Hk 20244E10 A ERET (55 3 hR)
%2024 9 HlET (568 2 )
B - TR
BREAA : 3F

HAREmR S HES
871149
RiRES FR7ERA A
AHIS0mg | 22500AMX01073000 | 19954 7 A
AAI75mg | 22500AMX01074000 | 19954 7 A

MKIE - 3578 - BB

2’07 o ARl

LIES

7’07 x V%FI50mg [JG]

2707 xV%EI75mg [JG]

Ketoprofen Suppositories

2. 22 (ROBEICIFRS LBV E)

2.1 HitHBEOH 2 BE [TuRrRy 7S50 v EERINE
ERICE D, HtES2ELsE 22D H5.] [9.1.1.
9.1.2 /]

22 EELTMROBREDHAHEE [9.1.3 2]

2.3 EELHKEREDHHEE [9.3.1 ]

2.4 EELEHREREDH S EE [9.2.1 ]

2.5 EERDEER2DHAEE (B0 arxy 750V
ASRIMEERIC LV IZE. BREREOHEMSEID .
DEOHEESEINT 27-DERZELSELZENDH
%.] [9.1.5 2]

2.6 KHNDOR I LIBEEDBHERE D H 5 B4

2.7 TAEY VIEE JERATFOA FEEAERASIC X 20
BEREOFH) XBZZ0BEREOHHEE [TAYY VI
BEREZFRTLIENDH 5] [9.1.6 3]

2.8 vFuyuFy i roERSHR0BEE [10.1 3R]

2.9 FIRBH DL [9.5.1 2]

2.10 BEfg%. BEBENYXIIEEOD 2 BE [EBEEO R
ERICE D, ERZFE(LSEEBENDH 5.]

WO

3. #ERE - MK
3.1 #8m
fR5es |7 b a7 VAAIS0mg [JG) |7 v 7a 7 « v &#I75mg (1G]
JRELS 1A=+
BRI HE #hozzr HE 7 hSarzr
50mg 75mg
IRINA] N—=FT77v b, BEEKSABE
3.2 "HFIDMRK
BiES |7 N 7o 7z v 4HIs0mg [JGI[7 F 77 = > 475mg 1G]
& - Al HE&E~%REBAEOHT LB AL
e C_ C
2F 25mm 27mm
HE 1000mg 1300mg
MAla—F JG C9% JG C97

4. HEEXISFHR

O TECDEERR S UICTEIRDIERE - HNX - B2
MEIY U F. ERMREEE. BRE. RRBIAEREE. ERYE
R

OSHE12 5 UICFilite DiaRE « HRX

6. FIENUHE
rhsFurzrELT BE. BRAICIELIEIS0O~75mgE1H ~
2EEBRICHEAT 5. b, Fir, ERICKOBEEERT 5.

7. RENUHEICEEY 28
fltDIH 2 SEHEAT & O P IR 5 Z LA E E L,

8. EEREANIEE

8.1 HAEREANC X2 RBRIIERBECTII A HERETH S
LICHEEBET AL,

8.2 [BMEE (B v~ F. TRMBEEES) 168 LAR %2
WAEBEIZIE, IROFBIEEZERT 5 &
c BHIE T 258 I3 EHNICRBE. MERE R OFHEEE
BEEZ{TS T &,

« BYBEDNOBELEET AT &

8.3 #ME. MBHFIIH LAAIZHVRHEICIE. IROFIHZER
THZE,
 RERVERORELZEER LIRS T S &
cFHIE L CR—DEFOERKRS 2RI 52 &,

8.4 BEDOKIE M. B, WERHENH-DNDEZEHFH B
DT, BICERZES/NEROEBHE IIEEEERDOBEIC
BLTIE, BEROBZEOREICHDEET S &,

8.5 EHBEE. XA 7u—YEBRBEIILDONLZENHAHDT.
FEHNICREZTO B EBRE 2175 2 &, [11.1.3 28]

8.6 MRBEENHSLDONBIENHAHDT, MBEBEEEZITORE
BEE2DITHITE,

9. FEDEREZEFIZEBICHT IR

9.1 SHE - BIEEEDH D EE

9.1.1 JHIEEEBDEIEEDH 3 EE
HILtHBE2BER ST DD 5. (2.1 3]

9.1.2 3ERF0O4 FEREBRORPIZSICLBHEELEESED
HZHEET. FHORP/RSHUNETHY. hDOIVFORX
M=IVIEKBBENMTONTNSZESE
KA E GRS T 558103 ToRE2EE L. BEREICkS
T5TE, IVTURAN—IVIZIERATOA REBEAERANIC X
DAECEIEBEE2DEIIMRERELTVSEY, IV TOR
=i K BBBICEREEZRIELEEEEL D 2. [2.1 &
8]

