2023 10A%ET (FE1HK11 OAEEER S RED
876241
[LEEEROMERE
HLFT S
BEERA LAR7J70F9 U8
2 = - r
LAJD¥Y05250mg " ZE.
2 = - r
LAJD¥Y,0:500meg " ZE.
LEVOFLOXACIN TaBLETS
Bk EEEY §2250mg $¥500mg
HANEARS : 34 EBES | 22600AMX01203| 22600AMX01204
V) - BRSO EI & O T & Wi 20144128
GERVE)

2HE¥FI[9.1.2 ]

(RIEZFDEHIRERELSN)
2.2 HRXIIEIR L T A RER D H 2 [9.5.1 SH]
2.3 /NRE[9.7.1 2]

2. B2 (ROBECIFIFS LBV &)
GHEEHE)
2.1 AHROES T 7 aF 42 Vit UBEEOBEERED H

3. #8R% - MK
3.1 #8m
Wins & LAR7aFH S U LAR7aFH U8
250mg[ZE] 500mg[ZE]
HE VA7uf9 YV | HRE VA7af:do v
e | IKEIHD itk
W(?%gf 256.2mg 512.5mg
(LRZ7axy el | (LA7asdy L
7250mg) 7500mg)
EEELo—X, e F|EELLa—Z, e F
oxySuvitiriuxFryFurilt i
O—Z, ALAT—Z,|O—Z, ALAT—RA,
TINVBATT7IUNLF | TILVBATT7 YIS
- UYL, R A MUY LA, SO R
" O—A, ¥v7u0d—)L|u—A, vr7ud—)L
6000, # L7, B{tF |6000. ¥ 7, BiLF
Y, HOZTEEE. | Y. TS, #
HILFINT Yy B="bEk. AL
7)Na vy
3.2 BFEIDMEIR
B 4 LAR7axy 3 8 LAR7axy T 8
250mg[ ZE] 500mg[ZE]
| &R #e STLEVELE
w e TANLT—T 1 VTSE(EREAD)
453 @ @k == (@) @)s) ==
$€#% (mm) 13.7/6.6 16.2/8.0
B 185 (mm) 41 5.7
HE (mg) 332 664
_ LR7axd v LR7aFH v
AR ZE 250 ZE 500

4. MEEXIFFHR
CBINETE)

ARICREDT ROKER. LY YIER. HXIKE. BIE
B. #E8. ESTES(TSV/N\XS) - h95—U R, RER.
BRE. KBE. 7FE. YIVERSE. FIRE. NS5FT
AE. Y ONII—R. ZUITYISE. T570N79—
B. ESF7RE. O079RB. EILARS - BILAZ—. 7
OEFVY7PE. RAME. AVSHE. A VIIWIVYE. &
BE. 7YX MII—E. LIYFXRTE. TILESE. BR
wE. hoeEONII—E. RPMANVITNIVAHRE. 7
JxE. QRUYYFFZ(ATVIS - TIWERFT«)., b>5O—
NISZIP(PIISEI7 - FSOAXTA4R), BRIS=ZIT7
(J52I7 - Za—FEZI). RIAIAFSRAY (A5
AV« Za2—FZI)

RITIERERME. RESRBRPE. UV/IVE - UVINER,
BRI, SE(LRERMEZHSBD). M5 - BIERUTF
MRIFO RS, FLIRR. IFIEEES. EE - KEX. K
Pk (REEEIEX. REARRSEZZS0). SRERN. i,
IBMHIFIRESRED RRR. Bk, BRER. iRk (Rt
IE. 18I . RRLAEK EIEARN) . REX. FEEER. B
BX, BERXR. BRPUEBX. BF IR NSFTR, LS,
NILBUVERR, FERNRR. FEMESEX. RERX. ZHE.
EARERA. SAER. hER. EIRERXN. CRMERRR. ®E
K. wEREER. /K. RE. TIVESE. XX HR
7. FERNROZEDMODRBIAE. Q#

5. FEEXSFHRICEAET 2R

(IREE - UREER., Wbk (RULAER. RUBRRSZ30). 2t
TESK, BRRMER. BIRERN)
[FiMEMEBEIEEROFS E V2SR L. HEERSONENE
M U7 BT RRIO®REEY] CHT S NS HEICRET
5Tk,

6. BERUHESE
M. RAIILKET 0% E LT IE500mg % 1 H 1 i
(59 5. 25, BE RIS U CRERRT 5.

B O 2 DR DFEREREIZ D W Tl I E LT o Fifsis
HEGHT HT L.

BF 7 A INTF T AIZOVWTIE, LA7uFy &L Tl
[E1500mg % 1 H 1 14H g 5T 2.

7. BERUBEICREEYT 58

(BB

7.0 THEE ORI E T 3720, FEETSE &0 55513
W, BTIHRZIETRET 52 &, (183 B

7.2 BREETEE CRBVITEENFET 20T, ROME
RUHREERE LT, BECHLUTRERERL, B5HE
EBITRET S EHEE L, [9.2. 9.8.2. 16.6.1 BHE]
BREI LT F=2 )T T -

A (CLcr) fE (mL/min)
#H500mg% 181, 2HE DI
20=ClLer<30 250mg# 1 HIC L E5 T 5.

