202441 A SET (B81hR)

BAREEERSEES
BF & EIRRE 871319

BRHR - 3 ;

LEEE SRR ERES | 22600AMX00403000

BAERS LRIOFYYRRR i
vt IR OFY IR hh €L
[l =/ od LR 1.5 ]
LEVOFLOXACIN 0OPHTHALMIC SOLUTION "WAKAMOTO;
) FE-EREONAFZICKIVERT AL ®

2. 22 (ROEBHECIFESULEWVWCE)
2.1 RAIORES A7 aFH 2 o ROF ) 0y RIERIC
o UiBBUEDEHERED H 5 BE

3. R - MR

3.1 #8mk
HAERS
VRHAI

3.2 REIDMIR

R - A | MEE~BEBHOKE SR (REA)
pH 6.1~6.9

A

4. FHEENIFZIR
GEILERE)
FEICHEED D RYIRER. LY URER. NERE. BB
BE. S700vARB. ES57tE3E. AUxNIFTUD
LE. JUDYISRE. IVFONII—RB. ESF7RE.
FOFY9R@E. EWHARS « EIVHZ—, 4TIV
B AETAIWR-IIFFORX (Avik-D4—TZH).
Va1—REFRE. RB&E. A7/ OKEFRX PV E
FR) RILNT U7, PYVRMNITI—B. 7IXRE
GERVE)
ERESN. REN. ZHIE. BRRK. BIREER. AR (BIR
BBEZZ0). IREAMHEOEELEE

5. FEENIITNRICEHET 532
BENCBIF B XAF ) ViitE#EE T R ERE (MRSA) 120t
TAHEMEIZIEHE SN TV AR WVWDO T, MRSA 1T X 2 BYLE
WS TH D BRIERONEENRD 5N VIGE. BP
PIZH MRSA (FROBWER 259 5 2 &

6. RERURE
BE. LB, 1 H3EHRT 5. 28, ERICKDEE
T 5o

8. ERLEAIER

8.1 KAIDERICH Tz > TIE, THEROFREREZ <720, &
A& U TR 2 TERR L\ R ORI LA e i MR O HRE
DEREGICEEDD T &,

9. BEDHRZEIIEEICEHAITIER

9.5 1FiF
IR IR L C WA RTREE D » B i i id i LB
MR R EE S EHETES N AIEAICOARRET ST &,

9.6 127w
BB FOAREROBAXRBEOEREZ2ZE L., ZAO#E
DGR i R Ry

9.7 IR
EHEEFER, $iER, AR DR
B LU7-ERFEBIIER L TR,

ImL FLART7aF5 2 kA 15mg
EbF R UL, HYVILR— b 80, pH HEHI

1.0~1.1

1 8 AR D/NRICH

1. EIfEA
ROBWERADPHODONZ I ENFHHDT, BEE DT
W BEPROONHEICIHRGEHIET 274 SEY) L0
BZTO2 &

1.1 EXBEIER

1111 Yavd,. PFI745FY— (WIFNLHEERH)
KLBE. 382, MPIRREE, MAEET. REFESOERDER
SNIHEIIFREEZFRIEL, BYLLEETS I &

11.2 ZOfthDEIER

1 ~ 5% 1 %A1 SEE R
AR BROZISER (VT AMEERE
AERXEDA
! [EEEE . fEE
7%, AR, A
EY. IR

R Ei7RE 5. T8

BREEYE (Hk
Z DAl )

14, BRLOEE
14.1 ZERIZZMFOER
BEICHLUTORICERT A L5ET S &,
- ERIEGA LD -, HIED & &, BROEEHSEERIC
MNTVWEIITERT S &,
- BIRZ B U CREEBEANICEERE L, 1~5 2R L TR
B EESE%, BgdT 22 &,
- D HERAIZ G T 2B &3 D &b 5 LR
EHITTHIHEIET S &,
CERLTHRET AL,

16. ZE4EpHEE

16.1 MEE
BERA (86]) OWMIRIC 1.5% L AR7aFy > SRR %
| HEICHEESEL, 2HEXYXE (18 1. 1 H 8.
7 HE) ERL-& %, 8HE (B&H) oRsmsErEs
X 24.1ng/mL. ZOEEREIIRKERR 26 7TH -
720,

16.3 9%
HEYYFORBIZCI.S%LAR7a0F:F3 Y SEKRZ
S50uL BEIMIB LS, ARPEEIHRESR 1551
Cmax (32.5ug/g) R L7, FEEH 86 77 CIHAE L7z,
AR ERAE A OVER BSRE FE P B 1338 542 15 012 Cmax (31
14.7png/g) 2Rl #5% 1 BT TPPRBICE D L
ads E7K$(%J§Li&5?§ 30 ﬁl: Crmax (31ug/mL) %ﬁ_\‘
L7=%%. EEHE 71 HTHE LY,

