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Loxoprofen Sodium Tablets

.22 (ROBEICEFEBRELEBEVTE)

2.1 HtEBEDD 2 EE [Tuxy /I Y AN
L0, BOMBENED VIHILEBEPELT 22 E0H
%, 1 [9.1.2 ]

222 BERIMKOREDH 5 HBEH [I/IMIEREREZ] L,
Bt r2BTnrH5b. 1 [9.1.3 =HE]

2.3 BELFHEREDH 58BE [0.3.1 2HE]

24 BELBREBEDH 5 BE [0.2.1 2]

2.5 BELRDHER DD HEE [0.1.4 3R]

2.6 REIOB S 125t UBBIED BERED » % B

2.7 7TAYY VIEE (JERTUA FEMEAEBERISIC LA
HIEOFF) YIZFOBMEROH HEE [T A ViFEF
E2FHRTHENHS. 1 [9.1.5 3]

2.8 iHRB B O [9.5.1 ]

3. 48K - IR
3.1 #88
7 0¥y a7z F b LsE60mg [CHI
1§
B HE U—*r‘/fuégzl:/d‘l\UﬁAﬂ(%D%
.Img
(m7Kk#) & L T60mg)
g | KR, e REESTAELELE -2, 2TT Y Y
B WYY A, ZTEHEE. KUV LR— 140
3.2 HEID MK
IRFE 0¥y a7 xF b LEE60mg [CHI
& - AlE WALEOFTHE L/ 288 A D SR
a7as
s a8 (#8) ==
[EXES 9.0mm
rEe E= 3.3mm
HE 250mg
RIAEFTR uFv7Furzz> 60 ch

4. EEX IF5HR

O TEHRBUICERDHER - 185
HEIU O F. ERGHEEE. BRE. FREERERR. BEk
AE(REE. 67
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RETY < 7 AL BIEE.
JERiE. FRRBHENEE . TR
RAEMRRE, T

Fifre. MBI IR D

$E - THR

BN N =E = b D S N
74 (kP& LT) 1E60mg. 1H
EEOHRET %5, HAOHAIZ. 10
60~120mg#xFOH59 %,

7B, Eh FERIC & D EEERT S,
/o, BEROBRSIIBISELIL
MEF LV,

TRORBORRE - SUE
A ESER (RHRE
2SR ERER TS

BEE. EAcaFYyTar >+ Y
25 | 7L (K E L) 1E60mg % EH
)y | 9%
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7. ERUHAZICEEY 58
7.1 A OERBIEA] & OFFRIGEIT B 2 EPEF Lo

8. EEREXRNIR

8.1 IHASEANC K2R IZRRBEECII 2 S MEBEETH S
LICBET S &,

8.2 MEDMKIE N, B, WEREESHobNEHZ ENH D
DT, BICEEEZHS SHE IHERREZAHLTWEER
FHIIBOLTE, BEBOBEOREBICHHERET ST &,

8.3 MEFEAIBRIE. AMmEREAD . WBEEmL,. FEAREEm. Mm
IR D 5 bNEZENHHDOT, MERBREZITH 7 E8
BETDIITH>T E, [11.1.2 ]

8.4 SMEBICH LARIZHERT 25EICIE. ROBELZET
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9.1.2 3FR 704 REEREREIDORIIIZSICXDHELEERD
H3EET. AHORPEZRSHIHBETHY . D=V FOR
F=ILICKBBENMTONTVDIESE
KEZ 5T 2HAICE. ToRBEEEL. HEICKRS
THIE, IVTUAM—UIEZAT O A RIEERERERIC X
DECELEBE L2 - HRELTWAD, 3V O
= X BIEBICHESE A R ELEEE L H 5, [2.1 SH]

