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3aneBcbka 1.B. IIpaBoBa oxopoHa JIiKapCbKHUX 3aC00iB Ta IHHOBAWIMHMX
MeIUYHMX TexHoJiorii. — KpamidikaiiitHa HayKkoBa mparis Ha IIpaBax PyKOIHUCY.

Jluceprartiss Ha 3M100yTTs CTyIeHs AokTopa ¢inocodii 3a cnerianbHicTIO 081
«IIpaBoy». — 3axiIHOYKpaTHCHKUI HAI[IOHAJILHUN YHIBEpCUTET, TepHoninsb, 2026.

Jluceprariito MpUCBIYEHO KOMIUIEKCHOMY JOCITIIKEHHIO TEOPETHUKO-TIPABOBUX
Ta TPAaKTUYHUX 3acaj] MPaBOBOi OXOPOHU JIIKAPCHKUX 3ac00iB Ta I1HHOBAIIWHUX
MEJIMYHUX TEXHOJIOTIH K 00’€KTIB MpaBa IHTEJIIEKTYyaJIbHOI BIACHOCT1, BU3HAYCHHIO
0COOMMBOCTEM iX TMPaBOBOi MPHUPOAU, MPABOBOTO PEXHUMY, MEXaHI3MIB HaOyTTH,
3IMCHEHHS], PO3MOPSKEHHSI Ta 3aXMCTY MpaB 1HTEIEKTyaJIbHOI BIACHOCTI, a TAKOX
PO3pOOJICHHIO TPOMO3UIN 100 BAOCKOHAJICHHS 3aKOHOAABCTBA YKpaiHU 3
ypaxyBaHHSM MIKHAPOJIHUX Ta €EBPOIICUCHKUX CTaHIAPTIB.

AKTyanpHICTb TEMH  JOCHIJDKEHHS 3yMOBJIEHa CTPIMKHM  PO3BUTKOM
(apmManeBTUYHUX, 010TEXHOJIOTIYHUX, HU(PPOBUX Ta IHIIMX MEIUYHUX IHHOBALIM, K1
noTpeOyroTh €()EKTUBHUX MeEXaHI3MIB MPAaBOBOI OXOPOHM Ta BOJHOYAC ITOBHHHI
3a0e3nevyBaTu JOCTYIHICTh JIKYBaHHSA 1 peai3allilo mpaBa JIIOJUHU HAa OXOPOHY
310poB’a. OcoOnuMBOro 3HayeHHs 3a3HAaYeHa MpolOiieMaThka HaOyBae B yMOBax
PO3BUTKY OI10TEXHOJIOT1M, IITYYHOTO I1HTEJIEKTY, MEPCOHANI30BAHOI MEAUIINHH,
MaHjaeMili, BOE€HHUX KOHQIIKTIB Ta HEOOXITHOCTI ajanTtaiii yKpaiHCHKOIrO
3aKOHOJIABCTBA 10 npaBa €Bponeiicbkoro Corsy.

MeTtoro nucepTaiiiHoro JOCTIHKEHHS € KOMILJIEKCHE JOCIIKEHHS JIIKAPChKUX
3ac001B Ta IHHOBALIMHUX MEAMYHUX TEXHOJIOT1H K 00 €KTIB MpaBa 1HTEIEKTyaIbHOI
BJIACHOCTI1, BU3HAYEHHSI 0COOJIMBOCTEN 1X MPABOBOI MPUPOIU Ta MPABOBOTO PEKUMY,
aHaI3 HAIlOHAIBHUX, MIXHAPOJTHO-TIPABOBHUX 1 €BPOIMEHWCHKUX 3acaj iX MpaBOBOi
OXOpPOHH, a TAKOK PO3POOJIEHHS TEOPETUYHO OOIPYHTOBAHUX MOJIOKEHD 1 TPAKTUYHHUX
pPEeKOMEHJAIA 00 BJOCKOHAJIEHHS TMPaBOBOTO PETYJIIOBAHHS BIIHOCHH Yy
JTOCITIIKYBaHii cepi.

