
 

 

 

 
 

 

 

 
 

 

 

 

 

TTKFG
テキストボックス
資料５－２




 

1 

 
  

 
 ····································································································· 3 

 ··················································································· 3 
 ··········································· 3 

 ·············································································································· 4 
 

I  ··········································································· 5 
 ········································································································ 5 

 ······················································································ 5 
 ····································································································· 5 
 ····································································································· 5 
 ····································································································· 5 
 ····································································································· 5 

 ················································································ 5 
 

II  ················································································ 7 
 ···························································································· 7 

 ·········································································· 7 
 ················································································ 8 

 ·········································································· 8 
 ································································· 9 

 ············································································· 9 
 ································································································ 10 

 ···················································································· 10 
 ·············································································· 11 

 ·························································································· 13 
 ·························································································· 14 

 ······················································································· 14 
13  ····································· 14 
13  ····································· 15 
13 ············································ 15 

 ········································································ 15 
104  ······························································· 15 
109 /  ········································ 16 
89 100  ·················································· 17 

 ···················································································· 18 
3  ····································································· 18 

 ········································································ 19 



 

2 

 

 ········································································ 19 
 

III  ············································································ 20 
JECFA  ·················································································· 20 

 

IV  ······················································································· 21 
 

 14 JECFA ············································ 22 
1 /  ············································································· 23 
2  ····················································································· 23 
 ············································································································ 23 

 
 
 
 
  



 

3 

 

2005  11  29  1  
2015  1  13  

0108 10  
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CAS No.14885-29-1 JECFA

 

 
Fluctuation test

 
89 100 109 /

1,000 ppm
2,000 ppm

 

ADI  
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I  

 
 

 
 

 
Ipronidazole 

 
 

IUPAC 
2-isopropyl-1-methyl-5-nitro-1 -imidazole 

CAS (No. 14885-29-1) 
1-methyl-2-(1-methylethyl)-5-nitro-1 -imidazole 

 
 

C7H11N3O2 
 

 
169.18 

 
 

 2   
 

 
5-

5-
-

3   
JECFA

3 5 0.00625% 0.025%
0.00625%

0.0125%
100 g/ 7 200 800 mg/

5   

N

N

CH3

CH3

O2N

CH3



 

6 

EU
6 7   

 
22 23 11 1
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II  

JECFA
2 5  
1 2  

 
 

 
  

5 2
14C [ring-214C]

4 22.5 mg/kg / 1  
31% 34%

27% 2 1.4%
92% 3 4 71%

34% 2,3- -2-(2'- )-3- -4- -1 -
-5- A

15% 5   
 

[ring-214C] 4
27% 31% 34% 1.4%

60%
 

 
  

2 [ring-
214C] 20.5 mg/kg

30% 58% 3% 3

0.5% 1.0%
TLC 1- -2-(2' -

)-5- HIP B

14CO2 5   
 

                                            
1 5 20 mg/kg /   
2  
3 6- /  
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4 7 kg 1 [ring-214C]

43.11 mg / 0.0126%  
5 97.9%  

5 1 3
5  31 71%

53.3%
B 29 68%

5   
 

 1 [ring-214C] 5  
 

 ng eq/g  
    

 0.10 136.95 55.62 192.7 
 ND 129.44 60.04 189.5 
 0.486 12.66 27.97 41.1 
 2.95 7.70 9.95 20.6 
 2.09 13.81 20.36 36.3 
 0.07 47.55 4.39 52.01 

ND 0.132 ng eq/g   
 

4
0.62 g eq/g  

2
5   

 
 

1 14 0.00625%
14 2 [ring-214C] 20 

mg / 0.00625%  
5 285.40 257.72 64.85

71.21 24.81 / 92.18 ng eq/g 3 5   
2

B B
 

B 40%

3 5   
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0.96 0.22 g eq/g 24 24
24 24

 

2 3 5   
 

 2 [ring-214C]  
%  

a 
 

  
b      c 

  45.61 0.09 45.70 1.72  0.13 0.52 42.54 44.91 

  56 0.36 56.36 2.77 3.11 0.25 0.42 42.8 49.35 
 23.3 0.38 23.68 5.96 8.23 0.51 0.73 52.35 67.78 

a / 0.62 g eq/g / 0.96 g eq/g / 0.22 g eq/g  
b c   

 
4  

2 14C
5 50 mg/kg  

50%  
3

1 B
2

3   
 

 
[ring-214C]

LSC  
B 31.2%

3.8%  

                                            
4   
5 2 5 5- -1-

-2- -1 -  
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A 5   
 

 
 

  
5 3 / 6

0.02% 0 3 4 5 6 7
B GC 50 ng/g

 
B

0 327 ng/g 47 ng/g

5   
 

5 3 / 6
0.01% 0 2 3 4 5 6

/ B GC 2 ng/g
 

0 /
0.5 1.6 ng/g

 
B 0 / 167.5

77 ng/g
5   

 
7 3 / 14

0.01% 0 5
B GC

2 ng/g  
0

2.8 3.4 ng/g 1.4 1.9 
ng/g B

29.8 43.2 15.5 7.1 ng/g
B 5   

 
  

