2024 4F 11 HeksT (B8 9 b))

H AR YERS i o7 R 5

872649

EIEGLA B2 —T F— A

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

TR R SR TH R
FeaozoT—7

rh7aox7—7 20megl /¥

KETOPROFEN TAPES 20mg [TOKO|

rb7aoxT—7 40mgl Bk

KETOPROFEN TAPES 40mg TOKO|

#l iZ

AEATAI (77—l

A o B X o

L

rhFuz T —720mg [H -
1 #2 7emX10ecm (BiK 1g) w7 b 7m 7 =2 20mg &8

RO E R R T 27 —740mg [HE) -
1 #10em X 14cm (Bfk2g) 7 7 v 7 x> 40mg A
m 4 rhrarzzy
— i 4

£ 4 : Ketoprofen

B o AR AR A H
B ST T
Wi 5t BA 48 2 A H

BEARGEATRAEH B - 2009 454 H 28 H
AR MEIEAE A B 2010 4 11 A 19 H
#» 72 £ H H:201141H
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ik A U
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F& e

s HORE TERR A
77— VARG A AL
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[ B A R 2 2 DT AR ST

MW A b &EO

7 — VIR St DI
TEL : 03-3899-8881 FAX : 03-3853-9641
ERRBARE A AR — 52— http://www.rakool.co.jp
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http://www.rakool.co.jp/

EHAL A H Ea—T = L2FHOFS & OME — B ARBEKAIR 2 —

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,

(2018 4 10 A c&kET)
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Japanese Accepted Names for Pharmaceuticals
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1. $IE(CBEd 5EA
1. RAROERE

3. HAOHAIFHREHYE

4. BEERAICEALTRMI N
EFFE

5. RBEHERUVRE - ERAL
(O ] 3L ]

FhTu 72T —72mg THE) KOV e T 2T —
7 40mg THOE 1L, BREEREAATCHL 7 e 7205
BT —7AIO%FEERS & LTI S, 2002 47 A T4
Ny I AT =T DGR %ﬁf%ioé% 2005 47 A
JERAE 72 & TR 0 B~ D BT Ltzﬁ@ﬁ4xm
(w2 y o A5 —7 L) % EiliLiz, ZO%EREL I
DDA EE CREFEAFE 0922001 5 (FRL 17 49
H22 H) IZES) XY, e 7 =07 —7 20mg TR
Yo MOV v e T T —7 40mg THE L L, F7o, TH
iV v~ FICBI 5 EERAT O8] OB — &%
1TV 2010 4 9 HIZAGEES. [F 11 HIC3EMINER S vz, &
BT, 2011 4 8 AIZiE AR, SMEZOIENR - 9% O%)
REIB IO AR Z BfG LBIEICE > T b,

(1) WEEMEE D2 T BRI S & LK EIZEAE
ERELZWEO BHERBTHATLIZ ENHELLL 2N
BEICHET D,

Q) FhTa 7= ORBEENE L ORISR T 5 2
EDD FFICERIEEORBMERBIC e R R T E
Do

() RIS EM DI SN D720 B G mEN 1 B 1 [BITH
e,

(4) B Y v~ TFI2BT 5B RET o8RO L AT D,

a)i%W’@%éfU%x%ﬁ%#é’&f\@Uﬁﬁ<\
PO N T2 0 PR O FTEYEAL O BEAHT 35 (R
WTF—THIThH D,

Q) ¥ h7u 7T —740mg [HE] (TERIER &,
AR FETE DA B IE T E B KHHF A X (100m><
l4cm),

WAER BT D&M, R D A 745 | A
RMP

BIMOY A o METEE) & L TIERRS LTV 2 84
I HELE T A R T A

PRBREE o> R B g

= || e

AR



(1) RBEH
(2) il - EALORRBRER

6. RMP OBE BA=RANA

0. &4%#ICEAT 3IRAE

1. R4

(1) M 4 Fhru7er7—720mg [H)
Fhra 7T —7 40mg RO

(2) ¥ 4 KETOPROFEN TAPES 20mg/TOKO|
KETOPROFEN TAPES 40mgTOKO |

(3) £¥MDHE%R — 4+ AR+ R RS

2. —igA

(1) & (%K) v 7Fu 7= (JAN)

