5KO7NY
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*2024F 102G (58 2 iR

HE-m

BTE © EIRRAF
BIHARE : 35

BHAZER RO EES
871149

WRIE « BEEAA]

BagREs OFVYO07xVF MNUDLEE

O#F Y 2’07 x>/Na60mgINPI]
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 @ ——
U/
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 %,
EHOHAIZ, 1EH60~120mg%
BOR59 5,

B Efm. ERIC K D EEHER
T2, £z, BEBOKREITET
SHELHIENEF L,

ESEES | 22900AMX00004000
BR7cRasE 20174 6 A
2. B2 (ROBEICIFESLBVNT &) LUl DS IE S FHER VAR

TECREOERE - $HR
Sl ESER (REREX
REMD B ERERE &
)

BE. RAcoFy TS0z v
MU DL (MK ELT) LA
60mgxEHHT 2.

mh. Fn ERICE D EEER
T, 72720, RAIE LTIH2ME
FT&L. IHEAL80mg % RE
L35, 0. ZBEROKRSITE
JSHEHTENEF L,

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 &,

- BMENE, KRNURKBOEEEZEREL, #5952 L,
s FHIE LCREI—OFEAORKRS 25 &,

s FRRBESONIINZT V. REIZEBREEZEG LK
Wwa &,

8.5 EBMEE (Y v ~F. TRMEEIES) ([O8 UAA
PRWAIEEICIE, ROFBIEZEZETH &,

s RS9 5258 ICITEHMNICRBEE, MERELY
FFHEEES 21752 &,
o BYIEEDNOBEELERT D L,

9. BENEHREEIIEBICHTIEE

9.1 SIHIE - BIEEEDH D EE

9.1.1 LB EDEEFRENG 3 EE
BELZERSELZENH B,

9.1.2 FRX 0O+ RHEREREIORIRIZSIC K BHELEE
BDHBHEET. FEIORBRSHIUBETHY. hD
SVORM=VICLBBEDTONTVRES
KE % e 5T 2551013, +oRBEEzEEL, &
BIIBETAZE, IVFORM—LIZIERTOAL R
PV RSERANC & 0 4 Uiz B biEiEE 2 2h6E - &
LTWaH, IV b= LICLBERBICEREZ
NTELEEELH 5. (2.1 2]

9.1.3 MFEDEENITZDEIFEDH S EE (BEELIMRKRD

EEDHBZEREZMRL)
BNMEENFEOREANPREI VLI LS, [22 5
]

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

TEREBLSE DB ENNH B, [2.5 5]



9.1.5 [REXMBDEFE (PRAEVU VIREXIEZ DEHEED
HBEBEZRL)
WL ESEHIENH 2. [2.7 BRI

9.1.6 BRUXIBERDEE
RREEBILS S22 LMD 5,

9.1.7 70— ViRDEE
RRREZE(LSELEND 5.

9.1.8 BPEZESHL TV EE
AEIZIS U CEY 2 EA 2 A L. BEZ+73I1T
WHEIRE TSI &, BEUEZ NN 282N
BH5o

9.2 BiEERESRE

9.2.1 ERLERKEREDHZEE
BELEWZ L, aEBRE, £ 70— PEREED
EWERZRIRT 22 ENH 5. (2.4 BHE]

9.2.2 BREEREN I ZDEEEDSH 2 FE (ERLTEHKEE
BEDH D EBEEZRL)
FE, EARK, MEZ L7 7=V ER @AY AR
TEFEDRIWERMEC 52 ENH %,

9.3 FikeEREEERE

9.3.1 EEXLITHEERSZDH 2 FE
BELEWT L. BERE L TIFREREEPRES N
THBD., BT 2BThDH 5. [2.3 ZH]

9.3.2 FFEERENEZDEIEEDH 2 EE (ERRATHEE
BEEDH D EEZRL)
JFRERE 2 BILIIERESE LD 5.

9.5 11w

9.5.1 IEiREHEAD LT
BELaWI L, BMER (T v b)) THRBIERY
MR OBIRENFEARESNT V5, [2.8 2]

%9.5.2 #T1% (IEIREHIZIR<) XIFITEIRL TV S TRERDSH
4
B EoRRES a2 EES RS h 255
DHHFETBHI L, BET DRI, BER/NRICE
o, FKE. BREOBIRE PNHE 2 & > At 7 2 1EikE
HOREGHB2EE L CHERR T 572 CHEICRS
52k, yruFrF s —YHEHEAR (BOAL &

Al) ZHEmICHER L. REOBKERE X URERD.

