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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TeMaTHYHHUX PyOPHK: 76.31.29.13

Tema gucepranii:
1. Po3po6ka ckiagy i cTaHgapTH3allis TEXHOJIOTI KOMGIHOBAaHOIO OPaJIbHOIO PO3UYMHY Ha OCHOBI COJIell MarHio

2. Development of the composition and standardization technology of a combined oral solution based on

magnesium salts

Pedepar:

1. Incepraniiina po60Ta IpUCBIYeHa BUOOPY SIKICHOTO Ta KiJIbKiICHOT'O CKJIaZly KOMOIHOBAaHUX OPaJIbHUX PO3UMHIB 3
OpraHiYHMMM COJIIMM MarHilo, po3po6lLi Ta cTaHAAPTU3allii TEXHOJIOTI Ofjep>KaHHs LUX IIPenaparis.
3anpoNOHOBAHUN OPUTIHAJIBHUAN METOJ, CUHTE3Y aKTUBHOT'O (papMaLleBTUYHOTIO iHIPEeIi€HTy MarHiio L-jakraTy
IUTifpaTy i3 MarHio OKCUy Ta L-MOJIOYHOI KMCJIOTH 3a IONIOMOTOI0 peaklii HelTpasisalii y BOIMHOMY CepenoBUII.
JloBeneHa aHaJIITUYHA SIKiCTb OTPUMAaHOI coJti 3rinHo BuMor €spornericbkoi Gapmaxornei. [y Crosyky JoAaTKOBO
BM3HAUY€HE IIMTOME ONTUYHE OOepTaHHs. MeTo[ Bilpi3HIEThCS IPOCTOTOIO B TEXHOJIOTNIYHOMY BUKOHAHHI,
Bi/ICYTHICTIO [TO>K€KO- Ta BUOYXO- HE6E3[1€YHUX PEYOBHH Ta BUCOKMM BUXOJOM. Po31MpeHi HayKoBi 3HaHHS IIPO
CHHTE3 MarHiio L-migosary. Briepiue 3anrporoHOBaHa €EKOHOMIYHO BUTiJHA TEXHOJIOTIS Ol P>KaHHS CIIOJIYKU Y
BUIJISZi KOHLEHTPATY 3 BiJHOCHO JELIEBUX IHIPELi€HTIB MarHilo OKCUAy Ta L-TiryTamiHOBOI KUCJIOTY Yepes3
YTBOPEHHS IIPOMDKHOTO NPOLYKTY MarHilo riayraMiHaTy 3 IO4AbIION Peaklieo GUMKIOoIeriapaTaLii Ipy BUCOKUX

TeMriepaTypax. JKicTb OTpUMaHOi coJii BifoBinae rnokasHukam moHorpadii €sporneiicbkoi Gapmaxornei.



Po3po6seHa Ta cTanmapTU30BaHa TEXHOJIOTS OfEP>KaHHS TeHEPUYHOTO0 Npenapary OKpalleHoi SIKOCTi B
OJIHOJI030BUX aMITyyax «Mar-M6693», nigroToBjeHui IPOEKT METOIiB KOHTPOJIIO SIKOCTI Ha JIiKapchKuii 3acio.
Brniepue po3po6s1eHO OpUTiHAJIbHUI CKJIaJ, OPaJbHOTO PO3YMHY Y 6araTo030BUX QuakoHax «Marminumers,
PO3po6JieHa Ta CTaHAAPTU30BaHA TEXHOJIOTiSI OTPMMAHHS JIIKAPCBKOTO IIPenapary, HiirTOTOBJI€HUIN IPOEKT METOIiB
KOHTPOJIIO AKOCTI. 3rilHO 3 JOCIiIPKEHHAMHU, TEHEPUYHUI [IpEnapar y40CKOHAJIEHOI IKOCTi «Mar-M6693» B
OJIHOZI030BUX aMIIyJIax Ta OPUTiHaJbHUI Npenapar «MaryigumeT» y 6araTrofo30B1x (JIakoOHaX MAIOTh BULLY
(apmaKoJIoriyHy aKTMBHICTb Y OPiBHSIHHI 3 NONYJISIPHUMU aHasloraMy. TeXHOJIOTII0 OpajIibHOTO PO3YuHY «Mar-
M6693» annpo60BaHO B yMOBax MPOMUCIIOBOTO BUPOOHMIITBA ToBapucTBa 3 06MeXXeHOI0 BifnosinanbHicTio «FOPIS-
DAPM». TexHOJIOTiI0 OpPaJIbHOTO PO3UMHY «MarminumeTr» anpo60BaHO B yMOBaxX IPOMUCJIOBOTO BUPOOHULITBA
[TpuBarHOro AkuioHepHoro ToBapuctsa ®apmanesrruyHa Gabpuka «BIOJIA». OpuriHasbHICTb CKIaAy i TEXHOJOTI
BMPOOHHULITBA JIIKapChKOT0 3aCc00y «MaryinuMeT» 3aXUIeHO NAaTEHTOM YKpaiHi Ha KOPUCHY Mozesb N2 134684,

OTPMMAaHO MMO3UTUBHE PillleHHS PO BUAAYy IaT€HTY Ha BUHAXil, peecTpauiiiHnuil Homep 3asBKu a 2019 00574

2. The thesis is devoted to the choice of qualitative and quantitative composition of combined oral solutions based
on organic magnesium salts, and further development of technology and standardization for obtained medicines.
An original method for the synthesis of the active pharmaceutical ingredient magnesium L-lactate dihydrate from
magnesium oxide and L-lactic acid by a neutralization reaction in an aqueous medium was proposed. The
analytical quality of the obtained salt according to the requirements of the European Pharmacopoeia was proved.
The specific optical rotation for the compound was additionally determined. The developed method is
characterized by simplicity in technological execution, absence of flammable and explosive substances and high
yield. The scientific knowledge about the synthesis of active pharmaceutical ingredient magnesium pidolate was
widened. For the first time a cost-effective technology for this compound obtaining in the form of a concentrate
from relatively cheap ingredients magnesium oxide and L-glutamic acid with formation of the intermediate
product magnesium L-glutamate followed by a cyclodehydration reaction at high temperatures was proposed. The
quality of the obtained salt corresponds to the indicators of the European Pharmacopoeia monograph. The
technology for a generic medicine with improved quality obtaining in single-dose ampoules "Mag-M6693" was
developed and standardized, a draft of methods of quality control for the medicine was developed. For the first
time the original composition of the oral solution in multi-dose vials "Maglycimet" was developed. The technology
of medicine preparation was developed and standardized, the project of methods of quality control was developed.
According research, both the generic drug of improved quality "Mag-M6693" in single-dose ampoules and the
original drug "Maglycimet" in multi-dose vials have higher pharmacological activity compared to popular
analogues. The technology of the oral solution "Mag-M6693" was tested in the conditions of industrial production
of the Limited Liability Company "YURIA-PHARM". The technology of oral solution "Maglycimet" was tested in the
conditions of industrial production of the Private Joint-Stock Company Pharmaceutical Factory "VIOLA". The
originality of the composition and technology of production of the drug "Maglycimet" is protected by a patent of
Ukraine for a utility model N2 134684, a positive decision to grant a patent for an invention was received,
registration number of the application a 2019 00574.
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