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Introduction. Lutein and zeaxanthin are xanthophyll carotenoids that play a key
role in protecting the macular area of the retina from photochemical damage and
oxidative stress. They are not synthesized in the human body and must be supplied with
food or as part of dietary supplements. At the same time, the effectiveness of
nutraceuticals with lutein largely depends on the quality of raw materials, the accuracy
of dosing, and the use of validated analytical control methods. In conditions of
insufficiently strict regulatory supervision over the circulation of dietary supplements
in Ukraine, it is relevant to form scientifically based requirements for their quality,
close to pharmacopoeial approaches. The aim of the work was to theoretically
substantiate the draft specification and determine modern methods for quality control
of a dietary supplement containing lutein and zeaxanthin .

Materials and methods. The object of the study was a dietary supplement in
the form of soft gelatin capsules containing lutein (20 mg) and zeaxanthin (1 mg),
obtained from Tagetes flower extract. The work uses methods of systematic analysis of
scientific publications, requirements of the State and European Pharmacopoeia.

Results and their discussion. The analysis of the market of dietary supplements
with lutein in Ukraine showed the dominance of products with a dosage of 10 and 20
mg, with a predominance of imported manufacturers. Based on pharmacopoeial
approaches, a draft specification was formed, including indicators of identification,
quantification, pharmaco-technological testing and safety control. For the
identification of active components, the use of infrared absorption spectrophotometry,
thin-layer chromatography and high-performance liquid chromatography (HPLC) with
detection in the visible region of the spectrum was proposed. The quantitative
determination of lutein and zeaxanthin is recommended to be carried out by HPLC with
UV/ Vis detection at a wavelength of 445-450 nm. The quality of the finished product
was assessed by pharmaco-technological indicators (dissolution, homogeneity of mass
and content), as well as by indicators of microbiological purity and content of heavy
metals in accordance with pharmacopoeial requirements.

Conclusions. Suggested scientifically justified project specifications and a set
of quality control methods dietary supplement with lutein and zeaxanthin. The results
can be used for standardization nutraceutical products, increase their safety and
formation trust consumers to products to support health vision.
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