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MoBga guceprariii:
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1. Po3po6ka ckjazy Ta TEXHOJIOTiI TabJIeTOK 3 eKCTPAKTOM JIUCTSI YOPHULL] 3BUYANMHOI /114 JIIKYBaHHSI LIyKPOBOTO
niabety

2. Development of composition and technology of the tablets with Vaccinium myrtillus leaf extract for diabetes
mellitus treatment

Pedepar:

1. PoboTa npucesueHa po3pooLi HOBOTO BiTUM3HSIHOTO NIPenapary i3 CyXMM €KCTPAaKTOM JIMCTSI YOPHULi y popmi
IIPOJIOHTOBAHUX TabJETOK MAaTPUYHOTO TUILY J1s1 JIIKYBaHHS LIyKPOBOTO AiabeTy 2 TUILy Ta METab0JIiYHOTO
CHUHJPOMY 3i CTiMKOIO iHCYJIIHOPEe3UCTEeHTHICTIO. Ha mifcTaBi HagBHUX y HAYKOBIM JIiTEpaTypi JAaHUX 100
(dapmaKkoKiHETUYHUX Ta PapMaKOIUHAMIYHUX BJIACTUBOCTEN 6i0JI0riYHO aKTUBHUX peuyoBUH (BAP) ekcTpakTy JucTs
yopHuLi «MipTaprin» obpana jikapcbka (popmMa — IPOJIOHIOBaHi TabJIeTKU MAaTPUYHOTO TUITY. SIK METO, Oflep>KaHHs
MaTPUYHUX Ta6JIETOK OOI'PYHTOBAHO BOJIOTe IPaHy/II0BaHHS. Bubip criBBigHOMEHHS MOAM(IKaTOPiB BUBIIbHEHHS
3/1ifICHEHO LIJISIXOM KOHCTPYIOBaHHS IITYYHOI HEMPOHHOI MepeXi, BUKOPUCTOBYIOUX Habip eKCIIepUMEHTAIbHUX
IAaHUX BUBiIbHEHHS BAP eKCTpakTy 3 MoAeIbHUX TabseToK. [Ipodine BUBiNIbHEHHS in vitro 115 Tab€TOK 3 0OpaHUM
CITiBBiIHOLIEHHAM IIPOJIOHTATOPIB JOCIIIKEHO EKCIIEPUMEHTAIbHO. 3a JOIIOMOIO METOY MAaTEMAaTUYHOTO

IIJIaHYBaHHS €KCIIEPUMEHTY OOIPYHTOBAHO OITHMMAaJIbHI [IapaMeTpH Oflep>KaHHS TabIeTOK METOJO0M BOJIOTO]



rpaHyJIsiLii — TUIN 3B'93yBajlbHOI pEYOBUHU Y IPAHYJIIOBAJIbHIN PifiiHi, 3a/IMIIKOBUI BOJIOTOBMICT Ta6I€TKOBOI Macu
Ta QPaKLiiiHMIl CKJIaZ, TPaHYJIATY. 3alpOIIOHOBAHO pallioHaIbHY TPOMUCIJIOBY TEXHOJIOTiI0 BUPDOOHUIITBA T
METOJIMKU KOHTPOJIIO SKOCTI J1s1 TAGETOK I1iJ, YMOBHOIO Ha3BOI0 «MipTapriH peTapny». Po3po6ieHO METOIVKY
OLIiHKM PU3KKIiB, I0B’13aHUX 3 JONIOMIKHMMY PEYOBUHAMHU, SIKY 3aCTOCOBAHO [1J1 JOIIOMI’KHMX PEYOBUH TabJIETOK
«Mipraprin petapa». Metogamu TepmorpasiMeTpii Ta iHppauepBOHOI CLIEKTPOCKOIIiI JOCIIiI’KEHO CYMiCHICTh
eKCTPaKTy «MipTaprin» 3 o6paHUMU JONIOMIXKHUMU peyoBuHaMu. PapmakosioriyHa oujiHka Tabaetok «Mipraprin
peTapzy» sIK IpoTU IjabeTUYHOro 3aco0y B IIOPIiBHSAHHI 3 aKTUBHUM (apMalleBTUYHUM iHrpefienToM (AQI) Ta
rinoryikeMivHUM 3aCO60M CMHTETUYHOTO MOXOPKEHHSI — TabJIeTKaMU BOIJ1i603U — BCTAHOBUJIA, 110 PO3PO6IIeHi

TabJyieTKu 3a e(PeKTUBHICTIO IlepeBepuIyioTb ADI Ta IpakTUYHO He OCTYNA0ThCsl pepepeHTHOMY ITpernapary.

2. The thesis is devoted to the development of composition and technology of the new domestic preparation with
Vaccinium myrtillus leaf dry extract «Myrtargin» in the form of prolonged matrix-type tablets for the treatment of
type 2 diabetes mellitus (T2ZDM) and metabolic syndrome with persistent insulin resistance. Based on the available
in scientific literature pharmacokinetic and pharmacodynamic properties of biologically active substances (BAS) of
bilberry leaf extract “Myrtargin”, the dosage form - prolonged matrix-type tablets — was selected. The wet
granulation was substantiated as a method for obtaining matrix-type tablets. The selection of the ratio of release
modifiers was accomplished by constructing an artificial neural network using a set of experimental data on the
release of extract BAS from model tablets. The in vitro release profile for the tablets with the selected ratios of
prolonging agents has been experimentally investigated. By the method of the design of experiment, the optimal
parameters for the manufacture of the tablets through wet granulation, such as type of binder agent in the
granulating liquid, residual moisture content of tableting mass and the fractional composition of the granulate
were substantiated. The rational industrial technology and the methods for quality control of the tablets under the
conventional name «Myrtargin retard» were proposed. The methods for the assessment of the risks associated
with excipients has been developed and applied for the excipients of «Myrtargin retard» tablets. The compatibility
of the extract «Myrtargin» with selected excipients was investigated by the method of thermogravimetric analysis
and IR spectroscopy. Pharmacological evaluation of the «Myrtargin retard» tablets as an antidiabetic agent in
comparison with active pharmaceutical ingredient (API) and the hypoglycemic drug of synthetic origin - voglibose
tablets - revealed that the developed tablets are more effective than API and practically do not inferior to the
reference drug.
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