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[IpoOnemu Ta HOCATHEHHS Cy4acHOi Ol0TexHOoJIOr1i: MaTepianu VI
C 89 wMixHapoaHOI HAyK.-TIpakT. KOHO. (27 6epesns 2026 p., M. XapkiB). —
Enexrpon. gani. — X. : H®aV, 2026. — 473 c. — Ha3Ba 3 TUT. ekpaHa.

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. Inherited disorders of aromatic amino acid metabolism,
particularly hereditary tyrosinemia type I, are severe genetic diseases requiring
lifelong dietary and pharmacological management. Specialized amino acid
mixtures free of tyrosine represent the cornerstone of therapy, as they provide
essential amino acids while preventing the accumulation of toxic
metabolites.

In Ukraine, the regulatory framework for generic medicinal products is
undergoing active harmonization with European standards; however, specific
and unified approaches to the development of quality specifications for amino
acid—based generics remain insufficiently elaborated. The absence of
standardized specification models may lead to variability in product quality,
dosing uniformity, and therapeutic effectiveness. Therefore, the development of
a modern, scientifically substantiated approach to quality specifications for
generic medicinal products based on amino acid mixtures without tyrosine is
highly r elevant for improving regulatory practice and ensuring patient
safety.

Materials and Methods. The study was based on a comprehensive
analysis of scientific literature, international and national regulatory
documents, pharmacopoeial monographs, and European guidelines (including
ICH Q6A). The physicochemical properties of individual amino acids included

in the formulation (L-leucine, L-valine, L-methionine, L-tryptophan, and L-
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arginine) were evaluated to justify critical quality attributes. Pharmacopoeial
methods of analysis recommended by the State Pharmacopoeia of Ukraine
were applied for the assessment of identification, content, moisture, dosage
uniformity, disintegration time, and microbiological purity. A comparative
analysis of quality specifications of reference amino acid products available
on the pharmaceutical market was performed to substantiate acceptable limits
and control strategies.

Results. A structured and scientifically grounded approach to the
development of quality specifications for a generic medicinal product
containing an amino acid mixture without tyrosine was proposed. Critical
quality parameters were identified, taking into account the multicomponent
nature of the formulation and the physicochemical diversity of the amino acids.
Particular attention was paid to dosage uniformity, as variability in amino acid
distribution poses a significant risk in complex mixtures. Appropriate analytical
and pharmacotechnological control methods were selected in accordance with
pharmacopoeial requirements. The proposed specification was shown to be
consistent with the quality standards of reference products and aligned with
modern regulatory principles.

Conclusions. The study substantiates a modern approach to the
development of quality specifications for generic medicinal products based on
amino acid mixtures used in the treatment of aromatic amino acid metabolism
disorders. The proposed specification ensures product safety, stability, and
reproducible therapeutic effectiveness and can be applied during
pharmaceutical development, registration, and quality control of generic
amino acid-based medicinal products. The results contribute to the
harmonization of Ukrainian regulatory practice with international

pharmaceutical standards.



