2024 4 2 AELET (8 1 hR)

I ¢ BIRRTE
BRI 3 &

WFBERER  FR-EMEOLAFLBICLVERT AL

[LEEEROMERAE
BAZERA ~RX7OFY9YV Y MY)VERIEEE

RA70O0FYY M) s 75mel TCKU
RZ270O0FYY /M) B8EsR150mel TCK

TOSUFLOXACIN TOSILATE Tablets [TCK]

BAREERDEES
876241
& 75mg & 150mg
ERES 22100AMX02089000 22100AMX02090000
HRoehae 2009 % 11 H 2009 % 11 A

2. &Z=2
D= 7N

GRESLE)

(RDEBEICIFIZRS UV E)

2.1 FRIDRS IR WS D BEEED & 2 BF
(FE. IL3RUSH
2.2 HRXIIER L TW 2 AR D & 52t [9.5.1 ,9.5.2 %

]
3. fERE - MR
3.1 f8m
HR7e44 BHAG (1 #EH) A
wEELa—Z, b
MZ7aFH T h oL FOavFy AU
FZ7D$#>>HAb%§§ﬂ%(EE) Pnjifggkﬁg
b7 o—A., L- INT
BIRSE TSmg ITCK) | (137 ns 9200 LT | L g, rmmge 1o
Slmg) v Fuiltilo—
2, &K B A
A E-N 7\7‘7')\/@&':77
A7 TFH TV UL | R
BB KT (T;J%')/ ES AN <av b SwEs
AR D% 1581mg A RUAFTIFLY
B8 48E 150mg [ TCK] (FRTUFHS v ELT ﬂ:i‘)z‘ffr:/fml:"l/‘/
Jya—)., BlLF¥
102mg) .
A% arANely)
3.2 SWEIDMIR
B A iZ =5 Bl
g BEmm |Es (mm) | Z@mg | Ak | a-F
A E B
VbV [ @ Sonn | TU
75mg AT 703
[TCKI 7.1 34 150
AT E S/ o
A2 3% — gens | Tu
150mg ST 704
[TCK] 7T
8.6 47 300

4. FHEEXIFTHR

GEINETE)
RRT7OFDIVICREDOT ROKER. LVUIRER. FNER
B (RZVUVIEMRBREZZD). BERERE. #E. €57
€3 (TSUNRXD) - h95—UR, WEE. XBE. KRG
BIVERSE. FIRE. NSFIRE. YhONII—RB. 7
LIYISRE. Tv7ONT79—R. E5F7E. 7O79RE.
FBIVARS - BILHZ=—, ZPOEFVY7E. AUSE. 4177
WIVYE, &REBE. N\—IHRILFU7 - /Y7 A5/ MOK
EFRA(FYREFR) RILNTAUTP, PIRMNTI—E. X
FPRANVTFROVvAHREB. NITOA4TRB. FURTIE. 7
JXE. FSO—<IIZI7 (IS=ZI7 - bZAXTARA)

GERVEE

RIEMREBRE. REMRBRPIE. UV/INE - UVIVER,
IBMRRE. S8 (LIREREZHSBOD). S5 - BERUF
MRIFORERR. RK. IIFIAEERS. B8R, BEERX.
HEE - IREEK. Rk (RBERSEZS0). SItKEIR.
i, 1BMIFIRESRED RS BhR. BRER, AR
K (SMHE. 1BME) . BRLEMR EIERR). RiERX. BERX.
REER, BREMBERX. BF IR NSFIR, JL3. NLhU
VIR, FEARE. FEMESR. RERX. ZHE. BIRER
K. NER. ERX, BISER. CRMERIRRA. SEEHEER.
HEEEERN. XK. RKE

5. MEENIESHRICEHET BER
(IHEE - WREER. mtkR (RUtEEERSZZ0). SIMER.
RREER. PER. BISER)
[(IMEMEBEEEROFES ] Y 22B L, REERSOLE
el Lz BT FRlOKREPET S S N 255810H%5
ERCRa

