H A e g 5 o S 5

* 202343 ST (1R

- & SRR 250mg 500mg
HXIHAR ¢ 34 A [22600AMX01148|22600AMX01149
Wase i it 20144¢12H 20144E12H

nHEERER IREEE#E O HLE S

ST BAERA LE7OXYY LR
Lik70+9>28250mg (9759
Li70+F9>2#&500mg [975)

Levofloxacin Tablets “TAKATA”

‘gfakata

N S _ 2. RKEHE. BEE. XBE. fHH. YILVEXSE. F
g ORELERELECCE) 728, N5F7 AW, Y NOSIE—B. JLTVIF
21 AR ORI F 7 0% 3 12k L OB T nD iR R ek

DD B BE9.1.2 BIK] LSE. 427N I HE, RBE. 7Y% M 54—
(REFOERSRBASY ‘ A LA 3SR, TheSE. BRAE. Oy A
Z;?ﬁl@ﬂ%bfwéﬁmi®%éﬁﬁW51 % B. XFRZARLTRIAVHRE. PIXE. Q8 4y

o . F7 (37/17 TWET4). bZaA=-%95307
2.3 /MR(9.7.1 B (95397 F7ARTAR) WRITITT (773

- ST Za—FZI) BRYMATIAY (43T X
3.&&:&& v -Za1—FZI)
3.1 #HRX CERSE)
e HRS ) REVRERPE. FEMRBRRE, U NE - UN
e R TAT—A. A AT Hi%, BMBRIE, S (LBMREEES D). 55 -
BB LETOleg b roey oo AERUFMASO-KER. k. MFAERS.
LAET TR FH S Y KM T—R, TYNEAT B RO (BEEEL, RMRERSLSD).
¥ v v G 262mg  |TULFRUDA, LD BUSELR. WA, BUTRRREO- KR Bl
250mg [ 47| (LT UEH3| 20—, BALFS >, < BZH . MRS (BIE B, ME L% @2
7 | VRS L <T|lZzuaI—J6000. 77, HR). RER., FEEER., BERX, BERX. BB
250mg) efn = L. A VT RBFIZ7XNFFI7X, AT NILMNUBR, F
N BEARE. FEMESRR. RER. ZhiE. BRIRX. 5
1 gk HHENT =2, AL AT g e AL (URIRAR, EEARL.
HE LVA7ua|—Z, efaFy 7o ﬁiﬁ&&g%%fm&)g*z;ﬁ‘7oﬂ7ms N h
LR 70 F 4y vkfljtra—2, 7IVEBAT
¥ ¥ v B 5125mg TUNF )T A, BT 5. BEXIFHRICEEET 3R
500mg [Z A |[(LRT7adHy|rua—2A, B{LkF5 v, < ("HEE - MEEEL . RAkX (RHAERX. RUBERREZE0).
% | ¥ ok L T|zua=T—16000. ¥, EMREXR. BRMEX. BISEX)
500mg) R 7 - 4 [P SEE A OFE & ] V2SR L, IRERS O
e ANVF o Ty VP2 I L7z 1T A OF5-H%88) &Il 2 b 5
AN~ Pu -
3.2 WA “*‘E”f’hz‘"t"
e 6.%&&0%;
- - WH. R LR 7B E Y 2 LT 11 500mg % 1 H
BAE | ER £ i i L EHRET B ST 5o 7. M - AEIRICIE Ul E ki
50
i i Wit A% B 082 DO FERIEIZ DWW T, FHIE L Tlo Bt
-5 CIDRCID)=—— S £ T 5 ko ‘
S ﬁ}: b ;') ] ] BiF 7 A, NG FTRZOWTIE, LR 7aFHr kL
250ngE 5o | EiE 1M 500mg % 1 H 1 14 HEEO#53 %,
[ % #|a—5 | M126mm | g0 | e ysnm 7. BRRUARICEET 518
51 v A (RhBESEE)
#9 6.6mm 7.0 PR O IMBLA BB 2 7200, I RAHEIE & & o5
3% vz Sk, 631 HiE 1 TR 2 L, [18.3 B
LK 70 e @‘ ggg — 7.2 RS FIH CIE B IR DSBS 5 0T, %o
u * oM IE MR OCHEZHZE LT, LES LTRSS ELZMLE,
PR 128K " PN i BHMBEHITTHETHIEDET LV, [9.2, 9.8.2,
500mg |V @ 7 4 o 1E611% 16.6.1 2]
[ % #v s a— #1elmm | 4 ,
5 ARSI R #0630g | # 59mm
5 # 79mm

4. EERIIFHR

(EICEE)
AECBEHEOTFIBER. L oYEEE. MREA. B
HERE. #E. E57€7 (7521 x3) - h457—



R LT )
75 v A (CLer) fi
(mL/min)

ER O

M O[%
920=CLer < 50 fH500mg % 1\, 2 HHE

250mg % 1 HIZ 1 59 5%,
#H 500mg = 1 [, 3 HHLFE
CLer <20 250mg % 2 H 12 1 5 5.
(BF 7R, NFFTZ)

