2023F8HIET (51

BPE  HIRARTE
BIWHA - 34

WS EEE G

%)

BAFERM D HES

876241
AKipES Hr7ERRsa
#£250mg 22600AMX01131000 20144128
$£500mg 22600AMX01132000 20145128

LEERONERA
gxzrs LN OF Y Vg

LRZ0+5> §E250mg[CHI
LRZ70+822§500mg[CH]

Levofloxacin Tablets

FE—RAMEOLSTEICKVERT AL

2.2 (ROFBHEICBIESLBEVWIE)

(HEELLE)

2.1 KAIOBG X3 A 7 1 F49 2 2120 LEBUE D BHERE D &
28E [9.1.2 ZH]
(REZFDERERBUIN
2.2 BEXASIEIR L C W A FREME D & 24tk [9.5.1 2HE]
2.3/NR%E [9.7.1 ]

RUOFMRIEO RS, AN, IIPIERRS. HEE - 1R
R, WX (REEER. RUEBERERSZS0) . REREX

R, K. BHIFREFRED RZR. BN, BEER. 7

IR (RME. BWE) . BRLAR GIENRN) . KE
R, FEWENR. BEKN. BEERX. BREEX. BF IR N
SFTR. LS. NILMUVERR, FEARR. FEMES
R, RER. ZHE. BIRERR. NER. DERX. BISEX.
{EEREIERARA. EEEMN. EERER. AR, }E. T
ESE. RA b, HREK. fd%R0ZOMOBIIE. Q#

3. fERE - IR
3.1 %8R i : 5. ZHEEX I3 ZNRICEEET 3R
s LRI B S g VAT BRS g (IR - RSB, bk (RHEER. RUEERSE20) |
250mg [CH 500mg TOH] RIETERN, BERMES. BB
i i [MESEETEFROFS 2] V2SR, fHEERE5OH%
BR LETOFHY AR | BRE LAT0E s ki e L N )i
SN 256.9ms S12.5me BUAHIG L7 BT, FAIOKSAEY C M S N B IR
(LAETOEHFL L ELT | (LETOFFILELT 5952 &.
250mg) 500mg) N Ry
6. iENUHE
EEtLlo—x, e Fo*y |ERELo—X, e Fofy NN . o
FUELELO—A, HLA | FOELELT— R, FL % ﬁ;égg‘“‘f ;*‘;‘;*?_Eﬁc/ ﬁtggj({;gg?m@@
O—2, 79 VEAF 7Y L|0—2, 79LEBATT UL o ABL RE RIS U THEREY 2.
A |FhU YA eFOxao— [FRUTA EFOAT— FififiA B O Z DA OFEREEIC DWW T, BEI & LT odiisis
A, ¥ 7B I—=)L6000, B | A, v 0I—)L6000, B EEMHT S L,
e 7 e T BF 7R, NTFTAONTHE, LETOFY Y LTI
32 BRIOMR : — [E1500mg# 1 H1E 14 HEREO#R59 5.
. LRTOEY L g LERTHEY Y AR 7. RERURECHET 228
7L 250mg [CHJ 500mg [CH]J (GhaELtiE)
& - H BHEOHHAD S TVEVEVLEDEIRAD 7.0 TitEE O MR E MG 5720 FARFAHRE & HERE1E
DT | TAnsT=T VS | T MAIT 1 VG B, BTIHERIETRET A28, (183 B
e @[ = | HE== 7.2 BRERTEE CIEVMFRENRGET 20T ROHE
= o 5 RURRZEZE LT, RECECCRERERL, B5HR
sxs R P — & omm ;;z:ijﬁéjffgibmo92\9&11a@1§%]
B HE =707 7 N S
= :;Tm Z;Tm ¥ Z (CLer) {8 (mL/min) PR U R
= me mg #H500mg% 1. 2H BLUKE250mg %
AT — K ch245 ch246 20=Cler<s0 VHIC 1B 5.
N CLer<20 #H500mg# 1\, 3HHLF#E250mg %
4. WEEX I THR r 2HICIEEST 5,
GEINEE)

AEICHED DT ROBER. LY UIRER. MNIRE. BIE
B. i#E. ES7t5 (FSVN\XS) - Hh95—UR, RE
B BEE. KE&E. ®FE. YIVEXRSE. FIRE. NS
FIAAE, Y ONTII—RE. JUITVISRE, T70NT
I—E. ESF7RE. TOFYRE. EIWHARS - EILAH
——. OEFVIYTE. RAME. AVSHE. 1VIILIY
HHE. BEE. PYRMII—E. LIFXRSE. TItS
B. BRFEE. hvEONTII—B. R ANV avAH
AB. PI7xE. QU YF7 (ATYIS5-TIbRT 1)
NSOA—<IS5ZI7 (9S=ZI7 - F5OTTa4R) . IR
IJSEIFP (IS5EY7Za1—FZI) . iRILIT5X
¥ (A5 XY - Za1—F=I)
(GERVE)

REMHEERRE. REMEERRE. UVIVE - UVIVE
RN, BHEBEE. 3B (EBRENMEZHESHD) . JHE - S

BEF IR NSFTR)

73VLAR70RFIELT (EHAILOKANCYIVEZ5E
IIZES B ORSHEL &0) 14HEHRET 5 &,

(IE)

7.4 RIEOFIEROEROMENC T, FUNERERT (EMA) 760
HEOHRG 2 HEL T,

8. EEREXRNIE

GhREHIE)

