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(VR7a*x3 v | Abam) . RN 2025
&£ LT100mg)
3.2 HEIDMIK
v 3
Bize % A | & [Rss[ES | mHE |7
(mm) | (mm) | (mg)
LETOESYY 7_4»\5 == |V&7u
se2s0mglDsEp | o175 B 3 7igg 250
(- 67 6ol | 141 | #9337 | Ep
ST L Py D D R v
52500mgIDSER| 7 1 7 7% o [102(8) 500
(R BA) | | Do) | 9956 | 19674 | EP
EVEESDMIEES VAL 1 _ _
HI%I10%[ DSEP] kL ~H#Af

4. SHREX (3R
(EINERE)

AEICREDT RUKER. LYURER. MARE. B
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WIVYHRE, RER&E. PYRMNII—RB. VLIFTRSRE.
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HIEET B L, PTPY— FOBEAICE D, BHLHAL
DEBKBEATIA L, BICIZEL2 B LU THRIRA S
DEELAWELZMHKIT LI LD 5

16. FEYEHRE

16.1 MERE

16.1.1 BEERS
R A40BIIC LA 7 0 ¥4 > 500mg 2 22 E IR BilE
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Tmax Cmax ti2 AUCo-72nr
(hr) (pg/mL) (hr) (pg - hr/mL)
500mgZEfg 4 4 i N
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1"'5%5'57% 1%5'%7% gﬁgz—(% PENEINT A —=F 1, ROEBVTH o7z,
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ISIVF(ISIVT - bTATT 4 RA)EHIT K BRBIR
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XENEFN27.0% K% V38.2% EFR L. t1203FNZFNn30.5% 17.16 “EE’)"*%]]I*H#C%&O =°
¥31.8%HE R L 72 77, H Bip o1 ‘ ,
it FREC RV (RS T EORBAIGIIE, RAERERIL,
H)ARORRS WEFIRIE, LT 05952 & LTS00mgTh B, RAERERBIME . SUMIERBIBSE) IS 9 5 LA 03y
2> (500mg X 1[El/H) OIEEMHEE (FE)ICBIT27 Ky
17. EEREE HRERE. BERER. ME. KEE. Y hanNsy—g . 7
17.1 EER RS (CRET 355 LTI, ‘I‘/i‘Uli‘??—E‘ ‘t??7l§‘ Jas
A - 85 THEME S M- SRR O S EBYWEICN T 5120 Wiﬁ\%wﬁxﬁ-%»ﬁ:—\7;5?>y7ﬁ\ﬁ
AlOBERARBOMEIIRODEBD TH 5. BE. bSa2—-—<753IVF7(VF53IVT7 - bTaAXT 4
BB, RE. TLE IR, RN BEE. BEEEOED R) &I & B RBBIYEICHT 2EYERROEB Y TH 5.
fhDFERGE. QBTN T 2R RBRIIEANE BEHINT RS BIER/ARRER | BRIER(%)
VL, [ 76/86 88.4
(RMRER. K. SMHITIRESRZE D RERGY) BERER 70/78 89.7
17.1.1 B MHEEER &t 146/164 89.0

FRA D% 1BYEIFIRERHE O RS, FEER
EERINT B LAT7OFH > (500mg X 1E/H) DIEE
WRERICB 57 RUERER. MRIRE. €57%5 (75
UNRF) s HhFSG—=YA, JLTVIIE, A TILLTY

—4—

BIVEF SIS 1324.9% (90/362f) TH - 7z, E72EIE
SR EI D £114.4% (16/36241) . FiD4.1%(15/362
Bl) . I L ERI K R BESRIEIN3.9% (14/36261) TH > 7z,



(FEEEX.

17.1.7 ER% M85

NIV BUVERK. FERRE.

FEMLBSERD

FTEARELE, TEMBRRK. NLEY VERE NLRY Y
RS, FEEER (7S IV 7, WEME) . ILEK - B
BEREICHTALART7aF:Y Y KN OIERRRICH
357 RURERE. KEE. XS MRA ML hayh 2B,
FNSaA—<753IVF7(VF3IVT - bTATT 4 RA)EI
& AR ARKEIREYYEICN T 2 EMRIIROEBD TH 5,

- BREBI/FIER | AZIER(%)
FEHEER 29/31 93.5
NV N Y VRRSE 49/50 98.0
FENBRSR 58/61 95.1
FEMEER 35/41 85.4
&t 171/183 93.4

500mg X 1[E]/HOHEKOCHEICH T 5 HAK BN OEKRET — 5 13720,

(R ERAAE, SRR BRI, UV INE -

DAY i}

R, BHRE. SE(LRENEZHSBD). M5 - S
ROFMAIFORER. K. [IFIEEERS. BBEX.

