2024 4F 11 HeksT (B8 7 WO
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EIEGLA B2 —T F— A

H AR PR SEAIAT2: o0 IF 0424 2018 (2019 4ETEHIAR) 12 HEHL L TIERK

e RN ARG+ HLIEH

AXY A7 M) LKIMELfTHE
O&y7a7xz> Na57—7 50mgl =k
LOXOPROFEN Na TAPES 50mg [SANYU|
OX%y707xz> Na57—7 100mgl =X

LOXOPROFEN Na TAPES 100mg [SANYU|

#l iZ

AEATAI (77—l

A o B X o

L

nXyY a7z Na7—750mg =K :
1 ¥ CBIRE & 1g HICARrXY 7r 727 MDA
KA 56.7mg (AR E LT S0mg) ZE5HT 5.

PO
B . n¥Y 77 = Na7—7 100mg [ =K :
1 #% (BRERE 2g) FICHRrXY Ymn 7z F M) DA
AKF0H 113.4mg (kP& LT 100mg) #&HHT 5,
M & uxyFarzzrF oKWY
— i 4

£ 4 : Loxoprofen Sodium Hydrate
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1. BEREA VZEa—7+— AEROERE

B RS D EARR) R B & LT R M ERLIRG 0 (DU, B 3E Ligd) 7
&%, FEHRBLYG CEEAT - SEAIRTSE O BPRNEFH DY H 5 500 B 70 PR R 5 0 368 15 i R A% 4 2 75
T HEICIE, IR SCEICFEHR SN2 BT 2 BICEEMR GRS LE R GAE N H 0 | B
FEOEHEERELE (LLT, MR &I87) ZIEBROBINGRSEREZ L CTERE M LTl
LTETWD, ZOBRICHLERIEREMENICAFTDODOERY A & LTEEMA 2
a—74—25 (LT, IF EW§T) 2334 L7,

1988 2 H AR dEAlIRfi< (LR, BIRIEEIET) e 2 /NEB S IF ONLEST . IF i
FiE, IF EHEEZ RE L, ZO% 1998 12 HIRFEEME 3 /NEE RS, 2008 45, 2013 4
I BB EHRIEWRE B RN IF el EHOKET 217> T 7,

IF FCEE4E 2008 LIRS, TF ITHLA O+ & L TR0 5 PDF LH0ETHT—F & L
THREET 2 Z EMRAIE R o7, ZAITRY . IMISCEDO FERYGT R & - 72356810, BETOR
LT — & Z B L7 TF B3NSRt S D Z & e oTe, B TF 1%, [E3EG E R g
G (LT, PMDA LI 3 ) O ERMEERLERBKR O X —
(http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) (Z CTAB SV TATFRIREL 72> TV 5, HEE
Ti. 2008 4F X 0 FEIS D IF OFHRA BT Mk e LT [/ ¥ Ea—7 5 —LBEE)
R L, il % o IF BSUSCGEZ e T 28 EE GRS L CENER - RETL TV 5,

O, 2019 FORMCELHBEFEOLERICA DY, HizlZ BREERERZ BES0 oiE
EAE D, [TF FEHEEE 2018) & L TAR SN,

2. IF &iX

IF 13 T SCEEOFREMT L, EAMSEOEREFEICL > CRFEBICNLE R, B
s D EEEH DT OIFH, AITRE DT OFH, FHAIDO T O O, EIES OB EMEH D7
DHOEHR, AR EE T T OO OERENEN SN TR AR 72 ER ORI FHE & LT,
H P 303 BRSO L FEAIAN S D 72 8012 2 3% = FE 5 D SR AR 3 I TR A R O HE A (K L C
WD EEANTER ETEM T DD,

IF |CFe# 9 2 TH B K OELHIE B IR3EA R E U 72 IF s B IC T 5, 2L, EBEML, &
ISR E DO ME ., AR LRI OMRSIZET 2168 (LT, 3EE L I53) ([CES< KR
FHIEA M 25 O, BESEORELEICBED D b O K OSEAIATE & 2S5 - JIWr - 2~
FHEELIF O FH L T b, S0z 5 &, BN DRI IFIE, SKARNA
O SFHAM - I - BEIREIG T 5 & & BT, RERHTEEZT 2D LN I BMAERFOZ & &AL
LTW5,

