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YBaxkaemble untatenu!
MckpeHHe paj npuBeTCTBOBATb BaC Ha CTpaHMLax ouepeaHoro Homepa Lex Genetica!

[NepBbii Homep xypHana Lex Genetica 3a 2024 roa otkpbiaeT ctaTbs [1.0. OcmaHOBOM, B KO-
TOPOI aBTOP paccMaTpvBaeT KlUeBble acrnekTbl, HEOOXOAMMbIE AJ1s OTBETA HA BOMPOC O J0-
NYCTUMOCTY MpK3HaHKUs BrobaHKa HecocTosTeNbHbIM (AOMKHUKOM). B cTaTbe npeanaratorcs
pa3NUHble TOUKM 3pEHNS OTHOCUTENBHO MPABOBOI NPUPOALI 6106aHKOB. 1o UToram nposeaeH-
HOrO UCCNeNoBaHMS NPeaoXeHbl LONYyCTUMble OpraHu3aLOHHO-NPaBOBble GOPMbI CYLLECTBO-
BaHNs 6106aHKOB, OTAENbHOE BHUMAHWE YAENEHO TaKo GOPMe OpraHm3aLmm, Kak KOHCOPLMYM.

Cratbs rpynnsl astopos, [.I. Anekceesoir, N.E. Muxeesow, [1.B. MMoHomapesoi, 9.A. TyT-
TaKOBCKOrO, MOCBALLEHA aHaNM3y NPYMEHEHUs TEHOMHbIX AaHHbIX B MOTPEOUTENLCKUX MPO-
Ledypax B 6aHKax. 34ecb aBTOPbl AeNalT BbIBOL O HEOOXOAMMOCTU BHECEHUS WU3MEHEHUI
B MenepanbHblit 3akoH «O NepcoHanbHbIX AaHHbIX» OT 27 utons 2006 rofa, CoOracHo KOTopo-
My reHoMHasl (reHeTudeckas) MHGOpPMaLMa A0XKHa ObiTh OTHECEHA K MEPCOHANbHBIM IAHHbIM,
OZIHOBPEMEHHO MOBbILLASA OTBETCTBEHHOCTb /IMLLA, KOTOPOMY Takash MHbOopmauus Gbina npeao-
CTaBneHa, 1 CoAepXKaTb NpaBmaa BOCCTAHOBAEHWS HAPYLLIEHHOIO Npaga.

B pybpuke o ny6AnYHO-NMpaBOBOM M3MEPEHNM NpaBa reHeTuyeckmnx TexHonornin H.K. Mo-
CYNMXMHA pacCMaTprBaeT 3a1aum 3TUKO-NPaBOBOro 06ecneyeHns TEXHONOrMYeCKoro pa3BuTms
CUCTEMbI 31paBOOXPAHEHNS.

Bnok cpaBHUTENBHO-MPABOBbIX UCCAEA0BaHWI OTKpbIBaeT cTaTbs PeHr YoHra, npeacTaBu-
Tens Kutamckoro cenbCkoxo3sincTBEHHOMO YHMBEPCUTETA, KOTOPbIA PacKpbiBAET TEXHUKO-3KO-
HOMMUECKOe 06OCHOBAaHWE B3aWMHOIO NpK3HaHUs reorpaduyecknx 0603HaUYeHN CeNbCKoXo-
39ACTBEHHOI NpoayKuun mexay Kutaem n Poccuei.

Bonpochl 6anaHca Mexay 61MO3TUKO U MPaBOBbIMU FpaHMLAMN HA OCHOBAHWU aHau3a pe-
weHns BepxoBHoro denepanbHoro cyaa bpasunum 06 nccnenoBaHusx SMOpPUOHaNbHbIX CTBO-
NI0BbIX KNETOK PACCMOTPEHbI B CTaTbe rpynmbl aBTOPoB 13 [unaomaTnyeckoin akagemmun MU/
Poccun, MOCKOBCKOrO rocyAapCTBEHHOMO MHCTUTYTa MEXAYHAPOAHbIX OTHOWeEHWA (YHUBEp-
cuteT) M/ Poceniickon @epepaunn (MITMMO), YHneepcuTeTa ViTayHsl n MexancumnanHap-
HoW WKonbl npasocyans — E.E. Tynaesoit, E.H. Tpukos, [eiintoHom Pnbeiipo Bpasunnom n Xopxe
caakom Toppecom MaHpuke.

B 3aBeplueHvie HoMepa Npeaaaraem 03HaKOMUTLCS C HayUYHbIM A2AAXKECTOM, MOATOTOBAEHHbIM
6rbanoTekoit HayuHo-06pa3oBaTeNbHOrO LEeHTPa Npasa U GMO3TUKM B ChEpPE rEHOMHbIX UCCAEA0-
BaHWI U NpUMeHeHNs reHeTnyecknx TexHonornii Yuueepcuteta umenn O.E. Kytaduna (MIHOA).

Xenato npoayKTUBHOM paboThl C UCCEA0BAHNAMM aBTOPOB HALLErO XYypHana v npurnalato
K COTpYAHMYECTBY!

C HAUAYYUWMUMU NOXKEAAHUSIMU,

2AagHblli pedakmop
O.C. lpuHp
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Dear Readers,

| 'am pleased to present the new issue of Lex Genetica. The first issue for the year 2024
opens with an article by D.O. Osmanova, in which the author reveals key issues concerning
the admissibility of declaring a biobank insolvent. The presented responses to this question
structure a discussion regarding the legal nature of biobanks. As the result of the research,
the author proposes possible organizational and legal forms of biobanks, with special atten-
tion paid to the consortium.

The work of a group of authors D.G. Alekseeva, |.E. Mikheeva, DV. Ponomareva, Y.A. Gut-
takovsky analyses the use of genomic information in banking. The authors highlight the need
to make appropriate amendments to the Federal Law ‘On Personal Data’ of the Russian Feder-
ation (2006). According to the proposed amendments, genomic (genetic) information should
be classified as personal data. As a result, it becomes relevant to define the increased respon-
sibility of the recipients of such information, as well as to establish rules for the restoration
of violated rights.

N.K. Posulikhina addresses the issues of ethical and legal support of technological develop-
ment of the healthcare system in the Russian Federation in the section on a public law dimen-
sion of genetic technologies.

The comparative legal studies section is opened with an article by Feng Chong of Beijing
University of Agriculture in China, in which the author reflects on the potential for mutual
recognition of geographical indications for agricultural products between China and Russia.

A group of authors E.E. Gulyaeva, E.N. Trikoz, Brasil Deilton Ribeiro, Manrique Jorge Isaac
Torres from the Diplomatic Academy of the Russian Ministry of Foreign Affairs, MGIMO Uni-
versity of the Russian Ministry of Foreign Affairs, University of Itatna (UIT), Escuela Inter-
disciplinar de DD.FF. and Universidade Federal Fluminense (UFF) discuss questions about
the balance between bioethics and legal boundaries based on the example of Brazil's recent
Supreme Federal Court decision on embryonic stem cell research.

Theissue concludes with an academic digest created by the Research and Education Center
for Law and Bioethics in the Field of Genomic Research and Application of Genetic Technolo-
gies of Kutafin Moscow State Law University (MSAL).

On behalf of the Board of Editors, | wish you an enriching reading experience and hope
to see you among the authors of ourjournal in the future.

Best regards,
Editor-in-Chief
O.S. Grin’

Lex Genetica. 2024. Volume 3, No. 1.
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KoHKypcocnoco6HocTb 6M06aHKOB

JAnana 0. OcmaHoBa™
YHuepcutet umenu O.E. KytapuHa (MIHOA), Mockea, Poccuiickas @epepauns

AHHOTauusa

C yueTom pas3BuTva BUOMEANLIMHCKMX UCCAEA0BAHWIA 1 NOBbILLIEHWS MHTEpeca K pa3-
JIMYHOMY MCMONb30BaHMI0 BUOMaTePKanoB UenoBeka 0CobbIi MHTEPEC 3aCyXMBaeT
Takoe gaBneHue, Kak 6ruobaHk. B nocnesHee Bpema yBennuMBaeTca KOIMUYeCTBO Ha-
YUHBIX UCCNEA0BAHNIA, MOCBSLIEHHbIX YKA3aHHOK TEMATVIKE; aHaIM3UPYIOTCS pasany-
Hble Kak [Mo6anbHble, Tak U ToUeUHble BOMPOCHI B JaHHOK 06/1aCTI; OAMH W3 HUX CTal

npeamMeToM pacCMOTPEHMS HACcTOsLLEN CTaTbk. ABTOP NOCAeA0BaTeNbHO pacKpbiBaeT
K/OUEBbIE aCNEKTbI, HEOOXOAMMbIE A9 OTBETA Ha TNIaBHbIA BOMNPOC O AOMYCTUMOCTH

npu3HaHng brobaHka HecocToaATENbHbIM (A0XKHUKOM). MpeanoXeHbl pas3ndHble
TOUKM 3PEHNS OTHOCUTENBHO NMPaBOBOV NPUPO/bI B1OBAHKOB, 2 UMEHHO — BOCTPU-
aTMe nocnefHux B KauecTBe 06bekTOB MAM CyObEKTOB Mpasa. AprymeHTMpoBaHa
no3nLMS O HEBO3MOXHOCTI OTOX/AECTBAEHMS B1obaHKa C 06beKTOM NpaBa v Heob-
XOAMMOCT €ro BOCNPUATHS B KauecTse cybbekTa. VccneayeTca acnekT KOppeKTHO

OpraHn3auMoHHO-NPaBOBO GOPMbI, B KOTOPOI A0MKHA CyLLIECTBOBATL Takas opra-
HM3auMs. ABTOp 10Ka3biBaeT BaXKHOCTb yueTa pasinyHbIX acnekToB Npu n3bpaHun

Haanexallein opraHn3auMoHHON GopMbl AEATENBHOCTI, @ UMEHHO: OCTYMHOCTb Mo-
NyyeHns GUHAHCMPOBAHMS U3 TOCYAAPCTBEHHbIX, MyHULMUMNAbHbBIX ¥ UHBIX UCTOYHK-
KOB; BO3MOXHOCTb OCYLWECTBAEHNS TaKVM INLIOM NMPUHOCALLENR A0XOA AeATENBHOCTY;

MEXaHM3Mbl 3alLWTbl MONYYEHHbIX BYOMATEPUANOB, a TaKXKe 0COBeHHOCTeN paboThl

C Takoi buonoruueckomn nHdopmatmen; 060CHOBAHHOCTb KOHTPOAS 32 AedaTeNbHO-
CTbIO TAKOTO INLLA W A0NYCTUMblE HOPMbI NOA0BHOTO Ha130pa, a TakXKe BO3MOXHOCTb
Npu3HaHWg ykasaHHoro cybvekTa 6aHkpoTom. 1o MToram MpoBeAeHHOro unccie-
NOBaHNS (B TOM UMC/Ie 3a CYET aHa/imM3a onbiTa 3apyBexHbIX CTpaH) NpeanoXeHbl

HeKoTopble A0NYCTUMblE OpPraH13aLVOHHO-NPaBOBblE GOPMbI CYLLECTBOBAHWA OUO-
6aHKOB: rocylapCTBEHHblE KOpopaLUnm, Ny6AUYHO-MPaBOBbIE KOMMAHWM, YUpex e-
HMQ, 06LLECTBEHHO None3Hble GOoHAbI 1 Mp. [MoaYepKMBAETCS, UTO OHM AONXKHbI BbITh
CTpPOro HekoMMepyeckoro xapaktepa. OTAeNbHOe BHUMaHWeE yaenseTcs Takoi hop-
Me OpraHmsaLmny, Kak KOHCOPLMYM, MpUobpeTatoLlein 0coboe 3HaYeHne B KOHTEKCTe

nccneayemoro Bonpoca. ApryMeHTVpoBaHa nos3mums o HeaonycTMMOCTH NMPU3HaHKS

TaKMX UL, B KAUeCTBe HeCOCTOSTe bHbIX (BAHKPOTOB) BBMAY CMELUBUKMA KTHOUEBOTO

**Email: doosmanova@msal.ru
Lex Genetica. 2024. Volume 3, No.1.7-32
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Awnana O. OcmaHoBa
KoHkypcocnocobHocTb 6uo6aHkoB

«aAKTNBa» TAKOro y4aCTHNKA — XpaHWANLLa 6|/|0MaTepv|anoa, KOTOPOE HE MOXET ObITb

TpaHCcHOPMMPOBAHO B IEHEXHbIE CPEACTBA, 32 CYET KOTOPLIX BYAYT YA0BNETBOPEHDI
TpeboBaHNa KPeANTOPOB.

KnroueBble cnoBa: 61M06aHK, HECOCTOATENBHOCTb, KOHCOPUNYM, NEPCOHA/IbHbIE AaHHbIE, HEKOMMEpYe-
CKne opraHmsaunm, 3paBooxpaHeHne

Ana umtuposanua: OcmaHosa, [1.0. (2024). KoHkypcocnocobHocTh 6ruobaHkos. Lex Genetica, 3(1), 7-32.
https://doi.org/1017803/lexgen-2024-3-1-7-32
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TMpuHama k ny6aukayuu: 18.02.2024

Competitivity Issues Related to Biobank Activity

Diana 0. Osmanova“’
Kutafin Moscow State Law University (MSAL), Moscow, Russian Federation

Abstract

The recent development of biomedical research and greater attention to the use
of human bio-material has led to an increase in the number of studies devoted
to biobanks. In considering the question of whether a biobank can be subject to in-
solvency, the present article discusses multiple points of view related to the legal
status of biobanks according to which they are perceived either as an object or
subject of law. From an analysis of the various organizational forms of biobank
activity, the author argues that biobanks should be considered as subjects of law.
Here considerations include accessing financial support from government, munic-
ipal, and other sources, the possibility of carrying out income-generating activities,
mechanisms for the protection of obtained bio-material, the monitoring require-
ment related to entities carrying out such activities, and the possibility of recog-
nizing such entities as insolvent. Based on the results of this research (including an
analysis of the experience of foreign countries), the permissible organizational-le-
gal forms that biobanks are instantiated, namely, public corporations, publiclaw
companies, institutions, and public benefit funds. Because of the sensitivities
involved, it is argued that such organizations should be of a non-profit character.
In the light of the research question, special attention is paid to the form of a con-
sortium. Due to the impossibility of liquidating the assets of biobank organizations
in order to meet the claims of creditors, it is argued that such organizations cannot
be declared insolvent.
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BBegeHue

[1paBoBble HAayKW He MOryT CyLlecTBOBaTb
B BakyymMe M Heu3bexHO COMpoBOXAAOTCS
HeobX0AMMOCTbIO B3aWMOAENCTBMA C  pas-
JIMYHBIMU UHBIMKU CDEpPaAMM KM3HW: NOANTHKA,
JKOHOMMKA, MeauLiMHa, obpa3oBaHue u mp.
VX cocyulecTBoBaHMe He Bcerga MmeeT na-
pannenbHoe HamnpasaeHne, Hepeako B Lensx
noBblWeHNns 3GHeKTUBHOCTM U pe3ynbTaTuB-
HOCTW Ka)/oro 13 0603HaueHHbIX Hanpasne-
HWI NOCNeAHUM HEOBXOAMMA rapMOHM3ALNS
1 cumburos. B nocneaHee Bpemsa ocobeHHoe
BHMMaHWEe MpuBAeKaeT B3avMOAeNCTBME Ta-
KMX OoTpacnelt, Kak mpaBoO U MeauuMHa, no-
TOMYy UTO pasBuBaloLLMeECH BUOMEANLMHCKNE
TEXHONOTMN  NpeaonpeaensoT  HeobXxoau-
MOCTb MOCTQHOBKM W peleHns CBSA3aHHbIX
C 3TMM npaBoBbiXx npobnem. MogobHoe aB-
NIETC  eCTeCTBEHHbIM pa3BUTMEM XKU3HM,
YTO  MOATBEPXKAAETCH  MHOTOYMUCAEHHbIMM
npumepammn 13 nuTepaTypbl, KUHO U B LLESIOM
NCKYCCTBA, HEpeaKo AEeMOHCTPUPYHOWEro
«Cpe3» CoUMaNbHbIX HACTPOEHMIA.

Tak, B 1818 . Mapu LLlennn npencrasmna
MUPY CBOM poMaH «PpaHkeHwTeiH, nam Co-
BPEMEHHbIN [TpomeTen», NOCBIWEHHbIA ONK-
CaHMI0 KM3HKU yueHoro BukTopa PpaHkeH-
WwTenHa, KOTOPOMYy YAAN0Ch PACKPbITb CEKPET
3apOXKAEHNS XKU3HW U HAyYUTbCH OXMBAATH
6E3KM3HEHHYI0 MaTepuio, B pesynbraTe yero
OH C03/a/1 UCKYCCTBEHHOMO «4enoBeKa» 13 ya-
cTen Tpynos. B 1869 . BukTop loro B cBoem

npovssefeHnn «4enoBek, KOTOPbI CMeeT-
CS» OMUCbIBA AESATENbHOCTb KOMMPAYMKOCOB
(«CKyMNUWMKOB AeTel»), Ybe OCHOBHOE pemec-
710 3aK/I0YA0Ch B CO3A4aHUN YPOALEB U3 He-
KOrAa 3J0pOBbIX AETEN 3a CYeT NpoBeLeHMs
PA3NYHBIX  MEAUUMHCKUX — MaHUNYyNSUmmn
Had HUMK. KuHokaptnHa Murena CanouHuka
2009r. «[loTpowmnTenn» pacckasbiBaeT 0 MMpe
6yayLlero, B KOTOPOM MOXHO KymnuTb (aaxe
B KpeauT) Nto60oi HeOBXOAMMbI OpraH (BK0-
uasg neyeHb, CepAalle, POroBuLbl rAas v np.),
O[HAKO 3a Heynaaty no AEHEeXHOMY AOAry
nocneaHve byayT n3bsTbl B Nonb3y 6aHka. Co-
BPEMEHHbI MWD OTKPbIBAET Takhe BO3MOX-
HOCTU NS UCCNeAOBaHUS 1 BMelaTenbCTBa
B Ue/0BeYeckoe Teno, BBUAY Yero Habupaet
NonynspHOCTb Takoe ABWXEHWE, Kak buoxa-
KWHF, CpaBHMBatolLlee Teno yenoseka C He-
KOV KOMMbIOTEPHOW MNPOrpammont, KOTOpYH
MOXHO «B3/1OMaTb» 3a CYET UMEIOLLUXCS Tex-
HNYECKMX YCTPOMCTB, KOTOPbIE BHEAPSIOTCA
B OpraHu3m.

Bce 370 1IeMOHCTPUpPYET MHTepec 0b6LLecTBa
K BO3MOXHOCTSM MCMOb30BaHNA COBCTBEH-
HOrO 4YeNoBeYeCcKoro pecypca, roTOBHOCTb
K Aa/IbHENLIEMY pa3BUTUIO COOTBETCTBYOLLE
061aCcTV 1 noavepkuBaeT BaXKHOCTb KOPPEKT-
HOV MPaBOBOI pernameHTaLMmn Nogo6HbIX BO-
npocoB. OAMH 13 HMX NOCTaBAEH Ha U3yYeHne
B pamKax HacTogLen paboTs.

B 2009 1. n3BeCTHbIN XypHan Time B cnucke
«nAen, KOTOpble MEHSIOT MUP MPSAMO Cenyacs
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YMNOMSAHYN 6106aHKK. TO NPOU3OLWI0 BCETO
uepes 3 roja nocie 3anycka maclwTabHoro
npoekta UK Biobank, koTopbiit Ha ceroaHaLu-
HUIN [eHb ABNAETCH UCTOUHUKOM AAHHbIX ThICAY
NONYAALMOHHBIX UCCNEA0BAHNI, KACAIOLLMXCS
3[0pOBbA Jtofen. Pesynbratel WcCaenoBaHus
npeacTaBaaioT coboin mMaclutabHyo 6asy aaH-
HbIX, ABNAIOLMXCA HEOLEHWMbIM PECYpPCOM
ON15 MHOTUX YUEeHbIX M3 PasHbix obnacTei me-
AVILMHbI, KOTOPbIE 3aHMMAIOTCA MOUCKOM 3aKO-
HOMEPHOCTE B LENIX CBOEBPEMEHHOIO O6Ha-
PY>KEHWS HEM3NEUMMBIX B HACTOSLLMIA MOMEHT
6one3Hel, a Takxke pa3paboTKoi NeKapcTBeH-
HbIX MPenaparos, KOTOPbIE CNOCOBHbLI MOMOYb
Takum 6onbHbIM» (Cnacckas, 2020).
UncneHHocTb 61M06aHKOB, paBHO Kak U Ha-
NOMHEHWE UX KONNEKLMIA, pacTeT. B HacToswui
MOMEHT /MAepamn B yKasaHHoW o6aacty
aBAgloTCA cneaytouime 6robarku: Hamilton
Company, Merck KGaA (Sigma-Aldrich Inc),
Thermo Fisher Scientific Inc., Avantor (VWR
International LLC), BioLife Solutions'. C yuetom
HapacTaloWein MacliTabHOCTU YKA3aHHOO SB-
NIEHUS B HAYUHbIX MCCNEA0BAHNAX MELNLIMH-
CKOWM HanpaB/ieHHOCTX OTMEYAIOT MOSBEHNE
HOBOW MEXANCUMNINHAPHON HayKn — 6u1o-
HaHKMPOBAHMA, KOTOpas ABASETCA Heobxoau-
MbIM 1 B2XKHbIM MPEAMETOM MPW MONYUYEHUN
MeanumMHcKoro obpasosanna (Cokonosa, Ka-
MeHckmx, boryTa, baxapesa, DesopoBa, 2022).
YBEMUMBAETCH KOANYECTBO MCCAEA0BAHUN,
NPOBOAMMbIX C UCMONb30BAHUEM COOTBETCTBY-
towert MHdopmaumy. 3To, B CBOKO O4Yepelb,
NPUBENO K MOHUMAHMIO HEOBXOAVMOCTY CH-
cTemaTty3almm crnocoboB XpaHeHus, obpaboT-
KW 1 NpefocTaBierns MHGopMauum o 6uo-
06pasLax v Co3faHmnio efnHbIX PEKOMEH AL
AN15 PEno3uTapues, Yto npeaonpesenmno co-

3[aHne psafa MexAyHapOAHbIX OpraHu3aLui,
3aHMMAIOWLMXCS  MOA0OHON  AeaTeNbHOCTHIO.
Tak, B pamKkax ofHOW w3 Hux (EBponenckuii
KOHCOPLMYM MO MUCCNefOBaTENbCKUM MHOPpa-
cTpykTypam (BBMRI-ERIC)) 6bina co3aaHa
oblieeBponelickas 6asa faHHbIX, KOTOpas Mno-
3BO/ISIET OCYLLECTBASTL MOWCK BLoMaTepranos
B 6robaHkax EBponbl Mo 3aaHHbIM XapakTe-
pUCTMKam B pexxnme oHnaiH (TpybuHa, 2020).

B npaBoBOM CMbIiCIe 3TO O3HaYaeT BO3-
pacTaHve KOAMYecTBa BOMPOCOB, CBA32aHHbIX
C [esTenbHOCTbI0 6106aHKoB, Tpebytouinx
lopuanyeckon KBanudukaumm u  paspetle-
HMa. OLHUM M3 3aCNYXKMBAKOWLMX BHUMAHNS,
No MHEHWIO aBTOPa, ABASETCH A0MNYCTUMOCTb
NpU3HaHWS TakuWx OpraHu3auuin HecocTos-
Te/bHbIMK (BaHKpOTaMm) C yyeTom creundu-
KM UX 0eSTeNbHOCTU M BO3MOXHbIX MOCNea-
CTBWI HENNATEXECMNOCOOHOCTML.

CNOXHOCTb  M3yYeHUs YyKa3aHHOW Tembl
Bbl3BaHa OTCYTCTBMEM [JO/XKHOW MPaBOBOW
pernameHTalmMm yKasaHHon 06aacT, MHoro-
obpasmem HayuHblX MO3ULUMIA MO KKUEBbIM
Bonpocam (0T NPaBOBOro pexmnma uam craTy-
ca 61M0BaHKOB, MOCKOALKY A0 CUX MOP OTCYT-
CTBYeT onpeseneHHOCTb B YaCTW BOCMPUATIS
MX B KauecTe CybbekTOB UM 06BEKTOB Mpa-
Ba, 40 0cobeHHOCTel GYHKLUMOHMPOBaHMS,
dUMHAHCKMPOBaHUS, K/KOYEBOW [eaTebHOCTM
W Np.), HEOAHO3HAYHOCTbIO 3apybexKHOro
OnbiTa U GakTUUYECKUM OTCYTCTBUEM CyAeOHO
NpakTuKK. Tem He MeHee NoaobHbIe acneKTs
He LLO/KHbI CTaTb NPEenSTCTBMEM K UCCAe0Ba-
HVIO CTO/b BaXKHOW TEMBI.

BuobaHk: 06beKT unmn cy6bekT npaea?
MpyvHUMNMANBHBIM — SBASETCA  BOMPOC
06 onpeaeneHnmn CyLHOCTU KaTeropum «omo-

T AHAAU3 pazmepa U A0AU pbIHKA BUOBAHKUH2A — MeHOeHUUY pocma U npozHo3bl (2024—2029 22.). Pexxinm gocTyna:
https://www.mordorintelligence.com/ru/industry-reports/global-biobank-market
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6aHK», MNOCKOAbKY C YYeTOM aHain3a Hopma-
TUBHOMO MaTepyana, a TakKe JOKTPUHAIbHbIX
no3nuuii 0bHapyxnBaeTca Bocnpuatie 6uo-
6aHKa 1 Kak 06bekTa Npasa, 1 Kak cyobekTa.

B PacnopsxeHun [pasutensctea PO
OT 2812.2012 Ne 2580-p «O6 yTBEPXAEHNM
CTpatern passuTha MEAWNLMHCKON HayKu
B Poccuiickon @eaepaunm Ha nepunoa Ao 2025
rofa» OTMeYeHa HeobXOoAMMOCTb CO3[aHN]
610baHKOB 6e3 KOHKPETM3ALLMM NPeaNoXeH-
HOrO MOHATUS. VmeeTcs obluee ykasaHue
Ha HEobXOAMMOCTb CHANAHCUPOBAHMS  UH-
TeNNeKTYyaNbHOro NMoTeHLMaNa U pecypcHoro
obecrneyeHmns MeanLMHCKON HayKu.

B cuny u. 2 c1. 37 MesepansHoro 3akoHa
0T 23.06.2016 N°180-P3 «O 6MoMeANLIMHCKIX
KNETOUHbIX NMPOAYKTax» 61ON0rMUYECKUA Ma-
Tepuan, KNeTku AN NPUrOTOBAEHNS KNeTou-
HbIX WHWIA, KNETOUHbIE NMHUW, NpeaHa3Ha-
UEHHbIE 18 NPOW3BOACTBA BUOMEANLIMHCKIX
KNETOYHbIX MPOAYKTOB, BUOMEANLIMHCKME
KNETOUYHBIE MPOAYKTbl AOMXHbBI  XPaAHWUTLCS
B YCI0BUAX 6M0BaHKOB, 06ecneunBatoLLmnx
COXpaHeHWe Ux BMONOTUYECKMX CBOWCTB
Y NpesoTBPaLLAOWNX UX MHGULMPOBaHME
V1 3arpa3HeHne.

[Nprkaszom MuH3gpasa Poccun 0120.10.2017
No 842H ycTaHOB/EeHbl TpeboBaHUs K opra-
HM3aUMW K JedaTenbHocT 6uobaHkos® (aa-
nee no TekcTy — TpebosaHma Kk 6robaHkam).
B cuny n. 1 HasBaHHbIX TpeboBaHuii K 6G1o-
6aHKam nocneaHue onpeaensoT nopaaok
XpaHEeHUs B HIX B1OI0rMYECKOro MaTepuana,
KAETOK A719 NPUTOTOBEHNA KNETOUHbIX TIMHUI
1 Npoumx buonornyecknx o6bekTos. B creay-

Diana O. Osmanova
Competitivity Issues Related to Biobank Activity

IOLWEM MYHKTE YKa3aHo, YTo BruobaHKn opra-
HU3ylOTCS CcybbekTamy obpalleHus brome-
AVLVHCKMX KNETOYHBIX MPOAYKTOB, KOTOpbIE
LOMKHbI 0becneunTb B BMobaHKax ycnosus
XpaHeHUs Buonornuecknx obbekToB U GUo-
MEANLMHCKMX KNETOUHBIX MPOAYKTOB (M. 3 Ha-
3BaHHbIX TpeboBaHUit K GrobaHkKam).

Tem cambiM B COBOKYMHOCTW MPeIOKeH-
Hble JOKYMEHTbI, Ha MepBblil B3M1a4, pasrpa-
HUYMBAIOT ABE KaTeropuu: 06bekT, K KOTopo-
My OTHOCSAT 6M0BaHK, U CybbeKkT — cybbekT
0bpalleHns  BUOMEANLMHCKAX  KIETOUHbIX
NpO/YKTOB.

C  y4yeToM MpemsioKeHHbIX  MONOXEHUI
M. VimekoBa (2020) M psa WMHbIX aBTO-
pOB, TOMAKYS WX OyKBajbHO, YKa3blBaIOT,
4TO NoA BUOBAHKAMMU NMPUHSATO NMOHUMATb Xpa-
HUAMLLA BMOAOMMUECKOTO MaTepuana. AHano-
rMyHas MNo3uuMa yCMaTpyBaeTCs B HayuHbIX
pabotax A.A. Moxosa (2018) (KoTopbiit yKkasbl-
BaeT, uTo B 06LLIEM BUAE BUOBAHK — 3TO XpaHu-
JNLWLE Pas3nuHbIX BUoNorMyYecknx 06pasLos
1 matepuanos), AW. banawosoin (2023) (06-
paLLAIOLLEN BHUMAHME, UTO K/KUEBOE COAep-
XaHne 61MobaHKOB COCTABAAET COBOKYMHOCTb
XPaAHUMbIX B HEM BMONOTUYECKIX MATEPUATIOB),
KO/INIEKTMBA ABTOPOB, YKA3bIBAOLLMX, UTO CyThb
610baHKa — 3TO HE NPOCTO XpaHEHWE, HO U ae-
Ta/IbHOE OMUCAHNE TEHOMHBbIX CBEAEHUIA 0 B1O-
matepuanax) (CapmaHaes u ap., 2019), u np.

MHbIMK cnoBamu, noAobHbIA B3rnaa Mo-
JEPXNBAETCA HayuHbiM coobuiecTsom. Op-
HaKo, HECMOTPS Ha €ro pasymHoCTb 4 6e3-
YC/IOBHYIO  HOPMATUBHYK 0BOCHOBAHHOCTS,
N0 MHEHWIO aBTOPa, HE COBCEM CMPaBEeAINBO

> PedepanbHbili 3akoH om 23.06.2016 N0 180-D3 «O GUoMedUUUHCKUX KACMOUHBIX npodykmax». Pexum gocTyna:

https://base.garant.ru/71427992/

* [puxas Munzdpaea Poccuu om 20.10.2017 No 842H «O6 ymeepxdeHuu mMpeboeaHuli K 0peaHu3auuu
u deamerpHocmu GUOBAHKOB U NPABUA XPAHEHUS OUOAOUUECKOZ0 MAMEPUANd, KAeMOK 0A9 NpU20mosAeHus
KAGMOUHBIX AUHUL, KAMOUHBIX AUHUG, NPeOHA3HAYEHHBIX OAS NpouU3800CMea BUOMeOUUYUHCKUX KACMOUHbIX
1podyKmos, 6UOMeOUUUHCKUX KAeMOUHbIX npodykmoey. Pexmm gocTtyna: https://base garant ru/71911706/
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OTOX/AECTBAATL KaTeroputo «6nobaHk» ¢ 06b-
ekTamu rpaxgarckux npas. C yyetom cu-
CTEMHOTO TONKOBAHUS PAHEE MPEeAIOKEHHbIX
TpeboBaHuin K 6uobaHkam obBHapyxuBaeT-
Cs BO/ILHOE MCMO/b30BAHWE TEPMUHOIOMMM
B pamkax aHanM3Mpyemoro akTa, B CBA3W
C Uem ero noaoxexns (B LeSX onpeaeneHns
CYLHOCTY) CAeyeT OLEHNBATb CKENTUUECKH.

Hanpumep, HecMoTps Ha paHee npeaso-
KEHHbIE NePBOHAYANbHbIE MYHKTbl YKa3aHHbIX
TpeboBaHuit, nanee B pamkax pasgena lll yka-
3aHO «nepcoHan bruobaHkos». Easa nm gony-
CTYMa MbIC/Ib O TOM, YTO y 06beKTa rpaxaaH-
CKMX MPaB MOXET OblTb NEPCOHAN; OUEBUAHO,
NOA06HbIN TEPMUH MPUMEHNUM TONbKO K CyOb-
ekTam (B YaCTHOCTY, OPUAMYECKAM NNLAM).
B 10 e Bpems nanee B n. 7 pasgena lll ykasa-
HO, UTO A5 COBMAEHNE YKa3aAHHbIX TPe6OBa-
HWI1 NepcoHan cybbvekTa obpalleHns brome-
AWMUMHCKOTO KETOYHOro MpoaykTa AO/XKeH
BK/KOYATb PabOTHMKOB, OTBEYAIOWMX Onpe-
LENEHHbIM KPUTEPUAM, YKa3aHHbIM Janee
no TekcTy. B M. 8 ykaszaHo, uTo pyKOBOAMUTEb
cybbekTa obpatleHus 6UoMeaNLIMHCKIX Kae-
TOYHbIX NPOAYKTOB YTBEPXAAET MAaH-rpaduK
NpOBeAEHNS NEPBUYHOWM U NoCheayrouLen
NOArOTOBOK NepcoHana brobaHka.

M nopobHble pasHOUTEHUS BCTpeUatoTcs
No BCEMy TEKCTYy aHanMsupyembix Tpe6osa-
HUI K BruobaHkam: Hanpumep, NyHkT 11 (aa-
MWUHWUCTPATUBHO-ObITOBbIE MOMELLEHNS GU1O-
6aHKOB..); MYyHKT 21 (PEMOHT, TeXHUUeckoe
obcnyxnBaHne, nosepka v (Man) Kanmbpos-
Ka obopyaoBaHWa B BMobaHKax..); NyHKT 23
(nepcoHan 6robaHKos..) 1 np. laxe B npeam-

-

6yne NOKyMeHTa yKa3aHo, YTO KOMMEHTUpYe-
Mble TpeboBaHUs OnpeaensoT opraHu3aLnio
1 AesTenbHOCTb G1OBAHKOB.

Takunm 06pa3om, BbIBO, 0 TOM, UTO 61M0BAHK
ABAseTCs 06BEKTOM TrpaxAaHCKoro npaga,
Ha OCHOBe OyKBa/IbHOTO MPOUTEHMS MOI0Xe-
HUI TpeboBaHW K BUOBAHKAM KaXeTcs He-
CKONbKO NOCMEWHbIM.

