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Medical device regulation in Thailand
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Notification of Ministry of Public Health

FDA Announcement 

Covid-19 related medical devices

Prohibiting of powder medical gloves

Outline

Å Upcoming regulation 
in 2021

Ministerial Regulation
FDA Announcement
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ASEAN Medical Device Directive (AMDD)

Legislation are align 
with AMDD.

Medical device regulation in Thailand

Thailand submitted Instrument of Ratification on 19th January 2021



Labeling IFU

Paper-based

Electronic IFU 

Professional use medical device: 

Thai or English Language

Home use medical device : 

Must have Thai Language 

01 Labeling and Instructions for use
Effective date on 31st October 2021

02 Complaint channel and its record
Effective date is 4th May 2021

- Collect complaint records and 
effective handling system

Å Evaluation & Correct problem

Å Document Retention

Establish 
Complaint channel

Medical device regulation in Thailand 4



5

Á Direct advertising to healthcare professional are 

exempted from approval

03 Exemption of some advertising approval

Á Advertisement characteristic 

which do not require approval

Å Trade name or

Å Trademark or

Å Trade logo

Effective date is  2nd November 2020

Effective date is  5th November 2020

Prohibiting distribution of 
Powder medical gloves

Effective date is  5th November 2020

Manufacturing for exportation are allowed.

However, the specification and standards must meet 

requirement of the customer

Powder medical gloves areprohibited to 

manufacture, import or distribute in Thailand.
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Note: USFDA banned powder medical gloves since 18th January 2017

Medical device regulation in Thailand



Covid -19 related medical equipment announcements05

Standard of Single-use Medical Mask
Effective date is  13th October 2020

Standard of Single-use 
N95 Medical Mask

Effective date is  1st December 2020

Standard of Medical Gown and Coverall
Effective date is  21st December 2020

Product
January �� ,  2021

Before After

Surgical Mask 13 74

N95 Respirator 1 6

Gown/ Coverall 5 45

���� 61 ��

���� �� ��

���� ���� ��

Product
January 4, 2021

Before After

Surgical Mask 11 590

N95 Respirator 12 131

Gown/ Coverall 4 190

���� ������ ��

���� 119 ��

���� 186 ��

Increasing number of importer

Increasing number of manufacturer
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