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BCTyFIMTeﬂbHOE C/10BO MaBHOro pegaktopa

Joporue untatenu!

HoBblin BbiNyck ypHana Lex Cenetica NMOCBSILLEH OCMbICIEHMIO NPABOBbIX BbI30OBOB, BO3HMKAOLLMX
B YC/OBUAX CTPEMUTENBHOTO Pa3BUTUS reHeTnyecknx TexHonoruin. CerogHs reHomHble MCCNef0BaHNMS
1 BroMeaMLIMHCKME MHHOBALLMW GOPMUPYIOT HOBblE KOHTYpPbI MPaBOBOTO peryinpoBaHus — ot ny6anyHo-
NpaBOBbIX MEXaHM3MOB 0becneyeHmns 6e30MacHOCTU A0 YaCTHOMPABOBLIX MHCTPYMEHTOB 3aLLLUTHI UHTEpe-
COB IMYHOCTY. lNpeacTaBneHHble B HOMepe CTaTby JEMOHCTPUPYIOT, HACKONbKO MHOFOrPaHHbIM U MEXANC
LMNMHAPHbBIM CTAHOBWTCS COBPEMEHHOE NPaBO B 3TOW chepe.

My6anuHo-npasoBoit 610K UccnenoBaHnin oTkpbiBaeT cTatha 6. Pomarosckoro n O.B. PomaHoBCKOiA,
B KOTOPOW MCCNeAYHOTCS MPaBOBble OCHOBbI pereHepaTNBHON MeNLLVHbI. ABTOPbI aHaIM3UPYIOT CYLLECTBY-
foLLLMe Npobenbl B peryinpoBaHim reHoTepanii 1 KAeTOUHbIX TEXHONOMWiA, 0bpallias BHUMaHWeE Ha Heob-
XOMMOCTb BHEAPEHUS TMOKMX MPABOBbIX PEXMMOB, CNOCOBHbIX 06ecneunTh 6anaHc mexay 6esonacHo-
CTblO W YCKOPEHHbIM BHEAPEHNEM NHHOBALMOHHbIX METOLOB NeYeHus.

Cratbs [1.B. lToHOMapeBoit NpofomkaeT Temy ny6aM4HO-NPaBOBOrO PEryaMpoBaHus, Npeanaras Kom-
NNEKCHbI CPABHUTENBHO-NPABOBOI aHa M3 06palleHns TeHHO-MOANDULMPOBAHHbIX OPraHU3MOB B KOH-
TeKCcTe NPOAOBONLCTBEHHOM 6€30MacHOCTH. B cTaTbe paccMOTpeHbl HOPMAaTUBHO-MPABOBbIE aKThl M Mpa-
BOMpUMeEHUTENbHAS NPAKTMKA, CIOXKMBLIAACS B PA3/IUUHBIX OPUCAUKLMSX, C LIENbIO BLIIBNEHNS Hanbonee
3G PEKTVBHBIX MOLENENR YNPaBNEHNS PUCKAMMW U CTUMYIMPOBAHWS MHHOBALLMIA B arpapHOM CEKTOpe.

YacTHonpaBoBoe n3mepeHue npeactaenget pabora [J.0. OcMaHOBON, NOCBALLIEHHAS UHTENNEKTYa b
HbIM MpaBam Ha pe3ynbraThl reHeTUYecknx NccnefoBaHuin. B cTatbe nosHKMaeTcs BONpoC O NpaBoBOM
cTaTyce B1ONOMMUECKOrO MaTepuana YenoBeka 1 CpaBeAnBoOM pacnpeieneHii Bbirod OT ero UCrnosb3o-
BaHus. ABTOp 060CHOBbIBAET HEOBXOAMMOCTb yyeTa BKaAa L, NPeoCTaBASOLLNX B1ONOrMUecKnii ma-
Tepuan, v npeanaraet AnddepeHUnpoBaHHbIN MOAXOA K 3aLLWTe UX UMY LLECTBEHHbIX MHTEPECOB.

CpaBHUTENbHO-NPaBOBOI pa3aen 06beAMHAET UCCNEeN0BAHNMS, PACKPbIBAIOLLME MEXAYHAPOAHbIE N0/~
XOLbl K PETYNMPOBAHWIO TeHeTnyecknx TexHonoruin. B cratee [.P. Bpasuna v E.E. Tyngeson aHanmsmpyet-
€Sl MHOTrOypOBHEBas cuUCTemMa 3aluThl reHoma B bpasuauu, BKatovaowas KOHCTUTYLMOHHbIE rapaHTuu,
HOpMbI 61O6E30MaCHOCTM U 3aKOHOAATENbCTBO O 3alWTe NePCOHaNbHbIX AaHHbIX. ABTOPbI MOKA3bIBAIOT,
UTO, HECMOTPS Ha GpParMeHTapHOCTb, Takas cucTeMa cnocobHa obecneurBaTb KOMMIEKCHYHO 3aLLNTY reHe-
TUYECKON MHDOPMALLNN, XOTS U TPEBYET Aa/IbHENLLIETO COBEPLIEHCTBOBAHUS.

K Bonpocam rno6anbHoro perynnpoBaHuns reHeTYeckrx pecypcoB OTKPLITOrO MOps Ha Npumepe aH-
TapKTNYeckoro Kpuns obpatiaercs B cBoeit pabote GeHr YoHr. ABTOp 1cCaefyeT COOTHOLEHUE NaTeHTHO-
ro NpaBa W HOBbIX MEXAYHAPOAHbIX MEXaHM3MOB pacnpeeneHns BbIrod, NoAH1Mas npobaemy coxpaHe-
HUA BanaHca Mexay CTUMYIMPOBaHUEM MHHOBALMIA 1 MPUHLUMMOM OBLLErO HACNe s YeNOBeUeCTBa.

3asepluaeTcs HoMep 0630poM MOHOTpadwid, MOArOTOBAEHHbIX COTPYAHUKAMI HayuHo-06pasoBaTeb-
HOTO LieHTpa NpaBoBoro obecrneyeHns GUOIKOHOMMKM W FEHETUUECKUX TEXHONOT NI YHIBEPCHUTETA UMEHM
O.E. KytaduHa (MI'HOA).

Takum 06pa3om, HacTosLMi Bbinyck Lex Genetica popMUpyeT LENOCTHOE NMPEACTABNEHNE O PA3BUTUN
npasa B chepe reHeTUYecknx TEXHONOTNiA — OT HALLMOHA/IbHbIX MPABOBbIX PEXMUMOB A0 r0BanbHbIX peryns-
TOPHbIX NpOLLeCCcOoB. Bce npeacTaBieHHble NCCAef0BaHNS 0ObeANHSET CTpeMEHE HANTU BanaHc Mexay
Hay4HbIM NPOrPeccoM 1 3aLLUTON GyHAAMEHTANbHbBIX MPAB YeN0BeKa, YTO CTAaHOBUTCS OLHOM U3 K/K0YEBbIX
3a/ia4 COBPEMeHHOrO NPaBOBOrO Pa3BUTUS.

Bnaronapvim aBTOpOB 3a BKAAJ, B Pa3BuTUeE HayUHOM ANCKYCCUM, @ YnTaTeneil —3a BHUMaHue KxxypHany
VI MHTEPEC K TeM BOMPOCaM, KOTOPble y3Ke CErofHs OnpeaensioT NpaBoByio MOBECTKY GyayLLero.

C HAUAYUWIUMU NOXKEAGHUSMU,
2AaeHblii pedakmop O.C. [puHb
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Editor-in-Chief Opening Remarks

Dear Readers,

The new issue of Lex Genetica considers the legal challenges arising in the context of the rapid deve-
lopment of genetic technologies. Today, genomic research and biomedical innovations are rapidly shap-
ing new contours of legal regulation — from public law mechanisms aimed at ensuring safety to private
law instruments that set out to protect individual interests. The articles presented in this issue confirm
the multifaceted and interdisciplinary nature of modern law in this field.

