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Abstract: Under the integrated development strategy for Henggin and Macao, the Henggqin
Guangdong-Macao Deep Cooperation Zone serves as a vital platform for the internationalisation of
traditional Chinese medicine. Its advancement hinges critically on the effective alignment of regulatory
frameworks between Hengqin and Macao. Macao has established a multi-tiered regulatory system centred
on the Law on Pharmaceutical Affairs and Registration of Chinese Patent Medicines, while Hengqin
innovates its oversight by adhering to national pharmaceutical regulations while addressing regional
requirements. Existing collaborative practices encompass high-level coordination, ‘cross-border one-stop’
services, the ‘Macao Supervision/Manufacturing’ model, and joint quality inspection mechanisms. Current
integration faces core challenges, including disparities in registration review efficiency and standards,
regulatory barriers in cross-border production chains, inconsistent non-drug regulatory classifications,
and weak quality control of Chinese medicinal materials. To overcome these obstacles, pathways include
optimising registration review mechanisms, innovating cross-border intermediate substance regulatory
models, rationalising non-drug classification management, and strengthening the quality foundation for
Chinese medicinal materials. Establishing joint Hengqin-Macau standards, promoting mutual recognition
of mechanisms and collaborative oversight will support the high-quality development of the Traditional

Chinese Medicine industry within the cooperation zone and advance its internationalisation process.

Key words: Qin-Macao Integration; Regulatory Convergence of Chinese Medicine; Cross-border
Circulation Regulation; Quality Standard of Chinese Herbal Medicines; Regulatory Synergy and

Optimisation.
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