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Pedepar:

1. Y nuceprauiiiHiil pob0Ti 3aIIpONIOHOBAHO TEOPETUYHE Ta €KCIIEPUMEHTAIbHE OO PYHTYBAHHS CKJIaZy, TEXHOJIOTI]
Ta METOZiB KOHTPOJIIO SIKOCTi KOMGIHOBAHOI JliKapCchKoi (GOPMHU Y BUTJISIAI TOPOLIKY MIMUITYYOTO /1J1S OPAJIbHOTO
3aCTOCYBaHHSI 17151 JIIKyBaHHS aJIKOTOJIbHOI iHTOKCUKaLil. Y3arajbHeHo JaHi jliTepaTypu 1oa0 6ioxXiMiyHNX
[IepeTBOPEHD, SIKi BiIOyBaIOThCS B OPraHi3Mi JIIOAVHY IIiJl 4aCc OTPYEHHS aJIKoroseM, i papmaxkoTeparnii 3 ycyHeHHs
11X HeOaKkaHUX e(peKTiB. AHami3 (apMaLleBTUYHOrO PUHKY JiKapChKUX 3ac00iB (JI3), 3aCTOCOBYBaHUX OJIs1
3MEHIIEHHS] CUMIITOMIB aJIKOTOJIbHOI iHTOKCHKALLii, 3aCBiTuuB, 0 edeKTUBHICTh 6isbmocTi JI3 3a1eKnuTh Bim BMiCTy
aKTUBHUX papMalleBTUYHUX iHrpenieHTiB (ADI), sxi HalluacTille BNJIMBAIOTh HA OKPEMI CKJIaNIOBi [1aTOreHe3y
naroJiorii. HaBegeHo xapakrepuctuky AQI Ta JONOMIXKHMX PEYOBUH, OOPaHUX [1J1S1 BUTOTOBJIEHHSI JIiKapChKOi
¢dopmu. HaBeneHo meToguku (papMaKOTEXHOJIOTIYHUX, Pi3UKO-XiMiUHNX, (PAPMAKOJIOTIYHUX i MiKpO6ioJIOTiYHNX

IOCJIiIKeHb, BUKOPUCTAHUX IIiJ] 4ac po3pO0JIeHHS ONTHMaJIbHOTO CKJIAy Ta palioHa/IbHOI TEXHOJIOT] IIOPOIIKIB