(AT

17.1.8 ER%E MBS

FERHEREIYERF NS 2 LA 70 %9 2 KA O
BREERICB W T, 7 N IRERSIC & 2 B8R RS
E (RIEME R EIRGYE . FREM R ERGE. U >V - U >
INES, BHEREE,. SE)ICHT 2EMREIROEBY T

Hbo
, (3%)100~200mgx 3%
R A G| A (%)
EWEEREE | 390/436 | 894
FAFME R G RRYYE (B D D R%)
BB BO) | ass 85
EIEME R GYE (o, #
omEE) | 12155 ) 028
D DPZL A 516 | 938
;}I%g;]%ﬁﬁ(ﬁ?ﬂ%f%\ iR 162/182 89.0

17.1.9 iBo ERIRELBR

B BHE I SR B X OV PHEIRGYE R E 1T g 5 L
A7uF¥ 2 (500mg X L[El/H) OREFRFRER (oK) 1280
T 7 NUHEBEIC & 2 BEBHRBERGYE (R R M
JUiE, AETERZBIBIYE. U 2V - ) VoSHEiR, BIER
BERE. SHE) . AN - BIESI RISV IS0 g 2 BRI RIE

WROEBOTH 5,
BB BRRER/ABRER] | AR (%)
BB E
AR BYYE (B0 O K%)
SEULRERIEZ S D)
GAEME R R RRYYE (D, &
DIEES) ) ,
DI 302/31 KR | 07, K
UNVE - U VSEIR 133/137FMED | 97,1 R4

B IRBOE (B T IR AR
RKE)

It BIESIPHESEOE

FAYCRE- VY O - IE 3]
TG

VEA) HAEHERE - BRI S
17.1.10 ER%E MEEER

HNEEBRIERZF I T 2 LR 703 ¥ VKO
RABRICB VT, 7 N YIRERSIC XL 2508 - BIESBHE
BIRGME, VLTI IR, RIRESICKHHEE - JHE
RISHTD2EHRIZROEBY TH %,

- BEER/FRER | BRIER(%)
SVt - BIEOPIBUIBESE | 146/181 | . 80.7 .
. BIE TG ()
@f;@i‘ﬁﬁvimE”%Q 101/129 78.3
s 12329 | 793
AP B 22/23 95.7
fHEESS - HER 19/26 73.1

JHEESE - JHERICOWVTIF500mg X 1El/H O FER CHEICES T 2 HA RS O K

BT — 71370,

GIER. hEK, BIRIEX.
17.1.11 EAS MAEHER
WAMEBE ¢ Rk, RPCEIFE 2 (%) . SV E%. PEXK,
RIS, (LIRIMEERIR A BE IS 2 LA T7aFd o>
KM OIFERHERICHE T 27 FYRER, FIREFICEX
% B BIRGERHEBESYEICN 9 2 FRIIRD EBD TH .

{ERRMEIERARS)

(£%)100~200mg x 39
RRE FAE) B AR (%)
WE R 23/30 76.7
FHR 111/150 74.0
RIS 52/68 76.5
Al FR 1 P 7 R 9 9/11 81.8
&t 195/259 75.3

500mg X 1[8l/H O FAER OHRICHE T 5 HARR OB OBERAR T — 713720,

(RER. ZHIE. BARERAD
17.1.12 ERSE MEEER
MM IRRIERF T 2 LR 7 0 F Y VKM OIE
EMHEBICB ST NYRRER. 77 A EEFIC & HRBHHE
BUBRSYEICN T B AMRIIRDOEBD TH %

- BREG/AER | BRI (%)
RER. R, BRRR 68/70 97.1

500mg X 1[al/H OFER CHEICH T 5 HAKR A OBRRHSET — 71380,

(MR, BF IR, IL3)

17.1.13 BN LEEER
B REE TS A LR T7uF Y VAR OIS
HRERCBIBKEME. YILEXTEB, horE¥anrysy—g
HIC KB HERYYEICHT 2EDRIIROEBY TH 5,

B (3#%)100~200mg x 3
- ARER/AEEG] | FRE (%)
RGNS 2 115/119 96.6
BF 7 A 1/1 100
= 3/3 100
&t 119/123 96.7

500mg X 1[El/HOHEKHEICH T 5 AR BN OEKRET — 5 13720,

(EEHEEN. EEEERN. R
17.1.14 ER5 MEEER
HREAR S, B2, HAREFIINTHLATaFY
YR OIFERRERICH T B L VI RER. RS A
LT Ay A RABEFIC L B - OIS RHEEURGYE I
WY BEIRIFMDEBY TH 5,
e (2%)100~200mg X 3®

