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Induced by Oral Preparations of Fluoroquinolones and Their Instructions
GONG Lixiong, WANG Li, WANG Xinru, ZHOU Xiaojie, MA Xuejiao
( Center for Food and Drug Reevaluation of Henan, Zhengzhou, Henan, China 450018)
Abstract: Objective To provide reference for rational drug use in the clinic. Methods A retrospective study was conducted to analyze
1 249 reports of adverse drug reactions(ADR) /adverse drug events(ADE) induced by oral preparations of fluoroquinolone collected from
the database of Center for ADR Monitoring of Henan from January 1, 2011 to December 31, 2017. Results
ADR/ADE were 19 —64 years old(87.51% ). Most of them occurred within 1 d after medication(65.41% ). The ADR/ADE mainly in-

volved gastrointestinal system(54.40% ), skin and its attachment(22.49% ), central and peripheral nervous system(11.44% ).

Most of the patients with

The main
manifestations of ADR/ADE were nausea, vomiting, rash, itching, dizziness and so on, there were 18 cases of palpitations(1.01% ) and 7
cases of visual impairments(0.39% ). However, there was no risk indication in the instructions of the domestic drugs. The instructions of
description of ADR

items. Conclusion Clinic should strengthen the risk monitoring of cardiotoxicity and visual abnormality induced by oral preparations of

the domestic drugs were basically the same, but the safety information was too simple, especially the
fluoroquinolone to avoid the occurrence of severe ADR. Pharmaceutical manufacturing enterprises should strengthen the safety monitoring
of their products and timely revise the product instructions according to the monitoring results, especially the safety —relevant informa-
tion. Drug regulatory authorities should strengthen the management of instructions, standardize and improve them as soon as possible to
meet the needs of clinical safe medication.
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