4BO4ANY

20244 2 ACET (38 1 hR)

BTE © EIRRF
B 242 A

REZ SERIH A

il a0 b

2’071 5-720mglsN]
Sh2’O712/5—740mglsN]

Ketoprofen Tapes 20mg « 40mg “SN”

B RO EES
872649
20mg 40mg
ARES | 22700AMX00210000 | 22700AMX00211000
AR7ThEIE 1999411H 2005% 7 A

2. 22 (ROBEICIFZS LBV L)

2.1 BHIIIAFI ORI L CREEOBRERO H 5 B

22 7AYY VIEE GEATUOA FHEEXEBRISICK S
BREOHFH) NIZ0BRFEO» 8L [MEHKEE
FHRITHIBEINDIDHS.] [9.1.1. 11.1.2 ]

23F7 707V, 2072y, 72 )7 475—F
BT F IR VROF T N7V L 2EET 58
(PRI = FRE) 1T U GRECE O BEE R
DHHEE [TNEDOEDITHN L CBBIEDBHERD &
HEETIH. AAICH L TCLBEBUIERZ RT BEND D
21,]

2.4 B BIEDOBEROH 5 8E [5.. 8.1, 11.1.4 ]

2.5 HiRgHO = [9.5.1 2E]

3. #ER% - MR
3.1 #8m%
Wiz ryrazzryr—7, rryrazzyr—7
20mg [SN] 40mg [SN]
Bk 0.7g (1#) & Bk 14g (1f) =
BRI (BR) ¥ +v7arzzr (BB r+Furzz>
20mg 40mg
BEARSBH/)ST T4 AV M=)L, ZJuF¥I by ¥
JUNEE - 77U LEN-TFILAR) v —, RRITLT
WAl [Ty 7 AL SBRE T Ty 7 A, YT7FLe RaFy L
I, RUTFo, EIFAVAVBYLESY Y, KUV
~N— 180
3.2 ®EIDMIR
B rr7azzrir—7, rr7azzryir—7
20mg [SN] 40mg [SN]
Pk AEIIBEREZZHEICBEL. BRHEZ I F—CHEL
MR CH B, BREEZBE TS, KBABTH .
IOKRES 7% 10cm 14X 10cm
BAla— K Sh-KPT20 (FE45 12 FR) Sh-KPT40 (45 1CFR)

4. SHEEXSFHR
O TEHRBELTICAERDETR - HRA
ERE (5 - BIREERE. BRMSHE. HEIRE. B

HEf2H) . ERERIEVE. FRIEIEIELN. B - BEX. BE
BEX. EBiELEFRRX (FZRANF) . HRE. SHEEROE
iR - =%

O BEiY OX FICH T B EEIRFrDER

5. $EER (FFNRICEHET BiF=
AROFERIC KV EELEMEE R, ARBEESHERT 2
ZENDHD, FTREEOLEEFEBIC Eﬁﬁémﬁﬁﬁé
NTWVWB0T, EROBELOKWEEZ 7510 k.
B LoFERESEEES LRZGHICOAERT S &,
8.1, 9.8, 11.1.3. 11.1.4 &&]

6. HERUAE
1H1EEEICHT 5,

[2.4\

8. EEREXRNER
(CRhBEE)

8.1 HAlE R IS HARBBIEA FKILT A MDD I
HEOLGHREZIC ioLFW@ﬁiénTmé@f @
HARMCEZICN LIROIBELZ2+75I12/TH 2 &, [2.4. 5.,
9.8, 11.1.3. 11.1.4 ]

s BHEBEOREIC»IPDLT., BMEBERAETRRT S
ZENHDHDT, FEE - R, TR FBEEOR
BRERARD 5N-BEICIE, EbICHEEL2HRIEL, B
HEENL, LT HE, oB. HHBNEZZEEL
THRRTHHEEDPHHOT, ABICEET S &,

c HHPBEUEE R T A EAFHADT, EHFIZKREIC
PhboT. FHOEEERTSEESHIC. HEDNE
By, BEEERR, YR—Y—HTHENXTHIE, &
B, HWAEMSPEFORIIEINEZERSE L2 BZNY
HBEDT, BNE2BBESBI VWEYORIRZ EE2E
HdsZ&, /- FHBRE» OB ANAZEBL TH
ﬁ?é:tb%éwﬁ\ﬁ%%bﬁﬁwﬁ\E%u@%
THZE, BEPROONTIESICIIESICER 2SI
L\%%%E%L\ﬁwam%%ﬁﬁzt

(BfiE. A2 HEETE. BREERAENRN. B - B#X. BEAR
K. LhiE EFEK. EiENE. SHERDER - &E)

