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

	1.
	Notifying Member: MACAO, CHINA
If applicable, name of local government involved (Article 3.2 and 7.2): 

	2.
	Agency responsible: 
Pharmaceutical Administration Bureau
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above: 
Economic and Technological Development Bureau

	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 or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable): Investigational pharmaceutical products (30021500, 30024100, 30025100, 3004) and Placebo (30069300)

	5.
	Title, number of pages and language(s) of the notified document: Decision No. 5/ISAF/2024 of the Director of the Pharmaceutical Administration Bureau; (56 page(s), in Chinese), (56 page(s), in Punjabi)

	6.
	Description of content: Decision No. 5/ISAF/2024 of the Director of the Pharmaceutical Administration Bureau (The Good Clinical Practice (GCP) for Pharmaceutical Products) serve to standardize the international ethical and scientific quality standards governing the design, implementation, documentation, and reporting of clinical trials involving human participants. 
The regulation stipulates that the manufacture, handling, and storage of investigational pharmaceutical products must comply with applicable Good Manufacturing Practice (GMP) for Pharmaceutical Products.

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

	8.
	Relevant documents: 
Macao Special Administrative Region Official Gazette No. 52 Series 2, Decision No. 5/ISAF/2024 of the Director of the Pharmaceutical Administration Bureau of 26 December 2024
https://images.io.gov.mo//bo/ii/2024/52/avisosoficiais-52-2024.pdf (page 24-80)

	9.
	Proposed date of adoption: 12 December 2024
Proposed date of entry into force: 30 March 2025

	10.
	Final date for comments: Not Applicable

	11.
	Texts available from: National enquiry point [X] or address, telephone and fax numbers and email and website addresses, if available, of other body: 
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