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Pedepar:

1.V nucepraniiiHoMy TOCJiI)KEHH] BIIEpIIe y BiTYM3HAHIN UUBIIICTUYHINA TOKTPYHI 3alIPONTOHOBAHO KOHIIEMIIII0
IIPAaBOBOT'O PEryJI0OBaHHS BiTHOCUH, 00'€KTOM SIKUX € 6i00aHKY, sIKa CIIPSIMOBaHA Ha BIOCKOHAJIEHHS YMHHOTO
LJMBiZIbHOTO Ta MEJVUYHOTO 3aKOHOJIABCTBA 3 METOI0 CTBOPEHHS [IPABOBUX IAPAHTINl OXOPOHU OCOOUCTHX
HEMaMHOBUX NpaB Qi3NnYHMX OCi6 Ta ix 36a71aHCOBAHOrO CHiBBiIHOLIEHHS i3 iHTEPECaMu YCTAaHOB (YIIPABUTEJIIB)
6i00aHKiB. 3alIpONIOHOBAHO aBTOPChKE BU3HAUEHHs 06i00aHKY, SIK 00'€KTa [IMBiJIbHUX IPaBOBiIHOCKH, 110 Mae
IyaJliCTU4HY [IPaBOBY IPUPOJY, OCKIJIKU € NTO€JHAHHIM 6i0JI0TiYHOro MaTepiaiy, 10 Ma€e ypeueBleHUI XapakTep
Ta [OB'SI3aHUX i3 HUM ME€PCOHABHUX JAHUX [IPO OCOOY, Bif sIKOi BiH MOXOUTB, 10 OXOILIIOE K KOMEPLilHY, TaK i
HEKOMepLiliHy cdepy aHani30BaHUX BilHOCKH. [IpoaHaIi30BaHO MTPaBOBUI PEXXUM 6i0JI0riYHOr0 /aHaTOMIYHOTO
Mmarepiainy sIK 00'€KTa LMBIJIbHUX IPABOBITHOCKH Ta apryMEHTOBAaHO TPaKTyBaHHS MIPAaBOBOTO 3B's13Ky Mi’K 0C00010 Ta
ii 6i0JIOTiYHMM MaTEPiaIOM K «O0COOMCTOrO IPABOBOTO 3B'SA3KYy», IKUH JJa€ 3MOTY Cy0'€KTy y BUBHAYEHUX
3aKOHOZABCTBOM BUIIQ[IKAX Ta MeKaX BIUIMBATH HA IOPUAUYHY JJOJIIO LIbOTO 00'€KTA LIMBiIbHUX I1PAB, SIKUI1 TSDKi€E 10

HEMaHOBOTO 6J1ara, OCKIJIbKY TiCHO TMOB'SI3aHUH i3 0COOUCTUMU HEMANTHOBUMU ITPaBaMu QisMIHOI 0COOM.