#H500mg% 18], 3HE DI

CLcr<20 250mgZ2HIC1E#59 %,

(BF IR, NSFTR)

73 LAT7uFH T ELTEHEFIEORFNCTI DB 2 ZGAIC
BEHFIOBRESHELED) 4AHBRET 52 &,

(RIE)

7.4 RHEOFEREROMENCIZ. BINEZERF (EMA) 760
HEO®RE2#REL TV 5,

8. EERELRNIE

(ZhEEILE)

8.1 RFIDFEHICH /2> Tid. MEEHOKHEZEZF /D, JFE|
ELTREZEZER L. BROEE LAE 2 5/NRO B 0%
BickEwsrz s,

8.2 BMEEEZSHODLNAI LA HHDT. HEHEDEERE,
fElf% LD BMOBREICRET 2RICEERT AL BE I
SFICHHAT A &,



8.3 KEIRME. KEIRMBEEZFIZR T ENHLHDT, B
FH3IATH L &b, R BEIEE R ITEAZEOERY H
LONGEICIES CEMOBZEZZ T 5 L5 BEICEEYT
52 &, [9.15, 11.1.16 8]

8.4 EMR S/ NEEL L HBEAICIE. BBBEEL2DIITHIT &,

(R R U Z D DFEXIE)

8.5 fhDFiEEE OMHICK D, BEELTHKERESH SN
5ZENHHOT, PHHT 25/ IEHNICHFBERELZITS
Zé&s

8.6 KA ZELHEZLRIC L HIHE T, BAWHKE2RD 52
EWH B, IRBERRRIC. BEORER OB IEZER O
HREAZRDGAIL. BREZERBESICEO S BRE#RD
AR S L,

9. B¥EDNBERZFIIEEICHATIER

9.1 &BHIE - IEEEDH D EE

9.1.1 TALAFDEEMERENFINSDEHEREDH DEE
BRARITIEDNDH D,

9.1.2 ¥ /OVRNBERICH UBBEDEFEDH 3 EE (e
L. AEIXGEAT70O0F YV I(ICR UBBIEDBERD S 3 EE
[CIFTZS LBV E)

[2.1 2]

9.1.3 EERIVERE (REIR. EMMYEIEES) DHHEE
QTEREZRREITIENH 5.

9.1.4 EEHBEIHEDES
EREZBILSEHZEDDH B,

9.1.5 XEREBX F KBIREHZEH U TVDEE. KEIREX
[FREIRARBEDELE. RIEFEEULLIFURIRF(RILT 7 ViE
®Bf,/OA4 R - T« —VIEREE) 5T 288
REIZE U TEBRREOE 2 ZET 52 L. B OEERE
IZBWT, 7ZVAaFx) oy REERS%ICKRERE R UK
PRMEHEEORE) R PEMLIEOBRED»DH S, [8.3.
11.1.16 ]

9.2 BikeEEEEE
BLIFEEOHENIZEOONTVS, B, MEETXIZ
CAPD (¥ 897 RIEEENT) 12, (AR SDOL AT aFH T >
BREANOEEIDEVWERENH DI, BIFEROBMZEESIER
BEEEZ56N5, (7.2, 16.6.1 BH]

9.5 1FiF

(REFDOEEBREISN

9.5.1 HRXIIITEIR L T WA AR DO H 2L EICIIHRE Lan e
Lo BMER (T Y M) TRESREERHORSICBVWT, -
FREFECROENM, (LB BESEOFREMHERROCERERE
RROMMARD 5N T V5B, [2.2, 9.5.2 BH]

(RIEEEDEERRE)

9.5.2 IR XIIEIR L C WA AR D & B ctEici. EELOA
WHEEERBLTHET S L, [9.5.1 2]

9.6 IR
BALBWTENEZ LW, b MAHTHRABITT 52 &S
EINTWV5S,

9.7 INR

(REFDOEEGREISN

9.7.1 BELEWTZ &, PNEZEZMRE U ERABITFERL T
WV, BERGER. BVERA (13, AR, BV )
THHREISBOSN TS, [2.3. 9.7.2 ]

(REEDEEERDR)
9.7.2 WWREDHEMEZEZRL TRETHI L, [9.7.1 ]
9.8 Bn&

9.8.1 BEENFDHSHLNRTVEDHELNH S, [11.1.12 BHE]

9.8.2 BEBLESVICHERBICHEEL, BEICRET S &,
AANE. L LTEEL» SH SN2 H. BE TIEBHEED
BETRLTWAZ EAZVED, BVIHEEI#ERET S 2BZN
BH5b. (7.2, 16.6.1 BE]

10. tHE{EH
10.2 HAFRHAICERT S L)

A2 E ARG - BETE | HBF - ERET

7 T ZIVEEEE R X

Fat CBRIEA

TuA NHEEAEE

%
e ra7
F

BEZEZITBEN
BHbB,

HREMEICB TS
GABAARBEND
EEHEE EERS L
BEEZLRTL
%o

A2 E

HARLER - $BETE

T - fElRE T

FILIZTANIET
TR LEBDH
[ N S|
KEBILT LI =
by BIL< 7%
7 L. FRERERS
[16.7.1 BH]

AREOZN R T S
NaBZFENTPH 5,
Zh 5 OEFNIAA
BE»51 ~ 28R
BICEE5T %,

Ihs DA EF
L—bhZERL. &
AOWINASETT 5
EEZLENT WA,

7<) v RPIBESRE

JIILT 7)) OIEH

TILT7 7 U YO R

INT 7YY WL, 7o bo|#H2IE. XIEA
VEVHEBOERED | A TOEKRIC
BOENIEDOHE | L0EHETILT 7
BdH5, VMY 5% EE

ZA6NTWVW5,
QTERE#EITZ |QTEEZE I I B | QTEEMEAIHEM
EPHOENTWVWBIR | ZNDH B, MICHEmMT 2B8%h
Al BH 5,
FIITZ N
BIERERLE VAl | BREED Y 2778 | BERIAATH 5,
(ROAKCESFHED) | KT 2 E0BENH

