O0Js1ikoBa KapTKa aucepTaii

I. 3arasbHi BimOMOCTI

Jep>kaBHHH 00J1iKOBHI HOMep: 0821U100239
Oco06J1uBi TO3HAYKH: BinKkpura

JaTa peecrtpamnii: 12-02-2021

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. CHerupnboBa Jlap’s BosnogumMupiBHa

2. Snehyrova Daria Volodymyrivna

KBasmigikamis:

InenTudikarop ORCHID ID: He sactocosyerbcs

Bupg, pucepranii: nokrop dinocodii

IIIu¢p HayKOBOi CIENiaIbHOCTI: 226

Ha3zBa HayKoBoi creniaJbHOCTI: ®apmauis, npomuciosa dpapmaris
T'anyss / ranysi 3HaHb!

OcBiTHBO-HayKOBa IMporpama 3i creniaJbHOCTI: He 3acTocoByeThCH
Jdara 3axucTy: 10-02-2021

CneniaJbHICTh 3a OCBITOIO: (papmarris

Micue po6oTu 3400yBayva:

Kopg 3a €1PIIOY:

Micue3Haxoa KEeHHSI:

dopma By1acHoOCTI:

Cdepa ynpasiiHHS:

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS




I11. BizomMocTi mIpo aucepraiiiro

Iudp cnenianizoBaHoi BYEHOI pagH (Pa30Boi Cleliagai3oBaHOi BY€HOI pagu). 1O 64.605.004
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaleBTUYHMI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: ByJ1. [Tymkincebka, 53, M. XapkiB, XapKiBCcbKuii p-H., XapKiBcbka 0671, 61002, Ykpaina
dopma ByracHoCTI:

Cdepa ynpaBiriHHS: MiHiCTEPCTBO OXOPOHH 3710POB ' YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

IV. BizomocTi ripo miznpueMcTBO, yCTaHOBY, OpraHisalliio, B sIKii 0yJ10
BHKOHAHO JHCEPTaIlilo

IloBHe HaliMEeHYBaHHS IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaLeBTUYHUI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: ByJ. [TymkiHcebKa, 53, M. XapkiB, XapKiBCbKuil p-H., XapKiBcbka 00J1., 61002, Ykpaina
dopma ByracHoCTI:

Cdepa yIIpaBJIiHHﬂ: MiHicTepCTBO OXOPOHU 3/10POB 51 YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

CeKTOop HayKH: He 3aCTOCOBYETHCS

V. BimomocTi npo guceprariio

Mosga aguceprarii:

Koau TemaTHYHHUX PYOpPHK: 76.31.29.13

Tema gucepranii:

1. Po3po6ka ckiany i cTaHgapTh3alis TeXHOJIOTii KOMGIHOBAHOIO OPaIbHOTO PO3YMHY HAa OCHOBI COJIeil MarHiio

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

Pedepar:

1. luceprarniiina po60oTa npucBsYeHa BUOOPY SKICHOTO Ta KiJbKiCHOTO CKIagy KOMOIHOBaHUX OpaJIbHUX PO3YMHIB 3
OPraHiYHMMM COJISIMU MarHilo, po3po6Lii Ta CTaHAAPTU3ALlil TEXHOJIOTII OflepKaHHs LIUX [Tpenaparis.
3anpornoHOBaHUI OpUTiHAIBHUNI METOJ, CUHTEe3Yy aKTUBHOTO papMalLleBTUYHOTIO iHIPeieHTy MarHiio L-jakraTy
IUTiApaTy i3 MarxHiio OKCuay Ta L-MOJI0YHOI KMCJIOTH 3a JOMOMOTOI0 peaklii HelTpaisalii y BOMHOMY cepeoBUIIL.
JoBeneHa aHaJIITUYHA SKiCTb OTPUMAaHOI coJi 3rinHo BuMor €sporericbkoi Gapmaxorei. [ist Criosyku JoAaTKOBO
BH3HAYEHEe IIUTOME OITUYHEe O6epTaHHs. MeToJ Bipi3HIETHCS IPOCTOTOIO B TEXHOJIOINIYHOMY BUKOHAHHI,
BiICYTHICTIO I1OXeXO0- Ta BUOYX0- HeOe3[IeYHUX PEYOBMH Ta BUCOKMM BUXOJOM. Po3MmupeHi HayKoBi 3HaHHS PO

