703800/R32

- _ . . BAEAEER S EES
% 202049 AR (BB1RO) _:L_#/I:I/%ﬁl:”n;gﬁu e =
Sz S0 KRS
Bk Eng BAERH MRX70O0x%5220MNIVERIESE
HHE : 34
B 7 & P - F LT
9 %150
AT mg
H ®
Tosuxacin® Tablets
75mg 150mg
B E S | 20200AMZ00110000 | 20200AMZ00111000
P T - IS O & ) I B 2 T L 1990471 199074 F
. SHEERIIHRICEET 33E
2. BE (ROBEICHBELEWI E ” .
(Wbﬁﬁ(;* FEBEELENCS) (ﬂEI“E BEK. Rk (RHERRSBEE0). AMSEZR. B
BE7<
2.1 KA OBV LB DB 0 3 7 % Rk, FEK WARR
0;'.7%1,&_ SR - MumAwsEEIE i HOF % | VESIE L, ?ﬁi%?’“%@%%‘l‘ﬁk%
) HIWT L 72 Ty ARH S Y | RN
2.2 MR SITHHR L Cu 2 THERE O 5 2 ek [9.5.1, 9.5 280 HRTL A= G ARG AR E RIS o G A5 % =
6. AERUHAE
3. MR - #HR (B, BER. BF 7R NTF TR
3.1 #ER WL, RACH LT, PATOFHF YL b Y VEREARI E LT
WoE kA% 4 2 §ET5mg b 2% 2 §E150mg H300~450mg (b A7 0 ¥4 v & L T204~306mg) %2~3MHIZ
LY lﬁrm Eﬁi J;ni;u:;w %bm b?ﬁfﬂ;uiwwfsjgz:/ T LTRSS
& 43 > b YOVEREE KA 75.0mg | ¥ k¥ OVEREE KA .Omg e P
(bA7BHF42 > & LTElmg) | (bA7EFH > & LT102me) <%%ﬁ* Eﬁﬁﬂﬁ)
S R SIS RS LT AT O F YT s bV OVERE KR E L CLH
AL A3, L KOS S 7ublert—2, 2577 Vh 450mg(1\7\713ﬁ%47‘//<‘: L "C306mg) % 3[ml1253E L CTREO# 5§ %0
w o Al T IRV A, bTaAa—A, B)FFTLFL > (105) BF7Z. INFFTR)
VAFYTUELY B) FUa—n, Fus, BibFy . h N
e L BACH LT, R AT B S MR & L)
3.2 SIFI DM H600mg (M A 7B F4 L >k L T408mg) Z4MI245E L TI14H
i S ] o HREL 59 %o
WizE 4, el Ea N BB T 7 AL 8T T T AR GEGNI BT, EGSE O
FOEIRIC & 0 @ IS 555, TEIE IR RA T3 & Bb I b E
. Q @ HE BHZIE b A7 T %42 2 b Y OVEIEARRIY & LCTIH600mg (N A
W+ L85 1 2 % %
Py | M TEFHFY YL LT08me) EREOEET 2o
o oo s 7. BARUARICEET 538
éij s BBF 7R, INTFTR)
b AS 9 L RI50mg T P 74 BRABEI T 20 4S5, G5, &5, BRR
wE s P4y DR EHEORIUELS 5 2 &,
8.6mm 4. 7mm 298mg (b"zf‘)

4. hEETEhE

(BICERE)
FZ7OXY D DICBREOT FIHEE. LoYEEE. MABE
RZDUCMMABEEET). BERERE. HE. €57€7 (7
SUNXAT)hET—) X ®ERE. KIEE. FHFE. YILVERTE.
FI7RAEA. NFFI7IE, P haAOnNy2—-gE, JLITYISE. T
>Fanya—g. €5F7E. ATV XE. ENVHERT - EIL
HZ—. Z7OEF>I7RE. AL THEA. 1 > 7L I HHE. RIEA.
N=FRKIWFYF RN T A7/ bAKEFR (2 FPEFR):
YIWRTAVTP. PORMNNIE—B. XT XML T AVAHZR
B. NTFO4TFXB. FLRTFIB. 7UV%xHE. bZ73—-<9F
IV7 W3V 7 - b7AYT1R)