FHUES EKBDESRE L EORES DB, V7
ot * 7 —YHEHER (28R %R 2 8HF)
PRI OIEFICER U, BRI OEIRE IUE D &
T2 DMENDH 5.

9.6 FHA.Im
WELOERERUVBIAREOAREZEE L. FALD
M ghiE 2T A &, BWER (v b)) TH
THRAOBITPHES N T VS,

9.7 INE
NREE NG E U7 BRRRBRIEER L Tz,

9.8 SnE
LB OHREEIAT A EVER/NEOHERICE ED
BEOREZER L2V SEEIIKET 22 &, BIEH
BHEHNPT N,

A2 FH IR - BEE S W - fERET
2R Z VR FE R | MR NERA 2185 AFlo e b TOEBARE
kg RE A THEBZNWDHHO|HERIT, uxy o

7aL7a/)N 3| TEEL. RENSH| T 2 T97.0%. trans-

R NIEET A&, |OHIKETI2.8%EEL .,

EAKAROBWER
EPERT 5 EMAICiE
HEIOGFHZEDS ML
TERPHERINS /2D
EEZOSNTWAS,

Za—F U R EEFEREAAER -2 —-F /0 RNE

FEAl THERDH B, AL, RO
LR7axyv FlE R CENE TH
DG BGABADZEEAND

EAEEEL., ERE
HERZEIT. KH
DOFERIC & D HEEA
RIERT S0 EER
5NTWVW5,

ARNMLUFET—=F [MFX N MLFS—|BEFIERETDH 2D,

MNEEZ LRSEV(AFOBFICBITS S0
VEAZHE®RT B E|\RAY T T D U EERK
NHBDOT, REIPIEFERICED., oh
HNITHEE T 5 2|5 OEH O BHEM A
g DUMFRED ERT

U F 7 LB MY FY LA BER|DTODEZEISN TV

KRBV F oL | ERSE. UFTL| B
REBEEEITEN
HBHOTIHHDOY F
TLBEICERL.
DEFHNITHET
HZT E,

FT7 Y RRAEE KR - BEEALZB| AR OBICE TS0
L RaruuF |5l IT2B8FNDH|IAYTT I VEERK
7Y R %o HEERICE D, K,

F N UL OHEM %
LEIEBLDHEEZS
nNTWns,

R FEA BEERZEEET 2| KAl Tazxy 75
ACEBRZEAI BENDDH B, VYOS BN EH
TUIFTFIY Y 2K BEEER %R
I ZBAERAIE BB REELDH S

B2 BLSE B | KBl O Ta Ay TS5
BENTDH B, VYOS BN EH
I2& D, BRENSE
TIsizvEEZON
Bo
11. BIER

WOBHWERNH 6bNBEZ ENDHHDT. BEZ+HIIT
W, BEDSEDSNBEICIEREEFRIET 54 EHEY) 2
WEZITH T &,

10. #8E{EHA

10.2 HAER (HAICERID L)

A7 E i RRER - HEE SR W - a7
7)) VRPUGMA] | IER 29 KAl Taxy 7o v
TILT7)Y |BBENFHDDOT|Y EESIMNEIERIC
EEL. BREFDON| L0 M/ EESE A H
TEET A&, S NI EEE R SRR
U P /e A hn
ENsizvEEZ6N
TV,
FEXaWNFIHER |HIMOGERME 2K FME/ER 28T %
IRFHNUMNSEE2BENDSH|-HEEZILENT VD,
OVERIEIKFIM) | %o
&