8.1 AEIDOFEMICH - > T, MHEEORFEZEZH 2. FE
ELTRZEZERE L. TEROBE_ LNE L B/NROHM O#
BliceEwsrzk,

8.2 BiiEEENHODONSZ EDDHHD T, HEEHDIEGLSE,
fElfz kD MO BIEICEET ABICIIERT 2L EHF I+
FICHHAT S &,



8.3 KENNRIE. KBIRMREEZEISHI T ENHHDT, BEE
F3IciTH L& BT, BEER. S IIEERICRAZOERY H
LEONTBEICIESIKERDBZEL2 %15 L5 BEIHEET
5T &, [9.1.5, 11.1.16 2]

8.4 RIS ASNEE 12 5IBAITIE., BBRBEEZ TFITH T &,

SN U7 DIt OFERIE)

8.5 fhDHFERIE L DHHICE D, EELGIHERENSH S5bN
BT ENDHHOT, T HEEITEHOICTREREZTS
Zé&s

8.6 KA # G HMEMIEIC L BB T, WA KT 2RO
EBDH B, RBERHBERIC. BEORE OB UIEZER D #H
HAEFZADIHEE. BRBZERBSICE DS BRENRED
AR EHRWT S L,

I . BFENESEEITZEEICHIZIER

N BHE - IEESZEDH B ESE

9.1.1 TAhHAZDEEMRER T INSDEERENH B EE
BRARITEDDH D,

9.1.2 F/0VFREREICH UBREDEEFEDH 2EE (12
L. AFIREA 70+ 2 VI UIBREDEHEEDSH 3 EE
ICIFEELRBEVTE)

[2.1 2]

9.1.3 EERVEE (TEIR. EMEIVEES) DH3ESE
QTEEZRITIENH S,

9.1.4 EEMHBEHEDEE
EREZBLSELIENDH S,

9.1.5 XENRER S KENREFR =S U TV EE. ABIREX
[FRENREER DEIE. RIEEEULLIFVYRIEF (RILT7Y
TEREEE) 2F73EE
WEIZIE U CHEBREOEEZEET 5 & B OZEEE
IZBWT, 7V FaF ) arRREERSRICKEIRE R UK
BIRMBEEOFRE ) A7 PEM L EORMENH S, [8.3.
11.1.16 ]

9.2 BikEEEEERE
EVWMHEEOREENZO SN TWVS, 4B, MKBERTXIX
CAPD (Hif9slRIEREENT) 3. (AR 5DO LR 7 aFy
VBREANDEBIDEVWERENH D DY | BRBROEBINERS
BAREEEZONS, [7.2. 16.6.1 BIE]

9.5 IT®

(REZEDEERREISN)

9.5.1 IR SRR L C WA REE D b A 20T G Lisnw e
Lo BMER (S b)) THRESEESHOBRSIZEVWT,
it - BRIBFEC RO, (LB EEEOFRBEMFER RO ERE
BHIEROEIMARD SN TS, [2.2. 9.5.2 ]

(Vo]

(REFDEEERDR)

9.5. 2 IR XISHEIR L C L B ATREME D & 5 XTI, e EDF
wEEZR L THRET 2 &, [9.5.1 ]

9.6 AW

BALZWIENEFE L, b MNITHARITT 22 L PHRE
ENTWV5,

9.7 MR

(RIBEFDEEBHRELSD

9. 71 HBE LW &, NREZNRE UHRHBIIEM L T
Wi, BYER (WER. BHOEKX (135 Af) « & v
L) CHEIRESRDOOLN TS, [2.3, 9.7.2 B3]

(REFDEERER)
9. 7.2 LOBEREEZER L CHRET S &, [9.7.1 ]
9.8 S

9.8.1 BEENHoOLNPTWNEDIENH S, [11.1.12 ZHE]

9.8.2 585 NIRERBICEEL., HEIIKRE5T 5T &,
AENZ, E& L TCERB, Bt S NS D, BifE TIEBKEED
BERLTWVWEIENZVED, BWIMFEESERT 2870
bbb, [7.2. 16.6.1 ZHE]

10. HE{EHA

10.2HAZER HACERTZ L)

A EE

HEARIER - $EEST %

WP - fElRE T

7z ZVERBER LT
oYt VBRIEATH

A FHEIE R SERESE
I raz
%

BEZEI T BEND
H%o

R REICB TS
GABAAZ BN DL
AHEESEREINS &
EZH6NTWA,

FTILIZILIEITT
I LER ORI
E NS
KEBIETILI=
Ly Bk~ T2y
L, FREBSRS
[16.7.1 ZH]

A ORI S
HBENDHDH. In
5 O FEHIARA 5 7
51 ~2B%ICHRE T
%o

INSDEFEFL —
~ 2R L. AH DI
INAERTHEEZD
nctwnb,

7)) R E S

TNT 7)Y OER%E

TIL7 7 ) > DR

TLT Y L, Yo bore | 2. IEAES
VHEEOEENRD S | A TOBIRIC KD E
NzEDRENH B, |BETILT 7)) A
THEHFEEEZOLNTWL
5.
QTIERE#E T & | QTEREFECTHEEN | QTEEERAAHEMAIIC
PHI S LT B EH| WH B, WNg 28200 H
TIV=E %o
HIEREARILE VA | RBEEDY X7 KA | BEIZRATH 5.
(ROFKROEHAD | T2L0WENDH 5.
FLR=vuar N6 DER DM

v RoaLvsFy %

3. BE EOFEMED
feltt % LE 23540
HETHT L,

1. BIfEA

ROBEWERANH 5DNB T ENH 2D T, BEETFITITH,

BEVRO NG E

ST &,
1.1 EXBEIER

I3 H 5 EHIET 5 7% EEY LB Z T

M1 Yavg BEERH) . PFIT45FY— (BEEARH)
Yav . TFT7 4 TR — (MHEPER AL B, IFREA
E) PhHobNbsZENH 5,

11.1.2 hEB4ERATIEFERIAFAE (Toxic Epidermal Necrolysis :

