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Tém tit

Ké sita (Silybum marianum) 1a duoc lidu duge img dung phd bién trong cac san pham thuc pham bao vé sirc
khoe (TPBVSK) nho cac dic tinh sinh hoc da dwoc chimg minh. Nhiam cung cap mot cai nhin tong quan vé thyc trang
chat lwong nguyén lidu va cac san pham TPBVSK chira chiét xuit K& sita (MTE) luu thong trén thi truong, nghién
ciru nay danh gia ham hr(mg hoat chét Silymarin (SLM) va ty 1¢ cac flavonolignan (FLN) thanh phan trong 52 mau
nguyén liéu va 288 mau TPBVSK bang phuwong phap sic ky long hiéu nang cao (HPLC) danh giad sy phu hop véi
cong bd thuong mai ctia san pham va céc quy dinh ctia Duoc dién Chau Au (EP). Két qua thyc nghiém ghi nhan
khodng 6,82% mau nguyén liéu chiét xuit thong thudng chua phi hop vé ham lwong SLM theo EP; trong khi do,
nhém nguyén lidu bao ché dang nano boc 16 sw chua dong nhat giira dinh danh ghi nhan va ban chat khi c6 t&i 87,5%
s6 mau chi chira Silybin tinh khiét. P6i v6i nhom thanh pham, ty 1& mau khong phu hop tiéu chuan chiém 23,6%, tap
trung chu yéu & cac ché phdm cong bd ham lwong hoat chit cao (70,0% - 80,0%). Pang luu ¥, nghién ctru chi ra xu
hudng sai 1éch két qua c6 thé xuét phat tir viéc ghi nhin dua trén két qua do phd UV-Vis, dan t6i ham luong cong bd
cao gan gip doi so v6i két qua phan tich bang HPLC. Cu thé, 18/19 mau thanh pham c6 két qua ham lugng SLM chua
phu hop véi nhin thuong mai nhung van dap tmg khoang giéi han cua EP. Tir thuc trang nay, nghién ciru dé xudt giai
phap ddng bd hoa quy trinh kiém soat bang phuong phap HPLC va minh bach hoéa danh phap ghi nhin nhim nang

cao hiéu qua quan 1y va bao dam quyén loi ciia nguoi tiéu dung.
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Abstract

Milk thistle (Silybum marianum) is a medicinal herb widely utilized in health supplements due to its proven
biological properties. To provide an overview of the quality status of raw materials and dietary supplements containing
milk thistle extract (MTE) circulating on the market, this study evaluated the active ingredient silymarin (SLM)
content and the ratio of component flavonolignans (FLN) in 52 raw material samples and 288 dietary supplement
samples using high-performance liquid chromatography (HPLC), to assess compliance with commercial product label
claims and the regulations of the European Pharmacopoeia (EP). Experimental results revealed that approximately
6.82% of conventional extract raw material samples were non-compliant with the required SLM content under the EP;
meanwhile, the nanotechnology-based raw material group exhibited inconsistencies between labeled identity and
actual nature, with up to 87.5% of the samples containing only pure silybin fractions. Regarding finished products,
the non-compliance rate was 23.6%, predominantly concentrated in preparations claiming a high active ingredient
content (70.0%-80.0%). Notably, the study indicates a trend of discrepancy in results that may originate from labeling
based on UV-Vis spectrophotometry, leading to labeled claims nearly twofold higher than HPLC analysis results.
Specifically, the majority (18 out of 19 samples) of non-compliant finished products from the high-content group still
satisfied the standard range prescribed by the EP. Based on these findings, the study proposes the standardized
adoption of HPLC for quality control and the transparency of labeling nomenclature to enhance regulatory efficacy

and ensure consumer protection.
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