2023412 H
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AR

&ET (GBI

ERRTT
34

[LEEFRFEORE A
W IR

BAERA LAR7O0xHS U8

LihJO¥XY o o =250z
LihJO¥X Yoo =500M 4]

LEVOFLOXACIN Tablets “KYORIN”

BAGEERSEES
876241

250mg 500mg
22600AMX01175000 | 22600AMX01176000
2014412

RES
ARITRAsE

S
) EE-EMSOLLFEICLVHEHT S

K

K
ze

ey

[9.1. 2]

(REFOEELHREBLUN)
2.7 WG SUSEIR LTV D ATREMED & % &P [9. 5. 12 R ]
2.3 /NR%E 19.7.121]

LER (ROBEICEIHRELBWI L)
(RhEestiE)
2.1 KRAIDRSY XEA 7 1 %Y A7 5 LI 0 B O &

3. #ARK - MR

3.1 ARk

oy LiR7 o %Yo 8 LiR7 o9 U8

e 250mg [ #4k) 500mg [k
LARZuxHhr oL ClbAR7axd e LT

BRIy 250mg 500mg

(158 (TER vARZ7uexdy| (THR vR7axdy

VKT 256. 2mg)

VIKFY) 512. 5mg)

A —A BT R
n— A BB A
TR AT T Y L) b
Vs, ~7nuad—)b

AN Aa—A koA
A R MK A B
T NWVBEATT Yk
VUL, v~7mAd—)

A 6000, fEfLF & . Z/L[6000, BR{LF & v, ZIL
7. EEOZ sk, | 7. ks, HEe=
a7 2aN=07 ZEbgk, A vosn

v
3.7 WH DMK

o VAR 7 v x4 U bE VA7 v ¥t UbE

250mg [H7HK ) 500mg [#54k]

- %%vaﬁm%‘ %ﬁﬂ@vﬁﬁﬁ‘
TANBA—T 4 VT | T4 ba—T 4 VT EE

& i i RV AVIAY:)

T @%ﬁb

-

- LR LRZaxgv
AR 250 Ak 500 Ak
EAEmm) | B :12.2 Mf:6.1 | B 162 ME:T.6
J& X (mm) 4.7 6.0
B (ng) 304 605

4. SHREX T EhER

GERGETE)

AFBEHEOT FORER. LUVREE. MARE. HBXRE
B. #HE. E59€5 (FS5UN\A3)-HE5—YR, RE
H. #&E. XBEHE. FAE. YILEXRSE. FIRHE. N5
FORE. Phans4—E. YLIVISE. o708
A—B. ESFT7E. JATFORE. ELHXRT - ELAH
——. JOEFVIFRE. RRAMHE, ALSE. 1 VILIY
YHE. BEE. PR N0 4—B. LOHRIB. TLtES
B. BREA. hoEans4—B. RTFLX LT havh
ZAB. 7B @BVTryFT7 (AVPI5 - TILRT4).
F5a—<H953C7 (US53PF7 - F3aTT4R), %
HSETCT (WFZLF-2a—F=I), Hikv1arF5X
T (435X =a2a—F=I)

CERSAE )

RUEMERERELAE. FEEREBREEE. VONE - YN
. BHRBEE. &F (EBERXEEZ#ES L0). 5ME - 38
RUFMBISO - REL. ZLIR%. IIFMFEMRE. HE - HZ5E
#%. Rk (FHEAEKX. RUEBEREZST). SHREX
2. fhige. BUEMERBREORBEE. Ehtk. BEEFHL. AT
STIRK (RUEE. 1BME). B LKL (BlIEhR). Rk,
FEHRER. BEx. BELX. BEUEBRLE. BF X, 15F
R, ab3. NLEYURE FERRE FEFESRL.
REL, ZHE. BRI, SE&. dHE&. BISEL. LR
HEERIR . EEMESL. EEEAMEL. B, KE. TILtES
fE. RR b, BRAF. HRZERVZOMOMBEKLE. 0F

5. EER IHRICEET HEE

(IEEE - WREEZ. Rdkk (RMtAEX. RUABERSEZET).
AfEREX k. BRMERR. BISEL)
IPIMESEEfE A O FE &) VESIRL, FIEERG O
FEVEZ T L7e 1T AR OGN EY) &R S h S 58Ik
G5z L,

b. BERUVAE

WE., BAKIZ VAR 7 e 0L LT1E500mgE 1 H AR A
Bh4 5, ek, EE - ERICEC CGEERET 5,

il Je OV DA O FERZREIC DWW T, A E LT Fiisk
HEPFHT A Z &,

BF T A, NRTFTRZHONWTL, LR7axH e LTl
[E1500mg% 1 H 1814 H B A 54 %,

1. BERUBEICEET 318
(ZhEEIE)

1.1 WHEEOHBRZMmEIT 2720, AERERZE OS5 5T
B, BPTTHEZIETEST 52 L, [18. 3]

1.2 BRI T ABFE T A WL PR E NSRS 52 O T, KO HE
ROHEZAZE LT, NEIOS U THRERELZH L. RE5HR
DT TCEREGETLHZENEE LY, [9.2, 9.8.2, 16.6.1%&
]

