N14

2023 12HEGET BE1R) B RERmIEES
BT A SEREF 876241
BIWHA - 34
250mg 500mg
e EEOAERH ;E‘(fﬁ% 22600AMX00970000 | 22600AMX00971000
LRTOEH S K AR5SRANE | 20144E12H | 2014412H
VAYSE Jr

LR 0% SR EE 250mg T EF T

Lsh 0% MR EE 500mg T EF T

Levofloxacin Granular Tablets 250mg MOCHIDA
Levofloxacin Granular Tablets 500mg MOCHIDA

F) FE-BESONAZICIVERTS L

2. 22 (ROBEBICIFIBS LBV E)

GEEEE)

2.1 AEOBED I 7 0 FH ¥ 22wt UBEE O BEHERED &
BBE [9.1.2 BHE]

(REZDOEELREEUN)

2.2 MR ITER L C W AR D B B &k [9.5.1 SH]

2.3 /RS [9.7.1 ]

3. #8RE - K
3.1 #Em
s LAR7aF9 Y U hREE | LA 7 0F9 Y UhiiREE
e 250mg [EF 4] 500mg [EF %]
g HE 1@ HiF
LR7a gy K | LAR7 ORIk
BRI 256.23mg 512.46mg
(LAR7aFHy e LT| (LA7adF3yreLT
250mg) 500mg)

WRELVO—A, Ty 7)) a—=VEF v T A,
FNT7—AbTF Ty, TILVBATTIILFRYY
L, e7axuo—2A, v7a3—)L6000. FH ¥

AL 0, R E s =LY 7=, L FOoxy 7Y
Lra—A, YR b=)b, ELHIL YT LR
M. 2A75a—2
3.2 SEIOMER
Wi, LAR7u 3y URREE | LA 7 aFY T U hnREE
- 250mg [€F 4] 500mg [€F %]
AR HE~BEAEO/NIT VAT —T 1 >V ThE
I EREH3.2mm X E&53.2mm
A8 | MO680 (Saic#R) | MO68I (5ic#m)
4. MEENIZIR
CEREE)

AHCHRED T ROKER. LYURER. MREE. BEREE.
ME. ESI7€S (FSVN\XT) - h95—U R, RERE. &%
B. XB&E. ®M&E. YIVEXSE. F7AE. NSFIRXHE.
Y aONTII—RE. JUITVISRE. IvF7aNI9—R. &5
FPE. TOFYRAE. EILHRS - EILHZ=—., OEFVY
FZE. RAME. AVSHE. 1 VIIWIVYE. REBEE. 7Y%
MNOI—B. LIYARTE. JILESRE. HRKE. hrED
NII—B. RTPFAMVTPIVvAHRE. 7I7xEH. QU
SyF7 (ATYIS5 -« TWRT«). bZA—-ISEIT7 (T
SEY7 - bSAYTAR) RISEIT7 (95=ZI7 -
Za1—FZI), BRVAOTSAY RNA(ATF5AY +=Za1—F
—I)

GEITAE)

RIEMRERPAE. REERERE. UVINE - U VINEIR,
BEIREAE. B (LIRENEZHSBOD). SHE - BMERUFil
RIFOTRBZE. IRk, FIFIEEIRE. WHER - WRERK. Rtk
(REEER. RUEERSEZS0). SIRETRN. M. B
IFIRERED RER. BEMR. BEERN. Wik (RME.
1BM4AE) . FRRLEIAR EIEAR) . RERXR. FEEER. EEX.
EER. BRMEBR. BF IR, NSFTX, a3, NILkU
VERR. FEARR. FEMRESER. RER. ZHE. BIRER.
SER. hER. BISER. (CREERERN. EEEER. &
FER. SEX. RE. JIWESE. XA, BRK. MEgRY
Z Dt DFELIE. Qi

5. MEENIFHRICEHET DER

(IREE - HREEN., RtkR (REEER. RUIEEESZZ0). =

HESTR, RS, BIREX)
[HIMEMEBEESHOFT & U 23U, HIEERS 0N
ZE 2N L7 LT ARIORSPEY) SRS h B AT
Gyznz e,

6. FHiERURE
BH. RAICRLVAT7aFH 22 & LTLES500mgz 1 H 1 ERE
O#%59 %, 28, EE - ERICSCTCEERET 5.
fifER% R O 2 D OFERREIC DL Tld. JERIE L T OFEH
HEEGHTH &,
g7 A, 85 F 7ROV TIR, LA7aFH Yo ELTI
[E500mg# 1 H1[E14HBEORET %,

7. BERUHBEEICEEYT 5FE
(GhgELEE)

7.1 iHEEOHRZING T 5720, ARFATGIEZEO0EH51%
BT, BTIHEZIETERSET AL, [18.3 &E]

7.2 BHRERTRECEIEVIIFRENFRT 20T, ROMHE
ROHEBZEHZE LT, DB UTHREEZE L. BERRE
EHITHEETHIENEE LW, [9.2, 9.8.2, 16.6.1 &
]

BEHEEZ LT F U7 UT TV

(CLer) f# (mL/min)

%R OHE

MHS500mg# 1. 2H B
250mg# 1 HIC1E#%5 T 5,
MHS500mg# 1. 3H B LI
250mg# 211 E#%5 T 5,

20=CLcr<50

CLcr<20

(BF IR NSFTR)

73 vAR70FH LT AL AANCY OB 15
CIESAIORSHE L EY) 14HMRET 52 L.