6. BiENUAZE

(BEEN. BEN. BF IR, INSF TS

BE. BRAICHLT PRAT7aF9 Y M UILEREKRNMELT
1 H300 ~ 450mg ( h27aF 4 >&LT 204 ~306mg) %
2~ 3 EICTEILTROKST %,

(BEEN. BEIN)

EHEL BRAICRLT hA7aF5 T2 M LVERIE/KFME LT
1 H450mg (h270%H > ELT 306mg) % 3 EICHEILT
BO®/E59 5,

BF IR, INSFTR)

BE. BRAICHLT, bRA70F5 T2 b VIVEREKII & LT
1 H600mg (FRA70F43 &L T408mg) % 4 HIC5E
LT 14 HEROKE T %,

B BFT A RNTF T AERIEFMICBVTIE, BEED
EEEOERICK DEEREET 25, EEXIHEA+SEE
DONBEFNIE N AT aFH v M VIVEREKIMELTL H
600mg (FA70FH & LT 408mg) #RFOKXET 5,

7. BERUAZICEET 5
BFIR. INSFITR)

7.0 BEAMEICT A0 14 HEERST 5. 8. #5F1. @&
FREEOREEHEOHRBIEET S &,

(BRIE)

7.2 REOHKEROCEREMNGNCIZ, Y FoyaFdriconT
KEBEREE L V¥ — (CDC) », 60 HEOHEEGZ#EL ¢
W3, [8.4 %R]



8. EEREANIE
(ZhaETLE)

8.1 AEIDMERICH 72> Tld. MHERHOFKREZEZH /2D, JFHI
ELTRZM2IER L. BROBE LNE L2 H/NEORR O
Bizewnrl e,

8.2 KERAE. KERMEEEZEIESRITIENDHDT, BES
T T BT, . B EEHIORAEOERDS H
SEOLNIBEICIES ICEMOBERZ ST 5 L) EHEICKEET
52 &, [9.1.3,11.1.11 ]

8.3 AMBRE, MEMEBER. THERFESOEELBTRE. i
WRERE, BHESD6DLNEZ ENDHHDT, EHNICHEZ
752 &6 [11.1.4,11.1.5 B8]

(BRE)

8.4 BHiHEGHIX. BIEARUVEKAMEMOBREZHFORIHFIC

BICEET AL, (7.2 B8]

9. BENEERZEEIIEEICATIIEE

9.1 BHE - BIFREEDHZEE

9.1.1 TAMAZEDEEREERIEIINSDEFEREDSH DEE
BRAHRIITIETH B, [11.1.3 ZE]

9.1.2 EEMEIEDEE
ZLFaF ) urrfERECERFELLSE2EOHRE? BdH
%o [11.1.15 %H8]

9.1.3 RENREN T AEIREH ZSH L TLDEE. KBIREX
FARBNREBEDOEEE. REEEULLLFURIRF (RILT7Y
fEIREEE) #HJ2EE
DBEIZISCTEBREOERE2ERT 5 Z & B OEEM
FICBWVWT, 7LhA0F /0y RAEER G5B ISR IRE &
ORBIRFEBEOFE ) R PEIMULI-EOREDH 5. [8.2,
11.1.11 B8]

9.2 BikpElEERE

9.2.1 BEDEBEEDHDEE
BEE - BERRBOEY ZHAF 2T 22 CEEICRE TSI L,
BOLINFBESERT A2 EH 5, [16.6.1 BF]

9.5 1Ii®
(RE. LTS

9.5.1 HREXITHER L TWAAREEDOH 2 ICIFHE LN
L. [2.2 B8]

(RE. L)