BHRE VT F = VT T

2 (CLer) fif (ml/min) JIER O

WIA500mgZ 1\, 210 H LR

=CL
20=Cler<s0 250mg %1 B I IEHE 59 %,

W H500mg & 1A, 3H B LK

Cler<20 250mg %2 BT ER 59 5,




(BFIR. INFFIR)

1.3 LAR7axho e LT GEFAIL Y ARANCE 0 R 2 -84
WIFERAIOZGHE b ED) UHMEET2Z &,

(BRIED

1.4 RILOFIE R OFE R OMHNT X, BINEIKGT (EMA) 2360
A O G ZH#SE L T\ 5,

. EELEARNIER
(Zhae3EE)

8.1 RANDFERIZH - TiE, MPEREOFHRELZL <7D, JHI
EUTREZMEZRRER L, TR ORI LB e i/ MR OB 0
Blzlkownrz L,

8.2 BEMEEENLOLDONDZENHHDOT, HEEOERS,
fEIR % PE D B O BRI F T D BCIFEE T 5 L 5 BEFIc+
AT 5 2 &,

8.3 REMIRAE. REIRMEEEAZ SIS R -T2 &NHLDOT, BlgEs
F43I2 T O & & bIT, EE. B T I A O RER Y B
LONTHBAIITEBICEMOBELZIT 5 & o BE e
Ak, [9.1.5, 11.1. 163

8.4 RHIBEN/MBEL 2D HEAI0F, BBEBIEZ 71175
&
R U £ DOFEIZE)

8.5 ioPUREEEIE L ORI L Y, HELRIFRERENH S b
HIENRHDHOT, AT LA IXEYAIIITHRRERE 21T D
ZL,

8. 6 A 2B LHAERIC X DRI, BRSS9 5 2
EWBD D, WRBLGERIC, BEF ORI OB ESUTR R O H
BB 2RO AL, AR ERRE IS S Rk o
AT Z L,

L. B EDEREZETHEBICHETSEER

9.1 &HHE - MEEEOHI8EF

9.1.1 TALAZOESREERIIChLOBEEOHZIEE
AR T2 Enb 5,

8.1.2 ¥/ 0 oRNERICH LBABEOREEOH 2 8EF (112
L. AFRFA7aFH S vicw LAREOBRTEDH 5BE
ICIEFEBEE LRI L)

[2. 1&#]

9.1.3 EELDERE (FER. EOELEES) ObhLEE
WERZRZTZENRH D,

9.1.4 EEHRAEDESE
JEREB(NSEDZEDRH D,

9.1.5 KEIREBRIIKEIRMFEZEH LTV IEE. XBIREX
[EXERMBBEDOBE. FEEELLEVRIEF (RILT7Y
EIREE) 2857588
VBTG U CHEBREDO R E EET 5 2 &, WBHOEFHIE
WCRWT, 7t u ) a SRR R 5% IS KRERE & VK
BYIRFREBEDORKEY 27 RN L7= L OFRENRH D, [8.3,
11.1. 16 /]

9.7 BREEEESRSE
BV RE ORGSR BT\ D, 2B, MikENT ik
CAPD (FFERIAMRIENGENT) 1. RN LO LR TR
MREA~DEBIT DN EERH VDD FBHTE OB NS
RELrEZ NS, [7.2, 16.6. 1BR]

9.5 LEHR
(RIEFDERLGERBLN)

9.5. 1 {IE SUTIENR L TW B ATREMED & 5 IEICIZ & 5 L 2
Lo BIER (Fv b)) THESBBEEMAMOEGIZE T,
BR - BRVESETC R OHIN, B IBAESE O3 F Il E A L OVE R4
FEHBSROBMNPED SR TW5D, [2.2, 9.5. 28]
(RIESDEFLER)

9.5. 2 {EIESUTIEIR L TW D AREME D & 5 LiEiCiE, R LR
WHEEER LTSI 22 L, [9.5. 1]

9.6 23L%

BILLARNWZ ENEE L,
=TV 5,

9.7 IMNR%E
(RIESOEELTERBLN)

9.7.1 5 Lz &, /NESZEG L LR RBRITE L T
Wi, B ER (SR, FOERKR (13 A, BT >
N CTHESIRFESEO SN TS, [2.3, 9.7. 28]

e FHIHRABATT S Z LS

(REFOERLKE)

8.7.2
9.8 HEE
9.8.1
9

R EOAFMEEEE L CIRET DL, [9.7.12H]

JEEE 2 B bR T WV E ORERDH D, [11.1. 122]]

Bl BEEBASVICRERHBICEE L, BERICRETHZ &,
AFNT, E& L THIE»DHEESN D25, Elind CIEEHEN
KFLTWDZ RN ed, mnHRENERT 28T
N5, [7.2, 16.6. 1%R]

10. 8 E4ER

10.2 BFREE (BFRICEET S L)

FFH 4

BRRIAEIR « RYiE 75

B - fapRIA

7 = = )VEEEE R X
X7 e A iR
JFERXAT A FHEH
9% PATR 4K
AN =
7z

it e Sl b SR g0
BB,

PR R ICB T D
GABANZ K~ D
AFRES RIS
LEZLR TV,

TN =T AXIT

S AN

DOHIEEIEE, B
KEEALT LI =
v A, ik~ 7
VAN 1l 3
7R

[16.7. 1B]