The public law section opens with an article by G.B. Romanovsky and O.V. Romanovskaya, which
explores the legal foundations of regenerative medicine. The authors analyze existing gaps in the re-
gulation of gene therapy and cellular technologies, emphasizing the need to introduce flexible legal re-
gimes capable of ensuring a balance between safety and the accelerated implementation of innovative
treatment methods.

Continuing the discussion of public law regulation, the article by DV. Ponomareva offers a compre-
hensive comparative legal analysis of the circulation of genetically modified organisms in the context
of food security. The study examines regulatory frameworks and enforcement practices across vari-
ous jurisdictions to identify the most effective models for risk management and fostering innovation
in the agricultural sector.

The private law dimension is represented by the work of D.O. Osmanova, which discusses intellectual
property rights in the results of genetic research. The article raises the issue of the legal status of hu-
man biological material and the fair distribution of benefits derived from its use. The author highlights
the need to take into account the contribution of individuals involved in the provision of biological ma-
terial and proposes a differentiated approach to protecting their property interests.

The comparative law section includes works that reveal international approaches to the regula-
tion of genetic technologies. The article by D.R. Brasil and E.E. Gulyaeva analyzes the multi-level sys-
tem of genome protection in Brazil, which includes constitutional guarantees, biosafety regulations,
and data protection legislation. Demonstrating that, despite its fragmented nature, this system is capa-
ble of ensuring comprehensive protection of genetic information, the authors offer recommendations
forits further development.

The work by Feng Chong addresses the global regulation of genetic resources of the high seas
on the case-study example of Antarctic krill. Examining the relationship between patentlaw and emerg-
ing international benefit-sharing mechanisms, the author raises the issue of maintaining a balance be-
tween encouraging innovation and preserving the principle of the common heritage of humankind.

The issue concludes with a review of monographs prepared by researchers of the Research and Edu-
cational Center for Legal Support of the Bioeconomy and Genetic Technologies of the Kutafin Moscow
State Law University (MSAL).

Thus, the current issue of Lex Genetica provides a comprehensive view of the development of law
in the field of genetic technologies from national legal regimes to global regulatory processes. The ar-
ticles in this issue are united by the pursuit of a balance between scientific progress and the protection
of fundamental human rights, which becomes one of the key tasks of modern legal development.

We thank the authors for their contributions to the academic discourse —and our readers for their
interestin the journal and in the issues already shaping the legal agenda of the future.

Best regards,
Editor-in-Chief O.S. Grin
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TpaHcpopmaumsa perynmpoBaHus
pereHepaTUBHOW MeAULUHbI: NpaBOBble KO//IU3NU
U NyTU UX NpeoaoIeHuns

Feopruii b. PomaHosckmii' *, Onbra B. PomaHoBckas?

"HoBOCMBUPCKMIT HALLMOHAbHbI NCCEeA0BATENbCKUIA FOCYAaPCTBEHHBIA YHUBEPCUTET,
Hosocubupck, Poccnitckas @egepaums

2 CpeaHe-BomKckmnii vHcTUTyT (Prnnan) Bcepoccuniickoro rocyaapcTBeHHOMO yHUBepCUTETa IOCTULUN
(PMA MuHtocta Poccun), CapaHck, Poccuiickas Pesepauns

AHHOTaumsa

B cTaTbe paccmaTtpuBaloTCs NpaBOBble BOMPOChI, BO3HUKAOLLME B CUNY CTPEMUTENb-
HOIO pasBWTWS pereHepaTvBHOW MeAUUMHbLL. B LeHTpe topuanyeckoro aHanamsa —
reHoTepanus 1 KNeToyHas Tepanus, KoTopble NoanafatoT Nnoj ABOMHOE perynnmposa-
HuWe: BO-MepBbiX, 310 PeaepasnbHbiii 3aKoH 0T 23 1oHa 2016 1. No 180-P3 «O bromean-
LMHCKMX KNETOUHbIX MPOAyKTax», BO-BTOPbIX, PeaepanbHblii 3akoH 0T 12 anpens 2010 T.
Ne 61-P3 «O6 obpalleHnmn NekapCTBEHHbBIX CpeacTs». Kpome Toro, B pamkax EBpasuii-
CKOro akoHomuueckoro cotosza (EA3C) popmunpyeTcs mex ayHapoaHO-NpaBoBas cncTe-
Ma perynnpoBaHus 060poTa 1eKapCTBEHHbIX CPEACTB.

Llenb 1ccnenoBaHus: BoisiBUTb CUCTEMHbIE MPOGEbI B MPABOBOM Pery/iMpoBaHnm Kie-
TOYHOW Tepanuu 1 reHotepanin, obycnoBAEHHblE ABOWHBIM peryanposaHuem (Pe-
nepanbHble 3aKoHbI No 180-P3 1 Ne 61-D3) u konnmsnsmm ¢ npasom EAIC, a Takxke
060CHOBaTb HEOBXOAMMOCTb MMOKIMX MPABOBbIX MEXAHM3MOB, BK/KOUAS «OCMUTaNbHOE
VCKIIOUEHNE» 1 SKCMEPUMEHTA/IbHbIE NPABOBbIE PEXKMMbI, YTOObI YCKOPUTb BHEAPEHNE
MNHHOBALMOHHbIX METOAOB pereHepaTMBHON MeANLMHbI.

HeobxoaMmocTb BbICTPOI 1 3GGEKTUBHOM peann3almm npenapaTos KAETOUHOM Tepa-
MUN 1 Pa3iNyHbIX METOA0B pereHepaTuBHOM MeanLVHbI 0BYC/I0BAMBAET MONCK HOBbIX
NPaBOBbIX MOAXOLOB K PEXMMY MHHOBALLMOHHbIX METOAOB U CPEACTB 1edeHuns. B ctatbe
BbiSIB/IEHb! MPABOBbIE KOM/M3WM, CO3AAlOLLME AOMONHUTE bHbIE MPOBAEMbI NPK BHE-
LPEHNM UHHOBALMOHHBIX METOLOB OKa3aHWs COBPEMEHHOW MEeAMLMHCKON MOMOLLM.
[poBeaeH CUCTEMHBIN aHan3 NMPaBOBbIX aAKTOB, 3aTPArnBatoLLMX Pa3/INUYHbIE acnek-
Tbl pereHepaTvBHOW MeAULMHbI, B YACTHOCTW, KNETOYHOW Tepanun 1 reHoTepanuu.
Ha ocHoBe cneunanbHO-IOpUANYECKOTO MeToAa CHOPMYIMPOBaHbl PeKOMeHAALNN
MO COBEPLIEHCTBOBAHMIO 3aKOHOAATENbCTBA, OBECMeUnBatoLIEr0 YCKOPEHHOE BHE-
LpeHVe NeKapCTBEHHbIX NMpenapaToB, UCMOMb3yeMblX B pereHepaTuBHON MeLunHe

*Email: vlad1993gb@gmail.com © Pomanosckuii, 6., PomaHosckas, O.B., 2026
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leopruii b. PomaHoBckuit, Onbra B. PomaHoBckas
TpaHchopmauus perynmpoBaHuns pereHepaTUBHOM MeANLMHbI:
NpaBoBble KONIN3UM U NYTU UX NPEOLOIEHMS

