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Investigation and Analysis of Labeling Utilization Period in Package Inserts

Cao Kai, Qian Peipei, Tian Yingna, Hu Juntao, Zhao Liang, Lan Bingxin® (Xuchang Central Hospital of Henan
Province, Xuchang 461000, China)

Abstract Objective: To provide references for the regulation of utilization period management of reconstituted
or diluted products and multi-dose dosage forms. Methods: Package inserts of medicinal products used in our
hospital in 2017 were sorted out. The utilization period information in the package inserts of reconstituted or
diluted products and multi-dose dosage forms were investigated and analyzed. Results: A total of 1047 kinds
of medicinal products were used in our hospital in 2017, among which there were 357 kinds of reconstituted
or diluted products and 194 kinds of multi-dose dosage forms. Among the 357 reconstituted or diluted
products, there were 109 package inserts labeling utilization period, accounting for 30.53%. Among 194
multiple-dose dosage forms, there were 26 package inserts labeling utilization period, accounting for 13.40%.
Conclusion: According to "the Technical Guidance to Stability Testing of Chemical Drugs" in China, the
stability testing should be taken for reconstituted or diluted products and multi-dose dosage forms based on
their specific clinical use. At present, there is only a small number of products labeling the utilization period and
other information in the package inserts. It is suggested that the drug regulatory department and pharmaceutical

manufacturers should promote the implementation of the relevant requirements according to the "the Technical
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Guidance to Stability Testing of Chemical Drugs", and gradually improve the relevant information about

utilization period of reconstituted or diluted products and multi-dose dosage forms.
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