(EISAE)
RIEMBREBRE. REMRERRE. U2 /NE - UL /NHR, 18
HIREE. &8 (LREREZHD H0). HME - RIERVFHE

SO REES. FRK. IMEAERE. SER. BIEX. HiE -
BER. RHR RHRABERBZEL). aMREBEXR. MR, 84
FRIBHREDRELR, BRK. BZBX. siLRR (RME. 18
M) . FBELEGERX BIEAR). REX. BEX. BERX. BEEH
BRBFIRINTFITZA ALT NIV VRER, FERBRE.
FEFERR. REX. THE. BRIRERX. SHEX. FER.
FER. MLIRMMERIRA. SEAMEA. EEAEX. X, xE

BEl&

7.2 BHOSER OHEREIIENZIE, 7 a7y 2o TKE
PRS- 4 — (CDC) 2860 H 0¥ 5% i L T\ 5, [8.45 1]

8. ERLERNER

(RhEESEE)

8. 1 7!‘%' ORI 725 TE THERE OSEBSEZ P <72, Eﬁﬂt L

ZMERMERR L . B 0GR L e m NROBI o512 L &
&béuko
8.2 KENRE. KENRMBEZGISEI S L0HHDT, BlEL T
A7) & &by JEER MR U RIS A O REIR DS S B b
N7-HEIIEES _l:lifﬁ@u BeZTH L) BEIRET LI L,
[9.1.3, 11.1.11&H]

8.3 SEHEE ., MEMEE s HIRESOEE S
[, BESH Db, ENHHOT, B
[11.1.4, 11.1.5ZH]

(RAE)

8.4 RHIBeG- L. BIVER R ORI A I 0 MR LB S O SEBLTHF IS
HET LI L, [7.28H]

9. FENEREZH I HBEICHT IR

9.1 BHHE - IEEZDH 3 BE

9.1.1 TAPAZOERBERBNIICNS OREEDSH 5 EE
RIS LD D, [11.1.32H]

R, R RE
w12 &,



9.1.2 EEBHENEDEE
TNATF T RBEETEREEL S D EOREDDH b,
[11.1.15&:H]

9.1.3 XEMREXR (I KENIRFEREZ G TV EBE. KBIREXIZIK
HIREEEOBE. REEE L IRV XVEF (WIV7 7 VIERES)
cHIBE
VR U CHRMAEOERZ ZET 5 2 Lo I OEFEIEICE
W, 7oA F ) a SRR RS- RBIIRIE & O R B IR A
DFELE) A7 DN 72 & OWED D Bo [8.2, 11.1.11BH]

9.2 BREEEERE

9.2.1 BENBEENDHZBE
b - TGEBOMEY) 2R T2 CEEICKG T L &
WIMHEE DT 22 Ehd b, [16.6.15M]

9.5 %1%

(RE. AL L)

9.5.1 I AR L TV DI REED & 2 LWHEIZIZ S LewnwZ &,
[2.221]

(RE. AL Z)

9.5.2 MRIFIIER L TV B W RetE D & 5 kI, G LoF HE
DEbEEE RS LTSN GEICOAEE T2 L [2.28]]

9.6 &L
BALZWIEDNET L, BATNOBITPHRE SN TV,

9.

9.

[16.3.1Z:H#]

7 R

AR, Al AR 2 R e LRSI ERL T

R\, [16.22 1]
=

9.8.1 EEEDDH 5 bNRTWEDHENDH S, [11.1.135H]

9.8.2 HEILUNCHGMIBITREEL ., MEICHTG T 52 L KHlI3FE
L TR PR S A0, s CTIEBRESRT L Tnad 2L
L7z, B ILTIRFEAFHE T 5 BZNDH %, [16.5,16.6. 1]

10. HE{ER
10.2 BEAER (BFRICEETSCL)

11.
WORWERDH H b D 2 E05H 5 DT, Blgx T5iiTv., By

Bk FRARIEIR - H 8 ik W - fali T
TATA Y BRBENIZT A 740 Y1 |7 74740 YOIFT
T T4 KM H400mg & A#]1 H450mg % | A2 3 L. i b i

BEHLZEZ A, 7474
Vv O E MR, B
H3HHCL.13f%. 5HHT
312310 ERER LIz E
DL D b o

T4 7 4) Y OREEIR
L 7R e, M. AEIR,
) PhHLbNbLBZ
Nhd b0, Blgx 5
AT HiHRiREE=51)
TERAT) L EEETHI L,