BRDREBI/RRER] | XD (%)
BRI SRR 2, SR 171/205 83.4

500mg X 18/ HOFER OCHRICE T 2 HAKR OB OBRABR T — 71370,

) AFOEZESN-AEROHARE, LAR7aF9 &L T500mg 1H1ET
H%o

17.2 BHEARFT AT

17.2.1 [FIRSSRRAAE (24 IREE - RbkR)
SR - Rk ORRAEE ICAFIS00mg 1H 1E#HS L.
PERERERE ., AT R O R AR & O RF OB 2
WEt Uiz, BE/RT7THROEKLE GAEER)I1X95.0%
(19/201) Td > 7211,

17.2.2 FREE - 14B3ERAE
FRIEE - MEBSEEYYIE (SR AR IEE S . AR 2. JEWE
EHRER(Z7FI07 - hTavT 4 A, A
AR R R OB EREE LR (MEER 753397 - b5
av 54 AH)) ZRRICAFSOOmg# 1 HIE®RE L, A
SR R &tk 2 A Lz,
BHEBOANRIL. 2EBMMEREN407.4% (37/3861)
TEMEMETEDE2682.9% (29/35M) . FE ik 1 FRiE %$84.8%
(28/33f1) . SMANEMRTZIR2$100% (2/201) . SRR
£ 5$80% (4/5M) T - 7212,

17.2.3 EIR AR SEIE R
AFI500mg 1 H1E7HREHRO#HS L. JEMES T =S8 %
(75307 - vIavT 4 A ROCTENBRIIINT 2
BRHER OB e 2R Lz, BEBOEMRIZ, FEHE
HFEEER(ZSIVT - bFavT 4 AM)92.3%
(12/1361). FEANEG4.7%(18/1961) TH - 7213,



17.2.4 ERIRRFIEERRGYE
E% - BIBEROBRANEBFICAHIS00mE 1H1EERS L,
LSRR AN OBATH R OB 2 E Lz, BEED
BEFRIE. FH%100.0%(13/1361) . BIEELR85.9%
(73/85H1) TH > 714,

18. ERHEIE

18.1 {EFkER
KENZ, SEIERTHABA70FY > > D—FDONFEFEES
KThsrLRT7uFRY I okNIMEEET H=2—F /1
>V ERROFESAIT. fEODNAY v A L— ARV b RA Y
A7 —YNIZ/EA L. DNABE#ZHET 5, DNAY ¥ 1
L—ARVPMRA VAT Y NHEEEZA 7aF5 >0
KOS TH - 721920, FEERIIRENTH D12 2D
MICFHEDEE TEE TR 517222,

18.2 E(EFR
LRZ7aFH v id, BEERFEZE0 7T LBHREBERT S
T LEHEB I L. RHBEZREARY MLEFL, 7R
JEREE. LY ERER. MAIRE. BEREE. 25 Ick
BE. ZJVL7YII8. ¥S5FT7R. TurvAg. 'L
3T - BAHZ—, TROEF VI TREECBENMER. &
BEE2E&E 7 FOBEIERES S AEEER., ME., 17
IVYHE. LI9F%XTE. RTIVA NV T avhRAE. 7
I AE B EIRNBEREEEZ R L. £, RER. %
B, RAMEH. TVt IB. BREE. QR ryFr(ay
YIT - TNRT 1), VSO IFIVT(IIIVT -
NTaARTAR) MR IFIIVT(VF5IV7 - Za—FE=
I). flig~A :17":)7{‘7(74:17”—7;67 —a2—Fo-I)iC
R LTHHEI 2R L7195 20, 2333 EZER< ™7 ZRYLA
%ﬁﬁusmf‘ﬁﬁuﬁntm%%%%Tbtw

18.3 MM EICKRIFTRERUHEEDTE
In vitroTt bMHREH#ERZEMPICHEEL-ETVICSE
WT, 500mg 1H1E#51£100mg 1 H3E#S & iz L T,
fli R ERE R O RIGE O R B 2 1MH L7239, [7.1 28]

19. B3RS ICE T 2IBERHIFR
—fgE 1 LART7aF 82 2K (Levofloxacin Hydrate)
g = :LVFX
{E24 : (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
PFR : CisH20FN304 - 1/2H20
2FE : 370.38
M KRB~ EAEOHRXIIHBEEOMRTH S,
BEEE (100) ICVEIT R <. KUEA Y ) —LICRRE
FI2< <L T8 =L (99.5) 1T T Ve
0.1mol/LIEBEFIITIET %6
FIT K > THRA IR EAEBIC L 5,

B K9226C(9R)
DEARE - n-A 7 % ) —)L-SorenseniB i (pH7.0) ; 0.553(37°C)

