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52 MHiEENRHT 2 BEZNTHLDT, KHOMHICELT
. VAZERLAT 4y NEZEETAHI L, [82, 972, 151,
1522 1]
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54 4 Y7V UYHHIZIX -T2 F AMMEA Y7V U H E G
o (18220 ]

(PER)

5.5 MigeBkidi (=21 YGIZX T HMIC=4 u g/mL) (Zxt3 2 AH
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BE)xHIDEE
PEE U CHERAEDEME LB T 5 2 Lo #yoEEmzIC
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15. ZDMDER

15.1 BRIKEARICE D < B
15% iz 751 0> 90 Il 2R GERg O B R B BRI B VT MR EE o B i A%
0.9% (2/235F) IZFED LN T WD, 7V FaF ) 0y RHED
HEAVNEERR RIS B W T, 7t asx ) o v RUSOHHHE
I U TR AR b (B AR . BIET RS OB m oz L
OEDD 5o [62. 82, 972, 152 ]

15.2 FEERIREER ICE D < 1B¥R
T I8 (Sh#5 4 X) T50mg/kg. 500mg/kg# 14 H MIFEI1#5- L
ToE g, PO (b E I m ik SN K B B VI T B A)
DR SN2 DMEND D, [62. 82, 151&MH]

16. EYENHE

16.1 MIHRE

16.1.1 NBEE
Jiti 9% e O B 9 /N VR BB 12 15 %R A 2 1al6m g /kg L ix9mg/ kg% 1 H 2
B RAEREIIE G H Lo L EOFEWHE AT A =51k, TROLBY THo
7z [Population Pharmacokinetics (PPK) f##7] o
KARK OB EIX1M6mg/kgZ 1TH2MTH %,

L iz (u gA[lf/ mL) </1an} ?;(L) I;rl?f)x 3;11;5
6mg/kg 165 758+2.38 0.96 +0.30 20%02 38+05
9mg/kg 57 1251 +6.24 148054 21+03 | 40+08
PK/8F A — Z IZINONMEMIZ & % X4 X 52 fif
Mean = S.D.



N 9 mg/kg (FifiE)
’g 6 mg/kg (S2iffiE)
2 4] ---0--- 9 mg/kg (i)
= —— 6 mg/kg (FHlfH)
i
e
ST
0 / \"'\:'%-3‘?&@&9
0 6 12 18 24
i [ (hr)

X1 g b A7 a4 2R
16.1.2 £YFREIF MR

FRT7aFH YL Y OVESENRHMRILS% B E A €y 7 AR
JA15%%, 7B A% ==L ) Z2hEh05g[ A7 FH vy Py
YA 75mg (b 2A 7 B %42 » & L C5lmg) Mt HER A 112 £ Hi ]
RECF L U T R LRI EE 2 ) L 15 D72/ T A —%
(AUC, Cmax) 2D\ T90% 15 M X [ 312 TREEHINT 2 4T o 7245 R log
(0.80) ~log (1.25) DHPARN T 1 . W O 4 W2 [f Sk ASHERR X 72,
(ng/mL)

500

—e— PR T7u XY b o N AMIA15% [HA
---0--- -y 7 AR T15%
(Mean+S.D..n=26)

400
300

llll

200

BECCEFTIIN - BEHE
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01 2 4 6 8 1
w1
X2 15%MAHE SO MR b 2 7 0 %4 3 2R
FOEYBIE T A -5

24
(hr)

HEXNT XA —F BHEINT A—F
[
B AUCt Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
PATOXH T
M YOVEEE/NEH | 26 | 2188.60+59043 | 385.17+12543 | 1.0£06 | 7.0+1.0
AR 15%[ WG
F €y 7 AMRN
1 15% 26 | 2316.11x51027 | 371.79+9865 | 1.1+06 |68=0.7
Mean =S.D.

MUAE A RENE ONICAUC, Cmax® 085 X — & 1%, Bl oI, Ko
PRICIEIEL - BE S ORI X > TR 2T HEMED D 5,
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16.3.1 #EBABIT

(1) IERE
8PS 3 48 T OVl U 0 g 0 FB () 28112 150m g (B ) % £ 1%
Bt G- L7z & & iR il BEIX 2~ 3R i $£120.31 u g¢/mL KL ¥
0.34 4 g/mLOEDE S, 6~8HF %12 020 4 g/mLAT#H TH 5725,

(2) BiR
T B g AR T B O 58112 150m g (8e#)) % £ 1% LI #E 13 5
L& &, HR T 38552~ T £ T0.056~0.32 1 g/mL T - 726,

16.4 3
fERE R A 6B11C150mg (5EA]) & BB HENROHES Lz & KBS PRE
bR & U TR L O3 i HkiE S 7225, REABIR DA 28 o R 3 &%
CZNS DIEIRAIRPICHER S 72D,

16.5 HEittt
L AN 6B112150mg (§E#]) & A H BRI G- Lz L &, 24 £ To
RO R HHEIR13458% Tdh - 728, F 72, CH b &0 7224051 £
TORHBEILRIZ50.7%TH - 727, [0.82%H]