JloBenneHO HEOOXiHICTh BOCKOHANEHH Ae@iHillii NOHATTS 6i0J10riYHOrO MaTepiany, SIKUil IPOIIOHYETbCS
BM3HAUUTY SIK CKJIQ[IOBY YaCTUHY 6i06aHKY, 1110 MOXKe BKJIIOYATH JIIOJCbKi TKAHWHM, KIIITUHY, 6i0JI0TiYHi piguHu Ta
CEeKpEeTH, MaTepiajiu, OTPUMaHi B IIPOLIeCi 32aCTOCYBaHHS 10 OCOOM iarHOCTUYHUX Ta,/abo0 JIiKyBaJIbHUX 3aXO0/iB
(xpiM opraHiB), a TakoX MaTepianu em6piodeTasbHOro Ta N03aQeTajsbHOro MOXOIKEHHS, SIKi OTPUMMaHi, y
BCTaHOBJIEHOMY 3aKOHOM MOP#JIKY, Ha MificTaBi HajleXXHO OPOPMIIEHOI MOIH(POPMOBAHOI 3rOAU HA BUJIyYEHHS Ta
nepepayvy ix 7o ckyanmy 6i06aHKy Yy J1s iHIIOTO iX MOAAIbIIOr0 BUKOPUCTaHHS. Y0CKOHAIEHO KOHLIEII {0
PO3yMiHHS IPAaBOBOTO PEXXUMY HEIMIIJIAaHTOBAHOTO eMOpioHa in vitro, BHAC/IiJOK YOT0 BOHU TPaKTYBaTUMYTbCSI SIK
pe3yJbTaT peanisalii nauieHTom /namieHTamMu iX penpoAyKTUBHUX [TpaB, TOMY caMe 1ii ocobu 6yayTh HaJineHi
IIPAaBOM BM3HA4YaT/ MANOYyTHIO OJIIO iX eMOPiOHIB B MEXKaxX BUBHAYEHUX 3aKOHOJABCTBOM. OOrpyHTOBAHO
HeoOxifHiCTh GOPMYBaHHS Y 3aKOHO/IABCTBI rapaHTiil OXOPOHHU XXUBUX HEIMIIJIAHTOBAaHMX €MOPiOHIB 3 METOI0
iMIyIeMeHTalji B Hal[ioHa/IbHe 3aKOHOAABCTBO MOJI0KEeHHS cT.18 KoHBeHlii Ipo nmpasa JIoguHY Ta 6i0MeIULUHY.
[TpoBeneno cucremaTusanio Ta kinacudikanio cy6’eKTiB BifHOCHH 1[0/10 CTBOPEHHS Ta BUKOPUCTaHHS 6i00aHKiB,
IIJISIXOM IIOJIiJTy iX Ha 2 Ipymnu: CyO'eKTH, 1110 6€pyTh y4acTb y CTBOPEHHI 6i00aHKy Ta CyO'€KTH, 1110 6epyTh y4acTb y
BMKOPHMCTaHHI 6i06aHKy. YIOCKOHaJIEHO MiXiM 40 BU3HAUEHHS IIPAaBOBOTO CTATyCy YCTAaHOBU (YIIPABUTEJIS)
6i06aHKy, BHACJIiJOK YOr0 BU/IiJIEHO JBi rpynu 0O60BsI13KiB: OpraHisaliiizi (JileHsiiiHi) Ta nepcoHasnizoBaHi 060B13KU.
JocinKeHo IpaBoBU CTAaTyC NIPOOAHTIB, K CYO'€KTIB, 1110 IIEpeJaloTh CBOi 6i0JIOriYHi MaTepiasny AJisl IPOBeeHHS
HAyKOBUX JIOCJIIKE€Hb, B TOMY YMCJIi KIiHIYHUX BUIIPOOYBaHb TKAHWHHUX Ta KJIITUHHUX TPAHCIIJIAaHTATIB Ta Y 3B'SI3KY
i3 BiICYTHICTIO IPaBOBOrO PETYJIIOBAHHS Liiei chepu po3po6sIeHO KOMILJIEKCHUI IPOEKT 3aKkoHy «I1po AOCIifHULIBKY
IiSIBbHICTD i3 3a/Ty4eHHSIM JIIOAVHY Ta BUKOPUCTAaHHSIM 6i00aHKiB». ApDryMEHTOBAHO JOLiIbHICTb IPABOBOTO
PeryJIoBaHHS Ta BU3HAYEHO 3MICT HasIBHUX y TPOOGAHTA Ta JOCJiHUKA, SIK Y4aCHUKIB BiTHOCUH 3i CTBOPEHHSI Ta
BHMKOPHUCTaHHs 6i00aHKiB, B3a€EMHUX IIPaB Ta 000BSI3KiB. YI0CKOHAIEHO BU3HAYEHHS MTOHSITTS I€PCOHAJIbHUX JaHUX
3 METOIO PO3MEXYBAHHS 3HEOCOOJIEHUX Ta 3aKOHOJOBAHUX [1I€PCOHAJIBHUX JAHUX, IO CTBOPUTD AOJATKOBI rapaHTii
L7151 3aXUCTY TaKUX JaHMX Ta BiAnoBinaTume BuMmoram HoBoro Pernamenty €C 2016 /679. [JonaTkoBo
apryMEeHTOBAHO ITO3UIIi0 PO 3MICT Ta 06CAT MEAUYHOI TAEMHUII B KOHTEKCTI HEOOXiIHOCTI pO3LIMPEHHS LIbOTO
IIOHSITTSI Ta BKJIIOYEHHS IO HbOTO TaKOX «0i00aHKiIBCbKOI TAEMHMUIII» 3a/1J1 3aXMCTYy NIEPCOHAJIbBHUX JAaHUX OCib,
6ioJsioriuHMil MaTepias SKUX BXOOUTDb A0 CKiaay 6i06aHKy. O6IPyHTOBAHO TPaKTyBaHHS IPABOBOI IPUPOAU
11oiHpOPMOBaAHO] 3roiu Ha BUJTyYeHHs 6i0JIOriYHOTO MaTepiany 3 METO0 Horo repeaadi 1o ckiaany 6i06aHKy s
Yy>KOPiAHOrO BUKOPUCTAHHSI, BHACJIIOK YOT0 0c06a BTpadyae 0COOMCTUI 3B'S130K i3 UM 0i0JIOTIYHMM MaTepiajiom
SIK OJJHOCTOPOHHBOT'O IIPABOYMHY, BHACJIIJIOK SIKOTO 0CO0a pPO3NOPSIKAETHCS CBOIM 6i0JIONYHUM MaTepialoM.
[TpoBeneHo 3arabHy XapaKTEPUCTUKY JOTOBOPY [1IEPCOHAILHOTO 30epiraHHs 6i0JI0riYyHOro Marepiainty,
OOGrpyHTOBAHO MOr0 BiJHECEHHS 3a IIPABOBOIO ITPUPOOIO /10 IOrOBOPIB PO HaZJaHHS MOCIIYT, [ie 306epiraHHs
6i0JI0riYHOrO MaTepiaiy AJj1s1 OCOOUCTOrO YU POAVHHOTO (HEKOMEPLITHOT0) BUKOPUCTAHHS BUCTYIIa€ OCHOBHOIO
IIOCJIYyTOl0. BU3Ha4YeHO OCHOBHI B3a€MHi I1paBa Ta 060BS13KM BUKOHABIIS TA 3aMOBHUKA 32 IOTOBOPOM
IIepCOHAJIBHOTO 30epiraHHs 6ioJIoriYHUX MaTepiaiB, a TaKOXX CPOPMYIbOBAHO KpUTEpii HAJIESKHOTO 36epiraHHs
6iosioriyHOrO Marepiany. YIOCKOHa/IEHO MiAxil A0 BU3HAYEHHS MiJICTaB MPUIIMHEHHS JOTOBOPY IEPCOHAIbHOTO
36epiraHHs 610J10riYHUX MaTepiasiB. BcTaHOBIEHO OOCAT BifTIOBiNANBHOCTI Y BUNIAJIKy HEOOEPEKHOTO Y1
HEOOI'PYHTOBAHOI'O 3HUILEHHSI UM iHIIOTO YHIKOIPKEHHS], SIK€ YHEMOXKJIMBIIIOE BUKOPUCTaHHS 610J10TYHOTrO
Marepiay.

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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