TEN)
AENREF)

11.1.3 =8 (SHERH)
11.1.4 QTE®ER BEEAH) . (DZ=4EE (Torsades de pointes

ZZ0)

(BEEEANEA)

(BEEAET) | RIEtLIRERAEIREE (Stevens-Johnson
(SHEEREH)

11.1.5 2BEE GIEAR) . BEEER HEAH)
11.1.6 BIERFR GBHEERBA) | BFHEEERRS (SHEAH) . BB

(BEEEARBA)

BIREAT ¢, FFHERERRE . BE (FHIER © IBX - MR, BACR
i’k BRE. TOFEE) PHobNbleNH b,

11.1.7 RIMERRIANE (BREEARE) | SERRAIRE HEAR) 8
MEEM GEEAH) . MIMRES GEEARH)

ULMEREAE., ERRIOE (FHER © FE. IR, B
%)\ AEZOEVRER M BEMEENR, I/MURDY H 5
bNBZENH B,

11.1.8 BRI GREAH) | FEERMRR (SEEAR)
FEEN, IZMR. PERIREE. MERXARERE. HFRIKEZEZ S M
HEMR, FREEMAP S5 DNEIENHLHDT. ZDE
DITERDRO SN HEITIIREzHIEL, BIERERLE
VAR GEOBY LB ZIT Z Lo

11.1.9 (RIRMARBEXREOMBEZH SELBAEGX (BEARH)
. SEIOTRIENZTRD 5 NBEICIREEHIEL, #Y)
BRBZTI &,

11.1.10 1ERBAREEREE (SHEEAEA)

PR, B, CKER., MARURF I+ 7ue s ERE
R E U SEUs BREEE L2 M 5 BT RMBRED & 5 b
5T ENDHB,

11111 {BI#E GEREARH)
RIEHESEICELFOMESN TV 2, BERFEE (RICA
WARZLT LT RERPL A A VEFIEEZRELTVWSE
%) . BREREEE. ahEThobNP T,

A2 PFURER. BIFREOREE GHAEAH)
TRELADFE A FHE. FAFOERPRD 5 N/I5HITI3RS
kL. BYZLAEZT) Z & BREBHEOREDH 5 EH
Thobhed ., [9.8.1 BH]



1113 888, GHEEARE) « BAER (BEARH) | 5 DFDE
MRER HEEAER)
11.1.14 BEEMmMER BHERA)
FEEL M. BHETR. S BERDZO. B4 C H MR

PR IME R EDLERD

TAEZITH &,
11.1.15 EEHEIEDE(L BHEARH)
11.1.16 XERE (BEEEREA) . KEHIRAREE (BHAZRER)
[8.3. 9.1.5 ZH&]
11117 RIERES  (SHEREA)
LUN. HHET. BASEOERDPRD 5 NGEICIIERE %
FIEL. WY RNEZITH T &,
11.2 ZDtDEIER

ROSNIHEITIIRGEHEL., @Y

1 ~ 5% 1%t SHEENA
BHE B Z D FEIE FE EARREE
BEEER | OFOORIREE | R, RE. B8 | O, #gsnE
MR E.IFA®D, L
Uh
USRS MR, 7 L7 = | SR, FREA. BEER.
P REABE. BUN
+57
g4 ALTER. LDH | F#EeERE. v-
bF. ASTER | GTPLR. MiHE
UL e .
ALP bR
Juikiz3 HMERERD 47 | ) > SEREUE A
ERERECED. fFh | &I
BREGRD /MR
ik
HILE B, B, R |ERE. 8. BEE | ONE, &%
R EEARE, | i, BEREE.
BANR HETE, {E
B HHEE. BB | HKEHEE ARE
H,OEET, BE
Fia
TEREE iz R, SR
Z DAt MIERAVERER, CK L | SiifE. A,
. PURRE. BAER | FEEL BAETRE.
B | RGEE, | B K. B
R 7 B iR | R BRI

) EZEE TOMAICBWT44% (4/914]) BRI R
OoNT:EDREN D %

14. BRLODZER

14.1 ZHZMEOER
PTPEZEDOHEANIPTPY — F 2 5W D H L TRAT % & S5
952 &, PTPY— FORBEARICK D BEOVHA IR BB
FIALU. BICIRZEFLZ B Z U THERRR XS OEE 2 aHbiE & O
HITDHIEND B,

16. EYENRE

16.1 MAEE

16.1.1 E4FHIEIF HEHER
LAR7aF4 2 2 $E500mg [CHI &7 F € v MMESOOmE%
JURF—N—RICKDZENENIE (LRAT7aFHo &l
T500mg) EFRRASFICEEREEREOHRS L CmiEfhL R
JuFH T U RBEZREL. GOoNLENPHERATA -
(AUC. Cmax) 122\ T0%FHEX EIEIC TIRETA#T 21T >
7458, log (0.80) ~log (1.25) O#EHFENTH Y. WAIDE
MRNRZE%EPHER SN,

(ug/mL)

