100

400mg 1 1 10 LVFX LVFX
100mg 1 3 10
253 135 LVFX 118
21 232 123 LVFX 109
FAS FAS 33 199 112 LVFX
87 PPS
PPS LVFX
18.8% LVFX 4.6% p=0.003 Fisher
LVFX 65.2% LVFX
74.7% p=0.123 Wilcoxon LVFX
64.3% LVFX 54.0% p=0.149 Fisher
59 LVFX 40
3
S.pneumoniae 43 24 LVFX 19 H.influenzae 34
25 LVFX 9 S.pneumoniae
LVFX PSSP H.influenzae BLNAS
99.1% 111/112 LVFX 94.3% 82/87
49% 95% -0.3%, 10.0% 95%
-10%
100%
59/59 LVFX 40/40 7
100% 50/50 LVFX 86.8% 33/38
LVFX 60/135 44.4% 93
51/118 43.2% 97 3%
4/135 3.0%  LVFX 9/118 7.6%
4/135 3.0% 4/118 3.4% 5/135
3.7% 9/118 7.6% 5/135 3.7% 3/118 2.5%
4/135 3.0% 6/118 5.1% 6/135 4.4% 8/118
6.8% LVFX 21/135 15.6% 30
10/118 8.5% 14 3%
4/135 3.0% 4/118 3.4%
LVFX 56/134 41.8% 106
57/117 48.7% 107 3%
CK 5/129 3.9% 5/114 4.4% LDH 4/132
3.0% 1/115 0.9% ALP 5/132 3.8% 6/114
5.3% 10/133 7.5% 4/114 3.5%
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5/131 3.8% 9/115 7.8% ALT 21/132 15.9%

17/115 14.8% AST 18/132 13.6% 13/115 11.3%
9/131 6.9%  13/115 11.3% 6/131
4.6% 2/115 1.7% v-GTP 2/132 1.5% 4/115 3.5%
1/132 0.8% 4/115 3.5%
LVFX 33/134 24.6% 57 23/117
19.7% 39 3%
8/133 6.0% 2/114 1.8% ALT 14/132 10.6% 4/114
3.5% AST 12/132 9.1% 6/115 5.2%
4/131 3.1% 0/115 0.0% ALP 2/132 1.5% 4/114
3.5% 2/131 1.5% 4/115 3.5%
LVFX 2%
LDH
AST
AST
LVFX 2
1 9 1 4
LVFX 1 10
1 2 LVFX
PK/PD 61006
2oll H 0l B
135 AUC PPK
AUC/MIC
72

