
By Medilex acting on 
behalf of the foreign 
manufacturer for 
accreditation, takes  
about 6 months 

【Flow Chart: Steps to Importing Quasi-Drugs】 
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1. Finalize Formula 
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Ingredient List 
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Consultation  
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Testing 

6. Application 

By Manufacturer 

By Medilex for detailed information 
from components within ingredients 
to advertisement of its effect, which 
are to be consulted by PMDA. May 
require multiple consultations with 
the authority.  

By the accredited manufacturer  
facility or Ministry of Health, Labour  
and Welfare-certified labs, 3 lots x tests  
repeated for 3 times 

By Medilex for compliance with Japanese  
Quasi-Drug Regulations and Standards 
(JPY17,000/1product(Up to 30 ingredients)) 

By Manufacturer, including purpose  
of ingredients and breakdown of % contained 7. Start Import! 
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By Medilex, submitted to MHLW or local authorities. Tests  
may have to be repeated and additional data may be  
requested, which are to be provided by the Manufacturer 

NG/No Revise 

Inquiries by  
MHLW 

Rejection 

4. Foreign Quasi-
Drug Manufacturer 

Certification 
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