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Quality Control and Application Analysis of Metallic Materials and Containers for
Pharmaceutical Packaging in The 2025 Edition Chinese Pharmacopoeia

DING Hao!, ZHANG Fangfang', CHEN Lei*(1.Shanghai Food and Drug Packaging
Materials Control Center, Shanghai 201203, China; 2.Chinese Pharmacopoeia
Commission, Beijing 100061, China)

ABSTRACT To promote the understanding of the requirements for metal materials
and containers used for drug packaging in the 2025 edition of the Pharmacopoeia of
the People's Republic of China for related enterprises. Based on this edition of the
Pharmacopoeia, national standards for drug packaging materials, and relevant
international standards such as the United States Pharmacopoeia (USP) ,

Systematically sort out the raw material selection, production process and quality



control indicators of metal pharmaceutical packaging materials. It is necessary to
clarify that for the metal material itself, the base material and coating type should be
selected based on the characteristics of the medicine. In terms of production process,
attention should be paid to the impact of the forming process on the material
performance. In terms of quality control, it is necessary to combine the material
characteristics and the drug requirements, and ensure its protection, safety and
functionality through standardized testing methods. By strengthening the quality
control of metal pharmaceutical packaging materials, product quality can be ensured
and the innovative development of the industry can be promoted.

KEYWORDS Chinese Pharmacopoeia; Pharmaceutical packaging; Matallic
materials; Quality control; Compatibility; Functionality
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Tab.1 Registration status of metal pharmaceutical packaging materials (as of april

28, 2025)
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Table 2 Main Contents of the core quality control items for metal

pharmaceutical packaging materials
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“/” indicates that no definitive data were collected.
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Tab.3 Preparation method of the test solution for metal leachates
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Tab.4  Elemental investigation table of metal packaging materials
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Tab.5 Standards of light blocking method and microscopic method for inhalation

canisters,

aerosols and ointment tubes
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Tab.6 Standards of light obscuration method and microscopic method for ophthalmic
preparation ointment tubes
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measured.
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