ARFN D5 H 3 5s S
na>xBELNH 5,
IS OIEANIAFK
e 57 65 1~ 25 [ 1%
532,

b DK E X
L— &AL, K
FOWILME T 5
LEZBNTWD,

7= U v KPR E

L7y U rOER

U7 7 ) ORI

Al (% A Al B O
S0
T Rk=ynur
ERmeavsy
VR

KT 2D &DEENRD
D, ThbDHEH L
OHFRIE, WE LD
A fERrt % -
E25a0HET S
NP

P AEGRL, 7o ba | #Eaml, UIER
INLT77 ) VE VIR OIEE D | fEA AL TOBE ST
ROl OWE | XVilEEET LT 7V
N5, UM 5% L E
bR TN,
OTIE R 28 = 3 2 | QUERE 22 = 3% | QTIER/EH 2SN
ERFBNTWD | Wb b, [y [| i APPSR (W
FEH »5b,
T I = N
Bl B R VE | EBEFEO U X7 B3 | BT IE AR TH 5,

11. Bl¥EFB

ROBUWER B bbb D ZLNH DD T, BEE+THITITV,
FH D NI G AT R G 2 P IEd 57 LY R L E 21T

STk,
1.1 EXGEIERA

.11 Yavy EERW)., ZFI745F%>— (HEERH)
vav s, TF7 4 7% — (FIHER  RLBE, EFE RN
) NhobhbZ End D,

11.1.2 thEMRFEIRFEBMARRE (Toxic Epidermal Necrolysis :
TEN) (BUEARH) . RIEHEEBAEEE (Stevens-JohnsonfElR

B) (mEAl)

11.1.3 &8 (FEALH)
11.1.4 QTEE (HEARH) . (DESEIE (Torsades de pointes®

) (HETH)

1115 BEEWE (R, MERER (5
.16 BIERF% (D). FMEmE (o). RE

(HEAH)

BITERT I NP RErs 5

< PUH (OIMELR - UES - EeL, RAOR

R, B, €S BHobhD I ENbD.

1.7 AMBREASE GHEARY) . MBERRE HEEAI). B
mEEm GHEARY) ., m/MREY (R

DL ERERAME, SRR ERAE  (RIHTAENR  SEBA, RS, 1BEuk
), NESmEURE RS WAL, MRS S S S

bhDZENDH D,




11.1.8 PSR GHERT). FEERMEMA GHERH)
FEEN WK, PRORREE, MOTSXHRIL R, AFERERMEZ A K S
BVENGZE . HFERERMERTR N D PN D Z LN HHDT, ZD &

2 IR DIFBD SN B A TG PIE L, BB REALE
RPN OB IR ILEEIT S Z L,

.19 RIEEXBAEONEZHS ERGKEBX (HETH)
R . B O TR RO DTG E IR G 2RIk L, @)
RAEEAT D Z &,

1110 BREsRERE (HE T
e, B, CKES, MR RP I A7 mey L% e
R L. S BB L 2t 5 BBU BIRIE DS b b b 5
ZEnbDb,

1111 {EmE GHERH)

IRMBEEEIECES P ME ShTnD, FERFEE (B
NR=N T LT RIEHRA XY B2 RE LT
). EEkREEE

2
% i

BE, mlRE THLDbRT,

1117 7HRLRARK. RBERFOREE (KAL)
MEJED D2, EEIE, FEARFOIRDPTBD NG AT HRE

Ak L, BORLEEZITS Z &, BRBEOMILEDH 2 BE

ThobhRF W, [9.8 1]
1,113 888l GHEARH) . BAE BERH). #15 2F0HEH
fER (AR
111,14 BEtEm &g O R)

FEEN. N, BOEE. SEBE. BRSO, BUWAERT A MEREK

Wi 58 2845 DIER N FR D S NIk G2 ik L, @)
TRALEELITH Tk,
1.1.15 EEHENEOEL EERH)
11.1.16 KEWAREE (W), KENIRAERE (B RHY)
[8.3, 9. 1.5 ]
1117 RIEMHEEE (BERH)
LU, MR T, FAEOERNRD b GEIciiks %
PR L, EUARMEEITO 2L,
1.2 20D EEA

1~ 5%A i 1% HFE AN
B AOE 5 & D FEIE HIRZ, LR
HUE
R | O v, AR, | EIR, R, B %, SRR
IEpR Ak e =, F AR
. LOFUR
IR AR MR, 7 V7 48R, JREA, #&
=r k57 R, REAK
M. BUN |5-
i ALT -5, LDH I | AT #% 68 5 % |
S OAST L5 y -GTP_L- 5. 1L
FEe Y LE
Jn. ALP |5
i A ER B | U oS ER B
I ERER BB, | . &l
i ER ER A |
i/ MR Ecisi
Mt =L OMEM, R\ ER. D, E| ok, B
TN = | RV 3 9 AT =l ]
B BECRIE | F. HIER R,
{5
RAZET BRAEE . HS | BRI A, R
B MR
RTE SETR
TEER AR ElEs £, AR
Z D Mo A PeRE, CK | L b . 5 A
B DU, | R, sEEL B
BIEMRTD | WA | BEE. BT, M
LR RPN | . B, B
OB R L B | S
. FIE