(BE)

7.4 ROEORIER CEREOIMENE, BRMERERT (EMA) »°
60HMDHE ZHIEL T2,



8. EEREARWER
(GhBEHIE)

8.1 AFNDHERICH Tz > Tix. THEEOHKAEZFI <o, JREH|
ELUTREZEHAER L. FROBE LLE 2/ NEORAR O
Bizekowsrzk,

8.2 BliEEEZNSHOS5DLNAIENHAHD T, HEEDEIZSE,
fabiz D B OBRIEICHT T H2BRICITERT A LOBFICT
FICHAT S &,

8.3 KRERE. KENRMEMEAZFIZRI T ENHHDT, BEE
+3IATD &I, EER. X IEE T IR AFEOERD H
SONIEEHICIIES ICEMOBREZZT5 LD BHEICEET
52 &, [9.1.5, 11.1.16 8]

8.4 B S HPREL 2 5I5EIC1E. BBBEZF2IITY 2 &,
(ISR U Z Dt DFEIZIE)

8.5 FHEZELOMHICED .. EERFKERENDSDN
5T ENHHOT. MHHT H5EEEHNICHBERE 21T
Z&s

8.6 KA ZETIEMIEICL2IRE T, BRWFHRISZRDOSZ
EDH B IBERBRIC. BEOBE OB XUTELEIR O3
BHEREZROL5E1E, EAEZEHABREICE D S REH#ED
AIEEZHWT S &

9. BENBERZFIDEEICHTIER

9.1 GHIE - IEEEDH D ES

9.1.1 TAHAFDEEMHKRENIFINSDEMEEDHZEE
BRAERITIEDNDH D,

9.1.2 ¥/ O0VFRRABEEICKH UBBEDCREFENH 2 EE (K
L. AEIREA70F Y 2 I(Cx UBBIEDEIHEREDH 2 EE
CIFEELRBRVTE)

(2.1 BIR]

9.1.3 EERVRE (TR, EMEIVEES) DH3ES
QTEEZRREITIENH 5.

9.1.4 EEHEBHEDEE
TEREZBILSE B EDDH 5,

9.1.5 KEIREX T KENRMEEZSH LU TVSEE. KEIIREX
IFXRENREBR DB E. KIEESEULLIZURIRF (RILT7Y
EREE) =572 EE
MEIZE CTEBREOE 2 ZET 5 2 L. B OEERE
IZBWT, 7t uF ) ar riEEE 5% ICKEIRE R OK
BIRMBEHOREY 27 EMLEZEDBRESH 5. [8.3.
11.1.16 2]

9.2 BikHEEEEE
BULIMFHEEOBRESEOONT VS, 2B, MBI
CAPD (HmusRIEBLENT) X, AAL D LR TaFH
VBREADOEEIDLRNERENDH VY, BIFROEMZS X
REEEZ 5N, (7.2, 16.6.1 BE]

9.5 1FiF
(REZDEERELN

9.5.1 R XUIIFIR L TV A ATHEME D & 2 Ic iz G Lz nw e
Lo BIMER (v ) TRESBREESRBHOKEIZE LT,
JE - BRIEFECR OB, {LEBEZOXKEMGIER R EERE
BHBREROBINMPED 5N TS, [2.2. 9.5.2 BH]
(REFDEERKRE)

9.5.2 IHRXIIIFIR L TV AAREM D H A Ik, BELOF
WHEEERBLTHRET S L. [9.5.1 2]

9.6 F7LIE
BALRWIENEZ LV, b MR ABITT 5 2 &P MG
ShTWwb,

9.7 INR
(REEFDEERRESIN

9.7.1 BELHEWI &, /NEZEZWRE LR IZFEM LT
W, BIIER (MER. BVRA (135 A, 9ET v
b) CHESEESEOONTWVS, [2.3. 9.7.2 £H]
(REEDEERKRE)

9.7.2 IWELOAWREEZERBLTHRET S L, [9.7.1 2]

9.8 HimE

9.8.1 BEENDObLNPITWVEDOHENH S, [11.1.12 &
i)

9.8.2 HEEZ S NICHERBICHEL., HEICKRET S &,
AENE. EFELTEEL» P SN DA, EE TIEBHEED
ERLTWAIENZVD., BLIIHFEBESERT 28BN

BhHs. [7.2, 16.6.1 ZH]

10. 18E{EA

10.2 fHAER HAICERTD L)

A%

HRRER - BB 7%

W - R

7 T ZVEEBR RIS

ot VBERIEATH

SN RS
Juverazzy
%

AR TBTNY
H%,

FREREICBT S
GABAAZBEANDTE
AEEIHEERINDS &
EZb5NTW5,

FTILVIZTLXEYT
I LER ORI B
E N 71
KEILTLIZY
L Bt 2o
AN iis 7
[16.7.1 ]

