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25 16 94 5.4ug-eq/g 3 Sprague-Dawley
( ) Long-Evans 30
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Tax 2 Crrex
2.21-3.82ug-eq./ml 6 T3 )
8.2 4 2 2 1
Ht  45%
/ 6 040 12 0.61
4 1,3,6,12 054-0.74
AUC 95.7%
5 16.3% 15.8% 79.0%
81.9%
( ) Yo
6 51.5% 13.6%
39.5% 5.1% ( 23)
1 3 3 90.2-96.4% 3
20.8% 24.8% 20.3% 21.3% N- 41.1% 39.1%
N-oxide 13.7% 7.0% 3 (  54%)
77.5% 75.5% 11.9% 10.6% N- 6.9% 10.8%
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71.9% 79.5% 8.6%
6.0% 17.8% 13.0% ( 23)
( 4 ) *C (10mgkg ) 2 6 24
2 6 24
2 2
6 24
160ug-eq./g
( 27
1 26)
( 4 ) (5 25 125mg/kg )
15 29 136 24
5mg 25mg Tnex 1 3 Crax S5Mg



1 1.02-2.29 15 147-256 29 1.26-2.38ug-eq./ml 25mg
2.27-13.23 5.11-11.04pg-eq./ml 1
25mg 715 125mg Tax 1 6
(1/8)
24
25mg
( 30,31)
( 5 /) “c
(Img/kg ) Trx 2
3.01-4.48ug-eq./ml Tip 17.17
AUC 66%
N- 075 12
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3
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33
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26.8+4.0 284455 28.3+6.3% 400mg
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1 10 2 2 (Fp F» Fg)
Fin Fa 30 F Fs
Fo
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25 50 100
254 50.7 101.1
2 24.3 47.0 94.6
2 24.2 485 955
1 25.3 50.9 101.9
1 24.3 46.7 115.0
1 62.3 127.0 148.8
2 28.0 53.3 95.7
2 23.7 48.7 112.7
2 59.3 117.3 172.3
2 25.5 52.0 109.5
100mg Fo
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50mg
F
50 mg
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25mg
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80%
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150mg 4
Fi 1
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Y M
F
F
F
( 18
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18
3
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a

13)

F
45 mg
( 17
3
45mg
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150 mg
w X
4
150mg
45mg
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75mg

75mg
NOAEL
NOAEL 35 mg/kg/
©)
invitro
invitro
1
(  14) 375 750 113 150 pg/mL?
(-S9 50.5hr)
100 250 500 750 1000
pg/mL® (+S9  27.4hr)
CHO(K1-BH4/HGPRT) ( 15) 288 384 511 682 909
(Hprt) Hg/mL*(-S9  5+20hr)
216 288 384 511 682
pg/mL(+S9  5+20hr)
511 682 909 1212 pg/mL>
(-S9 5+20hr)
511 682 909 1212 pg/mL’
(+S9 5+20hr)
L5178Y ( 16) | 10 700 pug/mL(-S9)°
(Tk) 10 500 pg/mL(+S9)’ 8
DNA  (UDS) (-89)(  19) |503-503 pg/mL’
( 101pg/mL)
1
2 150pg/mL
3 500pg/mL
4 909ug/mL 288ug/mL
5 1212ug/mL
6 700pg/mL 10%
7 500pg/mL 10%
8 500ug/mL
9 503ug/mL (81.3%)
invitro
UDS 101pg/mL
invitro  UDS in vivo
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©)

