
Import tolerance 
Japan
JOY CONSULTING LTD.

SEPT. 2021

1



Setting import tolerance in Japan
When you want to set import tolerance of crop 
residues in Japan, you propose MHLW to setting 
ADI/ARfD and MRL with support data to establish 
them. So you need full toxicological reports for ADI 
setting and relevant plant metabolism data and crop 
residue data for MRL setting. 

Regulation: Guideline for Application for Establishment 
and Revision of Maximum Residue Limits for 
Agricultural Chemicals used outside Japan

https://www.ffcr.or.jp/en/zanryu/guideline/guideline-
for-establishment-of-mrls.html
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Procedure
1. You need an agent to prepare a Japanese application dossier, apply 
and correspondence with the authorities of MHLW (Ministry of Health, 
Labour and Welfare) and FSC (Food Safety Commission of Japan).

2. Joy Consulting Ltd.(JOY) has much experience of setting of import 
tolerance for EU companies and US companies.

3. Necessary data for setting ADI/ARfD/MRL: AI identification, 
toxicological report, plant metabolism report and crop residue trial 
reports.

4. JOY prepares an application form, identification of AI , summary of 
physical chemical properties and environmental fate, summary reports 
of toxicological reports and plant metabolism/crop residue trial reports, 
and proposed MRL.

5. JOY submit it to authority and manage until setting ADI/ARfD/MRLs.
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Schedule
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MHLW Submission of dossier

FSC for ADI 
setting

MHLW            
IT- setting

announcement

Inquiry

Public comment

✓ Pharmaceutical Affairs and 
Food Sanitation Council

✓ Public comment
✓ WTO notification

Amendment of IT documents

1.3-2 years
depends on Q&A with 
authority

Q & A with 
examiners 

6 months

Agreement &
Dossier prep.

0

1year 6 months

2year 8 months

3year 8 months

Approval by Client

Time



Feature of Joy’s work
1. Good correspondence and relationship with 

clients and authority

2. Scientific knowledge and much experience of 
setting import tolerance

3. Total management responsible from dossier 
preparation, application until setting MRLs 
without subcontract.
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