* 202343 ST (1R

B R IR
B : 34F

LGTEERER
(GEIE — R R % ORI 12
0T A2 L)

H AL il o 4

250mg 500mg
A [22600AMX01148|22600AMX01149
Wise i ah 20144E12H 20144E12H

IREBERE O E S

BAERS LAR7Ox%HD ik

Lik70+Y9225250mg (975)
Lio0+F9228#500mg [915)

Levofloxacin Tablets “TAKATA”

%ﬁ%ﬁﬂa

(ROBEICEIRELLWI L)

XG

R ORI XE A 7 1 9 2 % LB ioE o BEAE
D H B EF19.1.2 ]

(REZ0EE KRB

2.2 WIm SR L C W WD & 5 K 1E[9.5.1 £
M)

2.3 /NEAE[9.7.1 B

3. #RL - MR
3.1 fHRk
W7E% BRI Nl
1 g ERELO—Z, AN AT
HRF VA7 |—X, eFaFr 7ol

LR 7O FFH ¥ vyARMEVE—ZA, FINVEBERXT
¥ v v W 2562mg T7YNVF YT LA, eSO
250mg [& 4 [(LE7adHv | 2u—2, BbFs . <
% | vk L T|zua—n6000, ¥V,

250mg) W= b, AvF
Ng vy
1 gEr Eitro—x, A xn

HRE VA7o|—ZX, efodFrron
LR7uFEFH ¥ rkflltrag—x, 7<IVEBAT
¥ v v W 5125mg TUNVF )T A €70

500mg [# A |(LAR7adHv | 2a—2, BLrs v, <
%] v k& L T|zua—)6000. ¥V,
500mg) WA S RS, = ERME

e ANFoNay

3.2 RH DMK

45,
WR5e 4 (E2IN eS| I ]
[ERES EX JH X
K =
1 ason @lw)| @l | =
2/50;1giﬁ @% i\ )?/ OZ Rt
Ty o3 =7 g WIZEM 03180 | 4 45mm
& . #J 6.6mm
) w72
Seor G CIE S—=—
S > 5|0 WA
500mg |0 o 7 1| EfE
;fﬁifi;%ggm #0630g | # 59mm
B ) 79mm

4. EERIIFHR

(EITEE)
AECBEHEOT FIBER. L oYEERE. MREEA. B
HERE. #E. E527€7 (F5>NnX3)-H585-V

X, RHEHHA. #EE. KBHE. fHHE. YILVERIEB. F
JAHE. NTFT7RAHE., Oy E2-F, LTI
B. I 5FOnNy42—B. €5F7E. 7OF7RE.
WHZZ «- BENWVWH=Z—, 7AEF >V 7RE. XX MHE., 3
LIH. 127NV IHHE RRBE. 77X MU 4—E.
LYFxZB. FIVEZE. BRRE. hoEONY Z—
B. X7 XML TbaAVvAHRE. P7XE. QU T Y
F7 (AT T - ThxrT4), hZA-T9F33IT7
(95327 h2aAXF14R), BRISIPT (453
T Za—%FZI). BRI AT XY (¥4aATIX
v -Za1—FZI)

GEISEE)

REMBEBRPEE. FEMEBRPE. VoNE-UN
Bk, BMIREE. B (LRMREZEIHD). M5 -
BAE R OFMRIFEO RS, LR, IMAERE. ®
BE - MREER. Rk (RHtAEX. RARRBREZET).
SMREZR. MR, BUPRISERE D ZREL., EHEX.
BEBER. BIARE (BRME. BME) . BELARX £
AR). REL. FEEER. BEX. BER. BEMEE
RKOBFITANSFTX, AL S5, NILNY VBE. F
BABE. FEMNBSRRX. RER. THIE. BRIREREX. 4
BEX. dEXR. BISEX. LRMERRAE. wEAMEZX.
wEAERK. BER. ®E. FIVESE. XX b, BRRK.
R R Z DOEZIE. Q#

5. EERIMHRICEIET ZEE

(REE - MREE L. RMER (ROEEBER. RERREZ2T).
SMETEXR. BREMER. BIREL)
[PUB Y EE LA OFF & | VESIRL, BlEsEk5 o
DAS S el TR YA S G -l [ F 25 A7) R 1] TR (S
BIEGTHT L,

6. AERUHE
SELRAICIZ LA 7 F Y 2 LT H500mg % 1 H
1RG5, 28, FAE - ERIS U CGEERET
%O
Il 4% K OS2 DA D FEREHE DWW T
LT A2 L,

BF 7 A, NG FTAIZOVWTIE, LR T7RFH e L
T1M500mg % 1 H 1M 14 HEFROHS 5 5,

7. BEARUVAEICEET 3R

(RhREtiE)

7.1 VER O M3l I 2 7280, H R 2 5 0 Ed
Gy, 431 HEZ 1 THG 52 &, [18.3 ]

7.2 RN B CTRE WL RE AT 5 DTy RO
MEROCHEZHZE LT BEIOS CTRGRZIK L,
BHMEEZ DT TGS T EDEE L, [9.2, 9.8.2,
16.6.1 2]

i, EHIE LCfbodt



*8.