1 1 400mg
10

7
3 7
136 1
135 FAS FAS 2 3
3 2 125 PPS
PPS 55 70
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4 66 PK/PD
7 84.0%
105/125 95% 76.4, 89.9% 3
7
57.3% 71/124 87.8% 108/123 83.7% 103/123
7
70.0% 21/30 71.4% 10/14 85.7% 6/7
88.9% 16/18
90%
7 90.1
64/71 95 80.7, 95.9% 85.9 61/71 95
75.6, 93.0%
% 95%
S.aureus MSSA 8 7 1 0 87.5 47.3,99.7%
S. pyogenes 1 1 0 0 1/1
S. pneumoniae PSSP 6 5 0 1 5/5
S. pneumoniae  PISP 5 5 0 0 5/5
S. pneumoniae PRSP 3 3 0 0 373
23 21 1 1 95.5 77.2,99.9%
M. B catarrhalis 8 8 0 0 100.0 63.1, 100.0%
K. pneumoniae 5 3 1 1 3/4
H. influenzae BLP 1 1 0 0 1/1
H. influenzae BLNAS 9 9 0 0 100.0 66.4, 100.0%
H. influenzae BLNAR 18 16 0 2 100.0 79.4, 100.0%
H. influenzae 2 2 0 0 2/2
H. parainfluenzae 2 2 0 0 2/2
P. aeruginosa 6 1 5 0 16.7 0.4, 64.1%
S. maltophilia 1 1 0 0 1/1
52 43 6 3 87.8 75.2,95.4%
75 64 7 4 90.1 80.7,95.9%
% x100
7
% 95%
S. aureus MSSA 8 6 2 0 75.0 34.9, 96.8%
S. pyogenes 1 1 0 0 1/1
S. pneumoniae PSSP 6 5 0 1 5/5
S. pneumoniae  PISP 5 5 0 0 5/5
S. pneumoniae PRSP 3 3 0 0 3/3
23 20 2 1 90.9 70.8, 98.9%
M. B catarrhalis 8 7 0 1 100.0 59.0, 100.0%
K. pneumoniae 5 3 2 0 3/5
H. influenzae BLP 1 1 0 0 1/1
H. influenzae BLNAS 9 8 1 0 88.9 51.8,99.7%
H. influenzae  BLNAR 18 16 0 2 100.0 79.4, 100.0%
H. influenzae 2 2 0 0 2/2
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H. parainfluenzae 2 2 0 0 2/2
P. aeruginosa 6 1 5 0 16.7 0.4, 64.1%
S. maltophilia 1 1 0 0 1/1
52 41 8 3 83.7 70.3,92.7%
75 61 10 4 85.9 75.6, 93.0%
% %100
47/136 34.6 87 3%
7/136 5.1% 5/136 3.7% 19/136
14.0% 26
60/135 44.4% 111
3% 7/130 5.4% 8/133
6.0% ALT 19/135 14.1% AST 20/135 14.8% v-GTP
4/133 3.0% 13/133 9.8% Cr 6/133
4.5% 4/133 3.0%
26/135 19.3% 49 3%
5/130 3.8% ALT 13/135 9.6% AST 14/135 10.4%
v-GTP 4/133 3.0%
CO;
1
CO,
2
61008
2l il W
51
400mg 1 1 7
10
144 105 19
20 20 124
105 19 FAS FAS 22
102 89 13 PPS
PPS 60
42 37 5
99.0%
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101/102 95
7 63.0%
98.0% 97/99 95

94.7%, 100%

63/100

92.9%, 99.8%

95

52.8%, 72.4%

7
95%
%
102 101 1 99.0 94.7,100.0%
89 88 1 98.9 93.9, 100.0%
20 20 0 100.0 | 83.2,100.0%
16 16 0 100.0 | 79.4,100.0%
1 1 0 (/1]
@ 3 3 0 [3/3]
16 15 1 93.8 69.8,99.8%
11 10 1 90.9 58.7,99.8%
2 2 0 [2/2]
@ 3 0 [3/3]
56 56 0 100.0 | 93.6,100.0%
13 13 0 100.0 | 75.3,100.0%
1 1 0 (/1]
1 1 0 (/1]
12 12 0 100.0 | 73.5,100.0%
o | %
2 |32 o0 6 0 4 | 842 | 687,940%
37 | 27| o 6 0 4 | 818 | 645930%
11 6 0 3 0 2 | 667 | 299,925%
7 6 0 0 0 1| 1000 | 54.1,1000%
1 0 0 1 0 0 | [on
3 0 0 2 0 1| [02]
6 0 0 4 0 2 | [04]
1 0 0 0 0 1
2 0 0 2 0 0 | [om2]
3 0 0 2 0 1| [02]
23 | 21| o 1 0 1| 955 | 772,999%
5 5 0 0 0 0 | 55
5 5 0 0 0 0 | [5/5]
% / *x100
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42 |31 | 0 5 1 5 | 838 | 680,938%
37 | 26 | 0 5 1 5 | 813 | 636,928%
11 6 0 3 0 2 | 667 | 299,925%
7 6 0 0 0 1| 100.0 | 541,1000%
1 0 0 1 0 0 | [on]
3 0 0 2 0 1| [02]
6 0 0 4 0 2 [0/4]
1 0 0 0 0 1
2 0 0 2 0 0 | [02]
3 0 0 2 0 1| [02]
23 | 20 | 0 0 1 2 | 952 | 762,99%
5 0 0 0 0 | [5/5]
5 5 0 0 0 0 | [5/5]
% / x100
49/144 34.0% 92 3%
8/144 5.6% 11/144 7.6% 18/144