FLR=vaoy |3, IhsDEHE

v RaaLFyy | oftiik. mELED

% BRENrEBREE2 L
m2BEDHAET S
Z &,

11. BlfEA
ROBERANHEDONDBZEDHBDT, BEEZTFITTV,
BEPRD 5N HEICERE2HRIET 5 7% EH 2 0E 21T
ST &,

11.1 EXFEIER

1111 Y3y I BEERHE), 7F T4 S5FV—HEARR)
Yavy, 774 7% —(HIRER ¢ ALE. EEE. IRIRR S
F)DPHobDNLIENDH 5.

11.1.2 hEHMREIBFCRARAE (Toxic Epidermal Necrolysis :
TEN) BEEARH). REMIRIRIEIREE (Stevens-JohnsondElx
B¥) (SHEEABH)

11.1.3 58 (SHEAREH)

11.1.4 QTEER BHEAH). [LE8FIE (Torsade de pointes#%
ZU) BEERH)

11.1.5 SMBEE FEERH), HEMEER (EERH)

11.1.6 BIRERTR (SHEERER) . FFHEAEREES (SHERER) . BB (S
EA)

BIRERF 7%, FFHRRERRSE . BUE (HIER @ BR - B, BHRA
. BRE. ZOEF)PHo5DNEHIENH D,

11.1.7 SFUIMBREIAME SHEEAEE) . SRRARERAE (SEE ), Sk
B (SEEREA) I/ RiE2 (S EEREH)

LM BRBAME . MEERIIRAE (WIHIAER © R WIE. Bk
%), NEZ/uCYREE2ESBMEER, /MRS H 5 b
N5 ENDH 5,

11.1.8 EEMMN (BERHA) ., SFELIRIERN (BHERA)

FEEL, MR, PPIRAEE. FERXARRE. FBRREZEEMESM
B ITRRERASHSDbNEIENHHDT, D&
2 IIERDRRD S NG EITIIRE 2 PIE L. BIBRERILE
VEIGEOMY) R NBEITD 2 &,

11.1.9 BERMEXZREDOMEZ S SR KGR SHEAH)
8. HEE O FRZSPSRO 5 NHaIcIdRE2HIE L, 1Y)
BRBEEITH T &,

11.1.10 HEHUERRARIE (BEEEANER)

HiAE. B CKER. M RCRPIA 7oLy ERES
ML L. 28 BBEEL 2 BEUBRMBESH S5 bh b
ZENDHSB,

11.1.11 {E00%E (BHEEREA)

R SEICELFHMES N TV S, BRFEEE (RICAL
R L7 RERRA > 2 VBIFE RS L TWAHRE).
BHERERE. BRETHhODNPT U,

11127 F D RER, BETNEOREE (JHERH)
REDOEH. FE. BREOERIRD 5 N2GEICIZHRE
ZHIEL., EYZAEBEETI L. BEBHEOBEDOD 2 BE
THobhPT 0, [9.8.1 HIE]

11113888 BEEARH) . BAREEREA), 15 DEDIEHEIE
K HEEREA)

11.1.14 @Sy MER SEEAEA)

FE B9, BAEIRE. S, BRREZ . REAR T H MR



B M ERFEOERIRD s NG E I3 HE2zFIE L, #EY)
BREZITI T &
11.1.15 EERERIVEDER(b GREAH)
11.1.16 XENRIE SHEAET) . KBATRARRE (SHEEAHA)
[8.3\ 9.1.5 &[]
11117 RiSHERES (SHEAH)
LU, BIHET. BAZEOERPRD s hizFEIcdRE%
kU, B ZLAEZITS &
11.2 ZOfthDEIER

1 ~ 5% 1% N
EBCE #Z % D FEIE B2, iR
THURE
AR | O v, AR, | HER, RE. & OE. $EENER
SR AL mE., TAR
0. LU
PR &R MR, 7 V7 F | BR. R, &
= kR R. REBB
%, BUN_L&
JFF gk ALTER . . FHRERE.
LDHESR .| v-GTPLA,
AST b5 meey ey
#Ehn. ALP bR
ikl HIERE A | U > 78 R B
T ERERBOE 0. | 2. Al
o P ER R
/iR
HILER BO. B, TR 08, B ORK. 5
R B B, BEBR
B BMAER | F. HIEAR,
fEE i
BHEER HREEE. BB | REHEEK. 1E
BE. BERE.
M AR
BB AR i R SR
Z DAt MEARB., BMmE. HA
CKER. MURg| . B B
. BIETRY . | RE. BT B
WAMEECRR. PR . BRI, 18
TR G E. | R

) SR EE TOMBAICB W TA.4% (4/916]) ICBEE RO 5 h
TEDHMENH S,

14. BALOIFE

14.1 EHIZMBOER
PTPEEDOEANZPTPY — b2 5ELD H LTI 2 & > 535
TH5T L. PTPY— hORBKICE D BEOHA A LBRBEA
MAL, Bi2yglz B8 UTHRIMARFOEE 2 & 0HEZ §f
RIBEND 5.