11.1 EXFEIER

111 Yavg GEERHE). PFI745FY— BHEERH)
vav i, TF 74 5F%v— (MEET. EME. B
FEVRIE. WIRREES) PHobNBEIEND D,

11.1.2 SEFERNERE (BEEREH). BmEREY GEEARH). 8
MEEMmM GHEAH). BEFBMEMM (55ERH).
M/VRIRS (BREERER)

(8.3 ZR]

MISHEHRKIRFEMBE (Toxic Epidermal
Necrolysis : TEN) (BEEERHH). KEFHEIRAE(REE
(Stevens-JohnsonfE(REf) (BHEAEH). ZRAH
(BHEARH). IEAREREERBEE FHEAH)

11.1.4 2EBEE GEEAH). R7O0—CEREE GEER
BH). RAEMERN (BEERH)
AUBEREEICHEVENY VLAMEND SRS LN
HBHDT, FHICERT S &

11.1.5 S>MEDALE BHEREA)

*11.1.6 DEEE (GEEARE), ROBEE (J5E )
DAEZE, MNERESDLNERMBREREES S
HobNdZENH BV,



11.1.7 FEE MR GEERH)
FEN, TGN, METRREE. ROESXAREE . IFEEIRESE
BRESREURE D SONBIENHHDT, D
EOBIERDH S5 bNIZHEICEES IS EZHIEL,
BIBREERILVECHOBRESEEOHEY L NBEZITH 2 L.

11.1.8 B{EEEE (GEERH). EEEHm (5EERH)
BHEZHEAHBEIZ/NG, KE» S, i,
MESOELEHMAHIR L, ZhICfE> T ay on
HEDONAZENHAHDT, TNSDERPBD SN
TG EIIZEB ICEEERIE L., BYRABZITS 2 &o

11.1.9 B{EEZFL (BEERH)
DESRE. BRSEOERPRO SNZBEICIZESIC
BEZFfIEL, BULMEZTY &,

11.1.10 /M5 - KEZDIRE - BAE (BHEAHA)
NG RIGOBE IV, % - ENH S DND T
ENHAHOT, B - EH. BR. ESEmRSEOER
WD ONIEEICIIES ICREL2FRIEL, B 20
BETH &,

11.1.11 BUERFR BEERHH). FFHEEEEE GEE ). BB
(BEEANER)
fFkkgErEE (EE., ASTER. ALTER. v-GTPE
FE), BIERADPHSONBZZ ENH 5,

11.1.12 IRERIE GEERH)
I EREZDEMENREENSDH 5N ENH 5.

11.1.13 EFHRERRX GEEARH)
EAHMEREE A (FE R, EO - IBM. EIEE,
BHMEEE) PHobNBT ENH B, HICSLERIE
AR ESHBROBHE ICHRE LRSI\,

11.1.14 FEINEFRIAREE (58 ANHE)
HARE. RO, CKER, mHRORAIAZor
v ERENRD SNGEIE, BEEFRIEL, #Y)

== -

16. EYIEHHE

16.1 MoEE

16.1.1 BEIZ5SHF
BREMABELI6AlIca Y a7 >4 b T ASE60mE
FEOZEORSLE-EZA, BRI Eh, mAHIC
FuFySarz oy (REMKEK) OiEs. trans-OHK
(EHEREY) OBTHEEL. Bl EEICHET
HEMIZuFY Fa 7 2 r T30, trans-OHE T
505 TCTH 0. FEHITVWINLNIERLISSTH - 722,

oFy a7y )7 LEE60mg % BR[O 51% O Y 5

ST X —%

ff] | Cmax | Tmax| ti/2 AUC D&Hﬁygg (ﬁégfﬁ
# |(pg/mL)| (hr) | (hr) |(pg-hr/mL) (hr-1) (hr-1)
A1=4.04
axy/ 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 RIEHRSHF
BEEABESFlIcaFy a7y ) M) 7 LA80mg% 1
H3ESHERERO®RE Lz & &, FEH SR & ImiEHR
BEICKELZRITILL, BEEEROOSNE» 5723,
16.1.3 &E4ZHEFHHER
o¥y a7 rNagE60mg [NPI] &uFy =8
60mg#E., JOAF—N—FEICLDENENIHE (BFY
Tu7 z I M)LK BRI & LTe0mg) R
R BRI HE B B AE 1 5 U C AP R L A4 I A & 38
EL. Boni-EyEhe s 21—~ (AUC, Cmax) |
DNTHEANERDE LIMEHBIT 2T 2R, @
Bl O LY LRSS HERR S N,

