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Thailand’s Medical Regulatory Framework

Food and Drug Administration, Ministry of Public Health

@ To regulate and ensure the safety, quality, and standards of foods, drugs, and health products to protect
consumers.

A substance or product intended for use in the diagnosis, treatment, relief, or prevention of disease in
») humans or animals, or intended to affect the structure or function of the body; including APIs and
medicinal products such as pharmaceuticals, biologics, ATMPs, household drugs, and veterinary drugs.

C Drug Act B.E. 2510 (1967)
-

A medical device is an instrument, material, or software used for diagnosis, treatment, prevention, or relief
of disease, without primary pharmacological action.

Qj Medical Device Act B.E. 2551 (2008)

Regulatory and enforcement trends for foreign importers

Strict product classifications, rigorous registration dossiers, alignment of manufacturing standards, tighter
advertising controls, intensified post-marketing surveillance
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Market Entry, Importation & Legal Setup

Establishment of

manufacturing, Post-marketing

Customs clearance

importing or surveillances
selling facilities

Pre-marketing Advertisement
approvals approvals



Product Approval & Registration Pathways

How products are regulated Registration pathways Common delays and Common delays and
by category and risk class bottlenecks bottlenecks

Drugs are classified based = Normal registration = Different product = Different product

on control levels i.e. pathway classification classification

specially controlled drugs, = Regulatory alliance = Different manufacturing = Different manufacturing
dangerous drugs, drugs that pathway standards standards

are not specially controlled
or dangerous drugs,
household drugs.

Medical device are
regulated through risk-based
system i.e. Class |, Class II,
Class Il and Class IV.

= |nsufficient documents for = |nsufficient documents for
registrations registrations



International Alignment & ASEAN Context

@) N

International ASEAN
Stringent Regulatory Authority Medical device i.e. HSA Singapore
e.g. WHO, EMA, US FDA, Health and MDA Malaysia (pilot test)

Canada, TGA Australia, PMDA Japan



Baker McKenzie delivers integrated solutions to complex challenges.

Complex business challenges require an integrated response across different markets, sectors and areas of law. Baker McKenzie's client
solutions provide seamless advice, underpinned by deep practice and sector expertise, as well as first-rate local market knowledge. Across more
than 70 offices globally, Baker McKenzie works alongside our clients to deliver solutions for a connected world.

Baker & McKenzie Ltd. is a member firm of Baker & McKenzie International, a global law firm with member law firms around the world. In accordance with the common terminology used in
professional service organizations, reference to a "partner" means a person who is a partner, or equivalent, in such a law firm. Similarly, reference to an "office" means an office of any such law
firm. This may qualify as “Attorney Advertising” requiring notice in some jurisdictions. Prior results do not guarantee a similar outcome.

© 2026 Baker & McKenzie Ltd.
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