TR LT =02
75 v A (CLer) fi
(mL/min)

ER O

M O[%
920=CLer < 50 #H 500mg % 1\, 2 HHE

250mg % 1 HIZ 1 %59 %,

#H 500mg 7= 1, 3 HHLFE

CLer <20 250mg % 2 H 12 1 5 5
(BF7R. NFFTZ)

7.3 LAR70FRH T LT GEEH L AFNC ) Bz 7
BIZEHF OB G b &) 14 HERS$5 2 &,

(FRIE)

7.4 B OFERE L OHEIRE OBIFI I, W BE 5
2760 H PS5 #HERL Tw b,

8. EELREXNEE

(ZhEELLE)

8.1 AFNDOMHICHTzo T, iR OREIEZF 720
I E U O 2 iR L ﬁr@(ﬁrz%&mmm@
WM oEGIZEEDDL L,

8.2 EHREEEND LbNL I ENHLHDT, AT O EE
5L fERE L) B OB T ABICIEE TS L)
BECTHICHHT 52k,

8.3 KBk, KENRMEEZFISRI ST E0HLDOT, B
Bae+o4r) L b, BB BEOEIT IR Ao
Fﬁ#&%bnt%A WIREBHICEMOBEE2Z T4 L

WIS A 2 & [9. 1 5. 11.1.16 é%E”J

84%%&5#%%&* Al BB E 512979
_ko

(iR RO Z Db DFEIZAE)

8.5 MOPLRAZIE L DI X b B R IR E 3 5

bbb ZENHDOT, BT 256 LB ITFR iR

ﬁt%ﬂ"}\—to

6 AH % ALY X 2 EHE T EHLEFRL % 70

HIEND Do HWBRIERIC, BEAF ORI O EAL A

SERD I HIEH % o 724 d, R &2 PR B 2 dk o
ER GO HEHIWT L &,

HEDEREZHY HEBEEICHT IR
A BHHE - BIEEEDH 5 BE
A1 TAPAZEDORERREIII NS OBIEEDNS 5 &

(EMA)

© © ©

£
TR AHL T END b,

9.1.2 X/ O RAFFICKHUBBEDCEREEDH 5 BE
(272U FFRIEA 7 O% Y52 2233 UIBSBHE D BEEED
HHBEICEIHERELEVI L)

(2.1 K]

9.1.3 EEAOKER (FER. B OEESE) OHdEE
QTIEEZRIT I D D,

9.1.4 EEHENEDESE
FERZEALE DI DD S,

9.1.5 XBIRER (3 KENRAEREZ &6 L TV 2 BE. KER
B RERGHORE. REEELSBVRIEF (¥
W 7 UIERESE) 2HT5EE
VBN U CH{EMAEOERE ZET 5 2 Lo Mtk
WFZEIc BT, 7+ % /) u v APUES 541 KBk
I Je SRR A BEDFEE ) 2 7 DSBEIN L 72 & D23
5o (8.3, 11.1.16 &R&]

9.2 BisgtEERE
EIC I EE DRSO SN T WA, B, MTLENT X
1 CAPD (FfehysbRIEELENT) 1E. AL SO LR T 1
FH Y UVREANDHBILEVEREDND VDD, EHHR
DBMPEGIAEE EZ 2 5N 5B, [7.2, 16.6.1 BH]

9.5 1113

(REZOEE KBS

9.5.1 HMR IR LT W A WD & B etk i35 L7
W2k, iR (5v ) THRIBSREREEOKRS I
W, B - TR ER OB, fbE RIS O FSE HIHEH

BHARNHLOHMPRD 5N TWw5H. [2.2,
9.5.2 ]
(REEZEDEELKE)
9.5.2 TIm TR L TV B W REME D & 2 ZEIZIE, B L

DEREEERB LTG5 T5Z L, [9.5.1 ]
9.6 ®ILF

WALV EDET L,

HEXINRTW5,

v MFLHABAT T A 2 &

9.7 /IE

(REZEDEERERBLUN)

9.7.1 5 LewnwZ

Lo MREZNGE

L 7z R AR 13 2 Mt

W (hFER, FCmR (13 7 Jii)
DO TWD, [2.3, 9.7.2

LTWiv,
WAET v ) TSR
e
(REZDEELKR)
9.7.2 B LA BRMEZEB L CHETHZE[9.7.1
]
9.8 S#E

9.8.1 HEHELHLDIRL T VEDWEDLDH D, [11.1.12

i

9.8.2 557 b NI G- 2

Gip=A

L. MEHEET5Z

Lo AHNE, & LTHEA,SIRES W25, Silmd Tl
BREESLT LTWE 2 WLz, mnii iR
B BTN DS, [7.2, 16.6.1 ZH]