CnpaBeAAnBOCTM paan CTOMT OTMETUTH,
uTO, HamMpuUMep, B paHee ykasaHHoW paboTe
AW. banawoBon wumeetcs pasnen, noces-
WEeHHbIA aHanm3y 6uobaHka Kak cybbekTa
rpaxnaaHckoro npasa (banawoBa, 2023). As-
TOp NpuBOAMUT B KayecTBe npumepa [lpukas
Mwunzgpasa P® ot 25.07.2003 Ne 325 «O pas-
BUTUM KNETOYHBbIX TexHonorum B Poccui-
ckon Pepepaunm», KOTOPbIM YTBEPXKAEHO
[MonoxeHne o baHke CTBONOBbIX KNETOK My-
NOBWHHOW/NAQUEHTAPHON KPOBM 4enoBeka
(nanee no Tekcty — MNonoxerune)*. B n. 11 Mo-
NOXEHNS 3aKPenNeHo, UTo 6GaHK CTBO/OBbIX
KNeToK MymnoBUHHOWK/MNALEHTAPHON KPOBY
yenoseka (baHk CK) cospaeTtcs no cornaco-
BaHMiO ¢ MuH3gpaBom Poccun Ha 6ase Ha-
yUyHOW MM 06pasoBaTebHON MeANLMHCKON
opraHvsaunm 1 gBASETCA ee CTPYKTYPHbIM
noapasfeneHvem. B ceoein aestenbHoOCTU Ta-
ko baHk CK pykoBoacTByeTcs YCTaBOM Ha-
yUyHOW MM 06pasoBaTebHON MeANLMHCKON
opraHvsauum v CooTBeTCTByOWMM [lonoxe-
Huem; pykoBoanTens banka CK HasHavaeTcs
Ha JOMKHOCTb U 0CBOGOXAAETCS OT AO/XKHO-
CTU PYKOBOAMUTENEM Hay4YHOW MK 0bpa3oBa-
Te/bHOW MeAMUMHCKON opraHm3aumm (n. 1.2,
1.3 MNonoxeHns).

Mpukaz Munzdpaea Poccuu om 25072003 N 325 «O pazeumuiu KAemouHbix mexHoro2uli & Poccutickoli

®edepayuu» (emecme ¢ «VHcmpyKkuuell no 3a2omoeke NynoBUHHOU/NAGUeHMApHOU Kposu 0Ad  HAY4HO-
UCCA08AMENBCKUX pabomy, «VIHCmMpyKyUel no ebideeHuro U XpaHeHU KOHUEHMPAama cimeoosbix KAemox
NYNoBUHHOL/NAGUEHMAPHOU  Kposu Ueroseka», «[TorokeHUeM 0 BaHke cmeo08bix KAemok nynosuHHol/
nAGUueHMapHoli Kposu yeroseka) (3apezucmpuposaro 8 MuHwocme PP 01.08.2003 N0 4939). Pexxkum goctyna:
https://www.consultant.ru/document/cons_doc_LAW 43679/
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Tem cambim pakTnyeckn baHk CK Bocnpu-
HUMaeTcs B KayecTBe duavana mMeanumH-
cKoii 1AM obpa3oBaTeNbHON OpraHusauum,
npu KOTOpOW co3pnaeTcs (B KOHTEKCTE CMbIC-
Na, oTpaxeHHoro B cT. 55 K P®). Mpwn Ta-
Kom BocnpuaTumn barnka CK npeanoxeHHbIR
AW. BanawoBon npumep 9BASETCH HEKOp-
PEKTHbIM, MOCKONbKY GUANANbI HE SBASIOTCS
CaMOCTOSATENbHBIMU IOPUANUECKUMUI TNLLAMN,
a 3HaumnT, n cybbekTamm npasa (cT. 55 MK PD).
OpHako Aanee aBTop B CBoell paboTe npo-
NO/MKAeT yKasaHHOe pasMblliieHne, npep-
naras BblBOJ O AOMYCTUMOCTW BOCMPUATMA
6106aHKOB B KayeCTBe IOPUANYECKOTO ML,
npuyem Kak KOMMEPYECKOro, Tak U HeKoM-
MEPYECKOro.

Bocnpuatne 6rnobarka B KauecTse opuan-
4ecKoro AMla OTpaxeHo B Hay4yHOW paboTe
M.H. ManeunHoii, KoTopas 0TMEeUaeT, yTo buo-
6aHKOM ABNSETCS KOMMepUeckas Uin HeKoM-
MepyecKkas opraHusauns, npogeccroHanbHo
3aHMMalollancs  c60pom, TecTMpoBaHUEM,
06paboTKO, XpaHeHuem 6romaTepuanos
uenoBeka  Ux dukcaumern B 6ase AaHHbIX,
a Takxke B HEeKOTOPbIX CyYasx AOMNOAHUTENb-
HO — Hay4HbIMW uWccnesoBaHuamu u (Man)
npenocTaBieHvemM 6uomatepvana  usnde-
CKMM W IOPUANYECKMM AnLAaM Npu onpeje-
JIEHHbIX YCNIOBUSX 3a MAaTy uan 6e3sos3mess-
HO. DYHKUWKM BUOBAHKA MOXET BbIMOAHATH
CTPYKTYpHOE noApasfeneHne meanunmHCKon
opranmsaunn (ManenHa, 2021). Ha HeoaHo-
3HAYHOCTb NPUPOAbI 1 BO3MOXHOCTb 1IBOSKO-
ro BOCMpUATMS BMOBAHKOB Takxe obpallaoT
BHumaHune E.C. Kprokosa v B.[. PysaHoea
(2020). ABTOp HacToAllel paboTbl TakXKe No-
NepXMBaeT nae HeobXoAMMOCTU BOCTPUS-
T 6robaHka B KauecTse CybbekTa npasa.

CneflyeT OroBOpUTHLCS, UTO B 3apybexHbIX
WCTOYHMKAX TakxXe BCTPEYarTCs pasHouTe-
HWA 1O BOMPOCY BOCMPUATUA 6GUOBAHKOB,
a IMEHHO HeonpeaeNeHHOCTb OTHOCUTEIbHO
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TOro, CeAyeT M UX BOCMPUHUMATb B KauecTBe
06BEKTOB MM CYOBLEKTOB.

Tak, Kinkorova (2016) otmeuaeT, uto B 2009 T.
Times npu onucaHun 6GKMOBAHKOB YyKaszan,
UTO 3TO XpaHuaulle Ans 06pasloB TKaHew,
onyxonesbix knetok, AHK 1 npounx 6ronoru-
UeCKMX MaTepuasnos, KOTOpble MOFYT UCMONb-
30BaThCs ANS UCCNEA0BAHMS HOBbLIX METOLOB
neveHns 3aboneBaHus. HekoTopble coBpe-
MEHHbIE KPYMHble MeXAyHapo/aHble cooblie-
CTBa, KaK yKa3blBAeT aBTOP, TakKe CXOAATCS
BO MHEHWM, YTO BUOBAHK — 3TO COBOKYMHOCTb
BuonorMyeckoro matepmana M CBA3aHHbIX
C HWM JaHHbIX M UHPOPMALMM, XPaAHALLMNX-
Cs B OpraHu3oBaHHo cucteme. [pyrune xe
(Hanpumep, ISBER), HanpoTuB, yKa3sblBatoT,
uTo 6KobaHK — 3TO OpraHMsauus, koTopas
noayyaeT, XxpaHuT, obpabaTbiBaeT W/uan pac
npocTpaHsaeT obpaslbl MO Mepe Heobxoaw-
mocTu. TpeTbmn (Hanpumep, JRC) HacTamBatorT,
UTO BUOGAHKM — 3TO OPraHWU30BaHHbIE KONIEK-
WK, cocTosiL e U3 Bronornyecknx 0b6pasios
11 CBA3AHHbIX C HUMM IaHHbIX, UMetoLL e 6OMb-
Woe 3HaueHwue 419 NCCaeloBaHNA.

Lpyroi KonnekTUB MHOCTPaHHbIX aBTOPOB
aprymMeHTUpPyeT No3nLMI0 O TOM, UTO B1MOBaHK—
5T0 60/blIME KONNEKLMN BUONOTNYECKNX Ma-
TepManoB, CBA3AHHbIX C COOTBETCTBYHOLLEN
JMYHON U MELANLMHCKOW MHPOpMaLMen, Ko-
Topas MOXeT BK/oUaTb B cebq MeAnLMHCKMe
3aMncKu, CemMenHblil aHamHes, 06pas XK3HW
1 reHeTUYeckyto MHGOpMaLLMIo, KOTOpble Xpa-
HATCS NPEeUMyLLeCTBEHHO AN9 WCMNO/b30Ba-
HMS B MEAWNLMHCKMX UCCefoBaHmax. B cBoto
oyepesb, 6MOBAHKMHT — 3TO NpoLecc Npuob-
pETEeHNS W XpaHeHWs! COOTBETCTBYIOWLEN WH-
bopmaunn Hapaay ¢ VHbIMUA BUAAMU esTeNb-
HOCTM, CBA3AHHbIMK CO COOPOM, MOATOTOBKOM,
COXpaHeHWeM W TecTUPOBAHMEM, aHaNN3OM
1 nepefayent onpefeneHHbIX pe3ynbTaToB
Takoro aHanmsa B1onoruiecknx mMaTepmanos
(Annaratone et al., 2021).
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MoaobHOEe CMelleHe MOXET BbiTb 06HapY-
KEHO U B HOPMATMBHbIX aKTax MHOCTPaHHbIX
rocyAapcTs. Hanpumep, B O4HON 13 HAYUHbIX
paboT, MOCBALLEHHbIX CTAHOBNEHWUIO 3aKO-
HOAATENbHOMO  PEryanpoBaHng 61MobaHKoB
B VITanuu, npuseaeHbl MpuMepbl MepBUUHbIX
pEKOMEHAATENbHbIX  [AOKYMEHTOB, OTHOCSH-
WMXCH K JaHHOW obnacTu. B 2003 1. MTa-
NIbAHCKMM  OBLLECTBOM TFEHETUKM uenoBeka
ObIAY BbIMYLLEHBI PYKOBOAALLME MPUHLIMMbI,
COMNacHo KOTOpbIM BMOBGAHKM ONpesenanmncy
Kak HeKOMMepUecKkue CepBuCHble Mnoapas-
JeneHnsa, cosfgarHbie ang cbopa u xpaHeHus
6MONOrMUECcKOro MaTepuana, UCrnoib3yemoro
N9 TEHETUYECKOM AMarHoCTUKM 1 npoBe-
JEHNA Pas3WUHbIX HayUYHbIX MCCAEA0BaAHUNA.
A B 2006 1. HauoHaNbHbIA KOMUTET MO BUO-
6e30MacHOCTK, BUOTEXHONOTUAM U HayKam
0 >KWM3HW PaCKpbia AaHHbI TEpMUH B PykoBOA-
CTBE MO CO3AaHMI0 U cepTudnkalmum brnobaH-
KOB Kak KOMNEKLMM YeNoBeUecknx obpasLos,
KOTOpble MOryT 6biTb CBA3aHbl C reHeasnoru-
UECKUMWU U MEAULIMHCKUMUA  JAHHBIMK  JH0-
[ew, U3 KoTopbix 6bian nssnedeHsl (Calzolari,
Napolitano, Bravo, 2013).

Takum 06pasoMm, B 3apyBexkHbIX UCTOUYHM-
Kax TakxKe 0bHapyXMBatoTCH HEOAHO3HAUHbIE
TOUKM 3PEHWUA OTHOCWUTENbHO KOPPEKTHOrO
BOCMPUATUS aHANN3UPYEMOTO ABNEHWA, BBU-
[y 3TOro Hepeako obHapyxuBaeTcad 060CHO-
BaHWE KOPPEKTHOCTM  MPOTUBOMONOXKHbIX
B3M/9/0B.

Mpeanonaraetcs, uTo HEKOTOPOe CMelle-
HWe MO YacTu onpeaeneHus npupoabl 6uo-
6aHKOB BbI3BaHO OCOBEHHOCTAMM UX [des-
TENbHOCTM, a TakXe TepMUHONOTUYECKMM
HECOBEPLIEHCTBOM.

[encTBUTENbHO,  K/IOUEBbIM — aTPUBYTOM,
onpeaengiowmm  crneunduky COOTBETCTBY-
oLWMX  Cy6bEKTOB, ABAAETCS  OCyLlecTBAe-
HME MOCNEAHUMWU ONpefeNeHHbIX AeACTBUN,
a VMeHHO: cbop, XpaHeHne bruomaTepuasnos;
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aHann3 1 06paboTka COOTBETCTBYIOWMNX AaH-
HbIX; MCMOMb30BAHME YKa3aHHbIX JaHHbIX
N9 TIPOBEAEHUS PA3IUYHBIX MEANLMHCKNX
ncenenoBaHmii n np. Kak ykasblBatoT Ha 3TOT
cueT ynomsaHyTbele E.C. Kptokosa 1 B.[l. Py3a-
HoBa (2020), 6MOBaHKM MO3BONAIOT MPOBO-
ANTb  KPYMHOMAcLITabHble MOonynsunMoHHbIe
NCCNEN0BAHNSA, OCYLLECTBAATL MOUCK HOBbIX
6ruomapKkepoB, MoCKoabky o06pastbl 61ono-
TMYECKMX MaTepuanoB YenoBeKa ABASIOTCH
HEOTbEMIEMON YaCTblo  GYHAAMEHTAbHbIX
pa3paboToK 1 KKYEBLIM KOMMOHEHTOM BCEX
NporpamMM MO CO3AQHUI0  NIEKAPCTBEHHbIX
npenapatos. C 3TOM LENbI0 CO34aeTCs COOoT-
BeTcTByloWas 6a3a AarHbXx AW MHGopMa-
LIMOHHbI peecTp), KoTopas COAEPXUT BCHO
HE0OXOANMYI0 MHOOPMALLMIO, OLHAKO Ha 3TOM
KaTeropus «6MobaHKk» He UCYEpPMbIBAET CBOE
coaepxaHue.

CTpykTypa 6robaHka LWrpe, yem UHGopma-
LMOHHaa 6a3a, KOoTopas CoAepXUT Heobxoan-
Myto MHbopmaumio. OHa Takxe HensbexHo
BK/IOYAEeT B ceba HeobXoauMmoe ang npose-
JEHUS BCEX OMUCAHHBIX MAHWUMYAALWIA 060py-
[OBaHue; 0693aTeIbHOE HANMUME KOMMNETEHT-
HOrO MepcoHana, cnocobHoro obpabatbiBaTh
NOMYYEHHYIO MHGOPMALMIO 1 KOPPEKTHO
3aHOCUTDL ee B 6asy; ONpefeneHHyo opraHu-
3aUVOHHYIO CTPYKTYPY A9 YNpaBeHns aes-
TENIbHOCTbI0 COOTBETCTBYIOWIEN OpraHu3aLmnm,
B TOM YWC/IE B LEASX BO3MOXHOCTY 3aK/oue-
HUS TPaX/AAHCKO-TPABOBbIX CAENOK, NOjyYe-
HUS HEOBXOAMMOTO GUHAHCUPOBAHUS U M.

Mpw aTom Ans 6uobaHka Kak Gonee mac-
WTabHOM CUCTEMBI (@ UMEHHO — OopraHu3a-
LWM) XapakTepHo 0643aTebHoe  Haauuue
MHOOPMALMOHHON 6a3bl O NPeacTaBAEHHbIX
6uomatepuanax (Kotopas MOXeT VMeTb Of-
HOVMEHHOE Ha3BaHWe, YTO aBTOPOM HACTOS-
wen paboTbl HE NPUBETCTBYETCS, MOCKO/bKY
CO3/aET HEHYXXHYIO MyTaHWLYy B BOCMPUATAK),
BK/IIOYAIOLLEN B CeOs Kak cam BUONOTUYECKUIA



matepuan, Tak U MHPOPMALMOHHYIO COCTaB-
NS0OWYI0 (TO eCcTb pesynsrathl 06paboTky Ta-
KOro Matepvana).

Ha Takom BOCMpuATMM HaCTamBaeT paf
VHbIX aBTOPOB, OTMEeYalLIMx, uTo BMobaHK
Kak cybbekT npaea npeacrasager cobon
CMNeunann3MpoBaHHyio opraHusaumnio anbo
crneunan3anpoBaHHoe noapaseneHme  me-
AVLMHCKOW, HayYHO-WUCCNEeN0BATENLCKOM,
06pa3oBaTe/ibHON  OpraHn3aumn, OCHOBHbI-
MW HaNpaBAeHWUAMU AeATeNbHOCTU KOTOPOW
BbicTynatoT cbop, obpaboTka W XpaHeHue
06pasLoB 6MONOTUYECKNX MaTEPUATIOB W CBA-
3aHHOW C HMMK MHPOpMaUMK, a Takxe npe-
JOCTaBNEHNE AaHHbIX 0OLEKTOB A UCMO/b-
30BaHNA B TeX LENX, 419 KOTOPbIX TAKOBblE
611 npegocTaBneHbl (Kocnakmu, 2020).

Mcnonbsyst ans 060CHOBAHWA  MO3MLAK
0 HeJOoMyCTUMOCTM OTOXAECTBAEHNS BUOOAH-
Ka C 0OBLEKTOM paX[aHCKoro npasa anaro-
rMyeckoe KOCBEHHOEe [0Ka3aTeNbCTBO, Clie-
[YeT CPaBHNUTL BUOBAHK C TAKMMU 0BBEKTAMMY,
Kak, Hanpumep, bonbluve gaHHble, uan 6asa
JaHHbIX, MOCKO/IbKY B TOM C/lyyae, ecin Ucxo-
ANTb U3 MOHUMaHKS TOro, YTo BUOBAHK — 3TO
/Wb KOANEKUMA OnpeaeneHHon nHopma-
LMV MEAMLIMHCKOrO XxapakTepa, npupoga no-
cnefHero CoNNXKAETCa MEHHO C yKa3aHHbIMM
KaTeropusiMu.

Bonblimne faHHbIe — 3TO CTPYKTYpUpPOBaAH-
Hble U HECTPYKTYPUPOBAHHbIE MACCUBbI AAH-
HbIX BOMLWOro 06bema; NofobHble AaHHbIE
06pabatbiBalOTCA NPU NOMOLLM CELMaTbHbIX
ABTOMATU3MPOBAHHBIX UHCTPYMEHTOB, YTO-
Obl  MCMO/b30BaTL /19 CTATUCTUKM, aHann-
3a, NPOrHO30B W NPUHATUA pelleHns. B cuny
n. 31.2 «FOCT P MCO/M3K 20546-2021. Ha-
UMOHaNbHbIA cTaHaapT Poccuiickon ®enepa-
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unn. ViHbopMaunoHHble TexHonoruu. bonb-
wue AaHHble. O630p M cnoBapb» bonblive
JaHHble — 3T0 60/bLWOV MACCKUB AaHHbIX, OT-
JIMYAOLLMIACS, TaBHbBIM 06pPa30oM, TakUMK Xa-
pakTepUCTMKaMK, Kak 06bem, pasHoobpasue,
CKOPOCTb 06paboTKM W/MAKM BapPUATUBHOCTb,
KOTOpble TpebytoT MCNOoNb30BaHUs TEXHOMO-
T MacliTabupoBaHWa Ang 3GGEeKTUBHOMo
XpaHeHns, 06paboTku, ynpaBaeHus W aHa-
nmsa’. B atom xe HaumoHanbHOM cTaHaapTe
YKa3aHo, uTo onepupoBaHue 6obWNMI AaH-
HbIMW — 3TO AeATeNIbHOCTb N0 GOPMUPOBAHNIO
(reHepauuv), KOMMAEKTOBaHWIO, MNepejadve,
ynpaBaeHnio, npeaBapuTenbHoin  obpabot-
Ke, npeobpasoBaHuio, 06paboTke, aHanu3y,
npeacTaBneHuio (BU3yanusaumm), xpaHeHuto,
YAQNEHWMIO U UHBIM AEACTBUAM C BONbLINMM
JNaHHBIMU C Lefblo nosydeHus Tpebyemoro
pesynbrata (1. 3.2).

Tem cambiM [OMYCTUMO Pe3toMKUpOBaTh,
UTO 370 60/IbLINE 0OBEMBI MHDOPMALLMK, KOTO-
pas 06pabaTblBAETCS C MOMOLLbIO Creunab-
HbIX anroputmos (BolHukanuc, 2020). Mpwu
3TOM NPOLECC Takol 06paboTKM HOCKUT UCKTHO-
UNTENIbHO TEXHUYECKMIA XapakTep: Ha OCHOBE
pa3paboTaHHbIX CUCTEM, MPOTPaAMM U WHbIX
MEeTOAMK OCYLIEeCTBAAETCS aHann3 MoayyeH-
HOW MHGOPMaLMK C LENblo BbISBNEHUS He-
06X0AMMbIX BbIBOAOB, KOTOpblE MOTYT 6biTh
NPUMEHEHbI B Pa3/MUHbIX Ccdepax XW3HN.
YKa3aHHbI AOBOA TakKe NMOATBEPXKAAETCA CY-
WECTBYOLMMI Knaccubmkaumsmm 6onbLumx
[laHHbIX. B 4acTHOCTH, BbIAENSIOTCS NPOMBbILL-
NleHHble 6O/blUME AaHHbIE, KOTOpble CO3Aa-
t0TCa 6e3 HenocpeACTBEHHOrO yuacTus Yeno-
Beka, v 6oblUMe Nob30BaTebCKIE AAHHbIE,
CO3/2BaeMble N0AbMM B MPOLECCE MCMOMb30-
BaHMS PasNMUHbIX NPUNOXEHNI 1 CEPBMCOB

sTOCT P MMICO/M3K 20546-2021. VHpopMayuoHHble mexHoAo2uu. boabuiue darHble. O630p U cA08apb. Pexxm

LOCTyna: https://base.garant.ru/402642212/
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ceTn MHTepHeT (To ecTb cayvaiiHo, 6e3 aei-
CTBUTENBHONM BOAM K Takomy co3zpaHuto) (Ca-
Benbes, 2018).

OfHako ¢ yyeToM MpoBeAeHHOro aHanmsa
CyulHoCcTV 6robaHKka An9 NOCAeAHEro Heao-
CTaTOYHO camoro ¢dakTa cbopa U XpaHeHus
nHdopmaumu. Takxe B cuay cneundukn no-
JIYYEHHOr0 MaTepuana He BCerfa BO3MOX-
HO co3faHve MexaHW3WpPOBaHHbIX CPeACTB
1 cnocoboB ero 0b6paboTku, uTo Npegonpe-
nendget  HeobxoAMMOCTb  Hanuuma  mnepco-
Hana, KBanMdukaumss KOTOpPOro mno3sonseTr
OCYLLECTBAATb HEOOXOAMMbIE MAHUMYAFLNN.
B ntobom cnyuae cbop matepuana He MOXeT
HOCUTb CNyYyaliHOrO XapakTepa: AMUOo, KOTO-
poe nepefnaeT CBOW Guomatepuan, B 0693a-
TeAbHOM MOpsiAKe NpefocTaBaseT MHGOpMU-
poBaHwe cornacue (UTo Takxe HexapakTepHo,
Hanpumep, AAs NOAb30BaTeNbCKMX BOAbLINX
NaHHbIX). LleHHOoCTb nonyyeHHon MHdOopMa-
LMK 3aK/ouaeTca He B GakTe obnafaHus e
NAn 06paboTKM CO CTOPOHbI CMeLManncTos,
a B ¢dakTe nocneaytollero WCnoab3oBaHms
B paMKax MeANLMHCKUX NCCNefOoBaHNA.

Takum 06pasom, anropuTM AENCTBUI HE NC
uepnbiBaeTca pakTom 06paboTKM C MOMOLLLbIO
onpefeneHHbIX pecypcoB 1 aHannM3om nosy-
YeHHbIX Pe3yNbTaToB, YTO MCKOUAET BO3MOX-
HOCTb OTOXAECTBAEHUS BOMbLWMNX AaHHbIX
1 briobaHka.

B cnyuae obpaliieHus K aHanunsy cooTHolle-
HMA 61M06AHKOB 1 6A3bl JAHHbIX HEOOXOANMO
OTMETUTH Ceaytollee. B cuny n. 2 ¢T. 1260 'K
P® 6a30i1 AaHHbIX 9BASETCA NpeACcTaBaeHHas
B 06BLEKTUBHOW HOpPME COBOKYMHOCTb CaMO-
CTOSATENbHbIX MaTepuanoB (cTaTeit, pacyeTos,
HOPMaTMBHbIX aKTOB, CYAEOHbIX peLeHNit
M WHbIX MOAOBHBIX MaTeEpPUaNoB), CUCTEMATH-
3MPOBaHHbIX TakKUM 06pa3oM, UTobbl 3T Ma-
Tepuanbl MO BbiTb HaMAEHbI M 06paboTaHbI
C NOMOLLbIO 3NEKTPOHHOW BbIYUCUTEIBHON
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malunHel (IBM). Onyckas BONPOChl BO3HUK-
HOBEHWS MHTeNNEeKTYyalbHblX MpaB (UTO He Xa-
pakTepHO Ans 6KM06aHKOB), ceayeT pasrpa-
HUYUTb CYLLLHOCTb UCCAEAYEMbIX KAaTEropuii.

B yacTHocTW, Kak cnesyeT M3 neranbHoro
onpeaenenHnsa, 6asa faHHbIX —3TO CBOETO pojaa
KaTanor, KOTOpbIi onpeaeneHHbIM 06pa3om
cucTemMaTusnpyeT MHdopmaLluio Ang obaer-
UeHMs NoMcKa HyXXKHbIX GanNoB 1 JOKYMEHTOB.
LleHHOCTb B TakoM C/iyyae WMMelT npeano-
XEHHble Cnocobbl cucTemaTsaumn MHPop-
Mauun, WUCMoab3yemble anropuTMbl ANs ee
KaTanormsaumm 1 npoure nogobHbIE aCneKThl.

C yyeToM NpeanoXeHHOro aHanusa Cyll-
HOCTM 6WOBAHKOB AENCTBUTENbHO OKasbl-
BaeTCsd, 4TO /NbBMHAS A0ONS AesTeNbHOCTM
nocnefHnx CBA3aHa C XpaHeHMem maccumpa
6MONOrMUYEeCKMX MaTeEPUANOB, UTO BleYeT Co-
3[aHune onpeeneHHon 6asbl Takol NHGopma-
Unn ¢ 3GGEKTUBHBIMK anropUTMamu novcka
no 3agaHHbim napametpam. OaHako BHOBb
cnenyeT OroBOPUTLCS, YTO ITUM AeSTeNbHOCTb
61M06AHKOB He WCYeprblBaeTCcs, MOCKONbKY
LUEHHOCTb MMET U WHble npeanpuvHUmae-
Mble AeACTBMS: BO3MOXHOCTb 1CMOb30BaAHMS
B MEAMUMHCKMX W Hay4HbIX WCCAeAoBaHW-
ax. Kak ykasbiBaeT A/, banawosa, HepeLko
OTAenbHble opraHuzaumn (buobaHkm) perun-
CTPUPYIOT CBOM MpaBa Ha COOTBETCTBYiOLLME
6a3bl JaHHbIX. Tak, 32 neproa c 2020 no 2023 .
6bI/10 3aPErMCTPUPOBAHO HECKONbKO 6a3 AaH-
HbIX, MpaBoO6AAATENSAMM KOTOPbIX BbICTY M-
am: @IBYH «HaumnoHanbHbI HayuHbIA LEHTP
mopckoi 6uonornm um. A.B. XnpmyHckoro»
HanbHeBocTouHoro otaeneHuns PAH (mopckoi
61obaHK); OrEY «HaunoHanbHbI MEAULIH-
CKUA MccneaoBaTenbekuin LEHTP OHKOAOMM»
Mun3apasa Poccun, ®IEHY «HayuHo-uccne-
[OBATENbCKUI  MHCTUTYT  BMOMEANLMHCKON
xummn umern B.H. Opexosnua» (Gronornue-
ckune matepuansl) n np. (banawosa, 2023).



BbllEN3NOXEHHOE, B CBOK OYepesb, Moj-
BOAMT K BbIBOAY O HEBO3MOXHOCTM OTOX-
necTBaeHns  6asbl  AaHHbIX 1 6robaHKa;
6asa JaHHbIX — 3TO, 6e3yC/0BHO, BaxHas,
HO He eAMHCTBEHHad cocTaBagolas 6uo-
6aHKa, 1eaTeNbHOCTb KOTOPOro CYLLECTBEHHO
LMpe, XOTa U BO MHOTOM CBA3aHa C MHbOpMa-
LMeR, CoaepXalleinca B COOTBETCTBYOLLEN
6a3e faHHbIX.

Takum o6pasom, cnemsyetr OTMETUTL PAf,
KMOUEBbIX BLIBOAOB MO AAHHOMY pasaeny.

Mpexae Bcero B Hayke (Kak oTeyecTBeH-
HOrO, Tak 1 3apybexHoro npasa) CyLlecTByeT
JMCKYCCUA OTHOCUTENBHO NMPaBOBOW MPUPOAbI
6106aHKOB: OAIHN ABTOPbI OTMEYAIOT, UTO 3TO
06beKkT npasa, Apyrne — yto cybbekT. ABTOp
HacTodler paboTbl OTCTaMBaEeT MO3ULMIO
0 HeobxoaMMoCTV BOCIpUATMA BuobaHKa
B KayecTBe Ccy6bekTa mpasa, MOCKOMbKY ero
[eAaTeNbHOCTb ropasfo WWpe, Yem TexHuue-
CKWI1 cBOp 1 XpaHeHue nHbopmaLmnu. B 1o xe
BPEMS CYLIHOCTb AEATENbHOCTH Takoro cybb-
eKTa OTpakaeT ero K/lueBble MpU3HaKu:
obs3aTenbHbIA COOp U XpaHeHne Guonoruye-
CKOro MaTepumana C Lenblo NoCAeayoLLero e
No/Ab30BaHWA AN NPOBEAEHNS MEANLIMHCKIX
V/MAN HAayUYHbIX UCCNEA0BAHNIA.

KoppekTHas opraHMsaLMoHHO-NpaBoBas
dopma ang 6uobaHkoB

Jlornueckn CBA3aHHbIM BOMPOCOM SIBASET-
€9 yCTaHOBAeHWe Hajnexallei npaBoBOW
HOpMbl  CYLLLECTBOBAHNA Takoro cy6bekTa.
Kak otmeuaer PO. [lonotoB (2018), coBpe-
MeHHOe TMOHWMaHWe camoro ciosa «HaHK»
XOTsl U He B MOMIHON Mepe, HO accoummnpyeTcs
C HEeKMM rapaHTMpoBaHWeM CTabUAbHOCTK
1 obecneyeHnem 6e30MacHOCTH, M yKasaH-
Hble XapaKkTepUCTUKK (C y4eToM MCnosb3ye-
MOTO TEPMMHA) TaK UAN MHAYE AONXHbI ObiTh
cob/0AeHbl PN M36paHUN OpraHmn3aLMoH-
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HO-NpPaBoBOV GOPMbI, B KOTOPOWA MOXET Cy-
LeCcTBOBaTb OUOBAHK.

Kak oTmeuatoT 3apybexHble konnern, 6uo-
6aHKN NpeaCcTaBAfOT COBOM YHUKANbHYIO UC-
cnenoBaTenbCkyto MHGPACTPyKTypy, KoTopas
TpebyeT 0COObIX MeXaHM3MOB YyrpaBaeHus,
OTBEYAKLWIMX NOTPEBHOCTAM Hay4HOro Co-
06LecTBa M YYaCTHWKOB TakUX MPaBOOTHO-
wennit (O’Doherty, 2011). MHbiMK cnoBamu,
npu n3bpaHun Gopmbl opraHmsaL v aesTenb-
HOCTW ciefyeT obpallaTb BHUMaHME Ha He-
CKO/bKO K/IHOUEBbIX aCNeKToB: 1) 0COBEHHOCTH
N1eaTeIbHOCTN W, COOTBETCTBEHHO, K/IHOUYEBOIO
«aKTWBa» Takol opraHmsaumn (xpaHuauiie
6MONOrMUYeCcKMX MaTepuanos U MeToabl 06-
paboTKM MOAYUEHHbIX AaHHbIX); 2) WCTOY-
HUKM  OUHAHCUPOBAHMA COOTBETCTBYHOLLEN
neatenbHocTM  (MpUHMMaa BO  BHMMaHWe,
UTO XpaHALLAACS MHPOPMALIMA B TaKOoM HaHKe
MOXET BblITb OTHECEHA K MEPCOHaNbHbIM AaH-
HbIM, A TAKXKE YUMTbIBAA, YTO OHA MOXKET ObITh
NCNONb30BaHa A8 MPOBEAeHNs Mocaeyto-
WMX HaYUYHbIX U/MAN MeANLMHCKUX Uccneno-
BaHW); 3) AONYCTUMOCTb (M B Cy4ae Takon
BO3MOXHOCTU — CTeneHb) KOHTpONa 3a Jes-
TeNbHOCTbIO ~ COOTBETCTBYHOLLEN — OpraHu3a-
UMM CO CTOPOHBI YMOTHOMOUYEHHbIX OPraHoB;
4) BO3MOXHOCTU OCYLLECTB/EHNS TaKoi opra-
HM3aUVen NPUHOCALLEN 10XO AeATENbHOCTHY;
5) cneundurKa opraHM3aLUMoHHON CTPYKTYpPbl
noAo6HOMo PUANYECKOro nla W 6) BO3-
MOXHOCTb MPU3HAHNS ero HeCOCTOATE/IbHbIM
(baHKpoTOM) (acnekT, KoTopomy ByaeT NocBs-
WeH CaMOoCTOATE/IbHbIA pa3fen HacTosLLEero
nccneaoBaHms).

XpaHunuwe MeauuMHCKOW WHpopMauum
M 3aWMTa NepcoHabHbIX AAHHbIX

3awmTta AaHHbIX U KOHOUAEHUMANBHOCTD
NONYYEHHON MHbOPMaLMM 9BAAIOTCA NPUO-
PUTETHBIMW HanpaBieHNIMN 1eaTebHOCTM
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Takux opraHmsaumin. Kak otmeuvaer AA. lec
Tpukosa (2022), nonyveHne MHOGOPMUPOBaH-
HOro cornacus oT NalWEeHTOB Ha MUCMNOMb30Ba-
Hue ux bruomatepuana (B 106bIX LENIX) U3 py-
TUHHOTO MexaHu3ma NpeBpallaeTcs B KpariHe
BaXKHbIA MHCTPYMEHT, Y4YMTbiBasi pasBuTue
MeANUMHCKUX TEXHONOTUI 1 yBEAnYeHne no-
TpebHocTM 060poTa B MOMYyYEHUM Heobxo-
Avmoro 6uomatepuana ANS WCCNefoBaHUS.
B HacTodllee Bpems, Kak yKa3blBaeT aBTop,
CKNAAbIBAKOTCS HACTONbKO C/IOXHble 0bLle-
CTBEHHbIE OTHOLLEHWA MO NOBOAY BUonorye-
CKOTO MaTepyana YenoBeka, YTo Heobxoanmo
3a/leiiCTBOBATb BCE AOCTYMHbIE U W3BECTHblE
MexaHW3Mbl MPaBOBOro peryampoBaHus. Bos-
nedeHne B 060pOT BUONOTNUECKOrO MaTepua-
Na yenoBeka CTAHOBMUTCA AAHHOCTbIO COBpe-
MEHHOrO 0bLLECTBa, B TAKMX YCNOBUAX BaXKHO
chopmMmnpoBaTh MPABOBYK MOAENb, KOTOpas
OyaeT BCEMEPHO 3alliMLIaThb BCEX YYACTHUKOB
NaHHbIX MPaBOOTHOWEHMWIA.