9.1.3 MBENEEXIGZDEREFEDNHDEE (EELCMBADES
NHZEEZERL)
BMEEMEOFWERIRI DRI 25, [2.2 BME]

9.1.4 DHEHER R DH D EE (EERIERETEZDNH 2 EEZR
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BOTURY 752 ARG X O RE BRIKRED
BRI 0. DEOHEESEMYT 52 0ER2BELSE5
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9.2 BREERZERE
9.2.1 EEREREEESDHZEE
BELzWwI L, aEERE, 70 —CERHEFORIERZ
HRTHIENDHZ. (2.4 BH]
9.2.2 BREEREXR FZDEHEEDH 5 2E (EELBHEES
DHZBEZRL)
FHE, EER. WEZ LT F 2 ER &h ) T AMESFEOF
ERDREC A ENH D,
9.3 FFHaERRERE
9.3.1 ERBITKEEZSDH3EE
BELknI L, BIFHE LTFREREPRESN TS,
BT 28BN PHS, [2.3 5]
9.3.2 FHEERER 3 Z DEIEEDH 5 FE (EELRITHEEEE
DHZEEZRL)
[T RERE 2 B IHESE L 2 &N H S,
9.5 1Tw
9.5.1 HHIREHAD LT IE
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IRENGEPRESNT WD, [2.8 2]
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WE EOBAENEPEREE ER S EHE S N A EEICOARERS
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%o
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WELOREMERUBARBOAIREE 2 ZE L., FAOMEE
b ERETT 52 &0 BIER (v ) THITHFAOBIT
PHRESN TS,

9.7 INE
NREEGRE U BEREBIEER L T n,
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VEDPOHREEFBT 75 ELER/NROFEHRICEEDERED
RELZBR LN SEEICKET 52 L, BIEAPHoDNP
ERRH
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102 AR BHRICERTI L)

A ZE R RAEIR - IEE W - fEERT
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5T &, HEAMETR U FustI eI
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W3,

HXaR T IEEA HiMl oGk % RS | FelEf 2R 5720
IRFHYNV N | BEBEAPDH S, EEZHLNT NS,
VRIS

VA ZIVIRSRRI | MR NVER 2 #5509 | AFIO L h TOREGAR
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11. BIfERA

WOBWERD S 6 bN5HZ ENHBHDT, BEZ DT,
HEENRD O NTGEIIIREEHRIET 574 EEY) L LE 1T
52 &,

1.1 EXRZEIER

MNAA2avg BEEARH) « PFI«45FI— (BEEARH)
Yav s, 774 5% — (MEERT. EZHE. BEHEEZE.
MIRREELS) BdHobNbI ENDH 5,

11.1.2 S|EERIERAE (BEEERBH) . BOMERRES (BEEAH) | B
HEI EEAR) . BETREENN (HEAH) . IIWRE
A (BEEAE)

(8.3 E]

11.1.3 hEMREIRIEFMAHE (Toxic Epidermal Necrolysis :
TEN) (BEEAREH) . FHEMGERERE(REE (Stevens-Johnson
TEIREE) (BEEAHH) . 2R GEEAH) . RUENFEMER
EERBEE (SEAH)

11.1.4 SBEE EEAH) . X 70—EEREE GEEALH) |
BEMER (SHEAH)

BEHBREIEVENY VLIMESD S5 HONEEBHHD
T, FHICERT 5T &
11.1.5 S>MHEDAE (BEEAH)

#11.1.6 DEHEE (HEAH) . RMERE GEEAH)

DAEZE, MMERESDDMERMREREERTSH S5 DN
HZEBHBY,
11.1.7 REEEERAHE (SEFEREH)

B MM, PRIRREE, M XAREY . IFRRBRIEZ S 205
BURRDBH 5DNBIENDHEHDT. COLDRIERDH 5
PNIBEICIES IS 2dIEL., BIBREFRILE VEHIOZ
5Z%0BY R NEBEZ{TH> T &,
11.1.8H(LEEE (BHERH) | EEEHm (BEEAH)
HELHEHEEI/NG. KEBE»SOIN., R, MEZD
BEERMNAERL, ZIES> Y ay I Bbobnsl &n
HBHDT. TNODIERDPRD SNIBEICIZES ICEREZH
1L, BYLRLEEITS T L.
11.1.9 JELEZEF, HERH)

DEEE. EREOERIPRO 5N-BAICRES RS2 H
U, WY RLEXITS &,
11.1.10 /\i5 - KEZDIRRE - BAZE (BHEAHA)

NG - KIBOEBICHEWL, 15 - AZESH 6 bNEZ ENDH S
DT, FED - B, IR, EEEEEOERPRD s nNgs
ICIRESICRSEZTRIEL., BYRABRTS 2 &,
11111 BUERFFR GEEREH) . FREREREZE (BEEAH) . &8
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fFaEEE (EE. ASTLERE. ALTER. v-GTPEREZ) .
BIERFADNHSONHIEDDH S,
1M1 12 RERME GEERE)
HEFREEOSENREENHLONE I LD 5,