AAIORP B S
2BITNNHB, Th
5 OEFIARF B G »
51~ 2K MR ICKRS
T %

ISR EF 1L —
2B L. AFI O
HBERTHEEZS
ncTnb,

VEQRNESREES

TNT7 7 DR %

TIVT 7 ORFARHE

ILT 7 i, Yo brorb | 208, YEEAKS
VEBOERENRD & | S TOBIRIC KD
N oBENH 2. |[HETILT 7)) w8
THRFEEZLNATW
%o
QTIEEZEITIE |QTEEZECITBZ | QTEEIERAHMG
IS T B EEA| nNrH s, ICHEMT 28FNnDH
FITZRE %o
BIERERLVE VA RBEEDY AT PHEK | BFIEIRETH S,
(RROAKROESAD) | T2L0WMENH 2.
FL R=vuy NS DFER DA
L ROoaLFy % |13, BELOAEES
faltE% L2540
HETHT L,

11. BlIfEA
ROBWERNH5bNEHZ ENHBHDT. BERZTFITIT V.
BENPROONLBEICEIRE2HIT 20 EHY) 2 0NEZ1T
5T &,

11.1 EXZENER

1M.1.1Y3vg BEERHR), 7FIT45FY— BHEAH)
Yavr, TFI7 4% — (FIHHER ¢ ALBE,. EHE, MRIRE
HE) PHobNHIENH D,

11.1.2 hSMRIRIEFMHHE (Toxic Epidermal Necrolysis :
TEN) (BHEAE). RESIRERIE(RE (Stevens-JohnsoniE
{R8%) (BEEAEA)

11.1.3 B8 (SAEAH)

11.1.4 QTER (AEREA). OESEHE (Torsade de pointes
Z20) (HEARH)

11.1.5 2HBEE HEEAH), GEEER (GEERH)

11.1.6 BIEERTR (BEREA) . BTHSEERRE (BHEAH). BB
FEARER)

BIREF2¢, FRSRERRSE . 308 (DHIAEIR @ S - EME, AR
k. BRE. ZOEF) Pbobhdslendbs,

11.1.7 FUIBRRIAME (SEEEAREH). SBEEREREE (SHEEREH). &I
MEM GEEAH). MIMREL (SEEA)

JLERBDRE, MEFRIERAE (WUHER © HE. THIEW. MR
%), NEFUEVREEREIBEMEEN. /MDD H 5
bbb ENH %,

11.1.8 EIEMAHR (BHEREH) . BRI (SHERE)
FEEN TR, PPUREREE, MOERXAREE. HFEBIRESE RS
BEMR, FBRRERRADPH5DNEZENHHDT, TD&
D RIERAERD S -5 &I idRE2HIE L, BIBEREARLE
VRS FEOBEY) B MEETS T o



11.1.9 (RIRMEXZREFDMEZH SEELGKBR GHEARH)
fEsa. SEE O FHIEATRD S MBI i3k 52 HIE L, #Y)
BREZRITO T &

T OHEEARIERAE  (SHEAEA)

PR, B, CKER, M RkORPIA47aoe sy ERE
R E L. SR BREEEL 2 M4 5 MBI RRIE D & 5 b
N5 EDH %,

11111 {EdE GEEARR)
BRIMEEERICESFORESN TS, BRFEE (I
ZNARZNT L7 RERRA VA VEAER RS LTV S
BE) . BRERTRE. SRETHSDNP IV,

MAN27F DK, RITREORIEE (SHEAN)
REDORE A FE. ERFOERPRD 5 N72BEICIEHK
Gzpib L, BULLEZITS Z L. BHEBHEOREOH S
BETHODNPT . [9.8.1 2]

T3 888L GHEAH). BAR GEEARH). 15 DEDHEH
fER BHEAH)

1114 B804EMERXR GREARH)

FeEL, MEE. BAEE. S, BOREZ. REAMTHIMIR
DR EINE RFOERPRD SN 2B EIC3RG 2L,
YR LEZITD &

TS EEHENEDERE BHEARH)

TN KBIRE BHERH) . KBIIRERRE (SHEEAHA)

(8.3, 9.1.5 ]

TAN7 RIEHIEEE HEAH)

LUON, FET. WAZOERPED 5 N BEICIIRE
Zlk U, EYZAEZTS &
11.2 ZOfthDEIER

1~ 5%k 1%l SR
i T % D FEE iﬁ%‘ SRR
O F Vv R EIR R R O, RS
Rk | B W F.TARD, L
U Uk
MR Z7V7F= | SR, R, &
W PR v bR R REA BT,
BUN LR
ALT LR, LDH | IFHRERE. v-
e EH. ASTER |GTPLR. M
(S DIRANE: )N
ALP 57
B ER B A | ) ERER D
i MR ERE . | Bl
IR B D
1/ REL D

ED. MER. R MR DB ER | OR%. ER
kg R AR, | . BRRE.