IF O#FME, EFEREZEARL U, LB U CHEARMAHR L THERT 2, RERETD
BURITZZ TR0,

3. IF DFIFIzHT=>T
B ARO IF 1Z, PMDA OEREHEEMERRRA—VICBESITRHRE SN TV D,
MR FET TR A VX B a— T 4 —AMEROTE & | 129> T IF ZAERK - 18492 23,



IF O RAERE 2, EEBGICN R L TO D IEHRSC IF MERR SRR LR oV T
HRFED MR E~DA U Z E2—IC XV EAMEE ORNEELRESE, IF OFAEEZED 5
VRS D, FTo, FRUGET SN A H EOFEFICET 2 FHICE L T, IF AETSND
FCTOMIZE, YRLEIESN ORI ZER RS DIRMACERB MO Y CEE, HDWVIIHHOESE
pnfE AR — BRI L0 AR E B DT 5 & L biT, IF OEMICHTz > TE, KHr
DA LFE % PMDA O EREHEE GG RERES— Y THRTLD2LEND D,

B, WMIEEASCREMEOMRO SN LR IN TN D TERRERE] < TE25 ETORTER
B CBET AEBSIIARFEHICEDD Z ERH Y, TORBNICIT OB ETRETH D,

4. FIAZELTOEER
IF Z3EAA% O HEEBICBWOTRNT I ENTERWEREGEFRFE L OEHL W=
7, Lol BHIEORERHBCERAERS e —a ra— RECRD | AN
AL TE DFPHIITA T ERADLH 5, IF ITHWRIEOFHER L Z T T, YiklE3E LIRS
DPAERL « 2T 2 b D TH L Z L b, il - RBUITHK 22T 225202 L 238k L T
BT TR B0,
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1. $IE(CBEd 5EA

1. FAROREE
2. SR0REPHEYE

3. HAOHAFRE

4. BEFERICEALTAMT A
M

5. RBEHRUAE - ERAL
O il PR3 IR

(1) RBEH

(2) & - EFALOFHREE

6. RMP DBE

I. &4 5EA
1. BR%E4

(1) #1 4

(2) # 4

nXxY a7z Na7—750mg [ZK) AOexy7a>
= Na7—7100mg [ =K X, IEAT 7 A RIEHIRAER 5
nXxY a7zt N LKW ERT — 7 HO%REE
i LCBAZE S 4L, 2014 4F 2 AICRRBATG L, R4 6 Al
kML, BECESTWD,

() WENEE S 52 oD EAMERR T E L, KaxiZe
EERLRWED, BHERETHHETLIZ L8 4FELL
RONBEEICET D,

Q) FHEMINCED B SN D720, 5N 1 B 1 BT
wie,

G Wb LTIl )=rBEI=ULT I ZMx=Z&
T, RSN D,

(1) SCRHRIZHMEEA VY 22T 2 2L T HOREL,
DN T2 O B O FTERIEAL O BEAHZE T 5 e
TWT—THITH D,

(2) HBIFIZA HHE T 50mg (7em X 10ecm) . 100mg (10cm X 14cm)
DB TX B,

WIEAE BT 288, momfE D (1 7% | A -
RMP
MO/ METEE & L TER STV D&M
Bl HEE T A K7 1

B A b o> B8 T I

B R B =

A L7

A% L7

n¥Y7rn7x2Na7—7 50mg [ =K
nXY7n7 x> Na7—7 100mg [ =K
LOXOPROFEN Na TAPES 50mg/ SANYU |

LOXOPROFEN Na TAPES 100mg/SANYU



(3) BHROHE — x4 +HIE 4B

o
e
_|_
i
il

2. — &%

(1) 1% (w4ikK) XY 7a7erF MYy LK (JAN)
(2) #8 (®BE) Lxoprofen sodium Hydrate (JAN)