invitro  MIC
(MIC)
MIC
(ng/mL)
Difloxacin Sarafloxacin
MICs, MICq MICs, MICq
40 40 1.0-16 40 2.0-16 3
73 2 4 0.125-8 2 4 0.125-8 5
Bacteroides fragilis 27 2 4 1-4 1 2 05-4 7
51 2 4 18 2 4 1-32 8
29 4 16 2->32 4 8 1->32 9
Bacteroides bivius 2 2.0-2.0 8.0-8.0 3
Bacteroides distasonis 2 4.0-4.0 8.0-8.0 3
Bacteroides melaninogenicus 6 20 2040 4.0 2.0-80 3
Bacteroides ovatus 7 16 4.0->16 16 4.0->16 3
Bacteroides thetaiotaomicrom 9 8.0 1.0-16 8.0 1.0->16 3
Bacteroides vulgatus 3 2.0-16 8.0->16 3
Bacteroide spp. urt |1 8 0.125-64 1 8 0.125-32 5
29 4 16 2-32 4 32 2-64 8
10 1.0 10 05-2 1.0 1.0 05-10 1
Campylobacter jejuni 25 0.25 0.25 0.125-0.25 6
34 0.25 05 0.12-05 0.12 0.25 0.06-0.25 1
Campylobacter coli 26 0.125 0.25 0.015-0.5
20 0.125 10 0.06-2 0.06 0.25 0.06-0.5 1
22 05 4 0.0154 0.03 05 0.015-05 2
Citrobacter freundii 14 0.25 20 0.03 0.25 3
36** | 0.25 1 0.25-2 0.15 0.125 0.08-0.5 9
30 0.125 1.0 0.06-1.0 0.015 0.125 0.004-0.25 10
10 0.12 0.12 0.03 0.03 3
. . 0.255 0.015 2
Citrobacter diversus 272 0125 |025 | 01252 0015 | 0125 00080125 |9
20 0.06 0.25 0.06-2.0 0.015 0.03 0.04-0.25 10
Citrobact 16 0.25 4 0.03-32 003 |05 0.03-4 4
fHORACIE Spp. 8 |02 |1 0034 003 | o012 003025 7
30 0.125 0.25 0.06-4 0.06 0.06 0.06->05 1
Enterobacter cloacae 24 0.25 0.25 0.03 0.06 3
20 | 0.25 05 0.06-1 0.06 0.25 0.008-0.25 9
50 0.125 0.25 0.015-1.0 0.015 0.03 0.004-0.125 10
20 0.125 0.125 0.06-0.25 0.06 0.125 0.06-0.125 1
Enterobacter aerogenes i4 ) 0.25 05 0.06 0.06 3
9 0.25 05 0.06-4 0.03 0.06 0.008-0.25 9
20 0.125 0.25 0.03-05 0.015 0.03 0.004-0.06 10
Enterobacter agglomerans 10 0.25 40 0.03 0.12 3
15 0.06 0.25 0.008-1.0 0.015 0.06 0.004-0.25 10
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18 |05 1 0.03-4 0015 | 025 0.015-0.25 2
Enterobacter spp. 28 0.12 1 0.06-2 003 | 025 0.03-1 4
30 |025 0.25 0.06-4 0.03 0.03 0.03-0.25 7

30 006 | 0125 0.06-0.125 006 | 0.06 0.06 1

20 |025 0.25 0.015-05 0015 | 003 0.015-0.06 2

Escherichia coli 34 |012 0.25 0.03 0.06 3
scherichia cotl 140 |012 0.25 0034 003 | 006 0031 4
49 | 006 0.12 0.03-0.25 0.03 0.03 0.03 7

23 | 0125 |05 0.008-0.5 0.15 0.03 0.008-0.25 9
100 | 0.06 0125 | 0.015-1.0 0015 | 003 0.008-0.25 10

Fusobacterium spp. 30 1 4 0.125-8 05 4 0.125-8 5
3 4 4 2-4 4 4 4 8

Klebsiella oxytoca 25 [ 0125 |05 0.125-1 0015 | 006 0.015-0.25 9
20 |0125 |025 0.06-05 0015 | 0015 | 0.008-0.03 10

30 |05 1.0 0.06-2 006 | 025 0.06-05 1

_ . 4 025 05 0.06-4 0.06 0.12 0.03-1 4

Klebsiella pneumoniae ")

34* | 05 2 01252 0.06 0.25 0.015-05 9
20 |025 10 0.06-4.0 0.03 0.25 0.015-0.25 10