16. F4EhRE
16.1 MGEE
16.1.1 BEOHgS
TR A4O0FIC LA 7 0 %3 2 > 500mg % 228 I B ERE %5
L7256 EMBEIST A -5 IZROEBY TH 725,
LR 7 aF4 2 500mgHERE O G R OENEERINT X —5
(40%1, FHfE + 1R ZE)

Tmax Cmax t12 AUCo-72nr
(hr) (pg/mL) (hr) (ug * hr/mL)
500mgZfg
+ + + +
RS 0.99£0.54 | 8.04=1.98 | 7.89+1.04 50.86%6.46

16.1.2 EYFHIEIEEER
LAZ7u 4 U RiR$ES00mg [€EF 5] &7 5y h®E
500mg#%. ZuAA—N—FEckDZzhZnlaXiE1sE (LAY
OFHy e LT500mg) A B EICHERREEREORS LT
MR RELGBELZREL. BonEYHEIT X —¥
(AUC. Cmax) 12DV TI0BERERENEIC THE#T 21T > 727
#. log (0.80) ~log (1.25) OHFEANTH V. WAIOEMHEN
SRR S N 720,
EYBRE/ ST A~
(196, “PiofE+FHERZE)

HENT A =% BENT A=Y
AUCo.48 Chnax Trmax t12
(ug - hr/mL) | (pg/mL) (hr) (hr)

[ ZPATE S/

*11. b61%1. .89+0. .59+£0.
HoREES00mg [€5 5] 67.37+11.23 | 7.61+1.25|0.89+0.47 | 7.59£0.65

BYNE HIEAR. {56
MRERE. BB | HREHEE SER
Ry e WO, RE
R
e iz RIME. SR

FIEBARER, CK | BMAE. 5 .
ER. UEOR. B SR BIETRE.
Z Dt Hi ), IE MR | FET. M. D
B, RIT R R | R R

Watk, B, w7

E

ERZEETOMEAICBWT4.4% (4/914]) ICBfEA R 6 hiz LD
WHbo

14. BRLDEFR

14.1 ERIZFIF0ER
ARNZFEOEAZ O, I—F 4 V2L TWHDT,
WETICRASE 2L,

75€y h®E500mg | 65.10£9.61 | 6.65+1.01 | 1.32£0.82 | 7.56+0.57
(ug/mL)
10
8 —o— LR 7 u W U RnREES00mg [T 4 )
g 0 7 7y K EE500mg
6 LW 1961, SFHIfE + A E(R 7

RS oA R R

| ‘
0 4 8 12 24 48 (hr)
B 5 R
MAEFREENNICAUC, CnaxFD/8T X —F 1%, HEE OFER,
AR OPRINEEY - BEFEE OB & > TRE DM H 5,
16.3 51
16.3.1 BRAILSIF D HHE

BEICLA70FH T2 &LT500mg % BEFEORS L25A.
AFmPk (%5452.6 ~4. 1K T mEE R @& © 1.42~1.89),
RINEAR (B 51%2.9~4.08 ot maEh@EL : 0.76~1.58). B
R (5581 ~ AR T MR E LR £ 0.40~0.88) . LEREIRKEE
(2 542.3~ 5.8 TRMAEPIREL © 0.89~2.29), &it (&
5% 1 ~4mf o miE @ gL © 0.11~1.39) THO. BVWBIT
HRRLETY,

BB, BERANIGEZFICLA 7039 VK E LT100mg
X13200mg) = BaRO#KES Uzige. Bl (851%0.8 ~ 48R
TRMEF WAL © F351.1), ER OFmERER @ £0.7), O
FR CoHmEFRELR - #92) . Bk ONmEHRER 0.8~
1.1). FiviBR (#5441 ~6Re TR MmEHEEL © 0.8~1.9), #l
SRR (B2 5% 1.5~ 4ARFE TR MEFIRELL - £50.6) BK (3%
512 ~ R X IME &L  0.14~0.31). R (100mg#
ETR&EREC.61pug/mL) . BIR (5520 T uf s i &
H:0.6). EEEREME (5%2~ oMo migigER : 1.1~
1.9). &M (100mgik 563~ 4BRT0.6~2.1ug/g) 1 HAT
H2R L7013,



16.3.2 SHEAICSIF B REiE
BFRANIZEREICLART7aF4 22 & LT500mg 7z BalE %
B L-B6. HEERBHR (8E540.5~ 24K M T AR E
H:0.2~1.5), SEHBE (85%0.5~ I ¢ nf I 4 R BE
H:09~1.8), [EZMIMEER ($8540.5~ 8K TuflLiEH
WEH 1.1~3.0), ivra7yr—Y (#540.5~ 2488 Txt
MEEHRELN : 4.1~18.9). Mifl#k (H5#2.28~25.43k¢H Txf
MEEFEER : 1.06~9.98) IBITHZRLZIY,
16.3.3 MIRELHEEE
LAR78FY > 1 ~50ug/mLoin vitro TOE bIHEEAE S
R, R ABIETH26~36%TH 7215,
16.4 {XEt
16.4.1 R
RIS L A7 0 F4 > VKR & LT100mg™) % Bi[alfEO#
S U568, #5%24BME coORBRPHRtRIT. RE(ED
BEED79.6% BiAFNAEA1.75%, N-FF %A1 F{EHNF1.63%
TH-o7z10,
16.4.2 BE;+oh{{EM
BEAMFNCLA7aFH > VKMPE LTLI00mg® % B[R C#%
542 ~3 588 ToOBEREITH LY 0 v B A A EEX0.05~
0.44ug/mLTd V. REAKICHNT 2EIE133.9~25.8%TdH >
Too iz, BERITHICHIZIERBED VLY 0 v Baa kR
571D,
16.5 HEitt
ERRAICLR7aF4 >0 e LT500mg% BEFO#RS L5
B BEHB0~ 24RO RAEIE L, 138.8~877.7ug/mLTH 1
BEBT72HME TICHRSBD83.76% A RELA L L TRHPICHET
ENTze LATOFT Y VG, FISREMEORFFRINC & > TE
WA 5IHKT 51819,
F/o. BERABESHICL A7 0F4 2 K E LT200mg
EREBHREG LGE, EPICERESRT2KETRERED3.9% P EK
Zitik & LRt s n /220,
16.6 FEDERZRI HEE
16.6.1 BikEEEEEE
CLcrfElc K VBT Ly LR 7 a9 2 > 500mg % 225 e B[] 4%
C#%5 U756, BRREOETICPEW MAE AR E O M0 LR
DIEE., RPBEEOETRORFHROBE TR 65220,
[7.2. 9.2, 9.8.2 £&]
(7 > avoS— b A MENT 2201, FHE £ EERZ)