OO0’€eKTOM JOCHIIKEHHSI € CYCHUIbHI BIJHOCHMHH, IO BHUHHUKAIOTH y IpPOLEC]
CTBOPCHHSI, TMPABOBOI OXOpPOHH, 3IMCHEHHS Ta 3aXHUCTy IMpaB I1HTEICKTyaJbHOI
BJIACHOCTI Ha JIIKapChKi 3acoOM Ta 1HHOBALIMHI MEAWYHI TEXHOJIOTi, a TaKOX

3a0e3ne4YeHHs TOCTYIMTHOCTI PE3YIbTaTiB MEUYHUX 1HHOBAIIIH.



[IpeameToM mOCHITKEHHST € TpPaBOBa OXOPOHA JIKAPCHKUX 3aco0iB  Ta
IHHOBAIIHHAX MEIUYHUX TEXHOJOT1IA.

VY pesynbTari ONpOBEAECHOTO JOCHIKEHHS 3’SCOBAHO T'€HE3y Ta TEOPETUKO-
MpaBOBl 3acaay CTAHOBJICHHS JIKAPCHKUX 3ac00iB Ta I1HHOBAIIIMHUX MEIUYHUX
TEXHOJIOTIH K 00 €KTIB IPaBOBOi OXOPOHH, YAOCKOHAJIEHO IMiAXOAH J0 Meploau3arlii
JTKapChKUX 3ac00iB 1 IHHOBAIITHUX MEIMYHUX TEXHOJIOTIH SIK KOMIUIEKCHIX 00’ €KTIB
IPaBOBOT'O PETYJIIOBAHHS.

BuszHaueHo mpaBOBY TMpHPOAY JIKapChKUX 3aco0iB AK 00 ’€KTIB TpaBa
IHTEJIEKTyaJIbHOI BJIACHOCTI, 3allpOINIOHOBAHO KOMIUIEKCHE TpyNyBaHHS iX O3HAK,
BCTAHOBJICHO OCOOJMBOCTI TATCHTHO-TIPABOBOI OXOPOHHU, a TaKOX OOIPYHTOBAHO
MOABIMHUI XapakTep I1HHOBAILIMHOTO JIKAPCHKOTO 3acol0y sIK 00’€KTa MaTeHTHOT
OXOpOHU Ta pedepeHTHOro Mpenapary s JAEpXKaBHOI peecTparlii TeHEepUIHHX
JKapChKUX 3aCO0IB.

3anponoHOBaHO aBTOPChKE BU3HAUYCHHS IHHOBAIIHHOT METUYHOI TEXHOJIOTIT K
KOMIUJIEKCHOTO PE3yJIbTaTy HAYKOBO-TEXHIYHOI Ta I1HTENEKTYallbHOI MiSUIBHOCTI Y
chepi OXOpOHU 370pOB’s, CPOPMYJIHOBAHO CUCTEMY ii O3HAK Ta KJacudikaiiio Ha
dapmaneBTUYH1, MEIUKO-TEXHIYHI1, ITU(POBI Ta O10TEXHOJIOTIYH1 TEXHOJIOTI].

BcranoBieHo 0co0JIMBOCTI HAOYTTSl, 3A1MCHEHHS Ta PO3NOPSIKEHHS PABAMU
IHTEJIEKTyaJIbHOI BIACHOCTI Ha JIIKapChKI 3aCO0M Ta 1HHOBALIMHI METMYH1 TEXHOJIOT],
OOTPYHTOBAHO CHCTEMOYTBOPIOIOYY POJIb MATEHTHO-TIPABOBOT OXOPOHHU Ta BU3HAYEHO
3HAYEHHS MEXaHI3MiB TpaHC(epy TEXHOJIOTH, JTIeH3yBaHH, KOMEPLIHHOT TAEMHHMII],
aBTOPCHKOTO TIPaBa, TOPTOBEILHUX MAPOK 1 PEryJIsiTOPHOI EKCKIIO3UBHOCTI JIaHUX.