I 10

%

f gl —— LAR7uF4 T $E500mg [CHI
R ol —0— 75y MES00mg
g Mean= S.D., n=16
* 4+

7

P2

> 2

i p

i 0

0 4 8 12 16 20 24
HE5#%OrH (hr)

HENT A =% BENRNTA—F
AUCq.04 Cmax Tmax ti
(ng-hr/mL) | (pg/mL) (hr) (hr)
LAR7aFy T U8
500mg [CH] 52.8+9.8 6.2+x15 |1.7£1.1]|76x1.2
77y ME500mg 51.2+9.2 6.6*+14 |1.6x£06|7.4+1.0

(Mean £S.D., n=16)

MAFFEEIICAUC, CmaxZn /85 XA —# 1%, #HiiaE R
R AREORENEE - RS OREREMIC & > TR S AEE
W5,

16.3 31

16.3.1 BRAICBIF B REHE
BEICLAR7O0FT 22 LT500mg% BEREOHRS L7z
A OFERk (%5%2.6~4. 1 BE T mgEREER  1.42~
1.89) . BiZAR (%5122.9~4.08 0 TxtmiEhigEL : 0.76
~1.58) « BiF (5% ~4E o mEEFRRER £ 0.40~
0.88) . LEEIAMLAE (#54%2.3~ 5.8 CRIMAEHIEEE L :
0.89~2.29) . Bt (%5481 ~ 4R oxfmeEhEEH  0.11
~1.39) THO. BLBITHEERLL,
BB VERERAIIEEICLR 7S5 Y VKM E LT100mg
R13200mg® #BERO®RS L25E. BE (%51%40.8~4
R o MEFEER - Fig1.1) | MR (HmEREE
#90.7) . OFEm CImMFEFRER  2) . BR GdmEs
WEH0.8~1.1) \ HIIZMR (541 ~ OReE Tt Mg iR
H:0.8~1.9) | BN (54 1.5~ 4R T B HIRE
H1#90.6) « BAK (BE5£2~ R TNINEFRER  0.14
~0.31) « E& (100mg&k 5 chREEE0.61 ng/mL) « HiR

(B E#2RMoNmEFRRER  0.6) . LEHRAKE (B5%

2~ ORI CRIMEFREEL : 1.1~1.9) . HEHEE (100mg
B 553~ 4R T0.6~2.1 ng/g) ICBITHEZRLEO12,

16.3.2 ABAICSH T B R
R AN IZEFICLAR 70592 > & LT500mg% HEHEO
|5 L25E. REEBEIR (B545£0.5~ 2480 TR maEH
BEH:0.2~1.5) « [EIKE (HB540.5~ K TxMmA4E
FIREH 1 0.9~1.8) « [EMEERR (B54#0.5~ 8k
TRMEFREL 1.1~3.0)  fivya7y—2 (#540.5
~ 24T MR L 1 4.1 ~18.9) | Filifli% (154%2.28
~ 2543 TRIMEEFIEEH © 1.06~9.98) IBTHEERL
7-13)

16.3.3 MIRBEREER
LAR7aFxH > 2 1~50ug/mLoin virtoTO b IMEEEHRE
BRIE, BRI ABIETR26~36%TH - 7214,

16.4 X

16.4.1 R
B AICL A7 ax4 2 Lk E LT100mg ™ % BiEiE
%5 L7556, BE5%24BME CORBRPERIRIL, RE
(LR EEDT9.6% B A F IAEA1.75%, N-F F A N&
71.63%TH-7-19,

16.4.2 BE;oh{XEH)
BEAFICL AT F T2 KA L LT100mg ™) % HERE
A 542~ 35K COEEREITH LT O v BRaaEEE
0.05~044pug/mLTH O, KRBT 2EE1E3.9~
258% T oiz. iz, EERETHICHIZIIRAEED /L0
VEREED R 5Nz 10,

16.5 HEtt
R AIC LR 7 a5 2> & LT500mg % BEREOHRS L7
B, HE5%0~ 24O RFIREIX. 138.8~877.7 g/mL
THO ., BEHRT2EE TICHRERD3.76% M RE K E L
TRAPICHES Nz, LART7 a8 Y Uid, EICKREMEDR
Rt & > THRRY SIHET 517,
Fio. BEBEABESHICLAT7aF vy AKMmELT
200mg™) 2 BHIEE LzGE, BRICIRESHRT28EM TR E
ED3.9% N RE(EE LTHRt S hiz 19,

16.6 BEDERZEITEE

16.6.1 BifEREEERE
CLcrfEIC K D BED I L. LA 7 a ¥4 2 > 500mg % 228k
EREORE LzBa. BREORTICHEV MEERRE O£ S
FERHEIOE R, RABEOE TR URAFHMROE TR
5Nn7z19, [7.2. 9.2, 9.8.2 2]




(V) ra o=t A2 MET. 22060, Fi9fE HIEERE)

CLcr $%§& t2 AUC0_72hr ﬁ%¢ﬁ?rﬁ$(%)
(mL/min) | ™ (hr) (pg-hr/mL) (0~48hr)
50=CLcr 11 0.17+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 ZMHEEER

16.7.1 ZIWE =9 LARFI TRV D LASEDOFIBSESE. #H
LAR7 842 100mg ) BERORGEIC, KELT L3
—wa (1g) « HE#k (160mg) XL~ 2 A

(500mg) =MAKEG LGS, LAT7aFH T v ONAF 7
NAFE) T4 —ZEARRSICHE L. ZhEN56%. 81%K%
V78%ICHA LTze F7-. CmaxbBEIET L2220, [10.2
ZHd]