(BEREZRN. R, BHIFIRIFRED IRBRE)

17.1.1 BN MEHER
BRADH s, BIEIFIREHRE O R, VagaEZRic
WMTBHLR7aFY Y (500mgx 1E/H) OIFEHRRERICH T
27 RORER. MRRE. T57%5 (TSN RXF) - Hh%
S—YRA, JVLTVIIE. A v 7IVI U FEEIC K 5 ERESERG
JEICNT 2EBWRIZROEBY TH 5,

BREA EREER/ARIER] | AR (%)
aERE R 14/14 100
fifi%¢ 94/1017%1) 93.1
1B HERFIRARRZ D KRG 28/28 100
at 136/143 95.1

L) 75 IVTHRICHT HEDRIZI00% (1/14F]). v 375 X<hiRicxT %
BHHRIZ100% (15/1561) TH-7z.
EIVEF RIS 1339.5% (60/1526) TH-7-. EEEAIZE
ID7.9% (12/152f) . #FEREREUEMT.2% (11/15241), TEH:, T~
i SERENE5.3% (8/152f) TH - 7229,

17.1.2 ;851 S5 MAEEAER
TRERGE (k. BEKEIROSMHEE) 49 2L K
JuFHTy (500mgx1E/H) OFERRE (FE) K805
TRYKER. MRHRE, €715 (FT5NRTF) - hyF—
YR, ZLTVIIE, A Y7 VI U HE. BIEESIC L 5P
BYYEICH T 2 EMRIIRD EBD TH 5,

BREA BIREGI/ IR | BEE (%)
i % 348/35712) 97.5
B RFIR AR D KRG 399/411#3 97.1
it 747/768 97.3

Cler - ti2 AUCo72nr | RAPHEMER (%)
(mL/min) (hr) (ug * 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 E¥EEER

16.7.1 ZIVEZO LRI TRV D LAZEOFIERE. #%E
LA 7 0% 93 2100mgh) BEHREOHRESRIC, KBE7LI=Y
L (1g). Wilg#k (160mg) XIZEb~~7 %> 74 (500mg) %
PRABEG LIBE. LAT7OFH YV ONSFTRATEY T4 —
AR GICHE L. TNEN56%. 81% K UVT78%ICHD Lz,
F72. Cnax bARICET L2, [10.2 2]

16.7.2 Z DfthDEA
1) IAFIY, FORRY R
ERAIC, ¥ AF Y 400mg% 1 H2E7HEXIE e X%y K
500mg# 1 H4m7HE#S L. 4HEICLEA70F4 2 >500mg %
ZEERREEREORSG Uiz, Y AF VU NI TRy FEDHRIC
FOLART7BFY T 2DAUC 7200l E T NEN27.0% K V38.2% 1
AU 123 ZNZN30.5% K V31.8%ER L7zA . CraxlZHEIL
HOENEP5722 HEAT—5).

F) AEOERDSN-HARIZ. LAR70FH 2 &LT500mgTH 5,

17. ERPRERAE

17.1 BAERUREMICEET D5HER

EWN - #TEBS N SRR O S BBYYE ISR I 2R OF O
RRBEOBMEIIIRDEBY TH S,

BB, RE. 7IVEIE. XA M BERK. BEEROZ OO
WHiE. QBT BEERRERIZE NI & b ERS N TVRV,

E2) LU R IMRICRT BAMRIZL00% (3/361). 75 I VTMRICRT 5E%
RIX100% (3/3fl). <A 275 XiRICHT 2HEHRIL100% (48/48%l) T
Hotze
3) BERELROAILME
BIEF RIS 1331.4% (277/8830l) THo7-. EREWEMIZ
FEIED F W, HMBREGEAD 2 %4.2% (37/883f1) . ARHRAES.5%
(31/883f) Td >7225,

17.1.3 B MHHER
EWNOHHFAEZEZNRE LT ) 207 A ¥ Y OEHNE _H
ERHERBICBVLWTLAR 7O F5 Y URIEEE L TER SN,
LIF R FhRId 5 LR 7 a9 100mg x 3E/HE) &5
DAERIZI00% (6/66]) TH-7-26),

17.1.4 /8515 MAEEKER
WHOLIF XTI X HTHHMREE 2R E LBERRBEICBOL
T. LAZ70FH 2 500~750mg x 1[E/HE #50H6%RIE
93.0% (66/714l) TdH >7:27,

