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

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

	2.
	Agency responsible: 
Medical Device Authority, Ministry of Health Malaysia,
Level 6, Prima 9,
Prima Avenue II, Persiaran Apec,
63000 Cyberjaya, Selangor
Tel.: +603-8230 0300
Fax: +603-8230 0200
E-mail: importpermit@mda.gov.my
Website: https://portal.mda.gov.my

	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): HS Codes as listed in Column 3 of the Schedule attached.

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Customs (Prohibition of Imports) (Amendment) (No. XX) Order 2026; (15 page(s), in English), (15 page(s), in Malay)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
Medical Device Authority, Ministry of Health Malaysia,
Level 6, Prima 9,
Prima Avenue II, Persiaran Apec,
63000 Cyberjaya, Selangor
Tel.: +603-8230 0300
Fax: +603-8230 0200
E-mail: importpermit@mda.gov.my
Website: https://portal.mda.gov.my

	6.
	Description of content: Following the approval of the draft Customs (Prohibition of Imports) (Amendment) (No. xx) Order 2026, the importation of medical device goods listed in Part I of the Third Schedule of P.U.(A) 117/2023 is subject to an approval letter issued by the Medical Device Authority (MDA) as the Point of Issuance Authority (PIA) for the regulated HS Codes, except for medical devices imported for personal use. Authorization to import medical devices under the Medical Device Act 2012 [Act 737] must be obtained before applying for permission to import medical devices under the Customs (Prohibition of Imports) (Amendment) (No. xx) Order 2026. The proposed amendments to the Schedules of the Customs (Prohibition of Imports) 2023 [P.U.(A) 117/2923] are as set out in the Attachment.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: To prevent the importation of unauthorized or substandard medical devices into the Malaysian market by unlicensed companies and to prevent deceptive importation practices. This ensures that medical devices listed under Item 74 of Part I of the Third Schedule, except for medical devices imported for personal use, comply with the required safety, quality, and performance standards to safeguard human health and safety.

	8.
	Relevant documents: 
Medical Device Act 2012 [Act 737]

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined

	10.
	Provision of comments
Final date for comments: 29 November 2026
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Medical Device Authority, Ministry of Health Malaysia,
Level 6, Prima 9,
Prima Avenue II, Persiaran Apec,
63000 Cyberjaya, Selangor
Tel.: +603-8230 0300
Fax: +603-8230 0200
E-mail: importpermit@mda.gov.my
Website: https://portal.mda.gov.my
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