8.2 HRIEIEANC XA BBIIHEBETH SO T, FERICE U
TEYBREDNOBELEET A&, /o, FAFEH
WD 2GEICEBEOREZ+ICBE L. BIEROR
HICHET A &,

(BIETY O FICH T D RIEIRBFIDIER)

8.3 HAEFANC LKA IRBIIMERBETHLDOT, YT~ F
I KB WY BB ThN., ZBESIRADESE
FEDOHRIERT S &

8.4 MFEIROREZBRE LAV SHEHAL. EMIchZDERE
HHALEZWZ &, Fo. BDERNEOREICEED D &,

9. FEDERZEIBEREICHTZIR

91AHF BHEBEEDSH S EE

9.1.1 [EZREDHDEE (FAEY VIHENXIEZDELERE
@E%%%Eﬁ()
TAEY VIREThWZ L+ aIlERT 5l &, KE
THEBOBEOHFICIT ALY VIFEBEMPBEEL TV
BIENEZONTHBY., TEN6OBEFTRIMEFHEL
FRITL2BENNH D, (2.2, 11.1.2 ZH]

9.1.2 KIERENH D EE
@%%Wi%ﬁuﬁbfﬁwé%A () 2 U A X
BREEAMZHAL. B2 +D ”ﬁmgikﬁﬁﬁé
& RHMOBIUEZ AT 2BZ NN H 5.

9.5 Him

9.5.1 IHREHAD LK%
FRLAWC E, 7 b 7u 7 v O KRR % T iRE%
ORMICHER L725E. REHRERE ES 2D
H%. [2.5 ]



9.5.2 1R (EIRZAIZIR<) XIFERL TV STEMEDSH D
oy i
wREOFREPREREE EE2 EHETSh2BEICD
AERT LI o REFNROMERICEED 57 EHE
EAT AL, 7 a7z os AN EIRF
DRI L. §ﬁ7J<ﬁ/J\TfJ>$_é°t&@$ﬁ¢#%éo

16.3 10
16.3.1 HHEBRRE

EILEY FNEEBRE

EBEENOUC-r b a7z v &FT—TA (5 +7
07 x>»&LT1l.53mg/head) %24 B O# S L7-5
G MEFTr N o7 2 VBERCREERTE RO

F/o. vrutForr—YHEEA ROAL $ﬁ') JE. AR N7 a7z VBB ISR TREIEL,
HRICHEA L. BEOBRERERCRERD. Zhic Zhzn0.15ugHE/mL, 1.48 ugX&E/g. 0.36 184

S EAGRDRENE E 72 LOMENH 5. B/gThHo7z. iR, HANT 707z VBEEES

9.7 INR migEfsr b 7u7 s VBELDEL, YC-r b T
NREZ IR E UTBRRABRIIER L Tk, > (5mg/kg) BO/EGIC L2 HEEr b Tuy 2 ViEE

8 Sk (FEMN0.37 ngZii/g. HAMN0.32ugsiE/g) L0E
METE DR EOREICER LA S EHEICHEAT S Z & Molze 61T, 24BfICBVW T ZENZEN, 1.05ugH

8 (0.3%7 707 x VHTAD) OmREHEEOSR.
EiE CRIER (BMEER) ORRARVERICEDP 7.
[5.. 8.1, 11.1.3 ]

10. #8E{EA

B/g. 021 ugil/g L MBERHRL T, £/, 2
OO g TMEEF L DSV ERE 2R L/ EER
BEROATH o720, TORBEEIF0.1ugHE/g& K
o7z,

10.2 HEEE (HAISEERITDTE) 17. BEERAE
HARE FERAER - BEHE W - fElERT 17.1 EERURZLEICEI T D8R

AMRLFH—R2 [r b Fu Ty BOAE|F NSO T EA B b BBBiE. ZRZMERIENAE)
AR PLFY— L OME|LFT— N EHE LS 17.1.1 ER—AREEPREAER
KEDARRLFY =R &, APPLFS—1O yr7azxry—720mg [SN] (I#&Hsr a7 x
DIERAHIBENS & | BHIHEES NS L > 20mg&H) OBIERIAOFIC AT 5 — i EE R O R
N5, MHRESNT V5D, . RO EBOTH DY,

_ . R BHEE % (EDIB/ERIH)

1. BiteA - R (BR) | FoEsENr | SEssit
(k@E'JWFﬁ’J%%’b“%’ EBHBOT, BREEFTIITL, B 60.0% (12/20f) | 85.0% (17/2061)
RENVROONLHEICEERAZHRILT 574 SEY L LEE e | O T 45.0% (9/2081) | 85.0% (17/20f)
152 & )

