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1. HaykoBO-TexHiYHi NpUHLIMNM CTaHAAPTU3ALi] Ta yIIpaBliHHS pU3MKaMU iHBa3MBHOTO MEIUYHOTO BUPOOY i3
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Pedepar:

1. Incepranifina po60Ta IPUCBIYE€HA KOMIIJIEKCHOMY JOCJIIPKEHHIO PO3PO0KH, CTaHIAPTU3allii Ta YIIpaBJliHHS
PU3MKaMY iHBa3MBHMX MEIMYHUX BUPOOIB [1JI1 PEKTAJILHOTO 3aCTOCYBaHHS, IO MICTSITh 6i0JIOTiYHO aKTHBHI
PEYOBUHM POCIMHHOTO MOXOIKEeHHS. BuB4eHOo di3nko-xiMiuHi, papMaKOTEXHOIOTI4HI Ta 6i0JI0TiYHI BIaCTUBOCTI
BUPOOIB i3 KOMGIHOBaHUM CKJIQJIOM, a TAKOX IXHIO BiJJIIOBiIHICTb Cy4YaCHUM MDKHApOJHUM CTaHJApPTaM i

PEryJsITOPHUM BUMOTaM. PO3IJISIHYTO Cy4acHi TEHEHLii y CTBOPEHHI PEKTAJIbHUX MEIUYHUX BUPOOIB i3



POCJIMHHUMMU €KCTPaKTaMU, 30KpemMa NpooIeMU pO3MEXKYBaHHS MEIUYHUX BUPOOIB i J1iKapChKUX 3aCOOIB.
I[TigkpecyieHo 3HaYyLIiCTh OENHAHHS in vitro Ta in vivo MeToxiB g BcebiuHOi oLiHKY 6e3rexku. BuBueHo
BJIACTMBOCTi €KCTPaKTiB KapJIMKOBOi IIaJIbMH, JIIOOKUCTKY JIIKapChKOTO Ta KaJIEeHAYIN, OTPUMaHUX METOLOM
HaaxputryHoi COO-eKCTpaKlii, a TaKO>K OCHOB [1J1s1 CYIO3UTOPIiiB (Macso kakao, Suppocire® AML, Witepsol® H15,
[OJTie TUJIEHTJIKOTI). [I715 KOHTPOJIIO SIKOCTi CYyIO3UTOPIiB 3aCTOCOBAHO METOAM BU3HAYEHHS OGHOPITHOCTI, MexXi
MIIJHOCTI, TeMIlepaTypy IJIaBJ€HHS, pO3Ma/y, BMICTy aKkTHBHUX PEYOBUH i MiKpO0ioJIOriYHOi YUCTOTH.
LIMTOTOKCHUYHICTb OL[iHEHO 32 fgonoMoro MTT-TecTy Ha KyJbTypax KJAiThH. CTaTUCTUYHY O6POOKY IIPOBELEHO 3
BUKOPUCTaHHSM t-kpurepito CrbeiogenTta Ta ANOVA. BUsHa4Y€HO ONTHMMAJIbHY PELENTYPY CYIIO3UTOPIIB 3
€KCTPaKTaMH, SIKi MaIOTh TPOTU3aMNalbHy, aHTUAHIPOT€HHY Ta aHTUOKCUIAHTHY aKTUBHICTb. JJOCIiI>)KEHO BIIIMB
KOMOiHallil1 aKTUBHUX PEYOBMH Ha Qi3UKO-XiMiyHi XapaKTepPUCTUKY, CTabiIbHICTD i piIBHOMIPHICTb po3moginy.
O6paHo TONOMIKHI KOMIIOHEHTH, 110 3a6€3M1€YyI0Th TEXHOJIOTIYHY CTabiIbHICTh Ta €(DEKTUBHICTb JOCTABKU.
BcraHOoBIIEHO, 110 CYNIO3UTOPIi HE BUKJINKAIOTh LUTOTOKCUYHOCTI, CeHCHOii3anii yu nogpasHeHHs. Y Jociinax Ha
MoZeJii XpOHIYHOro 3arajieHHsl JOBeIeHO BUpaKeHy TepareBTUYHY e(eKTUBHICTb: 3HUKEHHSI HaOPSIKY, 3aMajIbHO]
peaxlii, IoKpaleHHs! MiIKpOLMPKYJIsLii, aHTUOKCUJAHTHA [isl Ta 3MEHILIEHHS 60JIbOBOTO CUHAPOMY. Y IIOPiBHSIHHI 3
TPaULiiHUMU JIIKAPCbKUMU (POPMaAMU, PEKTAJIbHI CYIIO3UTOPil MAlIOTh MEHIIE NIOO0IYHMX e(EKTIB i 3a6€3Me4yIoTh
JIOKaJIbHy Ai0. TakoxX y po6OTi IpeCcTaBlIeHO MOJIeJlb YIIPaBJIiHHS pU3rnKamu 3rigHo 3 ISO 14971, sxa oxorioe
ineHTH@ikanjio, oLiHKy Ta MiHimi3allilo pU3KKiB, 1OB’13aHNUX i3 BapiabeJIbHICTIO CUPOBUHM, MOXJINBOIO
aJIEPreHHICTIO Ta B3a€EMOJI€I0 3 YyTIMBMMHU TKaHMHAMU. 3alIPOIIOHOBAHO 3aX0 1 KOHTPOJIIO SIKOCTi Ha BCiX eTanax
BUPOOHMLITBA. 3aIIPOIIOHOBAHI MiTXOAM 10 PO3POOKH, CTAaHIAPTH3ALli Ta YIIpaBJliHHS PU3UKAMU CIIPUSIOTH
BIOCKOHAJIEHHIO Tepallii XpOHiYHOro NpOCTaTUTYy Ta iHTerpalii yKpaiHCbKUX BUPOOHUKIB y MiXKHAPOIHUM PUHOK.
Pexomenpanii po60oTu MOXyTb OyTU BUKOPUCTaHi perysiTOpPpHUMU OpraHaMu Ta BUPOOHUKAMU [1J1s1 BILOCKOHAJIEHHS
IpoleciB po3poOKH, OL[iHKY BifITOBITHOCTI Ta BIPOBAI)KEHHS MEIMUHUX BUPOOIB Ha PUHOK. TaKMM YMHOM,
BMKOHaHI JOCJIiIPKEHHs 3aKJIalaloTh OCHOBY [1JIsl [TOAJIbIIOI pO3POOKH iHHOBaLiMHUX MEAUYHUX BUPOOIB, 1110

[IOEHYIOTh BUCOKY €(DEKTHBHICTD i3 6€3I1€KO0I0 Ta BiAIIOBiA0Th HABUIIMM CTaHapTaM Cy4yacHOI MeIULMHHU.

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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