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Pedepar:

1. Incepraniifina po60Ta IpUCBIYeHa KOMIIJIEKCHOMY JOCJIZPDKEHHIO pO3pO0KH, CTaHIapTU3allii Ta yIIpaBJliHHS
PY3MKaMU iHBa3MBHUX MEIMYHUX BUPOOIB [1711 PEKTaJIbHOTO 3aCTOCYBaHHSI, 110 MICTSITh 6i0JI0TYHO aKTHBHI
PEYOBMHU POCJIMHHOTO MIOXOJKEHHSI. BUBYeHO (i3nKo-xiMivHi, (papMaKOTEXHOJIOTiYHi Ta 6i0JIOTiYHiI BIAaCTUBOCTI
BHPOOIB i3 KOMGIHOBaHMM CKJIAZIOM, @ TAKOX iXHIO BifIIOBiIHICTh CYyJaCHUM MDKHAPOJIHUM CTaHIAPTaM i
PEryJsITOPpHUM BUMOTaM. PO3IJISIHYTO CydacHi TeHeHlii y CTBOPEHHI PEKTaJbHUX MEeIUYHUX BUPOOIB i3
POCJIMHHUAMMU €KCTPaKTaMH, 30KpeMa ITpobJIeMU PO3MEKYBAHHS MEIUYHUX BUPOOIB i JIiKapCbKUX 3aCO0iB.
[TinkpecseHo 3HaYyLIiCTh MOENHAHHS in Vvitro Ta in vivo MeTofiB 11 BcebiuHOi oLiHKy 6e3nexku. BuBuyeHo

BJIACTMBOCTI €KCTPAKTiB KapJIMKOBOi IIaJIbMH, JIIOOKUCTKY JIIKapChKOTO Ta KaJIeHAY/IN, OTPUMAaHUX METOLOM



HagkpuTuyHOoi COD-eKCTpakliii, a TAKOX OCHOB /ISl CYIIO3UTOPIiB (Macjyio Kakao, Suppocire® AML, Witepsol® H15,
[IOJIieTUJIEHTJIKOII). [I715 KOHTPOJIIO SIKOCTi CYIIO3UTOPIiiB 3aCTOCOBAaHO METOAM BU3HAYEHHSI OGHOPITHOCTI, MexXi
MILIHOCTI, TEMIIEPATypU IJIaBJIEHHS], PO3MaJy, BMiCTy aKTUBHUX PEUYOBHUH i MiKpO06iOJIOTiYHOI YUCTOTH.
LIMTOTOKCHUYHICTb OL[iHEHO 3a AonoMoro MTT-TecTy Ha KyJbTypax KiIiTUH. CTaTUCTUYHY OO6POOKY IIPOBELEHO 3
BUKOPUCTaHHSM t-kpurepito CrbeogenTta Ta ANOVA. BUsHa4€HO ONTHMMAJbHY PELENTYPY CYIIO3UTOPIIB 3
€KCTPaKTaMH, SIKi MalOTh [TPOTU3aMaJbHY, aHTUAHIPOT€HHY Ta aHTUOKCUIAHTHY aKTUBHICTb. JJOCIiI>KEHO BILIIMB
KoMOiHallill aKTUBHUX PEYOBMH Ha (i3UKO-XiMiyHi XapaKTEePUCTUKY, CTabiIbHICTD i piIBHOMIPHICTb po3noginy.
O6paHo 1ONOMIXHI KOMIIOHEHTH, 110 3a6€3Me4yI0Th TEXHOJIOTIYHY CTabibHICTh Ta €(PEKTUBHICTb JOCTABKU.
BcraHoBIIEHO, 1110 CYIO3UTOPii HEe BUKJINKAIOTh UTOTOKCUYHOCTI, CeHCHOiizaLii yu nogpasHeHHs. Y Jociinax Ha
MoOJeJli XpOHIYHOrO 3aMayleHHs JOBEEHO BUPaKEeHY TepalleBTUYHY e(PeKTUBHICTb: 3HUKEHHSI HaOPSIKY, 3aMajIbHO]
peaxuii, NoKpaleHHs! MiIKpOLMPKYJIsLii, aHTUOKCUJAHTHA [isl Ta 3MEHIIEHHS 60JIbOBOTO CUHAPOMY. Y MOPiBHSIHHI 3
TPaAULIiHUMU JIiIKAPCbKUMU (OPMaMU, PEKTAJIbHI CYNIO3UTOPIii MAlOTh MEHIE NOGIYHUX e(PEKTIB i 3a6e3M1eUyTh
JIOKaJbHy Aito. TakoxX y po6oTi IpeiCTaBleHO MOJIeJlb YIIPaBJIiHHS pU3ruKamu 3rigHo 3 ISO 14971, sxa oxortoe
ineHTHikaljo, oLliHKy Ta MiHiMi3allil0 pU3KKiB, 1OB’13aHMUX i3 BapiabeJIbHICTIO CUPOBUHH, MOXJINBOIO
aJIEPTeHHICTIO Ta B3aEMOJ€I0 3 YyTJIMBUMU TKAaHMHAMU. 3alIpONIOHOBAHO 3aX0 1 KOHTPOJIIO SIKOCTi Ha BCiX eTanax
BMPOOHULITBA. 3aIIPOIIOHOBAHI MMiTX04U 10 PO3POOKH, CTAaHIAPTH3ALlii Ta YIIpaBJliHHS PU3UKAMU CIIPUSIOThH
BIOCKOHAJIEHHIO T€pallii XpOHiYHOro NPOCTAaTUTY Ta iHTerpalii ykpaiHCbKUX BUPOOHUKIB y MiXKHAPOHUI PUHOK.
Pexomenpanii po60T MOXyTb OyTU BUKOPUCTaHi PerysiTOPHUMU OpraHaMu Ta BUPOOHUKAMU 1151 BIOCKOHAJIEHHS
IIpoLeCiB po3pOOKH, OIIHKY BiZIIIOBIZHOCTI Ta BIPOBaI)KEHHS MeINYHNX BUPOOIB HA pUHOK. TaKuM YMHOM,
BMKOHaHI JOCJIiIPKEHHs 3aKJ1alaloTh OCHOBY [1JIsl IO/IQJIbIIOI pO3POOKM iHHOBaLiMHUX MEAUYHUX BUPOOIB, 1110