9.5.2 HRERXIIER L T WA AREED H B tEIc X, BB LOF
WSHEDEEEZE EES RS NE2EEICOARET S &,
(2.2 2]

9.6 FHIw
BALBEWCENEE L. BAFAOBITHARES N TV 5,
[16.3.1 2[A]

9.7 INR
BHAERKRER. HIERROAR 2R E U BERHEIZEH L
Tz, [15.2 2E]

9.8 SimE

9.8.1 BEESHOLONPTWVEDHENH S, [11.1.13 ZE]

9.8.2 BT EHEBICERL., HEILHST 52 L. KA
BEELTEEL» OSSN D. EE TIXBHESETL
TWAIZENZVIZD, BLIIFEBENERT 28TN5H %,
[16.5,16.6.1 ZH&]

10. #BE{EA

10.2 AR (HAICERTD L)

HRIREF

HERER - B

W - el T

TAT 1)
7374 KM
)

BERACT AT
1 H400mg & A&# 1 H
450mg ALz & 2
AL TF T4 OERE
meE R, B3 HE
BHTLI3fE 5SHET
31230 EFE%RL
TLEDWEDND 5,

T+ 749 ORERER
(HE LEREE, HE.
Bk, BEE) »H6D
NE2BENDVH B0,
BEA+ 5127w, m
FHBEE=Y) T ET
HEERTHIL,

WF: T4+ 74000
JFCToRFH 2 S L,
mhEEs2 PR3
ZEPFESINT VS,
fERRF: amE. &
EOBEERE

7V EEEE R T
Ot v BRIERT
ISR RS b
Al
vrvuJzzFy
FhrUTL
oxy a7’
VF MU T LK
Ly
%

BEPHoDONDHI L
BH%bo

BEz o270, E
Kb obhlFalc
A D# 5 2 Hik L.
SR EHREED
R RIS 5
WREERT 5 &

R iR I B U
% GABAA Z BEND
T EEEERAPIERT
0 PRI R Al
FoHEmINHZ LN
FualFcEIOoNT
Wd,

AT mimE. T
ADAFERBIERENY
FINoDBERDDH
2RE. aEOERE
BE

TIIZTLXIEY
TRV LERD
HIEE AL $RAL H L
> LEH B
2 IROKERL 7 L
Ry N |
Bt~ 7%
N

I UEE—%
FrYTL

VB B e h L
LN

3

KA DRI S h
2BENDDH B,
[R5 28T 5 7% &
FEITHI L,

WE:sBhFA V&
AT DSEIE # LR Ly
AFNOELEH» S DR
INASETT 5 &R
HEE3NTWws,

BIZREARILE Y
Al GREOAL ESA)
A ==
v Roa)LFy

M
&

fEPEED ) X7 PEK
TOLLEDODREN D 5.
N5 DEF EDHFH
3. B Lo FERMED
fabtt e LR 2 HE D
HETBHIE,

AN

11. 8ER

WOBERADPH - bNE I ENDHHDT, BREHSTITTWL,
BEIRD SNIZHE I3RS E2FHIET 574 CE 2 0E 21T
ST &,

11.1 EXBEIER

1M1 Yavd . 7FI745Fy— (FIREE. FE. HFRE) (»
ERAY (EZN)

11.1.2 DEMREIBIEFBEAE (Toxic Epidermal Necrolysis :
TEN). REHREAREIREY (Stevens-Johnson SEIREE) (W31
& SEERER)

11.1.3 =&, SHEE (BHELS) (WINLEERR)

[9.1.1 8]

11.1.4 2HBEES. BEMERN. BYREE (Wb 8EEREH)
AlEEE, HEESR BERAESZOEBELBRENH S
bbb ENHBH, [8.3 %]

11.1.5 FFikgeE=E. &E (W N HHEERE)

(8.3 ]

11.1.6 \FERIRE. MIWRES (LWFNLEEARH)