(BERER. BRBR)

17.1.5 EIASE MAEEAER
MM RBBYYEREZ IS T A LA 70 %52 (500mg X 1[E/
H) oIeamiEiicB 57 RURER. BXERE. KBE. > b
UnN7y—g. JVI7VIIRE. TTunNIy—g@. tIF7
B, 7urvAE. ELHXRT - ELH=Z—, TUuETF U TR,
FENREEIC X 5 REEBRIEICN T 2BNRIZROEBD TH 2,

BREA BRREGI/FAER] | FEER (%)
JBERESE 120/142 845
BREX 11/15 733
gt 131/157 834

BIEFFEIRSEE1217.8% (33/185H) THo7-o EREIERHIZT
#13.8% (7/18541) . {HILARE2.2% (4/18561) . 1ZEHED £\,
M7 L7 F o RARARFF—EHEMIE1.6% (3/1856]) TH-
7-28)
17.1.6 ;B85 55 MABEAER

FREGESYVEE (SUMEBMME T RRYYE,. 2B EE R, KEMER
PERAYE . WM REEYEE) TR T7axy > v
(500mgx 1[E/H) OIEEMRE (FE) B 57 FIRERE.
BEER. KBE. V7V, TyTunyy—g, Jur
T ABEIC K D RBBIVEIN T 2EDRIIROEBY TH S,

R ARREGI/ A | FEER (%)
JBERES 76/86 88.4
BLER 70/78 89.7
B 146/164 89.0




BIVEFFIRMRE1324.9% (90/362fl) TH-7-. EEIEMAIZF
gt F14.4% (16/36261). Ed.1% (15/362f41). mmAFLE
BHKZEREZEREN3.9% (14/3626) TdH >7-25,
(FEEER. NVMU VIR, FERRRE. FECESERN)
17.1.7 EA%E IR

FENRE FEMBEL. NN VER, FEEERBESZ IO
THLART7OFY T VKO IEEHRRIEICB ST FUKERE.
KIBE., bFa2—<753IV7 (V9397 - bFaA9T1R) &
12 & % EEMR ARMEBURYYE IS 2 BMRITRD EB Y TH 529,

(%) 100~200mg x 3%
B4
FRREBI/ARER] | AR (%)
FERHER 29/31 93.5
2NV R VRS 49/50 98.0
FENBS 58/61 95.1
FEMNBEHER 35/41 85.4
&t 171/183 93.4

500mg X 1[5/ H O AR ORIRICH S 5 AR OB RRET— 7 1370,
(RIEMRIERRE, REMRERRE. UV/NE - UVNER, 18
HREZE. &8 (LRMNEZFSBD). JHS - BUERUFHRIED
TR, FLBRK. MIPIEEERE. AEEN. BEER)
17.1.8 EAS MAEEER
R ERHEIRYYERE ISR 5 LR 7 1 5 o 2 /KW o B R R
IZBWVT, 7 FYREBEIC X 2 RERHEERERAE (RIEMER SRR
YUE, WIEMERRERRIYE. VU 2V - U VOREIR, BIEREE, &
&) IS A EMRIIRD EBY TH B30,
(%) 100~200mgx3®

RES

HWEBRIER | ABE ()
|PommtgEERE ] 0/43%6 | 84
RIEMEMBIE (205 %%) s .

S (LIRERIEZ S b D)

DN

BIEIREOE (BT, TIRKSE)

17.1.9 B54ERRRR5R
Rz A S RE B T OB E B E I T 5 LA 7 o %
#3 > (500mg X 1E/H) OEKRE (k) BT, TR
HRERSIC & 5 RSP (RIEME R IRYE, AR
RYME, 1) >0 - ) LSEIZ. IBIEEMEE. ). SE - BB
HRIEIEISE ISR T 2 ERITRD £ B TH B30,

162/182 89.0

B BRER/RRER | BHE (%)
F MBS
| REMEEEME (T05%%)
S (BRI RS L 0)
REMPORBRVE (40 UOWIER) | 305/3) REE | 97 REEY

133/137BKMHED | 97. 1S

BTEMEE (R RHS, TFIRAE)

SR - IR RERR Y

SM8 - B RO TS O R

TE4) HAIERE - RO IYE

17.1.10 BN MAEEER
HEMERBIERE 10T 5 LA 7 049> VK O R R
IZBWT, SR - BIEABHEERGVE, JHER - HERIOET S
BHRIIRDOEBD TH 52930,

GIER. hER. BIBEX. {CIRMEERRX)
17.1.11 EASE MAE5ER
NEZ. REK, BIRPER, (LBEEERREREEICNT S LAY
O34y KHMOEERRRICB TS 7 RYHER. BIEES
12 & 2 HEMBERMERRAEISTT 2B RIIRDES D TH
230

(%) 100~200mgx 3%
BHEA
HREGI/ARRER | BRE (%)
HE % 23/30 76.7
HE % 111/150 74.0
LY 52/68 76.5
(LB WA 5 9/11 81.8
3t 195/259 753