16.7.2 ZDHhDZH|
(1) Y AFI Y, ORI R

R A, ¥ XF Y2 400mg# 1 H2E7HEIIE e~
* ¥ R500mg# 1 HAE7HE#HS L, 4HEICL A7 0¥
¥ >500mg % ZBAREE AR O S Lz, Y AF YV XET
ORAY REOHRICED LARTaF 5> > DAUC 7901
FNEN27.0%KV382% EF L. t),,dZh21n30.5%%
U31.8%MEE L7745, CmaxiZ#&8idAH e Nk -722D (41
EAT—%)

16.8 Z Dfth
LR70F4 > v8E250mg [CHI &, [&EVEZLZE0OE
FESAI O EMZENE SRR A1 K51 > (BR24542829
H: BEETHKO22958105) | IKEDE, LR7aFyI v
$E500mg [CH| Z1ZUEBIF| L U7z & &, JEHEICEDOSE
M ICRZE L RSN 2,

) AFIOER SN HEIR. LAR7aF4 2> & LT500mg
TH%o

17. BRPRREAE
171 BHUERTREHEICET 2 HER
EIPA - o CFEME S N7 BRSO S EBGYE SN 9 S 2 HA]
DERBBOMEIRDOEBY TH 5,
5B RE, TIVETE, XA, FRR, L OE O
DFEZAE. QBUIN 2 B RHEBIIEAf L D EfS N TV
W,

(RMETESTR, Fik. BHFIRERED R

17.1.1 EAS MHEHEER

A DTS BHEIFRERZE O ZIRESR, NIaEREX
RICHTHULART7OFH > (500mgx 1[E/H) OIFEHR
BRICBUA 7 RURER. MAKE, €575 (T2 %
F) cHFST—UR, VLT VITRE. A V7LV THEEIC
& B MGERBYE I T A2 EMRIIROEBY TH 5 2,

EEA B RNREG/HRER BEE (%)
SHREIR 14/14 100
i % 94/101 D) 93.1
B HEIMFIREIRE O RS 28/28 100
&t 136/143 95.1
E) 79 3 Y TMRICHT 2EEIEI00% (1/16) . w1 375X

RIS T B HEREIZ100% (15/1561) Th -7z,

BIVEFASEIRSAE1239.5% (60/152f51) TH -7 E2EIER
EEDT7.9% (12/15241) | (FEEEREEEM7.2% (11/15241) .
MG, TR, BEEA%5.3% (8/152f1) TH-71=23,
17.1.2 /B51 S5 M ABEHBR

TRERBGYE (FPffiz, BESEIROSEEE) oxd 5
LARZ7uF4y >y (500mgx1E/H) OISR (FE)
IZBI ST RYRER. MXRE, E57%5 (75212
F) cHYST—IVA, FLTVISE. A V7 ILVIUTHE. &
MEESIC X 2 IRIR S RYLEICN T 2 A RIZRDEB D TH
%)24)0

BRESA BRDEEGI/AHAEG] | AZE (%)
Jifi 4§ 348/357 %2 97.5
PRI ER RS D Z RS 399/411%3 97.1
&t 747/768 97.3

E2) LYF R THRISTT 2ARERILL00% (3/361) « 75 I 27N
RIS HERHRIE100% (3/36]) « 4 2T AMRITHT
BHEERIZT100% (48/48f1) TH -7z

E3) BEXEXROSEREE

BIEFZEIRSEE1331.4% (277/883%1) TH 7. E%ENER
TEFEEED F O, BIMERERD A54.2% (37/883f1) « RHR
fE3.5% (31/883fl) TH-7z29,

17.1.3 B MAEEHER
ERNOHHiREZEEZNRE LT ) A0 v A ¥ DOEZENTE
TEEBREERBICBLWTLART7OF Y U SNESEE LT
Hah, LYF X IMRIHT 2 LAR70F45100mgx 3
[H/H %) #E50H%RIZ100% (6/6/]) TH-7-25,

17.1.4 7851 55 MABEHER
WBHOL DA XTI L ATHHRMRBE 2R E U ERRERIC
BWT, LA7 0549 500~750mg x 1[E/H %) #5048
#E1393.0% (66/716) TH-7-20,

(BN, BEBR)

17.1.5 ESE MAEEKER
B RIRRYYEREICNT A LA 7aF 5> > (500mgX 1
E/H) OFEHRBICB TS T FURER. BRER. KB
H, YhranNry—E, JLI7VIIE, To7Funsy—
B tIFT7RE. Turv g, ELART - 'L~ T
Ty U TE. FEESIC XA RBBYYEICNT 2ERRIZ
MOEBYTH B,

BES B RDRER/KERE B BHE (%)
JERE S 120/142 84.5
BREX 11/15 73.3
at 131/157 83.4

BIVEFFIRSEE1217.8% (33/18501) TH -7 E2ENERA
I3 HI3.8% (7/18561) « IBILAR2.2% (4/18541) « ##
HoOF W, MF7 LT FURARFF—EHENNE1.6% (3/185
F) TH-7-27,
17.1.6 785155 MABEH5R

PREGEGUE (SERAMN TR BYYE, SRS A. KE
PHERBERGYIE. B RS BGYE) ICd 5L AR7aFs
(500mgx 1E/H) OFEERAEE (FE) 1cB1F27 PV
HE. BXER. KBEE. VL 7YIIE. Trrunsy—
B, T RABEIC X B REEGEICNT AERRITIRD &
BOTHBH,