4 |025 05 0.06 0.12 3

Klebsiella spp. 2% 025 05 0.03-2 0.06 0.25 0.015-0.25 2
35 | 012 05 0.03-1 003 | 006 0.03-0.12 7

10 |05 05 0.125->05 0125 |05 0.125-05 1

14 1 2 0.12-2 0.06 05 0.015-05 2

Morganella morganii 10 0.5 05 0.12 0.12 3
12 |05 1 0.252 0.06 0.25 0.03-1 4

48 |05 1 0.06-8 003 | 012 0.03-2 7

28 | 05 1 0.125-2 0.06 05 0.03-1 9

15 2 2 1-2 0.25 05 0.06-05 2

26 |05 10 0.12 0.25 3

Proteus mirabilis 43 1 2 0.25-4 0.25 05 0.06-2 4
30 1 1 0.25-4 0.12 0.25 0.03-0.25 7

30 |1 2 1-8 0125 |05 0.125-4 9

50 1.0 1.0 1.0 0125 | 025 0.03-05 10

10 10 2 10-2 0.25 05 0.25-05 1

16 1 2 0.25-4 0.12 0.25 0.03-05 2

Proteus vulgaris 10 10 10 0.12 0.25 3
33 |05 1 0.03-1 003 | 006 0.03-0.06 7

26% | 05 2 0258 0.06 05 0.03-2 9

15 |05 10 0.25-1.0 0.06 0125 | 003025 10

Proteus spp. 30 1.0 2 1.0-2 0375 |05 0.25-05 1
10 |05 20 0.12 0.25 3

Providencia rettgeri 19 1 2 0.12-2 0.12 0.12 0.03-0.12 7
277 |1 4 0.05-8 0.25 1 0.06-2 9

26 |05 40 0.12 10 3

Providencia stuartii 30 |025 1 0.03-4 003 | 006 0.03-1 7
2% |1 8 0.25-64 1 4 0.06-8 9

15 1 2 0.252 0.06 05 0.03-05 2

Providencia spp. 25 |05 2 0.03-16 0.06 0.25 0.03-2 4
23 |05 20 0.12 0.25 3

1 2 4 0.12-8 1 4 0.03-4 4

Salmonella enteritidis 34 |05 1 0.03-2 0.03 0.06 0.015-0.12 2
39% | 025 05 0.125-05 0.03 0.06 0.015-0.125 9

