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ABSTRACT

The objectives of this study are to study and analyze legal problems relating to safety
control standards for registration of herbal product formulas as failure to register herbal product
formulas or failure to duly apply for permission according to the Herbal Products Act B.E. 2562
(2019) and low-quality, ineffective or unsafe herbal products, lead to problems in quality control,
efficiency of standards and dangers caused by the use of low-quality herbal products, and also
result in an obstacle to the export of Thai herbal products. Therefore, this study aims to analyze
the legal problems relating to safety control standards for registration of herbal product formulas
through a comparative study of Thai law and foreign laws in order to suggest guidelines
for further improvement.

The findings show that there are some legal problems and obstacles relating to safety
control standards for registration of herbal product formulas. The first problem is that applying for
product registration under Good Manufacturing Practice increases investment costs and imposes
overly stringent requirements, making it difficult for small and medium sized entrepreneurs to
comply with the requirements. The second problem is that products can be certified for safety
control standards only if they meet standards for purity or other important characteristics.
Therefore, tests and inspections by an accredited laboratory are required to ensure that the
products are free of microbial and heavy metal contamination exceeding standard thresholds.
However, such laboratories are few and far between, unable to meet registration requirements and

also increases costs for entrepreneurs.
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Therefore, the author is of the opinion that the laws and guidelines regarding herbal
products and the production of herbal products should be revised by using the production
standards of herbal products of the various countries studied in this study as a guideline for
improving laws and regulations, including practices and operational guidelines in Thailand. In
addition, laws regarding herbal products should be revised and updated to be more in line with
current developments, as well as improving consumer protection to ensure fairness in cases where

consumers have suffered damages by using unsafe herbal products.