B pamkax «roCruTasbHOro WCKAUYEHNUA» BO MHOMMX 3apybexHbix npakTukax (UTo
06YCNI0BIUIO NPUMEHEHME CPABHUTEIbHO-MPABOBOMO METOAA MCCNeA0BaHMs). B cTaTbe
nokasaHo, UTo reHoTepanus BKIOYAET B Cebsl He TO/bKO 1CMO/b30BaHKe reHoTepanes-
TUYECKMX MpenapaTos, HO 1 peaakTnposaHue JJHK uenoseka, KOTopoe paccmaTpumsa-
€TCs B KaYeCTBE BO3MOXHOIO 3KCMepUMeHTa AN eYeHUs: HEKOTOPbIX FeHEeTUYECKMX
3a601eBaHnii. MHOre coBpeMeHHble TexHonorun, cpeam Kotopbix CRISPR/Cas9 («re-
HeTNYeCKMe HOXHULbI»), HAXOAATCS BHE BO3MOXHbIX PEryASTOPHbIX MEXAHWU3MOB.
BblaeneHbl 0COBEHHOCTM NPABOBOTO PErYNMPOBAHMS MCMO/b30BAHMS 1EKAPCTBEHHbIX
npenapatos, onpeaensiolx OCHOBY KaeTouHol Tepanun. OBOCHOBaHbI TMOKUIA Noa-
XOA, K pEryIMPOBaHMIO Pa3/INYHbIX ACNEKTOB pereHepaTMBHOM MeANLMHbI 1 BBeAEHWE
3KCNepUMEHTaNbHOMO MPABOBOIO PeXMma Mo HEKOTOPbIM TEXHONOTUSM.,

KnioueBble cnoBa: npaBoBOE peryampoBaHue, I'IpaBOBOl7I IKCNEPUMEHT, pereHepatnsHaa meanumnHa, re-
HOoTEpanugd, KNeToUHble TEXHONOIMK, NeKapCTBEHHbIE NMpenapartbl

®DuHaHCMpoBaHMe: 1CCNEeL0BaHME BEIMONHEHO NPU NOAAEPXKKe rpaHTa Poccuiickoro HayuHoro poHaa
No 25-18-00338 «AHTPOMONOTMYECKMIA BUOKOHCTUTYLMOHAN3M U AOCTUXKEHWE BUo3TuYeckoro baaro-
nonyuuns B cucTeme obecnedeHuns rymaHnTapHon 61no6e3onacHoCcTyu: YenoBeueckoe AJOCTOMHCTBO U HO-
Bble MpaBsa uenoBeka B MPaBoBO OHTONOMMU W BuocoumnanbHoi penpoaykumns (URL: https://rscfru/proj-
ect/25-18-00338)).

Ana umtupoBaHusa: PomaHosckuid, [b., PomaHosckas, O.B. (2026). TpaHcdopmalums perynmpoa-
HMS pereHepaTUBHOW MeAMLMHBI: MPaBOBbIE KOAAM3MM 1 NyTW UX npeoaonenns. Lex Genetica, 5(1), 7-27.
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Abstract
This article examines the legal challenges arising from the rapid development of re-
generative medicine. The analysis focuses on gene therapy and cell therapy, which
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are subject to dual regulation under Federal Law No. 180-FZ of June 23, 2016 “On Bio-
medical Cell Products” and Federal Law No. 61-FZ of April 12, 2010 “On the Circulation

of Medicines”. It also considers the emerging international legal framework govern-
ing the circulation of medicines within the Eurasian Economic Union (EAEU). The aim

of this study is to identify systemic gaps in the legal regulation of gene and cell

therapies resulting from the dual regulatory framework (Federal Laws No. 180-FZ
and No. 61-FZ) and conflicts with the EAEU law. The importance of implementing
flexible legal mechanisms is emphasized, including “hospital exception” and expe-
rimental legal regimes, which can facilitate the adoption of innovative regenerative

medicine technologies.

The timely and effective implementation of cell therapy products and regenerative

medicine approaches necessitates the development of improved legal approaches

to regulating innovative treatments. This article identifies key conflicts of law that
hinder the adoption of new therapeutic methods. A systemic analysis of legal acts

governing regenerative medicine, with a specific focus on cell and gene therapy,
is conducted. Using a specialized legal approach, recommendations are formulated

for improving legislation to ensure the accelerated adoption of regenerative medi-
cine products, including through the application of “hospital exception” widely used

in international practice (which explains the use of a comparative legal approach).
The article demonstrates that gene therapy extends beyond medicinal products

to include human genome editing, which is increasingly viewed as a potential expe-
rimental treatment for certain genetic diseases. Such modern technologies as
CRISPR/Cas9 (“genetic scissors”) fall outside existing regulatory frameworks. The arti-
cle highlights the specific features of legal regulation governing cell therapy products.
The need for a flexible regulatory approach and the introduction of experimental le-
gal regimes for regenerative medicine technologies is substantiated.

Keywords: legal regulation, legal experiment, regenerative medicine, gene therapy, cell technologies,
medicinal products

Funding: The study was supported by the Russian Science Foundation, grant No. 25-18-00338 “Anthro-
pological bioconstitutionalism and achieving bioethical well-being in the system of ensuring humani-
tarian biosecurity: human dignity and new human rights in legal ontology and biosocial reproduction”
(URL: https://rscf.ru/project/25-18-00338/).

To cite this article: Romanovsky, G.B., Romanovskaya, OV. (2026). Transforming the legal regulation
of regenerative medicine: Conflict of laws and resolution mechanisms. Lex Genetica, 5(1), 7-27. (In Russ.).
https://doi.org/1017803/lexgen-2026-5-1-7-27

Submitted: 20.12.2025
Revised: 15.01.2026
Accepted: 15.02.2026

Lex Genetica. 2026. Volume 5, No.1.7-27

9|



leopruii b. PomaHoBckuit, Onbra B. PomaHoBckas

TpaHchopmauus perynmpoBaHuns pereHepaTUBHOM MeANLMHbI:

npaBoOBbl€ KO/IIU3UU U NYTU X NPEOAONIEHNA

BBepeHue

PereHepaTvBHas meamumHa — 04HO W3 ca-
MbIX MEPCNEKTUBHbIX HaNpaBAeHWA pa3BuTUS
MWUPOBOM HayKW, YTO OTpaxkaeTcs B pas3nmu-
HbIX MeX/AyHapOAHbIX U HaUMOHANbHbIX HOP-
MaTMBHbIX akTax. Poccuiickag Pepepauns —
He nckaYeHne. PereHepaTnBHas meanumHa
0603HaueHa B Uncae OCHOBHbIX 32434 pasBu-
TN POCCUIACKOTO 3[1paBOOXpaHeHns’ Kak ane-
MEHT NepCcrneKkTUBHOMO pbiHKa?. 3HaueHne pe-
reHepaTMBHOM MeAMUMHbI  NOATBEPXKAEHO
Mpe3naeHTom PO Ha nneHapHoOM 3acefaHunu
dopyma byayuimx TexHonornin. Mtorom @o-
pyma ctan [epeyeHb nopyyeHnii (yTBepKaeH
Mpe3naeHTom PD® 18.04.2024 r. N° [1p-755), co-
[1aCHO KOTOPbIM pereHepaTnBHas MeanuMHa
[O/KHA CTaTb OTAEbHBIM MEPONPUITUEM Ha-
UMOHaNbHOTO npoekTa «HoBble TeXHOAOrMK
cbepexeHns 340POBbs»”.

B cootBeTcTBMM C pacnopsxeHvem [lpa-
ButTenbcTea P® ot 3112.2020 N° 3684-p
«06 yTBepxAeHun [porpammbl dyHAAMEH-
Ta/IbHbIX HAyUHbIX MccnegoBaHnin B Poccui-
ckon depepaumm Ha AONTOCPOUHBIA Nepros,
(2021-2030 roab»* onpeaeneHbl OCHOBHblE
HanpaBneHns pereHepaTuBHOW GU3MOAOTMN
N MeANLVHbI: KneTouHas GU3nonorusg, reHHas
Tepanus, TkaHeBas WMHXeHepus 1 co3gaHune
MCKYCCTBEHHbIX opraHoB. CTonb  LUMPOKUIA

MOAXOA, K COAepXaHUo pereHepaTVBHON Mme-
OVNUMHBI, OCHOBAHHOM Ha MCNOAb30BaHUK
COBCTBEHHBIX  pereHepaTUBHbIX  BO3MOX-
HOCTell opraHuMaMa 4YenoBeKka, XapakTepeH
NS BCEN MUPOBOM HaykW, UTO MoATBEpXAa-
eTcqd  YHWMBEPCUTETCKMMMK  Mporpammamu
(Hanpumep, NpOrpammon, MoAroTOBEHHOMN
B VHCTUTYTEe MakroysHa pereHepaTuBHOWM
MeanUMHbl YHuBepcuteta MuTtcbypra’®) u pe-
NaKUWOHHOM NOAWUTUKON BeayWMX MeanUnH-
CKMX XypHanoB (B 4aCTHOCTK, 06 3TOM TOBO-
puTCS B Ny6AKMKaLNax XypHana Regenerative
Medicine®).

