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Pedepar:

1.V pucepraniiHOMy TOCIIiIKEHH] BIIEPIIE y BiTYM3HAHIN UUBUIICTUYHIN JOKTPYHI 3aIIPOIIOHOBAHO KOHILIETIIII0
[IPAaBOBOTO PETyJII0BAHHS BiTHOCUH, 06'€KTOM SIKUX € 6i06aHKH, SIKa CIIPSMOBaHA Ha BOOCKOHAJIEHHS] YUHHOTO
LIMBiZIBHOTO Ta MEJUYHOTO 3aKOHOZIABCTBA 3 METOI0 CTBOPEHHSI [IPABOBUX rapaHTill OXOPOHU OCOOUCTHUX
HeMalHOBUX IpaB PiznyHuX 0cib Ta ix 30asaHCOBAHOrO CIiBBiAHOLIEHHS i3 iHTepecamMu yCTaHOB (yIIpaBUTEJIiB)
6i00aHKiB. 3alIpONIOHOBAHO AaBTOPCbKE BU3HAYEHHS 6i00aHKY, SIK 00'€KTa LIUBiIbHUX IPABOBiJHOCKH, IO Mae
IyaJliCTU4HY IIPAaBOBY IIPUPOLY, OCKINIBKY € NTO€IHAHHSIM 6i0JIOTiYHOTrO MaTepiay, o Ma€e ypedeBIeHUu XapakTep
Ta IOB'SI3aHUX i3 HUM [IePCOHAJIbHUX JAaHUX IIPO 0C00Y, Bifl SIKOI BiH IIOXOAUTD, 1110 OXOILJIIOE K KOMEPLilHY, TaK i
HEKOMePLiliHy cdepy aHali30BaHUX BilHOCKH. [IpoaHai3oBaHO IPaBOBUI PEXUM 6i0JI0rYHOro/aHaTOMI4HOrO

Marepiany sk 06’eKTa UBLIbHUX IPABOBiIHOCKH Ta apryMEHTOBAHO TPAKTYBaHHSI IIPABOBOTO 3B’13KYy MiX 0CO60I0 Ta