BTEA BRER/AAER BERE (%)
JEERE 2% 76/86 88.4
BEREB A 70/78 89.7
Bt 146/164 89.0

BIEFFIRSE1224.9% (90/36261) TH >7-. EXENER
XIFEIMED F1104.4% (16/36261) « Eid.1% (15/36241)
MR BRIk BEEEENN3.9% (14/3626) TH 7229,
(FEEER. NILRUVIRR, FEARR, FEMESRN)
17.1.7 E%E MAEEER
FENBRLE, FEMBER. NLMNY VER, FEEEREE
ICXtg AL ART7aFY Y VKNOIEEHRREBFEICB TS T K
HEE. KEE. VI a—-~< 9397 (V93 Y7 - hTa
TT 4 A) FI KB ERAREIRBYYEICN T B A RITIRD
EBDTHH2,

(3%) 100~200mg x 3 %5

R BB Brhl | BHE (%)
FESEER 29/31 93.5
AV NI SN 49/50 98.0
T PR 58/61 95.1
FEMBERR 35/41 85.4
) 171/183 93.4

500mg x 1[E/HOREXRVHRICE T 2 AR B/ O KRRHER T — 5

137200,

(RTEMRERAYE, FREMRBRRE. U YNE - UVNER,
IBMARRZE. 3B (LIRMRNEZHSBD) . SHE - BERUF
MRIED RS, A%, [IFIEERS. BEER. BERXN)

17.1.8 BN MAEHER

FERHREBRPERE I T 5 L AR 7 aF 5 2 LK DK
HEICBNT, 7 NUREBSIC L S RERERRGYE (R
TERERIYE. REERERIYE. U NE - U VOVEIR, B
IR, SE) IS0 2AMRIBROEBDTHB >,



— (5%)100~200mg x 37

el el | BAE (%)
FZ G LR I B 390/436 89.4

EORE AT (205 5R%)

B (LBHEREE S L 0) 71785 835
RERE RS (0. TomES) | 142/153 28
DIPAY =R IZAY: (/3 15/16 93.8
SHEREEE (RIS, TIRAZ) 162/182 89.0

17.1.9 ;B9 ERPREER
B2 BRI WE BB N OV BRI YYE R EZ 1IN T 2 L AR T
T4 (500mgx 1E/H) OBEKRE (BoK) 150,
7 RUBEBREIC K 2 E AR IE (R B RSYE.
REMERERFEYE. U /8 - ) UoNEi%, BERBEE. &
&) . SR BIESNBREEREYYEIC N T AEPIRIZIRD EBD
TH 530,

RES EREEBI/HIER] | BRER (%)

B BRI GLE
RIEMEREESYE (B0 S KE)
SE (LREEZ S L O)
VRTENERZ R RIVE (10 B DIBES)
U VISE - D SEIR

BIEIREOE (2 TIRE . PIRS)
GEEL - RIS B IURAE

[ 54485 - G R OCFHHTAIZED — G

97. 1KME 4
97. 1Rk E4)

302/31 1KE 4
133/137RkH 4

TE4) B - R AR E

17.1.10 EAIZE M4 ER
NEHESBIEEZ T 2 LA T O35 > VKR O R
BRICBWT, SR - IS BHEBUSEYE. FEERAK - BERICN
THENRIIRDEB D TH 53,

e (3%) 100~200mg x 35

- BRDEEGI/FEEG] | BERIER (%)
S4B} - BIEHME IR 146/181 80.7
545 - BB T OFAISE O RS 101/129 78.3
FUIRZ 23/29 79.3
HLF9JE FAR S 22/23 95.7
fEZEYS - FHE R 19/26 73.1

fHEEZS - FHERIC OV TIES00mg X 1 E/HOAERCHEICB T 5 HA

T I OB RREE T — 1372 0

HABERX. hER. BISER. (CRMEERIRN)

17.1.11 EAS MHEEER
SHEZ REZ, RIS, (CIRMEERREEEICNT 5 LR
7uFd Y KN OIFERRERICH T ST RUKERE. R
HEIC L % H BRIAER SRR N 2 BRIIROEB D
TH532,

. %) 100~200mgx3™

) bl B | EDE (%
WNER 23/30 76.7
FE % 111/150 74.0
EIEY 283 52/68 76.5
(L BT 911 81.8
ki 195/259 75.3

500mg X L8/ HOFER R BT 2 B AR OVEI OEFRRET — 5
37500,

(RER., ZHE. BIREN)

17.1.12 B M 4E5ER

M MERRBEEZ T 2 LA 7O FY Y VKOS
HERCHB T ST P REBSIC X 2 RBMEBEREICNT 55
FHRIZRD EBO TH 533,

(%) 100~200mg X 3>

RRA bl Grehl | BT (%)

RS, ZRIAE, BRARAR A 68/70 97.1

500mg % 15/ HDRERCRRIC BT 2 BAR BN OBFRET — ¥
(AR
(RRMSR. IBF TR, OUS)
17.1.13 BN MAEEER

BB ABEICHT 5L AT aFT Y KA OIEERAES
BT BFAE, FTLEXTE. A EUNTy—BEICLD
IR ERIVEICN T BEMRIERODEBY TH 53,

(%) 100~200mgx3&)

RRA FaEhl Gl | BWE %
JRGLMERG 9% 115/119 96.6
BT 7 A 1/1 100
avs 3/3 100
Eis 119/123 96.7

500mg X 1[al/H O HEXR CHRICE T 5 HAKR B OB RREE T — %
[EAq R

(EEHEER. EEEEK. SER)