7.3 LAR7ORH T LT QEEH L AFNCY Y Bz 7z
BIZFEHF OB G b &) 14 HES$5 2 &,

(FRIE)

7.4 BILOFEHE K OHESE OPIHI 1, R B ST
2760 HH OF5 #HER L Tw b,

8. EELREXNEE

(ZhEELLE)

8.1 AHADOMMIZH 725 Tid, MR OFHLEZ <720
BHIE U T2 MR L. ok %kz%&md\rﬁ@
oG DD L,

8.2 EHREEENL LbNL I ENHLHDT, AT O EE
L fEBRE D MO BT ABICIZEET A LD
BECTHICHHT 52k,

8.3 KEIIRHE. KERMEEAZ5IE R T HHDOT, Bl
E g W N i Il N (N |- N |9 s S A e 30

(EMA)

Hm%%bnt%" WCIEE B ICEROB 22T 5 X9
WIS A 2 & [9. 1 5. 11.1.16 é%E”J
845%&5#z%t% HiiE, BoBEgEE 52T

\_ao
(R RO Z DO
8.5 MOPURAZIE L DPFHIC L . FERITHEREEDLD 5
bNDZENHLOT, BT 25632 RE
ﬂt%’ﬁ"} &,
6 AH % & LHURIZIEIC X B 0EH T BBAIERN & RO
LT END Do HHHIETEIC. BT DR O EAL I
SEROFBIFEI & RO 7Y A1d, FRNEZ RS D
ERGHOT R EZHMT B L,

. REDEREHY HEBEICHT IR
A BHHE - IEESEDH 5 8%F
A1 TAPAZDESEHREX B NS DBTFEDH 5B

* 8.

© © ©

£
TR AHLZT LD b,

9.1.2 X/ O RAFFICHUBBEDCEREEDH 5 BE
(=720 FFR LA 7 Ox% Y52 223 UIBSHE D BEEED
HHBEICEIHEELEVI L)

(2.1 ]

9.1.3 EEAOKER (FER. EIM OEESE) OHEE
QTIEEZRZIT I D D,

9.1.4 EEHENEDESE
FERZEALEEE DD S,

9.1.5 XEIRER (3 KENRMEREZ &6 L TV 2 BE. KBk
B RERGEHOBRE. REEELCBVRIEF (¥
W7 7 UIERESE) 2HT5EE
PEIZIN U CH{EMAEOERE ZET 5 2 Lo htokEs
WFZElc BT, 7 % ) u v APUES 55 1 KBk
J J KRB IR IABEDFEE ) 2 7 DB L 72 & D23
%, (8.3, 11.1.16 ]

9.2 BisgE=ERE
EWILHEEOFHRSRO LN TWA, b, MIBHEN X
13 CAPD (FifehyshRIEELENT) 1. AL SO LR T 1
FH Y UREANDHEBILEVEREDND VDD, EHH
DBMPEGIAEE EZ 2 5N 5, [7.2, 16.6.1 BH]

9.5 ¥z

(REZOEE KBS

9.5.1 HMR IR LTV A WD & B etk i35 L7
W2k, iR (5v ) THRIBSEREHOKE I
W, B - IR RO, fbE RIS O FSE HHEH

BHARNHROHMAPRD 5N TWwbH. [2.2,
9.5.2 ]
(REZEDEELKE)
9.5.2 TIm TR L T B W REME D & 2 ZEITIE, iBEL

DEFEEERB LTG5 T5Z L, [9.5.1 ]
9.6 ®ILF

WA LGZWI EDPET L,

HEXINRTW5,

 hFLHABAT T A 2 &

9.7 /IE

(REZEDEERERBLUSMN)

9.7.1 HLewnwZ

Lo MREZNG L

L 7z R AR 13 2 )t

Bk (R, FemR (13 » Jili).
RO TWD, [2.3, 9.7.2

LTwiwn,
WMo v ) TSR
%]
(REZDEELKR)
9.7.2 B LB EEBL CHEGETH2E,[9.7.1
]
9.8 S#E

9.8.1 HEHELHLDIRL T WEDWEDLDH D, [11.1.12

e

9.8.2 557 b NI G- M2

Gip=N

L. MEIHEET52

Lo KNS, & LTEREL> SHEES DA, s Tl
BREESIT LTWD 2 MLz, mnii iR
BT BTN DH 5, [7.2, 16.6.1 ZH]

10. #HEEA

10.2 FREE BRAICEETH L)

ek

TRVRHEIR - $518 77 1

7 - febRR T

7 VR R L
F7u v R
FEATEA FHHE
Pt
VA2 A<=/
T Vi

BRERT BT
Wb 5.