KntoueBbiMM  31eMeHTaMn  pereHepaTue-
HOM MeaMUMHbl BbICTYNalT KaeToyHas Te-
panus v reHHas Tepanus. Cpean 3HaUYMMbIX
baKkTopoB, NMPUBOAAWMX K TOPMOXKEHUIO MO-
CTynaTeNbHOro mnpouecca pas3BUTUS WHHO-
BALMOHHbIX BMAOB OKa3aHWg MeAWLIMHCKON
MOMOLN, — HaAMumMe CepbesHbIX aAMUHU-
CTpaTMBHbIX 6apbepoB. JAUTeNbHbIR NpoLecc
BHEAPEHMs HOBbIX TEXHONOTWIA, NeKapCTBeH-
HbIX CPeACTB, MeAULMHCKIX U3Aennii B 3apa-
BOOXPaHEeHWN BO BCEM MMPe MPU3HAETCS He-
ratusHbiM dakTopom (Cornetta et al, 2022;
Fletcher et al, 2024). C oaHON CTOPOHbI,
BPEMEHHOI pa3pbiB HampaBieH Ha Heaony-
CTMMOCTb BbIX0[@ Ha PbIHOK HEMPOBEPEHHbIX

' Ykas lMpesuderma P® om 6 utong 2019 2. No 254 «O Cmpameauu paseumus 30pagooxpaHeHus & Pocculickoii
Dedepayuu Ha nepyod do 2025 20dax. Pexxm focTyna: https://base garant.ru/72264534/

? [Tpo2Ho3 HayuHo-mexHoA02UUeckoz0 passumus Pocculickoli Medepayuu Ha nepuod do 2030 eoda. YmeepxdeH
[Mpasumenvcmeom PO 3 gHeapa 2014 2. Pexxum pocTyna: https://www.consultant.ru/document/cons_doc_
LAW 157978/

* [epeueHb nopyueHuti no umozam yuacmus [pesudenma & naeHapHom 3acedaruu Dopyma 6ydyusux mexHooeul
U €20 ecmpedu ¢ ydeHbiMy. YmeepxdeH MpesudeHmom PP 18 anpena 2024 2. No [Tp-755. Pexxum gocTyna:
https://www.consultant.ru/document/cons_doc_LAW_474964/?ysclid=mn9an5x0az667502325

* Pacnopaxenue pasumerbcmea P® om 31 dekabpa 2020 2. N° 3684-p «O6 ymeepxdeHuu [1pozpammbi
(DyHOAMeHMAAbHBIX HAYUHbIX UccredosaHuii 6 Poccutickoli Dedepauuu Ha doazocpouHblli nepuod (2021—
2030 rogbl)». Pexum goctyna: https://www.garant.ru/products/ipo/prime/doc/400070256/

> McGowan Institute for Regenerative Medicine. What Is Regenerative Medicine? Available at: https://mirm-
pitt.net/about-us/what-is-regenerative-medicine/

¢ Taylor & Francis. Regenerative Medicine. About this journal. Aims and scope. Available at: https://www.tand-
fonline.com/journals/irme20/about-this-journal#aims-and-scope
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Transforming the Legal Regulation of Regenerative Medicine:

NpoayKToB, Ha cobalaeHNe HeobXoaAMMoro
NpOTOKO/A, KOTOPbIA MpKU3BaH MOATBEPAUTD
3GbeKTUBHOCTL M He30MacHOCTb feKkapcTea
WA MeanumHckoro msaenms. C Apyroi cto-
POHbI, YCKOPEHKe nporpecca, nosiieHne Ho-
BbIX TEXHOJIOMNIA, KOTOpblE COKPALLAOT CPOK
NCMbITAHWIA, CTaBAT Nepes 1CCaeaoBaTeNaMm
Hepaspewmnmyo AMnemMmMmy 0 A0MNyCTUMOCTM
BHEAPEHNS pEe3yNbTaToB CBOMX M3bICKAHWIA
BHE CODO/IIOAEHNS BCEX YCTAHOBNEHHbLIX Mpa-
BWA, HO MpU 06BEKTUBHOM BO3MOXHOCTU WX
106POCOBECTHOMO NPUMEHEHNS.

Takum 06pa3om, OCHOBHAaA Lefb Uccieao-
BaHMA 3aK/1I0YAETCS B aHA/IN3€e HOPUANYECKNX
Npo6/aemM, BO3HUKAKOLWIMX MO NPUUMHE HaAW-
UM CUCTEMHbIX NpobenoB B chepe peryau-
pOBaHMA KNETOUYHOW Tepanuu 1 reHoTepanum.
lNepen aBTOpamy MocTaBieHa 3ajada npose-
CTV aHaNM3 pOCCUIACKOTO 3aKOHOAATENbCTBA,
NOCBALLIEHHOTO 3a9BNEHHbIM acrnekTam, Bblae-
NNTb NPOTUBOPEUNS, NPEACTABUTL BapUaHTbl
COBEPLIEHCTBOBAHMS MPaBOBbIX akToB. Jng
NOBbILEHNS  OBBEKTUBHOCTM  PE3yNbTaToB
MCCNelOBAHWS  WCMONb30BA/CS CPaBHUTE b
HO-MPaBOBOV MeTof, 6narojapst KOTOpOMy
M3ydannuce 3apybexHble MoAXodbl K peryau-
POBAHMIO KNETOYHOM Tepanum 1 reHoTepanum.

OcHoBHast yacTb
[paBo n reHoTepanus

MHorve 13 nprBeAeHHbIX 31EMEHTOB pere-
HepaTMBHOM MeanUMHbl B Poccnmn HaxoaaTcs
BHE MpaBOBOro Mojs. Tak, reHHas Tepanus

Conflict of Laws and Resolution Mechanisms

[0 HelaBHero BpemeHu nognagana nop Aen-
ctBne PespepanbHoro 3akoHa oT 05.071996
No 86-P3 «O rocyaapCTBEHHOM perynimpo-
BaHMM B 061aCTN TEHHO-UHXEHEPHOR Aeq-
TeNbHOCTUY, B CTaTbe 1 KOTOPOro, HECMOTPS
Ha obllee npaBWIO HepacnpoCcTpaHeHNs
ero NeiCTBMS Ha YenoBeka, TKaHW KU KNeTKu
B COCTaBe ero opraHuama, 6bi10 AaHO yTOu-
HeHne: NPUMEHUMOCTb K reHOAMarHOCTMKe
un reHoTepanun. C 1 ceHTa6psa 2024 I. OHO UC-
K/MoYeHOo 13 TekcTa 3akoHa. C 0HON CTOPOHI,
Takas mpaBka MMeeT NorMyeckoe OobbsiCHe-
Hue. TeKkCT 3akoHa BCEM CBOUM COAEPXKaHW-
€M MOoKa3blBaeT, YTO ero HOPMbl NMPUMEHUMBI
K yenoBeky ¢ GO/bWON [oNei YCAOBHOCTH.
C Apyroii CTOpPOHbI, MOSBMBLWIMIACS MpaBO-
BOW BakKyyM [OMXeEH ObiTb YUEM-TO BOCMOSHEH.
B HayuHbIX AMCKYCCUSX Hepeako yKasblBa-
toT Ha PegepanbHblii 3aKoH 0T 12.04.2010
Ne 61-D3 «O6 obpallleHnn  NeKkapCTBeH-
HbIX CpeacTs»®, B KOTOPOM TO/bKO CMyCTs
14 net (bnaropaps PepepanbHOMy 3aKoHY
0T 30.01.2024 Ne 1-©3°) nosaBuaoCh NoHATUE
«BbICOKOTEXHONOTUYHbI A NeKapCTBEHHbII
npenapaT» (MyHKT 6.3 cTaTbl 4; aanee —BT/IM).
OTMeTHM, YTO 33010 A0 3Toro (C Aekabps
2014 r) B TOW Xe cTaTbe 4 npeaycmaTpuBa-
JI0Cb MOHSATHE «reHoTepaneBTUYeCKnin nekap-
CTBEHHbIN NpenapaT». KoHkypeHuns ¢ Pene-
pafibHbIM 3akoHOM 0T 23.06.2016 No 180-P3
«O  BUOMEANULMHCKMX  KNETOUHBIX MpOayK-
Tax»'°, KOTOpbIN ONpeaensn NpaBoBOi pexnm
NCMONb30BAHMA MHOIUX reHoTepaneBTuve-