17.1.14 EAS MEEHER

WA, A, HRBFIINT SV AT aFT Y
K DOIFERRERICB TS L Y REBFIC K S 0E - O
SEHEBBYVE IS 2 A RIIRDEB Y TH B D,

B (%) 100~200mg x 3 %)
- BIEB/FER | BRE (%)
Nk A L P N 171/205 83.4

500mg X 118/ HOFER ORI BT 5 B AR VB OE R T — &
X720,
5) ARIORDINI-AERCHRIX, LRT7aoFyy &
LT500mg 1H1[ETH %,
17.2 B ERERAESE
17.2.1 [FIRESEEYE (RNEIFEE - RkR)
AR - R OBABEICLA70F9 3 2500mg 1HI
m#5 L, EREEE. B RRCERGERLD LAY O
FH Y UOEMERR Uiz, BREKRT7TEROBKRDIE (A
FR) 1395.0% (19/20f) TH-7-9,
17.2.2 FREE - MH2RERRAE
FREG - MEESERYVEE (SMEEAMEREME A, MR 2, JEIRE
HERER (75 3IV7 - bTavr« M) - StEilEERaL
BRAROBERBE LA MEERVYSIV7 - bFav
F4 M) ) ERRICLATOFY L 500mgE | H1EHRS
L. BHEROZ 2 2 HE L.
BIRBOEDRIL. SMERMEREN%97.4% (37/3861) « &
MEVEREMES$82.9% (29/35M1)) \ FEMEMERIE7%84.8% (28/33
Bl) . AEREERSI R 100% (2/2f6]) | Stk bk
80% (4/561) TH-727,
17.2.3 ERARIGEEREE
LAR7aF9 2 500mgl H1E7HBRO®ZS L. FEMEET
BEER (VF3IV7 - bTaATT 4 AE) ROFEARBGIC
W 2EMEROEEE RS L, FEBOEDRIE. JEH
EHEFEEER (75307 bTa35 1 Atk) 94.4% (17/18
Bl) « FEANEZ94.7% (18/19%1) TH 736,
17.2.4 BERRRIGEERRAE
hE% - BIBEAORABREFICLA70+9 2 500mgl A1
mE#%5 L. EERAEEANOBTEROCEDE 2 L. &
FEEOEZRIL, hE2%100.0% (13/1341) . BlEHE285.9%
(73/8561) TH-7-9,

18. B EE
18.1 {EARF
LARZ7aFH T U8E. IR THEILFT7uFH T o D—F
OHZEUSHETH AL E7uFH I OKNMEEET 3
Za—% )/ urRRORNEEA T, MEODNAY v 1 L—2
BONRA VAT —YNVIZ/EAH L. DNABESZHEEST 5,
DNAY v A4 L—ARP I RA VAT —FNEEFEZA 70
FH LU OREDRETH - 7-37-42) , HEERIIBENT
H 030 B MICFHEDBE CHEEIRD 5niz Y,

18.2 fiE{EA
LAR7aFg 3, BREEE2EL ST LGHERED TS
LREMEB I U, REFZIRE AR MLEF L. 7 RT3k
HE. VoYERER. MAKRE. BREE. &5 CICKBHE.
JVIVIIE. v I F TR, Tusrv AR, ELHEXT - E
A==, TubeFr Iy 7ExE&CBNMER. RBEEZS0
T RREIEREE S T LSRR WE. A V7V VTR L
VA3 TB. RTIMNA MLy B, 77 F3HEEEITRE
N7EEEEZ R Uiz, £72. BER. EE. XA ME, 7
LtIE. BRFEE. QU rvyF7 (2715 - 7%
T4) s NTFA=TIITIVT (VFIVF7 - bTATT A4
2) RIS IVF (VF53IVF - Za—F=I) | KT
LaAT5R7 (A ASFA7 - Z2a—F=I) IZHLTHH
B/ 2R L7237, 43, 45)-56) By < 7 2 GUAERER ICB
WT, LART7OaF T VIIBENIRENRER LI,
18.3 MMILICRIFTRERURAEDHE
In vitroTt MIFEEEEZEMRICHR LT LICBL
. 500mgl H 1 E#%513100mgl H3EHS & s LT, ik
HE R OKBEOTEREHRZME L2257, [7.1 3R]




19. B ICRE T S IELENAR
—RRBRHE : LR T oy > kW (Levofloxacin
Hydrate)
(35)-9-Fluoro-3-methyl-10-(4-methylpiperazin-
1-yl)-7-0x0-2,3-dihydro-7 A-pyrido[1,2,3-de]
[1,4]benzoxazine-6-carboxylic acid hemihydrate
. ClgHzoFN304 . 1/2H20
: 370.38
 REHE~BEHEOBR IIHEEOHRTH S,
FEEE (100) 1ICWET T < KEA Y ) —)UITe®
BFIZK K. T8 =)L (99.5) IZIBFIZL W,
0.1mol/LIEMEARICIET 5.
AT K > TR A ICHEREEEICL 5,

H3C \N/\
K/N N

‘ - 1/2H20

==

F CO2H

o=

22, G%

(LR70+92Y§250mg [CH] )
1008 [10%E (PTP) x10]

(LRZ70+8 2 V§500mg [CH] )
508 [588 (PTP) x10]