16. FEMENRE
16.1 MAEE
16.1.1 BEOi%S5
TRERRRA40B1IC L AR 7 1 4 3 > 500mg % 228 I 1 B [ml#% 5
B U358, BYEERNSTA—FIROEBY TH 7299,
LA 7 0¥ 2 500mg B ERE O SR OEME /ST X —5
(40, Piofl +IRHERZE)

Tmax Crnax tiz AUCo72r
(hr) (pg/mL) (hr) (pg - hr/mL)
500mg Z2fs + + + +
s 0.99+0.54 | 8.04%+1.98 | 7.89%£1.04 | 50.86+6.46

16.1.2 EEEEE DR
TERERLAIC L AR 7 0 %4 2 > 500mg % B AR O 5 (40f1) L7z
B XIZ60453 i TR S EENE (861) L7-58. ek
A=FlE, WOEBYTH 7%
LAR7aFY > 2500mgBEHEORS
K OB E ESHEEROEYERE/N T X — 4
(48f. F¥ofE +1BHERZE)

Tmax Chnax ti2 AUCo720r
(hr) (ug/mL) (hr) (pg-hr/mL)
500mg 4 + . .
BrRLS 0.99+£0.54 | 8.04%£1.98 | 7.89+1.04 | 50.86+6.46
500mg 4 + 4 +
S 1.00£0.00 | 9.79£1.05 | 8.05+1.54 | 51.96+4.96

16.1.3 £YFNEIS4HER

(LR70O+Y9 §E250mglZE])
LAR7 834> U8E250mg[ZEl& 7 T €y ME250mg %, 7
ORAF—N—FICLDEFhZNIgE(LART7aFH T ELT
250mg) R A B FICEBREEORS U CImEEFRELE
BEZAEL. Bo5NEMHE/ST A —% (AUC, Cmax) 12D
W TI0%E X BIEIC TREHENT 21T - 72 KR, 10g(0.80) ~
log(1.25) DEEHENTH V. WMAIOEMFAHESEEPHEE S 1
727

HEYBREISS X —F

HENRT A—% BEINT A =%
AUC 0-24) Crnax Thax tiz
(ug-hr/mL) | (pg/mL) (hr) (hr)
[ ZASE %

+ + + +
250mef ZE 21.53+2.15| 2.92+0.85 1.3£0.8 6.8+0.7
7IEYME 51524203 2794072 | 15+1.0 | 69+0.7
250mg

(Mean=S.D., n=19)
(ug/mL)
4
o —e— LK TO% 4 2 §8250mgl ZE]
#® 77 E v hE250mg
f 3 Mean=+S.D., n=19
%2
FS
7
m]
ES
b
M
g

B5fE (hr)

Mg LR 7 afy > BEHR
(LRT7O+Y~§500mglZE])

LARZ7 %4> U 8E500mglZEl & 7 5 €y MES00mgz . 7

D24 —N—FEILLDENZRIFE(LATOFHT o ELT

500mg) R A B FICHERBEERORS L MR RELE

BEZAEL, BoN-EMERE/IF A —F (AUC, Crax)iZD

W TI0%EHAX A IC TREH#NT 217 - 72458, 10g(0.80) ~

log(1.25) DEEHENTH V. WA OLEMFENREEPHER S N

728,

EMHLIST X —%

HENRT A =% BEIINT A —%
AUC 0-24) Crnax Trnax tiz
(ug-hr/mL) | (pg/mL) (hr) (hr)
LR7a%4% Y V8
+ + + +
500mg[ZE] 48.02+£6.59 | 5.84+1.30 1.3£0.9 7.0+£0.8
IICYME | 47444596 | 625140 | 1.4+04 | 7.0£0.7
500mg
(Mean=S.D., n=20)
(ug/mL)
s -
o —e— LR 7a% %> > §£500mg[ZE]
5% 77 E v MES00mMg
g 6 r Mean+S.D., n=20
%3
7
m}] 4
ES
+
M
> 2 L
"
)4
o ‘ ‘ ‘ ‘ ‘
0 4 8 12 16 20 24
B (hr)
AR L AT 0% 5> 2 RERER

MBS PIZAUC, Con0 S5 A — 513, Ml 0%
R, RO RIES - RS OBl & - TR 5 AR
BB,

16.3 B

16.3.1 BAAICHIT BRUE
BEICLAT7OFY Y > & LT500mg s MER RS L7
&, OBRkEE5%2.6 ~4. 1 BB THmEhEER - 1.42~
1.89). HiSAR (% 5.42.9~ 4.0 T mifEHEEL © 0.76 ~
1.58). EiR (#2541 ~ 4R T MAE @A  0.40~0.88).



R (B 552.3~ 5.8 TR MR : 0.89~
2.29), Bt (#5#%] ~4rs ot higE R - 0.11~1.39)
THY., MuBITHEERL.

B, BERARGEZEICLRA7a:4 2 0 kMmELT
100mgXi3200mg™ % BB O# 5 L 7z5& . B8 (#%5%0.8
~ AR ON VAR EE L ¢ P 1.1) . MR O A IR
#90.7). OBRMCIMFPREL @ $92). B CmE-HRE
H:0.8~1.1). BIAZAR (F 541~ 6Refll TRIIMIEHFIRELL
0.8~1.9). HINIARE (Fe5441.5~ 4Bt PigER : K
0.6). FEK(FHE5%2~ T MEHRELN : 0.14~0.31),
R (100mg# 5 THREEE0.61 ug/mL). FiR (5% 285
THIERREL : 0.6). ESRFKE ($ 5542 ~ 6 [ TXiI
BEHREL : 1.1~1.9), e (100mg#k 543 ~ 4K HE T
0.6~2.1 ug/g) ICITIEZ R L7219,

16.3.2 HEAICST B HHE
R ASIZEBZEIC LR 7 a9 2 & L T500mg % BERE D
B85 U5E6. RERB IR (B 540.5~ 248 TR Im R
B 1 0.2~1.5), [EHK (B 540.5~ 8K Trf MR
B 1 0.9~1.8). SEXMMRERRK ($540.5~ 8K Tt
PEER : 1.1~3.0). fivro7 7 —Y (%5%0.5~ 240
FITRIMEERBEL © 4.1~18.9), Wik (H514%2.28~25.43
R oot MR R Ig R © 1.06~9.98) IcB T 2R L7219,

