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EMEA 2000 2002?
EU
25 35mg/kg 5 10 45 67mg/kg 1 7
25 30mg/kg 5 10
NOAEL 3.4mg/kg /
100 ADI  0.034mg/kg /
ADI CVMP 0.025mg/kg /
ADI ADI ADI
ADI 0.025mg/kg

ADI

0.025 mg /kg /



EMEA 2000 2002?

1.
(1)
Paromomycin
(2)
CH.0H H:N NH:z
0]
HO O OH
O
HO  NH: ° CHz0H
NH:
HO 0 OH
8]
OH
CH:zNH:z
3) : C23H45N5014
4 1 615.63
()
45 67mg/kg 1 7
25 30mg/kg 5 10
2.
2-1.
26 50mg/kg
30 1% Cmax 2'6
3-4 6 21mg/kg /

()

25 35mg/kg

24
24%

5

10



7
80.2-107.9%

26
1000mg/kg
2000mg/kg

250

135815

0.125pg/mL

80%

24

7 1mg/kg

30

32

2mg/kg 20

21
100ug/kg

05 Cmax
30

1000 2000mg/kg
0.2pug/mL

24

80mg/ 7

21mg/kg / 5
7
15
0.3mg/kg
26 4.7mg/kg

21mg/kg / 5

0.32mg/kg

280mg/kg /

22.0-28.4pg/mL

1000mg/kg

43mg/kg )

24

48
0.16pg/mL

0.2mg/kg

0.45 0.4mg/kg
15

0.16mg/kg
7
20 0.45mg/kg

0247 14

0 1400ug/kg



500ug/kg 14 0
2600pug/kg 4

80mg/ 7 2 4 7
2
0.16mg/kg 48
2-2.
(1)
10000mg/kg 670mg/kg 620mg/kg
(2)
2 1 1
400 200 60mg/kg
NOAEL
50mg/kg
(3)
2
2 0 3.4 68 1700mg/kg /
68mg/kg
NOAEL 3.4mg/kg /
(4)
2 /
SD 2 0 3.9 78.5 1950mg/kg /
1950mg/kg pH
pH
NOAEL 78.5mg/kg /
)
ICR 20 / 100 200 400mg/kg /
7 13 18
400mg/kg



SD 15 / 0 19 100 200mg/kg /
10 200mg/kg
F1 3
F1
Donryu 20 / 7 13 100 200 300mg/kg
/ 5 6
4 F1 5 F1
7 13 400mg/kg
200mg/kg
(25 30 /) 0 28
12.5 25mg/kg /

(6)

in vitro
Ames

CHO
in vivo
in vitro in vivo
(7)
invitro MIC
MICso  Escherichia coli  Lactobacilli  10pg/mL

(8)




2 1000mg/kg feed

NOEL
12.5mg/kg (
300mg/L)
ADI
ADI
2
NOAEL3.4mg/kg /!
100 ADI 0.034mg/kg /
in vitro MICsp
MICsy  Escherichia coli  Lactobacilli  10ug/mL 150mL
95% 60kg CVMP ADI
10 < 17
1! < 150
ADI pg/kg / 0952 > 60 25ug/kg /
(0.025mg/kg /)
*1 MICs 1
*2 invitro in vivo 1
*3 95%

95%

1 LOAEL 68mg/kg  / NOAEL



VICH

CVMP ADI JECFA

EMEA

ADI ADI

ADI 0.025mg/kg /

ADI

0.025 mg /kg /



( )
(mg/kg /) /)
2 400
( )
100 200 400 400
( 7-13 )
2 200
C )
2 0 3.9 785 1950 78.5
100 200 200
( 019 C )
100 200 300 300
( 713 ( )
400 400
( 713 ( )
200 200
( C )
2 0 3.4 68 1700 3.4
1 60
( )
125 25 25
( 0-28 ( )
1 50
()
ADI NOAEL 3.4
SF 100
ADI 0.034
ADI 2
ADI 0.025
ADI E. coli Lactobacilli  MICs,10ug/mL(CVMP )

ADI

0.025

10




(1)COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS PAROMOMYCIN SUMMARY REPORT(2)
(2J)COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS PAROMOMYCIN SUMMARY REPORT(3)
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