12.5% 27 3% 5/144 3.5%

73/143 51.0% 141 3%
CPK 6/140 4.3% ALP 6/143 4.2%
6/142  4.2% 8/143 5.6% ALT 19/143

13.3% AST 13/143 9.1% v-GTP 9/142 6.3%

13/140 9.3% Cr 7/143 4.9% 8/143

5.6% 5/142 3.5%

42/143 29.4% 76 3%

6/142 4.2% 5/143 3.5% ALT 15/143 10.5%
AST 8/143 5.6% v-GTP 7/142 4.9% 5/143
3.5%

X
1
2
1 2
AST GOT ALT GPT v-GTP
ALP v-GTP 1
QT 1
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61009

2olll H 0l B
25 42 67
13
400mg 1 1 10
71 FAS FAS
2
3 66 25 20 21 PPS
PPS 8 58
20 19 19
92.0% 23/25 95 74.0, 99.0% 85.0%
17/20 95 62.1, 96.8% 95.2% 20/21 95%
76.2,99.9% 3 60.0% 15/25
95 38.7, 78.9% 45.0% 9/20 95
23.1, 68.5% 57.1% 12/21 95 34.0, 78.2%
7 91.3% 21/23 95 72.0,
98.9% 89.5% 17/19 95 66.9, 98.7%
95.0% 19/20 95 75.1,99.9%
58 1
57
12/71 16.9% 14
4/71 5.6% 5 5 2
1
36/69 52.2% 46 3%
2/67 3% AST 2/67
3/67  4.5% 3/67  4.5% y-GTP 5/67  7.5%
5/67 7.5% 6/67 9.0% Cr
2/67 3.0% BUN 2/67 3.0% 2/67 3.0%
2/67 3.0% 3/67 4.5%
10/69 14.5% 3%
2/67 3.0%
CK 1
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61010 oy N

2ol Il
PRSP
400mg 1 1 7 10
99 68
12 FAS FAS
16 83 56
18 9 PPS PPS
16 1 17 66 44
15 7
15
33 14 4
% 95%
S. pneumoniae 51 49 2 96.1 86.5, 99.5%

PRSP 9 8 1 88.9 51.8,99.7%

PISP 16 15 1 93.8 69.8, 99.8%

PSSP 22 22 0 100.0 84.6, 100.0%
4 4 0 [4/4]

% ><100

PRSP 1
PRSP PRSP

2

3 3

/ 5 AZM 3
PISP 1
PISP 4
4
8 CAM 5 AZM 3

14

38/99 38.4% 60
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3% 3/99 3.0% 3/99 3.0% 3/99

3.0% 3/99 3.0% 4/99 4.0% 5/99 5.1%
17/99 17.2% 28 3%
3/99 3%
56/99 56.6% 107
3% 5/99 5.1% CK 3/99 3.0%
LDH 3/99 3.0% ALP 3/99 3.0%
5/98 5.1% 3/99 30% ALT 16/99 16.2%
AST 12/99 12.1% 4/99 4.0%  y-GTP 3/99
3.0% 7/98 7.1% RBC 2/66 3.0%
WBC 2/66 3.0% 6/97 6.2%
3/99 3.0% 3/99 3.0% 30/99
30.3% 52 3% ALP 3/99
3.0% 4/98 4.1% ALT 13/99 13.1%

