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Ofloxacin Ophthalmic Solution
) BE—EMSONFZICXVFERTSIE
2. BB (ROBEICEFRSULEVT &) 11.2 ZOfthdRER
2.1 BRI OB ROF ) v > ZHERNCR UBEE O B 19 S
Do EE iR BRI, R |OFAMREAERZDAEEE. RIEK.
K. B 7 S R
3. SR - B ] T, BB, BHE
3.1 #8R% 14. BELODFE
7 7 0%F9 Y v &RK0.3% (1G] 14.1 EZRIZ HFOER
B . j7?i§,,3 BEICH LU TOSICEET 2 X EHT 5 &,
> mg o SEEEVEY - o5 Zan S -
A (T PV v L. R AL )DL iﬁf??ﬁgéféf?@tg‘ﬁ%@%%ﬁgga‘m
2 BRORR R TG O EIRAE BT 2B AT, A< & SR MRS
= O34 > > HARR0.3% FTh 5l P
@i - AE T ~ Vs 0 B 7 T B U 72 K PR PUTHERIRT S8
pH 6.0~7.0 16. FEMIBNRE
B 0.95~1.15 (HEABAEREICNT HH) 16.3 91
4. W - e s BNEFMEE (256)) oA 7 a4y o iR [E 1 2
<§Emé@ HISHESE SR L7z & &, /K |3 i SR | B R AT

ARICEEDT RUKER. LY URER. MARE. BERE
B. S03vARB. ES57€35E. AURXNITTUDLE.
JULIVISRE. ESF7R. 7OFURRE. EILARS - E
WAHZ—, FOEFVIT7RB. AVITIVIVYE NETa)
RIVFFUR (Ayik-D4—TJRE). Y1—FREFR
B. #E&. N\—IKILFUT7 - BNY7. A5/ bOKES
A (FYMEFR)-JILRTAUT, PYRMNTI—R.
TIXBE
GEIE)

IRERSN. RER. ZHUME. BER. BRI, ARX (BIRE
BZ20). IRMAMBOERLEE

6. % - AE
AE. 1EE, 1H3EREY 2.
TB ERICE D EEERT 5.

8. EERELRNEE

8.1 KFIDOHERHICH > Tidk. IMEFEOERFEZFH 2. Rl
ELUTRZEEZHEE L. BROBE LKRELZH/NEOHB 0%
BlckEwbrI s,

8.2 RIARIER LEZWZ &,

9. HEDERZHIZEEICAHTIER

9.5 1w
IR SUIIEGR L T WL S ATREME D & 2 iR ICI3IeE L OB 2
fabEtE % bE 2 EHM SN 25RICOARET ST L,

9.6 7R
WREOHREROCBIARBEOREEZZE L. KIALOMLE
Ik ZRET 2 2 Lo

EEMA

ROBUWERPH5DONBZENBHBHDT, BEZTFITITV,
BEPROONTBEICIKREZTIET 5 7% EHEY) 2 ME 21T
ST &,

1.1 EXGEIER

N1 Yvavd, PF7453FY— (WIS HHERE)
FLBE. 2. WREE, mEET. REFESOERPRD 5
NrzipaIci3gksezhib L., BYZLEZTS &,