16.8 ZDfth

16.8.1 E£YFHIEE R ER
HEYHFICRFIEZZ Ty b EEKR 1.5% % 30 uL/ER
BESREL. REEEAKTEEZRT 30 08O L AT 0FY
VUBERAELE. BoNEKAFLRTOFT Y VB
EENBES L., FOFEEOZEZ 90%(SHEX EEIC TEF
i L7z &5, HIEE%E log (0.80) ~log (1.25) D#EIFHMA
TH-o12Z 5, MAOEYZNESESHER SN,



BKRLRTOF0 s v ilE
(ng/mL)

LAR7aFT L SRR 1.5%

b & 1418.76+786.84

77y hEERE 1.5% 1453.80+£626.73

(FHELFERE. n = 60)

IRASHIRESED/NT X — 713, HEREEOBER, BEOR
R OB IC L > TR AR D 5.

17. BEIRRRIE
17.1 BAMERULZLMEICRY T BEER
(FEREN. AIER)
17.1.1 EASE MAEEHER
MBS R A R O B A R BB 238 5l (AR kAT«
R 176 ff) ZRFRIC, 1.5% L R70F4 > EE%% 1 [H
17, 1 B3\ GIEEARERESIERICECTT H3~
SHEHOMTHERER) . 14 HEEBRLAER, BYFR*Z
100% TH>7z0 Tz FERBIERE R OB R ERE R R
HRIZEOEBOTH -,
BEIWERIZ 238 R 7 5l (2.9%) 1288 5N, ELEWERIZ
BRHE 3 (1.3%) TdH-o729,
¥ HAREREGUE Z A HE O FHM ] E R B X OHHE SR
BEREMBO A T4 > () |2 L T,

TR REB g PR R

REHZ arhERE (%) AR

FEIES 100.0 (170/170)

AR (AEEE &) 100.0 (6/6)

MEBOREZGH L TV EBAEELORBIC 1 HlE LTHA
A 2oh B 1 e PR e SR

TR BREE (%) AL
7 RO EEE 100.0 (98/98)
L HEER 100.0 (10/10)
it 2% BR i 100.0 (25/25)
FEERE R 100.0 (4/4)
TYINT T LR 100.0 (79/79)
JVTVIIR 100.0 (2/2)
IYFunyy—Jg 100.0 (2/2)
tIF TR 100.0 (2/2)
PA=S AP 100.0 (2/2)
ALY T VIVHH 100.0 (17/17)
TIURINT IR 100.0 (1/1)
| 100.0 (13/13)

MEROEESBE SN HERE 2 OEEIC Ll LTEA

(REIEMEOERLEL)

17.1.2 EAN—ARERREAER
BRERFEBRELZNRICOSR LA 70X >V ERRZ
1|13, 1 35 E®, P4 2 BE&RLZER, BEL
13 70.0% (35/50 1) TH -7
BERIZERD N2 5725,
¥) AROEKZS N EBER 1.5%. AERCHRZE 1 E 1 E.

1 H3E&EER, BRICEDEEERTH S,

18. ETNEIE
18.1 {EFRHERE
ELERAEFIEDNA V¥ A L—2 (FRAVYAS—FI)
EHEROFPRAS VAT —FENEEOHEEICX 5MED
DNA AFHETH 5. DNA Vv A L—R (FEASVURXT

—FO)EEE FPRAIURAT—ENFEEDE S 5 25k [HE
TAHDPITHEIC K > TER B9,
18.2 HEEA
LART7aFH T VKM OTE AT & T LIXREE I
O, LAR70F9 Y U EBRKIE T FYRER. MAEE2 &
DLV HER, I7uayhHRE. BEEE. 2V ANy
TUYLBED I LABHEEUREE2&EG Y2 —FE
FABAVINIVTE, 57T, £ 5FT7B. ¥
LVIVIISE, T RA@. TVR MY =B, T T
N7y —@E07 I LERETCICHRIEE CH LTV
FEEORBYEDRREICH L, BOE 2 RTY 12
(in vitro) »
LARZ7aF3 T KNIWNE, S IETHAFTOFT IV
D—F OHEEFEER (EfEfR) THO. A 7aF3 2 >0
2REOIEEEEZET 5.
18.3 MMEICKRIFT HEDFE
In vitro BRF#HEES I 2L —Ya vy ETLIIBWVT,
1.5%LAR7aFY >V ER% 1 H 3 E&RIF0.5% LK
TudY T ERE 1 H3ESRELE LT, XF2)
BZMEA T RUERE (HSA201-00027 #k. LAR7 a4
vriex § %5 MIC=0.5ug/mL ) K& O #% i
(HSA201-00094 # . LA 70 x5 ¥ ricxd %
MIC=1pg/mL) OMEEEIRZMHEI L. £z 1.5% L
A7aF9 T VEBER 1 H3EEBERT0.5% L AR70F
YUK 1 H3E&ARIIVWT NS, A FTY VRS
a7 75 —YEET RUEE (HSA201-00039 #. LA~
O ke B MIC=0.25 ug/mL) Otk IR % 10
%[be:B% 14)c>
18.4 EYFEHIRIEMSER
T FREEAERIYEE T LERWL., AFL 7Sy b
R 1.5% KO tetExtig & U AT AIEN ~ HiEE 6 Rl
%5 1 H6ME, 3HMERL., AEEE 227 % Steel-
Dwass BIZEHEMEIC THE Lz, ZOME, FFIET
75y FEERIR 1.5% 3B AR & B LT HEES
237 OEMEERICIEI L, £/, BRlE 7Sy FEER
W1 5BMICERBRZEZIIRD NP o/ &N 6, WAID
EYHNRISEDS RS D,