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

T3 = ALk
RTAVYILERH
OIS, A
KT VI =
AN i Az
DAV L5
[16.7.1 =]

A H) D ) Fe 208 9% 59
ENDLBEND D
b0 ZHHDHEH]
ARG 5 1
~2 R RIS
%o

INRL 0K L F
L— 2R LA
# O WAL AL T §
LEEzLRLTW
5o

7= v bk
[HES
g7 7)Y

JIV7 7)ok
HAxdssL, 7o b
o vV VIR o
Er#oshi &
DWEDD % o

TINT7 7Y DR
AR 2 JP, S A&
H G i T o
T XD T v
77 ) YAEINY
LHELEZLNT
Wb,

QTR % 2§
ZEPHLENTW
e il

T N

QT Rz Z ¥
BEND D 5o

QT #E & 1F A3
Mm-S %
ENDH 5o

R B RV E

il CRE T B OV 54

#)
TV k=vuar
v rganvsFy
e

=

JEFEE DY X7 B3
Nk St 3
Bhbd, TNHD
AL DPILL A
W of G
Btk % LIl 2 356
DHEFTHTZ L,

PR TH 5,

. ElfER

(k@mﬂf’ﬁﬂﬁ‘%%bhé <‘:7b>a‘?)50)“( Big 2 +01AT

WV, REDRO SN

i ZATH 2 Lo
1.1 EXLEMER

233G 2 kT 5 7 LEY) %

M1 2ayy BEARW)., 7F71 5% — (BEARH)

Yavr, TF74 9% — (OEEIR © RIBE

WS DD SbNLI EDRDH b,
MA12 hEMKREERBMBIE (Toxic Epidermal

Necrolysis :

(Stevens-Johnson

TEN) (BHEEARH).
FEREE) (BEAH)

11.1.3 &8 (HEAH)

11.1.4 QT &R (BEAH).

ZE0) HEEAW)

11.1.5 SMERE

11.1.6 BUEERFR CHUEAHD) . FH#ae

(HEEA )

BUAERT 96, BPRERERE, #oE COIMIEIR @ R

(HEEARD) |

R ¥ R AR IE R 3

DEHE (Torsade de pointes

HEMERX (FEAH)
BE FEEADD.

HE
BT =y

AR, BRI ZHHE) BbobNbIENbb.

1.1.7 BRI FE

BRI FEAN) .
VUMERIRAE MU ERRE  COMEIR © JE2k,

(HEEATT) |

EBWIME (B,
/MR (HEEAH)

MR, &

BIESE) . NEZ T E VRS D IR L, /MR A
BHObNDEI LD D5,



11.1.8 FEMME HUEEAN)., IFERIRERmE (BEEAN)
FEB WZUK, DRURIRE, TR X R IFRERIN S B R A
D [VRLENG 9, IFIRERMERL 9858 5 b B 2 L D3 5 DT,
CD &) RIERDPRRD b3 &G 2Pk L. /@E
BB ARV E ¥ HIFGSE O LR 21T C &

11.1.9 BEMXBREOMELF>EELAKRBR HER

)

B, B O FTRIZED D S A xS 2k L,
B R EZT) 2 &,
11.1.10 HEEHBEE CHEARH)
WA, B& CK L&, M RoRh I+ rae sy bk
RN E U, B0 BRI & 1 9 RGBT RlFE A

HobhnZ

DB Do,

1111 (KIgE CHEAH)
MR ARIE IC B 20 Hh s hTw b, BEREEYE (O
WZANVK=Z N LT RIERIRA A VBEFIEZRS LT
WBEBE), EREREERE. ST TH O b TV,

11.1.12 7XL XRBR. BMREOREE (HEARH)
TR DA TFIE, RS OIERATED SN2 A
Tehamib L, @Y RMEET) 2 &, BEsBioBED
HHLEETH LD TV, [9.8.1 K]

11.1.13 $8&, (HIEAH). AR BEARH), @152%0
FEHRER CBHEEAHH)

1.1.14 BEELER HEARY)
G BE. BIEIE. SBE BORES R, AR THIL
BRIV A R 55 DEIRATTRD & N7z 1k d 52 ik
L. #URWEEITH 2L,

11.1.15 EEHENEOE\L GHEAN)

11.1.16 KBIRIE (HEAIH) . KEMARMERE CHEAH)
[8.3. 9.1.5 ]

11.1.17 KEERES (HEAH)
LU, BIHET . I AEOIERDZELD SN2 E 1%
Haduk L, #UR0LEET) 2 L,

11.2 ZOOEIER

1~5% A 1% A1 BEANH
N 595 Z 9 FEAE HIRE. B
B e
DF v, AR, (EIR, W, | XIR., HER
) e | EE TRk BhEE, ITA
Mmhx. 7V 7HEK. KM,
o F=rEH |ER. REA
IR B B P . BUN
L5
ALT & 5 |FF 5% g 525 .
LDH F % .|y-GTP L&
A AST B ey v
BN, ALP
L5
i R B IR YD v oS EREO
AL W ERBR R A, £
JliIRY 3 Bam. G He ek
Bag A, s
AR A
O, L. B TN EE
oy T I E . H
Peog . & | IEREE. WAL
AR RE, )
MR R OR R (BRI, B
RYER Hug SR, R
e Gi/ES {RME., SR
Jig B AS P . A A
CK L&, DUl |, g8, B
ol . PO | HIRE R, I8
Ao Sl O E T RN
th 7 R v B B | M
T Bk, (R

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

14, BHLEDZEE

141 EHXAEFOEE
PTP W OEHIL PTP ¥ — 25 ) L TIRHI 35 &
IIEETHZ Lo PTP ¥ — POFBAKIZ L D WAL
FEREARA L, I3l B 2 LTt 5 0 E
BaaiHEZETL LD 5.

