2
91
50S
FDA(2005 ) EMEA(2003 )
15 10.97 pg/kg / ADI
1
2005
EU 2003
1 2,3
EMEA 2002 in vitro
10.97 pg/kg / ADI
FDA 2005 NOAEL 15ug/kg
/ ADI
JECFA
EMEA b2
ADME
ADI 3
NOAEL5mg/kg / 100 0.05mg/kg /
ADI MICs 10%
CVMP ADI 10.97 pg/kg /
FDA 9
ADME ( 1 )
ADI
NOAEL15mg/kg / 1000 15pg/kg /
ADI amg/ |/ ADI
FDA EMEA JECFA
ADI
ADI FDA EMEA JECFA
MIC50 10%
NOEL or MIC50 15 mg/kgbw 3.74 pg/ml
SF 1000 CVMP
ADI 15 pg/kgbw/day 10.97 pg/kgbw/day




FDA EMEA JECFA

FDA EMEA JECFA

LD50
>2000 mg/kgbw
>2000 mg/kgbw

Maximum non-lethal dose
10mg/kg
2000mg/kg ( )

30 0 10 50 200mg/kgbwiday

NOEL 10 mg/kgbw/day
90 0 5 15 100mg/kgbwi/day 90 0 5 15 100mg/kgbw/day
NOEL 15 mg/kgbw/day NOEL 5 mg/kgbwi/day

30 0 5 15 50mg/kgbw/day

NOEL 15 mg/kghbw/day
90 0 57 17.0 56.7mglkgbw/day 90 0 5 15 50mg/kgbw/day
NOEL 5.7 mg/kgbw/day NOEL 5 mg/kgbw/day
( ) 0 2 5 25mg/kg /
NOEL 2mg/kg /
0 15 50 100 mg/kgbw/day 0 15 50 100 mg/kgbw/day

NOEL  15mg/kg ! ( ) NOEL  100mg/kg /
0 15 100 200 mg/kgbwi/day 0 15 100 200 mg/kgbw/day
NOEL 15mg/kg / NOEL 15mg/kg /
0 5 15 50 mg/kgbw/day 0 15 50 75 mg/kgbw/day
NOEL >50mg/kg / NOEL 15mg/kg /

ADI Bifidobacterium,  Fusobacterium,  Enterococcus,
NOEL 15 mg/kgbw Eschericha, Lactobacillus, Clostridium, Eubacterium,
SF 1000 Peptostreptococcus, Bacteroides ~ MIC50
ADI 15ug/kgbwi/day 10% 3.74pg/imL CVMP

ADI 10.97 pg/kgbwi/day
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FDA EMEA

JECFA

in vitro

FDA

EMEA

JECFA

Ames

St

TA1535,1537,98,

100

0.05-5.0ug/plate
(-S9)
0.15-15pg/plate
(+S9)

E.coli
WP2 uvrA

0.15-15pg/plate
(-S9)
0.5-50ug/plate
(+S9)

608 1810
pg/mL
(-S9 3hr+21hr)

1450 3520
pg/mL
(+S9 3hr+21hr)

198 1084
pg/mL(-S9 24hr)

(HGPRT)

CHO-K;-BH,

500-5000ug/mli
(-S9) 5h

500-6000pg/mli
(+S9) 5h

CHO/MHGPRT

()

L5178Y

12.5-500pg/ml
(-S9) 24h

200-1000pg/ml
(+S9) 4h
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FDA EMEA

JECFA

in vivo

FDA

EMEA

JECFA

500 1000 2000mg/kg

EMEA COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS, TULATHROMYCIN, SUMMARY
REPORT(1), 2002
EMEA COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS, TULATHROMYCIN, SUMMARY
REPORT(2), 2004
FDA Freedom of Information Summary, NADA 141-244, 2005