) AR BE TOMMICIBNTA. 4% (4/9141) (2 BIRTR 3720
LN DWENRD D,

4. BRLOIEE

14,1 FEHIZFEHEOER
PTPEIEEDIANIIPTPY — R B E W B L TR 5 & 9 frE4
52 &, PTPY— P OREBIZ X 0 AHV A 5528 A G ks B~
AL, FIIFZLZR 2 U THERIAR % O EE 2 & 0HE 2 0F 5%
THZERDH D,

16. E¥EHEE

16. 1 mMeBRE

16. 1.1 SEMEL OB
fEFERR AIC L AR 7 2 ¥4 2 0 500mg % HEHR O£ 5. (404) L
7oA L6043 [ CHELRMERE 8 LGe. Kok
NI A—=FF, KD LB ThHo729,
LR 7 1 %42 0 500mg B [EIRE 0 $5% 5 K OB [B] 7 6 e o0 3K
WIBHRE R T A — X

(/ vay o= kA NMEFT, 4861, FIE + (R )

Tmax Cmax ti/2 AUCo-721
(h) (pg/mL) (h) (pg+h/m)
0.99 8. 04 7.89 50. 86
¢ L
S00mgRERECT | "oy | e | +1.04 +6. 46
1.00 9.79 8.05 51.96
5" F2
S0OmgMHHE | 000 | o105 | +1.54 +4.96

16. 1. 2 &P 2HRSHEHR

(LR 7 1 %43 2 58500mg [A5HK))
LR 7 a o 5E500mg T84k &7 7 By MNESOOmgE 7 1
AF =Nk ZEnEFnieE (LR 7axHh LT
500mg) MERERR A 5 IC M AR N 5 L i LR 7 =
X UREZAEL, BN RYEE T 2 —% (AUC,
Cmax) (-2 T90% 15 # X M ¥ CHREFHERNT 24T o 7o 5 L
log (0. 80) ~1log (1. 25) DHEPFAN TH V. WHID LW RIS
NHERE N9,

HE/NT A—H BENRT A—H
AUCo-30n Cmax Tmax ti/2
(pg-+h/m) | (ug/ml) (h) (h)
ViR7 o b 44.0 5.35 1.3 6.4
500mg [ #5HK) +4.0 +0.76 +0.7 +0.6
7 7y ME 45. 2 5.03 1.5 6.4
500mg +5.1 +0.55 +0.6 +0.5
CF5E MR 22, n=14)
(ug/mL)
6 -
—@— LART7OF Y §E500mel 4k |
-0 95 wh§E500mg
5 L

Mean+=S.D., n=14

RS\ OUSECB S

o
© Op=

3 6 9 12 15 18 21 24 27
5% ORI

AE R EE N ONZAUC, CmaxZEd /85 A — & 1%, HEERE ORIR
RIR ORI - REE % OB MEIC K o TR D AR &
%o

16.3 9%

16.3.1 BARANIZEIT 2 HHE
BEICLAR 7Y 0L LT500mg % HERR A#E L-5he.
AOHEREk (R5#%2. 6~4. 1R CxPm TP EEL : 1. 42~
1.89) . BISAR (BE5#2. 9~4. O Cxtm gL « 0. 76
~1.58), HiF (F5H1~4RM CxhmfEFREL : 0. 40~
0.88) . [BIRKEAE (#5142, 3~5. SWER Cxf ML b BE L -
0.89~2.29), &t (BHth1~4WpR] CxFm4EhREE 0. 11
~1.39) THY., BWBITHZR LT,

30



BB, BERAITREFICLR e ok e LT
100mg X 13200mg™™ Z HEIRE A5 LIz 5a . K§ (% 5#0.8
~ARERY TR MG PR E L L. 1) L MR ORI PR R
Fbo #90.7) . DEREK GeHyE R EE b - R92) L mER Cotif i
HREELE 2 0.8~1. 1), AISZMR (F 57 1~ 6] T Xf iy i
FELE 2 0.8~1.9), RINZIRIR (G- 1. 5~ 4R Cxf if g iR
FEEE © #90.6) . FEAK (35152~ 9WE ] T Iy B L ¢ 0. 14
~0.31), iR (100mgf 5 Chemigf£0.61ug/mL) . HIR (%
514 2WE R et MG R EELE £ 0.6) . BRI (B 5-#%2~6
R O My e e b ¢ 1 1~1.9) . &=PEMESS (100mg#% 5743
~ARFHC0.6~2. Lug/g) ICBBITHEZRLIZD ),
16.3.2 SAEINIZH T B EAE