(3) AT 4 HREFE (7717 = VFFER) : -profen

3. MEARIETER

RO R R

4. FRRUHSFE SFR : CisHppNaO; » 2H,0 2T : 304.31

5. {EB¥8 (M%) XIEEXE | Monosodium 2-14-[(2-oxocyclopentyl)methyllphenyl}
propanoate dihydrate (IUPAC)

6. BRAA. MA. BE., BF | ZuUgkeL
&5

. A3ESIZET 5HE
1. YEEFHEER
(1) 548 - R F A~ A O/ TR REOBM R TH 2,

(2) BfE KNI A H 7 — VB THETF T, =& /7 — /(95T
TRt VEF LT —T U E A EET RV,

(3) B MU EER L

(4) B (SMEE). B Bl K9 197°C (5 1iR)

BER

(5) BIEEBEEY B L

(6) HEHRMK BARR L

(7) 20D E TS KR (1—20) (3HESetE 2R S 7220,
pH : 6.5~8.5 (1.0g (ZHT72 1AW L T AN L 727K 20mL (¥ H
L7=7)

2. ANESOEBEHTIC BRI L
BlT3REMH

3. BRSO OHERHERE. Al laxyrarzzrF M) ik ks
ETEE




V. HEIIZRET HIEH

1. Hlf

(1) FROREH

(2) HADODNBER UK

(3) ®Aa—F

(4) HAOME

(5) £t
2. HEOHEK

(1) A (GEEMRS) D
EERUFMHA

(2) BERHEFORE
(3) R&

3. RTERBEOHMRURE

4. hif

5. BATAHFREMEDHSD
KW

REfHA (77— 7))
AREITRE A EROBREL IFRICRIEL, REE 71T
—CWHE LT —T7HKIT, RERFEEHT D,
KO KE & : 50mg [ =&J 7X10cm
100mg =& : 10X 14cm

n%Y7u7 =y Nas5—7 50meg [ =k : @
nXyY7un7x2Na7—7100mg =k : &
KA T BR (R— % v 7 1k) -

HHRAT = VAR =V EENT L& No.6 LEDOKRE D

AF =)V AR =)L A B S Ll BT I 5,
EMER R L

nXY7u7=zrNa7—750mg [ =K :

14 (BREE 1g) FICHRuexY a7z F ) U A
KFn#) 56.7Tmg (KL LT 50mg) & &5HT 5,
nXY 7 n7=2Na7—7 100mg =X :

14 (BREE2g) FICHRuexY a7z F ) U A
KF#) 118.4mg (K & LT 100mg) 2 &5HT 5,
J=NMBET =D LT IR, Y RF UL Y S a e/, BHT,
AVG  AFLv AT Ly AF L7 ay 7 LELK,
TN, WREINT T 4 A b Z O 2 By
YL
YL

A L7

BARSANA

0
Knyre-cm
Sy 1 O
CH,
OHC —O—CHCOOH



0 CH,

I
HOOCAVAVKC:}CHCOOH
YRRV

CH,

I
HoocAVAYA<:}CHCOOH

SRV 0

6. RADEEEBTICHEITS | FHERMTICBT 2 LEMD

REM RAFSRAE RAFHIR | R RE iR
9% R 4 72 5 i 22 B D
=3 DL
HAME M 2358 B A7
25°C. 60%RH | 24 f& A Tri=| \
! WL % O RIE
U L)
WA I e o Tz,
\ 9% R 4 72 5 fie 22 B ) D
e SaES g
HINfE 1R 2358 O BTz
40°C, 75%RH | 6 f&A (Tri= | ‘
D3, OO REH B
)]
(e [ AERA T Iy

7. AMERUVBRBEOREMYE | gk L

8. fhFlLNDMEEI SRl
(‘E{EEHEL)

9. A BRI L

10. BFE - A

(1) EBNADELRSF -, | ugpnL
NENKHRLEES - A

ICEAY H1E4
(2) a% n¥Y a7 NaT—7 50mg [ =4 :
70 ¥z (7 # X 10)
nXxY7n7xNa7—7 100mg [ =K :
70 ¥z (7 # % 10)
(3) PRETE ML
(4) BHEOHEHE HTAITIR—F (BRI FLY)

