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FTH-0OHEAY AN LTERMA 2 a—T7+—25 (LT, I F LK) 2NEEA LT,

1988 41 H AL ARI S (LLF, BRI #IE 2/ NEEASMN T FOMER T, [ Fildiik, 1
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1. HR5E4
(1) M4
LR 7m0 mIRIE 1.5% N = h—]
(2) #*4
Levofloxacin Ophthalmic Solution 1.5%NITTO |
) AMHDHEkK

ARG D— 0 128D

2. —iB4
(1) M4 (dndaik)
LR 7 a4 ki (JAN)
(2) FA(@WmAE)
Levofloxacin Hydrate (JAN)[1/2 /KFn#]
Levofloxacin (USAN)[1/2 7KFn#)]
levofloxacin (INN)[%E k47 ]
3) RTL
TV T AREFHER R PUE A : -oxacin (-floxacin)

3. HEAXXITRERX

HAC. :,CH3
N/\ o/\[—H
P N 1
| C H>0
F CO:H
O

4. HDFRARUHFE
453 C1gH20FN304+ 1/2H,0
4y f-5::370.38

5. {EP% (4R XEFE
(3S)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-yl)-7-oxo-2,3-dihydro-7H-pyrido[1,2,3-de][1,4]
benzoxazine-6-carboxylic acid hemihydrate(IUPAC)
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1. PELEENEE
(1) 4E-1EK
PP B~ H ORISR TEO M K TH D,
HAZ Lo TR & ITHER T A 72D,
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FERZ (100) (2R 077 <L AKXUTASZ ) — T RRBEITITLL, =4 2 — /1 (99.6) ITEETFIZV,
0.1mol/L HEREFRK IR T 5.
(3) WiEtE
BRIl
4) BMR(9@ER). R, BER
Al K 226°C (43 fR)
(5) ERIGEFERETFER
YRR L
(6) SEEFRI
Y E R L
(7 ZFOH0EEREMRE
FEFE : [aly:-92~-99° (BAMHAEL-H D 0.1g, A%/ —/L, 10mL, 100mm)
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1#%)FE:1.0~1.1
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A% L
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BERHS (BEES) DEES KU HMHA

e
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6. HEDBERHETICBEITIOREN
LR 7a o SRR 1.5% 0 = b— [ 1IZBW T, RS FICBI2 2 EMITLL T Thorz b,

R PRAFRAE PRAFHH {%7(‘ ZHE AER
. 40°C RYTF LR )
HiEAE g IRAlFal ¥
TR ER 7506RH 6 A e A 72l
25°C HEENTZH pH D
Sz E e R 60%RH 60 J5 Ix-hr RVTF L5580 KT,
3000 Ix GEK T TR
5°C .
/\o N e Bn R 7’- X3
©10°C 5% A7 RN TF LR 27l
A7V ER R
ik -
B 59127 RITF LR A 7a LR
SRR

¥1 PBREE PRI, HERRER, BIBIE L. pH. RIEPERY) . RIS IEMORI T B | Rk
%2 WBRIEH MR, RBIEI, pH, E&IE
X3 RBRIEH R

7. RASZERUBREOREN
LR

8. fHFIEDESEIL (MELLEMEIL)
LAR7nd Y0 mIRIE 1.5% =y b— 1B DAL OB & 2 b2 fEE 35720 O PHSHh
% 16 WA SO\ TR A 2 iR E T L 7= 2,
7B, Bl FRANT . MR ERFFOR LA BIOLTARICEIL6DOTHY BHICHETLHZ
&

[FBR 7 14]

1) maik

FERBUA LR 7 oY R 1.5% =y h— |

BB AL e 7 LAV SRIE 0.1%, 7V ARm GHRIK 0.1%, =77 milR#E 0.1%, ¥ 7m—R SR
0.1%, V7o flR sH - R 0.1%, AR A&V T ar AR, 7aty 7 SRk
0.1%, ~Zbhrr iR A 0.5%, N7 T3 mliRIE 0.3%., 74 SliRIK 0.005%, &7 1A
FHRIE 0.0015%, T 7 ~—/L XE SHRHE 0.5%, =1 7 Mg SIRE 1%, =7 Mid
B RIRIE, TA7 74 5 1Rk 0.1%, 234 ) — /L IR 0.1%

2) HIERAL N OGRBRIE H

HERALT AR IH H
Al e PRI OB L pH. IRIBIEL, B
1 B PEIR (A1 | pH
24 W52 PR OMEL | pH. RiBE I, & i
3) BRIk

AR A SRS A 101 OFIG TRA LTCIREREIE LTz,
PR (G148 @ﬁ“’éu 0)71&5 Al A B LA B R T 2 1:1 OFIS TRLA LT,
SMBLETE BIE (B 8) IZ W TE, AR A S A BB K 2 1:1 OBIG TRUA LR *TRE LT,

[FRERAS R ]

TN AR SRR 0.1%, 7 ey 7 SRR 0.1%, =AY 7 NG SRR 1%&DBLA ?7’;% Rk v K
PEOEANRFROOIL, TESM—/ XE AHIRHE 0.5%, =2/ 7 ML A SR IRIRIZ OV TRLS :*Eri
KOO TR AE Tz, 2O, MR (UML) L IRBIEEL, pH R OVE &l q"iﬁﬁ'ﬁaﬁ’%{f AEGY0)
beot, Fio, TOMIZHOWNTEITRD SN,
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(1) FESADELRR X BB RLEESE - QEICRET 51ER
L7
(2) ax
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3) FREE
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Ry FL
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(5) BE-RBAIFE
ESlRE g R
($EIR 2. AlEZR)
AR PR A MR e OV R M A A JE 8 238 131 (A2 MERRAT %E 52 176 51]) 25212, 1.5%L "R 7 a1
U RRIRZ LR 13, 1 B 3 [E] GBS M Ik BE 1R IS U C L B 3~8 Rl Cil B )
14 A ARIRL7RE R, A 235 100% ThH -7z, F7o, FAEBIEER N RITFE 1. A 20 #H R R %)