[Nt 1 P I/ S
nctws,
fEb R T mlE. FHEO

HhEEs

7z Z)VEEERSR, Ta ¥
CERAIEA T 1A N 4
bl
DA WS o UV N
u¥y7sua7oyF )
v LKA

DD b D I LD
%o

B2 01T ERAS
& b bz E I HH D
BTG Edk L SGEER &
U D I ] 70 SR |2
T HEEEERT S L,

B KA IS BT S
GABANZ RN ORE A FLE
PEIASIEA T 1 4 RPN 228
FEANC L DR EN D Z
EuEFLEZON TV,
fal il T - milE. TAe
ASEEREMER B E IS
DYEEEDD 2 BH. WIE
DR

TIVI=ZTAXIF~Y T Ay
LG ORIEEAR. BRH.
N bEA A
BORBRALT VI =Y A
7V

WAL~ 7R > A
VEg e i T PN
TERE BRI 71 )V o vy W

RH ORI RATRES S 1D B
TNHH 5,
[FIRE% 5% BT B 70 SRR
TAHZ L,

[ JE R s A A el R
TEOFIEZ T L. AH D
HALE 2> 5 OWIHMR T 3
BT ENFWEESN TV,

R R BV E V] (RO
FiINIRE vy;i)]
TV k=vnar
ROV Fy o

MEEED ) A7 AT 5
LOWEDH D, ZhHD
EH & O, EFR LD
AR PED etk & LI 55
GORETHIE,

BRI

BEI{ER

BRSO LN E 3G Ik § 2 % SE R LEEAT) 2 o

1.1 EXEEEAR

N1 2avy, 7r747%— (FREH, FE. £57%) (\»
T HEAH)

11.1.2 hEMERRIEFERMAELE (Toxic Epidermal Necrolysis : TEN).
RBFEEIRAEMZEEE (Stevens—JohnsonfEREE) (W37 4HEARN])

11.1.3 B, BEEE BEHEHEXE) (WINLHERH)
[9.1.12H]

11.1.4 2MEBEE, BMEMER. BEREE (W3 HEARH)
SVEEREE, MEMERL. BURBESOEELRBEREND LD
L ENDH L, [8.32H]

11.1.5 FAReES. |E (Wb HEARH)

[8.3%M#]

11.1.6 SEFENERE. /MRS (W31 BIEARH)

FEBIHBESA B T - HIINEEAT D & DI 735 A I IR & AT
BEDRO SN G Ak L, Y2 EZ1T) 2k,

11.1.7 BEMXBREONEEF>EELKEBR HEARH)

JEH . MO TR D S b Haicid, EhickS 2 ikt a7%
EWY R MERIT) L,

11.1.8 BEMMRE, IFERERMER R (V3710 b HEEARH)

FEE. WG, VPR PRIEE, MOEXAREE. RS S A ) MR
Wige. HFERERIEMI 5038 bbb 2 ENRH LD T, DL HRIE
K3 d bbb a IS ik L, BB E RV E CH oY
FEOBY R WEEITH) 2 L,

11.1.9 HERUBBARE CHEAH)

S B EEEAL A P O MR RUVIE D D SN D Z LB D,
W, B, CKER.. MR CREIF7aey E/BH 5D
NZZGE IS 2R L, Sy 0LEZIT) 2 L,

11.1.10 {EM#E (HEAH)

EE, BEERE, BIRFEEETH LD TV,
11.1.11 KEWRIE. KEIARAERE (V370 HEAH)
[8.2. 9.1.3&H4]

11.1.12 REHEREE (HEAH)

LU, BT, FEASEOIERAFRD & a3 2 ik
L. YR 0EE179 2k,

11.1.13 7X L RARE. RMEEOREE (HEAH)
B OR A TEIE, SEREOIEIRD TR b N YA i3 &
1L, @Y AEEITH 2 &, [9.8.1%H]

11.1.14 $BRIEIR CGHEEAHT)