11. JIRBHSIhZEHE B R e L



12. FDfth

V. ARICEY HEA
1. $hEEX TR

2. DEXSHRICEET S

IE

3. RERURAE

(1) RERUVRAERORES

(2) RARURAROHRERE
- R4

4. AERUAEICEET S

IE

5. ERERAR

(1) BEKT—8 1R v75—T
(2) ERPRIEEHER

(3) RERGRRHAR
(4) BREEAIHIER

AR L

FROR AL ONTAEIR DK - B

ZIEVEBIRE ., AR, SMER ORERR - 55w

FEESH TR

1 H 1\, EEICAATT 5,
REERR L

BRE I TR

HMERR L
UER e L
HMERR L
<ERMEREETE>
ENE I ERER

ERAMEREEIERE 2 x5 L LR EERRBRICB VT,
¥y a7 U T AKIY Ry 7Kl 100meg & 1
H1ESO0X2E (03 nd 10E14). 2 HE#ES LR,
o UcEE ouESR (K] DLEoksE) X, 1 31
[BIEE 80.0% (44/55 B1). 1 B 2[R 79.7% (47/59 f]) T
Hot-, BIERIZ1 A 1ERET4.7% (3/6461)), 1 H 2]
FET6.1% (4/66 ) TH Y., 1 H 1 [EEOREIERIL, FLBE,
FIPEE, . BN 1.6% (1/644#]), 1 B 2 [A#ED
EREWERIZ, FLBE, % 5 FIENS 3.0% (2/66 i) ThH -
-2,

E M E mAAEER

(1) BREHBESERE 2GS E L —HeRRBRICEBW
T, vexyru7zrF MU LR 180mg, H % xtFR3E &
LT, B¥Y7u7=rF b oLakif Sy 7#l 100mg
/A% 4 lREE LIciE R, 23y 74l 100mg B O fe &2
YEEOWER (IME] LLEOkR) 13 77.9% (67/86 1)
TH o7, BIVEMIZ Sy 7#) 100mg B T 18.8% (16/85 1)
R B, ERREMERIZ. EE AR 5.9% (5/85 #) |
THI, ZF OEERENS 3.5% (3/85 %) T o729,

(2) ZRHEBBEEERE 252 E LI-IFER - BIEAEIAR
BRICBWT, 7 b7 7 = CHETA] 60mg, B %kt R &
LCexyrFurzrF MUKW Ny 7H 100mg,”
H% 4 @B&EES LR, ox Yy o720 F MU oAk
¥R 7Al 100mg BETORKEMUGEE OSER ([



(5) BE - HEAHER
(6) AMHERA
(7) =0t

VI. EEE(ICEEJI HEA
1. EESPQCEEHSES
M (T EE

7] ULEDHE) 13 72.8% (107/147 #]) Th-o7=, RIE
Hixexy a7 x4 MU o LKY Sy 7H 100mg
FET 10.0% (15/150 1) ICFR Hav, ERBIMEMIX, Bk
&S, v-GTP ¥WINA% 2.7% (4/150 #1) . ALT #4501 2.0%
(8/150 i) TdH -7z 2,

(3) EEMERMEEIERE 2SR E L —RERABRICBW
T\m%yfm7lyfkuWA*%%N/fmlmmy/
H%Z 12~24 BEEHEG LR, REEBRUGEE OUEER
(M) LA EoHR) 1%, 73.83% (22/30 #]) TH-oiz,
BITEATX 10.0% (3/30 ) 1278 v, B L7ZEIER I
FEfih K2 & 2% RLBE, B2 T L, 2 5 FEIE, B 034 8.8% (1/30
#l) Thotm v,

(AR

= [N & I #3 5K Bk

(1) AR EEZIR L L _EEHRHARICBNT, XY
a7z F YU AEE180me, HAEXRIEL LTk Y
7u 7z v sk Sy 7Al 100mg, B % 2 M
Be b L7=fER, 28y 74l 100mg B T O ik SR UGEE Dk
§&FU&%JUL@%4)i75%6@%N9W)T%O
7-. BIWEAIZ Xy 7Al 100mg BT 9.4% (10/106 f51]) (278
oL, ERREWERIZX. Z 5 F0E 3.8% (4/106 ) . EAEHES
I 2.8% (3/106 i) TdH 726,