-

BUBEITO L. E7o. MBEHMBEIC X288
W OFEICEET 52 & ARNZA—5 | BHTA-S
= AUCo-6 Cmax Tmax t12
11.2 ZOMOBHER ‘ (ug - h/mb)| (ug/mb) | (o) | (ho)
0.1~ 2% 0.1%Ki SEEEANEA o¥ v 7u7 x »Nadt 8.96 6.08 0.47 | 1.312
BHEGEE  (\RE. IR FE BHZ 60mg [NPIJ +1.38 +1.23 | +0.23 | £0.087
H(L® R . A R IEE CHE:3E TN b v = 2 §E60m 9.25 593 | 054 | 1302
. MR, E NN Y & +1.38 +1.60 | £0.37 | £0.155
D FH. (FH. B, AR n=12. mean=SD
B, P %, (ug/mL)
i e, 08 n=12. mean+SD
TETRER B, IEE m sl —e— ¥ 717 x > Nast60mgNPI]
F i --0---EF V= VEE60mg
TR R | R BEE. D E L. o6l
LU ﬁ‘j =
i FHIHESE B, H 0B N /RN
B UMD i# R
i AST E5t. ALT E|ALP 57 B2 0
7 L,
7 5 0 : ; ; ; '
R % EHIR %gmitﬁ%ﬁ 0 | ) 5 4 5 6
o |, BERE W, BEE. GRS ()
F5 MR ICAUC, CmaxZn/85 X —4 13, #HEE

) #EeRIETasI &

14. BALDFE

14.1 ERIZZIEFDER
PTPERD#EANIPTPY — 6BV L TARAT % &
HEEFT B &, PTPY— FOBEAUICE D, BOLHALR
PEERBEATA L, BICZZEA2B T L CHRBIRRES
DEELGHEEZHRET LA ENH 5,

15. ZOfthDFR

15.1 BRFREEAICE D < 154k
JEAT U A NEERERA 2 REB®RS S Tw s ulk
WZBWT, —RNEAREPRO SN EOREDH S,

DR, FEOFIEIL - BEEORBEMFICEI>TE
BB D B,
16.3 31f
16.3.1 MIFFELEEER
oy a7z, trans-OHEDFEERIZFNZN97%.
93%Td - 725,
16.5 HEtt
BERABEFICOFY FO 7 2 F F Y Y LFE60mMEE
HEFEORE L& REAOFHIIEC T RFPIC
Rt s - KEs s aoFxy Fu 7 o v Xidtrans-OHED &7
LrurgtasR T o722,



Oy a7 I M7 ASE6OmgH AR 545 o R Ak

s
4 (% of dose)
(n=6)
trans-OH{£&
W /
i P I
g2 :
bl
* [nE VA au by
°° 1 2 3 4 5 6 71 8
%548 (hr)
TV a v EEaaR
30 (% of dose) (1=6)
(sESViviw iy
B 20
N
e
bl
R ot trans-OHf&

0 1 2 3 4 5 6 7 8

& 5% R (hr)
58 % £ TORFHRM (% of dose)
TERETY TV a L Ea AR
IsEY Ay s by 2.07+0.29 21.0+04
trans-OH{& 2.21+0.47 16.0£0.6

n=6. mean+SE

) ARIOEREAARIXI80METH 5.