11.1.13 SEEMEBEIRN (SHEEA)
MR (2L B, BO - BN, JEEREE. BFRE
%) BHobNdIENDH D, FICSLERRAMREEHEBRO
BEICHERELP TV,

11114 tERUEAREERRE (SHEEABH)
PR, . CKER. mHkURP I47oey ERSE
PO LNIHBEIIE, KEEPIEL, BYZLEZTS
Lo 7o, HREMAEIC X 22HEREOREICEET S Z
s

11.2 Z D OEI1ER

0.1 ~ 2% 0.1%K i SRR
MEBE ) RE. &R FE FWE
HIEER FEfa. BERARER. | &R LSS |
BHRAR. BD T UN RPN 108
INEEZNE TR VN B EERR
(RPN AN
)
TEERER B, mEER
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RE D
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14. BRLDZER

14.1 ZFRZMEOER
PTPEZEDOHANIIPTPY — b 2SI H L TRAT 5 L HHEE
THI &, PTPY— FORBEAMICE D BOSARS EEREA
FIAL. BIIIEELZ B L CHERIARE DO EE o & HEz
HILHIEND S,

15. ZDfDER

15.1 BRIRERICE D B
FEX T oA FEEAERAE RIIFE®REG ShTwaticbBn
T, —RNLEAREDPRD SN EDREN D 5.

16. Y ERE

16.1 MoEE

16.1.1 BER S
EERABEL6FlIcOFY a7 £ >F b)) LsE60mg % B
EEORE L8 A, e ICRREN, mAicidasy 7
o7 xy GREE) DiFh. trans-OHE (GEHEREM) o
BICTHME Lz, R MEFREEICEET 2RI+ Y T a
7 = > TK305. trans-OHIA TS0 TH D FEHIZ VT
NHRIEEISHTH o722,

Ty a7 ) b7 ASE60mgE BRI 5% O EHE ST X — 5

ffl | Cmax | Tmax | ty, AUC D&Hﬂégfg ﬁ%gg
# | (ugml) | (hr) | (hr) | (pghyml) (hr1) (hr 1)
A1=4.04
=EVivs 16 5.04 0.45 1.22 6.70 11.21 +0.93
a7zy +0.27 | £0.03 | £0.07 +0.26 +1.82 | 1,=0.59
+0.04
2,=0.99
trans- | | o 0.85 | 079 | 131 2.02 3.56 +0.07
OHfk +0.02 | £0.02| £005| +0.05 | +0.21 [ A,=0.54
+0.02
mean =SE

16.1.2 kg5
BEMABESHIcoFY a7 x v F b7 L80mg% 1 H3
ESHEREROHRS Uiz & &, FIEI SR & MEEHEEICK
EERIRL ERERRD NG, oY,

16.1.3 EYPZHESF 4R
u¥y a7z rF b)Y LE0mg [CHI ufy =
60mg#. Z7a A+ —N—KIZLDEhZnlsE (v SO
7 x v b)Y LKAY68.1mg (HEKM & LT60mg) &F)
BERRABFICEERREEZORS L clithory o7
VBEEZHIEL. BoN-EYEHE/IST A -5 (AUC,
Cmax) 2D\ THEEHENT 21T - 7o /ER. WAIOEYFHRE
MRS NzY,

(g mL)
1Ml 6
%E 5| e TOFVFO7 x> b LEE60mg [CH
;?: 4l —o— u ¥V = UEE60mg
Vi Mean+ S.D., n=12
7 3
u
7 2f
u
V!
b3
E o0 ‘ . .
0 3 6 9
#5% O R (hr)
HE T A= BENTA—
AUCQ,@ Cmax Tmax t12
(pg-hr/ml) | (pg/mL) (hr) (hr)
o¥yru7zrF b 0.5 1.0
yyogeeomgicH) | OO0FLL | S0E0T 05 | 4o
N 0.5 0.9
mEy = gEe0mg | 6910 | 5008 | o[ S0

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

MEEFEEW ICAUC, CmaxZn/$5 X —4 1%, HEEOR
R REORENEE - REZE ORI L > TR 5[ EE
W5

16.3 90

16.3.1 MIFEEHFESE
aFy a7z, trans-OHAEDFEERIZZNZNI7%. 93%
Th-7-5,

16.5 HEitt
BERASBEeFlicaxy a7 = vF b)) T AFE60mg % BH
BO®/EG Lz & &, RbAoBEiHEE LT RPIcHhttsh
e RESFaFY a7 x> Xidtrans-OHED 7L 7 1 Vg
AR TH-722,

oy a7 ) b AFE60mg B ERE O 5% o R R Bkt
TERERY
4 (% of dose)

(n=6)
trans-OHf{&
#E 2 -~
it
X

|=EVivas by

B 5% R (hr)

VA A=PT k=il
30 (% of dose) (n=6)

sE YAy by

BE#&EME (hr)

58K E% £ TORFHEH (% of dose)

HERER A %A=a iy
oxy a7z 2.07+£0.29 21.0+0.4
trans-OH/{& 2.21+£0.47 16.0+0.6

n=6. mean £SE

F) RAEIOARZAKHARIZTLI80METH .