9.1.3 MBRNEENFZDEIEEDH D EE (EERIMAEDES
NH2EEZRL)

MK DEE 2B NIIHEHESELIBZENIDH 5. (2.2 3]

9.1.4 HINERIDH B EE
M/MEHEREEE RS 2 2 &DH 50T, HilERZET 2
ZEDH D,

9.1.5 DHEEERBENH D EE (EERIEEREDH S EEZRL)
DR 2B S BB BENIDH S, [2.5 28]

9.1.6 [TEXMEBENHDEE (FAEVU VIHENIFZDEHEED
HBEEZRL)

FTA) VBB EHERT A EN DS, (2.7 BHE]

9.1.7 BEMXBRDESE
ERPEAT 2BFNDDH S,

9.1.8 70—VmDEE
TERPELT 2BZFNDH 5.

9.1.9 BPEZSHULTWLWDIEE
B CCHE) 2 mER 2 L. B8 %2 +aIciTVEEIC
85952 &, BEEEZABEEILT 2BENM0H 5,

9.2 BiEEEEEE

9.2.1 EELEREEEDHIEE
BELEZWCE, TuRy 750D U EEERIFEERICEAE
MREOETEICLD ., BRERESLELIELIBENDNH 5.
(2.4 28]

9.2.2 BHEEEEX T ZDEIMEEDSH 2 EE (EELBKEEES
NHBEEZRL)
SHEREL B IERSEL2BZNMDDH 5,



9.3 FrikaElEEZRE

9.3.1 ERRITKEESDHZEE
BELEWI L, FREREZEBLLSEL2BTNANFH S, (2.3
ZHH]

9.3.2 FFEEREXEZDEMEEDH S BE (EFRATHEE
DHZBEZRRL)
JHERERE 2 B LI HERSEL2BENDTDH S,

9.5 1EH®

9.5.1 {FIRHEHA
BELRWC & SHETHRRBOZEICHREG L 2S5, T
RIERRGE (PFC). MAEBAEVEE L EO|MENH 5.
o BWER (T v b)) TREBRSICESDIEE. ik
KB EIC L 2BROBRENE S RESNT VDS, [2.9 5
]

=
=S

#%9.5.2 IR (HIREBHIZRR<) NIFTHRLTWSTIREEDH B4t

R LEOBFREDPERELY LS EHMiSh 2580 EE
?ézaoﬁﬁﬁé%nm\%gﬁmmuaew\imé\%
ROENIRE N % 585 T R 2 T REHS R EHEEZE R L CE
a%;?ét&ﬁ% FETAHE, N TuT O
Bl A IERP IO ZMHICER U, FREDESRE X 72 & OHED
H%o it\>7ﬂi#>f% ﬁmiﬁ(ﬁmﬁ AR %
ISR L. lRROBKERERTIRERD. ZhIcE>F
*ﬁmrﬁigtt@ﬁiﬂﬁéo/7Dj¢/&%—€m%
Al (&2B/ER %859 28H]) 2EEFPHOERICERL. B

ROBRENEI RS 12 EOMEDDH S

9.6 ZALIR

PR EOARERUBAKRBOARMEZER L. KILORMHE
Fhik R T o 2 L. BMER (T v ) THHHAOBIT
PRESN TS,

9.7 INR

HITEFR ORI IER L,

DERNROFRICEEDH 2 E

#1114 DEHEE (HEARH).

A% HEARER - $EETT % P - fElE T

BEIRMLO = FHE
0 AABAERA] (SSRI)
TIARFH IV
NaFxtF oH

HILEHLOBZhHdH
%o

HEIERZE®RT 5 &
EAo5N%,

F7 Y RRFRA] FR - BEEFRZEBS | 7Oy 750DV ES
M) ZOLRAFTINE2BENTH 5. ERIHZEERICE D K,
r F UYL DOIENEED
v RorzoosF7y AU, FIREIOK, F b

=3 U LR RIS
BlhEEZI 5N,

107 LRFHERRA R EORAICE D, B AFOBICBIT ST

2¥0) 77+ VE EFROES. BRER| Y 750 Y v EAREE

L)y EREIIBILIEEDE|ICLE-DEEIONT
H1I 7 LIMIESFERT 5|5,
BENDD B,
ACEBREA] BEHEENEIL L T\ 5 B | AR
-IZAEKERA (BT SSICBHKED
BT HBZNNDH 5,
1. 8IfEH

ROBWERANH 5bNBIENHBEDT, BEETTITITL,
BENPRD SN HE IS &2 PIET 5% SHE 2 0B %7
5T &,

11.1 EXBEIER

11.1.1 ¥av T (0.1%Ki#). PFIT45F2— (0.1%KH)
Yavy, TFI74 7% — (ERE. BREES) Pbob
NHZENH 5