10. HHEEA

10.2 HFREE BRAICEETS L)

ek

TRVRHEIR - $518 77

7 - fEbRA T

7 ZOVEEEE R L

F7u v R

FEATE A FHHE
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BRERT BT
Wb s,

AR BT B
GABAA Z % 1k~
D #G BHLE HYH R
ENsEEZLN
TWwb,

TIUI=y AN
RTIAY YT LERH
OIS, S
KEEALT VI =
NN S A/ S
DAV L &
[16.7.1 =]

A H) D 5 e 203 9% 59
ENDLBEZNDD
%o ZHHDHEH]
EAA G 0 5 1
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IRL DKL F
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LEEZEzLRLTw
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ZEPHLENTW
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ENHH 5o
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JEFEE DY X7 H3
MRS 2 LoMmE
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Btk % LIl 2 356
DHEFTDHT L,
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11. Bl{ER

7k®mM’Fﬂ37§‘8‘?)%7I’)7FLé z‘:?b‘iéé@“( Bl
WV, REDRO SN

WiEZITH T &,
1.1 EXLBEER

P —

AT

eSS %EPIJ:TZﬁ t@@]&

M1 2ayy BEERH), 77714 7x%2— (FHERH)
Yavr, THE74 5%y — (FYEIR ¢ ALBE, MEZE, If
WKL) B SbNEZ DD b,

M2 PEHREFRIEBMBE (Toxic
TEN) (BHEARB) .
EEMRE) CHEEA]

Necrolysis :

(Stevens-Johnson

11.1.3 &8 (BEAH)
11.1.4 QT &R CHEARH). A ESEA (Torsade de pointes
zEE) (HERH)

11.1.5 SEEEE BUEAN).

Epidermal

R T8 #h IR IR IE & 3

HEMEERX (BEA)

11.1.6 BUERFR (BUEAH) . FREERE (AN, #E

(HEEARDT)

BURENF ¢, WFRSREREE . o CRIBEAR @ s -
ZIHIEE) BHODbNDEZENDH b
EFRNIME (BUEAHD).
/MR D HEEAH)

AR, BRI,

11.1.7 RMEGREDE (FEAH).
B (FEAH) .
DU ERIRAME . SRR ERAE  COIVE IR © 82,
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MR 15

BUESE) . NEZ T E VRS IR L, /M A
BHOLbNLIENDH 5D,



11.1.8 HEMMRE GUEEAN)., IFERIRERMRE (BEEAN)
FEB WZUK, DRURIRE, TR X R IFRERIN S R A
D [VBLENG 9, IFIRERMERL 9858 5 b B 2 L 3 5 DT,
CD &) RIERPRD b3S 2Pk L. /@E
BB ARV E ¥ HIFGSE O LR 21T Z &

1.1.9 BEREXBEREFOMEZH>ERLKRBLX HEAR

)

B, B O TFTRIED DD S A xS 2k L,
YR EZAT) 2 &,
11.1.10 HEEHBEE CHEARH)
WA, B& CK L&, M Rogh I+ rae s b
AR E U, 20 BRI & 1 9 RGBT RlFE A

HobhnZ

DB Do

1111 (KI¥E CHEAH)
ACIBEPESRE 5 01D W SN Tw b, BRI ERE (F
WZANVERZIV Y L7 REHRA 2 v BAEZ S LT
WA ), EREREERE. ST TH O bR T,

11.1.12 7XL ZRBR. BEREOREE (HEAH)

WD DRa A I, FE7

REEOIEIRDFD S AR

Behaemib L, @Y RMELT) 2 &, BB ioBED
HLEETH LD TV, [9.8.1 3]
11.1.13 $8&, (HIEAH). AR HEARH), @152%0
FEHRER CBHEEAHE)
11.1.14 BEELER CHEARY)
G BE. RIS, BB ORISR, REARTHIL
BROEEPE A R 55 OEIRATTRD & N7z A 1k $e 52 ik
L. @URRLEEIT) L,
11.1.15 EEHENEOE\L GHEAN)
11.1.16 KBIRIE CHEAIH) . KEMARMERE CHEAH)
[8.3. 9.1.5 &M]
11.1.17 KEERES HEAH)
LU, BIHET ., JiAEOHERDZELD SN2 E 1%
Hamk L, #Y2LEET) 2L,
11.2 Z O OEIEA

1~5% Al 1% A1 B EANEH
e |5 o R, R
B e
DF v, AR, (EIR, W, | XIR. HER
, e | EE TRk BEE, ITA
J&%
MR, 7V 7HEK. KM,
o F=r kA (IR, JREH
IR B B P . BUN
&5
ALT b A | 6% a2 %,
LDH I 8 .|y-GTP 5.
Wil |AST L8 ey e
¥ B, ALP
L5
1O Bk %Y v oS ERER
A OMFERER B A, £l
ML B, & Ek
ok A, i
AR A
O, WL . B ON%% EE
o T I E . H
ek & R k. EAL
AR ARE, R
R OROFOE (BRI e,
Rk Hug LR, AR
B WLE AR
e BiF A, EIR
Jifg 30 A ek L e A bE . A
CK L5 i g, 38, M
ol . B | HIRE R, J8IT.
IR e Bz A R i WD IR
7 R v B | AR
P Bk, PIE

i) BB CTOMHIZB VT 4.4% (4/91 B1) 12 B
VRO LNT2E DMED D 5o

14, BHLEDZEE

141 EHXAEFOEE
PTP W3 O3EHIL PTP ¥ — 25 L TIRHI 35 &
IIEETHZ Lo PTP ¥ — POFBAKIZ L D WAL
FEREAA L, I3l B 2 LTt 5 0 E
BaaiHEZETL LD 5.

