20234F12A%ET GE 1R
By & EIRE
BEhEAR - 184 A

BRREERERA
rseyazzvr—7

FIAKEAE % et ) JH T =
872649

20mg 40mg

AR | 22100AMX00728000 | 22100AMX00729000

HRoehian 200247 H 200547 H

S hFOT V5= 20mgsEH] KETOPROFEN TAPES 20mg[TOKO]
7071207 —7 40mg[sRE] KETOPROFEN TAPES 40mg[TOKO]
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2.1 AFIISAFN DR U CRBUED B ED H % 5

22 7RV UE JERAT A RMEREERIFIC X AHE
FAEDFHEFE) XIFZT OMAEED D % B35 (MBI ER iEFE
THBTNNDH D] [9.1.1, 11.1.22HK]

23 F7 ATV, ATy, Jx /747 TF— M
CICAF IRV URGA T N7V Lo EEAT 285 (U
VA=, FKE) S UTORBUE DD H B B
H [T BE DRI U CEBOE ORI RO H % HHE T,
AFNTH U TEHBBUEZRTBZNDDH 5]

2.4 YHGHESEDBAEEDH B H#H [65.. 8.1, 11.1.450]

2.5 WHREIAO L [9.5.150]

3. 48Rk - IR
3.1 #8RR
W4 ryoaidzyr—7 ryryorazyr—7
e 20mg [HE ] 40mg H)
e | R HRZ M0 R HRESZ BT
R >20mg 7 1 240mg

AFLY - AVT LY AF LT uy JHE
Bk TURVEIE. X295, WS T 4

B s VY T L. LAY h—Jb. BHT.
FFAY Y
3.2 HEIDOMIK
W4 ZAVAsVES S ae A ANV VS
ot 20mg [HE ] 40mg H¢]

e DR PEREAT I It~ DB O F
R | REBEL, SAF—THEHLIYAITHD.

DM EHEEET %,
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o — R B 506 &g 507

4. FHEER IR

OTFERBLECICAEIRDETR - THA
FEfeiE (Bf - BiRRMEREEAE. B MEHEMEE. HENRE. &
MR . EREREE. BREEARERX. R - RS BE
Ex. tHELEX (7 ANF) . BRE. MEEROER-
R

ORagiY) U FILH T 2 EERARDERE

5. RHRERISHIRICREET X E
AFNOMIC X O EE AR R, JCRABUEN IS %
TENHO, PIIBZEEOREMEFRIBITHERET B HIHHRE X
NTVBDT, EROEE LOBRENZ oI o -, B
B EOBWMENERMEZ LR 2 LA ORENT ST &,
[2.4, 8.1, 9.8, 11.1.3, 11.1.4%M]

6. BERUAE
LH1EEEREIC Y 9 %,

8. EELGEAMIE
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8.1 HEfil g R XUTERBRBUE 2 FBIT 5 2 L AH O, Hicid
EEORGMHBICE S TER S RE SN TVWBED T, flif
HNCEBF IR L ROIFEZ T7312/75 T &, [24, 5., 9.8,
11.1.3. 11.1.4%04]
 BWRIBEOFMIC D ST, ElE R EREIT S T
ERBHBDT, FHIE - FIR, T PR, TR O R REREIR
WEDENTGHICIZ, BEBICHHZRIE L, BEEEE L.
ZLTH L, KB, HHEEHZRE L TRET 2580
HBHDT, [ARKICHEZET 2T &,
< ERBRBUEZ BT 5 T WD B DT, ERPIE RS,
b5, PO RSB & LB, HEDOIHEEE, A
B2 KR, TR—2—EFTHEINT DT &, B, HWEH
RETOARZENREBHES Y2 BZNDH 2 DT, R
EEBIFICSWVEYOKIREEEERT R L, £z, i
MABHEANSBAAZRBLTHRETZC L HEDT, #
A%E U0, ABICHEET 2L, BRENRD LN
Bl EBICMEAZRIEL, EEHAEEE L, WY R LEZ T
2C &,
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LHE LEX. HAR. MERDER - BB
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22 EEIIZBE DIREEZ T icBlgd LU, RITEH OFEBICH
HIBT &,

(IR R FITH T BB BFRDER)

8.3 JHABURANC X A IBHIHERETH 2D T, iU v F K
FIC K B EUIRBEMIbN, RBMEICEADORS EED
RIS AT &,

8.4 BHEIMODIREZBIK LM SMHA L, Eiichiz 0@kl
HAUlanT &, £, RBERVNROREICE EH BT L.

9. HENERAEITSHREICETSHER

9.1 EHHE - IEEZDH 5 HEE

9.1.1 fEXWHENHZEE (TAREY VIREXRIZZDEEFED
HBEEERL)
TAEY VI THRWT & IR 5 T & AUE N
BOEFHFOHIIIT A VEEEREENMEBEIEL TS T &N
EZONTEL, TNHORETRHERERART 287
NHH %, (2.2, 11.1.28H1]