RITF2DERVThHoT,

EIVERIE 238 il 7 151 (2.9%) (258D B, E72EIER LRI 3 1 (1.3%) TH-7= 9,

o H A MR EEGUIE S 2 1l E O R & B e 6 L O RUIREEER RGO T AR T A2 (%) FITHEL

TR,
21 BRI R R
R4 HhFH (%) (HEhL )
T S 100.0(170/170)
s (A ENgEE S Te) 100.0(6/6)

KB ORELEIL TODEEITE 2 DRBIZ 1 HIELTHEA

*£ 2 AETESI R R

g HNFE (%) (AL E)
TR 8 100.0(98/98)
LD BRI 100.0(10/10)
fiti 9% ER A 100.0(25/25)
5 EK R I 100.0(4/4)
YR ANTTIT LG 100.0(79/79)
ILVTVTTE 100.0(2/2)
TUTaNRIE—E, 100.0(2/2)
vIF TR 100.0(2/2)
7Ty AR 100.0(2/2)
AT NP 100.0(17/17)
TR —E 100.0(1/1)
| 100.0(13/13)

K BEROEES RSN E 134 2 ORI 1 HIELTRA

& N —ARER PR SUBR
(IRE B D EE LX)

IR T EREELEIC, 05%L B 7V SliliEaE 1B 15,1 B 5[\ | FHiaT2 B A

AR 765 5. (LR 1% 70.0% (35/50 i) Tdr-7=,
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VI. E3hZE(IZE§d31EH

1. FEEPHICEAEHLILEMRIZILEHE
VYR HNRARRACEY A7 axd o AFTashyr hATaxdv s vrndiu
e AT s R
FE BEHEOLL L EMDRE W RITHE T OEFIRLESHRT LT,

2. ¥ELEH

(1) {ERERGL-1EFRF
FRERRETIE DNA D% AL — R (MRAYATGT—F 1) IGME K NNRA Y AFT—PIVIEPEDFLEIZ LS
A D DNA AR HE THDH, DNA Vv AL —A(MRAY AT —EB ) {EVEE MR AY AT —BIVIEHED
ELLERLET HONTME IZ Lo T/AeD 9710,

(2) EREEMFTLHABREIE
1. iEER
LR 7 a3 KR OFTE AR 8T AIAFPHIZ KON, AR 7 a3 miRIEIE 7 R BT &
MR EKE A G LV IERE R I7nay IRE | IBERE R, 2RI T IY RO 7T MR K&
OfEEFE 2 & ey 2—RET AR, A7V VT, €778 T8, ¥ I7F TR, /L7 VTR, 7
DT RAE, TR E— R T a NI X — RO T AR I IR E THDLT
B O BRIESYUIE DR B IR L, JRWBLEE 1277 391942 (in vitro) ,
LR 7 adds KL, T8I THIHA 7 a Y20 D —F OYEEIEVER (ZEFEER) THY ., 47
X OF) 2 (EOBLEE S EH 35,
2. TEEICRIFTHEDEE
In vitro BRALGE FHEE S 2L —2a BT UZBWT, 1.5%L AR 7o sk 1 B 3 [HSIRIE
05%LA7rXx ol 1 H 3 BIRIREKL T, AT VU B2 MR A7 NUERH
(HSA201-00027 ¥k, L AR 7 12%f 9% MIC=0.5ug/mL) & OkiE i (HSA201-00094 £, LR
Tax Y ATk TS MIC=1pg/mL) OHERE HBLZMSIL 7, £72. 1.5%L R 7m0 iRk 1
H 3 [ALEHER X OV 0.5%L AR 7 a0 SRR 1 B 3 ELEIRIZWIT b AT LV ba 7 75—
YratE 7 R ERE (HSA201-00039 £k, L AR 7t 2%t4% MIC=0.25ug/mL) Ot H B2
P L7z 1314
3. AMEFMRIEMHAR (VY X RIERAEREEETILICHT 551FR)

L7 ax o r iR 1.5% =y b— 778y R R 1.5%1Z- DU T, Y20l B £ R G iE

BT KT DIRITE RO AT o7, ZORER, WAlEH I R (PR AER) IS L TR EIC
BN Rz R, WAIOIRRDRICAH BRZITROBN T mA QLY 2RSS RSN

15)
o
THFREEARRMET T L ICHT SR

5.0
. 40 r » u = B u
I~
n
| 30°F
:,g - LARTOFH L HRH1S%E =y b—)
= —o— 5 FEy b AHIRIELS%
E 2.0 —|—E (EEAER)
: FHE+ZERE n=10

1.0 F

0.0

0 1 2 3 | 5 6 7
FEEEELORBRER (B)
Steel-DwassB L B H T, »* p<0.01vs B (B AHH) (
e
3) {ERFTEER - P asr
A ERL
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1. mAPREOHTRE

(1) ABRLEPLGOPRE
M ERRL

(2) EREREBRCREREIN-IMpRRE
fatERic N (8 1) DITHRIZ 1.5% L AR 7t SiRikA 1 A BICHESRL, 2 B B XOKE (1A 1
.18 8[m,7 HME) SMEL-EX. 8 H H (& H) Ofem AT IR 24.1ng/mL, & D E|ZERF ]
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