16. EWENRE

16.1 MAEE

16.1.1 &EMEHIREMHER
LR7OFH Y UE500mg [ 4% ] &2 5E Y FES500mg %
ZURAF = N=FIZ XD EFERAB T 20 Al e T §E (L
R70FH T L LT500mg) % 22N AR5 L, #5
Hi. $5-40.25. 0.5, 0.75, 1, 1.25, 1.5, 2, 3, 4. & 12 &
O 24 WERZ AT BEERAR 2 S $RIL L 720 HPLC EIC X W llE L7z
R70FH Y Y OMIBERREOHBRLO/NT A= IZROLE D
DTHY . WMAHEHICT 90% BHIX M % KD 7RG R, g T
A — & O FUEDTFIHHED %1% log (0.80) ~log (1.25) D#ipH
Y. WHIOA R SEESHER S Y,
(ug/mL)

12
—e— LAR7uFH T r§E500mg ¥ 7 5 ]

0t o 25y b 4E500ng

Mean+S.D., n=20
sl

mREEED
(2}

odb . . |
01234 8 12 24 (hr)

B
B 16-1 4 it
#16-1 YW T A —¥
HIE T A — 5 peryrE—
(AllUgC:[ Cmax tmax ti2
hr/mL) (ug/mL) (hr) (hr)
LR7a%
V2%
500mg[ ¥ # 51.57+6.46| 7.95+2.20 | 1.1+£0.7 7.1+0.9
7]
7 5E v b
fio0omg | 0-26%5.79|7.2651.78 | 0.90.3 | 6.91.0

(Mean=S.D., n=20)

Mg EEIE O AUC, Cmax 50785 % — 13, BER#E o
IR AR DOIRILAIEL - W55 D SRBRSMC & o THE 7 B W REYEAS
b

16.3 2%

16.3.1 BEANIC BT B HE
BEICLER 703y 2L LT 500mg 2 B4 L7238
A IERME (%51 2.6~4.1 BRI TR M4 szt - 1.42~
1.80), RIAZME (3%5-1% 2.9~4.0 MR Oy MAE i e L £ 0.76~
1.58), Hig (%5 1~4 B et 0 0.40~0.88).
IR (P 5 2.3~5.8 I TR IMAE PR EE L 1 0.89~
2.29), Bt (PE5-15 1~4 BER CRbmAE L - 0.11~1.39)
ThHY., BHBITEERL,
BEREEAITEZ LR 7039 Y YR E LT 100mg
i3 200mg™ & B IIPG U2z e Bl (5% 0.8~4 I
W CRP M IR B 3 1.1) . MR (W iE iR K
0.7). DIZmME Coriiif it - 5 2) . W Gof i p i
Hoi0.8~1.1), Bz (B8 1~6 Wi T rp i 0 0.8
~1.9), BB (%55 1.5~4 W CHF ML rh s BE L © %
0.6). B (5% 2~9 KRR CTxmig P isEe L © 0.14~0.31).
W (100mg £ 5- T il 0.61 uwg/mL) . Hig (5% 2 B
B CRF MG IR £ 0.6). REATRNE (3% 5.1 2~6 K <Xt
M EELE 0 1.1~1.9) MM (100mg $%5-#% 3~4 Wi T
0.6~2.1ug/g) WBATHEZR L 72012,

16.3.2 St EAIC BT B E#EE
RN SUZBE LR 70 %4 ¥ > & LT 500mg % Hlul k]
B U785t SHEMEB I (Pe5-1% 0.5~24 BE [ O 4 rp i
JEIE 0 0.2~1.5) SO ($£5-# 0.5~8 IRy Tt I 4 ikt
BEME 0 0.9~1.8) S SMiTEEHE (P55 0.5~8 WFRE TRt
SR 0 1.1~3.0), lilivzo77—Y (%58 0.5~24 B
I CRFIMAE R b 0 4.1~18.9) . Mk (3%15-#% 2.28~25.43
TR (] Conb IIAE PP B ML ¢ 1.06~9.98) ISR R R L2,



