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[IpoOnemu Ta HOCATHEHHS Cy4acHOi Ol0TexHOoJIOr1i: MaTepianu VI
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30ipka MICTUTh MaTepiaii HAYKOBO-TIPAKTHYHOI KOH(EpPEeHIIii,
TEMaThKa SIKOT  OXOIUTIOE Taki HampsiMu: (apMaleBTHUYHA Ta MEJANYHA
O10TE€XHOJIOTIs, MEpPCHEKTHBHI OI10JOTIYHO AaKTUBHI PEYOBUHHM, XapyoBa
010TEXHOJIOT 4, MPOAYKTH 310pOBOTrO Xap4yyBaHHS, €KOJIOT1YHa
O10TEXHOJIOTis,  MPUPOJOOXOPOHHI  TEXHOJOTI, OloTexHoJIOTIs Yy
POCIMHHUIITBI, TBAPUHHUUTBI Ta BETEpUHApii, CydacHi OIOTEXHOJIOTII IS
HapOJHOTO TOCIOAApCTBa, pPO3poOKa, BUPOOHMIITBO, 3a0e3MEUYEHHS Ta
KOHTPOJIb SKOCTI JIIKAPCHKUX 3ac00iB, MIKpOOIOJIOTiYHI OCTIIKEHHS Ha
eTanax po3poOKH, BUPOOHMIITBA Ta KOHTPOJI SKOCTI Xap4OBHX MPOAYKTIB,
BETCPUHAPHUX Ta JIKAPCHKUX TMpemnapaTiB, OpraHi3aliifHO-eKOHOMIYHI
ACMEKTU AISUTBHOCTI 610TEXHOJIOTIYHUX Ta (hapMaleBTUYHUX MIIMPUEMCTB Y
Cy4aCHUX YMOBaX, MapKETHUHTOBI JOCIIKEHHS Y 010TeXHOJIOTIi Ta dapmartii,
TEOpis Ta MpPaKTHKa MIATOTOBKH 3700yBadiB BHIIOI OCBITH CIIEIiaIbHOCTI
162 «bioTexHoorii Ta 6101HKESHEPIs».

JUiss  mmMpoKoro  Koja  HAYKOBI[IB, MAariCTpaHTiB, AacCHipaHTIB,
JIOKTOPAHTIB, CHIBPOOITHUKIB OIOTEXHOJOTIYHUX Ta (apMaleBTUUYHUX
MIANPUEMCTB Ta (ipM, BUKJIAJa4yiB BUIIUX HaBUYAJbHUX 3aKJaJiB HAYKOBUX 1
NPaKTUYHUX MPALIBHUKIB (papmMarlii Ta MEIULIMHH.

ABTOpH OmyO0IIKOBaHUX MaTepiaiiB HECYTh MOBHY BIANOBIAAIBHICTh 32
ni01p, TOUHICTh HaBeACHUX (DaKTIB, IIUTAT, EKOHOMIKO-CTATUCTUYHUX JIAHUX,
BJJACHMX IMEH Ta IHIIUX BigoMOCTel. Marepiaii TOMAIOTHCS MOBOIO
OpHTiHATY.
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Introduction. Silymarin is a complex of biologically active flavonolignans
derived from Silybum marianum, widely used in dietary supplements intended to
support liver function and detoxification processes. Due to its antioxidant, anti-
inflammatory, and membrane-stabilizing properties, silymarin-containing
products are in high demand and are extensively represented on the
pharmaceutical and consumer markets. However, dietary supplements in Ukraine
are regulated as food products rather than medicinal products, which results in
limited requirements for standardization, identification, and quantitative
determination of active substances.

The chemical complexity of silymarin, variability of plant raw materials,
and differences in extraction technologies lead to significant heterogeneity in the
composition and quality of commercially available products. In many cases, the
declared content of silymarin is not sufficiently substantiated by validated
analytical methods. In contrast, international pharmacopoeias provide clear
approaches to the quality control of Silybum marianum extracts, including
chromatographic identification and quantitative analysis of flavonolignans.

Therefore, the development of modern, scientifically justified quality
requirements for dietary supplements containing silymarin is highly relevant.

Harmonization of national quality control approaches with international
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standards is essential to ensure the safety, efficacy, and reproducibility of
silymarin-based dietary supplements on the Ukrainian market.

Materials and Methods:The object of the study was dietary supplements
containing silymarin and extracts of Silybum marianum available on the
Ukrainian pharmaceutical market. The research was based on the analysis of
scientific literature, regulatory documents, and international pharmacopoeias.
Market analysis of silymarin-containing dietary supplements was conducted with
regard to dosage forms and declared content of the active substance. Analytical
approaches used for quality assessment included thin-layer chromatography
(TLC), high-performance liquid chromatography (HPLC), optical rotation, mass
uniformity testing, disintegration testing, and microbiological purity evaluation
in accordance with the requirements of the State Pharmacopoeia of Ukraine and
the European Pharmacopoeia.

Results: The study revealed significant variability in the composition and
declared silymarin content of dietary supplements presented on the Ukrainian
market, as well as the lack of unified requirements for their standardization.
Based on the analysis of international pharmacopoeial approaches, a draft
specification for a dietary supplement containing silymarin was developed. Key
quality indicators and appropriate analytical control methods for identification,
quantitative determination, physicochemical parameters, and microbiological
purity were proposed.

Conclusions: Modern scientifically substantiated requirements for the
quality control of dietary supplements containing silymarin were formulated. The
proposed specification and analytical approaches may be used to improve quality
assurance, harmonize national regulations with international standards, and

enhance the safety and efficacy of silymarin-based dietary supplements.



