O0Js1ikoBa KapTKa aucepTaii

I. 3arasbHi BimOMOCTI
Jep>kaBHHH 00J1iIKOBHI HOMep: 0821U100647
Oco06J1uBi TO3HAYKH: BinKkpura

JaTa peecrtpamnii: 23-04-2021

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. IBaHOK OJsieHa IropiBHa

2. Ivaniuk Olena Ihorivna

KBasmigikamis:

InenTudikarop ORCHID ID: He sactocosyerbcs

Bupg, pucepranii: nokrop dinocodii
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I11. BizomMocTi mIpo aucepraiiiro

Iudp cnenianizoBaHoi BYU€HOI pagH (pa30Boi creniaai3oBaHOl BYEHOI pagu). 10 64.605.006
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaleBTUYHMI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: By [Tymkincebka, 6y1. 53, M. XapkiB, XapKiBCbKuil 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. [TymkiHceKa, 6yz. 53, M. XapkiB, XapkiBcbKuil p-H., XapkKiBcbKa 0011., 61002, Ykpaina
dopma ByracHoCTI:

Cdepa yIIpaBJIiHHﬂ: MiHicTepCTBO OXOPOHU 3/10POB 51 YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

CeKTOop HayKH: He 3aCTOCOBYETHCS

V. BimomocTi npo gucepraniio
Mosga aguceprarii:
Koau TemaTHYHHUX PYOpPHK: 76.31.30

Tema gucepranii:
1. Po3po6ka ckjazy Ta TEXHOJIOTII reJlo BariHaJbHOTO 3 PECBEPATPOJIOM Ta KUCJIOTOIO TialypOHOBOIO

2. Development of the composition and technology of vaginal gel with resveratrol and hyaluronic acid.

Pedepar:

1. Inceprauiiina po60Ta IpUCBsIYeHa po3po0OLii HOBOTO JIiKapChKOTo 3aco6y y popmi resio BariHajbHOIO 3
PEYOBHUHOIO [IPUPOLHOTO MOXOAKEHHS — PECBEPATPOJIOM Ta 3BOJIOKYIOUMM areHTOM — KUCJIOTOIO TiaTlypOHOBOIO,
Iisl IKAX CIIPSIMOBaHa Ha MONePEeIKEHHS Ta JIIKyBaHHS HACJIiIKIB riloeCTPOreHOBUX CTaHiB Pi3HOI €TioJIoril.
BuBYeHO CTPYKTYPY i TEHIEHLii pO3BUTKY YKpPaiHCbKOro papMalieBTUYHOIO PUHKY JiKapChbKUX 3acO6iB 1151
podinakTUKY Ta JIiKyBaHHS TilOeCTPOT€HOBUX CTaHIB Y XKiHOK. 3a pe3yJsibTaTaMy MIPOBEJEHOr0 aHaji3y BUSHAUYEHO
HEOOXiIHICTb Ta AOLIBbHICTb PO3POOKU BITUM3HSHOTO JIIKAPCHKOTO 3aCO0y 3a3HAUYE€HOT0 HAMPSIMKY Aii. ¥
IycepTauiiHiil po6oTi Ha mifcTasi Qi3UKO-XiMIYHUX, CTPYKTYPHO-MeXaHiYHUX, 6iopapMalleBTUYHUX IOCIIiIKeHb
PO3p006JI€HO OpUTiHaTIBHUM CKJIaf, IeJlio BariHaJbHOTO IiJl YMOBHOIO Ha3BoIo «Baritpos». JlociifkeHo ¢isuko-

XiMi4Hi BJIACTMBOCTI peCBEpPaTpOJIy Ta KUCJIOTH TiaJlypOHOBOI, 33 PE3y/IbTaTaMU SIKUX BU3HAUYEHO ONTUMAIbHUIN