16. EHENRE

16.1 MeRE

16.1.1 &M EHIREMHER
LAR7OFHT 0 85500mg [# 4% ] £ 75y FES00mg =
ZURAF = N=FIZ XY EFERAB T 20 AlcEn T §E (L
R70FH T & LT500mg) % 22N AR5 L, $#5
W, $5-40.25. 0.5, 0.75, 1, 1.25, 1.5, 2. 3, 4. & 12 &
O 24 WE R AT BEERAR 22 S ¥RIL L 720 HPLC EIC X W llE L7z
R70FH Y Y OMBERREOHBRLO/NT A= RO LB
DTH Y. MAHEHICT 90% BIIX M % KD 72k R, HE T
A — 7 ORFEDTFIHMHED %1% log (0.80) ~log (1.25) D#ipH
Y. WHIOAERSEESHER S Y,
(ug/mL)

12
—e— LAR7uFH T L §E500mg ¥ 7 5 ]

0t o 25y b 4E500ng

Mean+S.D., n=20
sl

mREEED
(2}

al
o T
[0} (E—— ) ) \
pred s 12 24 (hr)
B
B 16-1 4 i
#16-1 EYBE T A—¥
HEINT A =% BENTA— ¥
(AllUgC:[ Cmax tmax ti2
hr/mL) (ug/mL) (hr) (hr)
LR7a%
V2%
500mgl ¥ # 51.57+6.46| 7.95+2.20 | 1.1+£0.7 7.1+0.9
7]
79¥y b
fio0omg | 0-26%5.79| 7.2651.78 | 0.90.3 | 6.91.0

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

M EEIE O AUC, Cmax 50785 % — 13, B 0
IR AR OIRILAIEL - W55 D FRBRSGMC £ o THE 7 B W REYEAS
Hbo

16.3 2%

16.3.1 BEAIC BT B EE
BEICLER703H Y 0L LT 500mg 2 B4 L7285
A IERME (Be5-1% 2.6~4. 1 BRI CRP M4 s iz it « 1.42~
1.89), RIAZME (3%5-1% 2.9~4.0 MR CRfMAE i e L £ 0.76~
1.58), Hik (%5 1~4 B T 0 0.40~0.88).
BRI (B2 552 2.3~5.8 W TxfIMAE PR b 0 0.89~
2.29). Bt (515 1~4 KER Cxbm e - 0.11~1.39)
ThHY., BHOBITHEERLZ,
BEREAITEZ LR 7039 Y YR E LT 100mg
i3 200mg™ & B IPG Lz e Bl (5% 0.8~4 I
W ORI b IS 1.1) . MRS ORI rh iR R
0.7). DIZmME Corlii Bt - % 2) . W Gof i i 1
Hoi0.8~1.1), Bz (P55 1~6 Wi Crbii rh i g 0 0.8
~1.9). WM (B 5% 1.5~4 W Tub Mg it - 4
0.6). BEAK (Be5-#% 2~09 BRRY Cxbmis Pt e L £ 0.14~0.31).
W (100mg £ 5- Tl 0.61 wg/mL) . Hiw (5% 2 B
B CRF MG IR £ 0.6). REATRNIRE (%51 2~6 K <Xt
M EEke 0 1.1~1.9) MM (100mg $#5-#% 3~4 KifH T
0.6~2.1ug/g) \BATHEZRL 72012,

16.3.2 SHEIAIC BT BDEEHE
RSN SUZBE L A7 0 %42 > & LT 500mg % Hlul
B L7e8s . SHEMEB I (Pe5-1% 0.5~24 BE [ TR 4 rp i
JEIE 0 0.2~1.5) SO ($£5-# 0.5~8 IRy Tt I 4 ikt
FEME 0 0.9~1.8) SIS (P55 0.5~8 WFRE TRl
BEpEREELL 0 1.1~3.0), flivr a7 7 —Y (k5% 0.5~24 I
I CRFIMAE R b 0 4.1~18.9) . Mk (3%15-#% 2.28~25.43
IR ] A PP B M ¢ 1.06~9.98) ISR MR R R L2,



16.3.3 MFZFHPMFEAE

LAR7a%H% Y v 1~50ug/mL O in vitro TO & N H
G BRI A BETH 26~36%TH - 7219,
16.4 U3
16.4.1 RepREY

BRI LR 70342 kA & LT 100mg™ % Bl
P L8t #4851 24 iR £ To BB ks, K2
RDPE G D 79.6%. i A FILAKD1.75%. N-F F 44 Rk
1.63% T - 7215,
16.4.2 TR