ii 6i0JI0riYHUM MaTEPiaoM K «0COOMCTOTrO IIPABOBOTO 3B'SI3KY», SIKUI JJa€ 3MOTY Cy0'€KTy y BUBHAYEHUX
3aKOHOZABCTBOM BUIIQ/IKAaX Ta MeXaxX BIUIMBATH HA IOPUAAYHY JJOJIIO IbOTO 00'€KTa LIMBiJIbHUX I1PAB, SIKUI TSDKi€E 10
HeMalHOBOro 6J1ara, OCKiJIbKY TiCHO MOB'sI3aHUH i3 0COOUCTUMU HEMATHOBUMU ITpaBaMu (isMyHOI 0COOMU.
JoBeeHO HEOOXiTHICTh BIOCKOHANEHHS AeQiHilil MOHATTS 6i0JI0riYHOr0 MaTepiainy, SKUi IPOIOHY€ETbCS
BM3HAUUTY SIK CKJIQ[IOBY YaCTUHY 6i06aHKY, 1110 MOXKe BKJIIOYATH JIIOJIChKi TKAHWHM, KIITUHY, 6i0/I0TiYHi pigyHu Ta
CeKpeTH, MaTepiajii, OTPUMaHi B [IPOIieci 3aCTOCYBaHHS 10 OCOOM IiarHOCTUYHUX Ta,/abo0 JIiKyBaJIbHUX 3aXOiB
(xkpiM opraHiB), a TakoX maTepianu embpiodeTasbHOro Ta No3adeTasbHOro OXOIKEHHS, SIKi OTPUMaHi, y
BCTAHOBJIEHOMY 3aKOHOM IOPSIIKY, Ha MifCTaBi HAIEXHO 0OPMIIEHOI T0iH(POPMOBAHOI 3rOAM Ha BUJIyYEHHS Ta
nepepayvy ix 7o ckyanmy 6i06aHKy Yy 1S iHIIOTO iX MMOAANbIIOr0 BUKOPHUCTAaHHS. YIOCKOHAIEHO KOHLIEII {0
PO3yMiHHS IPAaBOBOT'O PEXXUMY HEIMIIJIaHTOBAaHOTO eMOpioHa in vitro, BHaC/liJOK YOT0 BOHU TPaKTYBaTUMYTbCSI SIK
pe3yJbTaT peasisallii nanieHToM /TalieHTaMu iX peNpoAyKTUBHUX [IPaB, TOMY CaMe Lii 0co0U OyAyTb HaJlieHi
IIPAaBOM BM3HA4YaTH MANOyTHIO NOJIIO iX eMOPiOHIB B MEXKaxX BUBHAYEHUX 3aKOHOJABCTBOM. OOrpyHTOBAHO
HeoOxiHiCTh GOpPMYBaHHS Y 3aKOHO/IABCTBI rapaHTiil 0XOPOHHU XXUBUX HEIMIIJIAHTOBAaHMX €MOPiOHIB 3 METOI0
iMnyiemMeHTalji B Hal[ioHaIbHE 3aKOHOABCTBO MOJI0KeHHs T.18 KoHBeH1ii Ipo npasa JIloJuHY Ta 6i0MeIULUHY.
[TpoBeneHo cucremaTusanio Ta kiaacudikanio cy6’eKTiB BifHOCHH 1[0/10 CTBOPEHHS Ta BUKOPUCTAHHS 6i06aHKiB,
IIJISIXOM IOy iX Ha 2 Ipymnu: Cy0'eKTH, 110 6epyTh y4acTh y CTBOPEHHI 6i06aHKy Ta CyO'€KTH, 110 6epyTh y4acThb y
BHMKOPHMCTaHHi 6i00aHKy. YIOCKOHaJIEHO MiAXin 40 BU3HAUEHHS IIPAaBOBOrO CTATYCy YCTaHOBU (YIIPaBUTEJIS)
6i00aHKy, BHACJIiLOK 4Or0 BUJJIEHO [IBi IPyIM OOOB'SI3KiB: OpraHisaliizi (J1ilieH3iHi) Ta 1epCOHaNi30BaHi 0O00B'SI3KMU.
JocinkeHo IpaBOBUM CTATyC IIPOOAHTIB, K CYO'€KTIB, 110 IEPEJAI0Th CBOi 6i0JIOTiYHI MaTepiasnu sl IPOBEeHHS
HAyKOBUX NIOCJIIKE€Hb, B TOMY YMCJIi KIiHIYHUX BUITPOOYBaHb TKAHUHHUX Ta KJIITUHHUX TPAHCIIJIAHTATIB Ta Y 3B'SI3KY
i3 BiZICYTHICTIO IPaBOBOrO PETYJIIOBAHHS Liiei cpepu po3po6sIeHO KOMILJIEKCHUI IPOEKT 3akoHy «I1po AOCIifHULIBKY
IisUIbHICTD i3 3a/y4eHHSIM JIIOAMHY Ta BUKOPUCTAHHSIM 6i06aHKiB». ApDryMEHTOBAHO JOLIIbHICTb IPABOBOTO
PEryJI0BaHHS Ta BU3HAYEHO 3MICT HasIBHUX y ITPOOGAHTA Ta JOCJIiTHUKA, SIK YIaCHUKIB BiIHOCUH 31 CTBOPEHHS Ta
BUKOPUCTaHH4 6i06aHKiB, B3A€MHHUX IIPAB Ta 000B'SI3KiB. YJOCKOHAJIEHO BU3HAYEHHSI TIOHATTS [IEPCOHAJIbHUX JJAHUX
3 METOIO PO3MEXYBAaHHS 3HEOCOOJIEHUX Ta 3aKOHOIOBAHUX [1IEPCOHAJIBHUX AHUX, IO CTBOPUTH AOJATKOBI rapaHTii
D715 3aXUCTY TaKUX JaHMX Ta BiAnoBinaTume Bumoram HoBoro Permamenty €C 2016 /679. [JonaTkoBo
apryMeHTOBAaHO IT03UIIi0 PO 3MICT Ta 06CAT MeAUYHOI TaEMHUIL B KOHTEKCTI HEOOXiIHOCTI pO3LIMPEHHS LIbOTO
IIOHSITTSI Ta BKJIIOYEHHS JIO HbOTO TaKOX «0i00aHKiBCbKOI TAEMHMUIII» 3311 3aXMCTy IIE€PCOHAJIbHUX JaHUX OCib,
6ioJI0TiYHMI MaTepial IKUX BXOOUTDb IO CKilany 6i06aHKy. OGIPYHTOBAHO TPAKTyBaHHS IIPAaBOBOi IPUPOIU
110iHpOPMOBaHO] 3roiu Ha BUJTyYeHHs 6i0JIOTiYHOTO MaTepiany 3 METOIO HOro repeaadi 10 cKaany 6i06aHKY AJis
Yy>KOPiAHOTO BUKOPUCTaHHSI, BHACJIIOK YOT0 0C06a BTpayae 0COOMUCTUI 3B'S130K i3 UM 0i0JIOTIYHMM MaTepiasiom
SIK OJJHOCTOPOHHBOT'O IIPABOYMHY, BHACJIIJIOK SIKOTO 0CO0a pPO3NOPSIKAETHCS CBOIM 6i0JIONYHUM MaTepialoM.
[IpoBeeHO 3arajibHy XapaKTepUCTUKY JOTOBOPY EPCOHAILHOTO 36€piraHHs 6i010riYHOro Marepiainy,
OOGIPYHTOBAHO MOr0 BiJHECEHHS 32 IIPABOBOIO TPUPOOIO 10 TOTOBOPIB PO HAZJaHHS MOCIIYT, [ie 30epiraHHs
6iosI0riyHOrO Martepiasny AJ1s1 0COOUCTOro YU POAUHHOTIO (HEKOMEPLITHOT0) BUKOPUCTAHHS BUCTYIIa€ OCHOBHOIO
II0CJIYTOl0. BU3HaYeHO OCHOBHI B3a€MHi ITpaBa Ta 060B’S13KM BUKOHABIIS Ta 3aMOBHUKA 32 IOTOBOPOM
[IepCOHAJIBHOTO 30epiranHs 6ioyIoriYHNX MaTepiasiB, a TaKoXX CPOPMYILOBAHO KpUTEPii HAJNIESKHOTO 30epiraHHs
6iosioriyHOrO Marepiany. YIOCKOHaIEeHO Mifxil A0 BU3HAUYEHHS MiJICTaB NPUIIMHEHHS JOTOBOPY IIEPCOHAIbHOTO
30epiranHs 6i0JI0TiYHUX MaTepiasiB. BCTaHOBIEHO O6CAT Bif[IOBiNaJILHOCTI y BUNAIKy HEOOEPEKHOTO Y1
HEOOI'PYHTOBAHOT'O 3HUILEHHSI Y iHIIOTO YHIKOIPKEHHS], SIKe YHEMOJXKJIMBIIIOE BUKOPUCTaHHS 61010TYHOTrO
marepiaiy.