11.1.2 hEMREIFFERIABRIE (Toxic Epidermal Necrolysis :
TEN) (0.1%1)

11.1.3 2HEBE GEEAH).
(8.5 2 &)

70— CEREE GEERH)

RMEREE (SHERH)
DFEZE., MNEREFOLMERMEERERERPHO DN
BTENBBY,

BEEICRET A&, /NEEEZWNRE LBERRBIIERL T >
b)y‘;b)o 112 %@fﬂ’.@ﬁiwﬁm
9.8 SEeE 0.1~ 1%RiEED 0. 1% =D SRR ED
BIEFORBICHICERE L., HELCICRSHRICREET 7% Jgfﬁé{;; e g ﬁiﬁ’jﬁfﬁ —
W - i . B, BERHLEEE. BB
M%;ﬁd\ﬁﬁ@@iﬂ% CLEHBMBIRET H L.~ il ol R e L
HEESMETR LTS, wD - TELE, (B (LR E. B
B O
10. H8E{EA
“r N e AST. ALTO E&R
10.1 HAEE HRLBWVIL) [t B, BRERED . [ |10/ AR 7 AR R
BAGE BRRIEIR - HEEE B - ERET Mk, M MRED | (RO ER)
yr7uzudgyry (BEREITIENH|PTuTaxYy oD TEHER »F WV, BER. BR.
S AsEE %, GABAZ A & TAE(E AR
[2.8 B] FAAOERIC L DEHES Z Ol . BEE

M. AR O BB
EERKTLHEZEZON
2o

10.2 HEER (HACERTSRI L)

A%

BRARIEIR - SEESTE

W - fElRE T

—a—F/urRiE
Bl (¥ Faruaxyy
VIEPHHER)

BEZEITBZNDH
%o

—a—F )0y REA
DOGABAZ B RIEEIEE
TERIDOEFIC & D R S

PHEBRSNDIEN DS
DT, RENHNIHE
5T &,

I FY T KA ., Rk O BB

% EHERTBHZEEZLN
%o

XM hLFH—F AN MLFY = OER|TRAY 7T 0D VRS

EFREERIC & 0 B ImR
WAL, A NMLF
I — h OB & ED S
T, XML FY D

mhEEs FRsE5 &
EZZH6N5,
U F 7 LB VFILRERERITE| TR TT UV VES
RERY) F 77 L ENHHZOT BREF| REEEHRICEDYFY
HITHET D &, DOEHM 2 FED S,
UF LD FEEE
ASEHEEZOND,
U< CRPUENLA | FURNERAAZE®RT 52 | SRS TT UV U EE
TNT 7 EWBH D70 DEN G| RAEERIC LD /MR
NEEET 22 &0 BESMGISNZ72D,
/. TLT ) VDB
Higd e L. e
TILT 7 HEMNT S
leHEEZONS,
M MBI e % | HIMER 2 B1E 3 2 82 MEIC/EFA %2 1EH T 5 &
HY 5HHHE| nrHs, EZZ6N5,
7RI LIV

E1) BB IEABGERE 2 &,
I2) BRESBOONHAEICIES ICREGZHIET S &,

14. BRLODFE
14.1 FERIRMFDER
KENETE B HHFERICRET S &,

15. ZOfDFER
15.1 BRERfEAICE D < 1BHR
FEAT B A MEEAEEA 2 RIIEZRE SN Twa it n

T —RNEAREPRD 5N EO|ENH B 9,

16. ZEYENEE

16.1 MAGEE

16.1.1 &EZHESHHER

(& h7O7 z V2FIS0mg [JG))
Jh7a7x AEIS0mg [JGl & 24 3 VAHI50%, 7 a2
F=N—FIZ XV ZERENIE (5 bTB7 x>0 T50mg)
A S FICEERERNSS LR sr s ez v E
EEEEL., Bon-Em#HE /T 2 —% (AUC, Cmax) IZ
DV TIREHRIT 21T o 7o K65 WAIOEY RS ENSTER S
nizo,



(1g/mL)

—e— 4 b U7 x VAHIS0mg (]G
—o— A F I VAEIS0
Meant+ S.E.,, n=12

P AT« AN AN =3
[\S]

0 : .
0 4 8 12
5% OB (hr)

16 20

HEINT A= BEINGT A=
AUCo-24 Cmax Tmax
(pg - hr/mL) (pg/mL) (hr)
AN = B Y- |
50mg [JG) 9.89+0.55 3.66+0.18 1.2+0.1
A 3 AR50 9.58+0.50 3.57+0.17 1.1£0.1

(Mean=*S.E.,n=12)

MEEFEETICAUC, CmaxZD /85 A —4 1%, HEDR
R AR OBREEL - BRSO RERS I & > TR 5 AlHE
Bh 5.