500mg % 1o/ HOAE K OCHEICE T 2 HAKR BN OB KRR T — 7 13720,
(RERXN. ZHIE. BIRERRA)
17.1.12 EAEE MAEEER
MM IRRYWERZ ICNT 2 LA 70342 VAR O IEE M
BRICBI 57 R RERSIC & 2 RRHEEBRRYYE I T 2 A%0K
RO EBY THB29,

(%) 100~200mg x 3t

BB
BRNRERI/ARRER | AR (%)
RS FORINE. BHIR S 68/70 97.1

500mg X 1[al/H O FER ORI B 2 BAR T OBFRET — 7 1370,
(RRMER. BF 77X, AU3)
17.1.13 EASE MAEEER
PR R EZICHT 5 LR 703 Y VAR OES wRERIC
BIBHFE. VILEXRTB. HoEunsy—BHIC k55
BYHEICN T 2 ERRIIRD EB Y TH %2930,

(%) 100~200mg x 3t
R
HRDEGI/ARER | AR (%)
G % 115/119 96.6
BT 7 A 1/1 100
avs 3/3 100
&t 119/123 96.7

500mg X 1[al/H OFER OCREICH 2 HAR BN ORGSR T — 130,
(EEEMRRY. EEEER. AR
17.1.14 BN M4E5R
MR R AR, HAREICHT AL AT OFT K
MM OIERREBRICE T 5 L > FHREREIC X288 - ORESR
FIRBRRE IS T 2 EHRIROE BV TH 22,

(%) 100~200mg x 3t

B
HREBI/AAEG | ARE (%)
AR, R, SR 171/205 83.4

(%) 100~200mg x 3t
REA
AEIEGI/ARER | AR (%)
AR -BRARRmERE | laoni8l | 80T
B MERUSRASO-YER |10V | 83
ABR B 93
L e 22/23 95.7
fHES¢ - IHE S 19/26 73.1

fHEE%¢ - ARSI DV TE500mg X 1[5/ H O FIER OHRIC 5 2 HARK OHES O Bk

RERT— 71370,

500mg X 118/ H O FER ORI BT 2 BAR OO BFRET — 7 13750,
¥) AFORBSNAERCARIE. LA70F4> 2 &L T500mg 1
H1ETH %,

17.2 SIEHRSEEAESE

17.2.1 FRIRSFRERAE (R4EIREE - RkR)
LMEIREE - R ORABREICL AR 7092 >500mg 1H1E#E
5L, REBEEE. RFfREOCERERED LRy
OFEMEEHRET Lz, BERT7THBROBEMDE GAER) &
95.0% (19/20f1) TdH-77,

17.2.2 FRES - ME23RAE
PRI - HESHRYYE (RUEBAIEREIE s . MRS, TR IR
WR (7F3IV7 - boavTq A, SEHEERSI RS RY
SMEE AKX WEERCZSIV7 - hSavTq Al)) &
HRIZLAR 7T FY > >500mgz  H1EHS L. B3R OL 42
AR L7z,
BHRBOAMRIL, 2HBEMMEREES97.4% (37/3861). EHk
BEE5$82.9% (29/3541). FEWEERIE484.8% (28/33fl). &
HEMEHERILARZ100% (2/261) . SHEREE H&%80% (4/54)
THh-7-8,

17.2.3 ERAFREERRGYE
LAR7aF4500mgl H1E7HREO#RS L, st TE
WERK (753IV7 - bIavwT 4 At) ROFENBERRIINT S
BEROREE 2 Lz, SEROEHRIE. IEMEHETEE
BR(7F3IV7 - bFavwT 4 AM) 94.4% (17/18%1). &=
WIERZL94.7% (18/19f) Td -7-32),



17.2.4 ERIRRESERE
HE % - BIBERORABEIC LAY 0F 9 500mgl H1[E#E
5L, EEREENNOBITER A2 Lz, SEBOE
BEFIE. BE2100.0% (13/13f1). BIEE2R85.9% (73/854)
TH-7=9,

18. ENEFIR
18.1 {ERR

LRT7uaFHg sy v 8ER, SEIRTHELTuFT I DO—HD
KFERSEKTHH LA TaFH v ORI Z2EET H=—2—F
)0 Y ZRREOMEEA T, fEODNAY v 4 L— AR FRA VR
F—¥NIZEF L. DNABEEZHET 5, DNAYV v A L— A KT
FRAYVRAST—ENHEFEIA 70592 OR2BOEES T
- 7233-38) , FEERIIRENTDH V3339 MICHHILDEE TE
HARRD 5 7z40),
18.2 E{ER

LARZ7aF:H v Uik, BEHEEZEL 7 I LBHERRV S T LK
HEBCH L, BEESHEANRZ MLEE L, 7 RYRER. L
YRR, MAERE. BERER. ko CICKRBE, LTS
B E5F7RE. TurI g, ELHXT - BLAH=—, Fub
FUVTREECBENMER. RREE2ED T NIRRT A
PAEEERE, WE. A V7 LIVYHE, LYARTRE. RTIPARMLY
FrAVvHRB. T FEREEITENLREEEER L. 7.
RIHE. BEE. RAME. TVt IB. BREE. QU sy F
7 (A VIL5 - TNRTA) hFA—TIFIVT (753D
7 bIaATT4RA) RIS IVT (VF5IVF - Za—FE=
I), MRvAATF5AY (R4 A SFX7 - Z2a—F=L) WL
THHRE N %R U 233394152 EERIG< 7 ZARGUABRERICB WL
T LR7OF9 T VI3BENBENRZR LI,
18.3 MHLICKRIFT RENRURAEDHE