11.1 EALBENEE )RR AR L S AR 2 258 & B E UERE L7z,

1111 Yavg EERH). PFI45FY— (0.1%KiH) 18. EEIE

Yav i, TF74 7%y — (BWE. WRRE., AE 18.1 {ERIEE

FESE) PHobhbs I ENH S,

11.1.2 REREDFER (FRAEVUVIFHR) (0.1%KiH)
ST WS, MFREERSEOMEERPHEE L 125
BRERERIET LI L, BB KA KL S HERED

FFIL, MMBRHEBTHBE LTS, [2.2, 9.1.1 &
HA]

TURY 75V OEEBIMEIER. & BEETHEID
HIEA. BIMIREEEIEERZ EAEZ 5N TV S,

18.2 MNIE - HEE1ER
BEREET IV CTH ST v hOcotton pellet AZFEK
adjuvantFafi%. ERET N TH ST v DyeastRIiEREE

11.1.3 EERTER (5%, EEGIISHEAR)
BECTERICHEBL L 723892 - S80S Bk, MU, ALBE
EQEL. ER, FE, KE - OS5 AFOEEDORE
RIERPCERILE., BEREPFEFAL, SHICLFIIK
ERERPIERLEBT 2D 2, uB. FAR
HHEZEBLTLPOHHRTLIEEH S, [5.0 8.1, 9.8
Z]

11.1.4 SEHRBEE (SRERE)

BEATERZ BAMRICBE T 2 2 LICR D, BMWEDEL A
SALBE B, FIEUR. EAR. FE, KE - U5AFED
HEOREERPLERILE, BRHEPREAL. 5
WCRFICHERERPIER LEBILT 22N H 5.
B FHRHMEP»OBIAZREBL PSRRI L L
bdhd. [24, 5. 8.1 BH]

11.2 Z Dt DEIER

%'Hg 0.1~ 5% 0.1%K#%
BT OFE .. FiR. HE KRNI

SHEENBA
B FIR

BB & DR RIS,

K - OB A BRILE
BHE HRRE. AR, BEE
HLE LIRS

14, BALEDIER

14.1 ZRERIFOER
FHSMORERNBEER I EDPHHDT, BIERE.
AR, WBIESUIFZE OEAICIFFERA LT VW T &,

16. SHPENRE
16.2 TR
16.2.1 EILE Y NERRIE - 18IEKE

UC-rvTuyzrv&FET—THl (Fr7urzrel
T1.53mg/head) #ELEY MIHERHRE LS, E
WRE TSR CREm MR IE L, 24K/ % TIC
BEBOM20% PN SN0 L, AERE = RIEEL
TABB RS TIE309 THI20% AN TN & L B R TR A
BEICE L. 248/ TICH90% RN S h7zd),

J. kaolin-carrageeninZ$JE & &8 K U B2 SR B A R X
DOVFT IR LTS, ARELIMFIERZR LS O

19. BARS [CET BIB(LRHRR

—fRES4FR : 7 7 a7 = (Ketoprofen)
{bZ4 : (2RS)-2-(3-Benzoylphenyl)propanoic acid
73F3 1 CleH1403
SFE  254.28
fbgE
H /CH:;

O CO2H
e
B OSSR BPEAR

"R Kuuia'émuaar%@%ﬁﬁkmﬁéo KRERAY ) —

IKBD THEIT R, ¥/ - (95) X7+
}\ VTR T KITIEFEEAEB T 2. Kl
FIT L > THEEICE S,
Al R 94~97C
22. ag
(& hFOT7zvF—720mg [SNI)
140# [7H#x 2048]
700# [74#2x 1004%]
(I hFOTzvF—740mg [SNI)
140# [7H#x 2048]
560%% [7#x 804]
23. FEXGK
1) Veyrac G, et al. : Thérapie 2002 ; 57 (1) : 55-64.
2) Thyss A, et al. : Lancet 1986 ; 1 (8475) : 256-8.
3) REFEHI A EEEMIFE 1993 ; 24 (7) 1 727-41.
4) ¥F ) INNHASH L BREBGEICET 28R (ENERD
5) BOMKE 13H | EEFEHZE 1993 ; 24 (8) : 819-30.
6) BOMRE 13 1 BEMFF 1993 ; 24 (8) @ 831-41.



24. XEFERFERUEVEDEE
HAZRTERASH REEHER
T101-0032 EFEHTREXERI2TH2E3S
TEL 03-5833-5011 FAX 03-5833-5100

26. BHERGERES
26.1 SHEMRGET

am> 3 F /) rINIVER R

RRBPARENEM2 THI0E10S
26.2 BR5ET

BAZERIXEHASH
RRHTREREAR2TE2-3