JlocnimxeHo OCOOMMBOCTI 3aXMCTy TMpaB IHTENIEKTYaJbHOI BJIACHOCTI Ha
JIKapCchKi 3aco0M Ta 1HHOBAIIMHI MEAWYHI TEXHOJIOTIl, BCTAHOBJICHO 3HAYCHHS
KOMIUIEKCHUX MDKTally3€BUX CYJOBUX €KCIEpTU3 Y BIANOBIAHHUX CHOpax,
YAOCKOHAJIEHO IMIJXOAW JO OIIIHKH CXOXOCTI TOPTOBEJIBHUX MapOK JIKapChKUX
3ac00iB Ta OOTPYHTOBAHO HEOOXIAHICTH CHEIIaJIFHOTO MPABOBOTO PEKUMY OXOPOHHU
KJIIHIYHUX 1 peTYIATOPHUX JaHUX.

[TpoananizoBaHO MiKHAPOJHO-TIPABOBI Ta €BPOMEHCHKI CTaHIAPTH OXOPOHU

JIKapChKHUX 3aC001B Ta IHHOBAIIMHUX MEIMYHUX TEXHOJIOT1H, BU3HAYEHO OCOOIMBOCTI



imremenTanii monoxkenb Yromu TRIPS, Tlapusekoi konBeHIiii, €Bpomneichkoi
NaTeHTHOI KOHBEHIII1 Ta mpaBa €Bpomneiicbkkoro Cor3y y 3aKOHOJIaBCTBO Y KpaiHH.

JlocnikeHo TPaBOBY MPUPOAY MPUMYCOBOTO JIIEH3YBAaHHS SIK MEXaHI3MY
OOMEXEeHHsI BUKIIOYHUX TPaB 1HTENEKTyaJbHOI BIIACHOCTI B 1HTEpEcax OXOPOHHU
3I0pOB’S HACEJIEHHA Ta OOIPYHTOBAaHO HAMNPSAMH BIOCKOHAJIEHHS BIAMOBIIHOIO
3aKOHO/1aBCTBA.

BusHaueHo TeopeTHuHI Ta MpPaKTU4HI MpoOieMu (YHKIIIOHYBaHHS JOTOBOPIB
KEPOBAHOTO JOCTYIY, 3alPOMOHOBAHO MiJIXO0/IU IO IX HOPMATHUBHOTO BJOCKOHAJICHHS,
30KpeMa MUIAXOM 3aKpiIUIeHHS JOTOBOPIB 13 PO3MOALIOM PHU3HUKIB Ta JIOTOBOPIB,
3aCHOBAHMX Ha Pe3yJIbTaTax JIKyBaHHS.

OxapakTepu30BaHO IPABOBHM PEXUM TI'E€HEPHUYHUX JIKAPCHKUX 3aco0lB Ta
BCTAaHOBJICHO HOTO 3HA4YEHHA /i 3a0e3nedyeHHs OallaHCy MiX OXOPOHOKO IpaB
1HTEJIEKTyaJIbHOI BIIACHOCTI Ta IOCTYIHICTIO JIIKyBaHHS.

