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Report Highlights: On January 11 MHLW announced proposed changes to the food additive 
specifications for hexachlorobenzene (HCB) in Food Red No. 104 and No. 105.  The period for 
comments directly to MHLW closed January 25th however after that time MHLW announced 
that they would notify their intent to the WTO/SPS committee.  This report also contains an 
updated chart on the approval of the 46 food additives slated for review by MHLW without an 
application. 
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The Japanese Ministry of Health Labour and Welfare (MHLW) announced in mid-January 
proposed changes to the food additive specifications for hexachlorobenzene (HCB) in Food 
Red No. 104 (Phloxine) and No. 105 (Rose Bengal).  The period for comments directly to 
MHLW closed January 25th however MHLW intends to notify these proposed changes to the 
WTO/SPS committee, which would be the last chance for public comments to be submitted 
on this subject.  Then after the closing of a the comment period in the WTO, a report to the 
Minister of Health, Labour, and Welfare will be made based on the conclusions of a session 
of the Pharmaceutical Affairs and Food Sanitation Council slated to be held at a later date, 
and this will constitute the final decision. 
 
If you have comments that you would like to be considered for inclusion in the official U.S. 
Government comments to the WTO, please send those as soon as possible to the 
Agriculture Section of the U.S. Embassy in Tokyo, at agtokyo@usda.gov 
 
Summary of announcement: 
 
Topic: Compositional specifications for food additives (Food Red No. 104 and No. 
105) 
 
Purpose: This activity is to newly establish a specification for the impurity 
hexachlorobenzene (HCB) in Food Red No. 104 (Phloxine) and No. 105 (Rose Bengal). 
The substance is covered by the Stockholm Convention on Persistent Organic  
Pollutants (POPs). It is derived from tetrachlorophthalic anhydride used as ingredient. 
Article 10 of the Food Sanitation Law specifies that no food additives may be used or 
marketed unless they are designated by the Minister of Health, Labour and Welfare as 
approved additives.  Where use standards or compositional specifications have been 
established for additives based on Article 11 of the law, those additives may not be 
marketed unless they meet the established standards or specifications. 
 
Outline:  Based on Article 11 of the law, the specification for HCB including testing 
method, given in Attachment 3, will be added to the purity specification for Food Red No. 
104 and No. 105. 
 
Information provision: The progress of evaluating food additives that have been proven 
safe by the JECFA (Joint FAO/WHO Expert Committee on Food Additives) and that are 
widely used in the world (Attachment 4) 
 
Food Red No. 104 
Purity test 
Hexachlorobenzene Not more than 5.0 µg/g 
 
Test Solution: Weigh accurately about 0.02 g of the sample into a 50-ml centrifuge 
tube, and dissolve it in 30 ml of water. Add exactly 10 ml of hexane, and shake for 5 
minutes. Transfer the hexane layer into a test tube with stopper, add 0.5 g of anhydrous 
sodium sulfate to the hexane layer, and shake. Use the hexane layer as the test 
solution.   
Standard Solutions: Weigh accurately about 0.01 g of hexachlorobenzene, and 
dissolve it in hexane to make exactly 100 ml. Take exactly 5 ml of this solution, and add 
hexane to make exactly 100 ml. Then take exactly 1 ml of this solution, and add hexane 
to make exactly 100 ml. Measure exactly 1 ml, 4 ml, and 8 ml of the obtained solution, 
and to each, add hexane to make exactly 10 ml of each. Use these solutions as the 
standard solutions. 
Procedure: Perform Gas Chromatography on 1 µl, exactly measured, of each of the 
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test solution and the standard solutions under the conditions given below. Measure the 
peak areas of hexachlorobenzene for standard solutions to prepare a calibration curve. 
Obtain the content of hexachlorobenzene in the test solution from the calibration curve 
and the peak area of hexachlorobenzene for test solution. 
 
Operating conditions 
Detector: Electron-capture detector. 
Column: A silicate glass capillary of 0.25 mm in internal diameter and 30 m in length which 
is coated with a 0.25-µm thick mixture of 5% diphenyl/95% dimethyl polysiloxane for gas 
chromatography. 
Column temperature: Hold the temperature at 60ºC for 1 minute, thereafter raise 
to 280ºC, and hold again for 5 minutes. The temperature increasing ratio should be 
adjusted so that the peak of hexachlorobenze separated from other components appears 
10–15 minutes after injection. 
Injection port temperature: 260ºC. 
Detector temperature: 300ºC. 
Injection: Splitless. 
Carrier gas: Nitrogen. 
Flow rate: Adjust so that the peak of hexachlorobenzene appears 10–15 minutes 
after injection. 
 
Reagents 
Hexachlorobenzene C6Cl6 Contains not less than 98% of hexachlorobenzene. 
Melting point: 226ºC. 
 
 
Food Red No. 105 
 
Purity test 
Hexachlorobenzene Not more than 6.5 µg/g 
 
Test Solution: Weigh accurately about 0.02 g of the sample into a 50-ml centrifuge 
tube, and dissolve it in 30 ml of water. Add exactly 10 ml of hexane, and shake for 5 
minutes. Transfer the hexane layer into a test tube with stopper, add 0.5 g of anhydrous 
sodium sulfate to the hexane layer, and shake. Use the hexane layer as the test solution. 
Standard Solutions: Weigh accurately about 0.01 g of hexachlorobenzene, and 
dissolve it in hexane to make exactly 100 ml. Take exactly 5 ml of this solution, and add 
hexane to make exactly 100 ml. Then take exactly 1 ml of this solution, and add hexane to 
make exactly 100 ml. Measure exactly 1 ml, 4 ml, and 8 ml of the obtained solution, and to 
each, add hexane to make exactly 10 ml of each. Use these solutions as the standard 
solutions. 
Procedure: Perform Gas Chromatography on 1 µl, exactly measured, of each of the test 
solution and the standard solutions under the conditions given below. Measure the peak 
areas of hexachlorobenzene for standard solutions to prepare a calibration curve. Obtain the 
content of hexachlorobenzene in the test solution from the calibration curve and the peak 
area of hexachlorobenzene for test solution. 
 
Operating conditions 
Detector: Electron-capture detector. 
A silicate glass capillary of 0.25 mm in internal diameter and 30 m in length which is coated 
with a 0.25-µm thick mixture of 5% diphenyl/95% dimethyl polysiloxane for gas 
chromatography. 
Column temperature: Hold the temperature at 60ºC for 1 minute, thereafter raise to 
280ºC, and hold again for 5 minutes. The temperature increasing ratio should be adjusted 
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so that the peak of hexachlorobenze separated from other components appears 10–15 
minutes after injection. 
Injection port temperature: 260ºC. 
Detector temperature: 300ºC. 
Injection: Splitless. 
Carrier gas: Nitrogen. 
Flow rate: Adjust so that the peak of hexachlorobenzene appears 10–15 minutes after 
injection. 
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