Llenb nonyyeHns Ao6pOBOALHOTO MHMOP-
MUPOBaHMS COMNacus 3akNouaeTcs B MHGOP-
MWPOBaHMM MpeaocTaBafiollero Huomare-
puanel cybvekta 060 BCEX MOCAEACTBUAX
MCMoNb30BaHNS ero Guomarepuana, Hapsady
C 06bACHEHMEM MPUYMH BaXKHOCTU ero 3a6o-
pa, XxpaHeHus, 06paboTku W Mociedytollen
nepegauv. [lns npegocTaBaeHWs Takoro co-
rnacus cybbekT AOMKEeH O0CO3HaBaTb (XOTH
6bl HA MUHWMANbHO BO3MOXHOM MPaBOBOM
YPOBHE) BCE BO3MOXHblE HOPUANYECKME MO-
cnencTeuMs NogobHoM nepeaayn.

VIHbIMM  CIOBaMK, 3TO He MexaHUYeckuii
NpoLeCcC 3anoNHeHNs HEOOXOAMMON AOKYMEH-
Tauum, a noaHoleHHoe obleHne ¢ peunnu-
€HTOM, B pamKkax KOTOPOro emy A0/XHbl ObiTb

JOCTYMHO M B HEOBXOAWMOM Obbeme pasb-
ACHEHbI OpUANYECKME N STUYECKME HI0AHCHI
npefocTaBneHns bromatepuana. ITo Takxke
NMeET KpaliHe BaXKHOe 3HauYeHune C ToUKK 3pe-
HWS ero cornacus Ha nociefytollyto nepeja-
Uy 1 JanbHelillee UCNOMb30BaHNE, KOTOpble
OH OBbEKTUBHO KOHTPOAMPOBATbH HE CMOXET,
PaBHO KaK 1 He BCeraa CMOXET OTC/eXMBaTh.
[Npw 31OM, Hanpumep, Ta xe A.A. [NecTpurkosa
(2022) oTMeuaeT, uTo B MOMeHT cbopa 6uo-
JIOTMYECKOro MaTepuana BCe opuanyeckme
W 3TUYeckme TpeboBaHWa NHGOPMUPOBAHHO-
ro COrnacus Ha Bce Byayline BUAbl UCMONb30-
BaHWs HE MOTYT 6biTb Y10BNETBOPEHbI.

Bo3mMoxHO, OTYaCTVW aBTOp JAEiCTBUTENb-
HO MpaBa B CBOEM MpPeanooXeHn, O4HaKO
3/1eCb BaXKHO MOHMMATb, YTO Ha JaHHOM 3Tane
He CTaBMTCS 3aj.a4a OXBaTUTb BCE BO3MOXHbIE
nocneACTBMA, KOTOPble MOTYT MPOU30IATH C Ta-
KM Bruomatepunanom, a Ha JOMKHOM YPOBHE
06bACHUTL CyTb NPOWUCXOAALLEN MPOLEeLypbl
1 NOTEeHLMa bHble BO3MOXHOCTW Takoro Uc-
NoNb30BaHMA U U3ydeHua. VI peunnuenT non-
KeH 0CO3HAHHO COMNacnTHCS.

B uenom, B cuny cneunduikmn nccneayemo
obnact AeaTenbHOCTU, HEBO3MOXHO npe-
Qlyrafatb BCe BO3MOXHbIE PUCKM, CBA3AHHbIE
€ nonyyeHnem MHGOPMMPOBAHHOIO COMacHs.
1o 3TON NpUYMHE, BO3MOXHO, CedyeT opu-
eHTMpoBaTbCA Ha PernameHT No 2016/679 Es-
poneickoro napnamerTta n Coseta EBponeii-
ckoro coto3a «O 3awmte GUINYECKUX NNl
npn  06paboTke NepcoHanbHbIX — AaHHbIX
1 0 CBOBOAHOM OBpalLEeHNUN TaKUX AaHHbIX,
a Takxe 06 oTmeHe [upekTuBbl 95/46/EC
(06 PernameHT 0 3all1Te NepCoHanbHbIX
NAHHbIX)»®, CTaTbg 5 KOTOPOro 3aKkpennaeT oc

¢ Pezaamerm Ne 2016/679 Esponelickozo napramedma u Cosema Esponelickozo cotza «O 3augume puudeckux
MY npU 06paBomke NepcoHdAbHbIX OaHHbIX U 0 CB06OOHOM 06paAUleHUY MAkux O0aHHbIX, a Mmakxe
06 ommene Jupekmugpl 95/46/EC (O6uiuii Pezaamerm o 3aujlime nepcoHarbHblx daHHbix)». Pexxium aoctyna:

https://base.garant.ru/71936226/
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HOBHblE MPUHLMMbI, CBA3aHHblE C 06PabOTKOM
NEPCOHA/IbHBIX JaHHbIX, KOTOpble ABAAKOTCS
peNeBaHTHbIMI 419 AeATENbHOCTY BUOBAHKOB.

Tak, OHM [AOMKHbI 06pabaThiBaThbCA 3aKOH-
HO, 6ECMPUCTPACTHO U MPO3paUHbIM 06pa3oM
B OTHOWEHUN CyEbekTa AaHHbIX; COBUPaTHCS
I8 ONPEeAENEHHbIX, ABHbIX 1 3AKOHHbIX Lie/1ei
1 B AaNbHeLIeM He J0/XKHbI 06pabaTbiBaThCs
HECOBMECTUMbIM C 3TUMU LIENFAMU COCOOBOM;
JanbHelwaa 06pabotka N9 AOCTUNKEHMA
Lener obLLeCTBEHHOTO MHTEPeCa, a Tak>Ke Lie-
NIEA HAy4HOro MU UCTOPUYECKOTO UCCaeao-
BaHMS WM CTATUCTUYECKUX LieNiell He oMKHa
paccmMaTpuBaTbCs B KauyecTBE HECOBMECTU-
MOVI C NepBOHAYANbHLIMU LESMU; BbiITb afek-
BaTHbIMMK, COOTBETCTBYIOWMMI W AOXKHbI
OrpaHnuMBaThCs TeM, UTO HEOBXOAMMO OTHO-
CUTENBHO Lienel, ANs KOTOPbIX OHU 0bpabatsi-
BalOTCS; XPaHUTLCS B HOpMe, KOTopas no3Bo-
NAET UAEHTUGULMPOBATL CyOLEKTOB AAHHbIX,
B TEUEHWE CPOKa, HEOBXOAMMOro ANS Lene,
OTHOCUTENBbHO — KOTOPbIX  0BpabaTbiBatoTCa
nepcoHasbHble  faHHble; 06pabaTbiBaThCs
CNocoboMm, rapaHTUPYIOLLMM COOTBETCTBYHO-
lLyto 6e30MacHOCTb NepCOHaNbHbIX AAHHbIX,
BK/IKOUAA 3aLLMTY OT HECAHKUMOHMPOBAHHOM
WU He3aKOHHOM 06paboTKM 1 OT CyYanHOM
noTepy, paspyLieHns MU YHUUTOKEHNS AaH-
HbIX, C MCMONb30BAHUEM COOTBETCTBYHIOLLMX
TEXHWUYECKMX 1 OPTaHU3aLMOHHbIX MED.

Takum 06pasom, npu Bbibope OpraHusa-
LMOHHO-NPaBOBON  GOPMbI  HEOBXOAMMO
NOMHUTb, UTO K/IOYEBO «aKTWB» TaKOW opra-
HM3aUMK — 370 6asza (XpaHUANLLE) MeANLMH-
CKMX flaHHbIX, TO €CTb NEPCOHA/bHbIX JAHHbIX
MHoxecTBa nu, (bapabalwes, MoHomapesa,
2019). B 310V CBA3M AOMKHbBI BbITh COBMOAEHDI
NPUHLMNLI 06PabOTKM U XPAHEHUS TAKOW UH-

Diana O. Osmanova
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dopmaumm, a Takxke obecrnedeHa ee 3auiuTa
OT HECaHKLMOHUPOBAHHOIO MCMO/b30BAHMS
VIV NOAYYEHNS OCTYNA CO CTOPOHbBI TPETbIX
JNLL. 3AKOHHbBIM OCHOBAHWEM A/1s MOAYYEHNA
6uomatepuanos  ABAAIOTCA  A0OPOBO/bHbLIE
MHOOPMUPOBAHHbIE cornacus 06 ux npemo-
CTaB/IEHWM CO CTOPOHbI PELLUMNEHTOB.

34€eCh Xe CNesyeT yKkasarh, YTO BblAAHHOE
106POBOLHOE UHPOPMUPOBAHHOE COracue
He ABNAeTCA BECCPOUHbIM; PELIUTMMEHT BrpaBe
0TO3BaTb TaKOE COMACUEe, U eAUHCTBEHHbIM
NoCNeACTBMEM NOAOOHOTO AENCTBUS AOMKHO
CTaTb YHUUTOXEHME COOTBETCTBYIOLLErO 61O-
matepuana u UckueHue ero us 6asbl xpa-
Huanwa. B uenax obecnevernuns banaHca UH-
TEpPecoB CTOPOH AOMYCTUMO YCTAHOBUTL CPOK,
B Npejenax KoToporo Takoe Coriache He Mo-
XeT BbITb 0TO3BAHO; B MPOTUBHOM C/lyyae 61o-
BaHKN OKaXyTcd B HEOBOCHOBAHHO Hesa-
WWLWEHHOM MONOXEHUN. [10A0BHbI  pUCK
0BHAPYXMBAETCA NPV aHANN3E UHOCTPAHHO-
ro 3aKoHoAaTeNbCTBA: Hanpumep, B Lseuun
Takoe COracue MOXeT BbiTb OTO3BAHO B /I0-
60e BpemMa C NOCNeAYIOWNM YHUUTOXEHNEM
6roMaTeEPUANOB TaKoOro Aula nocie mnony-
ueHus WHoopmaumy 06 OT3bIBE COracus
(cT. 6 3aKkoHa LLBeuwnn 2003 1. «O BruobaHKax
B 3,paBOOXPaHEHNI»).

McTouHNKM PuHaHCMpOBaHUS

Ellle onHOM He MeHee cepbe3Hoi npobne-
MO aBAseTcs obecrneueHve QUHAHCUPO-
BaHMS [edTenbHOCTM 6KMOBaHKOB, KOTOpOe
MCNONb3yeTcs He TONbKO Ha NpOBefeHNe He-
0OXOANMBIX MEANUMHCKUAX W/MAK  HayUHbIX
NCcneaoBaHNii, HO 1M onnaTy TpyAa NepcoHa-
na, 3akynky Heobxoanmoro o6opyaoBaHMs
1 NPOYMX TeKyLLMX pacxoLoB. BONbLUMHCTBO

7 Law (2002:297) Om Biobanks In Health Care, Etc. Available at: https://www.global-regulation.com/translation/
sweden/2989107/law-%25282002%253a297%2529-om-biobanks-in-health-care%252c-etc.html
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61MOBAHKOB B CUAY OOBEKTUBHBIX MPUUMH
HE UMET A0/ITOCPOYHON YCTOMYMBOCTY BBUAY
OTCYTCTBUSA CTABUABHOMO MCTOUHMKA DUHAH-
COBOW MOAAEPXKW; HEPEAKO AesTenbHOCTb
Takux opraHusauuin obecneunBaeTcs 3a cueT
MBO rocyAapCTBEHHbIX CybCManii, Nnbo vacT-
HbIX MOXEPTBOBAHWA, NMO0 COBCTBEHHbIX
B3HOCOB CO CTOPOHbI MEANLMHCKMX 1 06pa3o-
BaTe/bHbIX YUPEXAEHNIA, KOTOPbIE BOBIEUEHDI
B COOTBETCTBYHOLLLYIO 1EATENBHOCTb.

Mpobnema 3ak/touaeTcs B TOM, UTo Kjoue-
Bas Liesb 61106aHKOB COCPeAOTOUEHA HE Ha 13-
BAEUEHUN MPUOBLINK NpU BONbLINX 0Bbemax
onepaumnoHHbix pacxogos (Chalmers et al,
2016). Kak ykasbiBaloT 3apybexHble Konneru,
MEeX/AyHapOAHOW rpynmnoi 3KCNepToB 6bifo
NpPOBEAEHO UCCNefoBaHue, HanpaBaeHHoe
Ha MOMCK ONTUMA/bHLIX Moaenen camodu-
HaHCMpoBaHMA 6MOBAHKOB C LIENbI0 NPOAO-
XKEHUA UMW CBOEN AeaTeNbHOCTW; UTOTOM
NCCNe0BaHNA CTaj BbIBOA O HEOBXOAMMOCTM
YCTaHOBNEHNS BMobaHKamu naaTbl 3a 4OCTYN
K MX pecypcam, koraa monb3osatenu oyayT
onfaunBaTb NpefoCTaBAEHNE HEOBXOAMMON
nHGopmaumun. Mpy YCTAHOBAEHWM LEH Tak-
Xe HeobXOAMMO YuUThIBaTb O0O6bEKTUBHbIE
noTpebHOCTV camoro 6ruobaHka Ha opraHu-
3auMo 1 obecneveHune nNpoLeccos no cbopy,
XPaHEHWIO, YMNPaBAEHWUIO XpaHeHnem 6u1o-
matepuanos u np. (Vaught, Rogers, Carolin,
Compton, 2011; Andry et al,, 2017).

B KkauecTBe WAMOCTPUPYIOLLETO MpUMepa
MOXHO MPUBECTU HauMOHaNbHbIA MPAAHACKUIA
6robark COVID-19 (NICB), koTopblit 6bi1 CO3-
JaH Kak MEexXaHu3M pearMpoBaHua Ha naHae-
muto COVID-19 ang noaaepkaHust MOCTOSIHHbIX
NCCNefoBaHUA ¥ MHHOBALWIA B yKasaHHOW 06-
NacTv. HaunoHanbHbI MpRaHAckuii brobaHk
COVIDA19® — 370 MHOpaCcTpyKTypa MeanLUMH-

CKMX MCCefoBaHWiA, BKIOYaoWLas B cebs ceTb
BO/bHWLL ¥ YHUBEPCUTETOB MO BCE VipnaHamnn,
KOTOpasa COBMPaeT M XpaHWT Buonoruueckme
06paslipbl U CBA3AHHbIE C HUMM AaHHbIE O 3/10-
poBbe rpaxaH. [pu 3Tom AaHHasg nccnenoBa-
Tenbckas AesTeNbHOCTb GuHaHcupyetcs Mu-
HWCTEPCTBOM 3ApaBooxpaHeHns VipnaHamm.

Ong obecneueHnsa GUHAHCOBOW MOAAEPXK-
K1 6MOBAHKOB B pasHbiX CTpaHax CO34aloTCa
COOTBETCTBYIOLWME opraHmsaunn. Hanpumep,
B CLUA B 2005 1. 6110 CO34aHO YnpaBneHue
6106aHKMHIa U uccneaoBaHuii 61noobpasLoB
(OBBR). B KkauectBe nHOro npumepa MOXHO
npusectn Mpoext P3G (MpoekT obliecTBeH-
HOrO HacesneHwus), NpeacTaBSoWMiA cobon
MeXyHapOAHbIi  KOHCOPUWYM,  YneHaMu
KOTOpOro sasoTcs 6onee 40 cTpaH. Llenbio
[AHHOrO NpoeKTa ABASETCS KOOPAMHALMSA, Ha-
pallMBaHue onbiTa 1 COTPYAHNUECTBO B Chepe
npoBeAeHNs pas3inMyHbIX MeANLUHCKIX 1 CO-
LManbHbIX MccaenoBaHnii. NonobHbie Gopmb
npeanonaraloT BO3MOXHOCTb He TO/bKo 06-
MeHa OMbITOM MeX [y ero yyacTHukamu, obe-
creyeHne BO3MOXHOCTM pa3paboTKu MeTo-
[10B MONYASUMOHHO reHeTUKN 1 NpoBeaeHNs
KPYMHbIX MOMNYAAUMOHHbBIX MCCNeOBaHWIA re-
HeTMYyeckow NpeapacnonoXeHHOCTH K OCHOB-
HbIM 32060/1€BAHMAM, HO 1 Al0T BOSMOXHOCTb
noayyaTb Heobxoanmoe QGUHaHCUPOBaHWE
He TO/IbKO 13 HALMOHAIbHOIO, HO U MEXYHa-
poaHoro nctouHnka (Kinkorova, 2016).

VIHbIMW COBaMu, opraHn3aunoHHo-Npaso-
Bas dopma BrobaHka AoMKHA Npeanonarath
BO3MOXHOCTb  6eCcnpendaTcTBEHHOTO  puHaH-
CMPOBaHMS CO CTOPOHbI BCEX 3auMHTEpeco-
BaHHbIX WL, HE TONbKO Ha HaLMOHaNbHOM,
HO ¥ Ha MeXayHapO4HOM YPOBHE, KaK CO CTO-
POHbI MYyBANYHO-NPABOBbIX 06Pa30BaHMI, TaK
M YaCTHbIX MHBECTOPOB.

¢ National Irish COVID19 Biobank. Available at: https://www.covidbiobank.ie
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Cneunduka 4esTenbHOCTU M BO3MOXXHOCTb
0CYLLeCTBEHUS MPUHOCALLEN LOXOA,
[LedaTeIbHOCTU

Ocoboe BHUMaHWe caeayeT 0b6paTUTH
Ha OCHOBHOM BWA AEATENbHOCTW TakoW op-
raHusaumm. Tak, 3akoH LIBeumm 2003 T.
«O 6uobaHkax M 34paBOOXPaHEHWUM» MNpsa-
MO YCTaHaBAMBaeT, YTo BuobaHK cosgaercs
TONbKO A9 LeNein nposeaeHus uccaenoBa-
HUW, KAMHUYECKWUX UCMBITAHWA, OMbITHO-KOH-
CTPYKTOPCKMX paboT, HayUHbIX UCCAEA0BAHNA
1 06pa3oBaTe/IbHbIX MEPOMPUATUN; CO34aHME
610BAHKA B UHbLIX LENIX MMNEPATUBHO Heao-
nycTuUMo (CT. 2, 3 Ha3BaHHOrO 3akoHa). bonee
Toro, AN9 co3AaHna brobaHka TpebyeTca 040-
6peHne CoBeTa MO MCCAef0BaTENbCKON 3TU-
Ke, KOTOPbIV Takxe NpoBepsAeT COOTBETCTBUE
Luenu cosfanus 6uobaHkam TpeboBaHMAM
3akoHa’. [lpu 3TOM yKa3aHHbIA HOPMaTWB-
HbI aKT PacKpbiBaeT KaTeropuio «GrMobaHK»
uepes 0ObeKT npasa, To ecTb CaMo XpaHUIn-
e HeobxoanmMbix 06pasLoB, Y KOTOPOro MO-
XeT 6biTb onepatop, WAK Co3nateb, UK OT-
BETCTBEHHOE NINLO; HaNnuMe NnLa, KOTopoe
npvHMMaeT Ha ceba 0643aTenbcTBa, CBA3aH-
Hble CO BCEMW BOMPOCAMU, KACAIOLLMMUCSH
TaKOro XxpaHWanLLa, — 0693aTe/IbHbli SNEMEHT
CO34aHus NOCNEAHErO.

Mpy  pacCMOTPEHWM  BO3ZMOXHOCTU UG
NOMb30BaHUS TaKoro XpaHuauua tuomarte-
pUA/IoB B LENSX U3BNeYeHns goxoaa (To ecTb
A0S OCYLLECTBAEHUS NPEANPUHUMATENbCKOM
NeaTeNnbHOCTY) YNnomaHyThid 3akoH LLBeuunn
2003 1. CTPOTrO 3aKkpenaseT HeobXoAnMOCTb
B TaKOM CAyyae 3aKkpbiTig 6uobaHka U yHNY-
TOXEHMS BCEX NepefaHHbix 06pasLoBs ¢ npes-
BApPUTENbHLIM  YBEJOMIEHUEM OTBETCTBEH-
HOrO /IMLA O HEeOBXOAMMOCTU NpeKpaLLeHns
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OCYLLECTBAEHNS npeanpuHUMaTeNbCKON
neatenbHocTv (Nnaparpad 9 3akoHa Lseuunn
2003 1. «O 61obaHKax 1 34paBOOXPaAHEHMIN);
pelweHne npuHuMaetca MHcnekumen 3apa-
BOOXPAHEHNA 1 COLMANBHOTO 06ecrneyeHus.

B WTannm aHanornuHbim obpasom onpeae-
NSETCS, uTO BobaHK — 3TO HEKOMMepUeckas
opraHv3aums, Kotopas AoAXHa ObiTb OPULM-
a/IbHO MPU3HAHA COOTBETCTBYIOLL MM OpPraHOM
30paBOOXPAHEHNS B TOCY4apCTBaX-ujeHax
W [OMKHA TapaHTMpoBaTb 06paboTKy, pac
NPOCTPaHEHNE 1 COXpaHEHWe BUONOTNYecKo-
ro mMatepuana B COOTBETCTBUM CO CTaHAapTa-
MK KayecTBa 1 npodeccmoHannsmMa. lNoHatune
6rnobaHKa 34ecCh BK/IOYAET B CEOS He TONbKO
6uonormyeckie obpasiibl, HO U COOTBETCTBY-
1oLy 633y AaHHbIX KAUHUYECKOR U TUUYHOM
MHGOPMaLIMKL, M3 KOTOPOM MOXHO CAenath
BbIBOA 06 06pase xmsHu cybvekTa (Cannovo,
Cingolani, Guarino, Fedeli, 2020). BonblunH-
CTBO 6MOBAHKOB U LIEHTPOB BMONOrMYECKMX
PECYPCOB CBA3AHbI CO CTPYKTYpPaMM U yupex-
JAEHUAMM, ABASIOLLUMICH YACTBIO HaLMOHA b
HOW CNY>K6bl 34paBOOXPAHEHNS, YTO, TOMUMO
NpOYero, Onpeaenser KMOYEBOW MCTOUHMK
GUHAHCUPOBAHUSA WX AEATENbHOCTU. VHbIMK
C/I0BaMU, JOMNYCTUMOCTb U3BAEYUEHUS AOXOAA
3a CUYET yKa3aHHOM AeATebHOCTM UMNepaTne-
HO UCKJ/IIOYeHa.

B lfepmaHuu perynnpoBaHmue AesTebHoCTH
6106aHKOB BO MHOMO 0BYCNOBAEHO UX BUIOM,
NOCKO/bKY CYLECTBYIOT Kak 61obaHKu, KOTo-
PbIE MOTYT CIYXUTb UCKAIOUYNTENBHO UCCAEA0-
BATENbCKMM U/UAN HAYUHBIM LENAM, Tak U1 Te,
KOTOPbIE MOTYT BbITb UCTO/L30BAHbI A9 K-
HUYECKUX W AWArHOCTUYECKUX WCCNef0Ba-
HU, U B 32BUCUMMOCTM OT COOTBETCTBYIOLLEN
LEN MEHSEeTCS HOPMAaTUBHOE 3aKperjeHune.

° Law (2002:297) Om Biobanks In Health Care, Etc. Available at: https://www.global-regulation.com/translation/
sweden/2989107/law-%25282002%2532297%2529-om-biobanks-in-health-care%252cetc.html
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OpunH nx KpynHenwmx 6uobarkos Nationale
Kohorte (NaKo), cosgaHHbIl 418 UCCaeno-
BaTe/NbCKMX W HayuHbIX Lefei, CyllecTByeT
B dopme 61aroTBOPUTENbHOW OpraHm3aLmnm
BO r71aBe C COBETOM AMPEKTOPOB (aHasnor mno-
MeynTebCkoro CoBeTa).

Llenb gaHHoro 6uobaHka — noagepxka
W pasBUTME  3MNUAEMMONOTMYECKUX  AONTO-
CPOYHbIX UCCNEA0BaHMIA B MHTEpecax oblie-
cTBa. Y AaHHOro 6robaHka nmeetcs 18 LieH-
TPOB, B Kax[OM W3 KOTOPbIX cobupatoTcs,
XpaHaTcs 1 06pabaTbiBAOTCA MONYUEHHbIE
6romaTepuanbl, 04HaKO LIEHTPaNbHbIM U3 HIX
asnsetca LleHTp lenbmronsua 8 1. MioHxeHe.
MepcoHasibHble JaHHble KOAMPYIOTCS, Tem ca-
MbiM 0becneunsaeTca KOHOUAEHLUMANBHOCTb
NOMYYEHHBIX [AaHHbIX; PacKoAMPOBaHUE WH-
bopmaunM  OCyWecTBAAETCS NpK NMOMOLLM
CneumanbHbIX KAOUEN, XpaHAWMXCa Yy Tpe-
TbeN CTOPOHBI.

PerncTpauma gaHHoro 6aHka B KayecTBe
671aroTBOPUTENBHON OpraHM3aLMmn okasana
60NbLLIOE BANGHME HA MOCTPOEHME HOPMATUB-
HOFO perynnMpoBaHmnsg nogobHoro Buaa 61ob-
aHKOB; MPW 3TOM K/OUEBOR 06bEM DUHAHCK-
pOBaHMs Ha ero cosgaHue 6bi1 NpeaocTaBaeH
rocyaapCTBOM, B CBS3M C YeM MocC/efHee Mo-
NYUNNO «KOHTPObHYIO A0/ yUacTus». Takoi
61obaHK 06g3aH COXpaHATb KOHOUAEHLM-
aNIbHOCTb MOMYYEHHBIX JaHHbIX 1 He Brpase
nepefaTb ee TPETbUM nLAM 6e3 OTAENbHOMO
NHOOPMUPOBAHHOIO  COracus CO  CTOPO-
Hbl peunnueHTa. Mpu 3TOM Npy NEPBUYHOM
npefoCTaBeHn  BromaTepuanos peunni-
EHT TakxXe B 0693aTeNbHOM MOpsAAKe Mpeso-
cTaBaseT cBoe MHGOPMUPOBAHHOE Cornacue
Ha MCMonb30BaHWe BromaTepuana, Kotopoe
NeACTBYeT 5 NIeT; MO WUCTEUEHUN YKa3aHHOro
nepuofa BpemeHW OHO MpPOANEeBaEeTCa elle
Ha 5 fieT, a janee yxe CTaHOBMUTCS Beccpou-
HbiM. CMepTb peuunueHTa He npekpaliaeT
nencTBue BblnaHHoro cornacus (Hoppe, 2021).
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HbIMK CNOBaMM, MEXAYHApPOAHblE UCTOY-
HUKW PETYANPOBAHWA HACTaMUBaIOT Ha HeaoMy-
CTUMOCTM OCYLLECTBAEHNS COOTBETCTBYIOLLM-
MW OpraHvsauusgmn npeanpuHUMaTenbCkom
NedaTeNIbHOCTU, CBA3AHHOW C UCMONb30BAHWEM
noayyeHHbIX Bruomatepranos.

B 10 e Bpems cpeamn poccuitcknx mccae-
[0BaTeNeil OTMeYaeTcs BO3MOXKHOCTb CO3/a-
HMA BMobaHKa UMEHHO Kak KOMMEepUeckom
opraHmsaumm. B 4yacTHoCTH, Ha 3TO ykasbiBaeT
M.H. ManeunHa (2020), oCHOBbIBaS CBOE MHe-
HME Ha HenpoTMBOPeYMM Takol Lean cosaa-
HWA POCCUINCKOMY 3aKOHOAATENbCTBY.

ABTOp HacTosLIEN pabOThl HE MOXET Ccorna-
CWUTbCS C NMO3MLMEN O BO3MOXHOCTY CO3AaHNA
6robaHka B popmMe KOMMEPUECKOI OpraHu3a-
UWW; AYMaeTcs, YTo 3TO MPOTMBOPEUUT CyLll-
HOCTHOW LLeM TaKOro I0pUANYECKOro nLia.

Kak 6b110 MHOTOKPaTHO YMOMSHYTO paHee,
co3faHue CooTBeTCcTBytoLlen 6asbl Buonorn-
ueckor WHdOpMaUMM O SUYHOCTW Bbi3BAHO
HEOBXOAMMOCTBIO M3yUeHUs Takux matepua-
JI0B, KOTOPOE MO3BOAWT MOBbICUTL YPOBEHb
MEANLIMHCKON MOMOLLLM, BO3MOXHO, NPeoao-
N€Tb HEKOTOPbIE HEM3NEUNMbIE B HACTOALLMIA
MOMEHT 60/1e3HM MO0 XOTSA Obl BLIABAATL UX
Ha 6onee paHHEM CpoOKe, a Takxe mpeaocTa-
BT BO3MOXHOCTb JOCTUTHYTb WMHbIX pe3ysb-
TaToB, MMEILWMX NPUHLMNMAABHOE 3Haue-
HWE B KOHTEKCTE 3allWTbl NPaB ¥ MHTEPECOB
AnuHocTK. MoaobHas BaxHaa 1 macluTabHas
Uenb OObACHAET HekoTopoe nocnabneHue
B UaCTV MOJYYEHNs A0CTyNa W AajbHeLero
ICMONb30BAHMA AINYHON MHDOpMaLMK (KOTO-
poVi aBngeTcs bromaTepuan uyenoseka). MHbi-
MW CNOBaMM, TONbKO Takad 61aropoaHas Lenb
11 MOXET OMpaB/AaTh BCE MHbIE BO3MOXHbIE Ha-
pyLIeHNs NpaB peumnumeHTa (B YyacTu gocTyna
K €ro NepCoHaNbHbIM JaHHbIM).

OpHako npeanpuHMMaTenbckaa AesTesb-
HOCTb He CBf3aHa C MOAO0OHbIMUM acnekTamu;
KMOUEBOM MOMEHT MpU OCYLLECTBAEHWUN Ta-



KOV AeaTenbHOCTW — 3TO CUCTeMaTMyeckoe
13BaeUeHne NpubbiaK, KoTopas, pasymeeTcs,
MOXET 6biTb BECbMa BbICOKOW B CAyuyae A0mMy-
CTVMOCTY KOMMEPUECKOTO WCMO/b30BaHMS G1O-
maTepuanos. OpHako nogobHoe CTpemieHue
HE OMnpaBAblBaeT BTOPXKEHUE B chepy ANUHO-
CTV peuunuenTa, BBMAY Yero nocieaHuin aon-
XEH MPUHWMATbL yuacTie B TOW AEATeNbHOCTM
C UCMO/b30BaHMEM ero bruomatepumana, kotopas
MOXET MPUHOCUTL Aoxoa. B pamkax B3avmo-
JENCTBUA C BUoBaHKaMy NOCAEAHWA UCKMOUEH
13 MPOBOAMMbBIX C BUOMaTEpUanamm MaHuny-
NSUMIA, UTO ONSTh XKe ONpaBAaHo B Cyuae, ecim
NPOBOASTCA HayUHble UCCAeA0BaHNS, 1 COBEP-
LWEHHO HeA0MYCTMO, EC/IN U3BNIEKAETCA AOXOA,.

[lo 37O MpUyYMHE aBTOp HaCTOAWEN pa-
60Tbl HacTamMBaeT, uTo BMOBAHKM JOMXKHbI
M MOTYT CYLLECTBOBATb UCKMOUMTENBHO B He-
KOMMEpUECKoW OpraHn3aLoHHO-NPaBoBOM
dbopme, uTo He WCKAYaeT A0MyCTUMOCTM
OCYLLECTBNEHWS NPUHOCSLLEN 1OXOM AeaTeNb-
HOoCTK (B KOHTeKcTe M. 4 cT. 50 K PD), Ho Ka-
TEropuyecky He 3a cYeT UCMOb30BaHUS NoNy-
UEHHbIX B1ioMaTEPUANIOB.

JLonycTUMOCTb KOHTPOJISl CO CTOPOHbI
YMONHOMOUYEHHbIX /UL

Ele oAvH He MeHee BaXKHblil BONpOC, BAN-
AOWWIA Ha onpejeneHne KOPPeKTHOM opra-
HM3aUMOHHO-NPaBOBON GOPMbI CyLLECTBOBA-
HMA BOBAHKOB, — 3TO BO3MOXHOCTb 1 06beM
(B C/lyuae ee HaMuMs) KOHTPOA CO CTOPOHI
YMONHOMOYEHHbIX OPTraHOB.

Hanpumep, cornacHo paHee ynomsHyTO-
My 3akoHy LBeumn 2003 r. «O 6uobaHkax
W 34paBOOXpaHEHWUM» 33 BrobaHKamu ocy-
LLLECTBASETCS HaA30p CO CTOPOHbI MHCNeKuum
3[PaBOOXPAHEHNS W COLMALHOM 3aLNTI
(pa3nen 6 3akoHa). [pu 3TOM yKa3aHHbIN

Diana O. Osmanova
Competitivity Issues Related to Biobank Activity

YNOJHOMOUYEHHbI OpraH 061a4aeT A0BO/b-
HO LUMPOKOW ANCKpeLneit, KOHTPOAKPYS BeChb
UMKA OT CO3[aHMs A0 OCYLIeCTBNEHMS Aes-
TeNbHOCTY C BO3MOXHOCTbBIO MPUHYANTENbHON
AVKBUAAUMN B Cyvae HECOOTBETCTBUS YyCTa-
HOBAEHHbIM HOPMATUBHbIM TPEBOBAHMAM'®.

OnpeseneHHble  KOHTPOJIbHbIE  Meponpu-
ATUg B OTHOWEHWM 61OBaHKOB MpPOCaexXu-
BAlOTCA ¥ B WTa/IbHCKOM 3aKoHOAaTefb-
CTBE, Hanpumep MnocnefiHnUM HeobXoaMmo
NOAYYMTb aKKpeauTaumnio Man creumnanbHblii
cepTudMKaT Ha OCyLLeCTBNEHME CBOeit aeq-
TeNbHOCTU. HekoTopble HaA30pHble GYHKLMN
32 1eATeNbHOCTbIO TaknX BaAHKOB OTAaHbI Bbic-
WeMy MHCTUTYTY 3ApaBoOXpaHeHns (B YacTu
HabAeHNa 33 NOPSAKOM CO0pa U XpaHEHNS
6ruomaTtepunanos), a Takxe BegomcTsy no 3a-
WWTe NepcoHanbHbIX AaHHbIX (B YacTu obec-
neyeHna KOHGWAEHUMANBHOCTM W OrpaHunye-
HMS AOCTyNa K MoAyYeHHbIM NepCcoHaibHbIM
JaHHbIM PELMMUEHTOB 3a cueT cbopa ux 61o-
matepuanos) (Cannovo, Cingolani, Guarino,
Fedeli, 2020).

AHaNOTNYHbIM 06Pa30OM K PEryANPOBaHNIO
[IAHHOrO BOMpOCa NOAXOANUT HEMeLIKOe 3aKo-
HOAATENbCTBO, yCTaHaBAMBaa A8 6UO6aHKOB
obg3aTenbHoe TpeboBaHue no yactu obecne-
UeHUs  KOHOUAEHUMANBHOCTU  NOAYUYEHHbIX
6uopaHHbix. OnpefeneHHas cTeneHb KOH-
TPONs Haj AeATeNbHOCTbIO B1OBAHKOB OTAa-
Ha CaMUM peuunnueHTam, KOTopble B Cayvae
YCMOTPEHUS HapyLLIEHWS MPaBOMOUHbI 06pa-
WaThCa 3a CynebHO 3alWNTON, U B LENIx He-
NONYLIEHNS 3/10yNOTPEBEHNI B yKa3aHHOM
yacTn B 1983 1. KOHCTUTYUMOHHbIN cya [epma-
HWUKM pa3peLlan BONPOC O CTeneHu NogobHOro
KOHTPO/IS CO CTOPOHbI rpax/jaH, OCHOBbIBa-
ACb Ha KOHCTUTYLIMOHHbBIX MpaBax /MYHOCTY
(Hoppe, 2027).

