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Interpretation of Guideline for Rubber Closures for Pharmaceutical Packaging in the

Chinese Pharmacopoeia( 2025 Edition)
XU Jun', YANG Meicheng', CHEN Lei’( 1. Shanghai Food and Drug Packaging Material Control Center,

Shanghai 201203, China; 2. Chinese Pharmacopoeia Commission , Bejjing 100061 , China)
ABSTRACT Objective

Pharmacopoeia ( 2025 Edition) for relative parties to facilitate their better understanding and reasonable application of the

To interpret the guideline for rubber closures for pharmaceutical packaging in the Chinese
guideline. Methods Based on the considerations of lifecycle risk management and combined with the developing requirements
for the quality management of rubber closures, the necessity of establishing the guideline was explained and the relevant contents
Results

According to the rubber closures’ properties and their actual application, relative parties should establish the enterprise standards

of quality control were interpreted, and suggestions of the reasonable utilization of rubber closures were given.

or the quality agreements of the rubber closures, in line with the general baseline requirements settled by the guideline.
Conclusion Based on the risk management concept in the whole process, the established guideline defining the quality control

requirements of rubber closures and their critical quality attributes would be helpful to promote the quality control of rubber

closures.
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Fig.1 Life cycle of pharmaceutical packages and drug
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Tab.1 Scope of the application of the guideline
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