17. BSPRREAE
17.1 BHMERURSMEICEY SR
17.1.1 ZE5RHEEER

(BEERY O < FDHK - i858

(1) EASE M1EEER

EBEEE) Vv FREENRE L ZEERHABRICBL
T AV RAF T 075mg/HawBEE Lcaody 7o
7 x>+ M) A180mg/Hx 6EEKRS LR, u¥
Va7 M) LATORBKRERAEEOREL L
1323.2% (22/9561). tELL 21£55.8% (53/9541)
Tholz. BWEHIZ, uFv a7z F NUTLET
15.5% (17/11061) 1cgB® o5, EHHDOIZERE3.6%
(4/11061). 3% - K1B2.7% (3/110f%1) TH-720,
(ZRHEIEEDENR - $578)

(2) BRI

ZREMBEHEREEZNRE L ZEE@ABICB 0T,
Pru7xFr75mg/HEMBEL LToFY Uy
YF MUY L180mg/HEABMEES LR, axv T
07z F M) TATORKEREZEORED LIZ
61.8% (68/110#1). BEEL L1387.3% (96/110
) ThHot. BWEAHIZ, BFVY 07> M) TL
BETL17.9% (22/123f1) IcRHHN. ELHDILE - B
EANPER6.5% (8/123%1). BHE4.1% (5/12341) T
Ho77,

(BRAEDIEX - i8f8)

(3) EASE MAEGER

[BREREEZNRE LAZEERARICBVWT, 177
07z 900mg/HEMBEEE LTuFy oz b
U 4180mg/HEZ2BEMHE LR, ufv o7 x
YF MU LATORKREBRBEEORBEL L1362.7%
(52/83%1) . SvhELL EIZ77.1% (64/83%1) TH -7,
BlERIZ. u¥xy a7+ MY ILBETLI6.5%
(16/97f1) 1c@BD o, EHbDIZE - EIHRHREKS.2%
(5/97f1). BR3.1% (3/97fl) TH->7:%,

(4)

(5)

(6)

)

8

9

(BEETRERX - SHRBIAEIREFDIEN - 578)

EAEE MEEER

BRI E S - EEMEREFEZE ENRE L ZEER
HEEICBWT, £ 7787 2 2>900mg/H %2 EHEE LT
oFy a7z b A180mg/H%E2BEMES L7z
R, oxXvTur7zrF NI ATOREBEHREREKR
BEOmMKERWBEOWEL £1357.4% (35/6141). %
PEDIEI1Z85.2% (52/6101). % 7-SERMERE BE
DR EBWEEOREL £1361.9% (39/63f1). %
SELI E1388.9% (56/6361) TH-7z. BIERIE. B
Va7 M) LEETI2.6% (18/143f1) IZ#®
SN, EbDIIER. #E - &< A3.5% (5/14361).
B - EEARE2.8% (4/14301) TH -7,

(Filitg - SHSRDERE - HR)

ER5 MEEHER
FMBBLOIMEROEREERR L BEENRE L
ZEEBRHARICBWT, X7 2+ A8B1000mg/ H % xR
gelcuxv 7oz M) U LA180mg/HA3HM
BE LR, FHgRORRERALLBEICB TS0
FUTUT 2 F M) LATORMEEREE OUWEL
E1E79.1% (53/67#1) . cqELL £1394.0% (63/67
Bl) . HMEBOERERBRLZBEICBII520%Y S0
Tz F b)YV LATORREBUBEOREZL LIZ
71.4% (30/42f1). 2% tiZEL L1397.6% (41/4241)
ThHolz. BIWERIZ. afv a7z F M) TLET
4.2% (5/1194) IC@RH 5N, FE, FE, ME. OF
WRUIRE D& LI TH > 7219,

(IREatE DRSS - HR)

EAE MEEER

REEffite. BRORBE L CBELEWNRE LI ZEEMRA
BRICBWT, A7 2 AB500mg/HAEXEREE Lo+
Va7 b A60mgd L<I13120mg/H 25
L7z#ER, a¥xy a7z b7 L60mg/HETO
BREOEHLLE1388.2% (75/8561). LB LI
98.8% (84/85f), u+v a7 x>+~ A120mg/H
BHToOEWEOHARIEIZ01.4% (85/93fl). A
PLE1395.7% (89/93%l) TH -7z BUWEAIZ. uFv 7
07z F M) LEET3.9% (7/17961) 1ZRDH 5N,
FobDIREREK1L.7% (3/17961) TH->7-10,
(SMEESERX RUEIEIRZHSARLTERZS
O) OfEE - i858