23. EB XK
1) BEF EE BER R SRR TR © FUEMEEEEROF
kS
2)Effects of Renal Dysfunction (75w g : 200944 H
22HA&GR. HFEERMIEE2.7.6.4)
3)iEH B3N HABITEYSHEE 1997;30 (2) 1109-115
4)Kanamori M, et al. : EEFRZEIE. 2001 5 32 (3) :91-99
S5)HMNER - EMEFREER (500mg)
6) Il Fi3A  EEEMEREEK. 20115 104 (9) : 657-666
7)
8)
9)

#9226C (57#%)

@n|

TH 3 h  BRLEEEERMEE. 201159 (6) 1585-596
e 3 h  BRIRABERERK. 20115 104 (8) :591-605
S (HARAN) (778w ME: 2009F4H 220G HEF
BRMEE2.7.3.3)
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. FEEWEE)

11)ILFEHHE 2 : Chemotherapy. 1992 ; 40 (Suppl 3) :
203-209
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13)5345 (BAEAN) (7 FEw ME 200948 22H&GR. i
BRHEE2.7.2.3)

14) MEERFE SR
ERHEE2.7.2.2)

I5)IRHRE (7 F 8y ME 2009422 H%&GE, HEER
WEE2.7.2.3)

16)84F 5AEA : Jpn ] Antibiot. 1992 5 45 (5) :557-568

17)RApgRl (7 Z 8y M 200944 H22H &R, HEEERHT
¥i2.7.2.2, 2.7.6.1)

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

19) BRI E 2R E L EBRERR (BNEIHE) (7
F ¥y ME D 20090F4H22HAR . HEERTE2.7.6.4)

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

QDY AF VY, TURRY RiC ko HE
FAF22HARR. HEERNE2.7.6.6)

22)HNER  EMFAESEHE (250mg)

23) MR ERRGWE 2 R & U —RERREEE (ENEIAME) (7
Z ¥ bE D 2000F4H22H AR, HEERMIE2.7.6.12)

24) FTRBEBIYED L CREEFIEZ MR & U2 BRFAR (85t
BIAE) (7Y ME: 2009E4 22 HA&RR. HREERHE
¥2.7.6.11)

(75w NE - MKL 0 20024E3H 15H &

(7 7€ 1E : 2009F4A22HKR, HiH

(7 7€ hE 2009

25)EF I3 ¢ HAMLEEESAMEE. 2003 5 51 (S-1)
255-278

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

27) B IRIERRGYE 2 0P R & U 7o — iR RS (ENEEAE) (&
ZEw ME 20094 H22H& . HEEMTE2.7.6.13)

28) ENEMAERER (BRARRE) (75w hE 200984
H22HA&GR. HEFEERE2.7.3.3)

29)ENEE MAERER (BERMERR) (277w ME : 20094 H
22HAFR. HFEERMEIE2.7.3.3)

30) AN ERRFRER (B R SMBHER)
4H22H&RE. HEEERHNEE2.7.3.3)

3D EMNEIAERE GMptRE) (7 78y bE : 200964H22
&G, HRFEREE2.7.3.3)

32)ENE MR (B RERHEER)
22HAFR. HFEERMEIE2.7.3.3)

33 ENHEMHERE: (RBHER) (7 7Yy ME: 200944 H22
HA&FR. HEEREE2.7.3.3)

34) BN MARGRER (SRR 2¢AHI)
4F22H &R, HEEERINE2.7.3.3)

35)ENEMAERES (5 - OFESIVBHERL) (ZTEw ME:
2009%E4H22 04GR, HFERIEE2.7.3.3)

36) =HEEEITH ¢ Jpn | Antibiot. 2011 5 64 (4) :217-228

37)Fujimoto T, et al. : Chemotherapy. 1990 ; 36 : 268-276

38)Imamura M, et al. : Antimicrob Agents Chemother.
1987 ;31 (2) :325-327

39)Hoshino K, et al. : Antimicrob Agents Chemother.
1991 ;35 (2) :309-312

40)Hoshino K, et al. : Antimicrob Agents Chemother.
1994 ;38 (11) :2623-2627

41)Tanaka M, et al. : Antimicrob Agents Chemother.
1991 ;35 (7) :1489-1491

42)Tanaka M, et al. : Antimicrob Agents Chemother.
1997 ;41 (11) :2362-2366

43)Une T, et al. : Antimicrob Agents Chemother. 1988 ; 32

(9) :1336-1340

44) Tanaka M, et al. : Arzneimittel-Forsch/Drug Res. 1989 ;
39 () (7) :750-754

45) Legionella pneumophilal>xtd % in vitrofiE gl (75
Yy ME D 2006FE2H23HAR, EEHRES)

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

(5) :659-666

47) ABE®EFIF» - Chemotherapy. 199240 (S-3) :14-26

48)IEWF K IF A+ Chemotherapy. 1992 ; 40 (S-3) :57-63

49)

50)
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(7S¢ hE : 200044 H

(75 hE: 20094

FAEFEREIE A © Chemotherapy. 1992 ; 40 (S-3) : 36-50
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S4)ERR T BERRION 9 A HUETENE (7 78y b RilEnE 1 20104
10A27H&RR., EERESE)

S5)H R R B E (ZAIMMEREREZ &) 1089 25E
W (7T ME 2015F8A24H &R, FEHRES)
56)HEMBEIEA  EHARMREAEL 1994 ;56 (4) :461-464
S7)MHEBTIEND | BARMLAEESRMEE. 2009557 (1) 1 1-14

24, XEREBERERUTEVWEDLEE
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T100-6739 HEHBFRHARALON—TEHIEFLS
TEL 0120-893-170 FAX 0120-893-172
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