HaykxoBa HOBU3HA JIOCIIIPKEHHS MOJISTa€ B OOTPYHTYBaHH1 HOBUX TE€OPETHUHUX
MIXO/IB 0 PO3YMIHHS MPABOBOI MPUPOAU JIKAPCHKUX 3aC00IB Ta 1HHOBALIMHHUX
MEJMYHHUX TEXHOJIOT1H, BU3HAYEHH1 0COOJIMBOCTEM IX MPABOBOi OXOPOHH, pO3POOJICHH1
aBTOPCHKOTO BHU3HAYEHHSA I1HHOBALIMHOI MEAMYHOI TEXHOJIOTIl, YAOCKOHAJIEHHI
MIXO/IB JI0 MPaBOBOTO pEryJIOBaHHS MPUMYCOBOTO JIIIEH3YBAaHHS, JIOTOBOPIB
KEPOBAHOTO JOCTYIy, TpaHC(EPy TEXHOJIOTIH, OXOPOHH KIIHIYHUX Ta PETYISATOPHUX
JaHUX, a TakoXX (OPMYBaHHI MPOMO3MIIN 100 BIOCKOHAJIECHHS 3aKOHOJABCTBA
Ykpainu.

[TpakTiuHe 3HAYEHHS OJEP)KAHUX PE3YNbTATIB TOJSTa€ y MOXKIMBOCTI iX
BUKOPUCTAHHS Yy TPABOTBOPYIN MISIIBHOCTI MiJ Yac yJAOCKOHAJEHHS 3aKOHOJaBCTBA
VYkpainn y cdepi oXOpoHH 3M0pOB’S Ta TMpaBa IHTENEKTyaJlbHOI BJIACHOCTI, Y
MPaBO3aCTOCOBHIN AISUTLHOCTI, Mij] Yac BUPIIIEHHS CIIOPIB 100 JIKAPChKUX 3ac001B
Ta IHHOBAIIIMHUX MEIMYHUX TEXHOJIOTIM, a TAaKOX y HaBYAJIHLHOMY MPOIEC] MM Yac
BUKJIQJaHHs JUCHUIUTIH UUBIILHO-TIPABOBOIO Ta  1HTEJIEKTYaJbHO-IIPABOBOTO
CIpsIMyBaHHS.

KirouoBi cjoBa: mpaBo 1HTENEKTyaJdbHOI BJIACHOCTI; IMBIIBHI 3acaaud Ta
HaI[lOHaJbHE 3aKOHOIAaBCTBO; MIPaBa JIFOJIMHU Ta €THYHI HOPMH; OXOPOHA 3/I0POB’SI Ta

JOCTYI JI0 JIIKApChKUX 3aco0iB; MEIMYHE MPAaBO Ta COIIaJbHI TapaHTii; MeIu4YHa



JI0TIOMOTa, TOCIYTH, Mali€HT; JIKapChKi 3aco0M, 1HHOBALIWHI MPOAYKTH, MEIUYHI
TEXHOJIOT1i Ta eKCIIEPUMEHTH, TIATeHT, JIIEeH31s, JIIEeH31MHUI T0TOBIp Ta MPaBOYMH,;

KOMEPIIiifHA TAEMHHUIIS; 3aXKUCT MIPAB, IPABOMOPYIICHHS Ta Cy/I0B1 PIllICHHSI.

ANNOTATION

Zanevska 1.V. Legal Protection of Medicinal Products and Innovative
Medical Technologies. — Qualifying Scientific Work in the Form of a Manuscript.

Dissertation for the Degree of Doctor of Philosophy in Specialty 081 “Law”. —
West Ukrainian National University, Ternopil, 2026.

The dissertation is devoted to a comprehensive study of the theoretical, legal,
and practical foundations of the legal protection of medicinal products and innovative
medical technologies as objects of intellectual property law, determination of the
peculiarities of their legal nature, legal regime, mechanisms for the acquisition,
exercise, disposal, and protection of intellectual property rights, as well as the
development of proposals for improving the legislation of Ukraine in accordance with
international and European standards.

The relevance of the research topic is determined by the rapid development of
pharmaceutical, biotechnological, digital, and other medical innovations that require
effective legal protection mechanisms while simultaneously ensuring access to
treatment and the realization of the human right to healthcare. This issue is of particular
importance in the context of the development of biotechnology, artificial intelligence,
personalized medicine, pandemics, military conflicts, and the need to adapt Ukrainian
legislation to European Union law.

