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BUCHOBKM 1. [IpoBeneHuii anami3 XiMi4HOI CTPYKTYpPHU MEJIATOHIHY, 110
sBisie co0oro N-[2-(5-merokcu-1H-iua0a-5-11) ertmwn]amerun amia. CTpykrypa
MEJIATOHIHY Ma€ OCOOJIMBICTh y BUIJISIAI apOMAaTUYHOTO KUIbLS, SIKE Ha3UBAETHCS
HAOJBHUM KUTbIleM. OCTaHHE HaJae MOJIEKYJl OCOOJMBY CTaOUIBHICTh Ta
(yHKII0HAJIbHI BJIACTUBOCTI, 1110 BU3HAYAIOTh MOTO POJb B PEryJislii HUPKaIHUX
PUTMIB Ta IHIIUX (P1310JOTTYHUX MPOIIECIB.

2. Bnepme 3i0paHi Ta y3arajJbHEHI Yy BWIJISJI NPOEKTY METOIMKHU
KOHTPOJIFO SIKOCT1 JJIsl JIIKAPCHKUX 3ac00IB Ta JIETUYHUX JO0OABOK, IO MICTSTh
MenaToHiH. BoHM BkiIo4aroTh crnenudiyHi s MelaroHiHy wmeronu Y-
cnexktpodoromerpii ans iaeHTudikaimii, meroq BEPX nns BU3HaueHHs CymyTHIX
JIOMIIIOK Ta KUIbKICHOTO BM3HAYEHHS Ta 3arajbHI METOJHM, 110 BUCYBAIOTHCS IS
KOHTPOJIFO SKOCTI JIETUYHUX J00aBOK, 30KpeMa BU3HAYCHHS MIKPOO10JOTTYHOT
YUCTOTH, PAIIOHYKIIIIIB Ta BAKKUX METAIIB.

3. Po3pobnenuii mpoekT cnenudikamii s TabJeTOBaHMX — Ta
KarcyibOBaHUX (OPM BHUMYCKY TIETUYHHX JAOOABOK 3 MEJIATOHIHOM, IO MOXKeE
CIIYT'yBaTH OCHOBOIO JUISl pO3pOOKH HOPMATUBHOI JTOKYMEHTAIlIi I cepTrdiKaTiB

aHaJi3y, akTiB JUIs IMIIOPTY Ta MPOTOKOJIB JJA0OPATOPHUX JTOCIIIKEHbD.
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Introduction. In today's world, an increasing number of people seek to
enhance sleep quality and reduce stress using dietary supplements. Melatonin's
popularity for maintaining a normal circadian rhythm and improving sleep is on
the rise. The expanding market for melatonin supplements necessitates
heightened monitoring and regulation to ensure efficacy and safety. Thoroughly
studying the risks and side effects associated with melatonin use is essential for
effective regulation in dietary supplements. Discrepancies in melatonin quality
and concentration among various supplements underscore the need for
standardized quality regulations. Efforts to adapt existing regulations to the
dynamic supplements market underscore the importance of innovative
approaches to quality control. Advancements in scientific research on
melatonin's impact on sleep and health highlight the need for creating reliable
methods and specifications as the foundation for normative documents
governing the quality of supplements containing this component.

Materials and methods. Research object is melatonin. Research
subject: methods of quality control of dietary supplements containing melatonin.
Methods: literature monitoring.

Results. An examination of melatonin's chemical structure, identified as N-

[2-(5-methoxy-1H-indol-5-yl) ethyl]acetyl amide, was conducted. Melatonin



features an indole ring, an aromatic structure providing unique stability and
functional properties crucial for regulating circadian rhythms and various
physiological processes.

For the first time, methods for quality control of melatonin-containing
medicinal products and dietary supplements were compiled and outlined in a
preliminary ~ document.  These  encompass  melatonin-specific IR
spectrophotometry methods for identification, HPLC techniques for co-impurity
determination and quantification, and general methods proposed for assessing
the quality of dietary supplements, including microbiological purity,
radionuclides, and heavy metals determination.

Based on above results a preliminary specification for tablet and capsule
forms of dietary supplements containing melatonin has been formulated.

Conclusions. The developed draft specification can serve as a foundational
document for the development of regulatory materials, such as certificates of
analysis, importation documents, and laboratory research protocols for dietary

supplements, containing melatonin.