44

BICESME (1.20ug/mL) ZRL7ZV,
cHEYVHFIIA TR YV EAREEIOIERRL-E &,
AR, BRAEME. BRAG. . MR - BRI K OREKICEF R
BITeROI. TOMTEIZAME, BE, RE. I - BHF
FIZBWTHIBRTIRRZICREEZRL. TNENOME
133.32ng/g. 1.62pug/g. 2.62ug/g. 0.95ug/gTdH o7,
F B IE TIX 155 42122.95 u g/g. BIRE/KTIE305 % 1C
0.7lpg/mLEZFhZniEEx R Lz,
cHETYFICE T OFY T EREE B 55 EC5E AR
L7z & &, REDIEER LU 5E & ERICIRERA RIF 25
ARO NIz, ZORITEIZAR, HE, BERICBVL TS
TSR RICREEY TR L, ThZhOMEIX, 7.7818/8.
7.661g/g. 34.98ug/gTH o7z, EIZRATIZISHZIC
18.54 1 8/g. HL% - BRI, BTHTIRI0ARICZAZA
3.12pg/g. 0.80ug/mL. HIE/KTIX1RE#123.56 1 g/mL
LEEEERLEY,
cHBROEGYTFICE 7O Ty VAR ZIEE, 15
31E125E i AR 5EELEEI7\]§JjﬁE}2J:I:$*L,tX7 > B
THBHIF - BRE, RIRGRICBI2BEZNAONT,
ATZVERAL TV ARVLEBETIEIEKFRBEZRVWCHEE
FEUVYFOMICEBNRBEOHREICKE 2EZIRDoNL
WAL
16.8 Z0ith
16.8.1 &R HEFMER
F7aFY Ty EIRKR0.3% [JGl &4V ¥y FEIRK0.3% %
7Y FORFEEENICSOUL (F7aF9 &L T0.15mg)
REBL. IREKHPROCARERTROF 7 ax9 2 ViRE 2 HIE
Lic&Zn, WAl b ARE/KH L O BRI RRR O RN
BiT2RL. EMFENICRETH - 727,

17. BRRRE

17.1 B3ERUZLEICRT S 5]

(EREGN. RERN. ZHME. BEXN. BIREX. AERX (BIRE

BE=T))

17.1.1 EEE O 1BHER
AV ER SR B RS E B 28661 & W RIZ, 0.3% A 7 aFHv 3 Ul
RR. 0.5% 4 7 a4+ v SRR (1@2%?%\ 1H4[E) *=V ik
0.3% 370/ <A ¥ URERIESRE (1[E2/. 1H4E) 2R
3ABLE GERBERZ2HE T, 72720, KEE LT2HEMZE



Z72\0) EERUCHER. BEEDE (B2l E*) 130.3%4 7
049 VSRR EE98.5% (66/6761). 0.5% A4 7a++H 3 i
ARWERE97.5% (79/8161). 0.3%3I 71/ <A > U FilsiE SRk
B89.6% (69/7761) TH V. 0.3%F 7T FH T v HRKEE X
0.3%3I70) A Y URBIESIRGRE S B L, BRICEN:
FEIRFIERAERD 5Nz Tz, 0.3% A 70 x> v SRR
FERBIK A ERERE R RIIRIRPR2OEB D TH - 7,
0.3%4 7049 mIREEIC B W CRIEM X944 F 241
(2.1%) IZ@BRO o, ERZBIERIZILASTH-o72%,
MEREGUEM TR ERME (19824F) I2HEVEH i,
FD) REDPERSNTNSEEIZ0.3%. A - HEIER 1M
1. 1H3E SR, ERICKVEEERTH 5.

K. BERIERDR

BB ArhERE (%) ERILLE]
REE ¢ 100.0 (3/3)
TR 100.0 (3/3)
ZHhifE 100.0 (4/4)
HERESE 98.2 (55/56)
BEARAR 2 100.0 (2/2)
AR 100.0 (3/3)

HREHORBZEH LTV HEEIEIEORBICIFIE LTEA
2. AN B I R R

4. BRI R R

[Eafi BRIEE (%) (BRELE)

7 ROHER 98.7 (78/79)
L YRR 100.0 (18/18)
fifi R ER 100.0 (11/11)
IyuavhRE 100.0 (3/3)
S5t IR 100.0 (5/5)
Y RNTT TR 100.0 (29/29)
tS5F 7R 100.0 (6/6)
Jur AR 100.0 (2/2)
£ YT VI UHHE 100.0 (8/8)
NETANA-ZIVTFIR (Tv

&g — 2 A 100.0 (5/5)
vai—-FREFARE 100.0 (16/16)
TIRINTI—] 100.0 (8/8)
7 AHE 100.0 (2/2)