(2) & (@a%K) Ketoprofen (JAN)

(3) RT 4L HRERRIE (7707 = UFF8K) « -profen

3. BEARILRERX

B USSR

4. PFRXRULFE 43 F 2 0 CisH 1403 oy FE o 254.28

5. {t228 (&8%) XIEEXE | (2RS)-2-(3-Benzoylphenyl)propanoic acid (JAN)

6' Em%s E“%Q %%5
&5

B | ZEERARL

M. XS IZET 5EE
1. YELFHEE

(1) 44 - K HEORMEDOHM R TH D, =& 7 —/v (99.5) &K (1—100)
IHESEMEZ R S0, I Lo TR AIZ 2 5,

(2) BfEH AB ) =D THETRT <, =& /7 —L (95) XiI7 &
N AZETRT <, KITFE A ERIT R,

W A g VRN T DI E R R mL

AH ) —)L 1 A

=& /—) (95) 1~10 A5




(3)
(4)

W% T

BR (SRR, BR.
BER
309,23 Fit
SERE
DD E ZRIEE

(5)
(6)
(7)

2. ANHSTOEEFHTIC
BT H5REM

3. AMES OFRERHERIE.
E&iE

V. ®EICEEYI SEA

1. Hlf

(1) FloR5H

(2) HADODNBRRUMER

(8) @Ala—F

(4) EH oM

(5) £t

2. BHIOHER

(1) FEMRS (EHERS) O
BEERUFMHA

7k 1~10 A
7K 10000 L4 |
LT i E A
Al 94~97°C

pka=3.9 (30°C)
n-A4 27 %/ — /K (pH=7.4) : 0.97
SRAN AR A~ R oL : 254nm T ISR DR K & 7”7,

Rt e V7 V1 D MECIIHNZ E T D08, TR VT
ST DRI LY | WAETEKRT D,

HiE (7 b7 e 7 OfERRBRGE 12Xk,

1) DNAVKR=VEN 24-Y=bua7xz=)Lt NT T LKL
LTk RIVUEBRT D Z &L D RO K OVLE R S,

2) SESRIL AT kL
AR MVEBBART ML LT AR F—EED &
Z AR DO TR DRI Z 7B 5,

3) AN AR bV RBAbA U o AGERNE
AT MVEBBARYT NV L g AR, F— D &
Z AR DO TREE DRI 278D 5,

HiE T a7z 0ERE ITkb,
0.1mol/L /kE&{tF b U o AHRIZ & 5 Hh Rl ek
0.1mol/L Kf#{tF kU © LK ImL=25.43mg C16H1403

REAHA] (77— 774D
& DO MiEMERRA I A ~REEADOFEHOBRLZRIEL 7
A FT—THESTMAAIT, DT NCRERFEEELHT L,
#bfm7:y?~7omgfﬁﬁmﬁﬁm6
bR F a7 T~ d0mg THOE) <My 507
WE R (R—n& v 715)
HEH AT — AR =L (No4d LLE) 22 AT L&,
— VAR — VRS TR IR 5,
LR L

A

rh7a7 7 —720mg [HE) 18 (7Tem X 10em, BEiR
lg) ' BRYZ N a7y 220mg BT 5,



(2) EREFORE
(3) RE

3. FTBEREOHEMRUEE

4. Al

5. BEATAFEMEDHS
"W

6. WADEBEUTICHEITS
REM

7. RAMERUVBREOREMR

8. fhFlLNDEEE
(ME{LFEHZELL)