16.3.3 MEEAFBSE
LAR7adY% > 1~50ug/mLdin vitro TOE +MEEEAR
ARIF, RO 2BEETH26~36%TH > 7217,

16.4 X3

16.4.1 REPXE
BERRAIC LA 7 0F5 2 2K & L T100mg™ % B ElRE D
5 L7258, BE%2480 £ co RERBHRRIZ, REL
BHHERDT79.6%. WA FIAENL.75% N-7F FH 1 R{EH
1.63%TH 7219,

16.4.2 BE+ o {XaEiY
BEAFICLAT7aF5 2 KA E L T100mg™ % B [E#E 0
BE5%2~3. 5B TOBEERITFH LT O BESKEER
0.05~0.44pug/mLTH . REMFEICHT 8 &133.9~
258% TH-olzo £y EEEITHICHIZITEBEEDO VI T
VA ENIRD s iz,

16.5 it
BERAICLART70FH >0 & LT500mg% BEREORS L7
Be. BE#RO~24FM O RFIBE X, 138.8~877.7 ug/mL
THY . BERT2ME TIHRSGED83.76% P REF L L
THRPICHRtE Nz, LART70F5 S Vi, BITREEDR
FRREC & > TERNAD STHET 220,

Flo. BERABESHICLA TR KM ELT
200mg™ 2 BBHE LizHE, ERICIREET2RETHRER
D3.9%BKREFEE LTHRttS iz,

16.6 HEDHRZE I BEE

16.6.1 BHLREEERE
CLcrfHIC R DS L. LA 7 aF4 2 2500mg % Z2fg B
EREOKRES L-Ba. BREDETICHVMERREDEYE
PRI OER ., FRAPBEOME TR OIRPH LK T AR
572, [7.2. 9.2, 9.8.2 2]

(> X—= b A2 M@ 2260, PafERERZE)

CLcr L ti AUCo-72nr FRAFFEIER (%)
(mL/min) |™ (hr) (pg-hr/mL) | (0~48hr)
50=CLcr 11 9.17+1.28 | 81.74+20.78 | 80.02%+6.08

20=CLcr<50 7 15.88+3.79 |150.96+18.03 | 56.39+13.51
CLcr<20 4 33.69+14.57 | 250.66+58.30 | 28.28+11.83

16.7 EYIEEIER

16.7.1 PIWEZOALRBIR TRV D LASEDHIEES. #3
LAR70F9 2> 100mgPBEEREORERIC, KEBIETILI=
74 (lg). Filsk(160mg) XidE b~ 7% > 4 (500mg) &
FRBES LGS, LAT7aFRH IV ONLFTTRAFEY
T4 —IZBREREGICHEL, ZhEN56%. 81%KTV78%ICH
DUlio oy CoaARIET LD, [10.2 ]

16.7.2 ZDthDZEE|

(1) I AFIY, FORRYR
R AL, ¥ A F Y 2400mg# 1 H2E7HEX I a3y
F500mg#x 1 HAE7HE KRS L. 4HEICLKR7axH v
500mg% ZEER B ER O S Lz, Y AF VN T aRRy
FEOHRICED LA T7uFH T Y ODAUCldEhE N
27.0% K% 0382% EF U 11203 F N2 130.5% K% U'31.8%ER
L7zH CoadlTBIIH SN0 7229 (ABEAT—%),
B AFOEKBES N ARIE. LE70342 > L LT500mgTdH %o

17. BEPRREE

17.1 EMERURLEICET 2R

EWN - ¥ THER S N SRR O S REREYE I 2B OA
DEFRBOMEIROEBY TH 5,

nB. RE. TILEIE. RA M BRI HEEROZ M
OFERZIE, QBRI T 2ERABRIIEANNE B ERS LTV
Vo

(RESETN. N, BHEIRESRE D XL
17.1.1 BN IEEER

RAOH R BHEFEREHRE O RS, VIaEREX
RIIT B LR 7aFY 22 (500mg x 1[E/H) OIEEHEREEIC
BUS 7 RUBKER. MRRE. €T57%5 (7510 25) -
NTZT—=VA, ZJVLTVIITRB. A VT NVIT U TREHEICL S
MRER BRSO T 2 BWRIIROEBY TH S,

BREA HENIER/KAES BRI (%)
AHREZR 14/14 100
fiti ¢ 94,/101%D 93.1
B IRERR A O RS 28/28 100

it 136/143 95.1

#1) 75 IV TRHRICRT HERIZI00%(1/16]) . ~A 2375 X<fitis
I B A RIEIE100% (15/1561) TH - 7.

BIVEFFEBISERE 1239.5% (60/15261) TH > 720 EREWERIZE
ID7.9%(12/152f1) . FFEEEREIEM7.2% (11/15241) . NEM:.
TRl BERAPE5.3%(8/15201) TH - 722,

17.1.2 BAE MEHER
TRBRBYYE (i, BEKEZROANEER) ICNT S L
A7 8 X4 (500mgx 1[El/H) OIEE#HE (FE) 2B 2
TRYKRER. MARE., T35 785 (TN RX3) - h%
S—YR, ZJVITVISE. A VI VI UTHE. RBEEZEICX
B GBS RRGYE I T 2B RITROEB D TH S,