I h7O7 z VA8EI75mg [JGD

rhFaz o vBFI7T mg 1G] & X 3 4FI75%, 7o R
F—=N—FIcLDZENZNME (5 b Fo7 22 &L T75mg)
RBFERASFICZERERNZS L clEdsr o7z VB
EZHEL. Bon-RBY#E/ ST 2 -4 (AUC, Cmax)
DWTHEEHENT 21T o 7o iR WAL Z N EFES TR S

niz",
(1g/mL)
6 -
n
i ek 707 x L 4HI75mg ]G]
Z 4+ —o— AF I VAR 75
i Mean+ S.E., n=12
o
7
k3 2 r
P
B
i3
0 ; - ‘ ‘ a
0 4 8 12 16 20 24

B 5% DR (hr)

HENTA—=% BEINGA—4
AUCo-24 Cmax Tmax
(pg - hr/mL) (pg/mL) (hr)
AN = B Y- |
75mg (]G] 15.47£0.84 5.61+0.24 1.4%0.1
A 3V HAHITS 15.69+0.54 5.30%+0.28 1.4%0.1

(Mean=S.E.,n=12)

MAEFEEI ICAUC. CmaxZn/85 XA —4 1%, #EpEo®
R B ORIE L - BESORBEMIC L > TR SR
BH 5.
16.5 ittt

FE AT VEFEDEFEAEN LT VA EE LTHE
RPICIRFICHRE SN S, IRPFEMERIZ120EE T60~70% T
Ho712Y,

18. EZNEIE

18.1 {ERER
rhrurzrORKEEBEAOESERAEFE LT, (1)
TS VFRVEBIMEIER (Sv N, 2) TuryrsoY
CEBINEIER. (3) & > BV VEIEIVE K OV I FE L 1R
H. (4) MEZEEETTEIMGEIER (V3F). (5) HMmMEREE
FEIEERS S EZ 6N TW5EY 12,

18.2 SMENEICH T B TNR
Fh7u7zVvZEBABRSICED, hS 5DV BIERE
(Tv b)), BIMEAHE (BLEY M) RUOMESBBETE (<
T R) DWTNIIBWTHRORER &IZITESOROINH(E
FzRLER,

18.3 FHFHEMERNIEIC T S1ER

77z VIEBRBEICLD, vAY — NEFFE
(5w ). AHHERE (S ) IS/ L TENMERIRZ R LY,
18.4 §$EE{EMA

a7z VIFEBRESICED. BEBANL Yy F U T
(=™ R). HaffnerZi (v~ &) K0ORandall & Selittot
(Fv b)) IZBWT, BOBRSECIFITRSOERIER 2R L7z,

19. BRI ICEY BILRIER
—%E9RF5 - - a7 >~ (Ketoprofen)

{E24 : (2RS)-2-(3-Benzoylphenyl)propanoic acid
HFR : CieHiOs
FFE 1 254.28
% R BEOEREOHRTH D, XF ) —VITHED TET
gL TF =) (95) RiFTE R KETRT L,
KITIEEA EB T 50,
I —)b (99.5) ¥R (1—-100) etz mRs s
[
FI L > THERICE S,
‘e :
H, ,CH3
CO2H
KOG RN
B M 94~97C

20. BBV EDER
T IO —AERERIE, EELTRET ST &

22. @

(I vFO7 = V4FI50mg [JG])

1008 [5 (F5AFvrarss) x20]
(& v7Oo7 z o%8F75mg [JG))

100 [5 (F52Fv27ar53) x20]

%23, FEE

1) 7= N-ZAREEROME (NDBZHWIERT A Mk
HRERICLZDMERA NV PREEDY X7 5HH) ¢
https://www.pmda.go.jp/files/000270714. pdf

2) Mendonca, L. L. F., et al. : Rheumatology. 2000 ; 39 :
830-882

3) Akil, M., et al. : British Journal of Rheumatology.
1996 ; 35 : 76-78

4) Smith, G., et al. : British Journal of Rheumatology.
1996 ; 35 : 458-462

5) Calmels, C., et al. : Revue du Rhumatisme [Engl.
Ed.] . 1999; 66 (3) : 167-168

6) HNEHR  EWZLHEEERE (50mg)

7) HENER AR (75mg)

8) flEmA fth: Eur. J. Clin. Pharmacol. 1980 ; 18 : 407~
414

9) FBARSZ il FEHEIHE. 197856 (2) 1 371-378

10) Guyonnet, J. C., et al: Rheumatology and
Rehabilitation (A Symposium on Ketoprofen) . 1976 ;
supple : 11-14

11) BENE 1 HAEELHEE. 1977 5 73 1 633-650

12) mHE 0 BAREEEAEMEEE . 19755 71 1 553-558

13) “FAAfRIE 0 ERRE EERPK. 19825 16 (3) @ 1232-1238
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