77.6 kg 3 / 7
44 mg/kg 0.01% 7 15

0 7 /
B GC 2 ng/g
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3 B 5

3 5   
 

 3 7 44 mg/kg  
B ng/g  

 
 

 B 
0 1 2 3 4 5 0 1 2 3 4 

 ND ND ND ND ND ND ND ND ND ND ND 
 5.4 ND ND ND ND ND 2.1 ND ND ND ND 
 448.1 98.9 9.3 ND 7.5 ND 4,913.3 72.0 4.4 ND ND 

 433.4 69.0 5.6 ND ND ND 3,296.0 196.0 11.4 ND ND 
/  545.9 20.3 10.3 2.4 2.4 ND 934.4 64.6 19.1 ND ND 

 843.5 55.1 32.0 3.6 ND 2.0 2,064.0 74.4 5.6 ND ND 
ND 2 ng/g   

 
 

  
9 10 / 12

0.00625% 0 1 2 3 4 5 6
B GC-ECD 2 ng/g

 
12

B 4 B 4
5   

 
 4 12 0.00625%  

B ng/g  

  
0 1 2 3 4 

 ND ND ND ND ND 
 ND ND ND ND ND 
 64.2 21.5 ND ND ND 

/  90 8.5 3.6 2.0 ND 
 ND 2 ng/g   

 
24 5 / 7

0.025% 0 9 B
GC 2 ng/g  

5 1 B 2
5   



 

12 

 
 5 0.025% 7  

B ng/g  

 
 

 B 
0 1 0 1 2 

 ND ND ND ND ND 
 ND ND ND ND ND 
 ND ND 106.8 17.7 ND 

/  115.0 ND 66.2 19.9 ND 
 ND 2 ng/g   

 
18 54 5 / 4
0.00625% 10 2

0.0625% 0 6
B GC 2 ng/g  

6 1
B 3 5   

 
 6 0.00625% 4 0.0625%

2 B ng/g  

 
 

 B 
0 1 0 1 2 3 

 ND ND ND ND ND ND 
 ND ND ND ND ND ND 
 10.2 ND 1,185.5 113.0 ND ND 

/  8.2 ND 957.3 152.4 2.2 ND 
  ND 2 ng/g   

 
  

24 5 / 7
0.0125% 0 9 B

GC 2 ng/g  
7 1

B 4 5   
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 7 7 0.0125%  
B ng/g  

 
 

 B 
0 1 0 1 2 3 4 

 ND ND ND ND ND ND ND 
 ND ND ND ND ND ND ND 
 0.9 ND 24.5 8.0 0.6 0.4 ND 

/  52.0 0.8 35.5 22.1 5.5 4.2 0.4 
 ND 2 ng/g   

 
  

18 50 5 / 7
0.00625% 7 7

0.0125% 0 7
B GC 2 ng/g  

8 1
B 2 5   

 
 8 7 0.0625% 0.0125%

B ng/g  

 
 

 B 
0 1 0 1 2 

 ND ND ND ND ND 
 ND ND ND ND ND 
 0.6 ND 141.5 0.9 ND 

/  96.9 0.3 172.4 3.3 0.6 
  ND 2 ng/g   

 
 

9 3   
3

3   
 

 9  
    

 TA100 
0.1 0.5 mmol/L S9   

 
TA1530 TA1532 TA1964 

1 4 mg/mL S9   
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Fluctuation test 

 

0.02 1.0 mmol/L 
0.02 1.0 mmol/L 
0.1 1.0 mmol/L 

 
 
 

 

 
TA1530 

100 150 mg/kg
 

 
 

 
JECFA

3 4   
 

Fluctuation test

JECFA

 

 
 

 
10 3   

 
 10 LD50 mg/kg  

   LD50 mg/kg  

  
 970 
 600 

 >400 

   920 
  205 

   960 
 

 
13 6  

5 / 13 0
20 80 320 mg/kg /  

  
 

320 mg/kg /

                                            
6  
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3   
JECFA NOEL  

 
13 7  

8 / 13 0
20 80 320 mg/kg /  

320 mg/kg /  
20 mg/kg / 20 mg/kg

/   

 
320 mg/kg / 3 4   
JECFA 320 mg/kg / NOEL

80 mg/kg / 4   
 

13 8   
2 / 13 0

20 80 160 mg/kg / 6
  

160 mg/kg / 2 1
4 7

  
80 mg/kg /

3 4   
JECFA NOEL 20 mg/kg / 4   

 
 

104  
8 / 104

0 20 200 2,000 ppm 0 0.51 5.4 62 mg/kg /
1 2

11  
99 1  

 
2,000 ppm

                                            
7  
8   
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2,000 ppm ALP
24 K

6 9 K   
2,000 ppm 10/11   

2,000 ppm
 

2,000 ppm
200 ppm 3 4   

JECFA NOEL 200 ppm 5.4 mg/kg /
4   

2,000 ppm 62 mg/kg /
NOAEL 200 ppm

5.4 mg/kg /   
 

 11 104   
  

2,000 ppm  
ALP  
K 3 21 6 9  

  
  