HEA HRRER/ KRREL] (%)
fifi 7% 348/357%2 97.5
B IFIREIRE D IRIEG 399/411%3 97.1
&t 747/768 97.3

E2) L YA R IIRICRT 5 EMRIZL00%(3/36) . 75 3 YT
THERIZI00%(3/361) . v 27T XMiRICHT 2ERIZ
100% (48/4861) TH - 1=,

) BHREZROSEEE
BIEFHFEIRSEE1X31.4%(277/883%) TH > 720 EBIERIX
FEHED V. AMBREEAD A F4.2% (37/883%1) . RNHRE
3.5%(31/883%l) T - 7229,

17.1.3 BN D855
ENOT R REEZEZNRE LT 20 <A ¥ 2 OEHENE
THEHERHEEEBRICBWLW LA 7O ST U IEEE LT
RAah, LIYFXIMMRICRHTHLART7a+H 2 100mgx3
B/ HE 50 AZIRIE100% (6/6f]) TdH - 7227,

17.1.4 BN E MEHEER
WHOLIFRTICXDTHHIMREE 2R E UK
BVT, LAR7aFH T 2500~750mg X 1B/ H™HREDOHER)
R1393.0%(66/714]) T - 7229,

EEpER. BRERN)

17.1.5 B MEER
MRS BYYERE ICNT 5 LR 704> (500mg X 1[H]
/B)OIERABRICB TS T NYRERE. BRER. KBHE.
hunNszy—Rg, FVLI7VISE, TUoTunNsy—Rg, t
SF7B. TuTFIAB. ELHRT - BELH=Z—, FubF
TR RIBEEICX A REBBRYVEICHT H2ERRIZRD &
BOTH 5,

RESA A RDRER/RRER] AR (%)
JEBESE 120/142 84.5
BRBR 11/15 73.3
&t 131/157 83.4

BIWEFAFIRSERE1317.8% (33/185M1) TH > 7z E2BIERIZT
#13.8% (7/18541) . THILARE2.2%(4/185641) . FEtED T\,
M7 L7 F VAR ARFF—CHEMAE1.6%(3/18561) Tdh >
7229,
17.1.6 BAEMEHER

PREGIEGYAE (BEBMME FREEBRAE, SEERER. REHE
PREGERYLAEE . HMMEREBREE) ICHITR2LA7aFH T v
(500mg x 1[El/H) DI EMHEE (FE)ICBT 27 FYIRER.
BRER. KBE. YLV I7YISE, TryFunyy—g, 7
U7 ABFICKSREBIEISHT 2EDRIROEBY T
H5



REAH B RNRER/KERER AR (%)
JBBRER 76/86 88.4
BERER 70/78 89.7
it 146/164 89.0

BIERFE BB 1324.9% (90/36261) TH > 7o T2 BIWER I
Bt £114.4%(16/36261) . Bin4.1%(15/36241) . MmHF
FRbi K RBESRIENN3.9% (14/36261) TH - 723,

(FEEESERX. /N MU VERRK,
17.1.7 EASE MEHER

TFEARZ.

FEMLESER

FENBLE. FEMBHRKL NV MY VRE FEEERESE
g B LARTaFT L KIMOIERHBICB T LT Ry

REE. KIBE.

FoaA—<rF3ID0F7(V53IVF7 - hFav

T4 R)FIC K B ERABHERBIVEICN T 2 AREIRO LB

D TdH %3,
s (£%)100~200mg X 3%
- ARREBI/KETEH AR (%)
FEFER 29/31 93.5
2NV MY URRSRE 49/50 98.0
FENBSE 58/61 95.1
FEMBESRA 35/41 85.4
&t 171/183 93.4

500mg x 1[l/HOREXRUHRICE T 5 AR BN OBHKRET — 5 1%

A4

(RIEMRERRIE. FMEMRBRRE. UV /VE - UV I/VER,
1BEIRRE. B (LERMEREZ#HSBD). ME - BUERUF

RIS D ZRIRR,
17.1.8 EASE MAEEKER

FLER. AIPIEIERRES. REE. REEERY)

FERHABBIWERF N T 5 LR T aF 42 VKR O RK
HERICBWT, 7 NYREBEIC X 5 RERHABRGYE (R1EH
FMRBGUEE . AR RMRGYE. VU 2 VE - U VONEIR, B
[RBZAE. SHE) IS 2BHRIIRDEB Y TH 22,

GIEX. ER. BIRIERX.

17.1.11 B MARGKER
SHEZ. B, IR, (LIREERRABREICNT 2 LA
Tudy T KNP OFERRBRICB T 27 NURERE. R
BHFIC & 5 B REERBIHIEEIE SN T 2 B RITRDO EB Y
TH5,

{EBRIEIERARA)

B (£%)100~200mg X 31
- A/ AT FhR (%)
SLE % 23/30 76.7
HEX 111/150 74.0
HI B 52/68 76.5
AR P R ¢ 9/11 81.8
&t 195/259 75.3

500mg x 1[E/HOAERCHEIC BT 5 BAROEADOBEKRBET -4 &

=W,

(RER. ZHIE. IBRARARS)

17.1.12 BN MABGER
HEMRBRGYERFICNT 5 LA 70 x5 2 KNP DOIEERE
HERCBIT ST FYREBEIC L S IRBHERIYEICNT 28
WERFRD EBY TH 2%,

- (3%)100~200mg x 3%
- HRPERI/AREER] | HRhE (%)
REES. FRIE. Wi 68/70 97.1
500mg X [/ H O AE K CHRICE S 5 HARKR BN OBEKRRET— 413
u.
(BRMBEX. BF 7R JL3)
17.1.13 BN 48 8%
PG RBE IS T B LA 7 aF 0 Y KO E R
KBILHRAE. FLELXTR. W unyy—BEICLD
FAERGUEIC N T 2B RIIKDO LB TH A,