AST 7/99 7.1% v-GTP 3/99 3.0%

CRP 1
7
1 QTc
1 1 AST ALT ALP
v-GTP 1 1 QTc
60msec 4 7
Bazett
61011 Z B OBy B
16
400mg 1 1 7
50 35 15
FAS FAS 1
2 47 PPS PPS
3 44
87.2%
41/47 95% 74.3, 95.2% 3
7 42.6% 20/47 95% 28.3, 57.8% 81.8%
36/44 95% 67.3, 91.8%
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7 93.2% 41/44 95% 81.3,98.6%
92.7% 38/41 95% 80.1, 98.5%
16/50 32.0% 30 3%
2/50 4.0% 3/50 6.0% 2/50
4.0% 2/50 4.0% 2/50 4.0% 2/50 4.0%
2/50 4.0% 5/50 10.0% 8
3% 2/50 4.0%
25/50 50.0% 42
3% CPK 3/50  6.0% 3/50 6.0%
9/50 18.0% 3/50 6.0%
6/50 12.0% 2/50 4.0% 4
(4)
1)y 1/
Al464006
I 1 400mg 800mg 6
11 10 400mg
UVA 320 400nm UVB 290 320nm 400 700nm
200  700nm
16/21 76% 39 6/21
29% 4/21 19% 3/21 14%
5/10 50% 11 ALT AST
3/10 30% 2/10 20%  y-GTP 2/10 20%
10/21 48% 15 3/21 14%
2/21 10%
2/21 10%
28 Al464008
28
1
1 400mg 28 32
22/32 69% 57 8/32
25% 5/32 16% 4/32 13% 4/32 13%
ALT 4/32 13% 4/32
13% 5/13 39% 17
4/13 31% 2/13 15% CK 2/13 15%
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2/13 15% 19/32 59% 44
6/32 19% 4/32 13% 4/32
4/32 13% 4/32 13%
30/32 94%
1732 53% 13/32 41%
2/7  29%  ALT 9/32  28% 9/32
12/13 92%
12 50% 6/13 46%
3/13 23%
Al464031
8 MC-GRNX 600mg
1
BA Al464032
14 GRNX 600mg
600mg BA
9/14 64% 11 3/14
3 9/14  64%
1
y-GTP 1 ALP y-GTP
Al464048
27 600mg
/
26/27 96% 43
96% 4/27 15% 3/27 11% 227
Al464049
24
GRNX
8/24  33% 14 2/24
5/24 21% 3/24 13%

50

13%

CK
28%

2>2

21%

26/27
7%

8%



Al464061

6
46 67% 6 2
1
Al464038
24
44
822  36% 17
64 18/22  82% 59
1821  86% 85 22/22
1422 64% 9/22
822  36% 732 32%
Al464050
16
315 20% 5
11 + 716 44% 19
6/16  38% 10 3/16
216 13% 216 13%
Al464057
20
209 22% 4
Al464058
14 BA
314 21%
18 512 25% 9

51

17/23 74%

100%
41%

105

8/16 50%

19% AV

6/14 43%



5/14 36% 11 3/14 21% 2/14
14%
Al464047
26 600mg
12/25 48% 34 3/25
12% 3/25 12% 5/25 19%
5 1/1 100%
1/16 6%
Al464052
20 600mg
3/20 15% 4
1 1/20
5% 2 1
2) /
Al464003
1 1 400mg 5
10
5 75/147 51%
10% 30/147 20%
10 65/147 44% 24/147
16% 5
9/36 25% 21/105 20% 10
10/40 25% 20/109 18%
Al464004
1 1 400mg 10
131/208 63%
53/208 25% AST
19/178 11%  ALT 22/177 12% 8/31 26%
25/157 16%
1 1 83
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2
Al464005
1 I  400mg 5
10
5 73/262 28% 10 117/281
42% 33/262 13% 59/281 21%
5 23/234
10% 27/245 11% 29/245 12%
ALT 22/229 10% 9/81 11%
49/232 21% 10 30/252 12%
26/254 10% ALT 24/237 10%
43/224 19% 10
1
Al464017
CAM 1 1 400mg
5
115/154 75% 15/154
10% 21/154 14% 20/154 13% 15/154
10% 16/154 10% 60/154 39%
20/154  13% CAM 122/156
78% 26/156 17% 26/156
17% 25/156 16% 23/156 15% 20/156
13% 68/156 44%
26/156 17%
AST 20/123 16% ALT 20/122 16%
14/143 10% 2/16 13%
14/125 11% CAM AST 24/131 18%
ALT 20/128 16% 3/21 14% 17/145
12%
Al464018
AMPC/CVA 1 1
400mg 5
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77/186 41% 25/186 13%
AMPC/CVA 89/174 51% 36/174
21% ALT 33/143 23%
35/151 23% AST 27/146 18%
22/146 15% 4/26 15% 24/169
14% 23/170 14% 20/153 13%
18/151 12% 17/166 10%
Al464019
LVFX 1 400mg 7 10
64/136 47% 13/136
10% 24/136 18% LVFX
52/134 39% 16/134 12%
9/17 53%  ALT 22/102
22% 16/118 14% 16/117 14%
14/107 13% 13/112 12% AST
13/105 12% 13/121 11%
12/109 11%
Al464022
AZM 1 1 400mg
5
220/400 55% 48/400
12% 40/400 10% 61/400 15%
AZM 192/386 50%
70/386 18%
7/35 20% 5/35 14%
Al464023
AMPC/CVA 1 1
400mg 5
70/227 31% 18/227 8%
AMPC/CVA 86/218 39%
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24/218 11%