17. BRPRRRAE

17.1 BEERUREEICET 2 HER

17.1.1 _E5RHEHER

(BEERV DY FDHEK - 1878

(1) B MAEEER
BB Vv FREENRE LI ZHEEERABRICB VT,
A Y RAZ T 75mg/HExBEE Lcaxy a7y
F RU Y L180mg/HA6EMEE LR, udy o
Tz F P TLATCORKEBABTEOREZL LI
23.2% (22/95f1) . ®ehFELL 11355.8% (53/954) T
Holz. BWERIZ, aFv a7z F M) I LBTLI5.5%
(17/110f1) 1c@BH oI, E2HDIEERE3.6% (4/110
Bl) « FZ - FE2.7% (3/11061) TH-729

(ERZERIEEDIER - 18578

(2) EIRSE M AHEER
ERAMEEERE 2 0RE L ZHEERABRICBLT, ¥
a7+ r75mg/HEMBREE Loy a7z )
NU 4180mg/H 2 LBMES LR, oxy o7
TP LATORKEBRUBEONZL LI
61.8% (68/110fl) . BELED EIZ87.3% (96/1104)
Thot. BUWEAIZ. oy Ta7 > F MY TLET
17.9% (22/123f) ICRHHN, E2BHDIEE - BEIAHR
#6.5% (8/123%1) « BR4.1% (5/123fl) TH-77

(EERRAEDHX - 1578)

(3) ERSE MM AHEER
EEREENRE L. ZEHERABRICBW T, 1770
7 = >900mg/HAEXMEEE Lcoxy SurzryF Y
7 2180mg/H % 2 EMH G LizfER, udvy T uaryzrF
MUY LATORKEBRNEEONFEL E1362.7% (52/83
B« PPFEL EIET7.1% (64/836]) TH o7z EIE
R, a3y a7+ M) LBET16.5% (16/974)
KBRS, b DIFE - EEARES.2% (5/9741) |
B%%3.1% (3/97f) TH-7=¥

(BREEREIERN - THRBIAEIREEDIHK - 57)

(4) BN MAEEER
FRBETE % - TR PERBEEE 2 R E L ZEHEHR
BRlcBWT. 47787 x>900mg/H%REHEE LT
Fvsa7zrF )7 L180mg/HE 2 EMES L4
B,.oo¥xvy a7z N ATORBEREBEREED
BReREEOWEL 1E57.4% (35/6141) . K
FDLEI1E85.2% (52/6141) « £/-FHEMERE#EEOER
RERBEBEONEL LI1Z61.9% (39/6341) . LriiE
DI E1388.9% (56/636l) TH-7z. BUEMAIF. v¥V S
U7 x> NUTLEETI2.6% (18/143f]) 258D 5N,
Fo OB, 13- &< H3.5% (5/14361) . B - &
ERARE2.8% (4/14361) Th->729

(Filitg - SUBRDOERE - HR)

(5) B MAEHER
FiirB L OIMEROEECHA LLEEEZIRELID
HEMREBRICBWT, A7 2+ AF1000mg/H % WHEHE &
LcuaxyarzzrF M) A180mg/Ha3HERS L
TSR, FMBOBEERELEZEICB I 0%y S0
Ty F P TLATOBRKERAEEORE LI
79.1% (53/6761) « 2uEL EI394.0% (63/6761) |
MEBRDERFRFLICEZFIIBI 20Xy 07 x0T
M) ATORKERNBEEOREL LI1E71.4% (30742
Bil)  eeEL EIZ97.6% (41/426) TH o7z, BIfE
Rz, afxvFazzrFr b))y LET42% (5/11941)
ICROHN, FZ, EBE, ME. OFVLRTRIPELEIT
H-7:10,

(IRt DIER - HR)