In vitro Tk MMHEEHER ZEMPICHERLZETLICBW T,
500mgl B 1[E#%513100mgl H3EH#%5 & s LT, iR ERE X O
KEGH OB I 2 IH L 725Y, [7.1 2]

19. BAESICET BIBEFHAR
— IR LA T aF s> ki (Levofloxacin Hydrate)
b % % :(35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-
yl)-7-ox0-2,3-dihydro-7H -pyrido[1,2,3-de ] [1,4]
benzoxazine-6-carboxylic acid hemihydrate

: C18H20FN304 + 1/2H20

1 370.38

HEBAE~EHAROBR X IEREOWMKRTH 2. B
B (100) 12iB1F 29 < IKRIERAF ) — IR RiE T
12 TH ) =)L (99.5) IHEIFIZ< Ve 0.1mol/Lig
BERIICIE T B0 KT K > TIRZ ICEREA®ICE S,

{b2efgigst

HsC /
\N/ﬁ O/\,TH

%
%

BEI Y
SE L B

N N

il O #9226C (53fR)

22. A&
(LRT70FY Y V4iiREE250mg [EF5))
2T 4y A%k 508
(LRI OF9Y VHkEE500mg [EF )
AT 4 v A%k 20a, 508

23. EEER

1) EASEERE - AEHER BRYUEN R BIYE SRR - 51
WA EEEEMEROFT| &
Effects of Renal Dysfunction (7t g : 200944H22
H#&#R. CTD 2.7.6.4)
MEH 8 fih 0 HARBITEZESHMEE. 1997 530 (2) :109-115
Kanamori, M. et al. : BEEZHE,. 2001 ;32 (3) :91-99
vAR7uFH T UROFEDOHRE (F 78y b il#E Ny 7,
[Flsif#E © 2010E10H27H&RE. CTD 2.7.2.3.1.6)
FrHBEEIGEENER . LA 7 a8 U hikEE [£5F 4] o4&
W E SRR IC BT 2 Bk
7) W R ofih: BERIEREEHEEER. 2011 ; 104 (9) : 657-666
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43
44
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46

NSNS

47)

TH G fth 0 AL EE R HEE. 2011559 (6) 585

596

i 7 fth - BREIABRBHEGK. 2011 ;104 (8) :591-605

R AENEOME (FI8y Mg : 20094F4H22HA&RE.

CTD 2.7.3 (ZDfhiDBRER))

W, oA, A HRECBET 28R (7 F ¢y Mg, FEIATRE

20023 ISHAR., #FEHREE. FEHE (1) 2~)

ILREHS fit : Chemotherapy. 1992 ; 40 (S-3) :203-209

AHE Al FEEARIRERE 19925 54 (6) :951-953

S (758 ME D 200984H22HA%RR. CTD 2.7.2.3.2)

MmFEAES (FFEy Mg 2009F4H22H%FR. CTD

2.7.2.2.1.2)

R# (7 7€y M 2009F4H22H%&E. CTD 2.7.2.3.3)

A4F 5A fi 2 Jpn. J. Antibiot. 1992 ;45 (5) :557-568
HARN (HARZE [ HEE) (77 v ME 200944 H22H %

i, CTD 2.7.2.2.2.1.1)

gt (78w Mg 20094HA22H%&R. CTD

2.7.6.1.5.1.2)

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

TER—I% i © BAR(ERREE R HEE. 2009 5 57 (S-2) :12-
19

Shiba, K. et al. : Antimicrob. Agents Chemother. 1992 ;

36 (10) :2270-2274

IRAFTY, TARIY NICKHHE (VT ME 200984

H22H#%#. CTD 2.7.6.6)

DR-3355D MR HYIE 2 0 R & U 7z — iR R FER (35 1M4H)
(77w ME : 20094H22H&RE. CTD 2.7.6.12)

7 ZE v F500mgHE D NRUERIYES K ORBIRIVE 2 R &
L7-EREE (7w Mg 2009%4H22H4%&FE. CTD

2.7.6.11)

WE K th - BALEERR A AMEE. 2003 5 51 (S-1) : 255-

278

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

DR-3355D MM RIS IBRIIE 2 0t & U 7o — B AR aER (B8 10

) (Z7FEy ME: 20094 A22H%&ZE. CTD 2.7.6.13)

B REATEORIE JHERGE. BPEMER R ERARL RBEL

BER - OFEARHERURYYE (7 T8y ME : 20094E4H22H &

#®. CTD 2.7.3 (Z O DRER))

AR A EOBE RERL S B BERBEEEIE (77
Yy bE D 200944H22H &R, CTD 2.7.3 (ZDfthoEE

7))

BERENEOME BF 7 A, NTFTA (FFE Y ME:

20094H22H#&GE. CTD 2.7.3 (ZDOfiDEER))

=WEEEE fih : Jpn. J. Antibiot. 2011 ; 64 (4) :217-228

Fujimoto, T. et al. : Chemotherapy. 1990 ; 36 (4) :268-
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Legionella pneumophila \oxt9 % in vitro HfiwwEMS (75
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