MEROEEPHH S NBE 3R OE-EICIF E LTEA

17.1.3 ERSE MEHER
AV R BB A R YE R 44801 2 MR IC. 0.3% A 7 aF T U E
BRiE (LB, 1H3[E) i20.3% 370 ) v 1 ¥ Uinisie SR
W (1E2E. 1H4E) 2FEB3EL E GEREEZ2HZ T, 72
LU, FEIE LT2HEME#AZ) SEELER, 0.3%4 7
OXH Y Y ERBHOBEADE (B LE*) 1293.0%
(173/186f51) TH V. 0.3%3I 71 /) v A > U HiEsE SRERE D

I ThERx (O 2
AT . s 85.2% (155/1820) &KL, HRICENEERNRATD 5
U RER 100.0 (5/5) Nizo F72. 0.3%F 7 04> SRR ORER R A E
A ERE 100.0 (4/4) TR RN RIERS K OEROD EB D T o7z,
1ruayh AR 100.0 (1/1) 0.3%F 7 04 > v s ERREF 1866 BIVER 3389 5 s i - 729
ETVE TR 100.0 (1/1) MAREYVE 7RI E O FPMiHI EHEEE (19854F) (CHEHL L AT
IVINTTUTLE 100.0 (11/11) .
AT 0.0 (/D #5. ARG RER
tIFT7RE 100.0 (2/2) BRES BRhE* (%) BHEIE)
a7 AR 100.0 (1/1) iRBg % 100.0 (9/9)
ANETANA - ZVTFIA (T 100.0 (4/4) REK 82.9 (29/35)
4 =2 H) : ZHiE 90.0 (9/10)
Yi—FESFAR 100.0 (9/9) RS 95.0 (113/119)
R 100.0 (2/2) B ARR 2 100.0 (7/7)
N=UHLFIT - 8T 7 100.0 (6/6) AR (AEEEZED) 93.1 (27/29)

TYXR NI~ 100.0 (2/2)
KEROBEEPBHSNBER3E 4 OERBICIfIE LTEA

17.1.2 EANSE DEEER

HLARERAT I B E BB H 3730 2 0t RIC, 0.3% A 7 aF v U H
ARG (L[EI2. 1H4E) 22 130.3% YR > SiRg (1E2
. 1H4E) 2FABHME GEREER2AE T, 2720, K
HIE L2 AR V) SERUER. 0.3% 4 7033
v EIRR O BRAERR (BRI L) 1399.3% (137/1384)
THO. 0.3% YN v SIRHEEED4.3% (115/12261) &t
L. BRDEPENTOIERMPRO 5Nz, £iz. 0.3%F
70 ¥ T AR O B % OVE 2 R B R R SR 1L K3
BOFADEBY TH -7,

0.3%F 70 FH L SRERICHE W TEERIZ 178 H 24
(1.1%) IZ@BHEN, WFNH LABTH -7

¥ AREGERT 72 I8 O FPAMH B HE  (19854F) 1S HEHL U Ao
E2) KRV EBSNTWA2HE - HEIX. @F1ELE. 1H

SEAR. FERICKVEEERTH 5.

3. BAEBIERR

RESA BRER* (%) (BRELE)
AREE ¢ 100.0 (9/9)
TREER 100.0 (13/13)
ZHhilE 100.0 (12/12)
HERESE 99.0 (101/102)
BEARR ¢ 100.0 (5/5)
AN 100.0 (4/4)

KEHOBEBZAF L TVAHEEIEXORBRICIFIE LTEA

KEROFEBZEH L TVABEIIEXORBICIIE LTHEA

6. AN B B R R
EiE aRER* (%) (ERLLE]
92.6 (112/121)

7 RV REE

LU EER 100.0 (15/15)
fifi ¢ BRE 83.3 (15/18)
WA EPEEY: 90.0 (9/10)
TS50V TR 100.0 (3/3)
EUEY LN 85.0 (17/20)
TVTVITR 100.0 (3/3)
tSF 7R 100.0 (1/1)
TuFAE 100.0 (1/1)
A7 VIUHE 100.0 (8/8)
ANETANA-IZVFFIA (T

&2 ) 85.7 (6/7)
Ya—REF AR 84.6 (11/13)
el 100.0 (3/3)
N—=TRKLTF)T - ISV T 100.0 (2/2)
TN Y —R 100.0 (6/6)
7 AE 100.0 (3/3)

MERHOEEPBESNHEIRE 2 DERIZIFE LTEA

(ERBIETHADEE LER)
17.1.4 BA—ARERAREER
BRFAMBEIOTH 2 RIS, A7 0% SIREZ 1 H5E,
FHRATZHBRR U 7RER, 2l bMREBREA D57,
BEIfERIZER s ieir 5727,
F3) RAPARSINTW2HE - BEE, 1EDLE. 1H3E S
R, ERIC K D EEBTH 2.