FEG WHIER. E T - BERNESH 5 b N5 E I XM
BEITH, BESROONEAEICEEEEZFRIEL, @)z N
BE{T5 &,



11.1.7 BEEXBREQMEZHSEELRARGRN BEERRH)
fEE. SEEIO THIAH 5 bN/-BEaICE. BEbICE55HIET
57 EHEYI B EITO T Eo

11.1.8 REEEMAGRN. IFEEERMAIN (WIFNHIEEARIE)

FE M. PRI, WS X REE. FRHEZS24EOM
MR, FRIKEMRESHSDONEZIEPHALDT. 20O
S BRERDH S bNIEEICIZBREEFIE L, BIBERERIL
EVRIOBREEDOFET S MBEEITH T &

11.1.9 HEERIEREE (SEERHH)

A BREEE(L 2 LS BB BRIEL S 65 b B D 5,
R, BB CK E&. MHPRCRFIA 7oLy LR
HobNIGEIIEREGEFIEL, BURAEEITS 2 &

11.1.10 {EMAE (BEEAH)

EiRE. BREERE. EREEETHSDNLT L,
11.1.11 KEDiRAE. KEDARARRE (V9 1L b HEARHA)
(8.2 ,9.1.3 [&]

11.1.12 RIEHRES (SHEREH)

LUN., HHETR. BAZEOERPRD 5 NBEICIIRE%
FIEL. EURMEEITS 2 &
11.1.13 ZHFURRER. BEHEDORIEE (SEEHH)
IREL O A, . BREOERDIED S NHEICIZRE
Zrik L, B RAEBZ2ITHY 2 &, [9.8.1 BHE]
11.1.14 EER (BEERHH)
SE, TARZEORBMERYHSDONEENDH B,
11.1.15 SEFHEIEDE(L (SEEREH)
[9.1.2 ZHE]
11.2 ZOtDEIER

fExE 0.1 ~ 1% R | 0.1% FKiwm™ SHFEREA
WEBE iz FHFERLERRIE | | AR B EUE
FE
M, — BUNL&.MR |ZL7F=v LR
JFF ik — AST ER.ALT|—
R .ALI-PE
H.LDHER.y
-GTPER.EUL
vy B
THbER B - BEEAN TR, MR S SRR | —
ED. N CEUE, | B ACORIE . E R
B - EE OO 78 FH %8
ks — — H MR A | i B
BRI 2 | I /MR TR
DBl
BaEr |— EE.OFVL LU LIE
L RHR HRE
Z DAt BRI RAETR. R R

E) B EARROMASEREZ &8 Lo RITHE

14. BRLODER

14.1 BAIZMEOER
PTP BEDOEANIPTP > — 2o WO H L TRAT 2L D4R
"I B L, PTP ¥ — FORREICE D BEWLHAE D BBk
ANRFIAL, BICRBZEALZB I L THIRAREOEE 2 & HEE
HETLENH 2,

15. ZOHDER

15.2 FEERARERICE D < 1E%R
BYER ($FEAKR) T 50mg/kg. 500mg/kg & 14 HEFEOR
S U7-/ER, BERYE (LRELAEEICHNKED 50 Ik
UHA) PROONI-EDHRENH S 9, [9.7 ZH]

16. EYERE

16.1 MOGEE

16.1.1 f&REEALAIC 150mg X1x 300mg Z B%HEEFEOKS L7
LEDMAT7UF T VOMFRERIUTOEBDTHS %,

A== Cmax Tmax Tz AUC
ReE i (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

16.1.2 &=YZHEEEHER
(FRTOFYYY hY)LESESR 150mg [TCKI)
FZ2T7OFRY TV IVERESE 150mg [TCK] &4 Xy 7 2
$E150 2, JURAFA—N—JFEIcLkDENZFN 15 (FRAT7OF
Y22 b VIVERIEIKAIY 150mg) BB T B R ERED
BE5 L TMBEFRREFRELZRE L. F5nEYHE T
A—% (AUC. Cmax) 22\ T 90%(E X EEIC THREHRT
E1To7-4EH, log (0.80) ~log (1.25) O#EIFENTH V. i
Al OEMZER RS PRERR S N7z O