ER5 MAEEHER

Sl ERERABEENRE L ZEERABICB VT,
47717 x>600mg/HEXEEE Loy Surx
>+ bU T L180mg/HAESHMEREG LR, uxrv
O7xrF Y TATORREHRAEEDONEFL LIZ
76.5% (62/814). BEFEL L1390.1% (73/814l)
THo7ze BWEHIZ. XV a7z F N TLET
LUND LIRS 5 niz12,

EAE MEEER

SHLEKERABEEEZNRE L-ZEERABICB LT,
47787 xr600mg/HAEXEREE Lury o7
YF MUY L180mg/HAE3HE®RE LR, uxvy
07z F b7 ATOEMRERHWEEOWED LI
61.6% (69/112f1). ek E L EI1Z85.7% (96/112
Bl) THotz. BMERIZ. v¥vy a7z F UL
BT6.2% (8/130f1) 128R® 5. E4 b DIXDEHRRE
2.3% (3/130f1) . MEEPE MRS, BRZ1.5% (2/13041)
THo7z1¥,

ER5 MEEHER

Sl ERERABEENRE L-ZEERABICB LT,
oy o7xrF b a60mg/H, b LLIROFY
a7z MU L120mg/HEBREERS LziER, o
Fv a7z b L60mg/ HEETOREGHRDN
FLLE1375.8% (25/33%1) . BEGHEL EIZ100%
(33/33fl), aFvFarz x>+ b7 L120mg/HET
DRBZNROUEDE1375.9% (22/2961) . gD
1389.7% (26/29f1) TH -7, BERIIRED 5N
Ppo 714,



17.1.2 —ARERAREER

#ﬁ“ﬁ?f“?\i%ﬁ&é%m@ﬁ BAEDOBEIZRDEBY TH

615
s E 0 B PRBMLE
BT 7T 65/233 (27.9) 132/233 (56.7)
A 95/154 (61.7) 129/154 (83.8)
B 96/127 (75.6) 112/127 (88.2)
AMEEE 7/14 (50.0) 9/14 (64.3)
ERE IR 15/24 (62.5) 20/24 (83.3)
Tt - M 4/4 (100.0) 4/4 (100.0)
st 124/177 (70.1) 170/177 (96.0)
a0 PRk 64/97 (66.0) 93/97 (95.9)
18. ENEIR
18.1 {EFItERE

XV 7u7zrF M) LAKIEROBRES K& &,
BEASERREE A OFF VAR LED F FHLE X D IR E N,
ZFOBERNICTARY TS5 Y ESHIMEIER DR
EER#E Y trans-OHK (SRSELAL) ICEBS NIRRT 5.
voutrFirb—tYEREREE L TORY TT UV
ASBIMEERICE D, 3 <NER - TLRIE - FREVER
2B L. BICERIERDRITH 529 30

18.2 f&fEEM
1821 vV 7u7z>F MU T LKNMZT v M WD&’%

L 7c & &, Randall-Selittoi® (XEERIEE) I2BWVWT
EDsof130.13mg/kgTH . ¥ a7z, %7°Er3‘r
UL AV RAY T UITHAR 10~ 205058\ B ER
%ﬁ—\‘bf:ﬂ)\ 32)

1822 uxvyFur7zrF M)LK Z Ty MIBROKRS

L& &, BOEMmEICE VL TIDsofE130.76mg/kg
THY., FFuFE U ERE, o Ty, A UK
AT D3~SEDEREIERAER L7230 3,

1823 uxvFuy >+ b LKMMET v McRO®KRS

L7z & &, 1B REREIEICHBV TEDsofEIF0.53mg/
kgLBVWEEEEREZR L. A Y Fx ¥y, 7o
Txv, FFuFtr04~6EOEEIERER LY,

18.24 uxv a7z U LKW OERERIZRMME

<55,

18.3 FIRAEFA

oXy7uzzryF LK E Ty MICRO®RS L
TeEEL NS UEE (BEREETV). 7YV b
BETA (BHEREETIL) Sl A v a7z,
FFuFt r LIFIERSEOTRIEER %R L 73D 32)

