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Abstract

Objective: To analyze the current labeling status of the “Adverse Reactions” and “Contraindications”
sections in the package inserts of Chinese Patent Medicines (CPMs) for chronic gastritis, and to ex-
plore the existing problems and their impacts on the safety of clinical medication. Methods: Based
on the “Chinese Patent Medicine Prescription Database” and “Drug Package Insert Database” of
Yaozhiwang (a professional pharmaceutical information platform in China), 297 eligible CPM prod-
ucts were selected. The labeling status of the “Adverse Reactions” and “Contraindications” sections
in their package inserts was statistically analyzed, and the problems were evaluated in combination
with standards such as the Technical Specifications for the Revision of Safety Information Items in
Package Inserts of Marketed Chinese Patent Medicines. Results: Among the CPM package inserts,
71.04% labeled the “Adverse Reactions” section as “Not yet clear”, while only 27.95% provided de-
tailed descriptions. For the “Contraindications” section, 42.76% were labeled as “Not yet clear”, with
a serious lack of syndrome contraindications (6.47%) and compatibility contraindications (0%).
Conclusion: The current labeling system for safety information in CPM package inserts is incom-
plete, with problems such as significant transparency differences among enterprises and delayed
dynamic revisions. These issues lead to underestimated medication risks and increased potential
for misuse. It is recommended to compulsorily standardize the content of adverse reactions and
contraindications, unify the package insert template, strengthen the labeling of TCM syndrome con-
traindications, and promote information sharing among enterprises to improve medication safety.
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Table 1. Expression status of [Adverse Reactions] section in Chinese patent medicines for chronic gastritis treatment (by
Approval Number)
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Table 2. Names and product quantities of 83 drugs with detailed expression of adverse reactions
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Table 3. Statistics on [Adverse Reactions] statements of Chinese patent medicines for chronic gastritis (by Drug Variety)
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Table 4. Expression status of [Contraindications] section in Chinese patent medicines for chronic gastritis treatment (by Ap-
proval Number)
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Table 5. Content classification of [Contraindications] section in 170 products with detailed expressions
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Table 6. Statistics on [Contraindications] statements of Chinese patent medicines for chronic gastritis (by Drug Variety)
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