R A TR EIC LR 7 o X P30 L L Th00mg % HEI#E A
Beh UI28A . RIEMHEB K (580, 5~ 2485/ TXf i
WEEELE 2 0.2~1.5) , RAE SR (& 5-#0. 5~8IRE[H] T xt i 4
AL - 0.9~1.8), KEMilaseik (F 5140, 5~8FEfH
THRIMBEFPRIEL : 1.1~3.0), livrurr— (#5#0.5
~QAFRA TR MLAE TR EEEL ¢ 4. 1~18.9) . Whisik (#51%2. 28
~25. A3 CxIMAEP AL © 1. 06~9.98) 1T THEAZ R L
tm)o
16.3.3 MPFAHKEEE

LARZaXH o 1~60ug/mLdin vitro TOE - IMIEE [k
BRIT. [BI A THRI26~36%TdH - 7219,
16. 4
16. 4.1 RepKEY

EFER A LR 7 a9 v Kk & L CT100mg™™ % a0
5 L7548, B5%2400 £ ToBEUR PHEIERIZ. RE(L
ARG EDTI. 6%, Wi AT /VIRMNL. 75%, N-A %P1 KRR
1.63% Td 7219,
16. 4.2 BEAhRBEY

BEAMNC VAR 7 a4 K E L T100mg™ % B[Rl o #%
5#2~3. 5HEMCOMRZENh 7 7 v LR &R FE1X0. 05
~0.44ug/nLTH Y . REAMKIZH T 2 EIE1X3.9~25.8% T
Hot-, T, IHEMHFICHIZIEFRBEED IV v U Bas
ERRD BT,
16. 5 HEitt

BRI LR 7 a Y20 & LTh00mg & BB O£ 5 L7
B, BHZO~240FB O R PR IX, 138.8~877. 7 ug/mLT
HY ., FHHEFHFE TITHR G EDS3. T6RB Rk E L TR
PicHEtt SNz, LR T e XY 0d, FICRE(MIED R P HE
WHE &> TR B HRT 518,

Fo, HEERABMHICLAR o ke LT
200mg™® A% LA, #PITE %2 R &
D3, IWHREALIR & L THRIt S =19,
16.6 BEDEREZHTHHE
16.6. 1 BeEERE

CLerflIC L VW BES T L. LA 7 v Y3 2500mg % Z2 5 e B [A]
ROEE LIZEA . BHEEEOIK P M 8 o AW
P OIER | JRFBRE O T L OUR F R O T 23580 &
=20, [7.2, 9.2, 9.8. 25

(V) wrams =R A MEST, 2261, SERIE IR TR )

CLC? e t1/2 AUCo-72n SRR (%)
(mL/min) (h) (g h/nL) (0~48h)
50=CLcr 11 19.17%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
CLer<20 4 33.69+14.57 | 250. 66=58.30 | 28.28=+11. 83
16. 7 EEMHEEER

16.7.1 PSSO LRIEI IRV LEEOFERES. ##
LR 7 a4 0 100mgts B [AIFR O B BRI,
7 A (1g), Wilfggk (160mg) XXk~ % v A (500mg)

&G LIBE,

KIEALT VI =

LARZaXH DAL FTRATEY

T TR GICEE L, 2 EN56%, 81% & VT8RRI
L7 7. Cmax b HEIE T L7722V, [10. 25 H8]

16. 7.7 ZD 4 EEH|

(M) PAFD>, FTARKXIF

fERERAIZ, AT TP 400mgZ 1H2[BE7TH B I B Ry R
500mgZ 1 H4E7 ARG L, 4H HIZLAR 7 2 %42 2500mg %
ZERIRFHER O G LTz, YA F P E 7T a_x v KEofft
FIZE D LR 7 x4 OAUC)-7onTZ 27 0% 1838, 2%
EHLU, t1232 02330, 5% % 31, 8%IER L7223, Cmax|ZH
BTSN o722 GREAT—4),
16.8 =k

(LR 7 w43 §8250mg T84k )

VAR 7 a X% o o BE250mg TR 1%, TE &P 50 ER
RN D LW FRR SRR A RT3 A2 ICES%, LAR7nm
X BE500mg TV AR ZAEERIANC L & &, IWHZEEN
UL, ARG E B ENTEY,
E)AFIOARIN-HEZ, LAY 0L LT500mgTh

o

17. BRERREAR

17.1 BERUREHICET 58

EN - #E CIEME X A7 & R O K AR GYE 12 0H 2 8 0 Al
DEFEHRRBROMEIZRDO LB TH 5,

2B, I, TR TRE, XA N, BRI, MK OE OM
DOFERZIE, QBRI 2 AR RBRIXE NS & b Ehi S Tuia
A

(BHESREX . Mk, BETRFBREDO -RZEL)
17.1. 1 EREMAEFRER

AN DTS, PR 2 O R, U RMERE 3
KIZHTHLURTZ oY (500mg X 1E/H) DOIEEHRRAR
BT 7 FURER, HREKE, €778 (T4
F) HAET—V AR JVTVEZTR/, A VT VPEEC
X B IER BRERYLEIZ X T DA RITIRD LB TH D,

B4 FIDIEGI/FREB | A hE (%)
MR Sk 14/14 100
fiti g 94/101%D 93.1
2 P PP P 2 0D YR 28/28 100
it 136/143 95. 1