BFE AL AR 7T R4 VKA & LT 100mg™ % Hlnlk
B 514 2~3.5 W CORFER T 7V 7 v v AR X
0.05~0.44ug/mL TdH Y. KREMKICHT 5 H A1 3.9~
25.8%Tdh o720 Tz, EFEEIHICH ZIZAREDO 7 V7 1 v
B A kA R0 57210,
16.5 Bttt

ERER A LR 70 %493 > L LT 500mg 2 HIfE 4% L7z
Yt P58 0~24 BRI OJR P 1L, 138.8~877.7 4 g/mL T
HY PG5 72 K F TSGR O 83.76% KA Lk L TR
FZHEE S e LR 7T F Y 2d, FISRZLED Rk
W&o THRADSHET 17,

Fo, BERABESHICLETOFH S VR E LT
200mg™ % AHIEG LoYd, 3 55 72 Wi Tk S
D 3.9%D KAk E LTHREES h 7219,
16.6 HENDEEEH T IEE
16.6.1 BipEEERE

CLer HIC L D BESMT L. LR 7B ¥ 93 ¥ 500mg % 22l Hifn]
FEIR G L 72354, BPRRRE DR T LSRR W MLE i BE 0 21 Wy 2 iy 2
W OMER, R REOK T K OR A HEROK T 2SR 5
7219, (7.2, 9.2, 9.8.2 BH]

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

Cler | we | A ﬁ‘q](ijgw
(mL/min) | ™ (hr) hr/mL) | (0~48hr)
50=CLer 11 |9.17+1.28 |81.74+20.78/80.02+6.08
20§C53“ S| 7 |15.88+3.79]150.9618.03|56.39 £ 13.51
ClLer < 20 4 |33.60=14.57|250.66+58.30|28 .28 11.83

16.7 EYHEEIER
16.7.1 PIVIZ I LRI T2 LEEOFHIEEES. #&%H
LAR7aFH Y > 100mgd) BRI G, KBET7 VI =
v a (1g). sk (160mg) XidMft~ 27 % ¥ 4 (500mg)
OG- LA, LEAZ7OF S Y 0o, F T4 S 5
4 =G L, ER I 56%, 81% K U8 78%IZIRA L
720 F72. Cmax bAEIMKLT L7220, [10.2 BIHE]
16.7.2 ZDOZEH]
) PxFT2, 7ANZIK
fERER A, YA F T 400mg % 1 H 217 A7 a4
Y F500mg % 1 H4m7HM&ESL4HBIZLR7a®RH> >
500mg % ZEERE AR I G- L7z Y AF Yy N7 aNR Yy
FEDPHICE D LR 7B FH ¥ D AUCoH720e EZENEFN
27.0%K. 08 38.2% 5 L. tie 13221 30.5% M O 31. 8%
L7225 Cmax ([ZEBIIA LN Lo 722D BEANTFT—%),
) AROKBEN R, LE7a39 Y v & LT 500mg
Thbo
16.8 Z DAt
LER70%% Y 05E250mg [ 7% BLER7axyy v
500mg [# 4% ] LEmasBes @R LE LTHEShZZ En
5y [EEAER L 2 RIFIRA O AW R SRR 4 ¥
AV ICHDE, BHBREZ KL ZALR TRV U
500mg [ % 51 % | & [l & S, WA AP [ 45 & A
RENY,

17. BERREZIR
171 FHIHROCREMICET 255k
[P - #AhCIEME S N7 B RIS O B R R YSE (20T B R LIH O
R OMEI IR D E B Y TH 5,
BB, BH. TR TRE. XA N, BRE. iR O oo
FERE. Q UK T 2 BRR BRI E AL L b EE S TW iR,
(AMREZR. MR, BHFREFRE D RELR)
17.1.1 EINE DR
A O, MBVER AR 2 O kG, IS E %R
AL AR7aRH Y v (500mgx 1 H/H) OIEHERRERC B
A7 KR, KKK, 52785 (750 xX5) -7
YIG—VA, ZVTVYIT)E, A VT IVI VR K BT
RYEISR T 2 HRIIKDOEBY TH 5,

F17-1  PREREGRE ISR 3 2 R

BRI R B /A B AR (%)
SPERAE SR 14/14 100
il 9¢ 94/101% V) 93.1
PRVEREL SR AL D —
R 28/28 100
At 136/143 95.1

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

EIVEHIZEBUE 13 39.5% (60/152 Bl) Td o720 TRENEMIZ
B 7.9% (12/152 81)  WFERERESNIN 7.2% (11/152 B) . Wi,
THI. FEREAE 5.3% (8/152 Bl) TdH - 722,
17.1.2 @S E MAHRER

THRERGHE (TP iligs, BHEAEXROSEE) x5 s L
F7aFHyr 500mgx1ml/H) OIEHRE (hE) 1280
L7 PO EER, WEKE, €525 (T30 X5) - %
TR, ZVLTILT)E, A T NVI UV, REIEESIC L S
I 2R IR Y (X T B AR RIIR D L BY TH %o

