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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: THAILAND
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Food and Drug Administration (Thai FDA)
Medical Device Control Division
88/24 Tiwanon Road, Nonthaburi 11000, Thailand
Tel: (662) 590 7283
Email: mdregulation@fda.moph.go.th

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Medical Devices

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Notification of the Ministry of Public Health Re: Refurbished Medical Device B.E. .…; (3 page(s), in Thai)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2026/TBT/THA/26_04553_00_x.pdf
WTO/TBT Enquiry Point and Notification Authority
Thai Industrial Standards Institute (TISI), Ministry of Industry
Tel: (662) 430 6831 ext. 2130
Fax: (662) 354 3041
E-mail: thaitbt@tisi.mail.go.th
Website: https://www.tisi.go.th

	6.
	Description of content: The Minister of Public Health hereby issues the draft notification on refurbished medical devices as follows:
• Definitions of 'Refurbished medical device', 'Product owner' and 'Authorized representative'
• Refurbished medical devices shall be refurbished by the product owner or its authorized representative.
• Refurbished medical devices specified in the annex to the notification shall comply with IEC 63077, applicable quality management system requirements, including ISO 13485 (within the scope of refurbishment), and labeling requirements.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: To regulate refurbished medical devices appropriately and effectively to ensure quality and consumer protection.

	8.
	Relevant documents: 
-

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: From the date of its publication in the Government Gazette

	10.
	Provision of comments
Final date for comments: 1 November 2026
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
WTO/TBT Enquiry Point and Notification Authority
Thai Industrial Standards Institute (TISI), Ministry of Industry
Tel: (662) 430 6831 ext. 2130
Fax: (662) 354 3041
E-mail: thaitbt@tisi.mail.go.th
Website: https://www.tisi.go.th
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