Salmonella spp. 18 0.12 05 0.06-4 0.03 0.06 0.015-0.5 4
28 0125 | 025 0.125-1.0 6
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93 0.25 0.25 0.06-0.5 0.03 0.06 0.008-0.06 1
20 05 32 052 0.125 05 0.06-4 1
30 1 2 054 0.12 1 0.015-1 2
Serratia marcescens 35 10 20 0.25 0.25 3
29 1 4 058 0.25 05 0.03-1 4
202 | 1 4 0.25-8 0.125 05 0.03-2 9
50 1.0 20 0.06-4.0 0.125 0.25 0.015-05 10
Shigella sonnei 15 0.25 05 0.06-0.5 0.015 0.03 0.015-0.06 2
9 0.12 4 0.034 003 |05 0.03-05 4
- 20 0.06 0.125 0.015-0.25 6
Shigella spp. 3 (0125 | 05 0.06-2 0015 | 006 | 001505 9
144 | 0.06 0.12 0.015-0.12 0.015 0.015 0.008-0.06 1
\killonella parvula 2 1 2 1-2 05 1 051 8
17 0.03 0.125 0.025-0.25 6
Yersinia enterocolitica 25%2 | 0.06 0.25 0.015-1 0.07 | 0125 0.008-0.5 9
68 0.12 0.25 0.03-0.25 0.03 0.03 0.004-0.06 1
. e 4 40-80 40-80 3
Clostridium difficile 20 80 80 4080 5
4 4 8 48 4 4 4 8
10 | 10 0.12-80 1.0 0.12-4.0 3
Clostridium spp. 13 2 4 054 2 4 0.25-8 8
24% | 025 8 0.03-16 0.25 8 0.03-32 9
Enterococcus spp. 34 14 8 28 2 4 L4 2
16 40 8.0 40 80 3
58 4 8 0.06-16 2 4 0.25-8 4
29 4 8 2-8 2 2 05-2 7
Eubacterium spp. 33 2 8 0.125-32 1 8 0.125-16 5
PepOCOCCUS SPP. 64 4 16 0.125-32 2 8 0.125-16 5
11 4 4 05-16 4 4 05-8 8
Peptostreptococcus anaerobius | 4 0.25-0.5 0.25-0.5 3
Peptostreptococcus asaccharolyticus | 4 2.0-80 2.0-80 3
PepIostreptococeus Spp. 40 2 16 0.125-16 2 8 0.125-8 5
8 05 8 0.25-8 05 8 0.25-8 8
Propionibacteriumacnes | 14 2 4 2-4 2 4 2-16 8
Propionibacterium granulosum | 6 2 2 2-2 2 16 2-16 8
30 0.25 0.375 0.125-05 0.375 05 0.125-05 1
18 05 1 0.12-1 05 05 0.12-05 2
57 0.12 0.25 0.12 0.25 3
Staphylococcus aureus 70 | 025 0.25 0.12-8 025 0.25 0.06-4 4
50 0.25 05 0.12-05 0.12 0.25 0.06-0.25 7
35 0.125 0.25 0.03-2 0.125 0.25 0.03-05 9
20 0.25 05 0.125-05 0.25 0.25 0.125-05 10
10 05 05 0.25-10 05 05 0.125-10 1
15 1 2 052 0.25 1 0.12-1 2
Staphylococcus epidermidis 43 0.25 1 0.12-4 0.25 05 0.03-4 4
27 0.25 1 0.12-1 0.12 0.25 0.12-0.25 7
35 0.25 05 0.125-8 0.25 05 0.06-8 9
25 05 05 0.25-05 0.25 05 0.125-05 10
Staphylococcus haemolyticus | 20 0.25 0.5 0.25-0.5 0.125 05 0.125-0.25 10
Staphylococcus hominis 20 05 05 0.125-1.0 0.25 05 0.125-05 10
Staphylococcus saprophyticus 45 1 1 0.25-1 0.25 0.25 0.12-05 I
Streptococcus agalactiae 20 1.0 20 10 20 3
13 2 4 14 1 2 052 4
22 4 4 2-4 1 2 1-2 7
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25 40 8.0 2.0-80 20 40 2040 10
Streptococcus bovis 10 2 16 0.25-16 2 4 1-8 9

30 4 8 28 4 8 108 1
Streptococcus faecalis 25 20 40 20 40 3

24 1 2 0.25-4 1 2 052 9

25 20 40 1040 10 20 05-4.0 10
Streptococcus faecium 30 16 32 8-32 16 16 4-32 1

20 10 20 10 20 3
Streptococcus pneumoniae | 33 1 2 1-2 05 05 0.25-0.5 7

17 05 2 0.06-4 05 2 0.06-2 9

20 05 8.0 05 8.0 3

13 1 2 0.25-8 05 2 0.25-4 4
Streptococcus pyogenes 32 1 2 1-2 05 05 0.25-05 7

16 1 2 0.25-8 05 2 0.06-4 9

25 10 20 0540 05 10 0.125-20 10
SHEDIOCOCCLS § 30 4 4 4-16 15 3 1.0-8 1

P PP 37 |1 4 012516 1 4 01258 5
. . 20 2 6 28 15 2 052 1
Viridans Streptococci 5 |1 1 01252 1 2 00152 9
JECFA VICH relevant species
*1 B.fragilis
*2  Ampicillin resistant
*3  C. perfringens (3), C. bifermentans (2), C. ramosum (2), C. sporogenes 2
*4  C. difficile, C. perfringens, C. septicum, C. botulinum, C. butyricum, C. nowyi
10*  5x10°CFUJspot bb
10*  10°CFU/spot MIC ( 5 )
MICsy Escherichia coli 0.06u /mL
Yersinia enterocolitica ~ 0.03ug/mL  Shigella spp.  0.06pg/mL
MICs Peptostreptococcus spp.  0.5ug/mL
MICs
Bifidobacterium  Lactobacillus
(MIC)
MICs
(ng/mL)
Difloxacin Sarafloxacin
MICs, | MICy MICy | MICq

