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Investigation and Analysis of the Labeling of Bleeding Prevention and Treatment
Information in 79 Pieces of Package Inserts of Antithrombotic Drugs

Ruan Guangxin, He Shuyan (Department of Pharmacy, Jiangmen Central Hospital, Jiangmen 529030, China)

Abstract Objective: To investigate the labeling and exiting problems of bleeding prevention and treatment
information in package inserts of antithrombotic drugs and put forward the suggestions. Methods: A total
of 79 pieces of package inserts of antithrombotic drugs from Drug Catalogue for National Basic Medical
Insurance, Industrial Injury Insurance and Maternity Insurance (2020) were collected. Statistical analysis was
performed on the labeling of contraindications, drug-drug interactions, laboratory monitoring, dose adjustment
and bleeding treatment information in those drug inserts. Results: The labeling ratio of contraindications, drug-
drug interactions, laboratory monitoring, dose adjustment and bleeding treatment in 79 pieces of package inserts
of antithrombotic drugs were 91.14%, 87.34%, 67.09%, 45.57% and 64.56% respectively. The labeling rate of

laboratory monitoring and bleeding treatment information for anticoagulant drugs was significantly higher than
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antiplatelet drugs, and the difference was statistically significant (P<0.05).The labeling ratio of contraindications,

laboratory monitoring and bleeding treatment information for injections was much higher than the oral agents

(P<0.05). The difference rate of instruction contents of the same variety produced by difference manufacturers

was 16.22%. Conclusion: There are some problems in the package inserts of antithrombotic drugs, such as

different labeling information on the same variety from different manufacturers, incomplete information of drug-

drug interactions and lack of practical information of bleeding treatment. It is suggested that the drug regulatory

departments should improve the management regulation of package inserts, strengthen the examination and

supervision of package inserts; urge marketing authorization holders to promote revision work of package inserts

continuously, follow up clinical real date and reports and update the content of package inserts timely. Physicians

and pharmacists should strengthen risk management of bleeding and pharmaceutical monitoring during clinical

treatment, attach importance to drug information collection, provide timely feedback and report adverse drug

reaction/events, so as to ensure the rational and safe use of drugs for patients.
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