The purpose of the dissertation research is to conduct a comprehensive study of
medicinal products and innovative medical technologies as objects of intellectual
property law, determine the peculiarities of their legal nature and legal regime, analyse
the national, international, and European foundations of their legal protection, and
develop theoretically substantiated provisions and practical recommendations for
improving the legal regulation of relations in the relevant field.

The object of the research is social relations arising in the process of creation,
legal protection, exercise, and enforcement of intellectual property rights to medicinal



products and innovative medical technologies, as well as ensuring access to the results
of medical innovations.

The subject of the research is the legal protection of medicinal products and
innovative medical technologies.

The study clarifies the genesis and theoretical and legal foundations of the
formation of medicinal products and innovative medical technologies as objects of
legal protection, improves approaches to the periodization of the evolution of their
legal nature, and substantiates a scientific approach to understanding medicinal
products and innovative medical technologies as complex objects of legal regulation.

The legal nature of medicinal products as objects of intellectual property law has
been determined, a comprehensive grouping of their characteristics has been proposed,
the peculiarities of patent protection have been established, and the dual nature of an
innovative medicinal product as an object of patent protection and a reference
medicinal product for the state registration of generic medicinal products has been
substantiated.

The author's definition of innovative medical technology as a complex result of
scientific, technical, and intellectual activity in the healthcare sector has been proposed.
A system of its characteristics and a classification into pharmaceutical, medical-
technical, digital, and biotechnological technologies have been developed.

The peculiarities of the acquisition, exercise, and disposal of intellectual
property rights to medicinal products and innovative medical technologies have been
established. The system-forming role of patent protection has been substantiated, and
the significance of technology transfer mechanisms, licensing, trade secrets, copyright,
trademarks, and regulatory data exclusivity has been determined.

The peculiarities of protecting intellectual property rights to medicinal products
and innovative medical technologies have been investigated. The significance of
complex interdisciplinary forensic examinations in relevant disputes has been
established, approaches to assessing the similarity of pharmaceutical trademarks have
been improved, and the necessity of a special legal regime for the protection of clinical

and regulatory data has been substantiated.



International and European standards for the protection of medicinal products
and innovative medical technologies have been analysed, and the peculiarities of
implementing the provisions of the TRIPS Agreement, the Paris Convention for the
Protection of Industrial Property, the European Patent Convention, and European
Union law into Ukrainian legislation have been determined.

The legal nature of compulsory licensing as a mechanism for limiting exclusive
intellectual property rights in the interests of public health protection has been
investigated, and directions for improving the relevant legislation have been
substantiated.

Theoretical and practical problems related to the functioning of managed entry
agreements have been identified, and approaches to their regulatory improvement have
been proposed, particularly through the introduction of risk-sharing agreements and
outcome-based agreements.

The legal regime of generic medicinal products has been characterised, and its
significance for ensuring a balance between intellectual property protection and access
to treatment has been established.

The scientific novelty of the research lies in substantiating new theoretical
approaches to understanding the legal nature of medicinal products and innovative
medical technologies, determining the peculiarities of their legal protection,
developing the author’s definition of innovative medical technology, improving
approaches to the legal regulation of compulsory licensing, managed entry agreements,
technology transfer, protection of clinical and regulatory data, and formulating
proposals for improving the legislation of Ukraine.

The practical significance of the obtained results lies in the possibility of their
application in law-making activities aimed at improving Ukrainian legislation in the
fields of healthcare and intellectual property law, in law enforcement activities during
the resolution of disputes concerning medicinal products and innovative medical
technologies, and in the educational process when teaching disciplines related to civil
law and intellectual property law.

Keywords: intellectual property law; civil law principles and national

legislation; human rights and ethical standards; healthcare and access to medicinal



products; medical law and social guarantees; medical care, services, patient; medicinal
products, innovative products, medical technologies and medical experiments; patent,
licence, licence agreement and legal transaction; trade secret; protection of rights,
offences and judicial decisions.
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