79X iX BBE€JEHHS O CKJIany JiKapcbhkoi popMu. PeosoriyHuMu JociizpkeHHSIMU OOIPYHTOBAHO BBEJEHHS 10
CKJIanly IIpernapary apuctodJiekcy, K reJeyTBopioBaya, Ta opapesy, K MyKoaAre3usy. BcTaHOBIEHO BILJIUB
IIPOIIiJIEHIJIiKOJII0 Ha 6ioapMalieBTUYHI BJIaCTUBOCTI IeJllo Ta BUBHAYEHO MOro ONTUMAaJIbHUI BMICT y cKiaai
npenapary. [IpoBeieHO DOCTiIKeHHS 3 BUOOPY aHTUMIKPOOHOTO KOHCEPBAHTY. JJOCIiIKEHO OPraHOJIeNTUYHI Ta
(i3uKo-XiMiuHI TTOKA3HUKMU TeJio, SIKi JO3BOJISIOTh KOHTPOJIOBATH SIKICTh IIpernapary y Iponeci BUpOGHUITBA Ta
30epiraHHs, a TaKOX BCTAaHOBJIEHO TEPMiHU Ta YMOBU 30epiraHHs reio «Baritpos» - 2 poky, 3 micsui npu
temnepatypi 8-25 °C. ®apmaKkosIOriYyHUMU JOCTiIKEHHIMU NigTBEPI)KEHO Crlelu(iyHy aKTUBHICTb PO3PO0JIEHOTO
npemnapary. BctaHoBieHO, 10 po3po6JIeHU T'eJib BiJHOBIIOE BariHaJbHUM ceKpeT 10 $i3ioIoTiyHoro cTany,
nipBuiye QyHKIiOHATIbHY aKTUBHICTD eliTesliaIbHUX KIIITUH, CIIpYse HopMaJlizalii BMICTy ecTpaziosny Ta
IIporecTepoHy, nokpaulye QyHKI[iOHaJIbHUN CTaH LEeHTPaJIbHOI HEpBOBOi cucTteMU. Po3pobsieHo npoexkty MK i
TEXHOJIOTIYHOrO IIPOMUCIIOBOTO PErJIAMEHTY Ha BUPOOHUIITBO reJio «BariTpos», a TexHoJI0ris HOro IpOMUCIOBOIO
BUpOOHULTBA antpo6oBaHa B ymoBax [TAT X3 «YepBoHa 3ipka» (M. XapkiB) (akT anpobarii Bix 05.02.2020 p.).
OpuriHanbHICTb CKIay i TEXHOJIOTi BUPDOOHUIITBA PO3POOJIEHOrO JIIKAPChKOro 3acO0y 3aXMUIIEeHO aTeHTOM
Ykpainu Ha kopucHy Mogesnb N2 u 201905153 Bin 26.12.2019 p., a pe3yibTaTé HAYKOBO-A0CAiTHOI po60TH
Bino6paxkeHo y iHdpopmaliitHomy nucTi N2 255-2019 «Po3po6Ka TexHOJIOrii BariHajIbHOTO TeJlio 3 peCBepaTpoJIOM Ta

KHCJIOTOIO TiaTypOHOBOIO»

2. The dissertation work (PhD thesis) is devoted to the development of a new drug in the form of a vaginal gel with
a substance of natural origin - resveratrol and moisturizing agent - hyaluronic acid, the action of which is aimed at
preventing and treating the effects of hypoestrogenic conditions of various etiologies. The structure and
development trends of the pharmaceutical market of Ukraine for the prevention and treatment of hypoestrogenic
conditions in women are studied. Based on the results of the analysis, the necessity and expediency of developing
a domestic drug in this field of action was determined. On the basis of physicochemical, structural-mechanical,
biopharmaceutical researches the original structure of vaginal gel under the conditional name "Vagitrol" is
developed in the dissertation work. Were studied physicochemical properties of resveratrol and hyaluronic acid,
the results of which determined the optimal method of their introduction into the dosage form. Rheological
studies substantiate the introduction of Aristoflex as a gelling agent and OraRez as a mucoadhesive. Was defined
the influence of propylene glycol on the biopharmaceutical properties of the gel and its optimal content in the
composition of the preparation was determined. Were conducted researches on the choice of antimicrobial
preservative. The organoleptic and physicochemical parameters of the gel were studied, which allow controlling
the quality of the drug during production and storage, as well as the terms and conditions of storage of "Vagitrol"
gel - 2 years, 3 months at a temperature of 8-25 °C. Pharmacological studies have confirmed the specific activity of
the developed drug. It was established that the developed gel restores vaginal secretion to a physiological state,
increases the functional activity of epithelial cells, helps to normalize the content of estradiol and progesterone,
and improves the functional state of the central nervous system. Projects of Quality Control Methods (QCM) and
technological industrial regulations for the production of "Vagitrol" gel have been developed, and the technology of
its industrial production has been tested in the conditions of PJSC "CHERVONA ZIRKA "CHEMICAL &
PHARMACEUTICAL PLANT" (Kharkiv) (approbation act dated 05.02.2020). The originality of the composition and
technology of production of the developed drug is protected by the patent of Ukraine for a utility model N2 u
201905153 dated 26.12.2019, and the results of research work are reflected in the information letter N2 255-2019
"Development of vaginal gel technology with resveratrol and hyaluronic acid".
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