KI5 CARZEORMERD S 5 bN b 2 LD 5,

11.1.15 EEHEDEOEIL (HEARDH)

[9.1.25H]
1.2 ZOMBOEIEA

0.1~ 1% ™ 0. 1% ™ BEAY
S E 5% TR BB, | URGREUE
FEEk
e BUNLES. IR VA e A= ¥ A
TNk AST ES. ALTL
. Al-PR&. LDH
b5 y-GTPLEA.
YYLE s LR
HAL# B AP, E | MR, S
Loy THI-EREE, 8- | EEORIR, R, 1
g W%, g, Hik
ik BRI A IFERER
W%, MR
<y
JiUEUE =Y Ui, O F Vv, LU | KI5
. AR, IRER
ZDfth PR PO, RILIE

1) BB L AR OB BERE Y 45 L 22 5B

14. BRALOZEE

14.1 ZHZAEDEE
PTPEEOIEANIPTPY — b2 5D ML CTIRHT 5 L) 58352
&o PTPY — bORAFRIC LD | TSR AREAT AR AT L, B
3ZEfLE B L CHEMIARSORELR GHEL BT 22805 b,



15. ZOfEDZEE

15.2 FERRPREER ICE D < 153§
By FEER (Lh#K) T50mg/kg. 500mg/kg% 14H L1455 L 7=
FR BERE (LB m ik m B AIED 2 WIZ TS A) A
RS L OGN D LY, [9.75H]

16. EYENE
16.1 M

REHER AL 150mg X 13300me % B RIS Lz 2o M A 7034
COIMPEEIIUTOEB) THDHY,

s . Cmax Tmax Tz AUC
BT e (ug/mL) (hr) (hr) (ug- hr/mL)
150mg 34 0.54 2.00 4.85 4.95
300mg 5 1.06 2.16 4.44 8.97
£— 300mg (n=5)
10 - o—e 150mg (n=34)
05 -
1m
iy
b3
-3
( pgmL)
01
0.05 -
0.01 ! ! ! ! !
2 4 6 8 12
B R (hr)
16.3 90
16.3.1 fHBAFEIT
(1) mhkias

1125 T WA AR W 1T B 3 312 150~ 300mg % Z2 R I B[S 13 G- L 72 & &
HRRPY I E 12130~19547T0.66~1.08 u g/g% /< L 727

(2) mEgE

18 P SV S 8 L OVl AU O g & DR FB A 20012 150mg & L LI 19 5 L 72
L& R R 132~ 3T %120 31 w g/mL K% N0, 34 1 g¢/mLOEAS:
S5, 6~8IFRIIC00.20 u g/mLET . TH - 729,

(3) mIILARAERE

HSZ R AR ICRE FAlT G 56112 150mg & ZEE IR HL RIS 1 5 L 72 & &0 HLAR P
FEIL 2R T0.120 u g/ g ARETO0.245 u g/g% R L 727,

(4) FBEHEE

B B B 26012450mg (150mg % 3/H) % 7H X 1X10 H # i T A HE %
G L7z 8 &, BT HLRE N I B L IR 51413557 T2.5 u g/g. 22557 T1.43
ug/gw R L7zY,

(5) Z DAt

TCHEVESALAEY . BB, ARZEALREY . FORD . WERCV. 0D, Pokalny . B
WS BT R BT RO 5N T D, 2 FLT AL BT 2, [9.65 ]
16.4 X35

TR N6H12150me % SR H RS- Lz & & KA REkE LT
PRI OB IHEIE S 725, KRB 2O R R T s o
BARDIRAICHERR S 721
16.5 HEitt

TERER 66112 150mg % AR H S L7z & & 2486 £ TOREALAED
PRABENEH1345.8% CTd o 7219, F 7z, RE#W b & 72245 £ TORPBHE
[ALER1E50.7% Td > 729, [9.8.2%]
16.6 HENEREZHT2EBE
16.6.1 BiEEEEEOMFPIRE

RN EH 12150me x ARG Lz L & kREO L B Bk
DOICTF I I B (Tr2) OEEARES SN2, [9.2.1, 9.8.220]

