"Announcement of the National Medical Products Administration on the Release of the Appendix on Pharmaceutical Excipients and Pharmaceutical Packaging Materials to the Good Manufacturing Practice (2025 No. 1)"

Issued: January 2, 2025
To implement the Drug Administration Law of the People's Republic of China, its implementation regulations, and related measures, and to guide and supervise the standardized production of pharmaceutical excipients and packaging materials, the National Medical Products Administration (NMPA) has formulated appendices for these materials based on Article 310 of the Good Manufacturing Practice for Pharmaceutical Products (2010 Revision). These appendices are now officially released (see Attachments 1 and 2), with the following key points:

1. Pharmaceutical Excipients and Packaging Material Manufacturers Must Establish Robust Quality Management Systems
(1) Fulfill Primary Responsibility for Product Quality
 Manufacturers must establish quality systems aligned with the appendices, ensure appropriate staffing and documentation, regularly assess raw material suppliers, and produce according to the registered information on the NMPA’s platform. Each batch must be tested and approved by the quality department before release.
(2) Strict Change Management
 Manufacturers must implement change control systems, classify changes based on risk, conduct necessary studies, and update the NMPA registration platform. Significant changes (e.g., process, raw materials, site) must be communicated with the drug marketing authorization holder (MAH).
(3) Strengthen External Collaboration
 Manufacturers must cooperate with MAHs during audits, provide complete documentation, and support quality activities like complaints, returns, and recalls. For outsourced testing, quality agreements must be signed with testing institutions.

2. MAHs Must Strengthen Management of Excipients and Packaging Materials
(4) Fulfill Responsibility for Drug Quality and Safety
 MAHs must establish quality systems, sign quality agreements with key suppliers, and ensure materials meet intended use and quality standards.
(5) Strengthen Supplier Audits
 MAHs must evaluate and approve all suppliers, maintain quality files, and conduct regular audits, especially for key suppliers.
(6) Strengthen Quality Review
 MAHs must audit manufacturers’ quality control and release capabilities, and conduct incoming inspections. Additional tests may be added based on risk.
(7) Manage Changes Effectively
 MAHs must monitor changes in materials, assess their impact, and follow regulatory procedures for approval or reporting. Changes in suppliers must comply with post-marketing change management requirements.

3. Regulatory Authorities Must Enhance Supervision
(8) Strengthen Inspections
 Provincial regulators must promote policy awareness, supervise self-inspections, and use the NMPA platform to inspect registered manufacturers. Random quality checks may be conducted based on risk.
(9) Handle Risks and Violations
 Violations of the appendices will be investigated under Article 126 of the Drug Administration Law. MAHs must assess risks and take control measures. Serious violations or failure to correct issues will be reported to the NMPA for potential registration status adjustment.
(10) Other Matters
 This announcement takes effect on January 1, 2026. Before implementation, manufacturers must upgrade facilities and quality systems. The 2006 guidelines on excipient production are repealed.

Attachments:
1. https://www.nmpa.gov.cn/directory/web/nmpa/images/1735798913077023640.docx
2. https://www.nmpa.gov.cn/directory/web/nmpa/images/1735798926896082447.docx
Issued by: National Medical Products Administration
 Date: December 27, 2024
Original Source: https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250102142249169.html
Translation Disclaimer: Rx-360 used Microsoft Copilot to translate the content from the original source.
