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Introduction Silymarin is a complex of flavonolignans obtained from Silybum
marianum and widely used in dietary supplements intended to support liver function
due to its antioxidant and hepatoprotective properties. The Ukrainian market of
silymarin-containing dietary supplements has expanded significantly in recent years;
however, considerable variability in active substance content and the absence of unified
quality standards remain major concerns. Dietary supplements in Ukraine are regulated
as food products, which limits mandatory requirements for standardization and
analytical control compared to medicinal products. The aim of this study was to
substantiate modern quality requirements for dietary supplements containing
silymarin, based on its chemical characteristics, international pharmacopoeial
approaches, and current national regulatory conditions.

Materials and Methods. The study involved an analysis of scientific literature,
international pharmacopoeial monographs, and the assortment of silymarin-containing
dietary supplements available on the Ukrainian market. Based on this analysis, a draft
specification for a capsule dosage form was developed. Quality indicators included
description, identification, quantitative determination, pharmacotechnological
parameters, and microbiological purity. Thin-layer chromatography, optical rotation,
and high-performance liquid chromatography were proposed as analytical methods for
quality control.

Results and their discussion. Market analysis revealed significant differences
in silymarin dosage and composition, as well as the presence of products without clear
standardization of flavonolignan content. Comparison of regulatory approaches
showed that international pharmacopoeias provide more detailed requirements for the
identification and quantification of silymarin than those currently applied in Ukraine.
A scientifically grounded draft specification was developed, incorporating reliable
identification methods, quantitative limits for silymarin content, tests for mass
uniformity and disintegration, and microbiological purity requirements.

Conclusions. Implementation of the proposed quality indicators and analytical
methods may contribute to harmonization of national requirements with international
standards, improve quality control of dietary supplements containing silymarin, and
enhance product safety and consisten.


