMWEEOZL EIZ61.9% (39/6341). =
ELL E1388.9% (56/6361) TH -7z, BIfEHIE. 0¥
Va7 rF M) LBETL2.6% (18/143f1) 1252
S, ELbDIIERE. FE - ©<A3.5% (5/14361).
B - EEARIE2.8% (4/14361) TH 728,
(Filitg - SUSEROER - B

(5) B MAEEER
FifigB L IMEROEREZHBR L LEEZNRE L
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18.1 {EAKRF
¥y 7u7zyF b)Y LKHIEREORES - &,
BRGERNEER O 55 W AREED £ TIHEE & D RIS .
ZOBBRPICTORY 7T 20D A RIEIER O
TEMEAE Y trans-OHIE (SRSELAL) ICEMSNCTIERT %,
vrurFry—tYERERRE LTSRS T Dy
EEBINHEERIC LD I SNEE - FURE - BEVER
=R U, FIEBERP®RATH 22 29,

18.2 $E&{EA

1821 oy Fuvzr+ b Y LKNIME T v MICKEOKRS

TEHEHRBICBW T, A7 xF AF1000mg/H 2 %HE
HriLcuxvy S ur oy MY L180mg/HE3HE
BE LR, FlikORRBERILEHFICB 20
FVFOT2F YT LATORKEBWEEDWEDL
£1379.1% (53/67f) . ELL £1394.0% (63/67
Bl SEROEFEARHALLLBZEICIBT 0y 70

L7z & &, Randall-Selittoi: (ZFERMEE) ICBWT
EDsof120.13mg/kg T V. # b Fu7 x>, F70F
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18220V a7y F M)LK ZSy MCROKRS
L& &, BSREMRRIEICH VW TIDsEI30.76mg/kg
THO., FTuFxtw %S a7y AR
AY T DI~SEOERFEIERAER L3030,

1823 uxyru7zrr M)LKz vy MIROKRS
L7 & &, BRI ERIEICB WV TEDSofE130.53mg/
kgEBWEEEMRZ R L. 1Y KXy > >, 77O
Txv., FraFtr04~6E0OEBIERER L3,

18.24 uxvru7 x>+ v LK OERIERIIKME
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