Bi#121.65 u g/mL. WM 121.6 u g/mLO MY — 7 %R L, 5
B OB CEMNTILHIZT.31% K U8 33%AS L & 117217

17. BRERRGIE

17.1 HEHIHRURLMICET 2558

17.1.1 ERERFRRER
FEI PN ) [ S A B C S0 & A7 — X BR R Gl B e OV I Ml e e s Tl AR S
T F 7 AL 8T F 7 ATIE BRIERIS, 23280120 W CTARAIO R AT S,
ZOWMEIIREDEBY TH D,
F7o, ZHEEMILEGABC, WIREREAED | MR B AE | BRI A
MR GED B G R EEURGE . R R, sRE - LSRRI
FEPNZ O WTARAIOH AR EO SN T 5,
BB, FIHICBE T A EEIESNIZEFMC B THE SN Tw ARy,

f3stis B HRE (%)

218 B FEIE X (132/39)
BASE lmewgowmes 0 | 87.0 (41162
”””””” 72
”””””” 32149
”””””” (4o

HIRHEIE (138/ 44)
S e T T Y ( Cons ony
ey | 857 (18/20

E SIS Rk (eRES (132/37)
RS wEx | 0.9 (/1)

- 5 T A e NHEH - WEBH 45 (207 21)
kg (RIS E L) | 89.6 (60/70)
ateELE | 849 (120152
we | ez (1123
712 (305/3%5)

PRESIEGIE (601/713)
”””””” 100155)
”””””” (v
”””””” (200200
”””””” a7

JIEE R GIE 2 (23/27)
”””””” (/2

55 R 2 (119/125)
w0 (88
w0 (v

I N BEIE 96.6 ( 28/ 29)
R 966 (56/58
w04 (452

TR e 66.7 ( 12/ 18)
R 900 (54760
39 (31/33)

H GRS 94.1 ( 32/ 34)
R o m2 (s
T3 (560
w0 ( 9100

WAL - CIPESVRE 81.4 ( 70/ 86)
TR RAE 837 (41/49)
854 (829%)

T pRERE E OFE (Cer @ mL/min) BI%L Tz (hr)
IEH## (Cer=80) 5 3.9
B (80>Cer=50) 3 4.0
PR (50>Cer=20) 2 9.8
i (20>Cer) 4 10.5

16.6.2 B BEDMFIRE
MENT EFH200112150mg & IR R IR OG- Lz & & T e 1.5

18. EERpEIE
18.1 {EAHFRF
FHEODNAY ¥ 4 L— AR MRA VY AT —ENZHE L, HRIIERT 52,
18.2 HEMEMA
FA7BXH T AT T AR BEEISE L, BEVIEARS PLER
L. TOEHIIRHENTH 5.
T RYIRKEE. LoV IERER MR (=) Uit R & S )|
KBw., 7V 7YTI)E, A2 7V, @GR, N7 7oA 7 28I
HLUCENMENER LR, 720 v9a—-<x29397 (49397
FTARTAR), FT AW, NTF T AR L CHENZIE 2R L
7259 a L S AMICso, MICold #1241 =0.006 4 g/mL. 0.05
ug/mLTdH o722, B, FIARIZK 3 5MICIZ0.012 4 g¢/mL (10°cell/mL
PHRE) Th o7z,
7#) CLSI (Clinical and Laboratory Standards Institute) o | % #& # (2 & O %,
Penicillin (Oral penicillin V) (283 2MICA2 u g/mLEL O % <=2 ) Ytk
Jili SR &5 L7z,



18.3 SREREVERLAE (XY 5 ARERIR
FEERIIAER L 72~ 7 A& B GiE. KT IR B Rhgs, Mide, RIEEEAE
T T WO & B R ISE LR L PURT) % RS 2 i R 2 7R L 72590759
T2 v MREMBROBHEFMIETOFVERT - T2 F ) T4 714 AD
HITENBGFZER I BT, MIIERAT LB TORIE 1T A 7 a F4 2
N 7aFRFy s L DERLTHLY,

18.4 T4
W7 ol KBHE. £ 977 - b2t A, IR Z TV E R
PR BT 2 ) L 22 RE R, T OBEIIRP, 20 Ny TFaAL TR -
777 ADWmAHERAEC X B EEA TR MICO RAF8RHRA £
THD LN o725,

19. FRSICAY 2 EBEZHE

—fEBIRRE C P AT EY Y v b Y OVERIEARFIY (Tosufloxacin Tosilate
Hydrate)

W5 @ TFLX (A 70F43 )