(6) EIRSE M AHEER
WHEM%, BEORA L BEENRE L _EEHHER
IZBWT. A7 2+ AB500mg/HENEELE LTaxy
a7 xrF b7 A60mgd LLIE120mg/HERES L
R oFV 07z rF N Y L60mg/ HEETOEME
OEFLL 1588.2% (75/8541) « AL L
98.8% (84/85f) . m¥v a7 x> rYU7L120mg/
HEETOBMEOBZLL E1391.4% (85/93f1) « 2%FH
BELE1E95.7% (89/93%1) THh -7z, BIEAIE. oFV

Tu7x 2 MU LEET3.9% (7/17961) |
FubOIFRKL.7% (3/17941) TH-o7z1),

(B EERX EEIEXRZHSIAMLTERNZZE) OFfF

B - 38

(7) EBASE MABEER
SEEFEREEZNRE L ZEERABICBNT, 1
77a7xr600mg/HEMBEREL LT 0T 2y
F MU 7 L180mg/HESHEHSG LiziER, udy o
T2V F M) TLATORKERNEE @&%ui
76.5% (62/8141) . BEEL 11390.1% (73/8141) T
Holzo BWEAIZ. vV urzzrF MU LBEETLY
N 1BIRRD 5z 12,

(8) EIAISE MAHEIER
AR ITEREELNRE L ZEERARICBVLT, 1
77u7 xr600mg/HEXEEE LTaFY U7
F MUY L180mg/HESHEHRSG LR, udy 7o
TzrF P TLTORKERUBEEOREI LI
61.6% (69/112f) . %ehFELL EI385.7% (96/11241)
Tholeo BWEAIZ. vV a7z F MY TLET
6.2% (8/130%1) Ic@DoEN, EHbbORIDLEHRE

RO 51,

2.3% (3/130f1) . REEBRE RS, BRE1.5% (2/13061) T
Holz 13) °

(9) EIA5E MABEER
S EKERBEENRE L _EEMRBICB VT, 1

*v7a7zyF Y LA60mg/H. bLLIEOFy SO
7xYF hU Y A120mg/HAEBERS LR, oFy
7u7 x> F kU LA60mg/ BEETOBEGHROBED
1275.8% (25/33fl) | BEESELLH1E100% (33/334) .
OFy a7 xrF kU A120mg/ BEETOREIRD
L 11375.9% (22/2901) | EREESEELL 11389.7% (26/29
Bl) THoto BHERIZRO NP>/,

17.1.2 —RZERAREKER

— R RS 30FID R GE OB IR D L BV TH B 1D:19-27)

EERANEDE (%) Bk XA
BAE ) < T 65/233  (27.9) 132/233  (56.7)
R 95/154  (61.7) 129/154  (83.8)
JERRE 96/127  (75.6) 112/127  (88.2)
Bl EPS 7/14 (50.0) 9/14 (64.3)
SETS o hE (@R 15/24 (62.5) 20/24 (83.3)
Filits - IMER 4/4 (100.0) 4/4 (100.0)
W% 124/177  (70.1) 170/177  (96.0)
A ERER 64/97 (66.0) 93/97 (95.9)
18. EXEE

18.1 fEAKF

oFySarz o M) LKIIERORSsh/z L& B
REBEFEER OB WRE(MAEO E FHEILE X DINE . 2D
BRI A RY TT D U ESEINEIER OB IEERH
Yrtrans-OH{& (SRSELI) ICEMS N TIERT 5. 7oA+
A F—YEREREE LT RY T T VY U AEESEIEIER
IZKD, TSN ERE - TLREE - MEVMERZE L. FICHEEE
B R Th s 28). 29)
18.2 $EfE1ER
18.2.1 ufv a7 x>+ NI LKIMZE T v MTROKS L
7o & &. Randall-Selitto¥: (ZFERMER) 1235 CTEDsfE
130.13mg/kgTHh V., HvFurzzr, FTaFtEy, A VR
A BT UITHARL 10~ 20fE 05\ B ER 2R L7230 3D
18.2.2 0%V 7u7 x> NI LKMET v MROKS L
7o & & BUSEMEIREIEICB WV TIDsfEIZ0.76mg/kgTHh D
Fruxt % AU Ty, AV RAY T UD3~
SEEDSERER 2R L7230 31
18.2.3 0V a7z >F NI LKIMZS v MTROKS L
7o & &L BHREEIRERIEICH W TEDsE130.53mg/kg & 58
WEEIER 2R L. A Y RXF Y Ay 7urzy, 770
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phenyl}propanoate dihydrate
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