7 DedepabHblii 3aKoH 0m 5 Uioag 1996 2. No 86-D3 «O zocydapcimeeHHOM pezyAupo8aHuy 8 06AGCHU 2eHHO-UHXe-
HepHol deamerbHoCMU» (C U3MeHeHUIMU U 00NOAHEHUIMU). Pexcum 6ocmyna: https://base.garant.ru/10135402/
¢ PedepdbHbiii 3akoH om 12 anpend 2010 2. N° 61-D3 «O6 06pauieHuu AekapcmeeHHbiX cpedcmey. Pexxum aocTyna:

https://base.garant.ru/12174909/

* DedepanbHbiii 3akoH om 30.01.2024 2. No 1-D3 «O eHeceHUu uaMeHeHul ¢ PedeparbHblii 3akoH "O6 0bpauieHuu
AekapcmeeHHbIX cpedcme” u cmambu 1 U 4 PedeparbHoeo 3akoHa 'O gHeceHUY U3MeHeHUl 8 PedepabHbili 3aKoH
"06 0bpauieHuu Aekapcmeaentbix cpedcme” u DedeparbHblii 3akoH 'O eHeceHUU UsMeHeHuli & DedepdnbHbiii 3a-
KoH "O6 06paugeHuu AekapcmeeHHbix cpedcma's. Pexxinum aoctyna: https://www.garant ru/products/ipo/prime/

doc/408357419/

19 ®edepanvHbiii 3akoH om 23 utoHg 2016 2. No 180-D3 «O GuomeduUUHCKUX KAemoUHbIX npodykmax». Pexmm

noctyna: https://base garant.ru/71427992/
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TpaHchopmauus perynmpoBaHuns pereHepaTUBHOM MeANLMHbI:

npaBoOBbl€ KO/IIU3UU U NYTU X NPEOAONIEHNA

CKMX NeKapCTBEHHbIX NpenapaTos, B 3TON Ya-
cTV 6biNa ycTpaHeHa PefiepanbHbiM 3aKOHOM
0T 04.08.2023 Ne 466-D3", 6narogaps KoTo-
pOMY YKa3aHHble 1eKapCTBeHHbIe Npenaparts
6bl/1M BbIBEAEHbI M3-MOA AeiicTra Deaepans-
Horo 3akoHa «O BUOMEANUMHCKMX KNETOUYHbIX
NPOAYKTaX».

3akoH Ne 180-D3 gonro obcyxaanca (nep-
BbIi NPOEKT Bbln 0Ny6nKoBaH elle B 2010 T).
Ho yxe Toraa 3Byyann OCTOPOXHbIE BbICKa-
3bIBaHMS O TOM, UTO HOBbIA HOPMATWBHbI aKT
He CO34acT OCHOBY ANSl TEXHONOrMYecKoro
npopeiBa. [MaBHas npuunHa — ypesmepHas
BropokpaTnueckas npoleaypa, Kotopas 3Ha-
UNTENbHO YBeNMYMBana NPOAOMKNTENBHOCTb
perncTpaumnn brnomMeanUNHCKUX KIEeTOUYHbIX
npoaykTos (nanee — BMKI). Moao6HbIA Bbi-
BOA OblN NpeAcTaBieH B 3akntoueHnn MuH-
3KOHOMPa3BUTUA Poccmn 06 oueHKe peryiu-
pylolero BO3AENCTBUS MNpoekTa defepanb-
Horo 3aKkoHa «O6 obpatleHun bromeanLnH-
CKMX KNETOUHbIX MpoayKToB»?. Kpome Toro,
nosBAeHne aAMUHUCTPATUBHbLIX 6apbepos
CBSA3bIBANIOCH C MOCNEAYIOLUM CHUXEHWEM
VHBECTULMOHHON NPUBNEKATENbHOCTH.

B niobom cyuae yxe ceiivac MOXHO MoA-
BOAMTL HekoTopble wTorn aeicteus dene-
pasbHOro 3akoHa N 180-P3. [lporHo3upy-
emblii 06bem 3aperncTpupoBaHHbix BMKT]
He cocTosncs. B aekabpe 2023 . MuHsapas

Poccun ny6anuHO 06bABMA O MEpBON pern-
cTpaunn BMKIT «M3uTeHc», npenHasHaye-
HOrO A5 BOCCTAHOB/IEHNS XPSALLEBOW TKAHM
ManoMHBa3WBHbIM  crocobom  (3opuuesa
n ap., 2024). Bcneactene Takol cuTyaumm
foknafbl 0 penepasbHOM rocyaapCTBEHHOM
KOHTpo/ne (Haasope) B chepe obpalleHNs
BEMKI 3a nocneaHune naTb NeT 6bIIN BECbMa
KpaTknmn. Bce oHM npeacTaBieHbl Ha canTe
PocsapaBHaaszopa, rae B TabanuHbix hopmax
yKasaHbl Hy1uM no napameTpam MpoBepok’.
Vicxoas n3 3TOoro, Nornka 3akoHoAaTens, Ha-
LesieHHas Ha orpaHnyeHns 4encTBmns UMeHHO
3TOr0 3aKOHa, BMNOHE 06bACHMMA.

B coBpemeHHOW MeAMUMHCKON NpaKTuke
reHoTepanus B 6OMbLIMHCTBE CAy4YaeB CBS-
3aHa C NpUMEHEHWeM COOTBETCTBYIOWLMX Ne-
KapCTBEHHbIX MpenapaTtoB. Ho 310 He eanH-
CTBEHHbIN BWA reHotepanuu. X3 LL3sHbkyn
OTKPbI  «AWUMK [TaHAOpb» — C MOMOLLLbIO
TexHonornn  CRISPR/Cas9  («reHeTuueckmx
HOXHML») BHEC KOPPEKTUBbI B 3aPO/bILLIEBYIO
AVHWIO, Bnarogaps Yemy Ha CBET MOsBUANCDH
[1BE AEBOUKM, Ueit opraHnsm byaeT HeBocnpu-
umume K BUY-undexkumn®™. MpeactaBneHvie
3KCNepUMeHTa COCTOS/I0Ch Ha  nnatdhopme
YouTube®. Takag opurvHanbHOCTL CBA3aHa
C TeM, YTO HayYHble XYpHasbl OTKa3aanchb ny-
6/1KOBaTh CTaTbl X3 L3gHbKya. Ero npoekt
He Hallen MoAAepXKM B HayuyHoOM cooblie-

" DedeparbHbiii 3akoH om 4 agaycma 2023 2. N° 466-D3 «O sHeceHUU UsmeHeHuli & cmambto 4 OedeparpHozo 3akoHa "06
00pauieHuu AekapcmeeHHblx cpedcme” u DedepanbHbpili 3akoH 'O 6LUOMeIUUUHCKUX KABMOUHBIX NPO0yKmMax». Pexnm 4ocTyna:
https://www.garant.ru/products/ipo/prime/doc/407384125/

2 MUH3KOHOMUKU packpumuKo8as 3aK0H «0 KAemoUHbIX NpodyKmax» U pakmuyecku pekomeHdoea 049 KAemoUHbIX mexHoAO2uli
UcnoAb308amb cywsecmayrouwguti A3 No 61. (2013, utonb 02). leHbl u kaemku. Pexum goctyna: https://genescells.ru/2313-

1829/announcement/view/672

' depepanbHas cnyx6a no HaA3opy B chepe 34paBooxpaHeHus. buomeduyuHckue KaemouHble npodykmbl. Pexnm

pocTyna: https://roszdravnadzor.gov.ru/spec/biomedical

* EC/u BHMKATL B NOAPOBHOCTY NPOBEAEHHOMO 3KCMNEPUMEHTA, TO POXAEHHbIE AEBOUKN HEBOCMPUUMUNBLI TONbKO
K HECKONBKMM WTammam BY. HbIMU C/I0BaMK, FTEHOMHOE pefakTUpoBaHue He 06€30Macuio Ux oT 3apaxeHus BAY

CO CTOMPOLIEHTHOW rapaHTuei.