40
35
1 30 -
H‘;!: —o— LAR7 0 d4 o v mRH L% b b &
bk 25 | —o0— 77 ¥y b ERITELS%
20 ¢ —n— PR
A 15 | P + HEER A n=10
; : ** 1 p<001 ; Steel - Dwass %1% 3 Hlcifse
10 | (vs HEBIALIET)
05 r
0.0 . | . by .
PerdiEr 0 1 2 3 4 5 6 7
FEEIRER (H)
fBLRE AT T DR

FAIEIREZ 37 OINT A =513, BEERORIR, 2 a7 %
#, BEREEOHRBREMFICEI > TRLDTRENH 2.

19. B3RS ICET BIREZHFR

—f&% . LAR T x> K (Levofloxacin Hydrate)
(JAN)
(39-9-Fluoro-3-methyl-10-(4-
methylpiperazin-1-yl)-7-oxo-2,3-
dihydro-7 H-pyrido[1,2,3-de]
[1,4]benzoxazine-6-carboxylic acid
hemihydrate
O

N N

b4

" HsC

F CO.H



7= : C1sH20FN304 - 1/2H20

aFE : 370.38

% R REAB~EACOERNIIEEEONRTH 5,
EEEE (100) BT T < KXIERXY ) —IZ®
BFFIT L, T J =)L (99.5) IZIFEIFITL W,
0.1mol/L #EEEHBICIBE T 5. KTk > THAIC
REREHEICE S, MM K 226C (9f#).

20. BRWV EDER
HIFERIEMRIE. XL TRET S &,

22. 9%
TS5 AF v 7 ERAES  5SmLX5 A&, 5mLXx 10 A&
23. EFENmk

1) BRABREBABEANRE LETHERE (V7Y
R 1.5% 2010 £F 12 A 21 H&AGRR, BERESE)
2) DY FEROBRMERSERE (7T bERR
1.5% : 2010 % 12 A 21 HA&R., BEHRES)
3) HNER  EENEEERE (BKPBE)
4) KRig#H— fih : 725 LWERRL. 20125 29 1 669-678
5) FEHIEE  H7-6 LVEER 1997 5 14 : 953-956
6) KatoJ, et al. : Cell. 1990 ; 63 : 393-404
7) Hoshino K, et al. : Antimicrob Agents Chemother.
1994 ; 38 : 2623-2627
8) Akasaka T, et al. : Antimicrob Agents Chemother.
2001 ; 45 : 2263-2268
9) Tanaka M, et al. : Antimicrob Agents Chemother.
1997 ; 41 : 2362-2366
10) Onodera Y, et al. :J Antimicrob Chemother. 1999;
44 : 533-536
11) Onodera Y, et al. : Antimicrob Agents Chemother.
2002 ; 46 : 1800-1804
12) HMARERESE D & OFTEEER R BRI 9 25 (&
ZEy AR 2000 £ 1 A 18 HA&AZE. HFEERHET
k1. (2)
13) W LIMENCRET 25T (7 I8y b REERK 1.5% ¢
2010 12 A 21 HAR., BERESE)
14) E¥ & fth © 725 LWERE}. 20135 30 1 1754-1760
15) #ANER : EENRSERE (BRTTIV)
2. TRERERVENEDES
oy EBERKAE AT AN T A= a v
T 103-8330 R FHRXHABAN_TE2#H 2 5
TEL : 03-3279-0379 FAX : 03-3279-1272

26. HERTRES
26.1 BGERRSTIT

B hh L aFEDaH

RREPREXOABAT =T B82S