18.4 fEEMER

oxy a7z F M)LK ES Yy MCEOEE L
&, A —AMIXBEREIIHL, ¥ v TuTzr, F
TaFtr EIFIERE. A RAY Y ORBMEDREER
R L7232,

*%19. B CRET SIRLZHFR

—fREIEHE  aFY T a7 I MY LKA
(Loxoprofen Sodium Hydrate)
{bZ42 : Monosodium 2-{4-[(2-oxocyclopentyl)methyl]
phenyl}propanoate dihydrate
P a2
oTE:

CisH17NaOs - 2H20
304.31
R B~ HEABOEEIEREOHRTH S,
KXIEAY ) = LIBD THEFRTL, T/ =)

(99.5) ICHEITRT L, YIFILI—FTINICIZEAEE
J 750,
IK¥EH (1-20) IZFE R RS 20,

== S

CH;
CO,Na -9H,0
O
22. 3%

100%¢ [10%¢ (PTP) x10]
1,000%¢ [10$E (PTP) x100]

%23, FEH

1) T= N—ZAREHEROME (NDBzHVIEZTOA N
HERAERIC L DMERA N SREROY X7 5H) ¢
https://www.pmda.go.jp/files/000270714.pdf

2) RIBHERIIDY © BRESE 198652 (9) 1 1219-1237
3) FIEREAIEA ¢ RAE 198555 (1) 1 67-79
4) Elﬁ)iuulﬁi‘ﬁkiﬁ%& CEYPENRESEICET SR (N

S) BT NAWEHAERTHHRE. BIIEBE 2021
6316

) A+HEEESEE,» )y ~vF 1985 25 (1) 1 61-72

) BAREEF TP EBZOHWAH 1986 5 136 (12) : 983-1001

) IR T A ¢ Prog Med. 1985 ;5 (5) : 1487-1505

) REERANZA @ RSB 19855 62 (9) : 2938-2953

10) REARERIZ > © BRRESE 1985; 1 (1) 1 69-89

) P\]Eﬁi’jhtiff TR 1984 5 3 (1) 1 32-48

) : Prog Med. 1985 ; 5 (5) : 1469-1485

) ERPREESE 199359 (10) @ 2299-2320

14) D HERREEE 199359 (10) : 2321-2331

15) EJIIE—IZH» : Prog Med. 1984 ; 4 (12) : 2561-2577

16) BR=F3A  EIREWIZE 19855 62 (10) @ 3395-3412

17) HEREEIZD | BAREHZ%E 1985 62 (3) 1 1015-1024

18) MEEIEMRIZ A @ BB & #1ZE 1984 5 21 (12) @ 2546-2552

19) &3 2 EEAREWIFE 1985 ; 62 (7) : 2257-2267

20)

21)

22)

23)

24)

25)

26)

27)

28)

29)

30)

31)

32)

1 C6311-

ANHRBEIZ A HEE SRR 1985 5 34 (2) 1 188-194
JI BRI © SEFE &30 19855 13 (1) @ 287-299
HEREIZD,  FEIEEIHE 19835 11 (8) 1 3235-3248
FRAFZE I 1984 5 12 (2) 1 807-819
KHFRITA : FEFE LK 1984 5 33 (11) @ 1535-1546
WHZ(E1Z 2 sEREERE 1984 5 3 (1) 1 32-48
R BRAREHIZE 1984 5 61 (8) @ 2734-2743
JREZRIED  BRESE 199258 (5) : 1205-1218
IRHBEID  BRESE 199258 (5) 1 1219-1225
RAE 19825 2 (3) © 263-266

PIE 19835 3 (1) : 63-67

JEF%ERE 1981 ; 21 (5) @ 753-771

e LA 1986 5 14 (8) 1 5191-5209

FAHE—1Z D
e ®ighy e
ZIRE—IE D
ﬁ)ii%ﬁicify:

24. XERERERUEVEHEE

HAER TERASHT TeEHR
T101-0032 HHEETAHXEARIT2T H2%E3S
TEL 03-5833-5011 FAX 03-5833-5100

26. BGEARFTRES
26.1 B

ARZETT

BAERIRGARD
RRBTRERERN2T H52-3


https://www.pmda.go.jp/files/000270714.pdf