> The He Lab. About Lulu and Nana: Twin Girls Born Healthy After Gene Surgery As Single-Cell Embryos. [video]. Available at:

https://[www.youtube.com/watch?v=thOovnOmpFltc
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CTBE BBWAY HanMuma BUO3TUUECKMX Hapy-
weHnin. NMoAPOBHbIA aHaNM3 BCEX HI0AHCOB
nccnefoBaHns 1 ero oleHka («<HempocTUTeNb-
Hasg 6e3paccyqHOCTb») npeacTasaeHsl I Mpu-
7N, aBTOPUTETHbLIM 3KCMEPTOM B 06/1aCTH B1O-
meauumHckoro npasa (Greely, 2019).

B 2019 1. poccuickuin nccneposatens 1. Pe-
O6PUKOB 3a9BW O BO3MOXHOM MOBTOPEHMUM
akcnepumerTa (Cyranoski, 2019), Ho ¢ 6onee
Cepbe3HbIM MOAXOAOM KO BCEM €ro COCTaB-
NSIOLWMM, BK/tOYas 06LLeCTBEHHOe 06Cy-
nerune (Cohen, 2019). O6paTum BHUMaHWe,
uto [l. PebpukoB cam MHWLMMPOBan oblie-
CTBEHHOE 06CyX/eHWe Npeanaraemoro npo-
eKTa, YUTobbl BbISBUTb HE TONbKO MeAULIMHCKME
NpobaemMbl, HO W BCE BO3MOXHble 3TUue-
CKMe MOAXOAbl K pe3ynbraTy dKCnepumeHTa.
Ha 10T MOMeHT MwuH3apaB Poccumn ykasan
Ha Mpex/aeBpeMeHHOCTb, GakTUUeckn obbs-
BMB 3aMpeT, COCNaBLUNCh Ha 0bLiye npasuia
NpoBeAeHUs KNMHMYecKoi anpobaumn. [1. Pe-
6PUKOB M3HAYANbHO AOMYyCKan MpUMeEHeHKe
reHoTepanuMm He TOAbKO [A1S1 BO3MOXHOM
3alUKTBl OT 3apaxeHuns BWY, Ho n ang npe-
0[0NEHNA BPOXAEHHOW MyxoThl. O6paTum
BHMMaHWe, 4To cchinka MuH3apaBa Poccum
Ha npaBwaa KAWHWYEeckon anpobauuu, npea-
YCMOTpeHHble cTaTbelt 361 deaepasbHOro
3aKoHa ot 2111.2011 Ne 323-03 «O6 ocHoBax
OXpaHbl 340pOBbS TpaxaaH B Poccuinckomn
Qepepaunmn»'®, bonblie Moxoxa Ha MNOUCK
pelleHns npobaembl Mo aHanormn. KamHu-
ueckaq anpobalus HanpasfeHa Ha MOMCK
HOBbIX METOJ0B IeYeHus, a Npy reHoTepanum

Conflict of Laws and Resolution Mechanisms

3apoJbILIEBON ANMHMM NledeHne B ero Tpaau-
UMOHHOM MOHMMAHMKN OTCYTCTBYET, KaK U HeT
cybbekTa, KOTOPOMY OKa3blBae€TCa MeAMULIH-
cKas MOMOLLLb.

. PebpuKkoB MbiTancs HaiTh ansTepHa-
TUBHblE MNyTW AN Neranmsaumm reHotepa-
nUW 32pOAbILIEBONA ANHWMM YenoBeKa, OAMH
113 KOTOPbIX — MO/YYEHME NaTeHTa Ha cnocob
pefakTMpoBaHug reHoma. OgHa M3 3asBOK
6blna nofaHa B KoHue 2017 r. — Ne 2017146920
«Cnocob pefakTMpoBaHMs reHa uesnoBeka
CCR5 ¢ uenbto BHeceHus aeneunmn delta32
Ha paHHein cTaguu 3MOBPUOHaNbHOMO pas-
BUTUS». Pewennem DepepanbHol  Cnyx-
6bl MO MHTENNEKTYaNbHOW COBCTBEHHOCTY
(PocnarteHTa) or 21.08.2019 6bI10 OTKa3aHO
B YAOBNETBOPEHMN BO3paXEHUs Ha pelle-
Hue 06 0TKase B BblJaue nateHTa Ha ykasaH-
HOe M306peTeHne. 3aKOHHOCTb 0TKasa bbina
noateepxaeHa pewenHnem Cyaa no wHTen-
NeKTyaNbHbIM cnopam ot 15.06.2020 no aeny
Ne CUTM-960/2019".

M0-BUANMOMY, OTPULIATENbHbIV OMbIT ObiN
yUTeH, NOCKObKY B Aekabpe 2021 r. 6bina mno-
[laHa CxoXas 3asiBka, KoTopas 3aBeplunnach
Bblgjauein nateHTa: «Crnocob pegaxkTMposa-
Hug reda CJB2 ang wcnpaeneHus natoreH-
Horo BapuaHTa c.del35G B kneTkax uyenoseka,
KyNBTUBMPYEMbIX in Vitro»'®  (NposiBneHnem
3TON MyTaUuWU ABASETCS HeCUMHApOMasbHas
ayTOCOMHO-pelieccuBHas  ryxota). OpgHako
B MaTeHTe eCTb pemapka: «HacTosuiee n3o-
bpeTeHne He npefHasHauyeHo AN MOANDYU-
KauumM reHeTnyeckol LenoCTHOCTM KeToK

s DedeparbHblil 3akoH om 21 Hoa6pa 2011 2. N0 323-D3 «O6 0cH08aX 0XpdHbl 300p08bs 2paxdaH & Poccutickoli De-
depauuu». Pexxum gocTyna: https://base garant.ru/12191967/

7 Peuwiete Cyda no uHmMeAreKmyaibHbiM cnopam om 15 uioHg 2020 2. no deay N° CMIM-960/2019. Pexum

Aoctyna:

https://kad.arbitr.ru/Document/Pdf/72745b29-2880-49cf-8cel-6d737523cc78/56b8dee7-90ec-41e4-9254-

doe4ce0f4dea/SIP-960-2019_20200615_Reshenija_i_postanovlenija.pdf?isAddStamp=True

® Kpusoin, A. A., Kupnnnosa, A. O., Caknakosa, B. C, Adacuxes, P. H., benosa, B. A, Maenoea, A. C. (2022,
ceHTa6pb 29). Cnocob pedakmuposanug zeHa GJB2 0Ag ucnpdereHud namozeHHozo eapuaHma c.del35G
8 KAemKax ueiosekd, KyAbmugupyemblx in vitro. Matent RU (17) 2 780 677(13) C1. Pexxum pocTyna:

https://patenton.ru/patent/RU2780677C1.pdf
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3apOo/ibILIEBON NIMHMKM YenoBeka, He npeano-
NlaraeT 1cnoab3oBaHue YenoBeyecknx smbpu-
OHOB». JTO O3HAYaeT, YTo Aopora OT Mojyue-
HVA NaTeHTa A0 BHeApeHNs MeToa B NpoLiecc
NpeoaoneHns rMyxoTbl elle BeCbMa Npofos-
xutenvHa. [. Pebpukos 06bsiBUA O noucke
CYNpYy>XecKoit napbl C COOTBETCTBYHOLLNM AMa-
THO30M, FOTOBOW MNONTW HA MEANLIMHCKWIA IKC-
nepuMeHT Mo POXAEHNI0 pebeHKa, KOTopomy
nedekT He OymeT nepejaH Mo HacneacTBy
(noka 6e3pesynbTaTHO).