0 Law (2002:297) Om Biobanks In Health Care, Etc. Available at: https://www.global-regulation.com/translation/
sweden/2989107/law-%25282002%2532297%2529-om-biobanks-in-health-care%252cetc.html
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NHbIMK  cnoBamu, cneumduka noaobHow
opraHMsauuu npegonpesensetr HeobXoAu-
MOCTb CO3aHNs CUCTEMbl KOHTPOAS 3a ee [e-
ATeNbHOCTbIO, OHAKO TaknM 06pa3om, UTObbI
He co34aBaTb HEOBOCHOBAHHbIE MPENSTCTBAS
npu NpOBefEeHUM ucCneaoBaHuii. M3 npu-
MEpPOB MHOCTPaHHOIO PEryanpoBaHus ycma-
TPUBAETCS OCO3HaHWe NOA0OHOW Npobaems
1 HeobXOAMMOCTb YCTAHOBNEHNS Takmx npa-
BWA, KOTOpble MO3BONAT 0becrneunTb H6anaHc
MHTEPECOB CTOPOH: Kak camoro 6uobaHka,
Tak M peunnueHToB, NpeaocTaBMBLINX BUO-
marepwan.

C y4yeToM MpOBEAEHHOro aHanmsa Kiye-
BbIX aCMEKTOB, Ha KOTOpble ceayeT 0bpaTuThb
BHMMaHWe Npu M36paHUU KOPPEKTHOW op-
raHv3auMoHHO-NPaBOBOW GOPMbI, CleayeT
NpeaNoXnTb HEKOTOPble COOBPaKeHMs Mo ya-
CTU TEeX W3 HUX, KOTOpble MOTYT BbITb UCMONb-
30BaHbI C yueTom noaoxeHuin K PO.

13 Bcero MHOroobpasusa HeKoMMepUeckmnx
OpraHn3aLMoHHO-NpaBoBbiX GOPM He BCe
B MOJIHOM MepEe NPUMEHVMbI 15 COOTBETCTBY-
folero cybbekTa MpaBoOTHOLIEHW. B uacT-
HOCTW, Ha MepBMUYHOM 3Tane M3bpaHus Kop-
peKkTHOM GOPMbI C y4ETOM BaXKHOCTYM yyacTus
YNONHOMOYEHHbIX FOCYAaPCTBEHHbIX OPraHoB,
obecrneyeHns HeEKOTOPOro obbema KOHTpons
3a [JesTeNbHOCTLIO, YNPOLEeHHOro cnocoba
nosydeHns HeobXoaMMOro MpeumyLlecTBeH-
HO  rocyfapCTBEHHOMO  QUHaHCUMPOBAHMS
npeanonaraeTcs, 4to A0MYyCTUMO M3bpaTh Ta-
Kyl OpraHu3aloHHO-NPaBoBYD GOPMY, KO-
Topas BHylWaeT 60/blUe A0BEPUS N UCKNOYAET
HEOOXOANMOCTb MONYYEHNS AONONHUTENbHbIX
paspeluenHnit. K Takum, B YaCTHOCTU, MOXHO
OTHECTY: NYyBANUHO-NPaBOBblE KOMMAHWU, TO-
CyAapCTBEHHblE KOpMopauuu, rocynapcTBeH-
Hble VAU MYHULMNAbHbIE YUPEeXAEeHUNS.

B MHbIX cnyyasx, ecam 6UobaHK cospaeTcs
Ha OCHOBaHWWM YaCTHOIO MMYLLECTBA, AOMY-
CKaeTcd paclvpeHve nepeyHs opraHvsaum-
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OHHO-TMPaBOBbIX GOPM 3a CUET BK/KYEHUS
Clofa YaCTHbIX YUpEeXAEHW, 0BLECTBEHHO
nonesHbIXx GOHA0B, aBTOHOMHbIX HEKOMMep-
UECKMX OpraHusaumii, Ho C 0643aTeNbHbIM
YBENOM/IEHNEM O TaKOM CO3/1aHNN MuHUCTep-
cTBa 3apaBooxpaHeHns Poccuiickon Peaepa-
LMK, KOTOpOe BMpaBe B Noc/eyiollem B ycTa-
HOB/IEHHOM MOPS/AKe OCYLLECTBAATb KOHTPO/b
3a JedTeNbHOCTbI0 3TOM opraHunzaunu. Mopga-
NOK YBEOMNEHNMS, a TakxKe OCyLIecTBAeHNs
KOHTpOns (M 061bem TaKoro KOHTPONS), paBHO
KaK 1 Npoune BaxKHbIe BOMPOCHI, AOMXKHbI ObITh
OTpakKeHbl B COOTBETCTBYIOLWEM perfameHTe,
NOCBALLEHHOM B3aMMOAENCTBMIO BUOBAHKOB
1 MuHucTepcTBa 3apaBooxpaHeHns PO.

CneslyeT OroBOpUTbCS, UTO Ha MeXAyHa-
POAHO apeHe OAHUM U3 Hanbonee KpynHbIX
0bbeavHeHnn 6uobaHKos aBngetca Biobanks
and Biomolecular Resources Research
Infrastructure  Consortium  (BBMRI-ERIC),
TO eCTb KOHCOPUMYM, 06beanHAWMNIA 61o-
6aHKM co Bceir EBponbl: benbrum, Yexun,
fepmanun, Wtanuw, Huaepnangos, @Puk-
naHanm, Asctpuu, LLBeummn n apyrmux ctpaH.
MepBoit ceTblo BKUOGaHKOB B EBpone, npeao-
cTaBngiollen obpasubl yenoseyeckoin AHK,
OpraHoB W TKaHel Ana WUCCaenoBaTeNbCekux
uenein, Takxke 6bi1 KOHCOpUMYM BUOBAHKOB —
EuroBioBank (EBB) (Kinkorova, 2016).

NHbIMKM  cnoBamu, 06HapyxmuBaeTca no-
TpebHOCTb COOTBETCTBYIOLLMX UL 06beaun-
HATBCA B KPYMHble «CETW», Mpecieylollne
pazNinuHble Uenn: He TOAbKO MNpoBeaeHve
1CCAefoBaHNIA, aHann3 n 06paboTka AaHHbIX,
HO ¥ OBMEH HaKOMAEHHbIM OMbITOM, MOAY-
UEHHbIMU pe3yabTaTamu, obaeryeHne A0CTy-
na K nosyyeHnto GuHaHCMpoBaHNs 3a cueT
He TO/IbKO HaLMOHA/IbHbIX, HO 1 MEXAYHapOoa-
HbIX MCTOUYHMKOB. B 4acTHOCTN, UMEHHO TakKMM
obpasom onpejeneHbl Len AesTenbHoCTH
BBMRI-ERIC B ero pernameHTe (CT. 3 LOKYMEH-
Ta)". 3/1€Ch Ke BHOBb MNOAYEPKMBAETCS HEKOM-



MepyYeckuii xapakTep AesTeNbHOCTU Takoro
obbeanHeHNS.

KaTteropms «KOHCOpUMYM» 3HAKOMa Halu-
OHa/lbHOMY MPaBOMOPSAKY, HECMOTPS Ha OT-
CYTCTBME HOPMATWMBHOIO 3akpenneHus. 370
BpeMeHHoe 0bBbeAVHEHNEe HECKONbKUX WL
(kak NpaBuMnO, OpraHn3aumnin) C Lenbl Koop-
AVHAUMKM COBMECTHbIX AEVCTBUMI 1 peannsa-
UMK obllero npoekTa. VIHbIMK cnoBamu, 3To
onpezeneHHas ¢opma o6beanHeHUs YCUnii
(kanuTanoB, NpodEeCCMOHANbHbIX HABbIKOB,
KayecTs v np.), no3Bongowas shdexTneHee
106UTLCS eAnHOro 419 BCex pesynbraTa. Pak-
TUYECKM pedb MaeT O cobupaTtesbHOM MOHS-
TUW, KOUEBOW OCOBEHHOCTBIO KOTOPOrO §B-
NAETCA Hannune obbeAnHeHNa UL ¢ obulei
Lenblo, AN AOCTUXEHUS KOTOPOW OHU coe-
LUHAIOT cBOM yeunns. HopmaTusHbiMK $Op-
Mamy  BbIPaXEHMS KOHCOpUMYyMa B TakoM
CNly4ae MOXHO Ha3BaTb JOFOBOP MNPOCTOro To-
BapuLecTBa 160 accoumaumio (Cotos) Kak oT-
[eNbHY0 OpraHn3aUMoOHHO-NPaBoBYO Gopmy
topuanyeckoro amua (cT.123.8 FK P®).

Kak yka3biBaer A.O. YerBepukos (2019),
3apy6exHble MpaBoOMOPSAKM YacTo MCMOMb-
3y10T NMoA06HY GOPMY NPU OCYLLECTBAEHWN
COBMECTHOW [eSTeNbHOCTW, B CBA3W C YeEM
BO3HMKAIOT Pa3IMUHbIE BMUAbI KOHCOPLIMYMOB,
OJHOMY 13 KOTOPbIX MOCBATUA CBOE UCCNEAO-
BaHue aBTOp — KOHCOpLUMYM uccnefoBatenb-
ckolt uHpactpykTypbl (European Research
Infrastructure Consortium — ERIC); npume-
POM TaKOBOIO KaK pa3 fBASETCH NpeanokeH-
HbIA CaAMbIIA KPYTHbIA KOHCOPLMYM B106aHKOB
B Mupe BBMRI-ERIC. C yueTom nccnepoBaHms
[AHHOTO aBTopa C/IOXHO ONpefenuTb npa-
BOBYIO DOpMY CYLLECTBOBAHMA Takoro 06b-
eanHeHns; cam A.O. YeTBepnKoOB yKasblBaerT,

Diana O. Osmanova
Competitivity Issues Related to Biobank Activity

4TO 3TO MeX/AyHapoaHas (MexXnpaBuTeNb-
CTBEHHAs) HayuyHas opraHM3aumns, OAHaKo
fanee MokasblBaeT, YTO Ha MeXAyHapOAHOMN
apeHe He COBCEeM COMaCHbl C TaKOi TPakToB-
KO, CUMTas ero CamocToaTENbHbIM OpUANYe-
CKUM NNLLOM sui generis (0c0b0ro poaa).

MpeAnoXeHHble MONOXEHUS 3aCTaBASOT
3a/lymaTbCs O BO3MOXHOCTW CO3AaHus (Ha
npumepe 6KM0HAHKOB) 0COBOW OpraHmsaum-
OHHO-TMPaBOBON QOPMbI, YUUTBIBAIOLWLEN Cre-
UMUKy AeaTeNbHOCTU Takux UL, KoTopas
nanee MoXeT BbTb a1anTUPOBaHa MOA WHble
CyYau; BO3MOXHO, KakK pa3 Takon GpopmoMn
MOXET TaTb KOHCOPLMYM, 4TO MO3BOAWT pas-
peWwunTs Npobnembl, CBS3aHHble C AesTesb-
HOCTbIO HE TONbKO GMOBAHKOB, HO W MHbIX
opraHusaumin, npeactasasolmx cobot 06b-
eAVHEHNS HECKONBKMX NNLL.

JonyctumocTb NnpusHaHusa 6uobaHkKa
HeCcocToATe/IbHbIM (6aHKPOTOM)

Jlornyeckn  npuHMMas BO  BHMMaHWe,
UTO paHee BbiIn pa3peLieHbl BONPOChl O HEO6-
XOAMMOCTUN MAEHTUdUKaUMN BrobaHka B Ka-
uecTBe cybbekTa nMpaBa, a Takxe npeanoxe-
Hbl BO3MOXHblE OpraHu13auMoHHO-NpPaBOBbIE
dOpMbl €ro CyulecTBOBaHMs, He MeHee BaX-
HbIM SBASETCS YCTAHOBNEHME KOHKYpPCOCMO-
COBHOCTM TAKOTO YUaCTHMKA.

AHanmz n. 1 ct. 65 K PO nossonger npuii-
TV K BbIBOAY, YTO TaKUM KaueCTBOM 06/1a4atoT
He BCe puandeckme nmua, NoCKoAbKY Hopma
NlaHHOM CTaTbM yCTaHaBAMBAET NepeyeHb Tex
opraHu3aunoHHO-NpaBoBbIX GOPM, KOTOpble
HEe MOTYT ObITb MPU3HAHbI HECOCTOATENbHbBIMM
(baHkpoTamu). Cpean HMX 0BO3HAUEHbI: Ka-
3eHHble NPeanpuaTHS, YUpexaeHns, noanTu-
ueckme napTuu, peamrvosHble opraHmusaumu,

" Statutesofthe Biobanking and Biomolecular Resources Research Infrastructures European Research Infrastructure
Consortium (BBMRI-ERIC). Rev1 (2015, June 19). Available at: https://www.bbmri-eric.eu/wp-content/uploads/

2016/07/BBMRI-ERIC_Statutes.pdf
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rocyAapCTBeHHble KOpnopauumn, obLIecTBeH-
HO nosesHble GOHAbI, a TakxXke MybANYHO-
npaBoBble KoMnaHuu. [MpeanoxeHHbln cnu-
COK SIBISIETCS NCUYEPMbIBAIOLLMM.

Kak ykasblBaeT Ha 310T cyeT C.I1. AHaluKku1H
(2022), c TOUKM 3peHus Teopun nepcoHndu-
LIMPOBAHHOM KOHKYPCHOW Maccbl NMoAo6Hble
NONOXeHNs Mo GO/bWER YacTK KaxyTcs Ao-
CTaTOYHO HenenblMK, MOCKOAbKY KOHKYPC
HbIM [O/KHWKOM ByAeT sBAITbCS UMEHHO
KOHKYpCHas macca, a He puanyeckoe AnLo
B Kakoi-1mbo opraHu3auMoHHO-NPaBoBOM
dopme (nepBOHaYaNbHbIA [LOMKHUK), a Che-
[0BaTeNbHO, HET HUKAKOW pa3HuMUbl, KAKOW
OpraHu3aLoHHO-NPaBOBO GopMe OpUAK-
Yyeckoro nvua npuHaAnexano WMyLecTBo,
cocTaBngiollee KOHKYPCHYt0 maccy. lpeano-
XEeHHas nosuums npuobpetaeT 0cobo Bax-
HOe 3HauyeHwe Npw uccnefoBaHUKM Bompoca
KOHKYPCOCMOCOBHOCTN 61MOBAHKOB.

AHanM3 yKasaHHbIX UCKMNOUYEHWIA 418 Npo-
LeAypbl 6aHKPOTCTBA NO3BOAET ONpPeaenTb
HEKOTOpble 0OBbEKTUBHbIE MPUUMHBLI Nonaja-
HWS OTAENbHbIX GOPM B TaKoW CIMCOK.

B yacTHOCTW, AN Ka3eHHbIX NpeanpuaTuiA,
Hanpumep, CylecTByeT CybCuAMapHbIi OT-
BETUMK, CMOCOOHbBIA YAOBNETBOPUTL CKOMMWB-
Wwuecs TpeboBaHWA yKa3aHHOM opraHmnsaumum
(n. 3 c1. 7 PepepansbHOro 3akoHa o1 14.11.2002
No 161-D3 «O rocynapCTBEHHbIX Y MYyHWLM-
NafbHbIX YHWTApHbIX NpPeanpuaTUsx»); aHa-
JIOTNYHbE MONOXeHNs (0 cybcuamapHom oT-
BETUMKE) YCTAHOBEHbl U ANS YYpexXAeHWN,
UTO 0TYaCTM Takxe OOOCHOBLIBAET HEBO3-
MOXHOCTb NpK3HaHUs UX 6aHKpoTamu (n. 3 CT.
123.21,N.4—6cT1.123.22,N. 2 cT.123.23 K P®).
B KkoHTekcTe yupexpaeHuin (Kpome KaseH-
HbIX) HAMEPEHHO YKa3aHo, UTO 0ObsCHEHWE
YaCTMYHOE, MOCKOAbKY AANeKko He Mo BCeM
06s3aTeNbCTBAM TaKoro PUANYECcKoro anua
MOXHO TpwuBAeYb K cybcuamapHoi oTeeT-
CTBEHHOCTW COBCTBEHHMKA UMY LLLECTBA.
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[0 YacTn NCKKYEHUS PENNTUO3HbIX OpraHn-
3aUMIA U NOAUTUYECKMX NapTUiA aBTOPbI YKa3bl-
BalOT, YTO 3TO 0OYC/I0B/IEHO NPeAOTBPALLEHN-
€M VCMNO/b30BaHNS BO3MOXHOCTU IMKBUAALMM
32 UMYLLECTBEHHbIE JONTV NOAUTUYECKMX Nap-
TUIA B KAYeCcTBe MHCTPYMEHTA MOAUTUYECKON
60pbObl, @ PEeUrMo3HbIX OpraHMsaunin  —
[J15 OrpaHNYeHrs cBoboabl BEPOMCTOBEAAHNS
(Kyp6aTos, Muporosa, 2012). B cBoto ouepesb,
OTCYTCTBME KOHKYPCOCMOCOBHOCTM Yy rocyaap-
CTBEHHbIX KOpMopauuii U KOMMaHUA MOTUBK-
POBaHO MyGANUHBIMW LENAMU AEATENbHOCTM
TakMX OpraHM3aumii — paan BCero obulecTBa.
BeposTHO, NO 3TOM XXe NpUYMHE, B KOHTEKCTE
NPEANOKEHHbIX HAYYHbIX B3MS40B, WCKIIO-
UeHbl OBLLECTBEHHO Mone3Hble GoHAbL. [1pu
sTom B pabote C.[1. AHalwkuHa (2022) npea-
NOXEHbl pa3nyHble TOYKM 3peHUst Ha 3TOT
cyeT M MPOAEMOHCTPMPOBAHO OTCYTCTBME
KOHCEHCYCa OTHOCUTENbHO M36PaHHOIO 3aKo-
HodaTenem noaxoaa 06 UCKMOUEHUN KOHKYP-
COCMOCOBHOCTM MEepPEeUnCaeHHbIX B CT. 65 K
P® opraH13aLMOHHONPaBOBLIX HOPM.

O6beKTUBHbIA aHann3 NoA0BHbIX MPUUMH
UCKIIOYEHNS TeX UAK UHbIX GOPM K3 nepey-
HA 6aHKPOTOCMOCOBHbIX HE BblAepXKMBaET
KPUTWKM C y4eTOM 06LLETO MONOXKEHMS O BO3-
MOXHOCTU HEKOMMEPYECKUX OpraHu3aLunii
3aHMMaTbCS  MPUHOCALLEN A0XO[4, AesTenb-
HOCTbIO W pacnpoCTpaHeHUs Ha Takux AuL
NpW OCYLLECTBAEHNN MOAOBHON AesTenbHo-
CTU MONOXEHWUM 3aKOHOAATeNbCTBa, MpUMe-
HUMbIX K AMLAM, OCYLLECTBASIOLLMM Mpea-
NpUHUMATENbCKYIO AEATENbHOCTb (263. 3 1. 21
MoctaHoBneHns lMneHyma BepxosHoro Cyaa
P® ot 23.06.2015 Ne 25 «O npumeHeHun cy-
[laMU HEKOTOPbIX NONOXeHWI pasaena | yactu
nepBou lpaxaaHckoro konekca Poccuickom
Penepaynny).

B Takom cnydvae HeobxoaMMO BHOBb Bep-
HYTbCS K MbIC/IN, BbICKA3aHHOW YMOMSHYTbIM
aBTopom C.I1. AHAWKMHBIM, O TOM, YTO eAnH-



CTBEHHOW MPUYUHON, AENCTBUTENBHO UCK/O-
UaIoLLE BO3MOXHOCTb MPU3HAHNA KOro-1160
6aHKPOTOM, MOXET OblTb 0COBEHHOCTL MMY-
WeCTBEHHOW Macchl (MOTeHUMaNbHO — KOH-
KYpPCHOW Macchbl), KOTopas He CMOXET OblTb
1Cnonb3oBaHa 419 yAoBaAeTBOpeHus Tpebosa-
HWI KpeanTopoB. M B KOHTEKCTe BMOBaHKOB
Takoe 060CHOBaHUE 06BSCHAET NPUUUHY He-
BO3MOXHOCTY HaJeneHns nogobHbIX OpraHu-
3aLMii KOHKYPCOCMOCOBHOCTHIO.

PaHee 6bln10 yKaszaHo, uYTO HaMbOMbLUYO
LEHHOCTb B fedTenbHocT 6uobaHkos (ka-
Kyl Gbl OpraHu13auMoHHO-NpaBoByto Gopmy
OHW HU BbIBpPanM) NpeacTaBAAET XpaHUANLLE
6romaTepuanos, NepeaaHHbiX OT pasnUHbIX
dusnueckmx nul,. 370 XpaHWAWLLE YHUKANb-
HO MO CBOEMY COAEpPXaHWI0, 06bemy, MeTo-
AMKaM XpaHeHna 1 06paboTkn MHGopMaLLMm
1 TpebyeT 3aLMUTbl OT MOCTOPOHHUX UL, U He-
onpasaaHHoro BMelatensctea. CogepxaHue
NoA06HOrO XpaHMAWLLA, BHE BCAKOTO COMHE-
HUS, MOXET UMETb MaTepuabHyto LLEHHOCTb,
KoTopas He A0MKHa BbiTb Kak-TMbo peannso-
BaHa BBWAY TOrO, YTo BUMOMaTepuansl npea-
CTaBNAloT cobOM MepcoHasbHble AaHHble pe-
LMMWEHTA, Coracue KOTOpOoro, Kak ye 6biio
CKasaHo, Ha nepefady Takux 6uomartepranos
OrpPaHMYEeHO BO3MOXHOCTbIO WX WCCNeaoBa-
HUS 419 HAYUHbIX Uenein. ABTOp HacTosulen
paboTbl paHee He pa3 noavyepkueana, uto yka-
3aHHOE XPaHUAWLLE HE MOXET BbiTb UCMONb-
30BaHO 419 N06bIX UHbIX Liefel, B TOM yncie
CBSI3AHHbIX C OCYLECTBAEHNEM MPUHOCSLLEN
fnoxon AestenbHocTu. VHaue HuBenvpyeT-
Cq BCe NpaBoBOe 0HBOCHOBaHME BTOPXEHMS
B cdepy AMYHOCTW peuunnueHTa, npeaocTa-
BMBLLEr0 COOTBETCTBYIOLLMUIA BrioMaTEpUA.

A 370, BCBOIO 0Yepeb, BEAET K BbIBOAY O TOM,
YTO K/OYEBOW akTMB TaKOW MOTeHUMaNbHOM
KOHKYPCHOM MacChl HUKAK HE CMOXET OblTb
peasn30BaH — ero Heb3s NpoaaTh MAN MHbIM
06pasom nepepatb Komy-mbo Ha BO3ME3[-
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HOW OCHOBE B C/yuae HapalluBaHWa AONTO-
BbiX 0643aTeNbCcTB O6MObaHKa; XpaHuauLle
yKasaHHbIX BMOMaTeEPUanoB B Cyvae HeBO3-
MOXHOCTW WX UCMOMb30BaHNS MO TOMY Ha3Ha-
UEeHWI0, KOTOpOe Bbi10 YKa3aHo Npyu nepeaaye
OT PeunnueHTa, AOMKHO BbiTb YHUUTOXEHO
BO M3bexaHue HeomnpasAaHHOMO U He3akoH-
HOTO MCMOb30BaHNA NEPCOHAMNbHBIX AaHHbIX
NpefoCTaBMBLIMX Cy6BLEKTOB. VHbIMK CcnoBa-
MW, B IaHHOM C/lydyae MMyLLecTBO BruobaHka
06BEKTUBHO HE MOXET BbITb BOCTIPUHATO B Ka-
UecTBe KOHKYPCHOW MacChl, 32 CUYET KOTOPOi
[ONYCTUMO YAOBNETBOPWUTL MpeabaBAEeHHbIE
TpeboBaHua. CkasaHHOe O3HayaeT HeBO3-
MOXHOCTb KOHKYPCOCNOCOBHOCTH B106aHKOB
B 11060V OpraHM3aLoHHO-NPaBOBOI GopMme,
KaKyto 6bl OHM HU BbIGPaIN.

MpeanoxeHHbIi BbIBOA, NO3BONsET obpa-
TUTb BHUMaHMWE Ha elle OAHO HEe MeHee Bax-
Hoe 06CToATeNbCTBO. MonoxeHns n. 1 cT. 65
K P® ncxoaat w3 aHanmsa opraHmsaumoH-
HO-NPaBOBOM GOpPMbI (MPU pelleHnn Heao-
NyCTUMOCTU MPU3HAHWA HECOCTOATENbHbIM
(AOMKHUKOM)); BMA OCYUWECTBAsIEMON  Aes-
TEebHOCTY BO BHUMaHME He NpUHMMaEeTCA.

Ho B ciyvae ¢ 6robaHkamu cuTyalms npu-
06peTaeT HeCKOMbKO MHOW XapakTep; yunTbiBas,
UTO 6MOBAHKM MOTYT M36paTh MY OpraHu3a-
LIMOHHO-MPaBoBY0 hopmy (GOpManbHO B HacTo-
ALLMIA MOMEHT 3aKOHOAATENbHbBIX OrpaHUUEHN
HE YCTaHOBMEHO), BOMPOC KOHKYpCOCrnocob-
HOCTW JOMKEH ObiTb pelleH B 3aBMCUMOCTY
He OT M36paHHO GOPMbI OpraHM3aLmMm, a oT Aes-
TENbHOCTY, KOTOPYHO OHa OCYLLECTBASET. B Tom
C/lyYae ecin xapaktep AeaTenbHOCTW NO3BONSET
BbISBUTL O1OBAHK, TaKas OpraHM3aLyg He MOXET
6bITb MPU3HAHA HECOCTOATENbHBIM (BAHKPOTOM).

XoTd cneflyeT OroBOpUTbCS, 4TO Cpeau
NpeAnoXeHHbIX aBTOPOM HacTosllen pabo-
Tbl GOPM, B KOTOPbIX MOTYT CO34aBaThCs 61O-
6aHKK, TONbKO OAHA (@BTOHOMHASA HeKOMMep-
yeckas opraHmsaLmg) MOXeT 6biTb NpU3HaHa
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6aHKpoTOM (B KOoHTEKcTe n. 1 cT. 65 K P®).
O6paliasch kK Tem Gopmam, B KOTOPbIX MOXKET
CyLeCTBOBaTb KOHCOpUMYM (onyckas BO3-
MOXHOCTb CO3/1aHMs TaKO CAMOCTOSATE/bHOA
OpraHn3aLoHHO-NpaBoBoOi  GOpMbI), BO3-
MOXHOCTW AN MpU3HaHMg GaHKPOTOM pac-
WWPSOTCS (Hanpymep, ecan 3To accolmalns
(cot03)), 0AHAKO HMBENMPYIOTCS 3a CYET npef-
NIOXKEHWS, UTO BO BHMMaHME [OMKHA NPUHK-
matbCs He dopma, a cogepkaHme (To ecTb BUZ,
NeaTeNbHOCTI) HOpUANYECKOro nLa.

3aknoueHue

3aBepwas NpeanoxXeHHoe WccaefoBaHue,
HEOOXOANMO OTMETUTb Psfl K/IOUYEBbIX BbIBO-
[IOB, OTPaXaloLWLMX OCHOBHblE MbIC/W aBTOpa
HacTosLei paboThl.

CNoXHOCTb 13yueHns 6M0BaHKOB Bbl3BaHa
OTCYTCTBMEM UETKOW pernameHTaumnm, obLmp-
HOCTbIO M BapMaTMBHOCTbIO HAyYHbIX U HOP-
MaTUBHBIX B3MS40B, a Takxke HeonpeaeneH-
HOCTbIO K/IO4EBbIX AEPUHULNNA.

Mpo6aembl HAUMHAIOTCA C CAMOW KaTeropum
«OMOBAHK», MOTOMY UTO CYyLIECTBYHOT AMame-
TpasbHO NPOTVMBOMONOXHbIE TOYKW 3pEHNUS ee
BOCMPUATUS: Kak 06BEKT MpaBa UK Kak cybb-
eKT npaBa. B pamkax HacTosel paboThl OTCTa-
MBaeTCs NO3KLMS 0 HEOBXOAMMOCTH Pa3rpaHu-
ueHus cybbekTa NpaBOOTHOLWEHWA (BrobaHK,
KOTOPBbIA 3aHMMAETCS onpeaeneHHbIM BUAOM
[eaTeNbHOCTH) M XpaHuauLLa bromatepranos
(koTopoe Takxe Hepeako UmeHyeTcs BuobaH-
KOM, 4TO MPUBOAMT K HEOMPaBAAHHOMY CMe-
WEHMI0 M3yYaeMblX SBEHWI).

Mocne ycTaHOBNEHUs YTO BUOGAHK — 3TO
NyCTb 1 CreunduUecknii, Ho Bce xe CyObekT
npaBa, HeobXoAyMO OMpeaennTbCs C opra-
HM3aUMOHHO-NPaBOBON GOPMON ero cyule-
CTBOBaHMWS. 34ecb aBTOp NPUAEPXKMBAETCS
CTPOroro B3rsAa O TOM, YTO Takue OpraHu-
3aUMK MOTYT CyLLEeCcTBOBaTb TOMbKO B HEKOM-
Mepyeckmx npaBoBbix dopmax. bonee Toro,

Lex Genetica. 2024. Volume 3, No.1.7-32

| 28 |

0COBEHHOCTU WX AeATENBHOCTU Npefonpese-
NAIOT PAA K/IHOUEBbIX MOMEHTOB, Ha KOTOpbIE
BaXKHO M HyXHO 06pallaTb BHUMAHME 1 KO-
TOpblEe CYXalOT NepeyeHb BO3MOXHbIX GOpM
opraHusaumu: ctoa 0THOCUTCS A0MYCTUMOCTb
OCYLLECTBAEHNS WHON OEATENbHOCTH; 06beM
1 BO3MOXHOCTb KOHTPOAS 32 TaKMMMW OpraHi-
3aUMAMM; JOCTYMHOCTL NOMYyYeHNs GUHAHCU-
POBAHMA 1 €70 OCHOBHOM WCTOUHMK, a Takxe
BO3MOXHOCTb MPHU3HAHUS HECOCTOATE/bHbIM
(baHkpoTOM).

B KauecTBe KOHKPETHbIX MPEAIOKEHN
OpraH13aUMoHHO-MPaBoBbIX  GOPM  aBTOP
C YYETOM MOJIOXKEHW PaXAaHCKOMO 3aKOHO-
[aTenbcTea npeanaraeT caeayoume: ny6and-
HO-NpaBoBas KOMMaHMA, rOCYAapCcTBEHHAS
Kopriopaums, yupexieHue, 06LLECTBEHHO
NoNE3HbIA GOH/A NN ABTOHOMHAA HEKOMMED-
veckas opravusaumg. C ydeTom aHanmsa 3a-
pyBEXHOMO  OMbiTa  MbICIUMO  MPEANOXNTL
GopmMy KOHCOpUMyMa, KOoTopas OTCYTCTByeT
B pamKax TeKyLLEro HOpMaTUBHOTO Perympo-
BaHWA, HO MOXET BbiTb 0GOPM/IEHA C UCMONb-
30BaHUEM MHbIX U3BECTHBIX KOHCTPYKLMIA: A10-
roBOpa NpoCTOro TOBAPULLECTBA WK B hOpMe
accoumaumn (cotsa). BoamoxHo, nmeeTca He-
06X0AMMOCTb PACIMPEHNSA NEPEUHS OpraHu-
3aLMOHHO-TIPaBOBbIX GOPM 32 CYET CO3/aHUS
CaMOCTOSATENIbHON GOPMbI KOHCOPLMYMA.

Mpn oTBeTE Ha BOMPOC O AOMYCTUMOCTU
NpU3HAHUS TakoW OpraHusauum HecocTo-
aTebHbIM - (BaHKpoTOM) MNpeanaraetcs of-
HO3HAUHbIA  OTPULATENbHBIA  OTBET,  KJItO-
UEBOM «aKTUB» (@ WMMEHHO — XpaHuauLle
610AaHHbIX) TAKOW OpraHM3auum He MOXeT
6biITb UCMO/L30BAH B LIEASX Er0 peannsaumnm
W YAOBNETBOPEHUS TpebOBaHUI KPeaNTOPOB,
UTO UCK/IHOUAET KOHKYPCOCNOCOBHOCTH TAKOro
opuanYeckoro auua. bonee Toro, aBTop Ha-
CTaMBaeT, YTo NPUMEHUTENLHO K BrOBGaHKaM
npy peleHnn Bonpoca o 6aHKpPOTOCNOcob-
HOCTY TaKOrO YYaCTHWUKA BO BHUMAHUE AOMK-
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Ha OblTb MPUHATA TOMbKO OCHOBHAA AedTenb- (GpOPMaNbHO MOXET U HE BbiTb B NEpeUHe Uc-
HOCTb, a He BbibpaHHas ANs CYLLECTBOBAHNA  K/IKOUYEHWUI, yCTAaHOBAEHHbIX B 1.1 CT. 65 K PO.
OpraHu3aLMoHHO-NpaBoBas Gopma, KOTopow
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The use of genomic information in banking —in particular, when issuing consumer
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genomic (genetic) information should be classified as personal data. It therefore
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tion, as well as to establish rules for the restoration of a violated right. A suitable
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nism for protecting the genomic information of customers provided to a credit in-
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AHHoTauums

[eHOMHas MHbOpMaLIMS NCMONb3yeTCs B 6GaHKOBCKOW Chepe, B YaCTHOCTM, NMPU Bbl-
naye noTpebuTeNbCkMX KPeamToB W MAEHTUOUKALMM KNANEHTOB. ITO onpeaenset
HanpaeneHns pa3BUTUS NPaBOBOTO PeryinpoBaHUS MCNONb30BAHNS T@HOMHOW WH-
dopmaummn. YCTaHOBNEHWE NPaBOBOrO pexuma reHOMHOM MHGopmMaLnmn npeacTas-
NINETCSH BAXHbIM B CBA3M C HEOOXOAMMOCTbIO OMNpeaeneHns OTBETCTBEHHOCTM LA,
He obecneunBLIero COXpPaHHOCTb Takol MHGopMaLmu. s peweHnsa CropHbIX C1-
Tyauui, a Takxke obecneyeHns 3alnTbl KAMeHTOB 6aHKOB NpeacTaBisercs Heob-
XOAMMbIM BHECTU M3MeHeHUs B PefepanbHblii 3aKoH «O nepcoHanbHbIX AaHHbIX»
oT 27 ntons 2006 roaa, CornacHo KOTOPOMY reHoMHas (reHeTudeckas) nHbopmaums
[O/MKHA BbITb OTHECEHA K NEPCOHA/bHBIM AaHHbIM, OIHOBPEMEHHO MOBbILIAA OTBET-
CTBEHHOCTb /LA, KOTOPOMY Takas MHGopMaLMa bbiaa NpeaocTaBaeHa, 1 coaepxarb
npasuaa BOCCTAHOBNEHNS HApYLWeHHOro npasa. TobKO KOMMNEKC Mep BO3AENCTBMS
Ha BGaHKM NMO3BOMUT CO3AaTh 3PPEKTUBHbIA MEXAHM3M 3aALUNUTLI FEHOMHOW NHGOpPMa-
LMW O KIWEHTaX, eCAM OHa NPefoCTaBAeTCs KPeAUTHOM OpraHm3aumnm ¢ Lenbio no-
NyveHns BaAHKOBCKMX UM UHbBIX YCAYT.

