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Regulatory Development on Marketing Authorization of
Herbal Products in Thailand

Daranee Pencharoen

Bureau of Drug Control, Food and Drug Administration

Abstract

The objective of this research was to develop the regulation on marketing authorization
of herbal products in Thailand for preparing the subordinate laws according to the Herbal
Products Act B.E. ..... Documentary research and qualitative research were used in this study.
Documentary research was used by reviewing and comparing the marketing authorization
system of herbal products in the selected countries. i.e., United States of America, Japan,
Australia, Singapore, Malaysia, Thailand, European Union, and ASEAN countries. The results
showed that there was diversity of the marketing authorization system of herbal products
in the selected countries including the term used, classification and submission procedures
depending on the laws and regulatory systems in each country. The draft version of the
regulation on marketing authorization of herbal products in Thailand was prepared by
modifying from the system of those selected countries. After that, qualitative data was
collected through focus group discussion of the draft version. The result of focus group
discussion was used to develop the final version of the regulation on marketing authorization
of herbal products in Thailand, consisting of the followings: (1) Classification of herbal
products. i.e., herbal medicinal products and herbal health supplement products,
(2) Classification of indications or health claims of herbal products based on the risk levels.
i.e., low, intermediate and high risk, (3) Categorization of herbal products which the manufacture
or import for sale must have notification certificate or notification of details certificate or
registration certificate, and (4) Other items that must be submitted in the notification or

notification of details or registration.

Kegwords ¢ marketing authorization, herbal products, herbs
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)

- Center for Drug Evaluation and Research.

US. Food and Drug Administration (US FDA)

- Center for Food Safety and Applied Nutrition.
US FDA

- Pharmaceutical Safety and Environmental
Health Bureau (PSEHB)

- Pharmaceuticals and Medical Devices Agency
(PMDA)

- Consumer Affairs Agency (CAA)

- Complementary and over the counter Medicines
Branch. Therapeutic Goods Administration (TGA)
- Complementary Health Products Branch.
Health Sciences Authority (HSA)

National Pharmaceutical Regulatory Agency

(NPRA)

- dtinen ev.

- dtines oe.

- Federal Food Drug and Cosmetic Act (FD&C Act)
1938 (and revised edition)

- Dietary Supplementary Health and Education Act
(DSHEA) 1994 (and revised edition)

- Pharmaceutical and Medical Device Act 2014

- Food Labeling Act 2013
- Therapeutic Goods Act 1989 (and revised edition)

- Medicines Act 1975 (and revised edition)

- Sale of Drugs Act 1952 (and revised edition)

- Control of Drugs and Cosmetics Regulations 1984
(and revised edition)
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8. onfou @ Taidl - ASEAN Guidelines
- 9gj5eIeN3IAYIN ASEAN Agreement on Regulatory
Framework for Traditional Medicines/Health
Supplements)
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