9. BHM%

rh7a7zr7—740mg THE) 14 (10em X 14em, B
K2g) F BRZ a7 =r 240mg AT D,

ZAFLy oAV T Ly AF LT ay 7 LESEK, TR
VEHE. A7 U T WENT T 4 BNV UBY T
I-A> h—/)L, BHT, A&V

GARRAA

GARRAA

GARRAA

BARSANA

Frh7agz2r0 7V ATIVRERRA L h—LZ AT
V%

AT IR 2 IO T RIRAFRER (25°C. HHHZEE 60%.
18 W A OfER. MERAOE®EEIHEOHMNTH Y |
TR 727 —720mg N KOV e Tz T —
7 40mg [HOE) 13l E O THGEIE TIZB8 W T 18 I H L E
Thsd I ENERINDY,

FhruT T —70ENRERER (n=3)

HH L OHE BH AR IR 34 A 6 A 94 A

PER L) Tt L) S E)
(€5 5% ) B FEY B FEY
=)

106.5% 104.2% 104.9% 104.9%
(90~110%)

THH K O 12 4 A 14 5 H 18 7 H
Pk FiiE) IR E) FliEd)
(e 0% H) 1% ] 17 7] 1% 9]
=8

(90~110%)

103.4% 103.3% 101.7%

REER e L

REER L

REER e L



10. &3 -3E¥
(1) FENDELRE -G,
NERERLTRE -

ICE9 2168
(2) a%

(3) PREE
(4) RHROME

11. BREHREIhHEHE

12. FDfth

V. ARICEYT HEAE
1. $hEEX IR

2. PhEEXIFZHRICEET S

FE

3. RERVAR
(1) RERURAEOHER

(2) RERUVAERDORERR

- R4

4. RERUVAERICEEYT S
FE

5. ERERRLIE
(1) BRT—E2/1\vH5—
(2) EREREEEHER

M TR L

Fh7ur T —720mg [H) -

70 Bz (7 #eX10) . 350 £ (7 #X50), 700 #r (7 # X< 100)
Ty —7 40mg TR -

70 B (7 #x10) . 280 A (7 #X40). 560 Kz (7 #<80)
%Y L7

TNHI=ZTLATIR—h

BOUEHE L

B L

O F 7o Bl ONTHE IR o0 B89 « T4 2%
FESRAE (FF - AEERERE . A PERHERE., HERIBOE .
TEHERRYE) . ZSTVERAENAE B BRI R DA . I - B
AP, LRiE R (T =A%) R, SME%
DIENR - EIFE

OBE U v~ F k) 5 BIE R T o 8%

5. ZEESUIBIRICEET HER

ARFN ORI L0 BBl G R, AR EUE 2 R Bl
HZENHY . PTITITEEOEHVERZICHERST S 603 H
HFINTNDDT, HEIROIER EOMLEMZ -+ 3 TRE O
b WRIEEOFRENERIEE EE S BAICORHEHT S
Z&, [24, 81, 98, 11.1.3, 11.1.4 Z/]

1 B 1 [RAEBIZARATT 5,
BRI L

BEIN TV

K ek L
Bk L



(3) RERGRRHR
(4) BREIRIFAER

(5)
(6)
(7)

BE - WBAIER
ARKER
£ Dfts

VI. EBEEICET HEAE
1. REZNICEESHDILE
M IEaMmE

2. ¥XB{EA
(1) {ERAEBLL - FRABKF

(2) EWERFMTHEBRRE

(3) fFASEIRFM - FFitFeE

VI. EMBREICET SIEE

1. IAPREDHER

(1) AREEHLGOGRE
(2) BRABCHEIQE
i HhiREE

P

BE - ftAEORE

(3)
(4)

MR L

DA 2R E R

[EPN 3 sy CREF 43 Flz OV TENE S du7- — e R 25RO
IR DY ThH D 2,

i
s b | R

N

it

B4

22 9% 1k I B i E

N

65.0% (13/20) 85.0% (17/20)

B T I 82.6% (19/23)
)t RER Y ER e L

MM EER L

MG R R L

MR L

65.2% (15/23)

AT oA RPEHR SR A
AV RAEV Y AT T Ty TALET BTz
74 = 0=y nb/As Bl N Ly AV NN Ay | V) ol nb7 AN = = oV k= B4
=7 MU U LK E