F17-2 WPEHRIAYE IS S B AR

B4 A RE B /K AR (%)
i 348/3571:2 97.5
PRV B 2 0> —
;g;‘z WA D 399/41179 97.1

it 747/768 97.3

W2) LI A THiRICHT 24850 100% (3/361), 753
7 WigERE T B A REE 100% (3/361). =4 37 F A=hli%kIC
x4 AL 100% (48/48 B1) TdH - 720

1 3) 1BHRE OB HIE

BIVE S 31.4% (277/883 Bl) Tdh o720 FEIEMIZ
FEVED . AIMERBORD 2345 4.2% (37/883 ). ASHEAE
3.5% (31/883 %) TdH 722,

17.1.3 EIRE M AHHER
EHNOTTigEZE 2R E LzF) 2074 3 Y OFEEI
CHERIERBRICBOTL R 70 R G Y VAR EEE LT
Hah, LIYAAITMEICHTL2LR70FH 22 100mg ¥ 3
[/ HESD $5-0HERIE 100% (6/6 ) T 7220,

17.1.4 B 8 MHRERER
WO L Y F 2Tk DR REE RS & L2z
BWT, LE70FH Y ¥ 500~750mg x 1 1]/ HED $e5-04%)
(3 93.0% (66/71 Bl) THho7%,

(R, BEBR)

17.1.5 EIRE MHHE
M R G B 5 5 LR 70 ¥4 > (500mg x 1 6]/
H) OIFEMRERICB T L7 PR, BEREE., KK, >
fanzy—)g, LTI ISE, Tyrunsy—)g k5T
TIiE. 707 AE, EVHAT - BENH=—, TRETVIT
TR RIS X B R IEGSE IS T A A HRIIRDEB Y TH
5o

F17-3  PRERERAE X5 5 ARhE

3sea AT RDHE /A 1) AR (%)
s 120/142 81.5
B 2 11/15 7.3
3t 131/157 83.4

BRI S BB 13 17.8% (33/185 Bl) Td o720 THRENEMIZ
T 3.8% (7/185 Bl) . HALANE 2.2% (4/185 B). FEED F
W, b7 L7 F Y ERARFF— BRI E 1.6% (3/185 1)
THo72%,
17.1.6 @B MAHRER

JREGIEAAE (2P HUREIE TR Mg iE . e B R, AE M
JREE Y, MR B RYIE) ISR T AL R 7axH v
(500mg x 1 [/ H) OIEFHRE (PE) 2B 7 Y EREE.
kg KW, 2V 7329/, =y 7unsy—jg, 7u
T AR X B IRBIEGSE IR T A ERRRIRDOEBY TH
5o

174 JREEEGSE I 2 AR

A AT RIE B/ HAE B HRhE (%)
S 76/86 83.4
T 70/78 89.7

il 146/164 89.0

FIVE I FEBUIE X 24.9% (90/362 Bl) TH o7z, EREINERIZ
FEED v 4.4% (167362 B1) . Bl 4.1% (15/362 F1), 1iLH
FLRRIBIK KRB0 3.9% (14/362 ) T 57227,



(FEBEX. NVNUVIRE. FERBRE. FERMBSRRX)
17.1.7 BN MAHHER
FENEG, FEMEREE, NV M) Vg, FESE BT
M HLR7OFG Y AR OIFHRBN BT 57 Mok
HE. KB®,. v oa—-—<253IV7 (#53IV7 - FvFavs
4 A) S & B g AR ISR E IS0 A AR IZ RO L B Y
TH2W,

£ 17-5 Rl N ISR AT 120§ 2 AR

. (3#) 100~200mg X 375

PR oy
H R/ HE B HRhE (%)

TE A 5% 29/31 93.5

2NV MY VRS 49/50 98.0

TE NG 58/61 95.1

FEA R K 35/41 85.4

&t 171/183 93.4

500mg x 1 [nl/H o 3 S R B 2 HA K O+ O B R AER
Ty %,

(REMREBLE. FEMRBBLEE. U /NE - U NER.
BHREE. <E EREREZHSDD). 5ME - BIERUVF
MEIE O REL, ILER. IFAERE. BEX, BEEX)

17.1.8 EINE MR
BRI YRE R ST B LR 7 a Y VKR O IR
HERICB VT, 7R ERHE SIS X 2 R R g (A
PR IRYE . EAEVE R RS, ) VSR - U VONE g%, TR
FAE. S9E) ICHTAEMFIIKRDOEBY THDHY,

F17-6 B2 B FUURAIE I3 B AR

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

17.1.9 @SRRI
B R SR A o S OOV S E B ISR A LR T
a4y (500mgx11al/H) ORFERE (K 1I2BWT, 7
N BRIR S50 X 2 B RHFIUR A (RAEVE B 8 e . TR AT
VR R EHRE, V) VN - ) VosHig, RMEIERE. S9E). Ab
Bl - BIAVEHEIRESE LT A A EII RO L BY TH 50,

FNT-T Pz RHHIUESE, AV - TSR RIS SE [ 5 5 A

e
AR | e o
3T ot TR (%)
e LR
AR e
i (B0 £%)

S (elRtksk
HEZFED b O)

TRAETE B2 i 1Y
JE (o, ¥
g4 ) 302/311 >k
e ] EED 97.1 K[EED
e,
VIIVE ) T s s (o7, 1 RiEY
ALES e