WD) 7 7 I DT RRICRT 2B 8HEFT100% (1/16)), ~A 2
T X< iR xT DA HEIT100% (15/1561]) THh -7z,
BIVE 3B 1539, 5% (60/1526]) T o7-, EAREINEMIT
HLNLT. 9% (12/165201) , AFEREREEINT. 2% (11/15261) , M@H:,

TR, SRS, 3% (8/152f3]) Th 7229,
17.1. 7 BB MERER

TRERYE (Hhfige, BHERE X ROAMEE) (515
LR Z7axHdr (500mgX1E/H) OIEHRAR (hE) 12
BT RUKER, MAEKE, £727€87 (772
F) e HWET—VRA, JLTITR/, A TN PHE, FE
MBE S & B IR SRR YE IC X T 5 A RITKRO LBV TH
%,

BBA HDREBI/AIER] | HRE (%)
fitige 348/3571E2) 97.5
T ML 9 28 0D IR G 399/4117E3) 97.1

it 747/768 97.3

H2) LU AR T RIS 28 2%13100% (3/36)). 773
T i DA ERIZ100% (3/361), ~A =T X<fili
RITHIT DHERNZRIZ100% (48/484) T -7,

1H3) B MRS Kk DA e

BIVE R BUEEE 1331, 4% (277/883%1) Th o7z, EARBIEHIX

FEIPED U, AIEREE A 23 %-4. 2% (37/883%1]) . RARSE

3.5% (31/883f) T -7=2Y,

17.1.3 ERE AR
ERNOHHREEEMELE LT U Au <A ¥ OEETHR
THEEREERBRICBWN TR T o U iR L LT
AE, LoARIMRITHT D LA T 1% -100mg X 3[H]
/R EL OFEHFRIT100% (6/661) T o7,



17.1. 4 BN E AR

WHNDO LT FRTIZL AR BEE 23R E LIz BRRRIC
BT, LARZ7EFH500~T750mg X 1[Al/ BB 5.0 RhR
1%93. 0% (66/7143)) T -7229,

(EERE . BRER)

17.1.5 ERENHERER

TEMEVE PR IS E BB A LAR 7 o %2> (500mg X 1[A]
/H) OIERBBRICBTDT FUKER., BEREE, KB,
vhanRNsE—F, VT VETR, T anNI X —F, &
SFTR., TaT UG, EANXRT - ENAT=—, FrbrT
VUT R, FEIREEC X DRI EYSE ST DRI D &

(%) 100~200mg X 3'F)
WL

HIER/RIER] | A= (%)
F R R} SRR e 390/436 89.4

BRI (205 %
f?(i%é*; 27;@ X 71/85 83.5
RIEMEERE (40, EoBIES) 142/153 92.8
UL ) LSEk 15/16 93.8
BIREIE (R T, TTIRAESE) 162/182 89.0

17.1. 9 @SV ERERELER

BYCh D, Fe T R e B B OB IR Y B IO 5 LR 7
; TR, o FH oy (500mgX 1A/ H) OEREER (FKK) 2B\ T,
B4 HANEB/IED] | R %) - i >

g PRV RO ? 7R R RS K % BRI (SR B R

WA 120/142 8.5 TRAERE R ARIRTE U /S« U S, IR,

B R 11/15 3.3 ). SR - BTSN BEBUR E (SRS B A RIZR D L B
F 131/157 83. 4 TH B,

RIS B 1217, 8% (33/185()) Cibotm, EARIEMIL P AAEG/RIEG] | % (%)

THI3. 8% (7/185M1) . YHILARER2.2% (4/185%1) . ZEhiED F
W, 7 LT F R AR S =N 6% (3/185%4)
T o720,
17.1.6 ﬁ%gl}l’fﬁ;‘z\:ﬁ

PRIGERYE  (RME B TR B YE . At Bk, K|
e IR S f“ TEHEME PR B8 R YE) ’iﬁ“7 mum:zﬂe*f//
(500mg X 1[El/H) OIFEHRABR (FE) | 57 RUEKE
B, IBERERE. KBE., 7L 7 v TR, 1/71://\75'—
B, 7T U AREICL B IREEIVEICRTT 5 HEHRITKRD &

B THD,
R B4 BNEBI/RIER | B (%)
Bt 2% 76/86 88. 4
SRS 70/78 89. 7
it 146/164 89.0

BIVE IS B EE 1324, 9% (90/3625]) Td-7-. EREBIWERIT
FEIMED F 4 4% (16/36241) . 04, 1% (15/36261) . dLHFL
VS %i%m3%(mwwm)fﬁo%m

(FEHEEX. NV VRE., FERRE., FERBEHRLR
17.1. 7 EREIREER

FENRY, FEMBIEE, SR VIR, FEEEARE
KT B LR 7 e XY kO ESHRRICE 777#W
HKEBE., KIgw, hTa—~2s 73307 (UFI7IVT7 - bT=
~T 4 A) T LB R NRHEISUERYYE ISR A A 2RI R O
LBV THEY,

(%) 100~200mg X 31
R4 — —
HOREGI/FIER | AR (%)