HEINT A =% SEINT A =4
AUCo~ 24nr Cmax Tmax T2

(ug-hv/mL) | (ug/ml) | (o0 (hr)
KRR G 1) | 4:39 £ 1.51/0.62 £ 0.16| 1.65 + 0.66|7.35 = 1.34

A¥v 7258150411 £ 1.49/0.60 £ 0.16/1.62 + 0.58| 8.05+ 1.16

(Mean =+ S.D., n=13)

(pg/mL)
1.0
By - FRTOEH LN VEEEE]50mg [TCK]
T 031 -o- FHvTAEEL50
2 il Mean=S.D.,n=13
7 061 7T
= |
3 T 7N
~§i10
o 047TH IO
v RN RN
®ozip o I
1234 6 8 12

24
R (hr)

MmAEFEEN I AUC, Cmax D $T A —% 1%, HEED
B R ORIEE - BEFORHBEGICE > TR 57 H
HEDDH 5o

16.3 918

16.3.1 HEEARIT

(1) =okE
O R Ak B AT (T B 3 FlIC 150 ~ 300mg % 22 1 e B[] 4%
M LS, RHHMEEIZ 130 ~ 195 57T 0.66 ~ 1.08ug/g
LIz,

(2) ERE
BEXEZXAROMKEOBREEHES 21 150mg %2 &
BEEGEO®REG L&, REmBERPBEL 2 ~ 3RERZIC
0.31ug/mL KU 0.34ug/mL OEFES . 6 ~ SFFEKICS
0.20ug/mL iR T > 72 ¥

(3) AOIZRRHEH
AN ARAEOE AT 5 HIC 150mg % 228 i B iR O 5. U7z
&, FHBE PN 2 BRI T 0.120ug/g. 4 BT 0.245ug/g
ZRUIZ Y,

(4) FERsHEm
R EE 2 IC 450mg (150mg X 3/ H) % 7 HYZ 10
HEf CRBREOKREG L& &, KEEABNEEIRRIEEGE
1359 2.5ug/g. 22593 T 1.43ug/g =R L7z 19

(5) =Dt
ZEMEER AR V. BB, THEAEME Y. HIR D, R Y. RiK
W, Hhikgl P, BEETK P FICRIFABITPRO O N TS, &
7oy AHFALHITT 2 19 [9.6 ZH]

16.4 X
EFRRRA 6 1 150mg & B BRI OHRES Lz & &, Ky
MARERE UTRPICERE S iz, REMELSMC 2 D



REMR U N5 DB EPRFICHERR S 7z 17,

16.5 HFittt
fEERALA 6 I 150mg & B EEREOKRES Lo &, 24 KHE
L TCORE(LEDORPIRIMRIL 45.8% TH -7 ¥, F/z.
Wb &Iz 24 R £ TORPHREIRIL 50.7% TH -7z 17,
[9.8.2 ZHE]

16.6 HEDERZEI 2EE

16.6.1 BHEEBREEDMPRE
BREEREEIC 150mg # BRBEEEOREG Lz &, RO
LB, BRECETICHVIMAHFERE (Tr) OERNER
57z, [9.2.1,9.8.2 ]

E%(?E?E%}l%ig;% BiE Tz (hr)
EEE (Ccr 2 80) 5 3.9
B (80 > Ccr = 50) 3 4.0
FEE (50 > Cer z 20) 2 9.8
=& (20 > Car) 4 10.5

16.6.2 BTEEDMIERE
MEBENTEE 2 112 150mg = BRERFORS L&, £
nens 1.5 K% 1.65ug/mL. 3 B 1.6ug/mL @
MAREY — 7 EER L. 5 REOEN TETRHIC 7.31% &
0 8.33% AEINE 7z 19
16.8 Z DAt
(bZTOFYY Y b)VERIGEE 75mg [TCK])
FRT7OFY T b IVEESE 75mg [TCK] &, [ E
75 2 OB A O YL RSEFB T NI > (P18
F 11 A 24 HEAEEFRSE 1124004 5)] 1cEDE, bRA70
RV b YUEESE 150mg [TCK] % sy Ui & &,
BHEEHPE L EMFENICEFE AR SN2,