16.3.3 MIFZFHPMFEAE
LAR7a%H% Y v 1~50ug/mL O in vitro TO & N H
G BRI A BETH 26~36%TH - 7219,

16.4 U

16.4.1 RepREY
R AL R 70342 kA & LT 100mg™ % HlaRE
P LMt #4851 24 iR £ To BB bkl s, K2
KPS D 79.6%. A FIVAKD1.75%. N-F F 44 Rk
1.63% T - 7215,

16.4.2 TR
BFEAGNCL R 7T X4 VKA & LT 100mg™ % Bk
B 514 2~3.5 W COFER - 7V 7 v v AR X
0.05~0.44ug/mL TH Y, REKICHT2HAE1E 3.9~
25.8%Tdh o720 Tz HEFENRITHICH ZIZAREDO 7 V7 0 v
B A kA0 H 7210,

16.5 Bttt
EHER A LR 70 %43 > L LT 500mg 2 HIafE 4% L7z
Wit 55 0~24 R O JR e 1L, 138.8~877.7 u g/mL T
HY P55k 72 K F TSGR O 83.76% KA Lk L TR
FCHEE S e LR 7 a5 Y 2id, FISRZLED Rk
W&o THRADSHET 17,
Fo, BERABESHICLETIOFH S v RMWE LT
200mg™ % AHIEG LoYd, 3 55 72 Wi Tk S
D 3.9%DKZEALk L LTHEES h721®),

16.6 HENDEREHT IEE

16.6.1 BipEEERE
CLer HIC X D BESMTF L. LR 7B ¥ 93 ¥ 500mg % 22l Hin]
RIS L7256 B RE OIS Pl v I v i o0 R W 2721 )
W OMER ., RAPREOK T K OR A HEROK T 2SR s
7219, (7.2, 9.2, 9.8.2 BH]

7 16-2 BB HEER BT 2 EWBE ST A -5 (V) ra v
— b XY MERT, 22 61, PIOfE = FREERE)

AUCo-72nr | WRFPHEEH

( crer )| mEm o (ug- %)
mL/mmn r hr/mL) | (0~48hr)
50=CLer 11 |9.17=1.28|81.74+20.78/80.02%6.08
2°§C53“ < 7 |15.88+3.79(150.96+18.03|56.39 % 13.51
Cler < 20 4 |33.69+14.57|250.66=58.30|28.28= 11.83

16.7 EYHEEER

16.7.1 ZIVIZJLRIET TR LEFOHBESE. #%5
LAR7aEH Y > 100mgd) BRI GHC, KEBET7 VI =
v a (1g). sk (160mg) XIdMft~ 7 4 ¥ v 4 (500mg)
OG- LA, LRAZ7OF S Y o4 F T4 S 5
4 =G L, ER I 56%, 81% K UF 78%IZIRA L
720 F72. Cmax bAEIMKLT L7220, [10.2 BE]

16.7.2 ZDOZEH]

) PAxFT, 7ANZIK
fERER A, YA F T 400mg % 1 H 217 ARG 7oA
Y F500mg % 1 H4m7HM&ESL4HEIZLR78®RH> >~
500mg % ZEERE AR I G- L7z Y AF Yy N T aNR Y
FEoptHicEh LR 7ax4 Y v AUCenr EFNEFN
27.0% % 08 38.2% L5 Ly tie 1&3F 2 30.5% K U 31. 8% L £
L7225 Cmax ([ZEBIIA LN Lo 7220 (BAEANT—%),
) ARoKB SN, LE7a39 Y v & LT 500mg
Thbo

16.8 Z DAt
LER70%% 3 05E250mg [ 7% BLE7axyy v
500mg [# 4% ] LEmasBesB R L LTHEShEZZ En
5. [ERAERL 2 RIOBEIEEA O EWA R SRR T4 K9
AV JCHDE, BINBEBZ K L2 2ALRTuF ST U
500mg [ & 41 % | &l &l S, WA A2 i 0 [ 45 & A
RENY,

17. BRFRREGIR
171 FHIHROCREMICET 255k

[EIPY - HEHL TG S A7 BRI D B R E |03 B I
FER B OMEI IR D L BY TH 5,

B BH, TR TR, XA N BRR. Wi O oo
FERE. Q BT A AR RBRIE AL L D ER STV,
(BMREZR. MR, EHIFRIFZRE D REL)
17.1.1 EINE DHEHER

RN DT g%, RVEIEIE B 25 O RS, U ATERE %k
T ALE7TFRY Y Y (500mgXx 1A/ H) OIERRERICH
57 R EkRE. MRERE, €527%9 (790 25) -7
YIG—VA, ZVTVYIT)E, A VT IVI VR K BT
JERYHE T DA RIIROEBY TH S,

F17-1 WREHEGIE IS 2 AR

B4 A5 RHE B/ REAE 1 HRE (%)
BMEARAE IR 14/14 100
W% 94/101# 1 3.1
LA [T 10T B85 9 78 7y —

;giw&%ﬁﬁ =0~ 28/28 100
it 136/143 95.1

1) 79I V7RIS T 246851 100% (1/161), <4 a7
5 X2 Mgz 5 AR 100% (15/15 61) THh o720

EIVEHIZEBUBE 13 39.5% (60/152 Bl) Td o720 FRENEMIZ
B T.9% (12/152 1) GFEREREGIN 7.2% (117152 1), W,
THI. FEREAE 5.3% (8/152 B1) TdH - 722,
17.1.2 B MHRER