9.1.2 EBRBREEDH S HEE
G £ 5 RAEIC T U TV 28I @Y A B H U bt
HEHIZGH L. B80T EEREIENT 5T &, K
JE DEAYERE R LT 2 B2 N B %,
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9.5.1 IFHREHAD LK
FHLAEWT L, 77 s 7 a7 = O HIZ RS S 0
PRSI L7 E, IRREBIIREINGEDNIEE 22 85, (25
]
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D —BRREA] GEOFL BED ZUFICHER L, BREO
EHRERE N ORI, ZNICHES TAOREN R E - &
DMEDNDH %,
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9.8 SthE
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Nz EeNH5, ENBEMREEN
T3,
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1.1 EXEEIER

111 avy GERH., 774 7F7— (0.1%A0)
vaw . TF T4 TF— GEEE, RN, SRS
NHoHLNBTENDH 5B,

11.1.2 BEREDFR (FAEY VKE) (0.1%Ai)
PR, WS, IR R RS O WIE IR DS FEBT U 72 5 50
fiMERIET 2T &, T, AN X ZWEEEDOFERIL,
AT BIRR TR L T3, [2.2. 9.1.1504]

11.1.3 $EMREER %A, HEHNISHEAR)
IS FEBI U 723895 « FER. 2 9 FEiR. HIBUK, ALBEE A
WL, R, 72IE. K - 05 AZKOEE D RZERIERD
MERS, OHEBEDRE L, E SI 25T RIEIRDME
KUEEIT S WD D, Gk, WHBKHZRELTH
CRETRCEEHB, (6. 8.1, 9.85HH]

11.1.4 Y5 B8UE GEEAH)
AT 2 SENBICIRZ T A S LIC K D, BMWNE S RS 4L
BE, F&95. UK. BEAE. TRAE. K - OB AKOHEE DR
JERIEIRD MBS, OBEBEDIHEEH L, S5 2HITNE
FICIRMERLEEILT ST WD 5, Tb. MHABKHED
SEAAZRBLTHEHRETEEEH B, (2.4, 5., 8.1
]
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14. BRLDZEE

14.1 FEHIERROZEE
FEHENI O R ERIEE £4a< T MBS DT, HIERIHE. Kk,
BB XIFBOEAUTIEMEH LT &,

16. Z4pENRE

16.2 TRUN

16.2.1 BIVEY MEERERSE - 8EKEE
FhvazzrvEaT—7HEEIVEY MCHEREG LIz e
x| IEHEE TSR Tl MR ICE L, 2405 £ T
ISR ORI20%D I E Ntz oiext U, /487 #iE L7z
SRS T3 305 THI20%D LN X 40 1IFRE] C i Fh R I
L. 24F5H E TITHI0% DI X Nz,

163 5316

16.3.1 {ERRIRE
EIVE Y MEERERE
EREEANOUCT b TuT7 v ERET—7# (b Tur e
> & U T1.53mg/head) 72245 HII G Lz, g
eI T o R R CRREGE A T OB, BN b
T0 7 VRIS T EICE L, TNEN0.15ug
Wh/mL, 1.48pgYit/g, 0.36pgYE/gTH o7, Ml i
WAT P 707z VigERREEhr 77 2 VgL
DEL, “C b a7y (5mg/kg) RBRIRSEIC X % %5
a7 iE (HiEN0.3TugYm/g. MiINNO.32ug
B/QXOEN- T, THIC 2ARMICBNTE ZNEN. 1.05
pglig/g, 021pgiE/gl miREZHTFL TWe, 7o, £
DDNEAR T ISR K D @O HEH R 2R U T ifas X B
HTHS M, TOREEE0.19ug M /gL K> 72,

17. EGPRANE

17.1 BERURZEMEICET 2558
(ERMERREENEE. FBREAE)

17.1.1 ENEERRER
[ N 3tk THEFTHA3HNT DU T 20t & N7z — i R A BR DAY
HWIRDEFEOTHB?,

e

Y R | B b

Z5 6 Mk BE B E | 65.0% (13/20) | 85.0% (17/20)
I i JE | 65.2% (15/23)| 82.6% (19/23)

18. FEMEE

18.1 {FAEF
TRRRT S VY OEEANEIVER. 7T TE S
TER. AR ERLILF A ERNEZ 5N TV,

18.2 ARIE - SHIEIEA
FrIaTzvERT— TG BUEREETILVTHE Ty
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%7y h DyeastSSiE LI, kaolin-carrageeninZ it /& ¥
UEESR I AR OV T UCH LT, A ERMEIE N %
RULTED,

19. BRESFICEEY HELFHINR
— W% 7 a7 > (Ketoprofen)
k2244 © (2RS)-2-(3-Benzoylphenyl) propanoic acid
53120 1 CieH140s3
DT 25428
M

PR HBOREEDOM K TH B, A2/ —)IVichi TIA
FRdL, X/ —)V (95) XiFT7 &k VICETR
T, KIIFEAEBE TR, YT X > THMERIC
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Al s 94~97°C

22. @
rh7Oo7zrv7—720mg IERAD
TORL [THU/ 148 X 1048], 3500 [7TH#/14% X 50481,
7008 [7H1/143 X 10043]
rh7a7zv7—740mg AL
TORMC [T/ 143X 1045], 2804 [7TH/ 148 X 40451 |
5604 [TH/145 X 8043 ]
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2) ENERL (200247 AR, HEEEED
3) PO ERAIIZE. 19935 24 (8) 1 819-830
4) WOAEE A L RS, 1993 5 24 (8) 1 831-841
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