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

	1.
	Notifying Member: THE SEPARATE CUSTOMS TERRITORY OF TAIWAN, PENGHU, KINMEN AND MATSU
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Food and Drug Administration
Ministry of Health and Welfare

	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): Sheath contraceptives, of vulcanised rubber (excl. hard rubber) (HS code(s): 401410)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Amendments to the Attachment 2 of Article 6 of the "Regulations Governing Border Inspection and Examination of Imported Medical Device; (4 page(s), in Chinese), (4 page(s), in English)
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/TPKM/26_03052_00_x.pdf
https://members.wto.org/crnattachments/2026/TBT/TPKM/26_03052_00_e.pdf
WTO TBT Enquiry Point, Email: tbtenq@bsmi.gov.tw

	6.
	Description of content: In response to the amendments to "CNS 6629 T2008 Natural rubber latex male condoms — Requirements and test methods," a draft amendment to Appendix 2 of Article 6 of the "Regulations for the Inspection and Examination of Imported Medical Devices" is hereby proposed.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Protection of human health or safety

	8.
	Relevant documents: 
Government Gazette, Vol. 032, No. 088, dated 18 May 2026
https://gazette.nat.gov.tw/egFront/e_detail.do?metaid=165626
Medical Devices Act
Relevant notifications:
· G/TBT/N/TPKM/551/Add.1

	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: 9 August 2026
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
WTO TBT Enquiry Point
Bureau of Standards, Metrology and Inspection
Ministry of Economic Affairs
No. 4, Sec. 1, Jinan Rd., Zhongzheng Dist.
Taipei City 100, Taiwan
Tel: +(886-2) 23431700#1566
Fax: +(886-2) 23431804
Email: tbtenq@bsmi.gov.tw
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