[IOEQHYIOTh BUCOKY €(DEKTMBHICTD i3 6€3I1€KO0I0 Ta BiAIIOBIJAOTh HABUIIMM CTaHapTaM Cy4aCHOI MeIULIMHIU.

2. The dissertation is devoted to a comprehensive study of the development, standardization, and risk
management of invasive medical devices for rectal use containing biologically active substances of plant origin.
The research investigates the physicochemical, pharmacotechnological, and biological properties of products with
a combined composition, as well as their compliance with current international standards and regulatory
requirements. Current trends in the development of rectal medical devices with plant extracts are analyzed,
including the challenges in distinguishing between medical devices and medicinal products. The importance of
combining in vitro and in vivo methods for a comprehensive safety assessment is emphasized. The properties of
extracts from saw palmetto, lovage root, and calendula, obtained by supercritical COn extraction, were studied,
along with suppository bases (cocoa butter, Suppocire® AML, Witepsol® H15, polyethylene glycols). Quality
control methods for suppositories included assessments of uniformity, breaking strength, melting and
disintegration temperatures, active ingredient content, and microbiological purity. Cytotoxicity was evaluated
using the MTT assay on cell cultures. Statistical analysis was performed using Student’s t-test and ANOVA. The
optimal suppository formulation containing extracts with anti-inflammatory, antiandrogenic, and antioxidant
activities was determined. The influence of active substance combinations on physicochemical characteristics,
stability, and uniformity of distribution was explored. Auxiliary components were selected to ensure technological
stability and effective delivery. The suppositories were found to be non-cytotoxic, non-sensitizing, and non-
irritating. In experiments on a chronic inflammation model, pronounced therapeutic efficacy was demonstrated:
reduction of edema and inflammatory response, improved microcirculation, antioxidant activity, and alleviation of
pain. Compared to traditional dosage forms, rectal suppositories exhibited fewer side effects and provided
localized action. The study also presents a risk management model in accordance with ISO 14971, covering the
identification, assessment, and mitigation of risks associated with raw material variability, potential allergenicity,
and interactions with sensitive tissues. Quality control measures are proposed at all stages of production. The
proposed approaches to development, standardization, and risk management contribute to improving chronic
prostatitis therapy and integrating Ukrainian manufacturers into the international market. The recommendations
of this study may be used by regulatory authorities and manufacturers to enhance the processes of development,
conformity assessment, and market introduction of medical devices. Thus, the conducted research lays the
foundation for the further development of innovative medical devices that combine high efficacy with safety and



meet the highest standards of modern medicine.
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