1224+ 7-[(3RS) -3~ Aminopyrrolidin-1-yl]-1- (2, 4-difluorophenyl) -6-fluoro-
4-0x0-1,4-dihydro-1,8-naphthyridine-3-carboxylic acid mono—4-
toluenesulfonate monohydrate

13 CioHisFaNiOs - C7HsOsS - H20

3t 594.56

i

SOsH
' /©/ ’ HQO
= HsC

CO:zH

0 RUGHERMSE

IR B~ GO HEONETH L. NN-FAF VALV AT I FIZ
BIFRT LAY 7 = VIZRRBEITIZ L K= 7 —)v (99.5) 1213
EAEET R,
AF 7= VEEH (1-100) (e 7R & v,

s #9254 (430fR)

22. ‘a3

(M Z%Y 2 8R75mg)
1005 [10%E (PTP) x10]

(b ZFH 2 2 8E150mg)
1008t [10%E (PTP) x10]
3008 [1588 (PTP) x20]
5008 [10%8 (PTP) x50]
9008t [1588 (PTP) x60]

23. FEXH

1) RSB R R AL AR DU S O F5 ] &
2) Sieb,J.P. : Neurology. 1998 ; 50 : 804-807

3) R B BT

4) FEARE— AL O . 1990 5 6 (8) : 1694-1705

5) JAAFIE=1%7* : Chemotherapy. 1988 : 36 (S-9) : 1341-1353
6) FBZEP#IEA © Chemotherapy. 1988 : 36 (S-9) : 699-709

7)  #E)IEAIZ2 © Chemotherapy. 1988 : 36 (S-9) : 1074-1090
8) AT : Chemotherapy. 1988 ; 36 (S-9) : 1288-1327
9) RMi# |37 © Chemotherapy. 1988 : 36 (S-9) : 1214-1228
10) #41341F A © Chemotherapy. 1988 : 36 (S-9) : 814-841

11) 14 R¥ARIZA © Chemotherapy. 1988 ; 36 (S-9) : 1488-1507
12) JH# 135 : Chemotherapy. 1988 ; 36 (S-9) : 1426-1429
13) MEUEE A 1TA - B &R, 19925 26 (8) © 2731-2734

14) HAF2£127> © Chemotherapy. 1988 ; 36 (S-9) : 710-726

15) HH# T4 © Chemotherapy. 1988 : 36 (S-9) : 208-215

16) | EJEHF A ¢ Chemotherapy. 1988 : 36 (S-9) : 158-180
17) WiH#&EZA © Chemotherapy. 1988 ; 36 (S-9) : 187-194
18) JHEA—FI3A : Chemotherapy. 1989 : 37 (8) : 1086-1118
19) H=EE 37> © Chemotherapy. 1989 : 37 (5) : 646-669

20) FAHEEZ2 - Chemotherapy. 1989 ; 37 (7) : 923-968

21) EtEALEA © Chemotherapy. 1989 : 37 (6) : 796-837

22) BypRTE(IA 0 HE L ERR. 1989 35 (3) 1 540-562

23) A ARWERIT A © s REY . 1989 5 8 (1) @ 31-56

24) HILIIFII 0 7S LWIRER. 2006 : 23 (BI%&) © 3-11

25) HE%—IHEIZ7)> © Chemotherapy. 1988 ;36 (S-9) : 1-18

26) HORMEEIEA ¢ VEHAWIREFF. 1994 1 56 (4) : 461-464

27)

28)
29)
30)
31)
32)
33)
34)
35)

24,

TR 16-2, BIAZIR g A H B4R, RIS, R/ u v E T4 7
AT A, 1991 - 182-188

KRVGEIEIEA - fEA k. 1993 542 (8) : 2571-2577

AZEMA—HBIE A« GRE#ERE . 1996 5 70 (7) : 727-745

VGEFIREIE 2 © Chemotherapy. 1988 : 36 (S-9) : 68-88

P IE2 © Chemotherapy. 1988 : 36 (S-9) : 110-115

TLEHA T35 © Chemotherapy. 1988 : 36 (S-9) : 36-58

113757137 : Chemotherapy. 1994 ; 42 (3) : 297-304

Noumi, T., et al. : Antimicrob.Agents Chemother. 1990 : 34 (6) : 949-953
IR E 2 © Chemotherapy. 1988 : 36 (S-9) : 59-67
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