18. EERpEEIE

18.1 {EFEERF
FERABFIIDNAY v A L= (FRAVYAT—FYI) &
HRO MRSV AT Y NVEROEEIC L 5MEDODNAGK

PHE T 5Y. HEIERISRRERN TMICIEE CIEEA R 51z,

18.2 FIE{ER

F7OFY YU OREARY I LAZRERICRY. A7 0%
PO UET RURER. MAREEZECLVYHER. 370
Iy hRE. TVANTT )T LBED T T LGHEE R ORI
H2EGY21—FEFAB. A V7 LVIZVTHE. NET 4L
A IVTFIR (AvR T4 —TRHE), TEITT7LITRE.
vIFT7E. VLT VIIE. TuTIRE. TR MY
Y —BEDT I LERETCCBSEETH A7 7 X EHEDOR
EYEORREICH L. BORENIERT 99 (in vitro).
18.3 EMEHNEIF AR

F7aFT T EBRK0.3% [JG] &% Uy NERWH0.3% %
EERGEEAEBRIEETIL (YHE) 1250ul (F7aFx
Y& L T0.15mg) #1H6EBHBSRL . FRIEE ARG

Wt BIRER R A A Lz, 7 0%9 2 2 SRR

0.3% [JG] RUOZ Uy FEEK0.3%3. WIhb AR
8 2 ZHICHIH U ARAR A B 1O LB N T IR B SR
BHEN., FloWTNHAIBEZ IEE IRE LENHEDE
MRRDH 5N, EYENICEETH 5727,

19. BIRSICET BIEBLFMFR

—RREEFR - 47 uFH > (Ofloxacin)

{£%4 : (3RS)-9-Fluoro-3-methyl-10-(4-methylpiperazin-
1-yl)-7-ox0-2,3-dihydro-7H-pyrido[l,2,3-de][1,4]
benzoxazine-6-carboxylic acid

SF - CisHoFN;O4

AFE 1 361.37

M R EREE~REREORBREXISEREOM R TH .

FeEg (100) 1229 <, KBTI, 7 F

ZPUANELY =) (99.5) KD TETIT W,

KER(EF U 7 LARRIER (1-20) 3@tz Rs

T, KICk-oTEET 5,

H3C
3 \N/\ O/\(H

F CO2H
O K OSRIR R
B = K9265C (9fE)
22. G
T AF v 7 EIRAR  SmLX 104
23. FEVHk

1) BHIEEM @ HAREHIE 1986 ; 37 : 823-828
2) ZHEEM B2 5 LWEREF 19935 10 : 83-86
3) HNER AR R SRR
4) ZHFEfth - IRBHERRER 19855 79 © 1718-1736
5) ZFH=EAth  IRBHEKER 1986 ; 80 : 1813-1828
6) =FH=EMh © AARRRHIE 1986 5 37 1 1115-1140
7) HAEM : ERBHEEFREHR 1986 ; 80 : 1104-1116
8) Kato, J. et al. : Cell 1990 ; 63 : 393-404
9) FeFFEEAh : Chemotherapy 1984 ; 32 (Supp.1) : 62-83

24. XHERERUEVWEDES
HAYz ) v 7tklatt BESSHEHRE
T100-6739 EHEHFLTRAXION—THIEFI=
TEL 0120-893-170 FAX 0120-893-172

26. BHEREERES
26.1 EHERRFETT

(hosei EEE BERIZEGASK

E fF B OAF B 92 F M

1]

26.2 BRSEIT

@ BAYIRUvOKASH
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