TAREEGE (Hilig, BEEAEXROBERE) 1S4 s L
F7aFHy >y 500mgx1ml/H) OIEHRE (hE) 1280
57 PO EER, WEKE, 5215 (F751X5) - %
TR, ZVLTILT)E, A YT NVI UV, REIEESIC L S
I 2R IR Y (X T B A RIRITRDO L BY TH %o

F17-2 WPEHRIAYE I 5 B AR

B4 A DI B/ FeE 51 AR (%)
i % 348/3571:2 97.5
B TG B 75 ) —
Z@t WA D 399/41179 97.1
it 747/768 97.3

W2) LI R THiRICHT 24551 100% (3/361), 753
7 Wi SR B A REE 100% (3/361). =4 37T A=hli%kIC
x4 AL 100% (48/48 B1) TdH o720

1 3) BHRE O MRE

BIVE S EBE13 31.4% (277/883 Bl) Tdh o720 FZEIEMIZ
RO T, FMEREGRA D % 4.2% (37/883 1) « ASRAE 3.5%
(31/883 ) TH - 722,

17.1.3 EIRE MR
FEHNOT i REZE 2R E LzF) 2074 3 Y OFEREI
CHERIERBRICBOTL R 7O R G Y AL LT
Hah, LI A ITMRICHT2L2LR723F% 2 2 100mgx 3
[/ HESD $5-0H%ERIE 100% (6/6 1) T o 7220,

17.1.4 @S E MAHRER
WO L Y F 2512k 2RI REE & A5 & L7z
BWT, LE70FH4 Y 500~750mg x 1 1]/ HED $e5-04%)
(3 93.0% (66/71 Bl) THh-o7%,

(EER. BEBR)

17.1.5 EIRE M HHER
MV R G B 5 5 LR 70 F 42 > (500mg x 1 6]/
H) OFEMRERICH T L7 PR, BEREE. KR, >
fanxzy—)g, FLT7YISE, Ty7unsy—)g k5T
ThE. 707y A&, EVHAT - BENH=—, TROETVIT
TR RIS X B R IEGSE IS T A A RIIRDEB Y TH
5o

F17-3  PREREAE X5 5 ARhE

e AT RNHE /A 1) AR (%)
I 5 120/142 84.5
RGeS 11/15 7.3
3t 131/157 83.4

HIVEFISEBIME X 17.8% (33/185 Bl) T o7z ERENEAIZ
T 3.8% (7/185 Bl) . HALAE 2.2% (4/185 Bi). FEEIED X
W 7 LT Y AR AR F F— ERINAE 1.6% (3/185 Bl)
Tdo 722,
17.1.6 #5155 MARAER

PRESIEAE CRPEHAOE T RRR IR AeE, SRR g8, RN
PRERIEAAE . BUEVE RS EE) ST LR 70 %42 >
(500mg x 1 [0/ H) DIEFHEER () (231F % 7 F 7 BRRE,
WEREE, Kd. 2 L7y x|, =y ruany s —Jg, Ju
T ARFIT X BIREIHE TN 2 FARIIKOLBY TH
%o

174 JREEEGSE I 2 AR

AL ATRIE B/ HEAE B HRE (%)
S 76/86 83.4
T 70/78 89.7

i 146/164 89.0

FIVE I FEBUIE X 24.9% (90/362 B) T o7z EREIWEAIZ
FEED v 4.4% (167362 B1) . Bl 4.1% (15/362 H1) 1iLH
FLRRIBIK KRB0 3.9% (14/362 ) T - 7227,



(FEBEX. NVINUVIRE. FERBRE. FERFBSRRX)
17.1.7 BN MAHHER
FENEG, FEMERSE, SV M) Vg FESE BT
M HLR7OFG Y R OITHRBN BT 57 Mok
HE. KB®,. v oa—<r53IV7 (#53IV7 - +vFavsr
4 A) S & B AR ISR GE ST A AR IZR O L B Y
THoW,

£ 17-5 Pl NBHISUR AT 120§ 2 AR

. (3#) 100~200mg X 375

PR oy
H ARG/ HE B HRhE (%)

TR A 5% 29/31 93.5

AVZNNG SN 49/50 98.0

TE NG 58/61 95.1

TEMN IR 35/41 85.4

&t 171/183 93.4

500mg x 1 [al/ H & 3 ORI BV 5 H A T OiEd o B R 5k B
F—FiE %\

(REMREBLE. FEMRBEBEE. U /NE - U NER.
BHREE. <E (EREREE#S>DD). /M5 - BIERUVF
RSO RS, FRE. IIFAERE. BIEL. BEX)