TEFRERAL « BEAHEAL CRIFTBNCAE R 2 5843 5,

TERBER - a2 X 75 o2 U EARBINHEIER. & Bk
JUEIHIER . BmEkiEERIER R ENB 2
hTng 3,

FrTuT v EHT TR BERIEET AL THD T v

k@ cotton pellet P ZFE & N adjuvant BIEi%, EIHET L ThH

%7 v b @ yeast RIE L. kaolin-carrageenin e & & Jf M

OMHREERBIEI RIE TR O W T cx LTh . AEZ2IEEN %

LTz D8,

BRI L

B2 L



2. EMEERI/NTA—4
(1) BFAHE

(2) RUEEER

(3) HEREEEH

(4) PYF73 VR

(5) HER

(6) £tk

3. B&KMA (REaL—L3Y)
s

(1) A%

(2) RSA—LEHER

4. R

5. 4%

(1) s — Fg B8 P d
(2) mik—pasRaryEAYE
(3) IA~DBITH

(4) REBE~DBITH

(5) ZofniBB~DBITHE

(6) mMREAHKHSE

MM ERR L

ZEER L

ENEY NEFHKE - BIERE

FhTe T2 ERT 7R EENLE Y MCHERE LT L
& B G T 8 MR Tl L IR ICE L, 24 REfH &
TIZHEGBEOK 20% RISz DIZkt L, AEE % HIEE L
TABE R TIE 30 45 THI 20% 3T S AL 1 RS C g v i o
TEEEIZEE L, 24 FERE TISHK 90% 28I STz 9,

MR L

EEER e L

MR L

MR L

RERRPIR B

EE Y NEEEE

EFEE~D UC-7r v e 7GR/ 7—74 (X vFaz
x> & LT 1.53mg/head) % 24 B EIE G L2854, M
Wi N7 a7 YR R OV R AL EL T ORI, AN
FhTa T e oEETIEIC 8 B TREICEL, FREFER
0.15u g M&E/mL, 148 g YfE/g, 0.36u HiE/g TH-oT,
., AN S e T = REISRESLER S e T o
VIBE XV EL, UC- F e = (bmgkg) RO#K5IC
L% T e T = RE (RN 0.837u g Y &g, AN
0.32ug YfElg) LVEM-Tz, SHIT, 24 FFEIZBWTH
FNZEh, 1.05ug M/g, 0.21ug XM E/g & mlE 2/ L
TWe, £, ZOMONEEE TR X0 @V aERE %
R LUTZIBE LB 2 TH - 128, T OREREX 0.19ug
YElg LKoo T2 D),

NERR L



6.

e

(1) KREBLIECRBRR
(2) REICEET HBR

(CYP %) DHFiE.
FEE

(3) NEEBHNREOERRY

2k

(4) REVOFHEOFRERY

10.

11.

AtEk. FHELE

. BEit

FSURR—E2—ICET S
153

. EMFICKDIBRER

REDERERIHBE

Z Dfth

ReM (FRALDIEES)
IZE89 %IEEB

. BERRLETDER

. RERRBRLEETDEH

REER L

B EER L

MR L

MR L

MR L

AR L

BEIN TV

2. BB (ROBHEIZEFBELAGLNIE)
2.1 ARFISUIARA O %3 1% L CREBUE O BEERE O 5 2
=

22 TAE Y Ul (JEAT oA FHEERERAIZEICELS
M ERIEOTER) NxTOMERO S 5 HBE [WnERIE
EHERTLHIBEARD D] [9.1.1, 11.1.2 ]

(L)

AT A M B AT R B BB IEAIC L 0
T A SR XL DB D b 2 B B3R %
752 LT, WIERBRENTHERESND EREND 5,

23 FTV TV AT R T2y, T2 )T 4T T—
FMENZAF R U ROET N7V L2 E3HT 5
Wy (P27 —r 0 FAKE) (T3 U CRBUEOBETE
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