Acinetobacter anitratus | 10 [ 0125 | 05 0.06-05 05 | 05 | 00605 1
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36** | 0.06 0.25 0.008-1 0.125 05 0.015-1 9
40 0.06 0.125 0.008-0.25 0.06 0.25 0.03-0.25 10
Acinetobacter caloaceticus | 35 0.12 0.25 0.06-0.25 0.06 0.12 0.03-0.25 7
Acinetobacter Iwoffi 40 0.03 0.125 0.008-0.25 0.06 0.125 0.015-0.25 10
Acinetobacter spp. 7 05 0.015-05 0.25 0.015-0.25 2
17 0.12 05 0.12 10 3
13 0.12 2 0.06-4 0.12 05 0.06-0.5 4
Aeromonas hydrophila 3 0.12-05 0.06 2
13** | 0.06 0.125 0.03-0.25 0.008 | 0.015 0.008-0.03 9
15 0.06 0.25 0.03-1.0 0.03 0.06 0.004-0.5 10
Aeromonas spp. 6 0.06-0.125 0.06 1
Branhamella catarrhalis 10 0.03 0.03 0.03 0.03 3
(Moraxella catarrhalis) 12 0.06 0.25 0.06-2 003 05 0.03-1 9
Gardnerella vaginalis 20 4 8 2-8 4 8 4-8 20
Haemophilus influenzae 40 0.015 0.015 0.015 0.015 3
21 0.12 0.12 0.03-0.12 0.12 0.12 0.03-0.12 4
30 0.03 0.03 0.03-0.12 0.03 0.03 0.03 7
20 0.004 0.004 0.004-0.008 0.004 0.004 0.004-0.008 10
Haemophilus ducreyi 10 003 | 012 0.03-0.12 003 | 012 0.03-0.25 20
Neisseria gonorrhoeae 58 0.03 0.06 0.015 0.03 3
8 0.015 05 0.007-0.5 0.015 05 0.015-05 4
3 0.03 0.03 0.03 0.03 0.03 0.03 7
28 0.008 0.008 0.008 0.008 0.008 0.008 9
25 0.007 0.03 0.003-0.06 0.003 0.015 0.0015-0.03 20
Neisseria meningitides 19 0.015 0.015 0.015 0.015 3
5 0.008-0.015 0.008-0.015 9
Pseudomonas aeruginosa | 12 1 4 058 0.25 05 0.06-1 2
70 20 8.0 05 20 3
53 2 4 0.03-16 0.25 1 0.03-2 4
88 1 2 0.12-16 0.12 0.25 0.03-05 7
48** | 2 8 0.25->32 1 2 0.125-16 9
100 |20 8.0 1.0-320 10 20 0.25-8.0 10
Pseudomonas cepacia 2007 | 1 8 0.03-32 05 8 0.03-16 9
Pseudomonas fluorescens | 8 10 40 1040 0.125 10 0.06-1.0 10
Pseudomonas maltophilia | 19** | 1 4 054 1 2 0.06-4 9
38 10 8.0 0.25-16.0 10 20 0.125-4.0 10
Pseudomonas maltophilia | 14 20 80 20 80 3
cepacia
Pseudomonas putida 17 1.0 40 0.25-4.0 0.25 05 0.03-1.0 10
Pseudomonas spp. 30 2 4 10-8 125 45 0.25-16 1
23 05 20 0.12 0.25 3
n 2 4 0.12-8 1 4 0.03-4 4
3 2 4 0.12->128 0.12 0.25 0.03-4 7
22 2 4 054 1 05 0.06-8 9
Vibrio cholerae A 0.06 05 0.06-1 0.004 0.004 0.004-0.25 1
Mibrio spp. 10 0.125 0.125 0.008-0.125 6
Actinomyces spp. 14 2 4 0.125-8 1 8 0.125-16 5
Bacillus cereus 17 0.125 0.25 0.06-0.25 0.125 0.25 0.015-0.25 10
Corynebacterium JK spp. 10 1 2 1-2 1 2 1-2 9
Listeria monocytogenes 10 2 2 2-4 2 2 2 1
30 1 2 054 05 1 052 9
12 10 10 1.0-20 05 05 0510 10
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Mycoplasma hominis 44 1.0 1.0 0.25-1.0 21