17.1.9 BSERREER

B2 BRI GAE SR K OV RHEUR B H I T 5 LR T
o ¥4 > (500mg x 1[E/H) OEEKRE (k) icswe, 7K
T EREB ST & 2 RS RIREIBURRGVE (RIE TR 8 RYYE, R
R RERGLRE, U LN - ) VOSHISS, BHEEE. &8). s
B - B RISEISBGYE IS T 2 A RIFIRO E BV TH B,

T R (P TR L YFAR A
%)

| IREY - EPOVEIRBIIE

M5 - BB ROFHAI%E D K

A BRI/ | AR (%)
R PR
302/31 1K@ | 97.1kE=

133/13 7B

97 . TR ED

TE4) BHITER S - RS AR GYE
17.1.10 A MABEER

NEHERIEEF IS 2 VAR 7 a4 2 Lk O KR
BRICBWT. A8 - BIEHIBHERSYE, JHEK - JHE RN
THREMLIIRDEB Y TH 5,

(£%)100~200mg x 3#

s FAE G | EHE ()
SR - BESIRIEERSE | 146/181 | 80.7
gi-@@&oim@%@_a oLL2s 2as
gl 23/29 793
L 32/33 95.7
%7 - 19/26 731

fHEESS - JHERIC DOV TIZ500mg X 1[E/HORERUHRICH T 2 HAK

NS DB RERER T — & 1372\

95 ~ 155)
(5%)100~ 200mg X35 mRE ﬁﬁ;wﬁ;@%u ZOOH%g*;;W)
s _& gA i TE 5]/ HoRE kK o
ARNREH/ IR AHRE (%) BRI 2 115/119 96.6
|BERleEsESRE | 3907436 | 894 W%F 7 2 1/1 100
AR IRV (B > %55) 71/85 835 aLs 3/3 100
| SE(EREISEERHS b 0) | Tt ) T &t 119/123 96.7
gﬁgfzg@%ﬁ(ﬁo‘ ¥ 142/153 92.8 500mg>< IIE]/EI(D%Yfﬁu}EﬁEL:B”'%) EK&U{@%@%%%%%‘yti
,,,,,,, ) T T W,
L 28 (RS, ETEE. B
=) : 162/182 89.0 17.1.14 ERE DAEAR

RS, WEREK, HREEIINTALARTaFT I
KM OIEMAERICH T2 L o REEFIC K 208 - D
SRR EYEIC N T 2B M RITRD LBV TH 2%,

(£%)100~200mg X 3#

G FRTE b | AR (%)
e EAERR S R . SR 171/205 83.4

500mg X 1[E/HOMERCHEICB T 5 BARR OO ERRERT — 5 1k

7m0,
ES) AR OEARS N AERVOCHER. LA7OFY 2> & LT500mg

1HIEITH %,

17.2 RERTTHRAES

17.2.1 [FIRESRAAAE (SRR - RbksX)
SR - RS ORABZEICLA70+9 32 500mg 1H1
E#5 U, REEERE. RARRKCERERED LAT7 0
FH L OEMEEBRE Uiz, BERT7HROBRIE (18R
#)1395.0%(19/2061) TH > 722,

17.2.2 FRES - M38RRRIE
PREE - MEERIRGYE (SRR BRI A . MR . FEW TR 1
FRER(Z7FIV7 « bTa~vT 1 At). SUEMEMERT R
RUBHEREE RMER MEER7F3IV7 - bFavT 1 &
) ZRRICL A 70 F9 > >500mgz 1 HIEHRS L. G
KUOREM 2R LTz,
BHEBOENRIZ, SMEBMIEREIER7.4% (37/3861) . 15
PEFEE282.9% (29/3561) . FEWBETEPRIE#:84.8% (28/334) |
SRR 26 100% (2/2f1) . AtEREE Ek%80%(4/5
Bl) TdH - 7219,

17.2.3 ERARIRIE R
LAR70F4 2 500mgl HIE7HBEEO®RS U, JFEMEMET
BEEER(ZSIVT - FF AT 4 AM) RUOFERRGEIC
TREMMERVOREEEZHE Lz, SEROARIE, FEMHE
HFEEER(ZFIVT - bTaAvT 1 A1)94.4%(17/18
Bl) . FENBEZIL.7%(18/1941) Ta - 723,



17.2.4 B RIRKRFI SEEIREYIE
FE%X - BIBEROBRABZEICLR7a¥£5 > >500mgl H1E
5 L. EHRBENANOBITHER A2 35 Lz, &%
BOBMERIL, FEHA100.0%(13/1361). BIEFELR85.9%(73
/85f) T - 7210,

18. EFPEIR
18.1 1ERKES

LART7OF YT U8R SEIRTHEFT7uFH T rn—F
DREERESETHALRTOF VI ORI 2 EET 5
—a—F /a0 RBONRFHSF T, MIEODNAY v 1 L—2A K
CrRAVRAT—ENIEA L. DNAERZHET 5, DNA
V¥ A V—ARVIRAVRAS—ENHEERIZA 7uFH >
VORRBEOBRS TH -7z, HEERIEBRENTH .. MICH
EOEE TIBENRD 5 N7z,
18.2 MEIER

