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Abstract: Objective To mine the data of adverse drug reaction (ADR) signals of Nifedipine tablets and sustained-
release tablets, and to compare the safety differences between them. Methods Measures of disproportionality were
used to conduct data-mining of the data in FDA Adverse Event Reporting System, from the fourth quarter in 2012
to the second quarter in 2018, covering 23 quaters. Results Totally 54 ADR signals, including 35 ADR signals for
Nifedipine tablets and 19 ADR signals for Nifedipine sustained-release tablets were found by ROR. Five signals

were found in both dosage forms, including ineffective medicine, drug intolerance, allergic reaction, tachycardia,

and headache. Conclusion The unique adverse reactions of Nifedipine tablets mainly concentrate on neonatal

and fetal abnormalities, suggesting that pregnant women should be cautious in using Nifedipine tablets. Specific

adverse reactions of Nifedipine sustained-release tablets mainly cover the muscle and skeletal system, implying

that patients with musculoskeletal disorders should avoid this drug.
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