WP HAE (i
T, Tl
%)

SVEE - SERAVRH R AR

M5 - B DY
FAEIRED 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 \WT, AR - RS SRS SE, TREE S - A SIS0
LARIIRDEBY TH B,

6 17-8 SVR - BOUVRL SRR INTES5 - A 201000 2 AT AN
(%) 100~200mg X 3

Rl ﬁﬁﬁﬁ”“ F% (%)
BhEE - BT AN B U e 146/181 80.7

5V - Bl RO

TR D Ik 101/129 78.3

R

FLIR 2% 23/29 79.3

JILF ) B s 22/23 95.7
W% - I 19/26 31

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

GIEX. PER. BIREX. (CRUEERIRR

17.1.11 ERE IHEHR
SREE, R, RGPS, ALIRPEMERIR S B IS5 B LR T
T ORI O E WA BT 2 7 N IRAE. AR 5
2 & % H SR WE R IR S E N T A ARk EBY T
B 52,

F17-9 H SR SRR | 5 B A R

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

LANEDS 23/30 76.7

TE % 111/150 74.0

il S 5% 52/68 76.5

AL S 5 9/11 81.8

B 195/259 75.3

500mg X 1 [al/H O &I B1 5 H AR KOS O BiR 3U5
F—F ik,

GRER. FHIIE. BRARARZ)

17.1.12 EAE DH#HER
AR PEHR S B T2 LR 7 0 343 VKW OIS
HERZBU D 7 By BRI X 5 IR B R L B A
BRIZRDEBY) TH D%,

FE17-10 IR EISUEAHE 12X 5 B B R

(%) 100~200mg x 315

it
b AR | A (%)

WYL, ZHIE. I

Bl 2% 68/70

97.1

500mg x 1 [al/ H O FE L ORI BT % H A K OESL O B IR 3R
T=F 7%,

(BEMBE. BF7X, AL 7)

17.1.13 EANFE I AHR
RGPS S B IR B LR 7 a9 Y kI oIS MR
B AHHRE, PVERTI®, A a5y —REICX L
FIRAYE IS T2 HRITROLBY TH 55,

FN7-11 B EGIE (25 2 AR

— (%) 100~200mg x 3>
AR /A AR (%)

GRS 9% 115/119 9.6

7 A 1/1 100

arsy 3/3 100

il 119/123 9.7

500mg x 1 [/ H & A K R B 2 HA K O O RS
T=F v,

(EABEZEL. EEEAEX. L)

17.1.14 ENE MR
PR ZE, SRS, FRBEICHT AL R TR K
WO E MBI BT 5 L v HERERSC X 2 iRk - SR
RGN T 2 AR IR O L B Y TH 53,



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

(%) 100~200mg X 37

25
b AR 1 /3 1 A (%)
B S,
BHZ. %k 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 FRORSREEAIE (SMEMEEE - RBHER)

LRI - RO ABEIC LR 7 F 9+ 2 500meg 1 H 1
WIPES U, B BERERE . RPTAT R L ORRRIAEIR L ) LR 7 v %
F  OFEEERG L7z, S5 T 7 HEOBKRDE (B
) 1395.0% (19/20 B1) TdH-729,
17.2.2 FRE& - MEERRESIE

PRI - VERRIEHE (B BRI E g5, BIMEMEEIE 25, FEk i 1k
WS (793IV7 - bFaxr 4 AN, SR PR R 2
R OBV Lk g (MR D253V 7 - bavsa A
PE)) ZHRICLER7a5H Y2 500mg 2 1 H 1S L. A%
PR O Atk & best L7z

FH BRI, BRI S 97.4% (37/38 B). ik
PEREIE S 82.9% (29/35 1) . FER A PR % 84.8% (28/33 B1)
BRI PR SR 2% 100% (272 1), BRI A% 80% (4/5
Bl) THo77,
17.2.3 FERAFISEERBEE

LAR70%% Y 500mgl H 107 0RO U, Rkt 7
BHER (29397 - bFavT 4 At LT E NIRRT
T BAE R O T MG L7z BEBROARIRIL, FRkiE
TEGER (7 9IVT - b Fa<T 4 AN 94.4% (17/18 #) .
FEPEG 94.7% (18/19 1) THh - 7239,
17.2.4 B SRWEFE LA

REH % - Bl RO AR LR 70 F% 3 2 500mgl H 1M
B Uy EFIRENANOBATE R OG5 %2 MG L7z, #il
DA, FH Y 100.0% (13/13 B1) . ElEkE% 85.9% (73/85
Bl) THo729,

18. FEphEkig
18.1 1R~

LAR7adH Ve IR THLETuXR T v o—Fo
HFHEESHTHLL A7 XS VORI EEHTH= 2
=%/ 0y RBOPEEA T, MEO DNA Yy A L—AKT
FA VAT —ENIZVEH L. DNA #8 % fl%4 %, DNA ¥ % A
L=2AROMEA Y AT —EVHEGREET 705492 20
2REDME T - 723040, FLREHIIRR I TH Y302, MIC
fHEDWEEE CHER RO B,
18.2 HEEA