KnioueBble cnoBa: reHOMHbIE AaHHbIE, ANCKPUMUHALWSA, NAEHTUGUKALNS, BUOMETPUS, TEHETUUECKOE Te-
CTMpOBaHMe, NPaBOBOE PETyIMPOBaHUE, 3alMTa MPaB Yes0BekKa, 3allnTa Npas notpebutenei
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Introduction (Central Bank of the Russian Federation,

As noted in a report published by the Bank ~ 2018) is due to an increase in the complex-
of Russia, the emergence of new trend re- ity of operations, the volume of processed
ferred to as regulatory technology (RegTech)  data, the development of new financial ser-
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vices, as well as the tightening of regulatory
requirements. By means of such innovative
technologies, credit institutions are able no
only to modernise and improve the quality
of services provided, but also to maintain
their positions as intermediaries in the finan-
cial market.

Various RegTech tools are already widely
used in banking. However, one of the cur-
rently most innovative areas for banks con-
sists in the application of biometric customer
data. For example, customer identification
is already carried out using voice-recogni-
tion and retina-recognition technologies.
The future use by banks of genetic (genom-
ic) information about their clients is also un-
der consideration. Since this trend is new for
the banking sector, the related legal issues
are of particular interest. Here, a key issue
consists in the distinct definition between
the concepts of “genomic information” and
“genetic information” and the nature of their
interrelation.

The Federal Law of December 3, 2008
N 242-FZ ‘On State Cenomic Registration
in the Russian Federation” provides a legal
definition of genomic information to refer
to personal data, including encoded infor-
mation about certain fragments of deoxy-
ribonucleic acid, obtained from a living in-
dividual or an unidentified corpse, that do
not however characterise their physiological
characteristics.

According to M.N. Maleina, (2020, p. 55)
genomic information, which varies depend-
ing on the volume of content, includes: “any
DNA information extracted from biological

material; information allowing identifica-
tion of a biological object; information describ-
ing the physiological characteristics of a person
(hereditary diseases, genetic predispositions,
weight, height, skin colour, shape of the ears, etc”
The concept of “genetic information” is not
currently distinguished in the current Rus-
sian legislation. According to MV. Voronin,
(2020, p. 17) “genetic information appears,
including as an object of personal data’”
L.A. Novoselova and M.A. Kolzdorf (2020,
p. 294) emphasise that “genetic information
is genetic data containing information about
human health (personalised to one degree
or another), access to which may be limit-
ed” Thus, the authors define the concept
of genetic information on the basis of genetic
data. Therefore, the concept of “genetic infor-
mation” requires a definition of the concept
of “genetic data”. In the International Decla-
ration on Human Genetic Data, adopted by
the General Conference of UNESCO on Octo-
ber16, 2003, human genetic data refers to in-
formation about the heritable characteristics
of individuals obtained through nucleic acid
analysis or other scientificanalysis (Article 2)2.
Genetic data is proposed to refer to “informa-
tion about a person’s health and the proper-
ties of his body (personalised to one degree
or another), which can be obtained during
the study of his genetic material.” (Novoselo-
va, Kolzdorf, 2020, p. 317) Thus, genetic data
are sources of genetic information.
According to MV. Voronin, (2020, p. 167)
when using different definitions of this con-
cept, “it is hardly correct to talk about dif-
ferent approaches to genetic information.

' The Federal Law of December 3, 2008 N 242-FZ ‘On State Genomic Registration in the Russian Federation’. Avail-

able at: https://base.garant.ru/12163758/ (In Russ.).

2 Unesco. (2003, October 16). International Declaration on Human Genetic Data. Available at: https://www.unesco.
org/en/legal-affairs/international-declaration-human-genetic-data
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It is more appropriate to recognise its sys-
temic complexity and versatility”. According
to M.N. Maleina (2020, p. 55), “genomic and
genetic information is mostly coincident in-
formation. The final relationship between
these terms will be established with an un-
ambiguous understanding of the genome.”
It seems possible to agree with the opinion
of these authors, since different definitions
of genomic and genetic information are due
to different aspects revealed in their content.
Therefore, in the present research, these con-
cepts will be considered as identical.

The importance of genomic information
has now increased due to the possibility
of practical application of such information.
(Maleina, 2020) Genomic information finds
application in banking, in particular, when is-
suing consumer loans and providing custom-
eridentification.

The Use of Genomic Information When
Issuing Consumer Loans

When considering the issue of granting
a loan to a private borrower, banks request
documents necessary to make the appro-
priate decision. However, current Russian
legislation does not provide for requirements
for such documents. The list of documents
provided for consideration of a loan applica-
tion is regulated by credit institutions inde-
pendently in the relevant internal bank doc
uments. (Alekseeva, lvanov, Efimova, 2018)

The documents required from a private bor-
rower traditionally include: passport, other
identification document, insurance number
of an individual personal account; certifi-
cate of wages and other income, documents
on the borrower’s property—for cases in which
theissue of providingitas collateral is resolved.

At the same time, modern advances
in technology enable banks to revise their
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requirements for information and docu-
ments provided by clients. The use of infor-
mation obtained from the client's genetic
data in banking practice may allow them
in the near future to change the rules for lend-
ing to borrowers, adding to the list of docu-
ments traditionally required from clients.

The formation of requirements for such
documents is carried out taking into account
one of the basic principles of lending, ie.,
ensuring repayment of loans. Accordingly,
already at the stage of issuing a loan, banks
must assess and minimise the risks asso-
ciated with the possibility of loan non-re-
payment. Genomic information can enable
banks to obtain additional information
about the client — in particular, about his or
her health — and, accordingly, make a more
informed decision regarding the issuance
ofaloan.

It is important to determine the content
of geneticinformation that banks will be able
to obtain regarding a client.

Thisissueiswidelydiscussedintheliterature.
Modern biotechnologies, as MV. Nekotene-
va (2021) emphasises, make it possible to test
various genomic disorders not only long be-
fore the onset of a clinically expressed disease,
even in the absence of any signs of the disease
(possibly decades before their manifestation),
but even prior to a future person’s conception.
Genetic data, according to |.M. Rassolov and
S.G. Chubukova, (2020, p. 65) may indicate,
among other things, the manifestation of a ge-
netic predisposition of the person concerned,
thus having a significant impact on a family
over multiple generations, including their fu-
ture descendants. These authors highlight

“several types of genetic analysis that provide

insight into the original biological sample:
— detection of a specific gene using a ge-
netic marker, i.e., by a gene or DNA sequence
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that has been selected because it is system-
atically located near the gene of interest and
is easier to detect because of its known loca-
tion on the chromosome;

— identification of several genetic markers
in the genome (genotyping);

—establishment of the complete human ge-
netic code (sequencing);

— periodic examination of a person to iden-
tify specific genetic mutations that may occur
as a result of certain events (for example, ex-
posure to toxic substances);

—research aimed at identifying a person by
authenticating possible similarities between
two genetic materials from different sources,
one of which is associated with a clearly iden-
tified person (genetic fingerprints)” (Ras-
solov, Chubukova, 2020, p. 65)

As V.P. Puzyrev (1996, p. 20) clarifies,
monogenic (Mendelian) diseases are based
on mutations of individual genes (dominant
and recessive). Changes in the structure and
number of chromosomes lead to chromo-
somal diseases. However, in many cases,
human birth defects are due to the simulta-
neous manifestation of a complex of gene
mutations. These are so-called multifactorial
diseases (MFDs) or polygenic diseases.

At the moment, many genes responsible
for various human genetic diseases have al-
ready been identified. (Novoselova, Kolzdorf,
2020, p. 294) Accordingly, existing knowl-
edge about genetic data makes it possible
for banks, already at the stage of considering
a client’s application, to obtain more infor-
mation about the client—in particular, about
the state and prospects of his or her health.

In addition, genomic data also makes
it feasible to identify a person’s charac
ter traits, including his or likely behaviour,
etc. Thus, the epigenome is “information
about the unique traits of a particular per-

son, refined during life”. (Voronin, 2020,
p. 18) The research of genetic markers
of appearance traits is being developed
within the framework of “DNA phenotyp-
ing”. This method refers to the identification
by DNA analysis of various human charac
teristics — morphological, physiological, be-
havioural, including predisposition to various
diseases. (Vladimirov, Gorbulinskaya, Kubi-
tovich, 2018, p. 43)

Thus, on the one hand, genomic informa-
tion can be a source for reducing the bank’s
risks when resolving the issue of approving or
refusing a loan, determining the size and du-
ration of such a loan depending on the health,
character, and possible behaviour of the po-
tential borrower. However, on the other hand,
resolving the issue of concluding (or not
concluding) a loan agreement with a client
depending on information obtained from
genetic data should not violate the client’s
rights. Therefore, such approaches may
be regarded as potentially discriminating
againstcitizens.

International acts and Russian legisla-
tion contain a number of requirements for
non-discrimination. Thus, in accordance
with Art. 14 of the Convention for the Pro-
tection of Human Rights and Fundamental
Freedoms, the enjoyment of the rights and
freedoms recognised in this Convention
must be ensured without discrimination
of any kind on the basis of sex, race, colour,
language, religion, political or other opin-
ion, national or social origin, membership
of national minorities, property status, birth
or any other characteristics. Since this Con-
vention is a guideline for Russian legislators,
Art. 126 of the Criminal Code of the Russian
Federation stipulates that any discrimination
committed by a person using his official posi-
tion—thatis, violation of the rights, freedoms
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and legitimate interests of a person and citi-
zendependingon his gender, race, nationality,
language, origin, property and official status,
place of residence, attitude to religion, beliefs,
affiliation public associations or any social
groups, can be liable to criminal prosecution.

Despite the existence of legal regulation
on the prohibition of discrimination, in prac
tice, it manifests itself in different areas.
With the development of science and tech-
nology, new opportunities arise not only for
the advancement of new methods for treat-
ing diseases and improving the quality of life
of terminally ill patients, but also for using in-
formation obtained, for example, as a result
of genetic testing for discrimination in vari-
ous areas and other violations of individuals’
rights. (Nekoteneva, 2021, p. 141) The sphere
of the human genome has a potentially in-
creased risk of violation of human rights and
freedoms. (Orlov, Pozdeev, 2021, pp. 154—160)

The US Human Genome Project Working
Group lists some of the most important
areas of focus today in the “ethical compo-
nent” of genomic research: the use of ge-
netic information in relation to insurance
and employment (preventing discrimi-
nation against carriers of certain “special”
genes); in matters of criminal justice, adop-
tion, fitness for military service; obtaining
a desired education (speciality); achieving
confidentiality of genetic information; im-
proving health care programs for prenatal
and presymptomatic diagnosis of heredi-
tary diseases, screening to identify carri-
ers of “sick” genes in the absence of meth-
ods for treating diseases caused by these
genes; genetic education of medical per-
sonnel, patients and the general popula-
tion; history of the development of genet-
ics — the eugenics movement, behavioural
genetics. (Puzyrev, 1996, p. 21)
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Genomic discrimination is most wide-
spread in the field of life and health insurance.
In 2010, it was discovered that people more
likely to develop Alzheimer's disease were
also more likely to purchase long-term health
insurance, leading health insurance compa-
nies in the US to change the cost of long-term
health insurance and make it dependent
on genetic factors. Such practices are permit-
ted in the 2008 Genetic Information Nondis-
crimination Act (GINA), which exempts cases
related to medical insurance of life, disability
or long-term care. (Nekoteneva, 2021, p. 140)

Various measures are being discussed
to combat genetic discrimination. Govern-
ments around the world are passing laws that
are aimed at preventing genomic discrimina-
tion. Thus, “genetic anti-discrimination laws
have been passed in some American states
and at the federal level by GINA. GINA legis-
lation prevents discrimination by health in-
surance and employers, but does not address
life insurance or long-term care insurance’
(Nekoteneva, 2021, p. 141) The United States
has also created a working group for the Hu-
man Genome Project, listing some of the most
important areas of special attention today
in the “ethical component” of genomic re-
search including the use of genetic informa-
tion in relation to insurance and employment
(preventing discrimination against carriers
of certain “special” genes). (Puzyrev, 1996, p. 21)

The Use of Genetic Information When
Identifying Clients (KYC— Know Your
Customer Procedures)

Bank client identification procedures are
constantly being improved; the development
of modern technologies provides banks with
increasing opportunities to simplify client
identification. In Russia, as has already been
emphasised, identification using the retina
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and voice of clients has recently become fea-
sible, making it possible to remotely ascertain
their identity. The use of new technologies
when carrying out banking operations makes
it necessary to more effectively carry out
the public responsibilities assigned to banks,
in particular, measures to combat the legalisa-
tion (laundering) of criminal proceeds. (Efimo-
va, Kazachenok, Kamalyan, 2022, pp.308—309)

At the same time, some authors note risks
that arise in relation to remote identification
of bank clients. As M. Levashov clarifies, “one
of the main risks is errors in the system for
comparinga person’s biometricdata obtained
via the Internet with his reference data stored
in the unified biometric system. The source
of such errors can include various factors.
Among the main ones are errors in the iden-
tification system, errors that arise when re-
ceiving insufficiently complete data from an
identified person (poor quality photograph,
the incorrect angle (of the face), malicious ac-
tions of violators, etc.” (Levashov, 2018, p. 53)

It appears that such problems can be mini-
mised if banks apply their genetic data when
identifying clients. Issues of identifying indi-
viduals using genetic data are already being
discussed by the banking community. Changes
incurrent legislation regarding the use of genom-
ic information could contribute to the spread
of itsimplementation in banking.

If genomic data about clients is provided
to the bank, the question arises of ensuring
their safety.

All issues related to the handling and stor-
age of genetic material can be considered
in three planes: confidentiality, patient au-
tonomy and ownership. Moskovkina notes
that “one of the most problematic issues
of law in the context of storage and process-
ing of genetic material is the issue of main-
taining confidentiality”. (2021, p. 136)

The problem of ensuring the confiden-
tiality of customer information is not new
to the banking industry. There are known cas-
es where data about bank clients was illegally
made publiconthe Internet. Atthe same time,
banks are among those entities that have
collected the largest amount of information
about clients, due to banking rules on identifi-
cation when accepting services in connection
with operations and transactions, as well as
the emergence of banking ecosystems. Viola-
tions by banks (their employees) of the rules
for storing, using and transferring client data
to third parties, coupled with a lack of spe-
cial knowledge on the part of clients, often
leads to the misuse of such information by
fraudsters — and, as a consequence, the loss
of funds deposited in accounts by clients and
in deposits with a credit institution.

The Reporting Document—Results of Work
with Citizens’ Appeals to Roskomnadzor
in 2019 notes a significant increase in citizens’
appeals onissues of personal data protection,
such complaints being filed in the amount
of 52,375. In 2019, the proportion of received
appeals from citizens containing complaints
in the field of protection personal data ranks
firstinthe total volume of requests; in the first
quarter of 2020, their volume amounted
to 32.05%. (Koshkina, 2019) These statistics
indicate that existing measures do not per-
mit provision of the specified information.

The prospects for banks to have access
to client genetic data and the possibility
of losing such information makes the issue
of its safety of particular importance.

National legal regulation of these is-
sues should be grounded, accordingly,
on the basic principles defined at the interna-
tional level. (Orlov, Pozdeev, 2021, p. 155) Art.
4 of the International Declaration on Cenet-
ic Data provides for the confidential nature
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of human genetic data due to the possibility
that such data can: indicate manifestations
of the genetic predisposition of the person
concerned; have a significant impact over
several generations on the family, including
descendants, and in some cases on the entire
group to which the person belongs; contain
information the significance of which may
not be known at the time of collection of bio-
logical samples; have cultural significance for
individuals or groups of individuals. (art. 4)

It should be agreed that the regulation
of genomic research should be carried out
in such a way that, without causing damage
to human rights and freedoms, it brings
maximum benefit to people at the same
time as allowing the appropriate develop-
ment of science. (Nekoteneva, 2021, p. 153)
Additional aspects of genetic information
collection, such as sensitivity, security, trans-
ferability and access to information, rein-
force the need for fair information practices
for standardised regulation of genetic data-
bases and biobanks. (Moskovkina, 2021)

Thus, legal regulation of the use of genomic
information should be based on the funda-
mental principles of international law to ensure
the safety of information about bank clients.

The danger of unauthorised releases of ge-
nomic information is further aggravated by
the fact that every year new DNA research
methods make it possible to obtain more
and more data about their owner — and, as
a consequence, his or her close relatives (ge-
netic) environment. All this justifies the need
to ensure guarantees of the rights of citizens

whose relatives have given consent to the pro-
cessing of their DNA information in connection
with the possibility of its leakage. Misuse of this
information may, in some cases, lead to a vio-
lation of the rights of citizens; in others, it can
create a threat to national security. (Vladimirov,
Gorbulinskaya, Kubitovich, 2018, p. 45)

The solution to the issue of the safety
of genetic information depends on the defi-
nition of its legal regime. In this regard, it is
necessary to understand whether genetic
information about a client is personal data
or should be protected taking into account
a different legal status. From the definition
of the concept of “genomic information” giv-
en in the Federal Law ‘On State Genomic Reg-
istration in the Russian Federation’, it follows
that this information is indicated by the leg-
islator as personal data. However, in the cur-
rentversion of the Federal Law of July 27,2006
N 152-FZ ‘On Personal Data’, genetic informa-
tion is not classified as personal data.

In order to eliminate these contradictions,
a bill was developed to amend paragraph
1 of Art. 11, which provides that informa-
tion that characterises the physiological
and biological characteristics of a person,
on the basis of which his or her identity can
be established (biometric personal data).
Such data used by the operator to establish
the identity of the subject of personal data,
can only be processed with the written con-
sent of the subject of the data, except for
cases provided for in part 2 of this Article un-
der the heading “genetic”? However, to date,
no changes have been made to the Federal

3 Draft Federal Law ‘On Amendments to Article 11 of the Federal Law ‘On Personal Data’ and Article 39.1 of the Law
of the Russian Federation ‘On the Protection of Consumer Rights’ regarding the establishment of features of the pro-
cessing of personal data obtained from human biological and genetic material and the provision of services related
to the use and circulation of human biological and genetic material’. Available at: https:/pharmapharm ru/do-
kumenty/proekt-federalnogo-zakona-02-04-12-18-00087215-0t-24122018/ (In Russ.).
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Law ‘On Personal Data, which makes the ap-
plication of this law in relation to genomic in-
formation disputable.

There is also an opinion in the literature
that more stringent requirements should be
established than for personal data concern-
ing the regime for using genomic informa-
tion. Thus, a number of authors believe that
it is incorrect to attribute a subject’s genetic
information only to his or her personal data,
as defined in the Law ‘On Personal Data,
since the information to a certain extent also
applies to his or her relatives, whose circle,
for objective reasons, not may be limited
or determined in any known way. Obvious-
ly, the owner of this information is not only
the person who provided the DNA, but also
an indefinite circle of persons — his or her ge-
netic relatives, both ancestors and descen-
dants, and, therefore, permission to distri-
bution should not be determined solely by
the will of a particular person. (Vladimirov,
Gorbulinskay, Kubitovich, 2018, p. 47)

Researchers propose additional options
for protecting genetic information. As an al-
ternative to protecting genetic information
using the patent law mechanism, L.A. No-
voselova and M.A. Kolzdorf M.A. (2020, p.
315) propose to “consider the regime for pro-
tecting know-how”.
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Abstract
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evant powers. Based on the analysis, the necessity of creating a National Council
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conducting technological assessment by the medical community based on clearly

established principles of legal and ethical expertise. It is emphasised that all techno-
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Hartanbs C. Mopo3oBa

3agaun 3TUKO-NpaBOBOro obecneyeHns TEXHONOMMUYECKOro pa3BUTUA CUCTEMbI 34paBOOXPaHEHNSA

OLEeHKM KayecTsa, 6e30MacHOCTH 1 3TUYHOCTM
NOABASIOLLMXCH TEXHONOTMYECKUX PELLIEHUI.
Cosganune NogobHOTO poda CUCTEMbI KOH-
Tpona npeanonaraet obecneyeHne Hopma-
TUBHO-NPABOBOV KOHKPETU3ALUMW NPABOBOIO
cTatyca CAeAyloWmX HEeOTbEMIEMbIX KOMMO-
HEHTOB CUCTEMbI:

1) coBCTBEHHO TEXHONOMUIA, cOeperaLLmx
3[40POBbE HALWM;

2) cneumanbHO CO3AaHHOW CUCTEMbI Opra-
HOB, YNOAHOMOYEHHbIX MPOBOAWUTbL HE3ABNCH-
MYI0 OLIEHKY KauecTsa, 6e30MacHoCT! 1 3TUY-
HOCTM NOABASIOLLUXCH TEXHONOTU;

3) pelweHne Bonpoca, CBA3aHHOrO C Npaso-
CYOBLEKTHOCTBIO  MEAMUMHCKOTO  paboTHIMKA
B YaCTW NEPBUYHON OLEHKM BCTpanBaeMbIX
B MPaKTUKY TEXHONOTUYECKMX PELLEHNI;

4) onpejeneHne NpaBoBoro craryca yyeHo-
ro B CneuyanbHOM 3aKOHOAATENbCTBE O Hayu-
HO-TEXHO/IOTMYECKOM PA3BUTUN.

MNpaBoBoWi cTaTyc
3/10poBbecHeperarLLx TEXHONOr Ui
[1epBbIA BOMPOC, C KOTOPbIM CTa/lkMBaeTcs
Hayka W mpakTuka, CBg3aH C onpejeneHuem
MpaBoBOro CTaTyca TEXHOMOMMI, KOTOpble BO3-
MOXHO MpUMEHSTb B Chepe obecneyeHns ox-
paHbl 3/10poBbs HaceneHns. OCHOBHbIM NpaBo-
BbIM PVCKOM B HACTOSLLEE BPEMS MO AAHHOMY
HanpaBNeHUo SBASETCS OTCYTCTBME YETKOrO
MpaBOBOrO 3aKpenieHns COOTBETCTBYIOLLEro
cTaTyca TeXHOMOMUI, a CNefoBaTe/IbHO, HeBO3-
MOXHOCTb CO3JaHWS CUCTEMbI OLEHKW Kaue-
cTBa, 6€30MacHOCTM U STUUYHOCTW Mpeanarae-
MbIX OTPAC/IN TEXHONOTUYECKUX PELLEHNIA.
CooTBeTCTBYOWMIA  Npoben  HOpMaTuB-
HO-MPaBOBOrO perynpoBaHus npuobpetaet

0COBbI PUCKOBbI XapakTep Npu YCAOBUW Ta-
paHTMPYeMOil Ha YpOBHe 3akoHOAaTeNbCTBa
cBo60fbl BbibOpa CybbekTammn HayuHoi aesd-
TeNbHOCTU MCMONb3YyEMbIX METOA0B MpoBeje-
HUS HayYHbIX MCCNEeN0BAHUIA U 3KCMEepUMEH-
TaNbHbIX pa3paboTok Mpu OCYLIECTBAEHWM
cBOeM NpodecCUoHaNbHON  AedTeNIbHOCTH.
Tak, B cooTBeTCTBMM C PesepanbHbiM 3aKOHOM
0T 23.081996 No 127-®3 «O Hayke u rocyaap-
CTBEHHOM HayUYHO-TEXHUUYECKOW MOANTUKEY'
OpraHbl rocyaapCTBeHHOM Bnactn Poccui-
ckort Pefepaunn rapaHTUpyoT cybbekTam
HayuyHol 1 (MAK) Hay4YHO-TEXHWMYECKON aes-
TeNbHOCTM cBOBOMY TBOpUECTBa, MpeaoCTaB-
N899 UM MpaBo BbiboOpa HanpaBieHUn 1 me-
TOJOB NpOBeAEHMs HayYHbIX MCCAef0BaHMUI
1 IKCMEPUMEHTANbHBIX pa3paboTok. CooTBeT-
CTBYlOLLAA CBOOOAA YCMOTPEHMS B OTCYTCTBUE
WHCTPYMEHTOB 3TWUUYECKON OLIEHKW paspaba-
ThbIBAEMbIX TEXHONOMMYECKMX pELIEHNIA MOXET
NpMBECTU K BGECKOHTPONbHOMY BHEAPEHUIO
B MPakTWKYy 3ApaBOOXPaHEHMUS TeXHOOrMI
C HeloKa3aHHOM 6e30MacHOCTbIO AN1S 340P0-
Bbsl MALMEHTOB.

B cootBeTcTBMM C NyHKTOM 25 YKasa [pesun-
neHTa PO ot 02.07.2021 Ne 400 «O Crpaterun
HalMOoHaNbHOM 6He3onacHocTn Poccuitckoi
Penepalym»’ nepebiM CTpaTermyeckn Bax-
HbIM HampasieHuem B chepe obecneveHns
HalMOHaNbHOM Be3onacHocTK aBndetcs cbe-
pexeHune Hapoaa Poccuu, pa3Butue yenose-
ueckoro moTeHuMana, NOBbIWEHME KayecTBa
XU3HW W 6NarococTossHns rpaxaaH. Takum
obpasom, peanmsyemas B Poccuitckoin Pepe-
pauuy rocyaapcTBeHHas coumanbHO-3KOHO-
Muueckas mnoanTMKa A0MKHA BbiTb Hanpas-
JleHa Ha co3fiaHue yCA0BUI AN yKpenaeHus

' edepanbHbiii 3akoH om 23.08.1996 No 127-D3 «O Hayke U 20cydapcmeeHHoU HayuHO-MeXHUHecKol NOAUMUKe.
Pexxum poctyna: https://www.consultant.ru/document/cons_doc_LAW 11507/

2 Ykaz [pesudeHma PO om 02.07.2021 N 400 «O Cmpamezuu HAUUOHANbHOU Ge3ondcHocmu Poccubickoil
®edepauuu». Pexxum aoctyna: https://www.consultant.ru/document/cons_doc_LAW 389271/
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3[0POBbsl  TPaXJaH, YBEJMYEHWE Mpoaon-
KUTENBHOCTU KM3HW, CHUXEHME CMEepTHO-
cT. VIHbIMK CnoBamu, Bce TEXHONOTMYecKue
peleHns B pamKkax CTpaTernyeckoro passu-
U [OMXHbl ObITh 340POBbeCOEPEratoLLMM.
OfHako ciefyeT OTMETUTb, UTO AafbHelilee
HOPMAaTMBHOE pacKpbiTUe TMOHATUS 340pO-
BbecObeperaloliMx TEXHONOMNIA  OTCYTCTBYET,
UTO He MO3BO/SET B MOJHON Mepe OCyLLecT-
BASTb 3KCMEPTH3Y KauecTBa BHEAPAEMbIX TeX-
HOMIOTNYECKNX PELIEHNA.

OpraHu3aunoHHO-NPaBOBON CTATYyC
HauumoHanbHoro KomuteTa no 6MosTrKe
BTOpbIM KOMMOHEHTOM CUCTEMbBI OLLEHKM
KauecTBa, 6€30MacHOCTV W ITUYHOCTM Tex-
HOMIOTUIA 9BNSETCH CO34aHUe CMnelnasbHoro
opraHa WAM CUCTEMblI OpPraHoB, YMOAHOMO-
YEHHbIX MPOBOAMTbL COOTBETCTBYIOWLYHO 3IKC-
neptun3y. Cneayet OTMETUTb, UTO B HacTosLLEe
Bpems B Poccuiickoin ®eepaummn oTcyTCTBYeT
opraH cneumnanbHom KOMNeTeHUMM B paccma-
TPUBAEMOM HanpaBieHNN, OA4HAKO OTAEbHbIE
3aKOHOAATe/IbHblE MHULLUATUBLI N0 GOPMUPO-
BaHMIO COOTBETCTBYIOLLMX CTPYKTYp Cylle-
CTBYIOT. B Liensx peanvsaumm 0603HaueHHoro
HanpaeieHns NpeAcTaBaseTcs Lenecoobpas-
HbIM PacCMOTPETb OMbIT psAaa 3apybexHbix
CTpaH B 4acT pa3paboTKy creumanbHoro
3akoHOLaTeNbCTBa B ChHepe NpoBeAeHUS 3TW-
4eCKOW 3KCMepTM3bl W CO34aHus cneuunanv-
3MPOBAHHbLIX OPraHoB A/ peannsalmm coot-
BETCTBYIOWMX NosHomounin. Ocobo cneayet
OTMETUTb, UTO 3apybexHble MccaenoBaTent
TakXe pacCMaTpUBaIOT STUYHECKYIO 3KCNepTU-
3y TEXHONOMMIA B KAYeCcTBE HEOTbEM/IEMOrO
3N1EeMEHTa OLEHKM TEXHONOrMYeCKOro pasBu-
™M B chepe 34paBOOXPAHEHUS, VMEIOLLEN
MECTO Ha MPOTHKEHUN BCErO XWU3HEHHOTO
UMKa NOsSBMBLIENCS TexHonornu. bonee toro,
B /nTepatype npeacTaBieHa npenpapuTeb-
Has BEpCKS 3TUYECKOTO KOHTPOJIBHOTO CMcKa

(4ek-nncTa), B pamkax KOTOPOro creumnanbHo
CO3/J1aHHbIA OpraH A0/MXeH MPOBECTU 3Tude-
CKYO OLEHKY HOBOW TEXHOMOMMM MO Cieayto-
WM HanpaBaeHnaMm:
1) pacnpocTpaHeHune 1 UCnonb3oBaHvie
NHPOpMALNN;

2) KOHTPO/b, BAUSIHME 1 BNACTb;

3) BAMSAHME HA MOJENN COLMANbHbIX
KOHTaKTOB;

4) KOHOUAEHLMANBHOCTb;

S) yCTONUMBOE pa3BuUTUE;

6) penpoayKLus YenoBeka;

7) reHaep, MEHbLIMHCTBA U NpaBOCyaVE;

8) MexXyHapoaHble OTHOLLEHNS;

9) BAMSHME Ha uYenoBeyeckue LEeHHOCTM
(Palm, Hansson, 2006).

Tak, B pe3ynbrate aHanM3a 3akoHoAaTesb-
cTBa B cdepe OMOITUKM B TaKMX CTpaHax,
kak ®paHung, HOxHas Kopes, Kutait, lfepma-
HUA 1 WTanng, npeacTaBnaeTcs BO3MOXHbIM
cienatb cneaytolne BbIBO/bI.

Bo-nepBbix, CTOMT OTMETWTb, UYTO Ha JaH-
HOM 3Tane AWLib HEMHOTMe CTPaHbl NPUHSAN
WAW 3aHUMAKOTCA pa3paboTKoi 3akoHa, KOTO-
PbIil Gbl 0ObEANHAN W CUCTEMATH3NPOBA BCE
NONOXEHNS, Kacatowmecs 61MosTUKKM, BOEAN-
HO. Tem He MeHee He/lb3s He YNOMSHYTb HeKo-
TOpble CTPaHbl, KOTOPbIE ABAAOTCA Nnaepamu
B AaHHO cdepe. Tak, B HOxHoI Kopee 6bin
NPUHAT 3aKOH 0 61MO3TUKE U BrobesonacHo-
cTu elle B Aekabpe 2008 r. YUTo KacaeTcs apy-
TMX CTpaH, TO MOKa HOPMbI, peryampytoline
BUO3TUKY, paccpefoToUeHbl MO PasUUHbIM
HOPMaTVBHbIM aKkTam, Hanpuvmep, B 3aKOHO-
narenbcrse [epmaHum v itanmu.

Bo-BTOpbIX,  CpaBHMBas  cojepxXaHue
1 CTPYKTYPY 3aKOHOB O B1O3TUKE, CedyeT OT-
METUTb, UTO OCHOBHOIA LIE/NIbIO PErYNINPOBaHMNS
aBngetca obecrneyeHne npas AOHOPOB 6MONO-
TMYeckoro matepuana, npas v o6a3aHHoCcTeN
JINLL, 3aMHTEPECOBAHHbIX B MOMYYEHUN BUONO-
TMYecknx MaTeprasnos, a Takxe ycTaHoBNEHNE
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npaBua obpalleHuns C Takumu maTepuanamu.
B uacTHOCTM, 0coBOE BHMMaHME B 3aKOHaXx
0 6106e30MacHOCTN YAENFeTCS MONYyUYEHMIO
cornacms AoHopa 1 3anHTepecoBaHHOro anLa
Ha nposeaeHue Kakux-nnbo npoueayp. C ue-
Nblo 0becnevyeHna npas Taknx 1L, Co34aTca
cneumanbHble opraHbl KOHTPOAs M Haj3opa
B chepe BMO3TUKM, UYTO TakKe pernameHTy-
pYeTCs BblEYNOMSHYTbIMU 3aKOHaMU. Tak,
B COOTBETCTBUM CO CT. 6 3akoHa «O 6103THke
n 6uobesonacHocTu» KOxHol Kopen cospa-
eTca HaloHanbHbIA KOMUTET Mo BUO3THKE.

B cT. 6 paccmatprBaemoro 3akoHa 3akpe-
MAEHbl OCHOBHblE GYHKLIMM COOTBETCTBYHOLLE-
ro KommuTeTa Mo 6MOo3TUKE, K KOTOPbIM OTHO-
caTca cnenytolve:

— paspaboTka NOAUTUKM B OTHOLIEHWUM Ha-
LIMOHANbHOW BUOITUKIM 1 6E30MacHOCTY;

— onpefeneHne TMna, npeameTa u obbema uc-
CNefoBaHNiA C yyacTuem 3anacHbiX SMEPUOHOB;

— onpejeneHune TMna, npeameTa n obbema
NCCNef0oBaHNiA, CBA3aHHbIX C MEPEHOCOM s/pa
CcoMaTNYeCKOW KNeTKu;

—onpejeneHvie BUAOB reHeTUIYeCKNX TeCTOB,
3anpeLleHHbIX 3aKOHO/1aTeIbCTBOM;

— onpepeneHne  TUMNOB  3aboneBaHwii,
Mpy KOTOPbIX MOXET MPOBOAUTLCS reHHas Te-
panus;

— Jpyrue BOMPOChl COLMANbHOIO WAM MO-
pafibHOrO 3HauyeHus, Kacarounecs mccneno-
BaHMWiA, pa3paboTk¥ M WUCMONb30BAHUS HayK
0 XW3HU 1 BUOTEXHONOTWIA, KOTOpble Npeace-
natenb HalumoHanbHoro komuteta oduumab-
HO MepeflaeT Ha paccMoTpeHne HauuoHanb-
HOro kommuTeTa>.

HaunoHanbHbIi KOMUTET MOAOTUETEH He-
nocpeacTBeHHO [Mpe3naeHTy, nmeHHo Npesun-
NIeHT HasHauaeT npeacepatens HauuoHanb-

HOro KoMuTETa. B CBOIO 0Uepe/b, 3amMecTuTe b
npeacesarenss  HauMoOHa/bHOTO  KOMUTETA
136npaeTca BONbLIMHCTBOM [O10COB UEHOB
HaunoHanbHoro KomuteTa. Bcero Hauwo-
Ha/IbHbI KOMUTET COCTOUT 13 16—21 uneHa:

— MWHWUCTP 06pa3oBaHms, HaykKu M TexHO-
NIOTWIA, MUHUCTP KOCTULMKM, MUHUCTP 3KOHO-
MUKW 1 3HAHWIA, MUHUCTP 3 paBOOXpaHeHus,
671aroCOCTOAHNA 1 MO AeNaM CEMbU, MUHUCTP
no BOMpOCaM reHAepHOro paBeHCTBa U MWU-
HUCTP roCyAapCTBEHHOIO 3aKOHOAATE/IbCTBA;

— Npe3swaeHT Ha3HauaeT He 6onee cemu
npeacTaBuTener akaaeMWYeckon, Hay4yHowm
1N NPOW3BOACTBEHHOW Cdep, Kax bl U3 KOTO-
PbIX UMeEeT NpodecCcMoHabHble 3HAHWS 1 OMbIT
B 061aCTV HayK O KU3HU UAN MEANLIVHBI;

— Npe3swaeHT Has3HauaeT He 6onee cemu
npeactaBuTenet u3 obnactein peanrum, puno-
coduu, 3TUKK, CoOUMaNbHBIX HAYK, NpaBa, rpynn
HIMO (Hekommepuecknx rpaxaaHckux opra-
HM3aUMii B COOTBETCTBMM CO CTaTbel 2 3aKoHa
0 NOAAEPXKKE HEKOMMEPUYECKMX MPaX AaHCKMNX
opraHu3aumin) Uan reHaepHOro paBeHcTBa.

