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YKpaiHCBbKUI Ta CBITOBUI NOCBIL
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Pedepar:

1. Inceprauifina po60Ta € HAyKOBOIO NIPALEI0 Y BiTUM3HSHIN LUBIMIICTUL, KA MiCTUTh KOMILJIEKCHUI aHAJIi3
LIMBiJIbHO-TIPABOBUX ITPO6JIEM, 2 TAKOX TEOPETUYHUX i MPAaKTUYHUX aCIEKTiB HAJaHHS MEeINYHUX MTOCTYT i3
3aCTOCYBaHHSIM JIiKapChbKUX 3aC00iB IlepeioBoi Tepartii (aury. — «advanced therapy medicinal products»)
BiITIOBiHO [10 3aKOHOZABCTBA YKpaiHu. JloClipKeHHs CIIPSIMOBaHE Ha BUSIBJIEHHS [IPOOJIEMHUX aCIEeKTIiB y cdepi
HOPMOTBOPYOCTI Ta IPaBO3aCTOCYBaHHS, 110 CTOCYIOTbCSI BUKOPUCTAaHHS JIiKapChbKUX 3aCO0iB nepenoBoi Teparmii. ¥
po6oTi 3pobsieHui aHai3 [ocsiny €ponericbkoro Coay, iHIIi MO3UTHUBHI MDKHAPOIHI MPaKTUKH, & TAKOX
BM3HaUY€HO ePEeKTUBHI cTpaTerii afganTauii HalljoHaJIbHOTO 3aKOHOABCTBA /10 ITpaBa €Bporneiicbkoro Cosy
BiATIIOBiHO [10 crienrQiku JiKapCbKUX 3aC00iB NIepeloBoi Tepailii. Y pe3ysbTaTi MOPiBHSAHHS YMHHOTO
HALiOHAJIBHOTO Ta MI’>KHAPOLHOTO 3aKOHOABCTBA 3alIPOIIOHOBAHO BU3HAYEHHSI MEIMYHOI [TIOCIYTH i3

BHMKOPHCTaHHSIM JIiKapChbKUX 3aC00iB IlepenoBoi Teparii. BusHaueHo Miclie JlikapchKUxX 3aC00iB iepeoBoi Teparii y