0630p NpaBoBOI NpobaemMaTnKku reHoTepa-
MWK 3aTParvBaeT TakxXe HEKOTOPbIE CMEXHble
acnekThl, Cpefn KOTOPbIX CO3JaHMe WCKYC-
CTBEHHOW KpoBM (06beKT paspaboTok pas-
JINUHbBIX KOMaH/, yUYeHbIX Mo Bcemy mupy). Pe-
TYNSTOPHbIE CNIOKHOCTY BO3HWKHYT B C/yyae
ee MacCcoBOro TUPaXXMpoBaHus. [pUHLMMEI
paboTbl HOBOrO MPOAYKTa PasfinuHbl: OT CO3-
NlaHNs CneumanbHbIX KOMNOHEHTOB Ha OCHOBE
remornobuHa A0 MCMNoNb3oBaHWA HaHOPOHO-
TOTEXHUYECKMX CUCTEM A8 AOCTaBKM HEOBXO-
IMMbIX MUKpO37emeHTOB (Sharmaetal., 2025;
Patole et al, 2024). OnHo W3 HampaBneHwui
OCHOBaHO Ha TFeHOMHOM peaakTVpPOBaHUN,
6narofgapa KOTopoMy MoayYeHHOE BELLeCTBO
MOXET MCMONb30BaThCA A9 11060ro naLmeH-
Ta BHe 3aBMCKMMOCTMW OT ero NpUpOAHOIA rpyn-
Mbl KpoBW. B nobom ciyvae npeameT Aei-
cTBMa PenepanbHoOro 3akoHa ot 20.07.2012
No 125-P3 «O AOHOPCTBE KPOBM U ee KOMMO-
HEHTOB»'"” He ByaeT pacnpoCTPaHATbCA Ha UH-
HOBaLMOHHble 306peTeHna. Ho n Hopmbl Pe-
flepanbHoro 3akoHa ot 23.06.2016 No 180-P3
«O BUOMEANLMHCKMX KNETOUHbIX MPOAYyKTaX»
Hago 6yaeT cpaBHuBaTh € PDegepanbHbim
3aKOHOM 0T 12.04.2010 Ne 61-D3 «O6 o6pa-

WeHWN NEeKApPCTBEHHbIX CPEeACTB»:  UCKYC
CTBEHHAs KpOBb CTAHET NPUMEPOM NPaBOBON
KOHKypeHuun. ObpalleHne K 3apybexHbiM
MCTOYHMKAM MOKa3blBAET 0COO0E OTHOLEHNE:
NCKYCCTBEHHAS KPOBb — HOBBI TUM NMPOAyKTa
N5l perynmpytollero opraHa®.

MpaBoBoe perynvpoBaHue K1eTOUHON
Tepanuu B Poccuiickoin Pepepaumu

B npouecce ncnonb3oBaHUs KAETOUHO
Tepanun B Poccuitckoit Pepepauun Hbiam
[NOCTUTHYTbl onpeaeneHHble ycnexu. HekoTto-
pble npenapatsl NOAY4YMIN COOTBETCTBYOLLEE
paspelleHne Ha MX UCNoNb3oBaHWe B Mean-
LIMHCKOM NpakTuKe. B To e Bpems nofobHble
nccneaoBaHna 0bycroBUAM MOUCK MOAENM
HOPMaTMBHOIO PEeryinmpoBaHus, MOCKOMbKY
cTaHAapTHas npoueaypa perucrtpauum ne-
KapCTBEHHOrO CpeacTBa, MpeaycMOTpeHHas
PepepanbHbiM 3akoHOM «O6 obpalleHun ne-
KapCTBEHHbIX CPeACTB», aBana HekoTopble
cbon. KoHcTaTpoBanacb HEBO3MOXHOCTb
pacnpocTpaHeHns O6LLEro MoHATUS fekap-
CTBEHHOrO CpeACTBa Ha Mpenapatbl KaeTou-
HOW Tepanuu (B HEKOTOPbIX CAyYasx MpuUMeHs-
Nlacb aHanoruns, KoTopas No3BoONsAAA BblAaBaTb
JMUEH3MM Ha CO3faHHbI Npenapar). B Hava-
ne 2000-X . MHeHWEe pOCCUICKOTO MeaNLLMH-
CKOro COObLIEeCTBA CBOAWAOCH B OCHOBHOM
K TOMY, YTO OTCYTCTBME CNeumnanbHoro perynm-
POBaHMWS He ABASETCS NPenaTCTBMEM AN4 pa3-
BUTWS HOBOW NepcnekTUBHOM 0Tpacan. DToMy
CnocobCTBOBaNa CTaThd 43 paHee AeicTBO-
BaBwWwux OCHOB 3akoHoaaTenbcTBa PO 06 ox-
paHe 340poBbA rpaxaaH (yTBepxaeHbl Bep-
X0BHbIM CoBeTom P® 22.071993 Ne 5487-1),
onpefensBwas MpaBoOBON pexum npume-

1 PedepanbHblii 3akoH om 20 uoag 2012 2. N0 125-D3 «O doHopcmee Kpoau U ee KoMNoHeHmMos». Pexxinm 1ocTyna:

https://base.garant.ru/70204234/

2 Lodhi, A. (2025, March 8). How close are scientists to producing artificial blood? Al Jazeera. Available at:
https://www.aljazeera.com/news/2025/3/8/how-close-are-scientists-to-producing-artificial-blood

Lex Genetica. 2026. Volume 5, No. 1. 7-27

| 14 |



Georgy B. Romanovsky, Olga V. Romanovskaya

Transforming the Legal Regulation of Regenerative Medicine:

HEeHWA HOBbIX METOAOB MpPodUNaKTUKK, Ana-
FHOCTUKM, NEeYeHNs), NeKapCTBEHHbIX CPe/CTB,
MMMYHOBMONOTUYECKMX TMpenapaTtoB W aes-
NHPEKLUMOHHBIX CPEACTB W NpoBeaeHns 6ro-
MEeAMUMHCKMX nccnefoBaHnin. Kpome Toro,
OblN NPUHAT NpuKas MuH3ApaBCcOLPa3BUTAS
P® ot 09.08.2005 Ne 4947 ycTaHaBnMBato-
WA NOPAAOK MPUMEHEHNS NeKapCTBEHHbIX
CPeAcTB y 6O/bHBIX MO XM3HEHHbIM MOKa3a-
HUSM (onycKaloWmMin NpuMeHeHne Hesape-
TUCTPUPOBaHHbIX  npenapaTos). Ob6paTm
BHMMAaHMe, UTO AOKYMEHT He yTpaTui Cuy.
Bonee Toro, OH MMeET CBOK WCTOPUIO BKJILO-
UeHMs B NepeyeHb akToB, coaepkalinx obasa-
Te/lbHble TPeOOBAHWA, B OTHOLIEHUW KOTOPbIX
He NPUMEHAIOTCS HeKoTopble NonoxeHns Pe-
flepanbHOro 3akoHa oT 31.07.2020 Ne 247-P3
«O6 o6s3aTenbHbIX TpeboBaHMax B Poccuit-
ckoit Pepepaunm»** (noctaHosneHne MNpasu-
TenbcTBa PO 0T 31.12.2020 Ne 2467). [NepBoHa-
YyanbHoe BKoYeHne B 2020 1. BNOCNEACTBUM
6bI0 CKOPPEKTUPOBAHO — NpUKa3 13 nepey-
HA 6bin uckaodeH (nocTaHosneHue [lpa-
BuTENbCTBa PO OT 12.06.2024 Ne 792 B pea.
0T719.05.2025 ).