CHUHTE3 MarHiio L—ni,uonaTy. Bnepme 3aITpOITIOHOBAHA €KOHOMIYHO BI/II‘i]J,Ha TEeXHOJIOTig OLOE€P>XXAaHHA CIIOJIYKHN Y



BUTJISLZI KOHLIEHTPATY 3 BiIHOCHO [€IIE€BUX IHTPEIi€HTIB MarHito OKCuy Ta L-riyramiHOBOI KUCJIOTU Yepes
YTBOPEHHS IPOMDKHOTO NPOYKTY MarHilo riyTaMiHaTy 3 MOAAJBIIOK Peakliielo UUKIOoIeriapaTalii Ipy BUCOKUX
TemMIiepaTypax. SIKicTb OTpMMaHOI CoJIi BifioBifae rokasHukam moHorpadii €sponeiicbkoi Gapmaxornei.
Po3pob6seHa Ta cTaHIapTA30BaHa TEXHOJIOTS OfEP>KaHHS TeHEePUYHOTO Npenapary [OKpalleHoi SIKOCTi B
OJIHOJI030BUX aMITysax «Mar-M6693», migroToBneHni IPOEKT METOIiB KOHTPOJIIO SIKOCTI Ha JIiKapchKuii 3acio.
Briepie po3po6sieHo opuriHasbHUM CKJaf, OpajbHOrO PO3YUHY Y 6araTofo30BUX giakoHax «Marainumer»,
pO3pobieHa Ta CTaHAAPTU30BaHA TEXHOJIOTiSI OTPMMAaHHS JIIKAPCbKOTO IIPeNnapary, Hiir0TOBJI€HUI IPOEKT METOIiB
KOHTPOJIIO KOCTI. 3rilHO 3 JOCIiIPKEHHAMU, TEHEPUYHNI [IpETapaT Y40CKOHAIEHOI IKoCTi «Mar-M6693» B
OJIHOJI030BUX aMITyJIax Ta OpUTiHAJIbLHUM Npenapar «MarninumeT» y 6araToio30BUx GpaakoHaX MalOTh BULLY
(apmakoJIoriyHy aKTMBHICTb Y IOPIBHSIHHI 3 NONYJSIPHUMU aHasloraMy. TeXHOJIOTII0 OpajIbHOTO PO3YnHy «Mar-
M6693» arpo60BaHO B yMOBax IPOMHUCJIOBOTO BUPOOHUILTBA TOBapUCTBa 3 0OMEXEHOIO BinosiganbHicTIo «FOPIS-
DGAPM». TexHOJIOTiI0 OpPaJIbHOTO PO3UMHY «MariiuumeTr» anpo60BaHO B yMOBaxX IPOMUCJIOBOTO BUPDOOHULITBA
[TpuBatHOro AkuioHepHoro ToBapuctsa ®apmanesruyHa Gabpuka «BIOJIA». OpuriHasbHICTh CKIaAy i TE€XHOJIOTI
BHPOOHHULITBA JIiKapChKOT0 3aCc00y «MaryinuMeT» 3aXUIeHO NAaTEHTOM YKpaiHy Ha KOpUCHY Mozesb N2 134684,

OTPMMAaHO [MO3UTUBHE PillleHHs PO BUAAYY IaT€HTY Ha BUHAXil, peecTpauiiiHuil 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 N© 134684, a positive decision to grant a patent for an invention was received,
registration number of the application a 2019 00574.