LAR7aFxH i, MREREZ &SI LBERERRO TS
LEWEBICH L. R#EBEZHEART MLEF L. 7 7k
HE. LVUUERER. MARE. BRER. &5 CICKBE.
JVTVISE. ESFTR. TurIRgE,. ELHRXT - E
VA==, 7ueFro7R2a&CHENMER. RBE2E&0
T RUMEIERE S T LEEER. WE. A 7LV VYE. L
VFxTE/ RTFMAMLT havhARB, 77 XERZREICH
NafEEEE2R U, £ RER. BKE. A ME, 7
LEIE. BRRE. QAU rvyF7(arzyxs - 7%
TA4)s NIA—=IF3IVT(ITIIVT - bTATT 4 A),
fiRZSIVF(IVSIVT - Za—FE=T), ikvA 375
A2 (A ATFRAY + Z2—FZ L)L THHEHIERL
Too EBR~ ABYUAERBRICBVWT., LAT7oFy I iR
BENTIRENR 2R L 7240404859

18.3 MHEEICRIFT RENRUHEDHE

In vitro Tt MIHEEH#RE 2 EPICHBE L ETILIZBWL
T. 500mgl H1E#512100mg] H3E# S & s LT, fig
BRE R O RIBE O MR HIE 2 1 L7z, [7.1 2]

19. BRI ICRET 2IB(LXEMAR
—i4 LA 7 ¥4 v ki (Levofloxacin Hydrate)
(JAN)

{2 : (35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-
yl)-7-0x0-2,3-dihydro-7 H -pyrido[1,2,3-de ][1,4]
benzoxazine-6-carboxylic acid hemihydrate

BFR - CisH20FN3O4 + 1/2H,0

S¥8 37038

R LERT7OF Y KR ERE~EHEORKEX
AEREOMRTH 5. FBR(100)IT7E TR T, K
XiFRAY ) =R REFIC< L, T4 —)L(99.5)
I FIC< WV, 0. 1mol/LIBREERRICIE T 5. KTk -
THRZ ICERER®IC LD,

Mg

HiC fHs
N 07 =l
SUEy
- H20
F CO-H
(0]
AR H9226C (1)
i = :LVFX
22. 9%
(LRZ70+Y9Y8250mglZE])
100%E[10%E(PTP) X 10]
500%¢€[108E (PTP) X 50]

(LRZ70O+Y9 > 8500mglZE])
508&[5%€ (PTP) x 10]
100%€[58¢E(PTP) x 20]

23. EEHR

DEAES B AR - LG EAE R R GE N SRR RS 0 BB AR
P EEEEROFS| &

2)Effects of Renal Dysfunction(Z Z v ME: 200944H
22HZ&GE, HEERMNE2.7.6.4)

3)iEH  BIEY: HASBTEEASMEE. 1997; 30(2): 109-115

4)Kanamori M, et al.: EERZE®. 2001; 32(3): 91-99

S)EMBROMBER (7 Ty ME: 2009F4H22HATE . HiF
BRIMEE2.7.6.3.5)

O)LA7uFH T UREOAFORK (/I Y b EM#E:

2010F10A27HA&GR. HFEERNE2.7.2.3.1.6)

VAR ERE A 22 R RS R ($2250mg)

VAEAERE AR E SRR ($E500mg)

Y FiEA: BRIAMERHERR. 2011; 104(9): 657-666

VEHE  WIEA BARMEBIESRMEE. 2011; 59(6): 585-

596

1D Fig: BREEERHEEK. 2011; 104(8): 591-605

12)734(HAN) (7 Z €y bE: 2009F4H22H &R, HEE
BHEE2.7.3.3)

13)53# (HAN) (7 Z €y ME/Mik: 200243 15H&R. &
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WE2.7.2.3)

19)&4  5AEA: Jpn J Antibiot. 1992; 45(5): 557-568

20) AR (7 €y M EE: 20094 H22H AR, HEEE R
¥2.7.2.2, 2.7.6.1)

21)Nakashima M, et al.: EEPRZEFE. 1992; 23(2): 515-520

22)BHEBEETE 2R E L HREEAME (ENETME) (75
Yy bE: 2009F4H22HKER. HFEERNE2.7.6.4)

23)Shiba K, et al.: Antimicrob Agents Chemother. 1992;
36(10): 2270-2274
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FAH22HARE. HFEERIE2.7.6.6)

25) PR R GWE 2 ) R & U - — M ER RS (BN IIAE) (27 5
Yy ME: 2009F4H22HARR. HEEERIBIE2.7.6.12)

26) TRGEBIE 2 MR & LR GBNEE) (7 5y b
$&: 2009F4H22H&GR. HFERME2.7.6.11)
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Z ¥y bE: 20094 H22HARE. HFEERME2.7.6.13)
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38) [E P85 AR AR (R - DRESARHEIR) (7 7 ¥ b 2009
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48) Legionella pneumophila \x3 % in vitro HiEEE (7 5
Yy ME: 20068223 &R, BERES)

49)Tanaka M, et al.: J Antimicrob Chemother. 1990; 26

(5): 659-666

ABHEE T3 Chemotherapy. 1992; 40(S-3): 14-26
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FEEFR&EIZA: Chemotherapy. 1992; 40(S-3): 36-50
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57)ERRZEERICN T S HIEEE (7 I8y b aiFi#E: 20104
10H27H&R. BEMES)

58) Ffst i R BERE BB (BRI SR %2 & 4) 1S9 S LT
(75 ME 2015E8A24H &R, BEHRES)
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24. XHFERERUEVEDEE
EEREMBTERARM EEBHHRT
T545-0051 AWt FIREE X ABHT 1-2-7
I8 0120-189-228
TEL 06-6630-8820
FAX 06-6630-8990

26. HSHRTTEREF

26.1 BGEHRFETT
EER BT FRIKAN=N
ABRFIEEFIBRT 1-2-7

26.2 5T
EEFRBKINEN
FAIARIERET2-4-12
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52
53
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