20. RV EDER

CHBAD
TIAF v 7K PVHEBRIGER L TRET 5 &,
22. 8%

(LRZ70O+Y92 8250mg[DSEP])
(FFAF v 7RI INT) 1008
(PTP) 100%E(108E%10)

(LRTO%452 §£500mg[DSEP])
(FS5AF v 7RI :NT) 1008
(PTP) 50%&(5%Ex10) 100%E(5%8% % 20)

(LR70O%Y9 Y #%110%[DSEP])
(FFAF v 7R MI) 100g
(5&) 2.5gx100&

23. Bk
1) BAESEEEE - AEEAER BRYEN R BYEN SRR © fl
WEMEBEEEHOFT|E
2) #WN¥EF} : Effects of Renal Dysfunction(Z 5 € Mg - fl
K 0 200944 H22H#%&FR. CTD2.7.6.4)
3) MEH  BHEH ¢ HARETEZSMEE 1997 5 30(2)  109-115
4) Kanamori M, et al. : E#FEZEH 2001 ; 32(3) : 91-99
5) &t 5AIEA @ Jpn J Antibiot. 1992 ; 45(5) : 557-568
6) Nakashima M, et al. : BiRZEH 1992 ; 23(2) : 515-520
7) Shiba K, et al. : Antimicrob Agents Chemother. 1992 ; 36
(10) : 2270-2274
8) HNERL: ¥ XF VY, TuURXY RICL B
$iE - kL : 2009F4H22H%&ER. CTD2.7.6.6)
9) WE JKiEH 1 BRI AMEE 2003 ;5 51(S-1) ¢
255-278
10) Yu VL, et al. : Chest 2004 ; 125(6) : 2135-2139
11) s Fi37» © HRIERBHERK 2011 ; 104(9) : 657-666
12) ZH i3 @ BAMLEREZEAMEE 2011 ;5 59(6) 1 585-596
13) =ZH8EEI3»  Jpn ] Antibiot. 2011 ; 64(4) : 217-228
14) i Fi3H : BEIEERERR 2011 ; 104(8) : 591-605
15) Fujimoto T, et al. : Chemotherapy 1990 ; 36 : 268-276
16) Imamura M, et al. : Antimicrob Agents Chemother.
1987 ; 31(2) : 325-327
17) Hoshino K, et al. : Antimicrob Agents Chemother. 1991 ;
35(2) :309-312
18) Hoshino K, et al. : Antimicrob Agents Chemother. 1994 ;
38(11) : 2623-2627
19) Tanaka M, et al. : Antimicrob Agents Chemother. 1991 ;
35(7) : 1489-1491
20) Tanaka M, et al. : Antimicrob Agents Chemother. 1997 ;
41(11) : 2362-2366
21) Une T, et al. : Antimicrob Agents Chemother. 1988 ; 32
(9) : 1336-1340
22) Tanaka M, et al. : Arzneimittel-Forsch/Drug Res. 1989 ;
39(1I)(7) : 750-754
23) #tN&F} : Legionella pneumophilalz®td %in vitrobidigt
24) Tanaka M, et al. : J Antimicrob Chemother. 1990 ; 26
(5) 1 659-666
25) ABHEE T35 : Chemotherapy 1992 ; 40(S-3) : 14-26
26) EBFRKIF A : Chemotherapy 1992 ; 40(S-3) : 57-63
27) FHREIF A : Chemotherapy 1992 ; 40(S-3) : 36-50
28) Frean JA, et al. : Antimicrob Agents Chemother. 1996 ; 40
(11) : 2646-2647
29) Ikdheimo I, et al. : J Antimicrob Chemother. 2000 ; 46
(2) :287-290
30) Trujillano-Martin I, et al. : Antimicrob Agents Chemother.
1999 ; 43(1) : 194-195
31) Maurin M, et al. : ] Antimicrob Chemother. 1997 ; 39
(6) : 725-730
32) HNERL © BRR D EERR 10 2 HUETE
33) HENERL  FERER R T MRS (BRI R E 2 &) 1I0nd
ZHEENE
34) MHEBTIEP - RSB 2009 ; 57(1) @ 1-14

24, XEREERAR UOREWEHh B
B—=HT 27 7 MRSt BEBIEKE
T103-0027 BHEEHRXHAE2-13-12
TEL : 0120-100-601

26. RISRSEREF
26.1 &LERFETT

O F-SRIXIrHRaH

Daiichi-Sankyo %E{%B l:l:ly%l: EI ZIK%ZIKHHS_ 5 _1
26.2 BRoGIEE

O H—Ssstan

Daiichi-Sankyo ﬁ;‘?:%lg l:l]y% IZ El ZIK%Z'KHTS -5-1

(75w b