D11 OPaJIbHOTO 3aCTOCYBaHHS. [17151 pO3p006JIEHHS METOAMK KOHTPOJIIO IKOCTi 0OpaHO Cy4aCHi METOIU aHai3y,
cepep sIKuX: abcopobLiiiHa crieKTpodOTOMETPisl y BULKMIil Ta yibTpadioseTosiil 06acTsX (crieKTpodoToMeTpis),
TOHKOIapoBa xpomarorpadis (TIIX), BucokoedekTrBHa TOHKOLaposa xpomarorpadis (BETIIX),
BrUCcOKoedeKTUBHA pinuHHa XpoMmaTorpadis (BEPX), HaniBMikpomeTon Bu3HaueHHs Boau (MeTop K. dimepa) Toio.
[TpoBeneHi gocmimkKeHHs J03BOJINIIN 00paTy palliOHaIbHUM CKJ1a/; KOMGIHOBaHOTO JIiKapChKOTO 3aC00y IJ1sl
dhapmaxosIoriyHOi KopeKuii aJKoroJIbHOI iIHTOKCHKallii y GOopMi IOPOLIKY IUITYyYOro JJ1sl IPUTrOTYBaHHS OPaJIbHOIO
po3umHy (3 po3noainom cyMimi AQI Ha nBa came-nakeT, Macoto 4000 MI KOXEH) IiJi YMOBHOIO Ha3BOIO
«AmiHoaneTack». 3a pesynbraramu (apMaKoJIOTIYHUX TOCTiIKeHb 06PaHOTO CKIIa/ly MOPOLIKY AOBEEHO, 110
3aIPOIIOHOBAHUI 3aCib NPOSBIISIE CTATUCTUYHO 3HAYYIY aKTUBHICTh HA MOJIEJISIX 2JIKOTOJIBHOT'O TeIaTo3y i
0/IHOPa30BOi aJIKOr0JIbHOI iIHTOKCUKALLii, 1110 He MOCTYIIAEThCS, a HaBiTh II€PEBUILIYE CydacHi KOMePLiiiHi 3acobu i
(papMaKOKOPEKIii IOXMIJIBHOTO CUHAPOMY. PO3p0671€HO IPOEKT METOiB KOHTPOJIIO SIKOCTI, 110 MiCTUTh OIHUC
MeTOoIUK ineHTudikanii, BUIpoOyBaHb Ta KiJIbKiCHOTO BU3HAYEHHSI aKTUBHUX (apMalleBTUYHUX iHIPEJi€HTiB Ta
(hapMaKkOTEXHOJIOTI{YHUX BUNIPOOYBaHb. 3aIIPOIIOHOBAHO TEXHOJIOTTYHY CXeMY BUPOOHUITBA JIIKapChKOTO 3aCO0Y Ta
BM3HAU€HI KpUTHUYHI TapaMeTPU TEXHOJIOTIYHOro npouecy. Po3pobiieni Ta BanifoBaHi xpoMarorpadiuHi METOAUKI
inenTudikarii, kinbkicHoro Bu3HaueHHs AQI, METOIMKY BU3HAYEHHS BMiCTy CYNPOBITHUX JOMIIIOK IJIs1
KOMOGIHOBaHOTO JIiKapChKOTO 3aC00y MOXYTb OYTU BIIPOBAIKEHi B IPAKTUYHY [isJIbHICTh BITYM3HSIHUX

(dapmaleBTUYHUX MiANPUEMCTB i HAYKOBO-A0CIiTHUX J1a60paTopill i3 KOHTPOJIO sIKOCTi JI3.

2. The thesis offers theoretical and experimental substantiation of the composition, technology and quality control
methods of the combined dosage form in the form of an effervescent powder for oral use with the purpose of
alcohol intoxication treatment. The summarizes literature data on biochemical transformations that occur in the
human body during alcohol poisoning, and pharmacotherapy to eliminate these unwanted effects. The analysis of
the pharmaceutical market of medicines, used for reducing the symptoms of alcohol intoxication, proved that the
effectiveness of most medicines depends on the content of active pharmaceutical ingredients (APIs), which most
often affect individual components of the pathogenesis of the pathology. The characteristic of APIs and excipients
chosen for dosage form production. The methods of pharmacotechnological, physico-chemical, pharmacological
and microbiological studies, used during the development of the optimal composition and rational technology of
powders for oral use, are given. For the development of quality control techniques, modern methods of analysis
were chosen, including absorption spectrophotometry in the visible and ultraviolet regions (spectrophotometry),
thin-layer chromatography (TLC), high-performance thin-layer chromatography (HPTLC), high-performance
liquid chromatography (HPLC), semi-micro method of water estimation (K. Fisher method), etc. The conducted
research made it possible to choose a rational composition of a combined medicines for the pharmacological
correction of alcohol intoxication in the form of an effervescent powder for the preparation of an oral solution
(with the distribution of the API mixture into two sachets, weighing 4000 mg each) under the conditional name
"Aminoacetasc”. As a result of carrying out pharmacological studies of the selected composition of the powder it
was proved that the suggested medicine shows statistically significant activity on models of alcoholic hepatosis
and single alcohol intoxication, which is not worse but even exceeds modern commercial products for
pharmacocorrection of hangover syndrome. A project of quality control methods has been developed, containing a
description of the methods of identification, testing and quantification of active pharmaceutical ingredients and
pharmacotechnological tests. The technological scheme of the production of the medicinal product is proposed
and the critical parameters of the technological process are determined. The developed and validated
chromatographic methods of identification, quantitative determination of API, methods of determining the
content of accompanying impurities for a combined medicinal product can be implemented in the practical
activities of domestic pharmaceutical enterprises
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