Jdep>kaBHU#M peecTpauiiiHuii Homep [IiP:

IIpiopuTeTHHI HaNIpSIM PO3BUTKY HayKH i TEXHIKH:
CrpareriyHui# NpiopHTETHUI HAIIPSIM iHHOBaLiHOI AiSJILHOCTI:
IlizcyMKH JOCIiAKEHHS:

ITy6osikamii:

HaykoBa (HayKOBO-TEeXHiYHa) IPOAYKILisi:



ConuiasIbHO-€KOHOMIYHA CIIPSIMOBaHICTh:

OxopoHHi gokymeHTH Ha OIIIB:

BrnpoBaakeHHS pe3yJIbTaTiB AHCEpPTalLii:

3B's130K 3 HAYKOBUMH T€MaMH:

VI. BizomocCTi Ipo HayKOBOr0 KePiBHHKA/KEPiBHHUKIB (KOHCYJIbTAaHTA)

Baacue IlpizBumie Im's Ilo-6aTbKOBI:
1. AnmakaeBa Jlrogmuia I'puropisHa

2. Almakaieva Liudmyla Grigorivna

KBasigikamis: 15.00.03

InenTudikarop ORCHID ID: He 3actocoyerscs
JoparkoBa indopmamist:

IloBHe HaliMeHYBaHHS IOPHIHUYHOI 0COOH:
Kop 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma BaacHoOCTI:

Cdepa ynpasitiHHS:

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

VII. BizomocTi npo odiliiHuX OTIOHEHTIB Ta pelleH3€eHTiB
OdiuiiiHi OTIOHEHTH
Baacue IlpizBume Im'a Ilo-6aTbKOBI:

1. HazapoBa Onena CepriiBHa

2. Nazarova Elena Sergiivna

KBasigikamis: 15.00.03

InenTudikarop ORCHID ID: He sactocoyerbcs
JoparkoBa iHdpopmamuist:

IloBHe HaiMEeHYBaHHSI IOPUAHUYHOI OCOOH:
Kopg 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma Bi1acHoCTI:

Cdepa ynpassiHHS:



InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

Baacue IlpizBuuie Im's Ilo-6aTbKOBI:
1. IlosioBa JKaHHa MukosaiBHa

2. Polova Zhanna Mykolayivna

KBasigikamis: 15.00.01

Imentudikarop ORCHID ID: He zacrocosyerscs
JoparkoBa indopmamnist:

IloBHe HaliMeHYBaHHS IOPHIHNYHOI 0COOH:
Kopg 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma BaacHoOCTI:

Cdepa ynpasiiHHS:

InenTudgikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

Penensentu

Baacue IlpizBumie Im's Ilo-6aTbKOBI:
1. lImnyak Oner CepriioBud

2. Shpychak Oleg Sergiyovich

KBasigikamis: 15.00.01

ImenTudikarop ORCHID ID: He zactocosyerbcs
JonaTkoBa iHdopmalist:

TloBHe HaliMeHYBaHHS IOPHIHNYHOI 0COOH:
Kopg 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma ByracHOCTI:

Cdepa ynpasiriHHS:

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

BsacHe IIpizBuie Im'sa I1o-6aTbKOBI:
1. IOp’eBa 'anHa BopuciBHa

2. Yurieva Hanna Borysivna

KBasigikamis: 15.00.01



InenTudikarop ORCHID ID: He sactocosyerbcs

JoparkoBa iHdpopmamnist:

IloBHe HaliMEeHYBaHHS IOPHIHYHOI 0COOMH:
Kop 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma By1acHoCTI:

Cdepa ynpassriHHS:

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBY€ETHCS

VIII. 3aKkJII04Hi BiZoMOCTi

BiiacHe IIpi3Buine Im'sa ITo-6aTbKOBI

rOJIOBH pagu

BsiacHe IIpi3Buie Im'sa ITo-6aTbKOBI

rOJIOBYIOYOro0 Ha 3acigaHHi

BizmoBigasbHUM 32 MiATOTOBKY

00JIIKOBHX JOKYMEHTIB

Peectpartop

KepiBHuk Bigginy YKpIHTEI, mpo €
BiZIOBiZaJIbHUM 3a peeCcTpallilo HAayKOBOIi

OisSIIBHOCTI

['napyx €Bren BosogumupoBuy

['mapyx €Bren Bosogumuposuy

FOpuenko T.A.



