DNA
ciprofloxacin
1 ENROFLOXACIN
1996
EU 1998
JECFA EMEA ADI JECFA
43th 48th ADI  2ug/kgbw/day
EMEA ADI ADI
6.2ug/kgbw/day
FDA ADI 3 pg/kgbwi/day
EMEA 1)2)3)4)5)
ADI (E-coli) MICs,(0.015pg/ml) 10(?)
0.12 0.3125 pg/kgbwi/day
(E.coli) MIC50(0.062ug/ml  10°cfu/ml) 2 invivo in vitro
0.25 80 0.2 ADI 6.2 pg/kgbw/day
FDA ®
/ ADI
90 NOEL 3 mg/kgbw/day 1000 ADI 3
pa/kgbw/day
JECFA N8
ADME
43th ADI (E.coli) MICs(0.015pg/ml)
20 0.2 0.6 pg/kgbw/day
48th ADI ADI
(Fusobacterium) MIC50(0.125ug/g) 0.2 23(_2)
ug/kgbw/day
FDA EMEA JECFA
ADI
ADI FDA EMEA JECFA
90
Fusobacterium Fusobacterium
NOEL or MIC50 3 mg/kgbw 0.5 pg/ml 0.125 pg/ml
SFor 1000 05 0.2
ADI 3 pg/kgbwi/day 6.2 pg/kgbwi/day 2 ug/kgbwiday




FDA EMEA JECFA

FDA EMEA JECFA
>5000 mg/kgbw >5000 mg/kgbw(
>5000 mg/kgbw( ), 4366mg( ) >5000 mg/kgbw( ), 4336mg( )

10, 20, 40, 3200 ppm
NOEL 40ppm (1.2 mg/kgbw)

10, 40 ppm
? | NOEL doppm
125,500,7500 ppm
NOEL 125 ppm (9.9 mg/kgbw)
500,2000,7500 ppm mg/kgbw 136,150,577 mg/kgbw
(90 ) | NOEL 500ppm@Omgkobw) NOEL 40 mgkghow NOEL36mgkotwidy
320,800,2000 ppm 10,38,615 mg/kgbw
NOEL || NOELlomgkghwey
100,320,2500 ppm 3,9.6, 75 mg/kgbw
NOEL 100ppm (3 mg/kghw) NOEL 10 mg/kgbw NOEL
9.3, 22, 53 mg/kgbw(
NOEL 3 mg/kgbw 8.9, 23,53 mg/kgbw( )

:0.3,0.6, 1.2, 92 mg/kgbw

NOEL:9.3 mg/kgbw
JECFA  NOEL
0.3, 1.2 mg/kgbw
NOEL 1.2 mg/kgbw
/ 1000, 3300, 10000ppm 1000, 3300, 10000ppm
NOEL 1000ppm (323 mg/kgbw) NOEL 1000ppm (323 mg/kgbw)
( ( ) )
770, 2000, 6000ppm 770, 2000, 6000ppm
NOEL NOEL
100, 500 ppm 100, 500 ppm
NOEL 100ppm( 53  7.2mg/kgbw) NOEL 100 ppm( 5.3 mg/kgbw)
10, 50 ppm 10, 50 ppm
NOEL NOEL 50 ppm (2.9 mg/kgbw)
0, 500, 2000, 7500 ppm : 0, 500, 2000, 7500 ppm
| NOEL 2000 ppm (165 mgkgbw) NOEL 500 mg/kgbw NOEL 2000 ppm (165 mg/kgbw)
0, 125, 300,2000 ppm 0, 125, 300,2000 ppm
NOEL 125 ppm NOEL 125 ppm (6.2 mg/kgbw)
0, 7500 ppm 0, 7500 ppm
NOEL NOEL
50,210,875 mg/kgbw 50,210,875 mg/kgbw
NOEL 50 mg/kgbw( NOEL 50mg/kgbw _NOEL 50mghkgbw(
1,5, 25, 75 mg/kgbw ( 1,5, 25, 75 mg/kgbw
NOEL 25mgkgow | NOEL 25 mg/kgbw
NOEL 25mg/kgbw
E.coli Fusobacterium app.

Geometric Mean MIC50 0.062 Mean MIC50 0.125
SF:2(invivo  invitro ) SF




ADI 90 E.coli MIC50 0.062ug/ml Fusobacterium  app. MIC50
25%( 0.125ug/ml
NOEL 3 mg/kgbw 80 CVMP ADI | 20%( JECFA
SF 1000 6.2 pg/kgbwiday ADI 2.3 pg/kgbwi/day
ADI  pg/kgbwi/day
4-1 FDA EMEA JECFA in vitro
FDA EMEA JECFA
Ames 8-1000pg/plate - 0.004-40ng/plate
uDSs 1-500pg/ml - 1-200mg/ml
CHO/MGPRT CHO/MGPRT 0.25-1.25mg/ml Equiv
(-S9) ocal
0.375-1.25mg/ml(
+59)
CHOMBI 25-250pg/ml CHOMBI 25-250mg/ml
(-S9) (-S9)
-500mg/ml 0.1-Img/ml
(+S9) (+S9)
( )
4-2 FDA EMEA JECFA in vivo
FDA EMEA JECFA
ubs Ceftiofur
Chinese hamster | 2-8g/kg Chinese hamster | - Chinese hamster | 2-8g/kg
0.04-1g/kg 0.04-1g/kg
1-2g/kg 1-2g/kg
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