FE SEE 29/31 93.5
I ANWING Y3 49/50 98.0
T Y 58/61 95. 1
TFEAT R 35/41 85. 4
it 171/183 93. 4

500mg X 1[al/ H O AL & OCHEICEB T 5 B A K OHES O FEER
BT — 237w,

(REMEEREE. FEMRBBEE. VONE - U UNRH
. BHEREE. SF (BRBEREZEHES L0). 5MHE - 86
RUFMBISO - RS, 2LiR%. IFABRRE. BEx. B
B

17.1. 8 EREIRHEER

F G RMEI R YE B 95 LR 7 v 93 vk O R
Y e k“f\7F7WlE§ X 2 R ERM IR T (RAE
PR R RS . VRIEVE R G IRYSE, U v - U o3 flidk, 18
PERRRRE, S9E) Ik 2 HRITKRD LB TH DO,

B A BEU s e
FIEMRERYE (B0 9 5K%)
éf(k%ﬁ%ﬁ%&v%@
VRIERE e IRIRE (o, EOEIES) 302/311KETD | 97, 1K[ETY
Ui e ) oSk 133/137ERMIED | 97, 1RKMIHED
BYEAREE (B FARS, ITIRAS)
SF - AR B IR Y

MG - B R ORI D
TE4) BRI RS - B AR Y
17.1. 10 ERE MR

A BHERURYIE BE R 5 LR 7 v Y o L ki o iR R
BRIZIBWT, SR - BISVR BUIRRYLE . IBFE S - BRIk
THHDRIIRO LB TH D,

(%) 100~200mg X 3
B4 — —

FEMER/FRER | A5 (%)

S48 -%§ﬂ2&$$4ﬁﬁfiﬂﬁakf“ 146/181 80.7
SME + BER OFAAISE D ik 101/129 78.3
FLIRSE 23/29 79.3
JLFA JE) PR AR5 22/23 95.7
EE 2/ -HHﬁ£”< 19/26 73.1
JHZES - JHAE ROV TIEE00mg X 1[A]/ H 0 L R O &I

Téﬁ$&0@%@h%%%7 VA=A
(HEge. B, RISk, {CREERERS)
17. 1 11 EIW%I[[*EH&
. RES. mlEEES . LR &ﬂﬁ«ﬁzﬂ?ﬁ%%%‘ KT B LR
71:%@*% UK O IEE AR T 57 FUEKEE.
&b E;’aﬂﬂfiﬂﬁﬂfﬂzﬁ%’%m:ifﬁéﬁijﬁézirk@ LB
ThDHY,

(%) 100~200mg X 31
R4 — —
HEWEBI/IRIER] | Fzh= (%)

PR/ 23/30 76.7
FH % 111/150 74.0
TS 52/68 76.5
- TR TS 9/11 81.3

it 195/259 75.3
500mg X 18]/ H & fvE KR O &1 % B AR KOS D B R
BT — 213700,

(REL. ZHE. RIRIRE)

17.1.12 EREMEER
%%ww&%ﬁ%zuﬁﬁévf7m%ﬁy/mW%®#%@
HEBRICHB T 57 N URERSIC X 2 IRBHEUEYYE IS T 56
RITRD LI TH B,




e (BE) 100~200mg X 31 18. %{iﬂl%&iﬁ:
TR o gl e (0 18.1 {ER
BHEMER/FIER | Bh= (%) N

RIER, FRLIE, BB 68/70 o7. 1 DA T H LR T 0% AR ESHT 5
500mg X 1[Al/ H O AL L OH IS T 5 B A K QS O FEER Za—% ) u SRR OPIHMAIT, MEONAY ¥ 4 L—RA K
BT — 21370, G EHRAYAFT—EVIZ/EH L, DNAEREZET 5, DAY ¥

(EEMF%. BFI2R. aL3) AL—RAKF N RRA YA T—PNHEFEIZA 72X 00

17.1.13 ERFE MEER RG0S Tho7z, PIEERIIZRENTH Y . MICFHTDOR
HRUMEB R BHF T D LA 7 134 o L KR OIS Bk HETHR AR B 7239~
BT DHRFE, PALEXT/, Hreas i —BEICLD 18.2 MEEA
I RYSEI ST 2 BRI D LB Y TH D, LARZaxh oo, sEMEEE &0 7 7 ABEETEL O Z

LEEMEREBEICR U, JREIARPIE A bV EHF L, 7 KUEk
4, (B%) 100~200mg X35 B, Lo BRER. WiEREE. WBEREER. 72 b ONC KB
ATMERL/HEAERT | ATh () VLT VETR, ETF TR TRT U AR, EAHKT - E

TG 115/119 96.6 NH=—, TrEeT T REGUENMER, REEZ ST

[P " 100 7R OREEREE Y T AAMEEE, W, LT AT PR, L

- 3/3 100 UAERXTE, XS NA MV T hav B RE, T XER I

NIRPUETEMEZ R Lc, 72, RIEE, W, <X ME, 7

it 119/123 96.7 e TR, BRFE, QY ryFT (a2vTT - TAX

500mg X 1[8]/ H O fiE R O &I 5 B A KR OV O B R T4), hTa—=—<=IFIVT (VIFIVT - hTavwT 4
BR T — & |70, ), MR I7I07 (V79I VT cma—F=x), ik~ A