10/43 23% 31/158 20%
22/185 12% 22/193 11% ALT 19/181
10%
1
1
Al464024
AMPC/CVA 1 1 400mg 5
10
5 113/245 46%
24/245 10% 29/245 12% 69/245 28%
10 108/240 45%
30/240 13% 49/240 20%
AMPC/CVA 134/237 57%
52/237 22% 30/237 13% 28/237 12%
81/237 34% 5
28/205 14% 10
5/29 17% 33/199 17% AST 20/207
10% ALT 19/192 10% AMPC/CVA
6/30 20% 37/198 19% ALT 25/208
12%
5 1
1 1 10
1 AMPC/CVA
1 1
Al464029
CAM 1 1 400mg 7 10
112/159 70% 22/159
14% 20/159 13% 19/159 12% 18/159
11% 39/159 25% CAM
123/156 79% 26/156 17%
19/156 12% 19/156 12% 17/156 11%

51/156 33%
1/7 14%  ALT 15/132 11%  AST 13/128
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10%

(5)

1) / Al464001
Al464036 Al464037 Al464053
Al1464069 Al464051 Al464010
Al464064

/
5%

2) / Al464009
Al464073 Al464020 Al464021
Al464028
/
BUN/
5%
@

12/125

56

10%

Al464002 Al464007
Al464055 Al464059
Al464092 Al464011
5%
y-GTP

Al464081 Al464015

Al464025

AST ALT

Al464026
Al464027

5%



13

PK
AUC  Cpax
1.2 1.8
2 61005 61006
61005
Al464019 Al464019
AlI464019
61006 AT464003
AlI464003
AT464003 61006
AUC
AUC 1.4
MICyy GRNX free AUC/MIC 50
QTc
class effect
1.3 1.5 AUC
PK/PD 61006 AlI464003
=+ 52.8+13.0kg 80.0=%22.8kg
1.5 AUC =+ 122.24342pug hr/mL
82.9423.4pug hr/mL AUC 1.5
Cnax AUC
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AUC/MIC

2

1)

400mg
AUC
AST
AUC 1.5
LVFX
61005 100mg 3 / Al464019 500mg1 /
LVFX
in vitro
in vitro
MIC MICy, o
pg/mL pg/mL 0
45 0.06 0.25Y 0.06 84.4(38/45 )”
75.0 6/8 °
L. pneumophila 21 0.002 0.0078 0.0039
0.025 0.10° 0.10 a4
21 006 0.12 ° 012 90.5 (19/21 )
95 0.06 0.25 0.12 88.4 (84/95 )
. c 100.0
K. pneumoniae 10 0.05 0.39 (13/13 )9
K. oxytoca 3 0.06 0.12 *°
K. pneumoniae 53
K. oxytoca 11 a 89.6
K. ozenae 1 0.06 1 0.25 (60/67 )Y
K. terrigena 2
1 0.05 0.78° d
E. cloacae 1 006 1 ° 2/2
E. aerogenes
E .cloacae 26 9.6
E. aerogenes 8 0.06 4*° 0.5 (35/3& )
E. sakazakii 2