Ha3HayeHHble YneHbl OCYLLECTBASIOT CBOW
noaHOMouYMsg B HauMOHa/IbHOM  KOMUTETE
CPOKOM Ha 3 rofa v MoryT 6biTb Ha3HaueHbl
MOBTOPHO Ha AOMONHNUTENbHbIE CPOKM.

HaumoHanbHbIA KOMUTET UMEET ABYX WUC
NOMHUTENbHbIX CEeKpeTapei: MUHUCTpa obpa-
30BaHMS, HAyKU W TEXHONOMMI U MUHWUCTPA
3[paBOOXpaHeHnsa, coumanbHoro  obecre-
UeHMs M MO Aenam CembM. [NaBHbIM MCMon-
HUTENIbHBIM CEKPETApeM SIBNSETCS MUHUCTP
3[1paBOOXpaHeHNs, colmanbHoro obecrneye-
HUS 1 N0 Aenam CeMbU.

Ons obecnevenns 3dPeKTUBHON pabOTbl
HaumnoHanbHOro KOMUTETA MOTYT CO34aBaThCs
cneumanm3mpoBaHHble MOAKOMUTETbI. [NaBHbIN

3 South Korea’s Bioethics and Safety Act (2008, December 6). Available at: https://mbbnet.ahc.umn.edu/scmap/

KoreanBioethics.pdf
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UCMONHUTENbHBIA  CcekpeTapb KypupyeT Bce
fena HaumoHansHoro komwuteta. KoHdepeH-
UMM 1 AesTenbHoCcTb HauMoHanbHOro KoMM-
TeTa OTKPbITbl 419 06LIecTBeHHOCTU. [pyrue
BOMPOCHI, kacatollmecs coctaBa 1 ynpaBaeHus
HaunoHa bHbBIM KOMWTETOM W MOAKOMUTETA-
MW, KOTOPblE HE YKa3aHbl B HACTOSILLLEM 3aKOHE,
pelatoTcs ykasom [pesnaeHTa.

B uenom 3akoH «O 61o3THKe 1 Bruobesonac-
HocTw» HOXHol Kopen HanpaBieH Ha yayud-
WeHMne 3[0POBbS U KayecTBa XMU3HW N0Aen
nyTem co3flaHus  YCNOBWIA, MO3BONSHOLLNX
pa3BMBaTb HAYKM O XWU3HU 1 BUOTEXHONOMN,
KOTOPble MOTYT MCMONb30BaTbCS AA9 NpeaoT-
BpalLeHWa 1an neveHns 6onesHel yenosexa.
Kpome TOro, HacTOSLLMIA 3aKOH HanpasieH
Ha 3allMTy Ye0BEeYecKoro AOCTOMHCTBA
W npeAoTBpalleHne nNpuyMHeHus Bpeda
naaM  nytem obecrneyeHns 6e3onacHoro
pasBUTMA HayK O XM3HWM U BUMOTEXHONOTUI
B COOTBETCTBMM C MPUHLMNAMU BUOSTUKMN.
Moa HayKamm 0 XU3HM 1 BUOTEXHONOTUSX CO-
1ACHO CT. 2 MOHUMAIOTCS Hay KM Y TEXHONOT MK,
KOTOPblE M3y4atoT M WCMOb3YyT YenoBeye-
CKME 3IMBPUOHbI, KNETKM U TeHbI.

3akoH «O 6103THKe 1 BMOBE30NACHOCTUY
tOxHon Kopewn perynvpyeT MCnonb3oBaHue
Bcex BMoTEXHONOMMIA, 6e3 creLynanbHbix oro-
BOPOK OTHOCWUTENbHO MpenMnaaHTaLMoHHON
reHetnueckon amarHoctvku (M) n npeHa-
TanbHoW amarHocTtukk (MH[). OpHako, co-
FacHO 3TOMY 3aKOHY, MccnefoBaHne smbpu-
oHa WM MNoAa MOXET BbiTb OCYLIECTBAEHO
TONbKO ANS1 ANATHOCTMKM MblLLEYHOW ANCTPO-
duUn nAn Apyroro, CBA3aHHOIO C MoBpex/ae-
Huem [IHK, 3a6onesaHma.

3akoH «O 6unobesonacHocT» KHP perna-
MeHTVpYeT  OYHKUMU  KOOPAMHALMOHHOIO
MexaHM3Ma HalWOHAbHOW 6K1ON0TNUECKON
6e30MacHOCTH, B COCTaB KOTOPOTO BXOASAT
MUHWUCTEPCTBA 3[paBOOXPaHEHNS, CENbCKOro
X035MCTBA W CeNbCKUX AEN, HAYKW U TEXHUKM,

MHOCTPaHHbIX ieN, a Tak)Xe COOTBETCTBYHOLLMNE
BOEHHble BeAOMCTBA. 3aKOH HajaraeT pa3nuny-
Hble 0643aTeNbCTBa Ha Cy6beKkTOB, KOTOpble
3aHMMAIOTCA  «MCCAE0BaHMUAMKM, pa3paboT-
KamMn U/MAN NpUMeHeHeM BUOTEXHOMOM NI,
B TOM umcne cobMOAEHNE STUUECKUX HOPM,
nojaya 3asBki Ha perncrpaumnio ang npunob-
peTeHns 1AM BBO3a ONpesie/IeHHOr0 «BaXXHOro
060pyn0BaHNS U/UAK cneumanbHblX 6ruonoru-
ueckux (GakTopoB, CBA3aHHbIX C Buonornye-
ckol BesonacHocTbio». Cpean npoyero Kom-
NEeTEHTHble OpraHbl ByAyT KnaccuduLmMpoBaTh
Hay4yHO-MCCNefoBaTeNbCKYD  AESTeNbHOCTb
M0 Tpem KaTeropmsm: BbICOKWIA pUCK, CpeiHIIA
PUCK UIW HU3KNIA pUCK. TONBKO topUAnYeckue
AnLa, yupexaeHHblie B Kutae, MoryT paboTtathb
C maTepvanamu BbICOKOW 1 CpeflHen cTeneHu
pycka npu yCI0BMM MOAYYEHUs CchelnabHo-
ro paspetexns (Montfort, 2020).

BaXXHO OTMeTWTb, UTO OTCYTCTBME E€AMHOrO
3akoHa 0 6MO3TUKE He O3HauyaeT OTCYTCTBME
CheumanbHoOro opraHa, KoopAMHUPYHOLLErO
N KOHTPOMPYIOLLErO AeATeNbHOCTb B IaHHOM
chepe. Hanpumep, B Ntannn nencreyet Ha-
LMOHabHbIA KoMUTET No Brostrke (Comitato
Nazionale per la Bioetica). YkasaHHbIii KO-
MUTET, CO3[aHHbIA AekpeTom [lpe3naeHTa
CoBeTa MUHUCTPOB 28 MapTa 1990 r, umeet
npaBo COBeLLATEbHOrO rofoca B NpaBuUTeb-
CTBE, MapnameHTe U B APYrMUX YUpexXAeHu-
aX, B €ro 3ajauyn BXOAUT MHDOpMMpPOBaHME
06LEeCcTBEHHOCT 06 3TUYECKMX BOMpPOCAX,
BO3HMKAIOWIMX MO Mepe pa3BUTUS HayYHO-UC
cnefoBaTenbCkux U TEXHONOrMYeCKUX npume-
HEHM B 061aCTV HayK O XW3HW 1 B 061acTy
3apaBooxpaHenns (MoHkuH, MoHknHa, 2012).

B lepmaHun, HanpoTue, Cneumannsnpo-
BaHHOrO opraHa no 6rmo3aTuke Ha dpeaepanb-
HOM YpOBHE HeT. HekoTopon KomneTeHumen
B paccmaTtpuBaemoit cdepe HaaeneHol Pe-
NlepajbHblii LEHTP CaHMUTApHOro MpocBelle-
Hua (Bundeszentrale fur gesundheitliche
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Aufklarung) n ®epepanbHblil UHCTUTYT ne-
KapCTBEHHbIX CPEACTB W U3AeNVNIA MeaWLMH-
cKoro HasHauerus (Bundesinstitut fur Arz-
neimittel und Medizinprodukte), a Takxe
paa apyrux yupexaenuii (MoHkuH, MoHKKHa,
2012). lefcTBYET paj yupexaeHWin Ha ypoBHe
denepanbHblix 3emenb. Tak, Hemeuxknin wH-
HOPMALMOHHBI LUEHTP MO 3TWKe B 06/1aCTy
Hayk o xu3Hu (Deutsche Referenzzentrum
fir Ethik in den Biowissenschaften) ssna-
eTca ¢ 2004 1. pabounm opraHoM akaaemmm
Hayk deaepanbHol 3eman CeBepHblid PeiiH —
Bectdanvg ang pazButing «0CHOB, CTaHAAPTOB
1 KpUTEPUEB STUUECKMX CYXKAEHWIA B 061aCTM
HayK O XW3HW» 1 paboTaeT Kak LeHTpaabHoe
Hay4yHoe yuypexieHune YHuepcutetra boH-
Ha. JaHHbln UeHTp 6bln ocHoBaH B 1999 T
no npwvrnawexunio degepanbHoro MuHucTep-
cTBa 06pasoBaHMs M HayuHbIX WCCAeaoBa-
HWI, BOHHCKOTO WIHCTUTYTa HayKuW M 3TUKM
B COTpyAHMYecTBe C YHMBepcuTeTom BoHHa
B KayeCcTBe HaLMOHAbHOMO LeHTpa A0KYMeH-
TaumMm 1 uHdopmaunu Ang MNpOABUXKEHUS
HayuHbIX OCHOB KBa/MOULIMPOBAHHOMO 06-
CyXKAeHUs B1o3TUKK B [epmaHui, B eBponeit-
CKOM 1 MeXayHapoaHOM KoHTekcTe. B [epma-
HWKM COBETHI MO BMO3TUKE CO3AAI0TCA Takxke
npyn 6onbHULAX U NPWU WCCAEA0BATENbCKUX
yupexaeHmax (MoHKWH, MoHKKHa, 2012).
HakoHel, npeacTaBnseTcsd WHTEPECHbIM
CPaBHUTbL Haka3aHus, KOTopble NpeaycmaTpu-
BaloTCs 3akoHamu o 61Mo3THKe M Bruobesonac-
HOCTW B CAydyae MPOTMBOMPABHOrO MoBeje-
HWS UL, B paccmaTpuBaemon cepe. [nason
9 3akoHa KOxHoit Kopen ycTaHaBnmBaeTcs oT-
BETCTBEHHOCTb 32 HapyLleHne BUO3TUUECKMX

+CraBka no cocToaHMI0 Ha 20.12.2020 1.
> CTaBKa Mo COCTOSHUIO Ha 2112.2020 T.
©Tam xe.

Tpe6oBaHuit. Cpok AnleHNna cBOBOAbI 3a He-
KOTOpble KaTeropuMu npecTynneHuin (Hanpw-
Mep, UMNAAHTALLMA YeNoBEeYeCcKoro sM6puoHa
B MaTKy >KMBOTHOTO MM 3MOPUOHA KMBOTHO-
ro B MaTKy Yes0BeKa) MOXeT A0CTUraThb 5 neT.
Yto KacaeTcs pasmepa WTpados, TO B Cyyae
eCc/u B HapylleHWe 3aKoHa UCMoNb3yoTcs Tak
Ha3blBaeMble 3amacHble 3MOPUMOHbI, pasmep
Takoro wrpada MOXeT CoCTaBUTb 50 MUAAW-
OHOB KOPENCKMX BOH, UTO MPUMEPHO PaBHO
3340 000 poccuitckmx py6nein. B KHP wtpad
32 HapylleHne HekoTopbiX npasun 6uobe-
30MacHOCTM (Hanpumep, yyactve B 6uoTex-
HOMOTUYECKMX WCCNef0BaHUSX WAU pa3pa-
60TKax, KOTOpble 3anpelleHbl rocyaapcTBOM,
CT. 74) MoxeT gocTurate 10 000 000 toaHen,
YTO 3KBMBANEHTHO 112 069 000 pOCCUMCKMX
pybneir’. 3akoHoaaTenbCcTBo fepmMaHnm npes-
yCMaTpuBaeT npwvBaeYeHre K aiMUHUCTpa-
TUBHOI U/ YTONOBHOW OTBETCTBEHHOCTY NN,
HapyLWWBLUMX MONOXEHMS 3aKOHA, peryaupy-
folLero 6uoaTuueckyto chepy. Tak, COracHo
pazgeny 25 @3 OPl «O reHeTUyecknx nccne-
[OBaHNAX Ha MOASX» CAMbIM CTPOTUM BUAOM
YFONIOBHOMO HakasaHus SIBASETCS AuLLeHne
cBO6OAbI CPOKOM 10 ABYX NeT. UTo kacaeTcs
AAMVHUCTPATVMBHON OTBETCTBEHHOCTU, TO OHa
YCTaHaBAMBAETCS Pa3AenoM 26 U MaKCUMab-
HbIVi pasmep wrpada cocTanger 50 000 eBpo,
YTO PaBHO 4 571 965 pOCCUIACKIM pyBASMS’.

MpaBoBoi cTaTyc yueHOro

B CNeLMaabHOM 3aKOHOAaTe/bCTBE

0 HAYyYHO-TEXHOJ/IOMMYECKOM pa3BUTUM
TpeTbe HanpaBieHue CUCTEMbI KOHTPONA

KayecTBa, 6e30MacHOCTY W STUUHOCTU TEXHO-

7 Gesetz liber genetische Untersuchungen bei Menschen (Gendiagnostikgesetz — GenDG) (2009, Juli 31). Avail-
able at: https://www.gesetze-im-internet.de/gendg/BINR252900009.html|
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JI0TMN B cdepe OXpaHbl 3L0POBbS rpaxiaH
CBSA3aHO C OonpejesneHrem npaBoBoro crary-
Ca Y4eHOro B CneumnasbHOM 3aKOHOAATEe/b-
CTBE O HAYUYHO-TEXHONOIMYECKOM Pa3BUTUMN.
CnenyeT oTMeTuTb, 4tTo PefepanbHblil 3aKOH
0T 23.08.1996 Ne 127-P3 «O Hayke u rocyaap-
CTBEHHOW HAYUYHO-TEXHUYECKON MOAUTUKE
B uMcie CybbekTOB HayuHOW M HayuHO-Tex-
HUYECKON AeaTeNbHOCTV He BblAeNseT Ka-
TErOpUIO «y4YeHbli», B HacTosllee Bpems OT-
CYTCTBYET 3aKOHOAATe/IbHO YCTAHOB/EHHAA
LeDUHNLMA  «yYEHOTO», a ClefoBaTeNbHO,
OTCYTCTBYET W BO3MOXHOCTb OMpefeneHuns
€ro npaBoBOro crartyca. B 3101 cBg3n npea-
cTaBnsgeTcs UenecoobpasHbiM BHECTU COOT-
BeTcTBYytOWMe aononHeHus B @3 «O Hayke
W TOCYLApCTBEHHOW HAyYHO-TEXHWYECKON
nonuTuke». bonee TOro, paccmarpviBaemoe
3aKOHOAATENbCTBO HE COAEPXKMT HOPM, 065-
3bIBAOLMX CYOBEKTOB HAyUYHOM W Hayy-
HO-TEXHUYECKOW AEeATeNbHOCTM MpU NpoBe-
LEHUN  UCCNeAOBaHWUA  pYKOBOLCTBOBATLCA
3TUYECKMMU HOPMaMU ¥ NpaBUIaMu, 4TO CO3-
[aeT NpeAnockikA An9 pa3paboTku TexHo-
NIOTMYECKNX peLieHunii, He CNOCOBCTBYOLLMX
3[0pOBbeCOEPEXEHNI0 HaLMK. B 3Tol cBA3M
npeacTaBaaeTcs LenecoobpasHbiM B pamkax
peanusaumm psna MOMHOMOYMI creunanb-
HO CO3[aHHbIM OpraHoM Mo GKO3TUYECKON
3KCNepTM3e TEXHONOMMIA pa3paboTaTb cnewuu-
ANIbHbIN 3TUYECKUI KOAEKC A5 pacCMaTpUBa-
eMOoW TpynMbl nccnefoBaTenein ¢ BHeCEHNEM
N3MeHeHW B NpodunbHoe dpesepanbHoe 3a-
KOHOAATEeNbCTBO MO 0653aTeNbHOCTH COBAt0-
LNeHWS COOTBETCTBYIOLMX 3TUYECKUX HOPM
n Npasu.

MpaBocy6bEKTHOCTb MEANLUHCKOTO
paboTHUKA B YACTM OLLEHKU TEXHOMOTUIA
Bonpoc ykpenneHna npaBocy6bekTHOCTY
MEANLMHCKOTO paboTHMKA B 4YacTW MepBuy-
HO OLLEHKWM BCTPaMBaEMbIX B MPAKTUKY TEXHO-
NIOrNYecknx peleHnii Takxxe npeacTaBaseTcs
HepelleHHbIM, HeCMOTpst Ha GparmeHTapHble
HOPMbI, YCTaHaBAMBaKoLIME 0643aHHOCTL CO-
61104EHNA STUUYECKMX MPaBWUA MPK OCYLIECT-
BNEHUN NpOdecCcMoHanbHOM AeaTeNbHOCTY.
Tak, B cooTBeTcTBMM C 4. 1 cT. 73 Depepans-
HOro 3akoHa OT 2111.2011 Ne 323-03 «06 oc-
HOBax OXpaHbl 30pOBbA rpaxaaH B Poccuii-
ckort Peaepaunm» MeaULNHCKME pabOTHIKM
1 dapmauesTMyeckme paboTHUKM OCYLLECT-
BNSIOT CBOIO A€ATebHOCTb B COOTBETCTBUM
C 3akoHomatenbctBom Poccuiickoin Pepepa-
UMK, PYKOBOACTBYSCh MpUHUMNAMK  Meau-
UMHCKOW 3TMKK v aeoHTonornm®. Mpu 31oM
cnepyer oTMeTuTb, uTto CT. 53 Kopgekca npo-
deccroHanbHoM 3TUKK Bpada Poccuiickon
QPesepaunm ycTaHaBAIMBAET, UTO HOBble Me-
ONUMHCKME TEXHONOTUM MOTYT NPUMEHSTHLCA
B MeAMUMHCKOV NpakTUKe ToNbKO nocne oao-
BpeHna MeaNLIMHCKMM COOBLECTBOM W pas-
peweHns, odOpPMAEHHOrO B YCTAHOBIEHHOM
nopsiAKe B COOTBETCTBUM C POCCUIACKMM 3aKO-
HosaTtenscTBOM?. [pK 3TOM Cam NopsiaoK HOp-
MaTMBHO He pernameHTMPOBaH, YTO Ha Mpak-
TUKe co3/aeT NpaBoOBOM BakyyM B pelleHum
BOMPOCOB, CBA3AHHbIX C 3TUYECKUM 0BOCHO-
BaHWEM  LeNecoobpasHOCTU  MPUMEHEHNS
HOBOW TEXHOAOrMM MPKU OKa3aHWM MOMOLLM
naumeHTy. BaXHbIM ycnoBrvem npoBefeHus
OLEHKM TEXHONOIMIA SBAFETCS YeTKoe 3akpe-
nAeHne NpaBoBbIX WU 3TUUYECKMX MPUHLMUMOB.

¢ edepanbHbili 3aKoH om 21.11.2011 No 323-D3 «O6 0cHosax 0xpaHbl 300posbd 2paxdat 6 Poccutickoli Dedepauuius.

-zakon-323-fz-ot-21-noyabrya-2011-g

Pexxum foctyna: https://minzdrav.gov.ru/documents/7025-federalny

° Kodekc npoeccuonanbroil amuku epada Poccuiickoli Dedepauuu (npuHgm [Nepsbim HAUUOHAAbHBIM Cbe30oM
gpaveii Poccutickoti @edepayuu 05.10.2012). Pexxnm goctyna: https://www.consultant ru/document/cons doc

LAW 174773/. JlOKyMeHT onyB6ankosaH He 6bin.
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Hanpvmep, onpenenss HaluWOHa bHbIA Npa-
BOBOW PEXMM TFEHETUYECKUX UCCNe0BaAHMM
KaK BWA PErynstMBHOM AEATEeNbHOCTU TOCy-
[apCTBa, KpalHe BaXKHO YCTaHOBUTL 6a30Bble
NPUHLMMbI €€ OpraHn3aLmnn.

MpumeyatensHo, yto B PeaepanbHoi Ha-
YYHO-TEXHUYECKOW Mporpamme pasButug re-
HETUYECKMX TEXHONOTMI Ha 2019-2027 roabl
cAenaH akUeHT TOMbKO Ha npuHumne ou-
HAHCOBO-3KOHOMMYECKOro obecneueHns
N 3GGEKTUBHOCTN UCMONb30BAHUS CPEACTB
benepansHoro GroaxeTa U CpeicTs BHEO-
KETHBIX WCTOYHMKOB, TOrAa Kak BHE Moas
3peHUst 3aKoHoAaTeNs 0Kas3ancs Lenblii 60K
nepBooYepeiHbIX OpraHn3aunOHHbIX MPUH-
LUMNOB NOCTPOEHUS HALMOHANBHOIO pexnma
Pa3BUTUS TEHETUYECKUX TEXHONOTMI B LLE/IOM,
NMPU3BAHHbLIX OY4EPTUTL 3aKOHOAATE/NIbHO [0-
NyCTUMbIE TPaHWULbl BMELLIATENIbCTBA YeNoBe-
Ka B MPOLLECChl MUPO34aHNS.

OoHUM 13 NPUOPUTETHBIX MPUHLMMOB Npa-
BOBOIO PEryMpoBaHns 6UOTEXHONOTNUECKIX
NCCNeoBaHNI ABASETCS NPUHLMN NPeaocTo-
POXHOCTU. PaccmaTpmBaemMblin MpUHLMN Nps-
MO M/ KOCBEHHO TPAHCIMPYETCS B CneLnab-
HOM 3aKOHOAATE/IbCTBE PALa TEXHONOTMYECKHN
pa3BUTLIX TOCyAapCTB. Hanpumep, B lepma-
HUM 3akoH 1990 1. «O peryanpoBaHUM reH-
HO-MHXXEHEPHON AedTeNbHOCTU» B LEensx
3aLUNUTBl STUYECKUX LLEHHOCTEN, XU3HM 1 340-
pOBbS /IIOAEN 3aKpenageT NPUHUUNGI Npeao-
CTOPOXXHOCTK, B3BELUMBAHWUA  a/LTEPHATUB
N PUCKOB, KOMMETEHTHOrO KOHTPOAS, NpUopu-
TeTa 06LeCTBeHHON 6€30MacHOCTM W Nopa-
Ka, MEeXAUCUMUMIMHAPHOIO COTPYAHMYECTBA
1 paa apyrux (YmHoBa-KoHtoxoBa, Anewkosa,

2022). Hanpumep, Bo GpaHLy3CKol AOKTpUHE
NPUHUMN  NPeA0CTOPOXHOCTM MNOHUMaeTCs
cnenylouMm 06pasom: OTCYTCTBME onpeje-
NIEHHOCTV MPU CYLLECTBYIOLLEM YPOBHE HayY-
HO-TEXHMYECKMX 3HAHWIA HEe AO0KHO BAUSTb
Ha NpuHaTVE 3OOEKTUBHBIX Mep, HanpaBaeH-
HbIX Ha NpefoTBpalleHNe PUCKOB CEPbEe3HO-
ro 1 Hemonpasumoro yulepba (Moxos, 2017).
B 3akoHosatenscTBe Poccuiickont Pegepaumn
npsMoe  3akpernjeHne COOTBETCTBYIOLLErO
NPpUHLUMNA OTCYTCTBYET, OAHAKO MONOXEHUS
O BpPeMeHHOM 3anpeTte Ha PenpoayKTUBHOE
KNoHMpoBaHue uyenoreka B PegepanbHOM
3aKoHe 0T 20.05.2002 Ne 54-®3 «O BpemeH-
HOM 3anpeTe Ha K/AOHMPOBaHWE YenoBeka»
chopMynMpoBaHbl C y4yeToM MpUHLMNA npe-
NOCTOPOXHOCTU.  Tak, BPEeMeHHbIn 3anpeT
Ha KNOHMpOBaHWe YenoBeka BBEAEH MCXOAS
13 NPUHLMNOB YBaXeHWs YenoBeka, npusHa-
HUS  LEeHHOCTM NIMYHOCTW, HeobXOAMMOCTH
3alMThl MPaB v CBODBOA YesoBeKa 1 yumnThiBas
HEAOCTAaTOUHO M3yueHHble Buonoruyeckre
1 coumanbHble MOCNeACTBUS KNOHUPOBAHMS
yenopeka’.

Ha ypoBHe MexayHapoAHbiX HOpM 6a30-
Bble OCHOBbI MOHVMMaHWg MpUHUMNA Npeno-
CTOPOXHOCTY 3a/10XKeHbI B C/IEYIOLLMX aKTaxX:

— «KoHBeHUMg 0 3alimTe npaB uenoBeka
1 4e0BEYECKOro JOCTOMHCTBA B CBA3M C NpW-
MEHEeHMEeM AOCTUXKEHNA BUONOTMN U MEANLIN-
Hbl: KOHBEHLMS O NpaBax uenoseka 1 brome-
anumnHe» (ETS N164)";

— «JlononHuTenbHbI npoTtokon K KoHBeH-
UMM O npaBax yYesoseka U 6GuoMeaMLMHE
OTHOCUTENBHO OUOMEAMUMHCKNX UCCnenoBa-
Hui» (CETS N 195).

1© PedepanbHbiii 3akoH om 20.05.2002 N° 54-D3 «O epeMeHHOM 3anpeme Ha KAOHUPOBAHUE YeA0BeKa». Peximm

LOCTyna: https://base.garant.ru/184467/

""Poccug He patudurummposanacootBeTcTBy oLyt KoHBeHLMto. CoBeTEBponbl. (2004). KoHeeHYug 03auume
1pae u doCMoUHCIMEa YeA0BeKa 8 893U ¢ npuMeHeHueM docmuxxeHull Buoro2uY U MeduuuHbl: KoHeeH|Us 0 npasax
yeAosekd u Buomeduuute, 4 anpeaa 1997 200a (ETS N 164). Pexxum aoctyna: https:/rm.coe.int/168007d004
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OcHOBbI peannsaumm yCToNYMBOrO MOAXO-
[a B Pa3BUTUM BUOTEXHONOMMYECKOTO MOTEH-
unana Poccuiickoin Pesepaumm 3an10XeHbl
B psfe AOKYMEHTOB CTpaTernyeckoro naaHu-
poBaHus: ykas lNpe3naeHta PO or 01.04.1996
Ne 440 «O KoHuenummn nepexoaa Poccuitckoi
Qenepallt K YCTOMYMBOMY  Pa3BUTUION?,
«[1porHo3 coumanbHO-3KOHOMUYECKOrO pas-
BuTMS Poccuiickoin Pesepaunn Ha Nepuos,
10 2036 rona»® v ap.

MpuHLUMN 6e3onacHoOCTH

OTaenbHble aBTOpbl BbIAEASOT WHblE MPUH-
LMMbl BUOMNpaBa, HanpuMep Takue, Kak npuH-
umn 6uonornyeckoro Gnarononyuma (Kpased,
2022), NpUHUWN  6aarononyuns  Gyayuimx
nokoneHnn (YmHosa-KoHtoxoBa, Anewkosa,
2022), NPUHLMM COXpaHeHs reHoMa Yenoseka
Kak ocoboro Buaa (ManenHa, 2019) n apyrue.

MpuHUMnbl BMonpaBa MOXHO Takxe And-
depeHUMpoBaTh Ha 06LLENPABOBLIE U OTpaC-
neBble (cneumansHbie). Mpu 3Tom K oblle-
MpaBOBbIM MPUHUMAAM OTHOCATCS MPUHLMN
3aKOHHOCTM, MPUHUMN aHTpOMOUEHTpM3IMA
npu NpoBeAeHNN UCCAeA0BAHMIA C yYacTMeMm
yenoseka, MPUHUMM HE3ABUCUMOCTW, MPUH-
UMM Hay4yHoW O0BOCHOBAHHOCTW U Apyrue.
K oTpacnesbiM npuHUMNAM Lenecoobpas-
HO OTHOCUTb MPUHUMMLI, ONpeaensiouine
KOHTYpPbl ~ MOCTPOEHMS1  MPaBOOTHOLIEHWNI
B KOHKPETHON cdhepe BUOTEXHONOrMUYECKOro
pa3BuTMa. Tak, Hanpumep, nNpu paspaboTke

OGUOTEXHONIOMMYECKMX NIEKAPCTBEHHbIX MNpe-
napaToB BaXHO CO6/OAATL MPUHLMMbI Had-
Nexaulen KAMHUYEeCKOM npakTukK, 3akpe-
nneHHble pelwenvem Coeta EBpasmiickon
3KOHOMMYEeCKon Kommccnm ot 03.11.2016 No 79
«O6 yTBepxaeHun [paBun Hagnexatlen
KJVHUYECKOW NpakTuky EBpasnickoro 3sko-
HOMUNYECKOro coto3a». K yncny cooTBETCTBY!1O-
WX NPUHLMMNOB OTHOCATCS:

— obs3aTenbHoe COO/IAEHNE 3TUUECKMX
NPUHLMMOB,  3aN0XKEHHbIX  XebCUHKCKOW
feknapauunen, npungaton Ha XVII ceccum
BcemupHom accoumaunm 34paBoOOXpaHeHwus
B 1964 roay;

— WCCNeAOoBaHWE MOXET OCYLLEeCTBAATLCA
TO/IbKO B TOM Cly4ae, eCnn oXuaaemas noab3a
OnpaB/blBaET PUCK;

— npaBa, 6e3onacHocTb ¥ 6Gnaronosyune
Cy6bEKTOB WCCNEeN0BaHMS MMEKT NepBocTe-
NeHHOoe 3HayeHue 1 JO/MKHbI NPeBainpoBaTb
Ha/ MHTepecamu HayKu 1 obLLecTBa;

— NpUHUMN A0BPOBOLHOCTM yyacTus Nauu-
€HTOB B WcCnenoBaHMK (0653aTeNbHOCTL f0-
6POBONBHOTO MHGOPMUPOBAHHOIO COMNACHs);

— NPUHLNN KOHOUAEHLMANBHOCTI 1 ApyTie'.

3ak/ioueHue

lMosBOAS UTOMW NPOBEAEHHOrO MUCCen0Ba-
HWA, LenecoobpasHo chopmyIMpoBaTh CUCTe-
MOO6pasyoLLne BbIBOAbI.

1. CrpemuTenbHoe pasBuUTME COBpPEMEH-
HbIX BUOTEXHONOMNIA YCUNMBAET MOTPEBHOCTD

2 Va3 [Mpesudenma PO om 01.04.1996 N° 440 «O KoHuenyuu nepexoda Poccuiickoii Dedepauu k ycmoiuugomy
pasgumuto». Pexumaoctyna: https://www.consultant.ru/cons/cgi/online.cgi’req=doc&base=EXP&n=233558#ko

QOB6UgqONnoF2TrZ1

B [IpoeHo3 COUUANbHO-IKOHOMUUecKo20 paseumus Poccutickoli Pedepayuu Ha nepuod do 2036 20da (2018,
HoABps 28). Pexxum gocTyna: https://economy.gov.ru/material/directions/makroec/prognozy_socialno_ekono-

micheskogo_razvitiya/prognoz_socialno_ekonomicheskogo razvitiya_rossiyskoy federacii_na_period_do_2036_

goda html. lokyMeHT ony6anKoBaH He Gbi/l.

' Peuwierue Cosema Eepasulickoli sKoHOMUuecKol Komuccuy om 03.11.2016 No 79 «O6 ymeepxdeHuu [Tpasua
HadAexauieli KAUHUYecKol npakmuky Eepasulickozo 3KoHOMUHECK020 Coto3a». PeXMM AoCTyna: hitps://www.

consultant.ru/document/cons_doc LAW 207651/
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06LEeCTBa M roCyAapcTBa B CO3AaHNN U DYHK-
LUVMOHVMPOBaHUN CUCTEMbl OLEHKM KayecTsa,
6€30MacHOCTV 1 3TUYHOCTU MOSIBAAIOLLNX-
cs peweHuit. Mpu 3ToM cnefyet OTMETUTS,
YTo BHeApsiemas B KAMHUYECKYI MNpakTuKy
TEXHONOTWA JOMKHA ObiTb HEe TOMbKO Nlerasb-
HoW (BBedeHa B 060pOT MyTem pa3paboTku
cneumanbHoro HOpMaTUBHOMO akTa), HO U Ne-
TMTUMHON (NpoleaLlein npoueaypy 3TMYecko-
ro 060CHOBaHMS U 0406PEHUs CO CTOPOHBI
HEe3aBMCMMOro opraHa 3TUYECKOn Bepudu-
Kauwum). MNepBoe HanpaBneHue (neranbHoCTh)
MOXET 6bITb 06ecneyeHo C MOMOLLbIO MCMONb-
30BaHMs OJHOTO M3 CreuunanbHblX NpaBoBbIX
pexXnMoB, MNpefyCMOTPEHHbIX AN BHeape-
HVS B cdepy 34paBOOXpaHeHMs UMDPOBbIX
nHHoBaumi. Tak, cT. 3 ®3 deaepanbHoro
3aKoHa oT 2111.2011 Ne 323-P3 «O6 ocHoBax
OXpaHbl 340pOBbS TpaxaaH B Poccuickomn
Qenepalnm» yCTaHABAMBAET BO3MOXHOCTb
CMONb30BAHMS IKCMEPUMEHTAIbHOIO NpaBo-
BOr0 pexuma npu NpsMom ykasaHum Ha 370
COOTBETCTBYIOLLEFO HOPMATUBHO-MPABOBOIO
aKTa C 3aKpenieHnem YeTKoro nepeyHs ycnyr,
B pe3ynbraTe KOTOPbIX MPUMEHSIOTCS HOBble
TEXHONOrMK, a TAKXKe BUAOB OTBETCTBEHHOCTMU,
HaCTynawLWmx B paMmKax NprMeHsemoro npa-
BOBOrO pexmnma.