Ureaplasma urealyticum u 125 25 0.2-25 125 125 3.1-125 20
29 1 2 05-20 21
**Ampicillin resistant
MIC
(MIC) ( )
MICs
TL-12 313 0.39
Citrobacter freundii TU-971 6.25 0.78
GN-346 0.2 0.025
Enterobacter cloacae TL-14 0.78 0.1
TU-680 0.2 0.05
NIHJ JC-2 0.39 0.05
1346 0.2 0.025
. . ML-1410 RGN-823 125 156
Escherichia coll ML-1410 RGN-238 125 156
KC-14 0.1 0.025
ATCC 27166 0.006 0.006
Klebsiella oxytoca 5075 0.2 0.025
Klebsiella pneumoniae PCI-602 078 01
5038 0.39 0.1
0068 313 0.78
Morganella morganii Kono 0.78 0.1
6501 0.78 0.1
Proteus mirabilis TU-1698 0.78 0.2
1ID-874 0.78 0.1
Proteus vulgaris 6064 0.78 02
6028 0.78 0.1
GN76/c-1 0.78 0.1
L . 6256 0.39 0.1
Providencia rettgeri 6250 078 02
L .. 6761 0.006 0.006
Providencia stuartii 576 039 01
PI1-67 0.78 0.1
TU-408 0.78 0.39
Pseudomonas aeruginosa No.12 1.5 02
3BR 313 0.78
4096 3.13 0.78
4098 0.78 0.1
Salmonella typhi T-58 0.39 0.05
Salmonella typhimurium 0.39 0.05
Serratia marcescens 7006 313 039
0U-29 156 0.39
Shigella sonnei 0.2 0.05
Bacillus subtilis | ATCC 6633 | 01 | 0.05
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Enterococcus faecalis CN-478 313 156
209P JC-1 0.39 0.1
Terajima 0.78 0.39
Staphylococcus aureus Smith 0.2 0.1
252R 0.39 0.2
199R 0.2 0.2
Staphylococcus epidermidis Kawamura 0.2 0.2
MIC
pH MIC
oH MICso
Enterobacteriaceae 26 E. coli(7) Enterobacter(3) Klebsiella(3) Serratia(3) Citrobacter(2)
Morganella(2) Proteus(3) Providencia(3)  pH8.0 MIC( ) 1.3(pH6.5 0.29)
Pseudomonas aeruginosa(8 ) Gram-positive cocci(13 ) MIC Enterobacteriaceae
pH Enterobacteriaceae pH
3 MIC( ) 60 pHE.8 7.4
80 —_— pH8.0 E. coli Enterobacter
Klebsiella Morganella morganii  Proteus mirabilis Providencia stuartii 10 60
0.5ug/mL (47%) (pH6.8 0.06pn /mL  43%) Pseudomonas
aeruginosa Acinetobacter calcoaceticus Staphylococcus aureus  Staphylococcus epidermidis ( 10 )
pH Staphylococci 05u /mL 75%
(0.25p /mL 10%) 1u /mL 50% ( )
Bacteroides fragilis(6 ) Bacteroides spp.(7 )  Fusobacterium spp.(2 )  Clostridium spp.(4
) Peptococcus  Peptostreptococcus spp.(5 ) pH MIC( )
Bacteroides ( )
Rapid Selection MIC
MIC 12 2
MICx
7 (Enterobacter aerogenes
Escherichia coli Klebsiella pneumoniae Pseudomonas aeruginosa Serratia marcescens Staphylococcus aureus
Streptococcus faecalis) 128ug/mL
MIC MIC Escherichia coli
2.3ug/mL(0.08—) Streptococcus faecalis 97ug/mL(4.6—) MIC( )
Enterobacter aerogenes 1 Serratia marcescens 2 128ug/mL
( )
MIC 8 5 (Enterobacter cloacae

