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Disclaimer

This is an unofficial document provided by ChemLinked (chemlinked.com), a platform of

REACH24H Consulting Group, as an informational service to assist non-Chinese
companies to better understand the Asia Pacific regulatory environment and importation
compliance requirements especially China Chemical, Cosmetic, Food and Agrochemical

regulatory issues.

This document should only be used as a reference and in case of any discrepancy

between the English and Chinese versions the original Chinese version shall prevail.

Nondisclosure:
You may not disclose this document to anyone else without the written permission of
ChemLinked.

For further clarification and questions, you can read our Privacy Polices or contact

us at food@chemlinked.com
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(Official Emblem)

Food and Drug Administration Notification

Of the Food Safety Assessment Agencies Accepted by the Food and Drug
Administration and Food Safety Assessment Guidelines

In order to facilitate food safety assessments on the basis of protecting the health of
consumers in accordance with reliable scientific principles according to notifications
made by the Ministry of Public Health and related public manuals, the Food and Drug
Administration thus would like to announce a list of safety assessment agencies accepted
by the Food and Drug Administration and has set forth food safety assessment guidelines

covering the scopes of safety assessments set forth as follows:

1.The Food and Drug Administration Notification of Safety Assessment Agencies
Accepted by the Food and Drug Administration dated 20 October 2021 is hereby revoked.

2.The Ministry of Public Health notifications, regulations of the Food and Drug
Administration and public manuals related to safety assessments under this notification

include the following:

(1) Ministry of Public Health Notification (No. 281), B.E. 2547 (2004) of Food
Additives dated 18 August 2004 and amendments.

(2) Ministry of Public Health Notification of Use of Probiotic Bacteria in Food dated
27 June 2001 and amendments.

(3) Ministry of Public Health Notification (No. 409), B.E. 2562 (2019) of Enzymes
Used in Food Production dated 9 July 2019.

(4) Ministry of Public Health Notification (No. 412), B.E. 2562 (2019) of Cleaning or
Sterilizing Products Used in Food dated 2 October 2019.

(5) Food and Drug Administration Regulation on the Procedure Related to Food
Serial Numbering, B.E. 2562 (2019), dated 2 October 2019.

(6) Public Manual on Food Safety Assessment Applications.

(7) Public Manual on Food Additive Safety Assessment Applications.

(8) Public Manual on Health Claim Assessment Applications.
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(9) Public Manual on Applications for Approval of and Changes to the List of

Special-Purpose Food Products.

3.The safety assessment agencies accepted by the Food and Drug Administration

and the scope for performing safety assessments are as follows:

(1) The safety assessment agencies for foods not fitting the criteria for novel foods,

including probiotic bacteria, are the following:

a.Bureau of Quality and Safety of Food, Department of Medical Science,
Ministry of Public Health.

b.National Food Institute, Ministry of Industry.

c.National Center for Genetic Engineering and Biotechnology Center, National
Science and Technology Development Agency (NSTDA).

d.Thailand Risk Assessment Center (TRAC), Nutrition Promotion Foundation

under the royal patronage of Her Royal Highness Princess Maha Chakri Sirindhorn.

They shall follow the criteria and guidelines set forth in List No. 1 appended to this

notification.

(2) Food additive safety assessment agencies are as follows:

a.Bureau of Quality and Safety of Food, Department of Medical Science,
Ministry of Public Health.

b.National Center for Genetic Engineering and Biotechnology Center, National
Science and Technology Development Center (NSTDC).

c.Thailand Risk Assessment Center (TRAC), Nutrition Promotion Foundation

under the royal patronage of Her Royal Highness Princess Maha Chakri Sirindhorn.

They shall follow the criteria and guidelines set forth in List No. 1 appended to this

notification.

(3) Safety and nutritional suitability assessment agencies for special-purpose foods

and the effectiveness and suitability of nutritional and health claims include the Nutrition

and Health Claim Assessment Center of Thailand, Nutrition Promotion Foundation.

They shall follow the criteria and guidelines set forth in List No. 3 appended to this

notification.
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EXPEDITE ASIA MARKET ACCESS

- In-time regulatory information and market access requirements
- Supported by local and experienced technically adept technical team
- Strategic partnerships with competent authorities and industrial associations worldwide

- Customized consulting service for complete compliance solutions.
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