B cBoto ouepesnb, He pelleHHas B HACTOS-
liee Bpems npobnema NeruTmauun TexHo-
NOTUYECKMX PeleHnid akTyanmsmpyeT BO-
npoc co3panus B Poccuiickon depepaunm
CreumanbHoro He 3aBUCHMOro OT Kakx-1nbo
rOCyAapCTBEHHbIX CTPYKTYp oOpraHa, ocy-
LWeCTBNSIOLLErO 3TUYECKYID 3IKCNepTu3y Mno-
ABNSIOLLMXCH  TEXHONOTMYECKMUX — PELUEHUN.
B 3Toit cBS3W npencTaBasgeTca Lenecoobpas-
HbIM CO3[aTb HauMoHaAbHOI COBET MO 6K03-
Tnke npu lNpesunneHte PO n 3akpenuts npa-
BOBOW CTaTyC COOTBETCTBYIOLLEr0 OpraHa
B Ykase [lpe3ngeHTa «O HaumoHanbHoM co-
BeTe Mo BUO3TUKEY.
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2. B uucne nonHomoumn HaumoHanbHo-
ro coBeta no 6wosTMke npu [lpesngeHTe
PO uenecoobpasHo 3akpenuTb MOAOXKeHUe
0 paspaboTke Kogekca 3TWUKM MEAWMLMHCKO-
ro paboTHMKA MpW OKa3aHUW MEeAWLMHCKON
MOMOLLM C WCMOAb30BAHMEM COBPEMEHHbIX
TexHonorui B MeanumHe. B uenax ykpenneHums
NpaBoCy6bEKTHOCTN MEAMLMHCKOTO PaboTHM-
Ka HeoBXOAMMO BHECTU W3MEHEHMA B CTaTbiO
73 ®enepanbHoro 3akoHa ot 2111.2017 Ne 323-
@3 «O6 OocHOBax OXpaHbl 340pOBbA TPax-
naH B Poccuiickoin ®enepaliny», AONOAHUB
nepeveHb 0693aHHOCTEN MEAMLMHCKMX pa-
H6OTHUKOB MOAOXEHWEM 06 0693aTENbHOCTYU
cobnoaeHns Kogekca stk MeanLMHCKOro
paboTHUKA NpW OKasaHUW MeaNLMNHCKON
MOMOLLM C WCMOAb30BAHWEM COBPEMEHHbIX
TEXHONOTUNA.

3. B uncne nonHomounn HaumoHanbHoOro
coBeTa no 6rosTuke npu MpesunaeHte PO Le-
necoobpasHo 3aKkpenuTb MONOXKEHME O paspa-
60TKe Kogekca 3TUKM YUEHOro npu OCyLIecT-
BNEHUM HAYYHOM W  HAYUYHO-TEXHUYECKON
neqatenbHocTn. Tpu 3ToM  LenecoobpasHo
BHECTW M3MEHEeHWs B NyHKT 7 cTatbh 4 PDe-
flepanbHOro 3akoHa oT 23.081996 Ne 127-03
«O Hayke 1 rocyaapCTBEHHON HayUYHO-TEXHW-
UeCcKol MOAUTUKE», NOMNONHNB NepeyeHb 069-
3aHHOCTEN HayuyHOro paboTHMKA MOAOXKEHU-
em 06 o6s3aTenbHoCTH cobmoaeHns Koaekca
3TUKM YYEHOT0 NPU OCYLLECTBAEHNUM HayYHOM
N Hay4YHO-TEXHNYECKON AeATebHOCTH.

4. BHecTn onpeaeneHve npaBoBOro cTa-
Tyca «ydyeHoro» B DegepasbHbli  3aKOH
0T 23.081996 No 127-®3 «O Hayke v rocyaap-
CTBEHHOW HAYUYHO-TEXHWYECKOWR MOAUTMKEN
1 BK/KOUYNTb €r0 B UNCIO CYyOBLEKTOB HayUHOM
N HayYHO-TEXHNYECKON AeATebHOCTM.

S. B uensax noBblWeHMs YpOBHS rpamoOTHO-
CTW HaceneHus B BOMpoCax CO3AaHUs CeEMbM
1N COXpaHeHus penpoayKTVBHOIO 340POBbS
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Abstract

While China and Russia are both major agricultural producers, their influence
on the global agricultural industry still lags significantly behind EU countries. Con-
sidering the recent China-EU Agreement on Geographical Indications (CEAGI) and
the rapid current growth of China-Russia trade, it becomes crucial for China and
Russia to discuss the mutual recognition of geographical indications (Cls) for agri-
cultural products. The potential for cooperation in this area consists in promoting
import and export trade of agricultural products between China and Russia, thus
enhancing the competitiveness of these products in the international market. How-
ever, challenges in the mutual recognition of Gls arise due to imbalances in the trade
of agricultural products, as well as differences in trading systems and current leg-
islation on geographical indications. A feasible package arrangement could involve
mutual recognition of some Gls for agricultural products based on existing Chinese
and Russia multilateral trading systems.
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TexHUKO-3KOHOMMYecKoe 060CHOBaHue

B3aUMHOTO NpU3HaHUA reorpapuuecknx 0603HaueHum
Ce/IbCKOX03AMCTBEHHOM NPOAYKLUN MEXAY

Kutaem n Poccuen

®eHr YoHr™
Kutanckuin cenbckoxo3sncTBeHHbIM yHUBepcuTeT, MNekuH, Kutan

AHHoOTauums

KuTait u Poccus aBnaioTcs KpynHbIMU NPOU3BOANTENAMI Pa3HOOBPa3HOR CeNbCKO-
X039/CTBEHHOW Npoaykumn. OfHAaKo WX rMobasbHOE BAUSHME HA CENbCKOXO03Ai-
CTBEHHYI0 OTPAC/b MO-MNPEXHEMY CYLLeCTBEHHO OTCTaeT oT cTpaH EC.

YuuTbiBag cornatienve mexay Kntaem n EC o reorpapuueckux 0603HaueHnsx v bbl-
CTPbI POCT KMTANCKO-POCCUICKOM TOProeaun, ang Kutas n Poccumn kparHe BaxKHO
06CyANTb B3aMMHOE MpU3HaHWe reorpaduyeckmx 0603HaAYEeHNIA AN9 CeNbCKOXO03S5A-
CTBEHHOW NpoAyKLUMW. TTOTeHLMNaNbHOE COTPYAHMYECTBO B 3TOI 06naCTN Hanpase-
HO Ha COLEVCTBMUE MMMOPTY M IKCMOPTY CENbCKOXO3FNCTBEHHON MPOLYKLIN MeX Iy
KnTtaem n Poccueit, NoBbllEHNE KOHKYPEHTOCMOCOBHOCTM 3TOM NMPOAYKLMN HA MeX-
AyHapoAHOM pbiHke. OfiHako HapylieHne 6anaHca mexay UMNOpPTOM K 3KCMOPTOM
CeNIbCKOXO39MCTBEHHOM MPOLYKLMM, a TakXe pa3nnyns B TOProBbiX CUCTemMax v 3a-
KOHOAATENbCTBE O reorpaduyeckmx 0603HaYEHNAX CAENAI0T B3aNMHOE MPU3HAHKE
reorpaduuecknux 0603HaueHnn 6onee CAoXHbIM. Kiutai n Poccns mornn 6bl paccmo-
TPeTb «MaKeTHblE OrOBOPEHHOCTU», OCHOBAHHbIE HA MX COBCTBEHHbBIX MHOTOCTOPOH-
HWX TOProBbIX CUCTEMaX, HauMHas C B3aMMHOTO NPU3HAHMS HEKOTOPbIX reorpaduye-
CKUX 0603HAUEHWNI A/151 CENCKOXO3SMCTBEHHbIX MPO/YKTOB.

KniwoueBble cnoBa: Kutaii, Poccua, reorpaduyeckie 0603HaueHmns, B3aMMHOe Npu3HaHUe, CebCKOXO0-
39MCTBEHHAA NPOAYKLMS
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Introduction

Trade in agricultural products between
Russia and China, both countries having
well-developed  specialised  agricultural
industries, makes up an important part
of significantly increased overall Sino-Rus-
sian trade volumes. In the context of inter-
national trade, due to the lack of an overall
international convention open to the par-
ticipation of all member states, CGeograph-
ical Indications of Agricultural Products
(Cls) are generally the subject of bilateral or
multilateral recognition. In 2011, China and
the EU began the negotiation of the China-EU
Agreement on Geographical Indications (CE-
ACI). The “strong protection” model adopted
in the CEAGI, which involves a large number
of mutually recognised geographical indi-
cations and a high level of protection (Song,
2021), has already played a positive role
in balancing agricultural trade between Chi-
na and Europe (Zappalaglio, 2021). Russian
legislation on Cls is similar to the correspond-
ing EU legislation in important respects.
Thus, the necessary mutual recognition
of Gls for agricultural products between Chi-
naand Russia can either be explored through
a package arrangement of the China-Russia
Free Trade Area or by referring to the 10+10
early-stage model of mutual recognition
of Gls between China and the European
Union, paying attention to their convergence
with existing multilateral trade mechanisms.

Mutual Recognition of Geographical
Indications of Agricultural Products
in International Trade

Representing an indispensable part of hu-
man life, agricultural products are primary
products of human society and civilisation.
As well as the varying climate, soil and re-
lated factors, there are different types

of agricultural germplasm resources, result-
ing in a wide variety of complex types of ag-
ricultural products in the world (Prud’hom-
me, Zhang, 2019). Following a long period
of elimination and selection, some partic
ular varieties of agricultural products have
gained the favour of consumers in terms
of theiryield, quality and taste. However, due
to asymmetric market information and qual-
ity standards, consumers are often unable
to judge the origin of agricultural products.
Thus, the concept of geographical indica-
tions of agricultural products arose in order
to protect the unique advantages of certain
agricultural products and enhance their
competitiveness in the market. While the ori-
gin of Gls liesin domestic legal arrangements,
with growing global trade, they have increas-
ingly been the subject of international recog-
nition (Qian, Dong, Liu, 2023). Recognition
of a country’s agricultural products by other
countries in terms of geographical indica-
tions based on their natural regional char-
acteristics typically proceeds via treaties or
other international negotiations (Simanjun-
tak, 2021).

Following a long period of development,
the 1994 WTO Agreement on Trade-Relat-
ed Aspects of Intellectual Property Rights
(TRIPS) lists geographical indications as
one of eight separate intellectual property
rights in parallel with trademarks, patents
and copyrights, etc. In clarifying the concept
of geographical indications for the first time,
TRIPS provisions on geographical indications
represent a kind of intellectual property
rights concerning place of origin and associ-
ated quality marks, etc. Although TRIPS re-
quires member states to provide protection
for geographical indications, specific pro-
tections are not stipulated. Various modes
of protection and degrees of protection for
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geographical indications in different coun-
triesexistdue to the differencesin the natural
environment, historical environment, and le-
gal traditions of different countries. In some
countries or regions where more agricultural
Gls are specified, such as the European Union,
strict laws have been formulated for the pro-
tection of particular Gls (Song, 2018), while
in other parts of the world, such as the Unit-
ed States, Gls are protected in trademark and
competition law. This situation has created
a dichotomy of “strong protection” modes
applying in the old world and their “weak
protection” counterparts applying in the new
world. Due to this inconsistency of protec
tion mechanisms among countries, Gls tend
to be recognised bilaterally or multilaterally
in international trade rather than forming an
international convention open to the partici-
pation of all member countries.

Negotiation history and institutional
arrangements for the Agreement
on Geographical Indications
in China and Europe

At present, the most comprehensive mech-
anism for the protection of Gls and the high-
est standard of protection in the world is
the European Union (EU). Both China and
EU countries have a long history and culture,
which is expressed in high number of quality
products having a geographical designation.
Following nearly 30 years of repeated nego-
tiations and continuous promotion, the Chi-
na-EU Agreement on Geographical Indica-
tions (CEAGI) will be completed in November
2019, marking the mutual recognition and
protection of Gls for agricultural products
in China and the EU.

Co-operation between China and the EU
on Cls started in the 1990s with negotiations
with France on the protection of desig-
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nation of origin. In 2004, China and Italy
signed the Memorandum of Understanding
on Sino-Italian Cooperation in the Protection
of Geographical Indications, while the Memo-
randum of Understanding on Mutual Recog-
nition of Geographical Indications between
China and Italy in 2005 initiated the process
of mutual recognition of Gls between China
and the EU. 2007 saw the launch of the 10+10’
Mutual Recognition of Geographical Indica-
tions Programme between China and the EU.
In 2007, China and the EU launched the 10+10’
Mutual Recognition of Geographical Indica-
tions project, according to which10 products
from China and 10 products from the EU be-
came the first batch of mutually recognised
Gls. Once a Chinese Gl product is registered
in the EU, the Chinese name of the Chinese Cl
productanditstranslated namein the official
language of each EU member state will enjoy
the same special protection in all EU member
states. At the same time, the Gls registered
by the EU in China will enjoy the same pro-
tection as the Chinese Cls. At the same time,
China and the EU have registered mutually
recognised products in each other’s territo-
ries: in 2009, French Cognac’s application for
a Geographical Indication in China was ap-
proved; in 2010, Scotch Whisky was granted
Gl protection in China. Thereafter, in 2011,
China and the EU launched negotiations
on the China-EU Agreement on Geographical
Indications, which will eventually conclude
in 2019. The Agreement, which will provide
for the mutual recognition of 275 Cls on each
side of the border, including 100 Gls for agri-
cultural products on each side, will enter into
force in 2021. It is expected that by 2025, four
years after the entry into force of the agree-
ment, China and Europe will have added
175 agricultural products and foodstuffs each
to the second list of protected Gls as planned.
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The institutional arrangements of the Agre-
ement on Geographical Indications of China
and Europe are mainly represented in the fol-
lowing aspects:

Application of the “strong protection”
model to trade in geographical indications
in China and Europe

At the same time as negotiating the Chi-
na-EU Agreement on Geographical Indica-
tions (CEACGI) with the European Union, Chi-
na was also negotiating the China-United
States First-Phase Economic and Trade
Agreement (CPETA) with the United States.
By completing the negotiations on the CEAGI
Agreement prior to its signing of the US-Chi-
na First Stage Agreement, China avoided
the acceptance of the US “weak protec
tion” model for GI protection. At the same
time, it also forced the US to include Cls
in the first phase of the Agreement to pre-
vent US agricultural products imported by
China from becoming infringing products
in China. The adoption of the “strong protec-
tion” model in the Sino-European Agreement
on Geographical Indications will affect Chi-
na’s future negotiations with other countries
on trade agreements and other documents
related to Gls.

The number of mutually recognised
geographical indications is huge

The appendices of the CEAGI incorporate
a total of 550 Gls from both sides (275 from
each side), covering wines, teas, agricultural
products, foodstuffs, etc. Among Chinese
Gls for agricultural products are including
the internationally renowned Anxi Tieguan-
yin and Shaoxing wines, while European
Gls for agricultural products include cham-
pagne and Parma ham (Yang et al, 2022).
The protection will be carried out in two

batches: the first batch of 100 Gls (listed
in Appendices Il and IV respectively) will
be mutually recognised by both parties and
the protection will start from the effec
tive date of 1 March 2027; the second batch
of 175 Gls will complete the relevant protec
tion procedures within fouryears afterthe en-
try into force of the agreement. Compared
with the previous China-EU “10+10° on Geo-
graphical Indications, the number of Cls to be
mutually recognised under the CEAGI Agree-
ment is significant. In the future, China and
Europe will continue to promote the mutual
recognition of Cls, as well as including more
Gls foragricultural products.

High level of protection

In terms of the content of protection,
the CEACI Agreement adopts the ‘upgrad-
ed protection provided for in Article 23
of TRIPS, which will be reviewed every two
years thereafter. The scope of protection will
be expanded in batches, including the com-
mitments listed in Article 1(2), i.e., the Parties
agree that, taking into account the devel-
opment of the legislation of the two Parties,
upon the entry into force of the Agreement,
to Consider extending the scope of Gls cov-
ered by this Agreement to categories of Cls
not covered by the scope of the provisions
of the laws listed in Article 2, in particular
handicrafts. In addition, some products that
have gradually become generic names have
been reclassified as Cls for agricultural prod-
ucts as a result of the Agreement, which has
been opposed by some trade associations.

Impact of the Central European
Agreement on Geographical Indications
on trade between China and EU
The CEAGI represents a trade break-
through between China and Europe based
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on mutual trust and recognition. At a time
when China’s domestic business environ-
ment continues to be optimised, including
steady improvement in the freight logistics
capacity of the China-Europe Railway Ex-
press, the Agreement guarantees the quality
of goods forming the subject of trade be-
tween China and Europe. CEAGI safeguards
the basic interests of producers and oper-
ators through the protection of company
rights by reinforcing the unique character-
istics related to the geographical origin and
traditional expertise of agricultural prod-
ucts to guarantee consumers’ right to know.
The CEACI Agreement, which mainly regu-
lates the circulation of agricultural products
between China and Europe, is expected
to open up value-added space for agricultur-
al producers by protecting their dignity and
reputation through institutional regulation
by increasing the value of agricultural tech-
nology on both sides.

Since most of the Gls for agricultural prod-
ucts exported from China to Europe involve
agricultural products having Chinese charac
teristics, while the Gls for popular agricultur-
al products exported from Europe to China
have European characteristics, the potential
for complementary rather than competitive
trade is obvious (Xiaobing, Kireeva, 2007).
However, CEAGCI has created some problems
for China’s imports of agricultural products
from other countries (Moir, 2017). Some rel-
evant industry associations oppose the con-
version of generic names into Cls, which not
only affects agricultural products exported
to China from these countries, but also rais-
es infringement issues. Among the product
names involved in the CEACI, each of them
needs to be carefully screened one by one
to see if it has become a generic name and
whether it involves other countries’ exports
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to China; moreover, some of them have been
given different buffer times (Giovannucci,
Josling, Kerr, O’Connor, Yeung, 2009). Since
there are huge business opportunities and
embedded economic interests behind each
name, different parties have their own focus
on such negotiations. Due to the presence
of controversial elements involved in the mu-
tual recognition of Cls for agricultural prod-
ucts that have already become or will be-
come Gls, the export of agricultural products
from other countries to China is subject
to greater uncertainty.

Since the signing of the Agreement
on Geographical Indications between China
and the EU, the trend of trade between China
and the EU has undergone significant chang-
es. In 2022, the EU’s exports of agricultural
products to China amounted to €15.2 billion,
accounting for 7 per cent of the EU’s total ex-
ports of agricultural products, while the EU’s
imports of agricultural products from China
amounted to €10.8 billion, accounting for
6 per cent of the EU’s total imports of agricul-
tural products. By contrast, in the first half
of 2020, China’s top five agricultural exports
to the EU (fish, vegetables, sausages, nuts
and edible seed oils) totalled €1.68 billion,
while China’s top five agricultural imports
from the EU (pig products, dairy products,
alcohol and wines, wheat products and
hemp products) totalled $8.28 billion. This
fully demonstrates the positive role played
by the signing of the CEAGI in balancing agri-
cultural trade between China and the EU.

Overview of Geographical Indications
for Agricultural Products and Trade
between China and Russia

As an established agricultural country,
Russia has also provided detailed legislation
on Cls in its domestic law. 1992 saw the en-
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actment of the Federal Law on ‘Trademarks,
Service Marks and Appellations of Merchan-
dise Origin”, which provides for the legal
protection of appellations of origin as intel-
lectual property rights. 2006 saw the consol-
idation of all the separate laws and regula-
tions on intellectual property in Part IV, Title
VIl of the Civil Code, ‘Results of Intellectual
Activity and Personalised Signs?. In 2006,
Russia consolidated all the separate laws
and regulations on intellectual property
in Part IV, Title VII of the Civil Code ‘Results
of Intellectual Activity and Individual Signs’,
while in 2019, it adopted the Law ‘On Amend-
ments to Part IV of the Civil Code of the Rus-
sian Federation™. One more important legal
document concerning intellectual property
rights in the Russian Federation is the Law
‘On the Production and Circulation of Eth-
yl Alcohol, Alcoholic Beverages and Prod-
ucts Containing Alcoholic Beverages®. This
is aimed at promoting regional brands by
linking products to a specific region, thus
guaranteeing the quality and the reputa-
tion of the producer, as well as increasing
the number of applications for products re-
lated to the place of production.

The amendment to the Civil Code
of the Russian Federation® introduced a new

independent intellectual property object,

‘geographical indications’ (Articles 1517-1537

of Chapter 76, Section IlI, ‘Right to Geograph-
ical Indications and Appellations of Origin’).
The protection of appellations of origin con-
tinues to apply, with the exception of provi-
sions on liability for failure to register a Gl or
for illegal use of a geographical indication.
Protection of Gls and appellations of origin
in Russia is provided by granting state reg-
istration and providing exclusive rights for
their application, examination, registration,
issuance of certificates, invalidation, termi-
nation, etc., which are centrally regulated
by the Federal Agency for the Enforcement
of Intellectual Property Rights, with the main
responsibility of the Department for Exam-
ination of Appellations of Origin and Geo-
graphical Indications of the Department
of Trademarks and Industrial Designs, under
the Federal Academy of Industrial Property,
an agency directly under the Russian Intel-
lectual Property Office.

In Russian legislation, Gls and appellations
of origin are distinctive names of products
that are used to identify products that have
a specific geographical origin and possess
certain qualities or reputations due to that
origin. Appellations of origin are required

Law of the Russian Federation No. 3520-1 of September 23, 1992 on Trademarks, Service Marks and the Appella-
tions of the Origin of Goods (With the Amendments and Additions of December 27 2000). Available at: https://
www.wto.org/english/thewto_e/acc_e/rus_e/wtaccrus48_leg 82.pdf

2 Civil Code of the Russian Federation. Fourth Part Division VII. Rights to the Results of Intellectual Activity and
to Means of Individualization. (2006, December 18). Available at: https://www.wto.org/english/thewto e/ac

c_e/rus_e/wtaccrus54_leg 1.pdf

*The Law ‘On Amendments to Part IV of the Civil Code of the Russian Federation’ of July 26, 2019, N 230-FZ. Avail-
able at: https://www.consultant.ru/document/cons_doc_LAW 330028/ (In Russ.).

“The Law ‘On the Production and Circulation of Ethyl Alcohol, Alcoholic Beverages and Products Containing Alco-
holic Beverages’ of November 22,1995, N 171-FZ. Available at: https://www.consultant.ru/document/cons doc

LAW 8368/ (In Russ.).

° Putin signed the Law on Regional Brands - TASS. (2019, July 27). Available at: https://rospatent gov.ru/ru/
news/27-07-2019-putin-podpisal-zakon-o-regionalnyh-brendah-tass (In Russ.).
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to contain the name of a geographical area,
while Cls are required to link the product
in question to a specific geographical area.
Although both designations require a qual-
itative link between the product concerned
and the place of origin, it is clear that the ap-
pellation of origin is more strongly associat-
ed with the place of origin. With appellation
of origin, the raw materials of the product
originate in a specific geographical area,
along with all the stages of production or
the whole process of production of the prod-
uct, whereas for a Gl, the designation of a sin-
gle stage of production within a specific geo-
graphical area is sufficient. It follows that
an appellation of origin can be regarded as
a special type of geographical indication.
While for the most part similar to the cur-
rent EU legislation on Cls, Russian legisla-
tion on Gls tended to be adopted later. Cur-
rently, Russia is working towards accession
to the Geneva Text of the Lisbon Agreement
on Appellations of Origin and Geographical
Indications. The inclusion of Gls in Russia’s
system of intellectual property protection,
which is aimed at promoting regional brands
and foster regional economic development,
is in line with global trends. The granting
of legal protection and the provision of ex-
clusive rights to Gls and appellations of or-
igin represents a confirmation by the state
of the declared quality of a product and
a guarantee of quality, which increases
the trust of buyers and contributes to an in-
crease in the volume of sales of the product.
At the same time, an effective mechanism
for the protection of Cls and appellations
of origin can be of assistance to enterprises
in the region wishing to use personalised
logos for the identification of their products,
helping to build confidence in the quality
of the products on the part of the producer
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and improve their motivation. The effective
protection mechanism can also help enter-
prises in the region that wish to use person-
alised logos to identify their products.

Mutual Recognition of Geographical
Indications for Agricultural Products
between China and Russia:

Model Selection

According to information from the Russian
Ministry of Agriculture’s Centre for Agricul-
tural Exports, Russia’s exports of agricultur-
al products to China exceeded 5.5 million
tonnes from January to August 2023, rep-
resenting an increase of 170% year-on-year,
while the value of its exports increased by
90% vyear-on-year. Among them, Russian
oilseed products exports to China increased
significantly, accounting for about 31.2%
of Russia’s total foreign oilseed exports. Year-
on-year, Russian rapeseed oil, sunflower oil,
soybean oil, soybean meal and oil meal ex-
ports to Chinaincreased by 220% (up to 1 mil-
lion tonnes), 790% (up to 615000 tonnes),
90% (up to 82,000 tonnes) and 90% (up to
266,000 tonnes), respectively. In the same pe-
riod, Russia exported 629,000 tonnes of fish
products to China, up 80% year-on-year. This
fully demonstrates the new development
trend of China-Russia trade under the new
international situation, i.e., the main com-
modities exported from Russia to China that
represent significant growth in China-Russia
trade volumes are agricultural products. This
demonstrates the practical necessity of mu-
tual recognition of Gls for Chinese and Rus-
sian agricultural products.

There are several reasons why it will be
difficult for China and Russia to sign an
agreement based on the CEAG! between
China and the European Union. Firstly, al-
though the trade in agricultural products be-
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tween China and Russia is complementary,
the number of agricultural products export-
ed from China to Russia is significantly lower
than the number of agricultural products
exported from Russia to China. If a future Gl
agreement adopts the same number of Gls
prepared by each side for mutual recogni-
tion, it may produce unequal advantages
for the two countries’ agricultural exporters
resulting in an unbalanced trade volume
of agricultural products between the two
sides. Secondly, while Russia’s domestic
legislation on Cls is similar to that of the Eu-
ropean Union, the relevant contents are ob-
viously independent; moreover, in some cat-
egories, Russia adopts stricter protection for
its own agricultural products. The relatively
broad protections of Cls in China’s legisla-
tion, which includes all kinds of agricultural
products from all over the country, does
not realise the protection of Cls in terms
of classification and grading. In this case,
the share of internationally renowned Cls
involved in global trade is relatively small,
while the main buyers are the Chinese com-
munity. Finally, in the case of certain con-
flicts between EU and Russian legislation
on Gls, China has already signed the CEACI
and aims to further expand the number
of mutual recognition of Gls for agricultur-
al products in the future. Thus, in realising
mutual recognition of Gls for products with
Russia, China will be obliged to take the con-
tent of mutual recognition with the EU into
account. In the event of a conflict between
the two, the export of Russian agricultural
Gls to China will be at a natural disadvan-
tage due to the primacy of the CEAGI, which
has already entered into force. For this rea-
son, conflict between China and the EU and
the U.S. over the content of Cls in the rele-
vant international treaties is certain to arise

in the agreements on Cls or other free trade
agreements signed between China and
Russia, or other countries. The inevitability
of this problem is determined by the essen-
tial characteristics of Gls.

Based on the above, the mutual recog-
nition of Gls between China and Russia will
require considerable consultation in the fol-
lowing areas:

1) Exploring the possibility of a package
arrangement of the China-Russia Free Trade
Area (FTA), including the content of mutual
recognition of Gls;

2) Due to the background of the CEAGI,
the timing of the completion of the negoti-
ations and entry into force of the China-EU
FTA is not clear; thus, the Gl agreement will
be singled out for signing first. If China and
Russia sign an FTA, they can include a pack-
age of trade contentsin the FTA negotiations,
thus mitigating the imbalance in the num-
ber of Gls for agricultural products men-
tioned above.

3) If the time is not ripe for discussing a Chi-
na-Russia FTA, it can be appropriate to refer
to the 10410 model of mutual recognition
of Cls that was realised between China and
the EU atanearly stage, i.e,, Chinaand Russia
may select a few or dozens agricultural Gls
out of the many available. Less controversial
Glsthat have animportantstatus in the trade
between the two countries should be select-
ed first for mutual recognition, with the op-
tion to then further expand their number ac-
cording to practical considerations.

4) Considering that China, the EU, the U.S,,
and Russia all have free trade zones outside
of their bilateral trade agreements, Chi-
na and Russia will need to pay attention
to the relationship between the negotiations
of the agreement on Gls with the Eurasian
Economic Union and the Belt and Road coun-
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tries when negotiating an agreement on Cls
to ensure that it does not conflict with exist-
ing multilateral trade arrangements.

Conclusion

While China and Russia are both large
exporters of agricultural products, there
are significant differences in the protection
mechanisms for Gls for agricultural prod-
ucts that have distinctive geographical char-
acteristics. The mutual recognition of Cls
in bilateral agreements can affect the future
arrangements of Cls agreements between
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Abstract

Background. The present work focuses on the need to protect prenatal life, which is
intricately entwined with delineating the precise biological and legal juncture mark-
ing an embryo’s transition into personhood. Drawing upon bioethical insights from
domestic frameworks and international jurisprudence, we compare diverse per-
spectives on the moral and legal standing of the embryo, including its right to life,
and invoking legal principles in the context of cellular and regenerative medicine.
Aim. The goal of this article is to investigate the various biosafety policy approaches
governing embryonic stem cell research, ranging from outright prohibition to au-
thorization solely for therapeutic or scientific ends. Through our analysis, we focus
on the unique national context of Brazil to scrutinize the underlying rationale be-
hind a specific legal challenge questioning the constitutionality of the Biosafety
Law. This law, which permits the utilization of human embryonic cells for research
and therapeutic purposes, raises concerns about potential infringement upon
the inviolability of the right to life.

Methodology. The research is based on deductive reasoning alongside formal-legal
methodologies, including textual interpretation and comparative-legal analysis.
The research process involved documentary, bibliographic, and virtual analytical
inquiries utilizing a variety of resources such as legislative texts, monographs, aca-
demicarticles, databases, and online libraries.

Results. Through our examination in a distinct national context, we delineate
the theoretical-philosophical and normative-ethical foundations underpinning
the stances of Brazilian Supreme Courtjustices concerning the utilization of embry-
onic stem cells. Their arguments predominantly invoked significant constitution-
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al liberties such as freedom of family planning, scientific research, and academic
pursuits, intertwined with considerations of human dignity and the sanctity of life.
Additionally, some justices cautioned against the potential hazards inherent in ge-
netic manipulation.

Implications. The legal and ethical ramifications of Brazil's approach to biosafety
legislation concerning embryo rights invoke the necessity for conducting neutral,
unfettered scientific inquiry and regenerative therapies according to specific op-
erational parameters. These include safeguarding the integrity of genetic inheri-
tance, preemptive evaluation of potential risks and benefits (adherence to the pre-
cautionary principle), and ensuring informed consent for treatments. A significant
hurdle consists in the need to establish robust mechanisms for overseeing re-
search involving human embryos within the domains of biomedicine and regen-

erative cell therapy.
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AHHOTauusa

KoHmekcm. LleHTpanbHOe MecTo B Halllem MCCaefoBaHny 3aHUMaeT He0bX0AMMOCTb
YCUNEHHOW 3aLUNTbl MPeHaTaIbHOM XM3HWU, HEPA3PbIBHO CBA3aHHAs C onpeaeneHu-
EM TOYHOTO BMOAOTUUECKOrO U HOPUANYECKOTO MOMEHTA, OTMeYalolero nepexom
SMBpUOHa B IMUHOCTL. OMMpasch Ha HaKOMAEHHbIE BUOITUUYECKME 3HAHNS B OTEYe-
CTBEHHOWN NPaKTUKE U MEXAYHaPOAHOW IOPUCNPYAEHLUMW, Mbl HAXOAWM Pa3NnNyHble
TOUKM 3PEHMA HA MOPaNbHOE U opUANUECcKOe NONOXeHMe 3MBPIOHA, BKOYad ero
NpaBo Ha XM3Hb U COBAIOAEHNE NMPABOBbIX NPUHLMMIOB B ChEpe KNETOUHOR 1 pere-
HepaTUBHOM MeANLMHBI.

LleAbto 3TOW CTaTbl SABASETCS WCCAEA0BAHWE Pa3/MUHBIX MOAENel NOAUTUKM BUO-
6€30MacHOCTH, PerynMpyoLLMX MCCNef0BaHns SMOPUOHAIbHBIX CTBONOBbIX KJ1ETOK:
OT 3anperta A0 paspeweHnss UCKAKYNUTENbHO B TEPANEBTUYECKUX WAN HAayYHbIX Le-
Nnax. B xofe Halero aHaamn3a mbl KOHUEHTPUPYEMCS Ha YHWUKAIbHOM HallMOHaIbHOM
KOHTekcTe bpasnamm, uTobbl TLATENBHO U3YUMTh OCHOBHYIO MPUUMHY KOHKPETHO
Npo6aeMbl, CBA3aHHOM C KOHCTUTYLIMOHHOCTLIO 3akoHa o BuobesonacHocT. ITOT
3aKOH pa3spellaeT UCMoAb30BaHMe SIMOBPUOHANbHbBIX KNETOK YesoBeka B 1CCaeaoBa-
TENbCKMX U TepaneBTUYECKMX LeNSX, UTO Bbi3biBAET 06ECMOKOEHHOCTb MO MOBOAY MO-
TEHUMANIbHOMO HapyWeHNs HENMPUKOCHOBEHHOCTYM NPaBa Ha XW3Hb.

Memodoozug. [Ng AOCTUXKEHWA MOCTABAEHHLIX LENER B CTaTbe Hapasy ¢ dop-
Ma/IbHO-MPaBOBbIMM METOAONOTUAMN, BKIOYAS MHTEPNpEeTaumnio TekCTa U CpaBHU-
Te/IbHO-NPABOBON aHa/M3, MCMONb30BaHbI AeflyKTUBHbIE paccyxaenus. [lpouecc
NCCAeA0BaHNS BK/KOUAN JOKYMEHTaNbHbIE, BUBAMOTrpaduUeckmne u BUPTyaibHble aHa-
MTUYECKME 3aNPOChl C UCMOMb30BAHNEM PA3/INUYHBIX PECYPCOB, TAKMX Kak 3aKOHOAa-
Te/bHble TEKCTbI, MOHOTpaduu, HayuHble CTaTbi, 6a3bl JAHHbIX 1 OHAANH-OUOANOTEKN.
Pesyrbmampl. 13yqas pasinyHble HaLMOHaIbHbIE KOHTEKCTbI, Mbl OY4EpPTUIN TEOPETUKO-
dunocodpckme 1 HOpMaTUBHO-ITUYECKME OCHOBBI, IeXXallie B OCHOBE MO3NLMK Cyaen
BepxoBHOro cyga bpasuanm OTHOCWUTENbHO WCMOAb30BAHUS 3MOPUOHANBHbIX CTBO-
JIOBbIX KNETOK. B OCHOBHOM WX apryMeHTbl CCbINAIMCh Ha BaXKHbIE KOHCTUTYLMOHHbIE
CBOBO/bI, TakWe Kak cBOHOAA NAAHNPOBAHNA CEMbU, HayUHbIX UCCNEA0BAHNIA 1 akaje-
MUYECKON AesTeNbHOCTU, NEPENETAOWMECH C COOBPAKEHMAMI UENOBEUECKOTO A0CTO-
NHCTBA M HEMPUKOCHOBEHHOCTN XXM3HW. Kpome TOro, HekoTopble Cyabi NpeaocTeperam
OT NOTEHUMA/IbHBIX OMACHOCTEN, NPUCYLLX TEHETNYECKUM MAHUMYNSLUSAM.