17.1.8 EINE MR
BRI SRE R ST B LR 7 a Y VKR O IR
HERIZB VT, 7R ERHIR SIS X 2 R R s e (A
PR IRYE . EAEVE R R RS, ) VSR - U VOB g%, TR
FAE. S9E) ICHTA2EMFIIKDOEBY TH DY,

F17-6 B2J§ B HFURURASE L 3 B A A

(3#%) 100~200mg x 375
Bl HRREOE | o
ot A (%)
B2 18 R ISR G 390/436 89.4
FAE R e
5 (B0 > £5%)
O (LI 71/85 83.5
D bD)
VAR B R
SE (Fo, ¥ 142/153 92.8
Wiz )
)Y Y
SHi % 15/16 93.8
B (%
TR, TR 162/182 89.0
%)

17.1.9 BHMEERRAER
B R SR A o S OOV S E B ISR A LR T
a4y (500mgx11al/H) OREFERE (K 1I2BWT, 7
N BRIR S50 X 2 B W RHFISUR A (RAEVE B 8 e . TR AT
VR R EHE, V) VN - ) VosHige, RMEIERRE. S9E). Ab
Bl - BIRHVEHEIRESE LT A AT RO L BY TH 50,

FNT-T Pz RHHISUESE, AV - TR RIS SE | 5 5

e
R | e o
3T jy A (%)
MR R B
St g
(B0 ) $:5%)

S (LRt
HEZFED D)

DRAEVESE I 1k He
i (ED, &2
g %) 302/311 Kk

ey o | EEY 97.1 KD
YU ) v PHEED
% }]3151/4%37 K 97.1 WK

BRI IE (B2
NI SS
)

SVEE - SEEAVRH I A

HMG - B RO
FAAIREO ik

i 4) HRIVERZ RS - Be R USSR

17.1.10 EPAE MHEHER
AMBHEIURGE BT 5 LR 7 a4 2 VORI O BR R
B2 T, AR - RS SRS SE, TREE S - A SIS0
SHARIIKDEBY TH B,

% 17-8 SVEE - BROVRHERS R, TR - IR ST B AR
(B#) 100~200mg x 35

R ﬁﬁﬁ%”“ FAE (%)
R e 146/181 80.7

Mg - B K O

FATAIE D R 101/129 78.3

e

LI % 23/29 79.3

AL P R M3 22/93 95.7
HHEE S5 - N % 19/26 73.1

JHZE 7% - HAF 412D\ Tid 500mg x 1 18]/ H o HIE K O R B
% HAR B O DB RER 7 — & 1372 s

GIEX. PER. BIREL. (CREERIRR

17.1.11 ERE MHEHR
SRR, R, RGPS, ALIRVEMERIR S B IS5 A LR T
T IR O EWERER I BT 2 7 N BRIAE. AR 5
(& 2 B SRR GE S T 2 AR RO LB Y T
B 52,

£ 17-9 H SR SRR | 5 B AR

e, _ <§%> 100~200mg i 3»*%5)
AR /A AR (%)

LANEDS 23/30 76.7

E % 111/150 74.0

il S 9% 52/68 76.5

AL S 5 9/11 81.8

B 195/259 75.3

500mg X 1 [al/H O HE K &I BUT 5 H AR KOS O B R U5
F—F ik,

(RER. THIE. BRIRRE)

17.1.12 EAE DH#HER
PR BB T2 LR 7 0 343 VKW OIS
HERZBU D 7 By BRI X 5 IR B R L B A
BHRIZRDEBY) TH D3,

2 17-10 IR EISUEAHE IZ X § B B R

(%) 100~200mg x 315

it
b AR | A (%)

WYL ZHIE. I

Bl 2% 68/70

97.1

500mg x 1 [/ H O #: 5 ORI B0 % H A B ONEA L o BiAR RBR
A C /A0S

(BEMBE. BF7X. AL 7)

17.1.13 EANE I HAHR
RGPS S B IR B LR 7 a9 Y ok oIS MR
BT AHFRE, FVERTE/, HrEany ¥y -k b
FIRAYE IS T2 HRITROLBY TH 55,

F7-11 B EGIE (25 2 AR

e, (%) 100~200mg x 31>
AR/ R AR (%)

GRS 7% 115/119 9.6

7 A 1/1 100

arsy 3/3 100

il 119/123 9.7

500mg x 1 a1/ H & A K B 2 HA K Ol o B 5
T=F %,

(EAMEEL. EEEAEX. L)

17.1.14 ENE I EER
BREALALZE SRS, FRBE T AL R TR K
YOI EMRERC BT 5 L v HERER S X 2 iRk - SR
THIUEAIE KT 2 ARG RDO L B Y TH 53,



K 17-12 BiFF - FUPEAMRL SIS SR 1209 2 A A8

(%) 100~200mg X 3

25
b AR 1 /3 1 A (%)
B S,
BHZ. MiZk 171/205 83.4

500mg x 1 [/ H & @ =BT 5 H A O o B R 5
T=F IR,

H:5) RAOKE SN EROHREIZ, LR7axyy e
T500mg 1 H1lTH%,
17.2 BUERFTEHRAES
17.2.1 FROREREEAIE (SMEMEEE - BHAR)

