Please note all information will be kept confidential. If information is deemed proprietary, you can list it as *.

Refer to Macau Law No. 12/2025 for background: https://bo.dsaj.gov.mo/bo/i/2025/30/lei12.asp
By Jul 2027, all medical devices deemed Risk Class IIb or III must obtain (failure to do so may result in penalties): 
1. Registration with ISAF.
2. Operation license to import and supply in Macau / manufacturing license to manufacture these devices in Macau.
3. Class I and IIa devices is a simple filing instead of registration requirement.
Our offer
We customize regulatory registration strategy with specific estimated timeline for you to meet the requirement to ensure business continuity.
We will support you to create a dossier ready for registration with ISAF (Authority) with high confidence of approval.
Please fill-in the following basic information about your products and email it to hubertanalytical@hotmail.com, and we will contact you within 3 working days with our proposal.
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	Company name:
	

	Brief description of products:
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	Is your product CE Marked?
	

	Is your product US FDA approved or cleared or exempted or not yet received any authorization from US FDA?
	

	Is your product intended use and indication identical in EU and USA?
	

	Is your product already in distribution in Macau prior to Jul 2025?
	