E.agglomerans 1
100.0
25 0.008 0.03 0.03 25125 )¢ .0
50 0.0156 0.0625 0.0313
M. pneumoniae 98.1
54 5354 o
( ) 42 0.015 0.06° 0.03
a NCCLS MIC b 7
c MIC d e)
MICyy AUC
Cmax AUC/MIC
GRNX PK/PD
2)
MRSA 3 2
16 14 PRSP27
PISP34 100% 83
100 PRSP 85.7%
12/14 PISP 96.3% 77/80
32 B- 29
100% 29/29 B-
93.3% 125/134
117 BLNAR 43.6% 51/117
BLNAR
MRSA
MRSA
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3)

QT
class
effect
1)
699 10 1.4%
LVFX 61005
LVFX 1.7% 2/118
0.4 14/3456
7.1 70/987
90mmHg
90mmHg
61008
20l
20l
20l Il
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90mmHg

2)

6 22
66mg/dL
2.8%
19/682 8.4% 57/682 1.3% 9/682
1.8% 12/682
2
61006 AUC Cinax
AZM CAM AMPC/CVA
LVFX CPFX MNZ
1% 3/301
GFLX
GFLX
GFLX 0.1%
1/882 1.9%
21/1079 6 15 4 1 15
2045
75 14
420
100mg 15 3
GFLX

3) QTc
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QTc

QT

483 9 250
Bazett QTc 60msec QTc
QTc
QTc QTc
QTc
hERG QTc
QTc
3 30
510002 61005 72 10
600206 61006 78
607403 61006 75
61008 QTc Bazett
il Il 7
P QRS V1 P ST-T
QTc
QRS
QTc
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QT
)

4)
5)

MNZ AMPC/CVA

SPFX LFLX
6)
ALT
v-GTP
LVFX
ALT

63

®)

CPFX LFLX
LVFX

AST
ALP  y-

CPFX



2 0.1 1/690
ALT
AUC Crnax
AZM CAM LVFX AMPC/CVA
400mg
ALT AST
p
(N=2792) (N=629) (N=134) N=698)
ALT 7(0.3%) 3(0.5%) 0(0.0%) 1(0.1%)
AST 5(0.2%) 2(0.3%) 0(0.0%) 2(0.3%)
5(0.2%) 0(0.0%) 2(1.5%) 3(0.4%)
ALP 2(0.1%) 0(0.0%) 0(0.0%) 0(0.0%)
ALP 0(0.0%) 0(0.0%) 0(0.0%) 1(0.1%)
1(0.0%) 0(0.0%) 1(0.7%) 4(0.6%)
grade ( 5
ALP 20/690(2.9%) | 101/2680(3.8%) 77/1403(5.5%) | 16/130(12.3%) | 16/678(2.4%) | 45/595(7.6%)
grade3-4 0/690(0.0%) 0/2680(0.0%) 0/1403(0.0%) 0/130(0.0%) 0/678(0.0%) 0/595(0.0%)
ALT 86/692(12.4%) | 279/2665(10.5%) | 185/1392(13.3%) | 29/130(22.3%) | 66/666(9.9%) | 90/596(15.1%)
grade3-4 2/692(0.3%) 13/2665(0.5%) 9/1392(0.6%) 2/130(1.5%) 2/666(0.3%) 5/596(0.8%)
AST 71/692(10.3%) | 253/2675(9.5%) | 168/1402(12.0%) | 18/130(13.8%) | 84/676(12.4%) | 66/596(11.1%)
grade3-4 1/692(0.1%) 13/2675(0.5%) 10/1402(0.7%) 3/130(2.3%) 4/676(5.9%) 3/596(0.5%)
B 14/690(2.0%) 98/2661(3.7%) 44/1388(3.2%) 4/130(3.1%) 19/667(2.8%) | 21/591(3.6%)
grade3-4 0/690(0.0%) 2/2661(0.1%) 0/1388(0.0%) 0/130(0.0%) 0/667(0.0%) 0/591(0.0%)
7)
12.2 9/74 4.1 3/74
2.7 2/74
1.9 13/702 0.6 4/702
3.7 26/702
1.4 10/702 1.7 12/702
0.9 6/702 AUC  Cpax
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0.76

