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Introduction: Most frequently adverse drug reactions (hereafter — ADRS) in
children are caused by anti-infection medicinal agents of systemic action (61,6 %),
particularly antibiotics [1]. Off-label drug use includes prescribing medicinal agents
beyond the product license conditions as specified in the instruction for medication
use in terms of dosage, frequency, patient age, indication, routes of administration,
overdose symptoms and contraindications. Off-label antibiotic prescribing in children
Is in range between 0,9 % and 42 % in outpatient setting and about 54,7 % in
inpatient setting respectively [2], which can lead to an increased risk of ADRs and
medication errors in pediatric population.

Aim: To evaluate risk/benefit ratio of off-label antibiotic prescribing among
children.

Methods: The paper used common scientific theoretical methods, such as
bibliographic one, methods of system analysis and approach and information
synthesis.

Results: From 1/3 to 1/2 of all ADRs in pediatric practice are caused by
unlicensed or off-label medicinal agents use. Prescribing antimicrobial drugs can
cause widespread side effects in children, such as skin reactions, which are typically
associated with  vancomycin, cefpodoxime, and amoxicillin; platelet
aggregation/bleeding disorders due to imipenem and metronidazole use; general
allergy because of vancomycin and cefotaxim; liver enzyme abnormalities after
isoniazid, ethambutol prescribing; and nausea vomiting, associated with amoxicillin-
clavulanic acid [3]. Age-related features of physiological processes have a significant
impact on drug sensitivity, which must be taken into account when choosing the drug
itself, as well as the route of its administration and dosage regimen.

Conclusion: Newer antimicrobial medicinal agents, such as fluoroquinolones,
macrolides, linezolid, and daptomycin are not are not label for safe use in pediatric
population, which leads to their prescription beyond the instruction for medication
use. Nevertheless, off-label antibiotic use is inevitable in conditions of restricted
clinical trials among children due to ethical and other issues, the concern of emerging
multidrug-resistant pathogens, in particular among children, continues to remain and
increase.
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