CHCTEMi pereHepaTUBHOI MEMLIMHY 5K OIHi€l 3 KIIOYOBUX CKJIAOBUX y chepi HafaHHSI MEIUYHUX TIOCIIYT,
[IOB'SI3aHUX i3 JIIKAPCHKUMU 32C006aMU. AKLIEHTOBaHO YBary Ha IOPiBHSJIBHOMY aHali3i MPUHIKIIIB Kiaacudikarii
JIiKapCbKMX 3aC00iB nlepeioBoi Tepartlii y €sponeiicbkomy Cotosi Ta Criosrydyenux llltarax AMepuku. O6rpyHTOBaHO
HEOOXiJIHICTb BUKOPMCTAHHS «KOPCTKOI'0» PEryJsiTOPHOTO MiAX04y IO JIiIKapChKUX 3ac00iB IEpefoBoi Teparmii AJ1st
IOCSITHEHHS 6aj1aHCy MiXK KOPUCTIO Ta pM3UKaMU, 30KpeMa J171sl allieHTa B XO/1i YKJIaJaHHS JOTOBOPY 3 HaJAHHS
MeJMYHUX MTOCIYT i3 BUKOPUCTAaHHSM JliKapChKUX 3aC00iB niepeioBoi Tepartii. CGopMysItoBaHO MOHSTTS LKBIJIBHO-
IIPaBOBOTO [JOTOBOPY PO HAIaHHS MEIUYHMX IOCJIYT i3 3aCTOCYBAHHSM JIiIKapChKUX 3aCO0iB II€PE0BOi Teparii.
Oco611By yBary npufiijleHo PO3BUTKY [IPAaBOBOTO PETYJIIOBAHHS MEIUYHUX MOCIIYT i3 BUKOPUCTAHHS JIIKAPCbKUX
3aco6iB nepenoBoi Tepanii B Ykpaini. KoHcTaToBaHo, 10 jsume y 2020 porii 6yB 3a1IpoBai>KeHUN HaUOiIbII TOYHUN
nepexsazn tepMmina «advanced therapy medicinal products» sk «j1ikapcbKi 3acobu niepeioBoi Teparmii», 1o
BiITIOBiJla€ €BPONENCHKUM CTaHAAPTAM. BaXyInBUM acnieKToM POOOTHU € aHaJli3 LUBiIbHO-IIPABOBO]
Bi/INOBiZasIbHOCTI y cpepi MEIUYHMX MIOCIIYT, OB SI3aHUX i3 32CTOCYBaHHSIM JIiIKaPChKUX 3aCO06iB Mepe0Boi Tepartii.
JocnimKeHHs MiTKpeCoe, 110 Yepe3 BUCOKUI PiBEHb PU3UKIB 1S BiAIOBiNaJIbHICTh Ma€ KOMIJIEKCHUM XapakTep i
MOXKE€ BUHUKATH SIK y JOTOBipHIl, TaK i HEOrOBipHIill (IeJIiKTHIiT) (popMi. 3alIpONIOHOBAHO Y OCKOHAJIMTH OKPEMi
TEOPETUKO-TIPABOBI aCIEKTH, 30KPEMA, aPI'YMEHTOBAHO JOLIbHICTD MOMUPEHH Aii 3akoHy YKpainu «I1po
3aCTOCYBaHHSI TPaHCILJIaHTAaLlii aHaTOMIYHUX MaTepiasis aoauHi» Bif 17.05.2018 poky Ha BifHOCHHY, ITOB’S13aHi 3
BUJIyYEHHSM aHAaTOMIYHMX MaTepiasliB 1151 CTBOPEHHS JiKapChbKUX 3aC00iB IepenoBoi Tepartii. Takok 06GrpyHTOBAHO
CKACYyBaHH$ KaTeropiil «6i0iMIIJIaHTaTH» Ta «<KCEHOIMIIJIAHTATU» B YKPAIHCbKOMY 3aKOHOJABCTBI 3 OAJIBIINM
3aMpoBa/IKEHHSIM €MHOTO TEPMiHA «MEIUYHI BUpOOW» 3riflHO 0 3aKOHOJABCTBa €Bpornelicbkoro Coray. Kpim
TOTO, IIPOTIOHYETHCSI BHECEHHS 10 3aKkoHy YKpainu «IIpo sikapchki 3acobu» Bin 28.07. 2022 poKy TepMiH
«KOMOIHOBaHUH JIiKapChKUii 3aCib mepenoBoi Tepanii», K nifkaTeropii Jikapcbkux 3aco6iB epenoBoi Tepartii.
HanparutoBaHHS, IpeiCTaBjeHi y AucepTallii, MOXXyTb OyTU BpaxOBaHi Iifi yac rapMoHi3allii YNHHOTO HalliOHaJILHOTO
3aKOHOJIaBCTBA 3i CTaHjapTamu €sponencbkoro Coway, 30Kpema B YaCTUHI BIIPOBAIPKEHHS BUCOKUX CTaHIAPTiB

0e3I1eKu Ta SIKOCTi MeJMYHUX I10CJIYT, [IOB'SI3aHUX i3 3aCTOCYBAaHHSIM JIIKapCbKUX 3aC00iB NIepeloBOi Teparlii.