16.6 HEDERZET DEE

16.6.1 BiEEEEDMTRE
T RERE R E R O] 12150mg (SE#)) % BB ENRORG Lz 2 &, THD
EBY . BRI IR (T1/2) OIEREDRD 59,
921, 982%:H4)]

B RE R O R (Cer * mL/min) Bil% Ti/2(hr)
e (Cer=80) 5 39
(2313 (80>Ccr=50) 3 40
AR (50>Ccr=20) 2 9.8
)3 (20>Ccr) 4 105

16.6.2 BBEOMAERE
MHENT B E (RN 260112150mg (5E#)) & SR H B G- Lz &, £
N2 NP 515 M #121.65 4 g/mL. 3MERT#121.6 4 g/mL o il i ¥ —
Z %R L. S OB CBATI IS 7.31% % 1°8.33%AS ML & 729,
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171 BMERUR2MICET R
MR O KE SR E L7ZBERRBROMEIIROEBY) TH L, B,
IV T, RIS 2 BRI EINAM B W TER L T,

IR, ER)Y

17.1.1 EASEMERER
fili 95 2 OFh B 9 /B 2 50 512 1M 6mg/kg X 1d9mg/kg % 1 H 211 #%
B 7215%MR A O B RABRIC B 2 ENOAMRIT RO EB Y T
Holze
MARHK OARRHEIX1M6me/kgZ 1 H2MITH % o

3 BBV ST G5 ARIERIED (%)
fili 4 48/48 100
hH % 157/162 96.9
WHRIIRHIRE T RO L BY Th oz,
HE MR AR AL 2 (%)
it S Bk 49/61 80.3
PISPiE) 23/31 742
PRSP 7/9 7738
ETIETG(TTINAT) -
HE =Y A 14/14 100
(B-F 2 %< —¥HLH)
£ VT VI 66/70 94.3
BLNAS 50/53 943
BLNAR 11/12 917
BLPAR 3/3 100
BLPACR 2/2 100

PISP : Penicillin-intermediate S. pneumoniae
PRSP : Penicillin-resistant S. pneumoniae
BLNAS @ f-Lactamase-negative ampicillin-susceptible H. influenzae
BLNAR : f-Lactamase-negative ampicillin-resistant H. influenzae
BLPAR : f-Lactamase-positive ampicillin-resistant H. influenzae
BLPACR : f-Lactamase-positive amoxicillin/clavulanic acid-resistant H.
influenzae

17.1.2 EASE MAREER
<A a7 A=Migo/NEEEE IR M6mg/ kg% 1 H 215 ($45-1]
0 9.8+ 29H %) L 22 15%MA A O B RRERIC B 2 A RIITREDOE B
) ThHoiz

%% Mean = S.D.
3T AT UL/ AT o) G I B TED AR (%)
<4375 X%k 32/33 97.0

WHERIETEROEBY ThH o 7= (B5-HIMH - 8~13H).
TR T DR B/ FHMAR L
flig~4 a7 X< (%42
TFGAR + Za—F=TL)
BV S8 BUS EE (RRR MO % & 80) 1315.2% (5/3361) T, F 42 FEIEH
&, HFL6.1% (2/3361) TdH - 72,
D) $ 598 T RS IR O AR %
TE2) 548 T SRR D B SR
#3) CLSI(Clinical and Laboratory Standards Institute) ?¥| g L2 4L—>
&, Penicillin (Oral penicillin V) (23 2 MIC230.12~1 u g/mLO ¥4
%PISP. 2ug/mLU D4 %#PRSP & HIE L7z,
WA~ A a7 T A<D E G
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F 510,
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) I 2RI (TITINAT) - N T=VA, FhMif~v1aTIX
R4 ATFTA - Za—FE=) I LCTHRTEEE R L7z, [54. 56

D (%)
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19. B CRET IELEMNHR
— AR D AT B R U YOV AKRY
(Tosufloxacin Tosilate Hydrate)

g 5 TFLX

1b:44 © 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

43 f3  C1oH15F3N403 - C7Hs03S - H20

Grfat 1 594.56

PR AT O FF T Y b OVEBEARFIE A~ 0 B R oRs SR
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23. TEHk
1) JEAE S84 e S RS A Ik e i - BUi S B o F | &
2)Sieb,J.P. : Neurology. 1998 ; 50 : 804-807
3)fiAy #1037 : Chemotherapy. 1988 : 36(S9) : 710-726
DFERGE S A7 aEF Y b Y OVERE/N R R 15% BiG 1o A
1) Rl S5k SR BR VB % Bk
5) 30 W32 © Chemotherapy. 1988 ; 36(S-9) : 699-709
6) 4 1E =132 : Chemotherapy. 1988 : 36(S-9) : 1341-1353
7)HI BT © Chemotherapy. 1988 : 36(S-9) : 208-215
8) i B B3 A ¢ Chemotherapy. 1988 : 36(S9) : 158-180
9) Hi & 1T 2 : Chemotherapy. 1988 : 36(S-9) : 187-194
10) fILIF132 © 725 LWIRER 2006 5 23(5)%) : 3-11
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