Precautions for License Holders under the Medicine Act PReMAZE 6
Nice to Know

by Khun Weerawat Distapinyo

In Thailand, the importation, manufacture, and sale of medicine is governed by the
Medicine Act B.E. 2510 (1967) (the “Act”). The Act also stipulates the requirements/
procedures to apply for a license to import, manufacture, or sell medicine and the duties
and obligations with which such license holder must comply.

License holders have to comply with all duties and obligations described in the Act;
otherwise, criminal charges may be filed against the license holder. The penalty may be
fine and/or imprisonment, depending on the charge. The fine varies from not exceeding
5 THB 1,000 (for failing to notify the authority and submitting an application for a substitute
o license to replace a lost or damaged license within 15 days from the date of knowledge of
ol such loss or damage, failing to display the license in a conspicuous place at the location of
T r o manufacture, distribution, or importation, etc.) to THB 100,000, for advertising the sale of

f medicine in violation of the Act.
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Some charges include imprisonment penalties, most of which vary from not exceeding one month, three months, or two to

five years. The most severe penalties are imprisonment from one to twenty years and fine from THB 2,000 to 10,000 for sale or
importation of counterfeit medicine, and imprisonment from 3 years to life and a fine from THB 10,000 to 50,000 for production of
counterfeit medicine.

Some of the duties and obligations or penalties may be small, but the most significant consequence of violation is that the
FDA may order suspension of the license for a period of not exceeding 120 days at a time, or until a court judgment is final (if
applicable), or revocation of the licenses if the court judgment involves imprisonment.

License holders should therefore take precautions to strictly comply with the established procedures.
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