LAR70F4 Y /it SR 2 &G 77 ABTEREERL D7 T A
Rtk AE S Uy JEREPH 9 A2 PV EF L, 7 Pk
By LY ERRIR. MiERE, BERER. 25 ICKB®. 2 L
TYIIE, kS FTIE. TaTIA)E, EVHAT - BT =
—, TREF VI TREECHNMBER. SRR E ST Rk
37 o nEERBE. WKW, 4 Y7V R, LY AT
J&. R MNAMVT bayhAE T 7 AW SR RPN
PR Lze F/o RIHW. FEH. XA MH, 7veokE, 5
"W, QB rvF7y (32315 - 7VA7T4), bTa—
RIVIGIVT (2FIVT - bFARTARA), MK IIVT
(279397 -=a—F=x), M4 TIA< (4375
AR Za2—F=X) I L CHIMB N ER L7z, B~ 2
BYEFRERIC BV T, LR 7 0393 VIZEN B R
L 7 36),42) 44) ~56) o
18.3 TMALICRIFTRERUVAEDHE

In vitro Tt MILHEEHER 2 BT ICHB L zET VBV
T, 500mgl H 1 %512 100mgl H 3 mi#e5- & g L <. fii%k
ERE K ORI B o 8 B & B L 72500, [7.1 B

19. BRI CET 2 IEEERHMR
— WA LR T 0 Ry VKA
(Levofloxacin Hydrate)

b4 © (35 -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

5513 0 CisH20FN304 + 1/2H20

45 Fi : 370.38

PR REA B~ RO IR EOM KR TH b, B
% (100) 12#EFR3 <, KLIEAF J —VICRRET
12K, =y 7=k (99.5) IZHEITFIZ v,
0. Imol/L HiREsiB I T 50
T & o THR A IR Al % %,
RS %9 226°C (4R)

‘ - % H0
CO:zH

-n

% 5 : LVFX
et [al Pp:-92~-99° (BAWICHFE L= 0.1g.
A% =)V, 10mL. 100mm)

22, A%
(LR7O%4Y 8 250mg [2H %))

100 $¢ [10%¢ (PTP) x10]

1005E [79AF v 7M. NF. WEHIAD ]
(LAR7O0%4> 8 500mg [2H4%])

50 §¢ [5&¢ (PTP) x10]

23. EEXW
1) JEAES78) 4 e SR RS A I e A« DUy S A o F
5l &
2) Effects of Renal Dysfunction (7 7 ¥ > b§ : 2009 44 H 22
HAKRR. Wi a Rz 2.7.6.4)
3) MEHIBEIZA> © HAENT B3R 1997 ¢ 30 (2)  109-115
4) Kanamori M, et al. : EfFRZEHL 2001 5 32 (3) : 91-99
5) BSTIZ ¢ o & HdE 2014 5 51 (9) :829-838
6) I sIEA - HRIEIERHER 2011 ¢ 104 (9) : 657-666
7) HEA 0 B A bR R 2011 5 59 (6) © 585-596
8) IS« B RIAMERHE R 2011 ; 104 (8) : 591-605
9) 4 (HAN) (77 €y ME: 200944 ] 22 HARGE, HIGE
YRS 2.7.3)
10) WA, 40y AR, PEINCBIS 288 (75 €y be - Ml
K2 2002 4E 3 A 15 HAKGR, HAHEEH)
11) IWFEFHFHIIH : Chemotherapy. 1992 : 40 (Suppl 3) :
203-209
12) ASCHEIT2 VW HAWREFE 1992 5 54 (6) : 951-953
13) s (BHEAN) (75w bE: 2009 4 4 H 22 HARR, H
AR 2.7.2.3)
14) MAFHERHKEAS (2 ME 2009 4E 4 H 22 HARR, H
AR 2.7.2.2)
R (796 ME: 2009 4F 4 A 22 HARGR, Wis&
FHE%E 2.7.2.3)
16) #5032 © Jpn J Antibiot. 1992 ; 45 (5) : 557-568
17) WRAHEl (75 € Y ME 22009 4 4 H 22 HAKGE, WETEE
W% 2.7.2.2. 2.7.6.1)

18) Nakashima M, et al. @ EfFRIEFL 1992 ; 23 (2) : 515-520
19) BT E ARG E LRI GEIM) (75¢
v MgE 2009 4 4 A 22 HAKRR, WEEERRZ 2.7.6.4)

20) Shiba K, et al. : Antimicrob Agents Chemother. 1992 ; 36
(10) : 2270-2274

21) YAFV Y, TERAY FICLBEE (75 y M 2009
4 H 22 HAKRE, WEEERE 2.7.6.6)
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v MEE 12009 4F 4 H 22 HAKRR, HGHERIRZ 2.7.6.12)
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24) JHFIE A 0 H AL R MRS 2003551 (S-1) £ 255-278

25) Yu VL, et al. : Chest. 2004 ; 125 (6) : 2135-2139
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