(2) AR EEZ SR L LT-IEEM - EEABIMRBRICB W
T AV RAZ YU U] 140mg,/ H 25 RS E LT
Vy7a 7z MU AR N Y 7 100mg, H & 208
B G L7-fER. axY a7z F M o AR Sy
7'#| 100mg BE CORKEMEEEOLEE (ThFE ULk
D) X 85.7% (102/119 #i) Th-o7-, EIEMIZ= F
y7ua 7zt U LKWy 7H] 100mg BET 5.0%
(6/120 #1l) (2RO BV, ERBIERIX. & 2 EIE 1.7%
(2/120 f51) TIH-7- 7,

IMEZDIERR - EB)

E N & I #HER ER

SMEL DIEAR < EIFBE Zxt 5 L Lz —HERBRIcE W
T, uaXxy 77z U wAaEE 180mg, H & 5 dk L
LCrxyYryun7zrF oKWY Sy 7H100mg,~
H% 7 HREBS LR, 28y 74l 100mg B CO &2k
UEEOWER (T U Eolk®E) 1% 98.1% (101/103
) ThHoTo, BIERIZ Yy 7Hl 100mg #ET 7.8% (8/102
) TR L, EREERIX. £ 9 FEE 2.9% (3/102 1)
Thot-?,

MM ERR L

MM ERR L

MYERR L

TubA BRI AEY AT T e T, T T e
T VR RILEY) c 7oA F s P/ ua T )27 Na
s

A R—VEEBERILEY : £ v KA X 5%

TN T=NRICEY AT =) LR



U FUEBRIEAEY : TAE Y 5
FX TN LAY B r Xl A5

2. RE#®HR
(1) fEFASEL - (FFHREF VERAL « BEAHEAL CRFTIICAER 2 543 5,
VERMERFE : ux Yy 7a 7 =00 MU oA KM ERED S
I En7=t%, IEMEHY trans-OH (KIZ £ H S,
BMERIE - BYERAE, EIEICx LT, Bk
SiE - $EIEM 2R,
(2) EWERMITHHEBRE | TIRIEEN
nXxy a7z F M)LK Sy T HE T > ML
ffLice & AT 7=V E (BMERIETT V), 72
v MNBEEIR (BHERIEET L) OWVTIICKH L THHEER
PRIEVER 2R LT2 Y,
P 1
axy a7z M)LKy THIE T MR
fif L7z & &, Randall-Selitto 15 (RIEENEE) 2BV T,
BURIERZ R Lz 219 £/ T hOT Yoy MEM
BRI SR I SR &2 R L7 10,
(3) EFARIEFM - b | LU ERRL

VI. EMEREICEY 3EE

1. MPBREOHTE S A L

(1) AREEDGOGRE

(2) BRABCRESILE
i o R R

(3)

(4) BE - BtAXOEE

2. EMEERMNTA—42 U EE L
(1) f@HAE
(2) WRUNEEEH
(3) HEAEEEH
(4) U753 2RA
(5) HHMBE
(6) Tt

3. BEH (REaL—Yay) | N &keL
@4

(1) fEHAE

(2) NSA—AEEHER




4. RIN MR R L

5. &% Y EE R L
(1) mi&— kKBS EBE

(2) ik —had&RErERE
(3) Eit~DBiTiE

(4) BEER~DBITE

(5) TOHDBBE~DIBITIE | EW 7RI SRR

XY 7xrNa7—7100mg [ =K tuaxy=2TF
— 7 100mg |22\ T, MR AT F O I Lz & =
OuXY T T DEE~DBITEEZ, ABNuX Y
17z A E AR & U CRGEE LR, A o4&y
RIS PE D R S 47 1,

(6) MBPEAHKAE EUER e L

6. ftig FMERR L

(1) RESLRURBREERE

(2) REMICBEET 2EB%
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