2. The dissertation research for the first time in the domestic civil doctrine proposed the concept of legal
regulation of relations, the object of which are biobanks, which aims to improve existing civil and medical
legislation to create legal guarantees for personal non-property rights of individuals and their balance with the
interests of institutions (managers) of biobanks. The author's definition of a biobank as an object of legal relations
that has a dualistic legal nature is proposed, as it is a combination of biological material that has a materialized
nature and is also related with personal data about the person from whom it originates, including information
about his health and genetic data. The legal regime of biological /anatomical materials as an object of civil legal



relations is analyzed and the interpretation of the legal relationship between a person and his biological material is
argued as "personal legal connection", which gives the person a possibility within the limits specified by law to
influence the legal fate of this object of civil rights, which is closely related to personal immaterial rights of
individuals. The need to improve the definition of biological material, which is proposed to be defined as part of a
biobank, which may include human tissues, cells, biological fluids and secretions, materials obtained during the
application of diagnostic and / or therapeutic measures (except organs), as well as materials embryo-fetal and
outer-fetal origin, which are obtained, in the manner prescribed by law, on the basis of a duly informed consent to
withdraw and transfer them to the biobank or for other further use. The concept of understanding the legal regime
of an non-implanted embryo in vitro has been improved, as a result of the use of assisted reproductive
technologies will be interpreted as a result of the patient's / patients' reproductive rights and them will be entitled
to determine the future fate of their embryos, within the limits set by law. The necessity of formation in the
legislation of protection guarantees of for living non-implanted embryos for the purpose of implementation in the
national legislation of Convention on human rights and biomedicine Art. 18 is substantiated. Systematization and
classification of subjects of the relations concerning creation and use of biobanks, by their division into 2 groups is
carried out: the subjects participating in creation of biobank and the subjects participating in use of biobank. The
approach to determining the legal status of the institution (manager) of the biobank has been improved, as a result
of which two groups of its responsibilities have been identified: organizational (license) and personalized
responsibilities. The legal status of probants as subjects who transfer their biological materials for scientific
research, including clinical trials of tissue and cell transplants, and in connection with the lack of legal regulation
in this area developed a comprehensive draft law "On research activities involving human and the use of biobanks
". The expediency of legal regulation is argued and the content of the probant and researcher, as participants in
the relations on creation and use of biobanks, mutual rights and obligations. The definition of personal data has
been improved in order to distinguish between impersonal and coded personal data, which will create additional
guarantees for the protection of such data and meet the requirements of the new EU Regulation 2016 /679. The
position on the content and scope of medical secrecy in the context of the need to expand this concept and
include in it also "biobank secrecy” in order to protect personal data that are a part of the biobank. The
interpretation of the legal nature of the informed consent to the withdrawal of biological material for transfer to
the biobank for foreign use, as a result of which a person loses personal contact with this biological material as a
unilateral transaction. The general characteristics of the contract of personal storage of biological material are
carried out, its assignment by the legal nature to contracts on rendering of services is proved, however storage of
biological material for personal or family (non-commercial) use is supposed to be the main service. The catalog of
the basic mutual rights and duties of the executor and the customer under the contract of personal storage of
biological materials is formed, and also criteria of proper storage of biological material are formulated. The
approach to determining the grounds for termination of the contract of personal storage of biological materials
was improved. The amount of liability in case of negligent or unjustified destruction or other damage, which makes
it impossible to use biological material.
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