Bvigodul. HOpuanueckme n sTuyeckmne NocaeacTsma noaxoaa bpasuammn k 3akoHoaa-
TeNbCTBY 0 6MOBE30MACHOCTY, KACAKOLLEMYCS MPaB Ha 3MOPUOHBI, MOAYEPKMBAIOT
HEOBXOAMMOCTb MPOBEAEHWUA HEMTPA/IbHbIX, HUUEM HE OrpaHUUEHHbIX HayUHbIX
NCCNe0BaHMI 1 pereHepaTuBHON Tepannn B pamkax KOHKPETHbIX OnepaumoHHbIX
napameTpoB. K HMM OTHOCATCS 3aWMTa LENOCTHOCTU FeHETUYECKOWM HACIEACTBEHHO-
CTU, ynpexaatollas oueHka noTeHUManbHbIX NpemmyLLecTs (cobaoaeHne npuHLN-
na npeaoCcTOPOXHOCTM) U obecneveHrne MHGOPMMPOBAHHOTO COTNACKS Ha eUeHme.
Cepbe3HbIM NpensgTcTBMEM OCTAeTCs CO3AaHNe HaAeXHbIX MEXAHM3MOB AN9 Ha30pa
3a UCCNeA0BaHMAMM C yYacTUEM YeNOBEYeCKUX IMBPUOHOB B 06nacTv BromeanLn-
Hbl 1 peEreHepaTVBHOM KNETOYHON Tepanuu.
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Introduction.
Philosophical and ethical aspects

The philosophical perspective of Michael
Tooley asserts that the attribution of the sta-
tus of a “human being with the right to life”
to an organism necessitates the presence
of a defining characteristic, which he iden-
tifies as the concept of self. Within Tooley’s
framework, an organism qualifies asa human
beingifitmanifestsitselfasasubjectinastate
of continuous existence. (Tooley, 2012, p. 390)

Awareness of and engagement with vari-
ous mental states, coupled with the recog-
nition of its status as a “continuing entity”,
further contribute to the delineation of an or-
ganism as a human being. According to this
viewpoint, an unborn child, including an in vi-
troembryo, attains personhood and the right
to life when it recognises its existence and
experiences mental states in alignment with
its physical development. (Travieso, Ferraro,
Trikoz, Gulyaeva, 2021, pp. 85-98)

Despite the imperative to safeguard
a child’s life, even prenatally, the legal de-
termination of the precise moment at which
an embryo transforms into a human being
remains challenging. The 1989 Convention
on the Rights of the Child, in Article 1, defines

a child as “a human being below the age of 18
years”— unless national law stipulates an ear-
lier age of majority. This leaves an ambiguity
regarding the onset of human life. The Amer-
ican Convention on Human Rights, in Ar-
ticle 4, paragraph 1, articulates a definitive
standpoint, asserting that the right to life is
protected by law “from the moment of con-
ception, thus establishing the commence-
ment of human life”. (Antkowiak, Conza,
2017, p. 5) This legal determination assumes
significance in the context of abortion, cate-
gorising artificial termination of pregnancy
as a potential infringement upon the right
to life of an embryo or foetus. A lack of preci-
sion in international instruments for guiding
the determination of the starting point of life
contributes to the legal vacuum.

The moral status of the embryo is a pivot-
al consideration shaping perspectives on its
legal standing. Two primary viewpoints ex-
ist: the first denies the embryo recognition
as a human being, resulting in only relative
legal protection, while the second, in at-
tributing the same “moral status” to the hu-
man embryo as to a fully developed human
being, creates a basis for their equal legal
protection.
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In 1986, the Council of Europe released
Recommendations on the Use of Human
Embryos and Foetuses for Diagnostic, Thera-
peutic, Scientific, Industrial, and Commercial
Purposes. The document acknowledges that
“from the moment of fertilisation of the ovum,
human life develops in a continuous manner,
making it inherently challenging to distinct-
ly delineate the initial (embryonic) phases
of its development, necessitating a deter-
mination of the biological status of the em-
bryo." In light of these considerations, EU
Member States have advocated for specific
measures, including the prohibition of sus-
taining embryo life in vitro beyond 14 days
from fertilisation (point14.1.4), and restricting
the utilisation of human embryos, foetuses,
materials, and tissues whether in industri-
al applications or for therapeutic purposes
(point 141.2). Consequently, the prevailing
consensus among Member States implies
that if an in vitro embryo is spared from sale
and experimentation, it is construed as
a human being with the inherent right to life.
(Trikoz, Gulyaeva, 2023, pp. 24—26)

During the formulation and endorsement
of the Convention on Human Rights and Bio-
medicine, the Council of Europe encountered
difficulties in establishing a unanimous defi-
nition for the term “embryo”. The European
Court of Human Rights (ECtHR) determined
that the legislative evolution in this domain
was leftto the discretion of the States Parties,
except for the provision in paragraph 1 of Arti-
cle 18, which stipulates that “if the law autho-
rises research on embryos in vitro, it must also

provide for adequate protection of the em-
bryo”?

Under English law, embryos are devoid
of rights or interests, precluding an assertion
of their right to life under Article 2 of the 1950
Council of Europe Convention. Consequent-
ly, embryos involved in the case of Evans
vs. The United Kingdom were deemed not
to possess a right to life within the context
of that article. (Guide on Article 2, p. 17) This
legal dispute arose from the complainant’s
contention that UK law permitted his former
partner to revoke consent for the storage and
utilisation of jointly created embryos. Ge-
nome editing has been sanctioned in the UK
since 2016, allowing the use of embryos in sci-
entific stem cell research subject to approval
from the Human Fertilisation and Embryo
Authority (HFEA). The objectives of human
embryo research are clearly delineated
in the UK Human Embryology Acts of 1990
and 2001. (Knapton, 2016)

Germany and Italy uphold more conser-
vative bio-legal policies, strictly proscribing
the traffickingof human embryonicstem cells.
The editing of embryonic genome sparks in-
tense debate due to legal prohibitions against
interference with the human germline.

In countries such as the United States, in-
dividuals have widespread access to donor
sperm, surrogate recruitment, and subse-
quent fertilisation processes. Some nations
offer specific “IVF embryo donation” pro-
grams, while lax regulations in certain re-
gions have led to the proliferation of “repro-
ductive tourism’”.

'Parliamentary Assembly. (1986). Recommendation 1046. Use of human embryos and foetuses for diagnostic,
therapeutic, scientific, industrial and commercial purposes. Available at: http://assembly.coe.int/nw/xml/XRef/

Xref-XML2HTML-en.asp?fileid=15080&lang=en

Z European Court of Human Rights. (2004, July 07). Case of Vo. v. France. Judgment. (App. no. 53924/00).

Available at: https://hudoc.echr.coe.int/fre?i=001-61887
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The Russian Federation has established
the Fundamentals of State Regulation and
Basic Principles in the sphere of ensuring
biological safety, implementing measures
to shield the population and environment
from hazardous biological factors and prevent
biological threats. Federal Law No. 180-FL ‘On
Biomedical Cell Products’ dated 23 June 2016
encompasses products comprising cultured
living human cells. Such products find ap-
plications in diverse research endeavours
and medical contexts. It is noteworthy that
the stipulations of the law do not extend
totechnologiesassociated with reproduction
(e.g., artificial insemination) or transplantolo-
gy (e.g., transplantation of bone marrow, skin,
liver, kidneys, and other organs and tissues).
The law additionally excludes the use of cell
technologies for purely scientific and educa-
tional purposes.

The recently enacted Federal Law No. 466-
FL, dated 04/08/2023, abolishes the man-
datory requirement to register biomedical
cellular products intended for individual use
by clinics for specific patients with the admin-
istering medical organisation. Additionally,
this law specifically excludes high-tech me-
dicinal products and transplantation objects
from the purview of Federal Law No. 180,
aligning its provisions with the regulations
set forth by the Eurasian Economic Union
(EEV). Within the legal framework of Russia,
an embryo receives official recognition as
a human foetus at up to eight weeks of devel-
opment, as stipulated in paragraph 3 of Ar-
ticle 2 of the Federal Law titled ‘Temporary
Prohibition on Human Cloning’? The mo-

ment of birth is formally defined as the sep-
aration of the foetus from the mother’s body
during childbirth, as per clause 1, Article 53
of the Federal Law ‘On the Fundamentals
of Health Protection of Citizens in the Rus-
sian Federation’.

Legal positions and dissenting opinions
inaBrazilian case law

The scientificresearch with embryonicstem
cells aims to address and cure pathologies
and traumas that severely limit or degrade
the lives of a significant population, resulting
in torment, unhappiness, despair, including
but not limited to progressive spinal atro-
phies, muscular dystrophies, multiple scle-
rosis, amyotrophic lateral sclerosis, neuropa-
thies, and motor neuron diseases. This paper
refers to a direct claim of unconstitutionality
No. 3510 — Federal District (ADI) against Ar-
ticle 5 of Law No. 11105, March 24, 2005 (Bio-
safety Law) that permits, for the purposes
of research and therapeutic advancements,
the use of embryonic stem cells obtained
from human embryos produced through in vi-
tro fertilisation and not used in the proceed-
ing. The article is hereby drafted as follows*:

Article 5. The use, for research and therapeutic
purposes, of in vitro obtained embryonic stem cells
from human embryos produced but not used is al-
lowed, provided the following conditions are met:

Item | —they are non-viable embryos; or

Item Il — they are embryos frozen for 3 (three)
Years or more, as of the publication date of this
Law, or, if frozen on the date of this Law’s publica-
tion, have completed 3 (three) years, counted from
the freezing date.

3 Federal Law of 20.05.2002 N° 54-FZ ‘Temporary Prohibition on Human Cloning’. Available at: https://base garant.

ru/184467/. (In Russ.).

“ Brazil. Presidency of the Republic. (2005, March 24). Law No. 11.105. Available at: https://www.planalto.gov.br/cciv-

il_03/ ato2004-2006/2005/lei/[11105.htm. (In Portuguese).
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Paragraph 1. In any case, consent from the par-
ents is required, which must be obtained after
the date of the embryos’ freezing.

Paragraph 2. Research institutions and health
services conducting research or therapy with
embryonic stem cells must submit their projects
for evaluation and approval by the respective re-
search committees.

Paragraph 3. The commercialisation of the bio-
logical material referred to in this article is prohib-
ited; engaging in such practices constitutes a crime
defined in Article 15 of Law No. 9434, dated Feb-
ruary 4, 1997

Embryonic stem cells are those found
in a cluster within each human embryo
up to 14 days old (other scientists reduce
this time to the blastocyst stage, occurring
around 5 days after the fertilisation of a fe-
male ovum by a male sperm). These embryos
result from human manipulation in an extra-
corporeal environment, since they are pro-
duced in a laboratory or in vitro, rather than
spontaneously orin vivo.®

The plaintiff in this case argued that
the challenged provisions contravene the in-
violability of the right to life, since a human
embryo is human life, and thus undermine
a fundamental basis of law, which is based
in the preservation of human dignity. He
additionally argued that research based
on adult stem cells is more promising than
that conducted with embryonic stem cells.
The plaintiff further asserted that: (a) “hu-
man life occurs at, and from, fertilisation”,
developing continuously; (b) the zygote,
consisting of a single cell, is an “embryonic

human being” (¢) it is at the moment of fer-
tilisation that a woman becomes pregnant,
receiving the zygote and providing it with
a suitable environment for its development;
(d) research with adult stem cells is objec
tively and certainly more promising than re-
search with embryonic stem cells.®

The vote of the Justice-Rapporteur Carlos
Ayres Britto addressed various points relat-
ed to the constitutional validity of norms
regarding research in the field of cellular or
regenerative medicine, especially in the con-
text of embryonic stem cells. He highlighted
that the Biosafety Law establishes rigorous
conditions for conducting research, such as
the non-utilisation for reproductive purposes
of the frozen embryo, its reproductive nonvi-
ability, and the express consent of the donat-
ing couple. Additionally, the Justice empha-
sised that the law prohibits practices such
as human cloning and genetic engineering
in certain contexts.

Justice Ayres Britto also argued that
the dignity of the human person is a fun-
damental principle and that the law aims
to contribute to the recovery of the function
of organs and systems of the human body,
benefiting the health of patients with various
conditions, such as spinal atrophies, muscu-
lar dystrophies, multiple sclerosis, among
others. Furthermore, the Justice highlighted
the importance of academic freedom, scien-
tificresearch, and family planning, which are
all supported by the Constitution’

Justice Ellen Gracie argued that there is
no constitutional definition of the initial

S Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
s 1bid.

7 Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
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moment of human life, and it is not the role
of the Supreme Court to establish concepts
not explicitly or implicitly outlined in the Fed-
eral Constitution of 1988. She emphasised
that introducing any of the proposed scientif-
ic milestones into the legal system is an ex-
clusive legislative exercise, subject to scrutiny
for compliance with the Federal Constitution.
In this context, the Supreme Court’s task is
to examine the harmony of Article 5 of Law
No. 11.105/2005 with the current constitution-
al text.

According to Justice Ellen Cracie, the pa-
rameters for verification include the founda-
tion of human dignity, the guarantee of the in-
violability of the right to life, the right to free
expression of scientific activity, the right
to health, and the duty of the State to pro-
mote scientific development. Before debat-
ing the use of human embryos in stem cell
research, she highlighted the importance
of questioning the acceptance of surplus fer-
tilised ova as a necessary cost to overcome
infertility. In this respect, the reasonable
and cautious legislative treatment given
to the matter, finding no violation of human
dignity in using inviable pre-embryos or
those frozen for over three years in stem cell
research, was acknowledged.®

In his vote, Justice Menezes Direito
highlighted the undoubted significance
of the issue submitted to the judgment
of the Supreme Court, requiring that a pru-
dent reflection be undertaken by each judge
from the depths of his or her conscience.
On the other hand, the diversity of view-
points it invokes should not be diminished,
indicating solutions and paths that reveal

¢ Ibid.
?Ibid.

the essence of the plural society that must
be respected and encouraged. What the Su-
preme Court of Brazil is challenging is, there-
fore, not a religious, but a legal question,
which is placed in the realm of constitution-
al interpretation concerning the protection
of life and human dignity.

In her vote, Justice Carmen Llcia empha-
sised the judge’s commitment to adhere
to the current constitutional order and act
in such a way as to make it prevail. She stat-
ed that she sees the Constitution as her bible
and Brazil as her only religion. Ajudge, when
in the courtroom, worships the law. Giv-
en the secular state, plural society, neutral
science, and impartial law, she argued that
the core constitutional question in this case
is the freedom guaranteed by the challenged
law to undertake research and therapy with
embryonic stem cells according to Article
5 of Law No. 11105/2005.

In her vote, Justice Carmen Licia highlight-
ed that embryonic stem cells have human
characteristics, requiring an acknowledge-
ment of the importance of adhering to prin-
ciples such as necessity, integrity of the ge-
netic heritage, prior evaluation of potential
benefits, and informed consent in research
and treatment. Thus, she argued that, when
based on established scientific principles,
the use of embryonic stem cells for research
and subsequent treatment does not violate
human dignity, butinstead enhances it

Justice Ricardo Lewandowski contended
that the discussion should revolve around
the right to life perceived as a collective good,
which is owned by society or even humani-
ty. This perspective is particularly important
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considering the potential risks stemming
from the manipulation of the human genetic
code. When contemplating the preservation
of life on a broader scale, encompassing not
only the national, but even the planetary
level, the “precautionary principle” becomes
relevant. This principle currently guides
the actions of those operating in the realms
of environmental protection and public
health. Despite not being explicitly formu-
lated, it finds support in Articles 196 and
225 of the Federal Constitution of 1988°
Based on Comparative Law, he believes it is
not advisable to allow those directly involved
in research to make decisions in this import-
ant scientific area according to their own de-
signs, without the oversight of public author-
ities and representatives of the community."

In his vote, Justice Eros Grau affirmed
the constitutionality of Article 5 of the Bio-
safety Law. However, he stated three reser-
vations: the creation of a central committee
within the Ministry of Health to oversee re-
search, the fertilisation of only four ova per
cycle, and the acquisition of embryonic stem
cells from non-viable fertilised ova or without
causing harm to viable ones ™

For Justice Joaquim Barbosa, the analysis
of the legal text makes it clear that not ev-
ery embryo can be the subject of scientific
research. Likewise, there is no obligation for
parents to donate their embryos for research
purposes. Most importantly, the creation
of embryos intended for research is strictly

prohibited. The regulation of the use of em-
bryonicstem cells through a law that upholds
private autonomy within predefined objec
tive parameters does not invoke the alleged
constitutional flaw. On the contrary, con-
sidering the seriousness of utilising human
embryos in scientific research, or any form
of inquiry, it is imperative for the legislator
to establish suitable guidelines. By imple-
menting effective mechanisms for over-
seeing such research, these should ensure
the protection of private autonomy and
the responsible development of science
in the country™

In his vote, Justice Cézar Peluso observed
that there are several potential subjects
of the right to life to be considered in the con-
text of this case: the frozen embryo, the im-
planted embryo and the foetus, and finally,
the fully developed human being, whether
a child or an adult, who possesses attributes
that the constitutional order recognises as
conferring personhood. The most import-
ant question that the Court must address
is whether the constitutional protection
of life applies in its entirety to the category
of embryos — more specifically, to non-via-
ble embryos and those subjected to cryo-
preservation. He is convinced that the attri-
bute of humanity is already present in both
the embryo and in the subsequent stages
of its development

In his vote, Justice Marco Aurélio affirmed
that Article 5 of Law No. 11.105/2005 address-

© Brazil. Chamber of Deputies. (1988, October 5). Constitution of the Federative Republic of Brazil. Available at: https://
www.globalhealthrights.org/wp-content/uploads/2013/09/Brazil-constitution-English.pdf
" Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
2 |bid.

" Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
“ Ibid.
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es the use of human embryos produced
through in vitro fertilisation, excluding those
naturally conceived in the uterus. Addition-
ally, with its numerous precautionary and
prohibitive clauses, such as those pertaining
to cloning, the law limits research to embry-
os not usable in the insemination process. As
well as explicitly considers only non-viable
embryos and those frozen for three years, it
requires consent from ovum and sperm do-
nors, and prohibits commercialisation under
pain of various associated criminal offenses.
Viability, or a lack thereof, directly relates
to the ability to develop into a human be-
ing. From a biological perspective, the com-
mencement of life involves not only the fer-
tilisation of the ovum by the sperm, but also
the aforementioned viability, which is
non-existent without what is understood as
human pregnancy.”

Justice Celso de Mello highlighted that em-
bryonic stem cells have stable genes, which
are resistant to biochemical changes during
therapeutic processes. Due to their unlim-
ited potential, these cells can be applied
in the treatment of various serious condi-
tions. The constitutional dispute is unrelat-
ed to abortion. Considering the bioethics
of the beginning of life, the interpretation
depends on various theoretical formula-
tions. The interpreter who is detached from
religious considerations can choose a con-
ception that aligns with the public interest,
social requirements for scientific research,
and community well-being. This approach
aims to give real meaning to the principle
of human dignity and concretely uphold
constitutional proclamations recognising

* Ibid.
* |bid.

the right to life and health as fundamental
rights. (Korff, 2006)

Finally, according to Justice Gilmar Mendes,
Law No. 11105, March 24, 2005, establishes
safety standards and oversight mechanisms
for activities involving Genetically Modified
Organisms (GMOs) and their derivatives. Inits
preamble, the law sets forth guidelines that
form the basis of its regulations: promoting
scientific progress in biosafety and biotech-
nology, protecting human, animal, and plant
life and health, and adhering to the precau-
tionary principle forenvironmental protection.

Throughout the body of the law, Article 5 is
dedicated to regulating the use of embryon-
ic stem cells obtained from human embryos
produced by in vitro fertilisation for research
purposes. Itis evident that the law was careful
in its regulation of certain aspects, requiring
that research be conducted only with so-
called “non-viable” human embryos, as well
as subject to parental consent and project
approval by ethics committees. The commer-
cial use of such biological material is expressly
prohibited.

He concluded by underscoring that Article
5 of Law No. 11105/2005 should be interpret-
ed to mean that permission for research and
therapy with embryonic stem cells obtained
from human embryos produced by in vitro
fertilisation must be subject to prior approval
and authorisation by the Central Ethics and
Research Committee affiliated with the Min-
istry of Health®

As decided by the Supreme Federal Court
in ADI 3510, the Brazilian Federal Constitution
of 1988 does not provide for the beginning
of human life or recognise the precise mo-
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ment when it begins. It does not make every
stage of human life an autonomous legal
right, but considers life as inherent to a con-
crete person who is already born (natalist the-
ory, as opposed to conceptionist or condition-
al personality theories).

However, on the other hand, the Brazilian
Civil Code of 2002, in its Article 2, adopts
the natalist theory by stipulating that “the
civil personality of a person begins at birth
with life; but the law safeguards, from con-
ception, the rights of the unborn”"”

It was emphasised in the decision that
the best interpretation of the Federal Con-
stitution of 1988 was in the sense of refer-
ring to “rights of the human person” and
even ‘rights and individual guarantees” as
an entrenched clause; here, it is speaking
of the rights and guarantees of the individual
person, who becomes the recipient of funda-
mental rights such as “the right to life, liberty,
equality, security, and property”among other
rights and guarantees equally distinguished
with the mark of fundamentality (such as
the right to health and family planning).

The Brazilian Supreme Federal Court fur-
ther stated that research carried out with
embryonic stem cells, due to the pluripoten-
cy of such cells—in other words, they can gen-
erate any human tissue, as they can differen-
tiate into other cells — cannot be replaced by
other research programs, like those carried
out with adult stem cells, which have low de-
gree of differentiation. The Supreme Federal
Court also explained, in conclusion, that re-
search with stem cells is carried out in accor-
dance with the Federal Constitution, in which
itis established that the State must promote
and encourage scientific development and

technological research (article 218) as well as
ensure the right to health (article 196), and
that such research constitutes an instrument
to implement this right.

The stance taken by the Justice-Rapporteur
Ayres Britto appears to be grounded in a the-
oretical consideration: when faced with an
embryo strictly within the parameters of Ar-
ticle 5 of the Biosafety Law, what do we have?
According to him, the answer is a vegeta-
tive life that precedes the development
of the brain. The brain has not yet formed,
and neither has maternity; moreover, neither
will ever happen. However, something result-
ing from the fusion of material collected from
two human beings still exists within cylindri-
cal and frozen test tubes. While it continues
to exist, there is no possibility whatsoever for
itto evolve into a natural person.

Furthermore, if ordinary law is allowed
to equate brain death with the cessation
of the life of a specific human individual, and
if it is already established that brain death is
the precise endpoint of personalised human
existence, justifying the removal of organs,
tissues, and parts from the still physically
pulsating body for transplantation, research,
and treatment, then, in essence, the human
embryo referred to in Article 5 of the Biosafe-
ty Law is an entity entirely devoid of any sem-
blance of brain life. In this context, the asser-
tion of the legal statute’sincompatibility with
the Brazilian Federal Constitution of 1988 is
to be categorically and promptly dismissed.

Justice Cézar Peluso challenged this inter-
pretation, deeming the rhetorical analogy
attempting to establish a connection be-
tween the moments of so-called brain death
and, conversely, the onset of life, which is

7nternational Center for Not-for-Profit Law (ICNL). (2002). Excerpt from Law 10,406 — Civil Code. Available at: https://

www.icnl.org/research/library/brazil exlaw10406/
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suggested to occur during neurulation or
the embryonic stage of the nervous system,
as insufficient. Hermeneutical approaches
seeking to interpret the Federal Constitution
of 1988 in light of subordinate norms also
carry no weight in this context. The concepts
of life and personhood — in this case, com-
prising integral elements of the quaestio iuris —
must be constructed or reconstructed within
the highest material confines of the consti-
tutional framework. This is precisely why
a dogmatic stance that attempted to grade
the right to life under the pretext of the rel-
ativity of constitutional rights would be of no
avail. Such a position suggests that since, due
to positive law, the crime of homicide car-
ries a higher penalty than that prescribed for
abortion, intra-uterine life and, a fortiori, em-
bryonic cells would have lower legal-constitu-
tional dignity.

Both bioethics and biolaw are grounded
in the Brazilian Federal Constitution. Here, it
is the constitutionalisation of the right to life
and the emphasis on the foundational and
substantive principle of human dignity that
ensure the basis for the inviolability, sacred-
ness, and responsibility of human life. As con-
cluded by Justice Carmen Lucia, this founda-
tion should be taken into account by norms,
doctrines, jurisprudential decisions, and
practices of any nature (including private bio-
medical practices) that relate to human life.

Another interesting point is advocated
by Justice Ellen Gracie in her opinion, which
drew attention to the debate about the use
of human embryos in stem cell research. This
discussion must necessarily begin by ques-
tioning the acceptance of the surplus of fer-

tilised ova as a necessary cost for overcoming
infertility.

Inlieuof a conclusion

In Brazil, the ruling in case ADI 3,510-DF,
addressing the constitutionality of the sci-
entifictherapeutic use of embryonic stem
cells, grappled with the fundamental issue
of the separation of powers in a rule of law.
By imposing constraints on the provisions
of the Brazilian Biosafety Law in order to as-
sess its constitutionality, the Justices hinted
at the potential for the Supreme Federal
Court to indirectly shape legislation, thereby
manifesting a distinct form of judicial activ-
ism. Another salient point was the deliberate
exclusion of religious considerations from
the legal determination.

The rapid advancement of the biotechno-
logical revolution in laboratories outpaces
the development of corresponding nation-
al legislation. In the forthcoming decades,
a significant proportion of offspring is pre-
dicted to originate from laboratory-assisted
conception methods, enabling the prospect
of birth without the direct involvement
of awoman’s body.

However, the intricate matter of estab-
lishing a comprehensive legal framework
for the status of the embryo prior to its
implantation in a woman’s uterus remains
inadequately addressed by legal doctrine
and the expert community. This regulato-
ry void underscores the necessity of safe-
guarding the legal rights of the embryo and
pre-empting illicit practices, particularly
those associated with commercialisation
in this domain.
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B npowesawem 2023 rofy B v3aaTenbCcTe
«PycaiHC» BbIWAN MOHOrpadun 1 yuebHble
nocobus, MOArOTOB/IEHHbIE HayUHbIMU CO-
TpyaHMKamy HayyHo-06pa30BaTeNbHOro LieH-

NH. bepr, M.A. bonkos, J1.C. Bnaaumuposa

0.8. Oemioos, C.C. lepabuna, 1.10. Kpbinatosa Tpa npaBa K 6UOSTUKN B c¢epe F€HOMHbIX
A.B. Ky6iwmn, A.B. fucauenxo, M.B. Hexorenesa i
B.C. Oawosa, 8. Nowomapesa, O.A.Nlyuros nccnenoBaHny N NpUMeEHeHnd reHeTnYeckKnX

AL N o L Tt TEXHO/I0rM MOCKOBCKOrO rocy1apCTBEHHOMO

topuanyeckoro yHusepcuteta nmerun O.E. Ky-

NMPABOBAAl TEHOMUKA TaduHa (MTTOA).
Bepr/1.H., bonkos M.A., Bnagumuposa [.C.,
YueGu ®etioko P.B., AepsabuHa C.C., Kpbinatosa U.10.,
- Ky6biwkuH A.B., Jiucauenko A.B.,
sci N HekoteHeBa M.B., OauHuoBa B.C,,

MNoHomapesa [1.B., Myukos O.A., CemeHoBbIX A.E.,
CopokuHa E.M.,, TyzaHkuHa U.A. (2023).
MpaBoBas reHomnka. Mocksa: PycaiiHc.
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Buénvoteka HayuHo-o6pa3oBaTenbHOro LLeHTpa npasa v 6Mo3TMKM

YuebHuk «pagoeas zeHoMUKa» SBaseTcs
pe3ynbTaToM NPOAOIKUTENbHOM COBMECTHOM
paboTbl ABYX POCCUIACKMX HAYUHbIX KOJNEK-
TUBOB, CMELMAN3UPYIOLLMXCS HA Npobiemax
NpaBOBOrO PeryinpoBaHUsS TFEHOMHbIX WC-
cneposannii: HOLL npaBa v 61o3Tuku B cdhe-
pe reHOMHbIX UCCNeA0BaHNI U MPUMEHEHWS
reHeTM4yecknux TexXHONornin YHuBepcuteTa
nmeHn O.E. KytadwmHa (MIOA) n HayuHo-
nccnenoBaTenbCkon 1abopaTopun NpaBoBo-
ro obecrneyeHns 6e30MacHOro0 MCNonb3oBa-
HNS TEHETUYECKOM M TEHOMHOW MHBOPMaLLUK
Ypanbckoro rocyaapcTBeHHOro topuanye-
cKoro yHuBepcuteTa nmeHn B.OD. Gkoenesa.
B yuyebHMKe B KOHUEHTPUPOBAHHOM BW[E
NpeAcTaBNeHbl  pe3ynbTaThl  MeXANUCUMNAN-
HapHOIO Hay4yHOro McciefoBaHWa B 061acTy

NpUOPUTET2030"

AWAePaMU CTaNOBATCH
A.B. Kybbiwkuk, M.B. Hexotenesa
[1.B. lNoxomapesa

MPABOBOE PEIY/INPOBAHUE
NPUMEHEHWA CAR-T TEXHONOTWIA:
3AKOHOJATENLCTBO

W NPAKTUKA

MoHorpadma

ii pedaxmop /..

SCI

Ky6biwkuH A.B., HekoteHesa M.B.,
MNMoHomapesa [1.B. (2023).

lpaBoBoe perynnpoBaHue NpMMeHeHUs
CAR-T TexHONOrMiA: 3aKOHOAATE/IbCTBO
u npaxkTuka. Mockaa: PycaiiHc.

Library of the Center for Law and Bioethics

topUCnpyAeHLNN,  COLMONOTMN,  BUOITUKM,
610NOTN U MEANLMHBI, MOCBSLLEHHOTO pac-
WwudpoBKe, MCCNenoBaHUO U HesonacHomy
MCMONb30BAHWIO FEHETUYECKON U FeHOMHOW
MHOpMaLMKL YenoBeka U ApyrMx Guonoru-
yeckmnx BMAOB. CuctemaTmsaLms NoayYeHHbIX
Hay4HbIX JaHHbIX M03BOAMAA pa3paboTaTh
1 060CHOBaTb MEXAMUCUMMANHAPHYIO npa-
BOrEHOMHYIO Teopuio, KOTOpas YuMTbiBAET
COOTBETCTBYIOLLME  JOCTUMXEHWUS  COLMOTY-
MaHWTapHbIX, €CTECTBEHHbIX U TEXHUYECKMX
HayK B NpeAMeTHO 061acTu NpOBEAEHHOrO
nccnefoBaHna. YuebHUK MOXET BbiTb peko-
MEH/0BaH 00yYaLMMCS HOPUANYECKNX BY-
30B M hakynbTeToB, Hay4YHO-NEeAarornyeckmm
paboTHMKAM 1 BCEM, KTO 3aMHTEPECOBAH Che-
poVi NpaBa bUOTEXHONOT WA,

npuopuUTeT2030"

AMAEPaMY CTaHOBATCH

A.B. KyGbiwkun, M.B. Hexotenesa
[1.B. MoHomapesa

TEOPETUKO-METO10/I0TMYECKUE
0CHOBbI PA3BUTUA NPABOBOIO
PEFYNINPOBAHUA MOBU/IbHBIX
MEZULMHCKMX TEXHOMOTUIA

MoHorpadua

pedakmop [1.B.

SCi
Ky6biwkuH A.B., HekoteHeBa M.B.,
MNoHomapesa [1.B. (2023).
TeopeTuko-meTof0N0rMUECKME OCHOBbI
pasBUTUSA NPaBOBOro pery1MpoBaHus

MOBUbHBIX MEAULMHCKUX TEXHONOTUIA.
Mocksa: PycaitHc.
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Bubnnoteka HayuHo-o6pa3oBaTenbHOro LeHTpa npasa v 6MosTUKn

Library of the Center for Law and Bioethics

Crapwmmm HayuHbIMK coTpyaHmnkammn HOL,
npaBa M 6MO3ITUKM B Chepe reHOMHbIX MUC
CNefoBaHUn U NPUMEHEHWS TeHeTUYEeCKnX
TexHonormin Yuueepcuteta nmenn O.E. KyTa-
duHa (MTHOA) noarotoBaeHbl MoHorpaduu,
NOCBALLEHHbIE Hanbonee akTyaabHbIM Ha-
npaBAeHnsIM pa3BUTUS UHHOBaLWI B chepe
3/1paBOOXPAHEHNS: MPABOBbIM acneKkTam Co3-
JaHVa 1 0bpalleHns reHoTepaneBTUUecknx
npenapatoB (Ha npumepe CAR-T TexHonoruit),
a TakXe TeopeTW4eckMm OCHOBaM pa3Bu-
TS MpaBOBOrO peryavpoBaHUs npumeHe-
HMUA MOOUAbHBIX MEAWULMHCKAX TEXHOMOTUIA
(mHealth).

B moHozpacuu «[paeoeoe pezyaupoedaHue
npumeHeHus CAR-T mexHoAoz2uii: 3aKoH0da-
mMeAbCMBo U NPAKMUKA» PACCMOTPEHbI OCHO-
Bononaratwouie TeHAeHUMN pa3BUTUS NpaBo-
BOro perynnpoBaHus B chepe NprMeHeHus
MHHOBALIMOHHbIX MpenapaToB  MNepeaoBOi
Tepanuu, NPUMEHAEMbIX NMPU NeYEHUN OHKO-
JIOTUYECKMX W HEe OHKONOrMyeckmx 3abone-
BaHWn — npenapatoB CAR-T. LleHTpanbHoi
NpobnemMoin 1CCNefoBaHNS ABAAETCA Pa3Bu-
TWe W COBEpLIEHCTBOBAHME peseBaHTHOro
3aKOHOAATeNbCTBA Ha 106aNbHOM, pervo-
Ha/bHOM 1 HaLMOHaNbHbIM YpoBHSX. Ocoboe
BHUMaHME aBTOPbl AaHHOW pPaboTbl yaAensoT
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aHanM3y 3apybexKHoro 3akoHojaTenbcTBa
B 06aacT npumeHenHna TexHonornin CAR-T
pefakTMpOBaHMUs, a TakXke HOpMaTVBHOMY
peryinpoBaHuio Ha YpOBHE WHTerpaunoH-
HbIX 06beAMHeHUI. B MoHorpadmm Takxe
OCBelLLEHbl BOMPOCH  0BLLETEOPETNUECKOTO
xapakTepa: 3TWKO-MpaBoBad npobaemaTnka
N UCTOYHMKM COOTBETCTBYIOLLEIO MPaBOBOrO
PEryavpoBaHua, cneumduka 0bLWecTBEHHbIX
OTHOLWEHWI.

MoHozpagua  «Teopemuko-memodorozute-
CKUe 0CHO8bl pa3eumusi Npaeoeozo pezyAupo-
8AHUSA MOOUALHLIX MeQUYUHCKUX MexHOA0-
2uli» WNNIOCTPUPYET KoUeBble TeHAEeHUUM
pa3BUTMA MPaBOBOrO PEryanpoBaHng B 06-
NacT BHEAPEHWS U WCMONb30BaAHUS TEXHO-
noruin mHealth. VccnegosaHve nocesuieHo
JeTafbHOMY aHanusy onbiTa 3apybesxHbix
rocyaapcTB, WX MpaBOTBOPYECKOA W MpaBo-
NPUMEHUTENBHOW MPakTUKKU, AN OLEHKM
NanbHeRWero MCnonb3oBaHMS NyYLlInMX npak-
TUK B LLENSX COBEPLIEHCTBOBAHMS POCCUMIACKO-
ro 3aKOHOAATeNbCTBA B yKa3aHHoOM chepe.

ViccnenoBaHus aapecoBaHbl HayyHbIM pa-
BOTHMKAM, UCCNeA0BATENSM, MPAKTUKYOLLUM
opuCcTam, MPenoaaBaTeNaM BbICLINX yUeBHbIX
3aBefleHWit, acnmMpaHTam 1 BCEM 3aMHTEPeCo-
BaHHbIM YMTATENSIM.