27 1999
p.552 557
4)
1)
IDSA Bartlet JG, et al. Clin. Infect. Dis. 2000;
31: 347-382
1

65

PRSP PISP BLNAR

E.cloacae X.maltophilia S.marcescens H.influenzae S.pneumoniae A.calcoaceticus

E.coli

%
S.aureus
MRSA 6.0 (3/50 )
S.pneumoniae
PRSP 20.8 (27/130 )
PISP 26.2 (34/130 )
S.pneumoniae 2.8 (3/106 )
S.pneumoniae 78.3 (83/106 )
M.catarrhalis
B- M.catarrhalis 90.6 (29/32 )
H.influenzae
BLNAR 43.3(52/120 )

65

S.aureus P.aeruginosa K.pneumoniae




2)

3)

20l

70001
AUC/MIC
MPC
MPC
S.pneumoniae H.influenzae M.catarrhalis
MRSA - S.aureus M.catarrhalis
MDRSP BLNAR
61009
25 PISP PRSP 1 M.catarrhalis 5 BLNAR 5

S.pneumoniae  H.influenzae

M.catarrhalis S.aureus A  B-

47 MRSA2 PISP1 PRSP4 M.catarrhalis 5
BLNAR 3
B-
TFLX
PZFX
TFLX
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Q)

(6)

Cmax

NSAID

PZFX

PZFX

Cer 30mL/

TFLX

NSAIDs

NSAID

40kg

67

380

TFLX

NSAID 336

GABA

1

400mg

200mg

1



200mg 400mg
61003 200mg  400mg
200mg  96.0% 24/25 400mg
87.5% 21/24 400mg
400mg
S.pneumoniae H.influenzae M.catarrhalis  200mg
100% K.pneumoniae 200mg 80% 400mg 87%
S.pneumoniae MIC  0.008 2pg/mL MPC  0.031
Ip /mL 200mg 0.8939+0.4169ng/mL MPC
200mg
AUC/MIC 400mg
PK/PD
61006 400mg
400mg
LVFX 61005
400mg LVFX
200mg 31
400mg 671 400mg
400mg
AUC 1.5
LVFX 61005
400mg PK/PD
400mg
()
B- PISP PRSP
B-lactamase BLNAR
PISP PRSP BLNAR
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(8)

90mmHg

QT

MR

QT

0.1%
3000

QT

90mmHg

90mmHg

QT

QT

QT

QT
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QT

95%

MR
90mmHg



QT

2.GCP

MPC PK/PD
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19 5 15

200mg

18 5 30

(1)

@)

AUC  Cpax

PK/PD

PK/PD
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2

61003 200mg 400mg
200mg  96.0% 24/25 400mg  87.5% 21/24
AUC
1.5 LVFX
61005 400mg
PK/PD  MPC 1  400mg 1
1
80
80
65 94 18 64
200mg
2. 40kg Cer 30mL/
200mg
2. 40kg Cer 30mL/
200mg
6.
40kg Cer 30mL/
400mg AUC 219ug hr/mL

®)
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1))

2)

95%

80

QT

73

5,571

20

3,000

0.1%

3,000



4
QT
1)
QT

)
15 6

1.

2. GCP

30

PTP

in

2)

/65%RH
0603004
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in vivo

situ

QT

24

CTID 533.1.1 533.12 535A21



53.1.1.2 535.A.1.1

535.A22 53317 535A23 535B.2.1

535.A24 535B22

53.3.1.8 53342 GCP
IRB
8
1 400mg 1 1
(1
(1
2.(2) 12
4( ) ..CLe; ..CLey
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4. )Y(M?2) ...375msec 3 12 ...14 ...375msec 13 12 .13
9 8 72 37msec 72 378msec
40 ) @ 3) _ - _
4.( )32 1.8% ALT 14/132 .. 1.8% ALT 14/132
10.6% 4/114 3.5% 10.6% 10/115 8.7%
14 7
4 )32 16 17
2
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