 
200 ppm  

 
109 /  

SD 50 / 109
0 20 200 2,000 ppm 0 1 10 110 mg/kg /

/  
20 ppm 2,000 ppm

 
 

2,000 ppm 51

2
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13
II.5.(1) (2)

 

2,000 ppm
75 1

12 3 4   
JECFA 2,000 ppm

NOEL 4   

NOAEL
2,000 ppm 110 mg/kg /

  
 

 12 109 /
%  

 ppm  
0 20 200 2,000 

* 42 84%  32 64%  37 74%  48 96%  
75

 7 14%  12 24%  10 20%  18 36%  

1
 2.76 2.72 3.08 3.68 

n=50 
* 3 22/43

51% 31/44 70% 29/47 62%  
 

89 100  
CD-1 80 /

0 2 20 200 1,000 ppm 0 3 30 150 mg/kg /
89 100  

100 20%  
 

1,000 ppm
p<0.05 13

1,000 ppm

1,000 ppm
8 2/50 10/59 2/59
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11/59
p<0.05   

13
3 4   

JECFA NOEL 200 ppm 30 mg/kg /
4   

NOAEL
1,000 ppm 150 mg/kg /

  
 

 13 89 100  
  

   
ppm  0 0 20 200 1,000 0 0 20 200 1,000 

 78 79 77 78 78 79 78 80 79 79 
 8 8 3 11 36* 8 8 7 13 25* 

 8 8 7 13 25* 6 5 3 4 20* 

  0 2 1 2 7 0 0 1 1 6 

 3 2 3 1 7 0 3 0 3 2 

  0 0 0 0 1 0 0 0 1 1 

/  11 9 10 13 27 6 8 3 6 21 
* p<0.05 

 
 

3  
CFY 10 20 /

0 20 200 2,000 ppm 0 1 10 100 mg/kg / 3
80  

2,000 ppm

1
3 4   

JECFA NOEL 200 ppm 10 mg/kg /
4   

2,000 ppm 100 mg/kg /
NOAEL 200 ppm 10 

mg/kg /  
 



 

19 

 
Füllingsdorf 39 /

0 10 100 mg/kg / 6 15
2 1 20

2
22  

3 4   
JECFA 100 mg/kg /

NOEL 100 mg/kg / 4   
100 mg/kg /

NOAEL
100 mg/kg /   

 
 

Yellowsilver 20 / 0 1
10 100 mg/kg / 6 18

29  
100 mg/kg /

 
3 4   

JECFA 10 mg/kg /
NOEL 10 mg/kg / 4   

100 mg/kg /
NOAEL

10 mg/kg /  
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III   

JECFA   
JECFA 1989  

109 /

NOEL
 

JECFA 109 / NOEL
ADI

3 4   
5-

2- 5-

JECFA
5   
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IV   

Fluctuation test

 
89 100 109

/ 1,000 ppm
2,000 ppm

  

ADI  
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 14 JECFA  

  mg/kg /  mg/kg /  
 89 100

 
0 20 200 1,000 ppm 0
3 30 150  

30 200 ppm NOEL  
 

 13
 

0 20 80 320  - 
320  

 13
 

0 20 80 320  80 NOEL  
 

 109
/  

0 20 200 2,000 ppm 0
1 10 110  

- 
110  

 3  0 20 200 2,000 ppm 0
1 10 100  

10 200 ppm NOEL  
 

  0 10 100  100 NOEL  
 

 
  0 1 10 100  10 NOEL  

 
 

 
 13

 
0 20 80 160

6  
20 NOEL  

 
 104

 
0 20 200 2,000 ppm 0
0.51 5.4 62  

5.4 200 ppm NOEL  

 
ADI   - 
ADI   - 
ADI  - 
-   
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1 /  

  
A 2,3- -2-(2'- )-3- -4- -1 -

-5-  
B 1- -2-(2'- )-5-

HIP  
 

2  

  
ADI  
ALP  

EMEA  
FDA  
GC  

GC-ECD  
JECFA FAO/WHO  
LD50  
LSC  

NOAEL  
NOEL  
TLC  

 
 

1. 22 233
17

497   
2. The Merck Index, 15th, 2013.  
3. JECFA: Toxicological evaluation of certain veterinary drug residues in food. WHO 

Food Additives Series, No. 25, 1990.  
4. JECFA: Evaluation of certain veterinary drug residues in food (Thirty-fourth 

report of the Joint FAO/WHO Expert Committee on Food Additives). WHO 
Technical Report Series, No. 788, 1989.  

5. JECFA: Residues of some veterinary drugs in foods and animals. FNP 41/2, 1989.  
6. EMEA: COMMITTEE FOR VETERINARY MEDICINAL PRODUCT, Position 

Paper on Availability of Veterinary Medicines agreed on March 1999. 
EMEA/CVMP/151/99-FINAL, 1999.  

7. FDA: Approved Product, Section 6.0-Voluntary Withdrawal, 2015.  
 


