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CVMP

( )

EMEA 1999 2003@
®
29 / 200mg /
ADI
ADI 0.008mg/kg /' (0.48mg/
200-300mg/kg
EMEA

ADI

0.008 mg /kg /

EU
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EMEA 1999 2003
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Kanamycin
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HO
HO, LOH
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HO : NHz NH:
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HO 7 NH2
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NHz
(3) : Ci8H36N4On
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(®)
Streptomyces kanamyceticus
A B c 3
EU
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2-3
40%

20 40

80-90 24
10%
30%
20
@
0512 3 46 9 12 14
Bacillus subtilis ATCC6633
0.3-0.4pg/mL  300-400 pg/L
10 50mg/kg Crnax 30 65ug/mL Trax
05 1
15 mg/kg Crnax 30ug/mL Trax
1 2 12
1pg/mL
10 20mg/kg Crax 30 50pg/mL Tmax
1
10 20mg/kg Crnax 30 50pg/mL  Tpmax
1 ()
3 7.5 mg/kg 72 12
72
87.3-104.2% A
78.7-95.1% 12 86.9%
8.1-8.6% 6.3-7.2% 12 12
0.03-0.05% 72
0.5-0.6% 0.3-0.4%
A @



3 15 mg/kg 72 12
72
74.9-91.3% 72.6-90.2%
12 86.4% 0.7-2.2%
0.4-1.6% 12 72
0.6-0.7% 0.4-0.6%
A
@
3 15 mg/kg 72 12
72
67.4-83.9% 66.4-82.9%
12 60.4%
72 0.7-1.1%
A
10 12 mg/kg 1 2 12
10 (100pg/kg)
10 6504+220ug/kg 20
10 20 30 40
3810 1480 200 <100ug/kg 10 20
30 40 50 16380 5970 710 <100ug/kg
@
8 150mg 1 2 5
7 28 71 53 pg/kg 35 50
pa/kg 2 57 pg/kg 49
7 28 35 49 719
4706 4327 3417 pglkg 2611 1671 1057 1013 pg/kg 3133 2237
2875 1631 pg/kg 7 202 pg/kg 28
@
5 7.5 mg/kg 1 2 5
1 4 1400 840 150 <100 pg/kg
@
12 1000001.U. 12 2 144
7 pa/kg 100ug/kg 36 48 60 72

668 329 154 99 pgkg
6

@



20 7.5 mg/kg 1 2 12

36
(17Hg/L) “
4 4 15 mg/kg
120
4 (48 ) (43ug/L)
10 15mg/kg 1 2 5
20
10 20 30 40

10 20 30 40 50
240 <100ug/kg

A (50pg/L)

@

(100pg/kg)
4190 820 820 <100ug/kg

12210 7420 1020

()

( 8 ) 150mg 1 2 5
7 366pg/kg (52 pg/kg)
2 35 49
7 28 35 49 4378 1157 917 429ug/kg
22745 1508 1040 1613ug/kg 8679 339 3811 1419ug/kg
7 163pg/kg 28 @
25 15 mg/kg 1 2 5
(100pg/kg)
10 170ug/kg 10 20 30
2980 190 <100pg/kg M
( 12 ) 15mg/kg
5 50ug/kg 15 (50 pg/kg)
5 15 1600 600ug/kg 20 (200pg/kg)
1 (249ug/kg) 30 5
15 20 30 1890 490 120 <100ug/kg( )
1150 40 261 130ug/kg 5 70ug/kg
15 @
25 15 mg/kg 1 2 12 5
10 20 30 40 50 10160
3470 210 <100ug/kg 0 20 30 40

960 470 170 <100ug/kg
@)
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LDso

2020
®

EMEA
200-600 mg/kg

)

CD

50mg

13
Wistar (
15,000 100,000ppm
1609.0 mg/kg /)

®

400mg/kg

Hartley

0 33 337 3423 2192.1mg/kg /

18700 17500 mg/kg 240 245 mg/kg
1970mg/kg 1320 1190mg/kg
LDs 5000mg/kg
@)
0 50 150 mg/kg / 4
150 mg
@
(225 mg/kg / 6
1)
/) ( ) (0 150 1500

0 25 253 2498

13 100,000ppm
BUN

0 100 200 400mg/kg / 4

200

100mg/kg @
(o /) 0 100 200 400 mg/kg
4 100mg
200mg 2

400mg 4
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0 50 100mg/kg / 30
50 100mg/kg
50mg/kg
@
©)
in vivo
@
(4)
Wistar 1 (0 20 200mg/kg /)
20mg 200mg 1
200mg ®
EMEA
1000pg/mL 2 4
GLP
in vitro
200mg/kg 55 62
400mg/kg
2 1 400mg/kg
@)
©)
@)
in vitro

S. typhimurium TA98 TA100 TA102 TA1535
Ames TA1536 TA1537 TA1538(S9)
S. typhimurium TA104 TA2638(=S9)

(MLA)




in vivo

in vitro S. typhimurium TA104
TA2638(==S9) (Ames )

Ames MLA in vitro in vivo

(6)
50% MICs, @
10 (Bacteroides fragilis Bifidobacterium spp. Clostridium spp.
Fusobacterium spp. Proteus spp. Streptococcus spp. Eubacterium spp. Lactobacillus spp.
Escherichia coli Peptostreptococcus spp.) Peptostreptococcus spp.
MICs 3.2 yg/mL

(7)

@

@

30ug/mL

25%

16-50%

0.95%
Conax
AUC

10
mg/kg
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ADl @

EMEA ADI
NOEL
ADI
ADI
ADI Peptostreptococcus spp.  MICsy  3.2ug/mL
150g 1 60kg CVMP
32 x< 17
1 < 150
ADI pgkg — / 1° >< 60 8ugkg  /
(0.008mg/kg /)
480 ug/  (0.48mg/ )
*1 MICs 1
*2 pH 1
*3 1% 1
CVMP ADI JECFA
VICH
ADI
EMEA
ADI 0.008 mg /kg / (0.48mg/ ) ( EMEA
120 200 mg /kg / 2 4 50 100mg/kg)
13
200-300mg/kg
EMEA
ADI

0.008 mg /kg /
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(mogkg /) (mgkg /)
EMEA
400
( ) ( )
4 0 50 150
(
6 225
C )
13 0 150 1500 15000 100000ppm 3423
0 33 337 3423 21921 2498
0 25 253 2498 1609.0
400
( ( 2 )
0 20 200
( 1 - ( ) 20
4 0 100 200 400 100
( )
4 0 100 200 400
( )
200
55-62 ( )
30 0 50 100
( )
ADI
ADI 0.008
ADI Peptostreptococcus spp.  MICyy 3.2ug/mL(CVMP )
ADI 0.008
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(1))COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS  KANAMYCIN SUMMARY REPORT (1)
(2COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS  KANAMYCIN SUMMARY REPORT(2)
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