(ERBHx. BEREL. TR ATFTAY (A AT TR~V - ma—F=x) I LTHHE

17.1. 14 ERSMEAER T1ER LT, ERE~ U ZABYIRERBRICB N T, LAR7e ¥
WE AR, EREEES, BHRREICHT AL AT e Y ATEN T IR R A R L7239 40, 49 ~8D)

KR OIESHRRERICIIT D L v FERE BT L AR - e 18.3 WEEICRIEFTRERVAEORE
SMBHEURYVE I T 2 AR O LB Y ThH 5, In vitro Tt MMLPREHERS & B I BB L2 T LB

(B4) 100~200mg X 31 C. 500mgl H 1[a[#% 513 100mgl A 3[E#5- & Lhlg LT, FiRERE

KL ~ & T UK ORI L % 30 L7259, [7. 12808)
HEER/RIER | AhE (%)
M, W EB s, WAk 171/205 83. 4 19. FRAS BT HEILFRHR
; - — — x4 LR 7 ey k¥ (Levofloxacin Hydrate)
50(_),Tgx LB/ B ORERCRRICE T 5 BARR ORI OBIRE b4 : (3S)-9-Fluoro-3-methyl-10-(4-methylpiperazin—1-
'5%7—_& lifsb Yo . . R yl) -7-ox0-2, 3-dihydro-7H -pyrido[1, 2, 3—de ] [1, 4]
) AR OAGR S IR OM R, VAT s rre L benzoxazine—6—carboxylic acid hemihydrate
T500mg lEI_ 1E<TH 5, 43 F3 1 CigHaoFN3Os + 1/5Ho0

17.1 BERTERAETSF 418 370.38

17.2.1 PRZRMRE (RUEHEEH - RBk) PRI ARSI G A~ A RO UL TEO R R T H

ZPETHEE - RAkR O ANBFIC LA 7 a4 500mg 1H 1[E] 7.
Beli L, RAMER, RPTITRROBRIVER L D LR &% AR LERL (100) IV R09< L KU A & —/1ie
Y ORPEERT Uiz, BESRTTRROERSR (Gl RBREITITS <L =& ) — (99, 5) ITEEIFIZ < VY,
H) 1395.0% (19/206) TH-7D, A 0. ol /LIRSS 5.

11.2.7 FRik - HE8RRERIE ARITHIC & o Tl & ISR A @Ic R 5,

PRI « PESRRYLIE (RVERUMIVEREE S . EMEMEREE SR . JEWRES Bl K9226°C (49 fi%)

PERIER (77297 « FTa~7 4 AR | APEMBE LN (LM CH
PRI B OVEERE B Bk GHEMER O 29T - hTaw \N/ﬁ 0/\rf’_.H
T4 AM)) BRBICLRT 2 XL 0 500mgm 1 H IS L, bN N

AR O et 2 iEt LTz,

* 2H20
BHROARIT, AVEEMMEREDE 297, 4% (37/3861) . 4 ‘

PEIEIDEZ82. 9% (29/35f) . FEWKEE L IRIE 5684. 8% (28/334) F COzH
VMBI SLIR A L00% (2/201) . ZAREREEL 1k 2e80% (4/5 0
#l) THoY,
17.2.3 EMARHEEBRE 1. a%
VAR 7 1 22 500mgl HLET H NS 1 L, JHEE T4 (LD R3S LRI [H4))

506 [1082 (PTP) X5]

1008 [108E (PTP) X 10]
(LRZ7axH52 o 8500mg T&HKDD
508 [58E (PTP) X 10]

1008 [58E (PTP) X20]

SER (VT7IVT7 - hTavT 4 A RO E NSRRI
T BHAIER NEEMEZ RS L, SRBOAMRIT, FEMHE
WrESHER (77307 « bTa~T 4 AtE) 94.4% (17/18
B, FENEYR4. 1% (18/1961) TH 7237,

17. 2. 4 B SRR (RIS

hH% - BIEIER OB ABEIC LR T 1 %92 2500mgl A 1]a] 23. TEXH

#h L, ESREENA~OBITIER OG22 R L, #9% 1) JEAE B G e R R R 3 - LR W S A o
BOFBERIT, FHI100.0% (13/1361), Bl#ZIESKSS. 9% (73/ EIE

85%) TdH o729, 2) Effects of Renal Dysfunction (7 7 B KEE : 20094F4 H

22 A KGR, HEEERHMYE2.7.6.4)
3) MEH I . HARBHTESSHERE 1997 ;5 30(2) : 109-115
4) Kanamori M, et al. : ERPRIKFE 2001 ; 32(3) : 91-99
5) 2R AE L CO/BR L EBOMIT (7 7y b iliiie
Ny 7201010 H 27 7R, HREEERMEEE2. 7. 2. 3)
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Fa—UrU AT ¢ ARKESHALNE R
VAR 7 a4 o 8E250mg [#54K) - 500mg T8 ] D4
LR R SR ER BT 5 SR
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I FEA o EaEvERHgAR 2011 ;5 104(8) : 591-605
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