Escherichiacoli  Klebsiella pneumoniae  Pseudomonas aeruginosa  Staphylococcus aureus)
20




3x10”(E. cloacae)  3.8x10°(P. aeruginosa)

8.9x10%K. pneumoniae)  3.8x10°(P. aeruginosa) 10pg/mL E. cloacae
(
)
MIC 4 8 3 (Escherichia coli
Klebsiella pneumoniae  Pseudomonas aeruginosa) 4
9x10°(K. pneumoniae) 3x10% 2 ) 7x10°(E. coli) 2x10°(K. pneumoniae)
8 K. pneumoniae
( )

MIC 8 7 (Enterobacter aerogenes
Escherichia coli Klebsiella pneumoniae Pseudomonas aeruginosa Staphylococcus aureus Providencia stuartii
Serratia marcescens) 8.5x10°%(S. marcescens)
1.9x10°(P. stuartii) 43x10°(S. marcescens)  3.7x10°(K. pneumoniae) (

10)

(7)
( )
3 Sprague-Dawley ( )

Long-Evans 30

()
(
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) ()
NOAEL 5mgkg  /

3 4 0.3 125mg/kg /
13 3.0mg
1 (U4) NOAEL 10mgkg /
3
in vitro
UDS 101pg/mL
invitro UDS
invivo/ in vitro uDS in vitro
invivo
invitro  UDS —
2
2
1990
DNA
6 8
( 200 1
(21
8
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13

1
NOAEL  1.0mg/kg /
ADI
invitro  MICs
Bacteroides Bifidobacterium Clostridium
Eubacterium Fusobacterium Peptococcus / Peptostreptococcus ADI MICsy
R-plasmid
Enterococcus E. coli Lactobacillus
22 4538 MICs

Yersinia enterocolitica MICs 0.03 pg/mL

MICsy(pg/mL) Bacteroides 1 Clostridium  0.25 Eubacterium 2 Fusobacterium 1 Peptococcus

4 Peptostreptococcus 0.5 Enterococcus 4 E. coli 0.06 Bifidobacterium Lactobacillus
MICs, E. coli E. coli
1% )
ADI
MICs (52thJECFA EMEA)
Clostridiumspp.  0.25ug/mL C.difficile  C. botulinum
Peptostreptococcus 0.5ug/mL
Bifidobacterium Lactobacillus
Bifidobacterium MICs, 8ug /mL (JECFA) Lactobacillus Ciprofloxacin
8ug/mL Levofloxacin  4pug /mL ( 22)
Peptostreptococcus MICs; Ob5pg/mL 8 40
2pg/mL 8
NCCLS
pH7.1 Peptococcus /Peptostreptococcus 5
pH73 81 MIC
Peptostreptococcus

23



MICs 3 0.125u /mL
MICs 4 S
10%
ADI
Peptostreptococcus 8 MICs,  0.5pg/mL
“nridant 11icp??
Brudent—se
(ADI)
ADI
3 NOAEL 1 mg/kg / 13
ADI
10 10 100 ADI  0.01 mg/kg
/
MICs
2209 70%( ) 8
S 2
60kg
0.0005 (mg/mL) x 220 (q)
ADI (mg/kg /) 0.7x2x 60 (kg) 0.0013 mg/kg /
ADI ADI
ADI
2 ADI
0.0013 mg/kg /

0.0013 mg/kg
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