Review Committee on

Regulation of Pharmaceutical Products in Hong Kong
香港藥物監管制度檢討委員會

Terms of Reference
職權範圍

1. To comprehensively review the existing regime for the regulation of pharmaceutical products in Hong Kong with a view to ensuring patient safety, protecting public health and enhancing the standard and performance of the pharmacy profession and the pharmaceutical industry.

全面檢討香港現行的藥劑製品規管制度，以確保病人安全、保障公共生，並提升藥劑專業及藥劑業的水平和表現。
2. To make proposals to enhance the control of the supply chain of pharmaceutical products, covering manufacturers, importers, wholesalers and retailers.
就加強管制藥劑製品的供應鍊，包括製藥商、進口商、批發商和零售商，提出建議。

3. To make proposals to enhance the control of pharmaceutical products, including –
(a) reviewing the Good Manufacturing Practice (GMP) Scheme for safety and quality assurance;

(b) strengthening the enforcement mechanism, including effective penalty system, for GMP compliance; and
(c) tightening the pre-market and post-market control of pharmaceutical products.   

為提高藥劑製品的管制提出建議，包括 —
(1) 檢討為安全和品質保證而定的藥劑製品生產質量管理規範(GMP)計劃；
(2) 加強為使製造商遵守GMP而設的執法機制，包括有效的罰則；
(3) 收緊為藥劑製品在市場銷售前和銷售後制定的管制。
4. To recommend measures to enhance the standard and performance of the pharmaceutical industry, including strengthening the governance and internal audit system of manufacturers, and the establishment of a robust microbiological vigilance system in the manufacturing process.
就提升藥劑業的水平和表現建議措施：包括加強製藥商的管治和內部審核制度，和在製造過程中建立一套完善的微生物監測系統。
5. To make proposals for legislative amendments, if required, in support of the enhanced regulatory framework.

為支援強化規管架構，如有需要，提出修訂法例建議。

6. To review the mechanism for the procurement and supply of pharmaceutical products in the Hospital Authority and the Department of Health, including post-delivery verification, storage and auditing of the products.
檢討醫院管理局和生署的藥劑製品採購和供應機制，包括收貨後的核查，儲存和產品審核。
7. To propose a code of practice to private hospitals and private medical practitioners on procurement and supply of pharmaceutical products.

為私家醫院和私家醫生採購和供應藥劑製品建議一套實務守則。
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