LRI - RO ABEIC LR 7 F 9+ 2 500meg 1 H 1
WIPES U, B BERERE . RPTAT R L ORRRIAEIR L ) LR 7 v %
T OFEIEERG Lz BT 7 HROBRE (B
) 1395.0% (19/20 B1) TdH 729,
17.2.2 FRE& - MEERRESE

PRI - VERRIEHE (B AR e g5, BIMEMEIBEIE 25, FEki I
Wi (7 F3IV7 - bFaxr 4 AN, SR TR R 2
RO B HEMER Y2397 - FFav74 R
PE)) ZRRICLER 7522 500mg 2 1 0 1HES L. A%
PR O 4tk & best L7z

FHR BRI, BRI S 97.4% (37/38 B). ik
PRI SE 82.9% (29/35 1) . FER AP IR i % 84.8% (28/33 B1)
AR PR SR 2% 100% (272 1), kR A% 80% (4/5
Bl) THo77,
17.2.3 FERAFISEERBEE

LAR70%% Y 500mgl H 107 0RO U, JEkistEr
BHER (293 V7 - bFavT 4 At LT E NIRRT
T BN R O T MG L7z REBROARIRIL, FEkitE
TEGER (7 F9IVT - b Fa<T 4 AN 94.4% (17/18 #) .
FEPEG 94.7% (18/19 1) TH o723,
17.2.4 B SRWEFE LA

REH % - Bl RO ANBZ LR 70 F% 3 2 500mgl H 1M
Bl Uy EFIRENNOBATE R OG5 %2 MG L7z £l
DA, FH Y 100.0% (13/13 B1) . ElEEs% 85.9% (73/85
Bl) THo729,

18. FEphEkig
18.1 1EA%F

LAR7UF S Ve IR THLETuF T v o—Fo
HFHEESHTH L LA 70X ORI EEHT L= 2
=%/ 0y RBOPOEEA T, MEO DNA Yy 4 L—AKT
FAVAFG—ENIAEH L.DNA H#E%ET 5, DNA Vv A
V=2AROMEA Y AT —EVHEGREET 705492 20
2 DM E T - 723040, FLREHIZRRWTH Y02, MIC
fHEDWEE CHER RO B,
18.2 HEEA

LAR70F4 Y ik, SR 2 &G 77 ABTRHEL D7 T A
FEtE R Uy JRHEP 2P0 AR PV EA L, 7 Mo Bk
By LY ERRIR. MiERE . BERER. 25 ICKIB®,. 2 L
TG, kSFTIE. TaTIA)E, EVH AT - BT =
—, 7REF VI TREECHNMEE. SRR E ST ok
W37 o nEEREE. WKW, A Y7V R LY AT
J& RTMNAMVT bayhRAE T 7 AW SRR PR
PR Lze /o0 RIHW. BN, XA MH, 7veolE, 5
BW. QB rvF7y (22325 - 7VA7T4), bJa—
RVIGIVT (2FIVT - bFARTARA), MK IIVT
(279397 -=a—F=x), M4 TI5A< (4375
A Za2a—F=X) I L CHIMBhER L7z, B~ 2
BYIEFRERIC BV T, LR 7 0343 VIZEN B R
L 7 36),42) 44) ~56) o
18.3 TMALICRIFTRERUVAEDHE

In vitro Tt NP EREHER 2 BT ICHB L ZET VBV
T, 500mgl H 1 %512 100mgl H 3 mi#e5- & g L <. fii%k
BRI K ORI B o 4 B & B0 L 72500, [7.1 B

19. BRI CET 2 IEEERHMR
—WEZH LR T a Ry VKA
(Levofloxacin Hydrate)

(39 -9-Fluoro-3-methyl-10- (4-methylpiperazin-1-
yl) -7-0x0-2,3-dihydro-7 H-pyrido [12,3-del [14]
benzoxazine-6-carboxylic acid hemihydrate
C18H20FN304 + 1/2H20
370.38
WA~ AR IR EOMEKETH 5, B
[ (100) 12@EFR3 <, KRNI A F = VIR RET
12K, =y 7=k (99.5) IZHEITFIZ v,

0. Imol/L iR 50
Tl & o THR A IR Al % % o
RS %9 226°C (4R)

b4

A
5T
Pk

m%%ﬁﬁ;mc\lijl o/\?;f

‘ - % H0
CO:zH

-n

(e}
% 5 : LVFX
et [al §:-92~-99°  (BAWIIEFE L7202 0.1g, X
% 7 —)v, 10mL. 100mm)

22. A

(LR7O%4L 8 250mg [2H %))
100 $& [10 8 (PTP) x10]
(LER7O0F%4 82500mg [2H45])
50 $¢ [5 8¢ (PTP) x10]
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