2. The dissertation is the academic work in Ukrainian civil law to offer a comprehensive analysis of civil-legal issues
and the theoretical and practical aspects of providing medical services involving advanced therapy medicinal
products (ATMP) under Ukrainian legislation. The research identifies problematic areas in lawmaking and law
enforcement related to the use of ATMP, focusing on developing scientifically grounded theoretical proposals and
recommendations for addressing these issues. It also aims to improve existing Ukrainian civil legislation in the field
of medical services utilising ATMP, taking into account the experience of the European Union (EU), other positive
international practices, and effective strategies for adapting national civil legislation to EU law in the context of
ATMP. Through a comparative analysis of national and international legislation, the study introduces an original
definition of a medical service utilising ATMP. It also establishes the role of ATMP as a key component within the
system of regenerative medicine. Special attention is given to the comparative analysis of classification principles
for ATMPs in the European Union and the United States. The study substantiates the necessity of applying a
«hard» regulatory approach to ATMPs to balance benefits and risks, particularly for patients entering into medical
service contracts involving ATMPs. The concept of a civil-law contract for the provision of medical services using
advanced therapy medicinal products has been formulated. A particular focus is placed on the development of
legal regulation for medical services utilising ATMP in Ukraine. It is noted that only in 2020 was the most accurate
translation of the term ATMP as «wiikapchbki 3acobu nepefosoi Tepanii» introduced, aligning with European
standards. An important aspect of this work is the analysis of civil liability in the field of medical services utilising
ATMP. The research emphasises that due to the high level of associated risks, this liability is complex in nature and
may arise in both contractual and non-contractual (tort) forms. The dissertation proposes improvements to
certain theoretical and legal aspects. In particular, it argues for extending the scope of the Law of Ukraine «On the
Use of Transplantation of Anatomical Materials in Humans» dated May 17, 2018, to cover relationships involving the
extraction of anatomical materials for ATMP creation. Additionally, the study justifies the abolition of the
categories of «bioimplants» and «xenoimplants» in Ukrainian legislation, replacing them with a unified term,
«medical devices» in accordance with EU legislation. Furthermore, the necessity of including the term «combined



advanced therapy medicinal product» as a subcategory of ATMP in the Law of Ukraine «On Medicinal Products»
dated July 28, 2022, is substantiated. The findings presented in the dissertation can contribute to harmonising
national legislation with EU standards, particularly in implementing high safety and quality standards for medical
services involving ATMPs.
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20. Aunpiitayk B.I., Timodeesa T.C. [IpaBoBe perystoBaHHS 6i00€311eKy BUKOPUCTaHHS KIIITUHHUX

KCEHOTPaHCIJIaHTaTiB B YKpaiHi. HaykoBa fiyMKa cy4yacHOCTI i MaitbyTHbOTO: 30ipHUK cTaTell yyacHuUKiB XXIV



BceykpaiHCbKOI IPaKTUYHO-Ti3HABAJIbHOI KOHQepeHuii (M. [IHinpo, 24-30 aucronaga 2018 p.). Juinpo, 2018. C.
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6iomarepiany. [ToreHuian cyyacHoi Hayku (4acTuHa I): matepianu Il MixknapogHoi HayKOBO-TIPAaKTUYHOI
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OCHOBHOTO JJOCJIiI)KEHHSI i HAallMCaHHSI OCHOBHOI YaCTMHU POOOTH, 30CEPEIKEHOI Ha [IPABOBUX aCIleKTax
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HaykoBa (HayKOBO-TE€XHiYHa) IPOAYKILiS: meTonu, Teopii, rinoresu

ComniasibHO-€KOHOMIYHA CIPSIMOBAHICTb: NOJIMIIEHHS IKOCTi XUTTS Ta 37I0POB'S HACEJIEHHS,

e(eKTUBHOCTI iaTHOCTUKHU Ta JIiIKyBaHHSI XBOPUX
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VIII. 3aKkJII04Hi BiZoMOCTi
BiiacHe IIpizBuie Im'sa Ilo-6aTbKOBi
TOJIOBH pajgu

BiiacHe IIpi3Buine Im'sa ITo-6aTbKOBI
roJIOBYIOYOroO Ha 3aciJaHHi
BignoBigasibHuUI 3a MiATOTOBKY

00JIIKOBHX JJOKYMEHTIB
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