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ABSTRACT: OBJECTIVE To systematically interpret and analyze 9625 guidelines on metallic materials
and containers for pharmaceutical packaging Systems in the Chinese Pharmacopeia (ChP) 2025 Edition,
providing a reference for accurate understanding and implementation of the ChP. METHODS The overview
of metallic pharmaceutical packaging materials, the background, core framework, and key technical indicators
of standard development and future prospects for advancing standardization and international alignment were
introduced. RESULTS Guided by the principles of scientificity, operability, and sustainable development,
and based on the guiding ideology, objectives, and key tasks outlined in the ChP 2025 edition, the development
of the 9625 for pharmaceutical packaging, along with the supporting methodological standards, was completed
under the guidance of the Pharmaceutical Packaging Materials Committee of the Chinese Pharmacopoeia
Commission. This was achieved through extensive industry research and consultation. CONCLUSION As
of now, foreign pharmacopoeias have not officially included standards for metallic pharmaceutical packaging
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materials. ChP 2025 Edition has officially included standards for metallic pharmaceutical packaging materials
for the first time, marking a significant milestone. The 9625 clarifies the critical quality attributes and quality
control requirements for metallic materials and containers and provides essential support for quality control.
Furthermore, it plays a pivotal role in driving the adoption of advanced testing technologies and enhancing
the global influence of the ChP, fostering greater harmonization with international regulatory frameworks.

KEYWORDS: Chinese Pharmacopoeia; metallic pharmaceutical packaging material; quality control; full
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