18. ERHEIE

18.1 {EFHHERE
MEODNA Vv A L—AKROP RS VYRS —YNEZEHEL,
RENICIERT 5 2,

19. YWD (CERT BIBLFHHR

—fREEIR . b 2T Ty T v b U IVERIE/KFIY) (Tosufloxacin
Tosilate Hydrate)

& % £ : 7-[(3RS)-3-Aminopyrrolidin-1-yl]-1-(2,4-
difluorophenyl)-6-fluoro-4-oxo-1,4-dihydro-
1,8-naphthyridine-3-carboxylic acid mono 4-
toluenesulfonate monohydrate

43 I CioHisFsN4Os « C7HsgOsS - H20
7 F 2 :594.56
i M9 254C (9fiR)
HoE
F
QU G
IN
N N . . H.0
H:N N /N | ‘ G
F ~ CO:H
O RO Bl
E3 R AB~MEABOEREEOHRTH 5,

N,N- D AFIVARILLT 2 RIZBEFRT L A¥ -
IZRREIFIC L, KIZZY ) —)L (99.5) 1I2iF&
A ETBIT 20,

X% ) —)ViEH (1 = 100) IZFERMEEZ RS0,

22. A%
(FRT7OFYY Y NYIVESESE 75mg [TCK])
100 8 (10 %% (PTP) x 10)
(FR7OFYY Y bY)LESESE 150mg [TCK])
100 $€ (10 %% (PTP) x 10)

23. FEM
1) EAHEERERGZEIVERR  FIMEDFEEERO
F5&

2) Sieb,].P.: Neurology. 1998 ;50 :804-807

3) BRI ARE (XY 7 AMR/NEA 15% /4 Xy 7 A
$&/NEF 60mg : 2000 £ 10 A 16 H&R. HEERHIE
2.6.6.9.2.1)

4) i B—3n BREEEEE M.
12-23

5) BA E— LEEEOFHEE. 1990;6 (8) 11694-1705

6) HAEHR  EMFRESEERER (5 150mg)

7) fAt IE=137: Chemotherapy. 1988 ;36 (S-9) :1341-
1353

8) FE BEIFAH : Chemotherapy. 1988 ;36 (S-9) : 699-709

9) #JIl EthiF : Chemotherapy. 1988 ;36 (S-9) :1074-
1090

10) Ef& /Al3A :Chemotherapy. 1988 ;36 (S-9) :1288-1327

11) & F§#E3» : Chemotherapy. 1988 ;36 (S-9) :1214-1228

12) &4t 3LEA: Chemotherapy. 1988 36 (S-9) : 814-841

13) % ARIXERIZA* : Chemotherapy. 1988 ;36 (S-9) :1488-

2010;58 (S-2) :

1507
14) &H ¥#ZI3» : Chemotherapy. 1988 ;36 (S-9) :1426-
1429
15) MBiUE EAIZA  EREEEEK. 1992, 26 (8) :2731-2734
16) At 21375 : Chemotherapy. 1988 ;36 (S-9) :710-726
17) E#H E13» :Chemotherapy. 1988 ;36 (S-9) :208-215
18) #5& JiFi3A : Chemotherapy. 1988; 36 (S-9) :158-
180
19) milH 5&E» : Chemotherapy. 1988 ;36 (S-9) : 187-
194

20) HAER AR ER (58 75mg)
21) #ih HFIEA  Hz6 LWEREL 2006 23 (51%) @ 3-11

24, XEEERERUTEVEDESE
RELEHASHE EERE - 205
T 921-8164 siRMA%L 3T H 406 #Hith
TEL 076-247-2132
FAX 076-247-5740

26. HHEMRGERES
26.1 BHEIRGET

iy RE4FHRKXai#

ERFTARITHA406F #h

& 2402 D