JKCNepUMEeHTaNbHbIA  pexnm (Mo cyTw,
BBEAEHHbII  JaHHbIMKM  aKTamu) M03BOAW
OCYLIECTBUTb OMpeaeNeHHblid NpopbiB B UC
MOAb30BAHUM BUOMEANLIMHCKUX KNETOUYHbBIX
npoaykToB. OfHAKO NMOSBUBLIMIACS NPaBOBOWA
npo6en 06ycnoBUA NOUCK MOAENN tOpUANUe-

Conflict of Laws and Resolution Mechanisms

CKOro 0GOpPMIEHUS MONYYEHHbBIX PE3YLTATOB.
C 2004 no 2012 . BbIXOAOM CTaNo paspelle-
HVe Ha MeAMLMHCKYI TEXHONOMMI0, KOTopoe
BblgaBan PocsapasHagsop. OHo 6eccpou-
HO (c 2007 1), YyTo MO3BOASET UCNONb30BATb
ero 1 B HacTosllee Bpems. 3a 3TOT Nepwos,
6bIN0 BbIAAHO 16 pa3pelleHnii Ha nonyyeHne
(KynbTUBMPOBAHWE), XpaHeHue, TpaHCnop-
TUPOBKY W TMNPUMEHEHWE KNETOUHbIX Mpe-
napatoB (B wx umcne SPRS-tepanus (MAO
NCKY?),  aeHApUTHO-KNETOUYHblE  BaKLMHbI
(HMWL, oHkonorum um. H.H. MeTposa), Te-
panug kapanomuobnactamm, MMCK (HMULL
paaunonornn Munsapasa Poccun)). B 2012 1.
BblJaua paspelleHnit buina npekpatieHa, no-
cKonbky B npuHaTom PegepanbHOM 3akoHe
«O6 0CHOBax OxpaHbl 340pPOBbS rpaxiaH
B Poccuitckoin  ®epepauunn»  oTCyTCTBYET
NOHATME «HOBAaf MeAMUMHCKAas TexHOoNo-
mg»  (Mnucbmo  MuHapaBcoupasputug PO
0T 23.03.2012 Ne 12-1/10/2-2744%). O6paTum
BHMMaHWe, YTO pasfeneHne Ha NeKkapcTBeH-
Hble Npenapatbl U MeAULUMHCKNE TEXHOA0TN
XapakTepHO AN MHOMMX 3apybexHbiX npa-
BonopsakoB. OHO BO MHOrOM onpaBAaHHo,
NOCKONbKY — BUOMEANLMHCKME — KNETOUHbIE
NPOAYKTbI 3a4acCTyto SBASIOTCS PE3Y/bTaTOM
TEXHONOMMYEeCkoro  npouecca: — M3roTaBnu-
BAKOTCH WCKAYUTENBHO A8 KOHKPETHOro
nauneHTa 1 B COOTBETCTBUM C UHAMBUAYAb-
HbIMW OCOBEHHOCTAMU KOHKPETHOro 3abone-

7 [pukaz MuHucmepcmsa 30pasooxpaqerud U COUUaAbHo2o0 pazeumug PP om 9 aszycma 2005 2. No 494
«O nopsoKe npuMeHeHUs AeKapcmeeHHbIX cpedcme y GoAbHbIX N0 XU3HEHHbIM NOKA3AHUM». Pexxium focTyna:

https://base.garant.ru/4181536/

22 DedepabHblii 3aKoH 0m 31 uioag 2020 2. N° 247-D3 «O6 06g3amenbHbix mpeboearusx & Poccutickoli Pedepauiu.

Pexxunm goctyna: https://base.garant.ru/74449338/

2 [Mocmatosaerue Npasumerbcmea PP om 12 uoHg 2024 2. No 792 «O gHeceHUU U3MeHeHUl 8 HeKomopble akmbl
[Mpaesumenncmea Poccutickoii Dedepauuu». Pexxum gocTyna: https:/base garant ru/409193116/

“ MHCTVIT)/T CTBOJIOBbIX K/IETOK Ye/10BEKaA.

% [Tucomo Muzdpascoypazsumug Poccuu om 23 mapma 2012 2. N° 12-1/10/2-2744 «O6 ymouHeHUu 20¢ydapcmeeH-
HO020 0P2aHA, 0CYUECBASIOULE20 (hyHKUIO NO BbIOAYe PaspeuteHuti Ha NpUMeHeHUe HogbIX MeJUUUHCKUX MeXHOA0-
euli». Pexxum goctyna: https://www.consultant.ru/document/cons_doc LAW 128520/
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BaHWs, YTO He MO3BONSET paccmMaTpuBaTb WX
KaK TMpaxvpyemble npenaparsi.

[epekpecTHOe perynnpoBaHne HeKOTOpbIX
NeKapCTBEHHbIX NpenapaTos (Moanajatowmx,
B YacTHoCTW, noa Aenctene PeaepanbHoOro
3akoHa «O BUOMEANLMHCKMX KNETOUHBIX NPO-
LYKTax») YCNOXKHSAETCS ele v TeM, 4TO B 3TON
061acTn  AENCTBYIOT HOPMATWBHbIE  aKTbl,
npuHsaTele B pamkax EASC. Llenb nepexosa
Ha MEeX/yHapoLHOe peryaMpoBaHue CBs3a-
Ha Cc GOpMMPOBAHMEM €AMHOro MpaBOBOro
nons B 061acTh obpalleHns NekapCTBEHHbIX
cpencts n BMKIT. B cOOTBETCTBUM C peLieHu-
em CoseTa EBpa3niickoin 3KOHOMMUYECKOoW KO-
muccmm ot 0311.2016 No 78%¢ ycTaHaBNMBAOTCA
efMHble npaBuna perncrpauuny nekapcrBeH-
HbIX MpenapaToB. [ocyaapcTBa-UneHbl A0MXK-
Hbl MPMBECTW CBOK MpaBOBYi 6a3y B COOT-
BETCTBME C TPEOOBAHUSMM MEXAYHAPOAHbIX
aKkToB. YcTaHoBAeH AefnaiH — 31 gekabps
2025 1., HO C OrOBOPKOM, NPUHATON B 2025 T,
YTO €C/IM 3a5BIEHNE O NPUBEAEHUN PETNCTPa-
UMOHHBIX YAOCTOBEPEHWIA B COOTBETCTBYME
¢ npaeunamu EASC nopaHo, TO Cpok Aeit-
CTBMS HaLMOHANBbHOIO CBUAETENbCTBA MPOL-
NIEBAETCA 10 NPUHSATUS pelleHus, Ho He bonee
Yyem Ha Tpu roga.

B otHoweHun BT/ ecTb yTOUHEHME,
YTo MOPSAOK WX MNPUMEHEHMS BO3MOXEH
Ha OCHOBaHWM HaLMOHaNbHbLIX NpaBua. [Mpu
3TOM OHW MOTYT HE MMETb roCyAapCTBEHHON
perncTpauuu (B COOTBETCTBUM C HaLMOHA/b-
HbIMV NPaBMAAMM AONYCKA K UCMONb30BAHNIO),
HO MPWMEHATbCS Ha HecTaHAapTV3MPOBaH-

HOW (HEpYTMHHOI) OCHOBE, TONLKO B YCNOBUSX
cTauMoHapa 1 NpUMeHUTeNbHO K KOHKPETHO-
My naumeHTy (n. 5.1 pelenHuns Ne 78). MoHgTue
BMKIT B npasunax EASC otcyTcTsyeT. EcTb
TonbKo obllee onpeaeneHve «Guonorude-
CKWMIA NeKkapCcTBEHHbIM npenapat»?’, KoTopoe
MOXeT BObiTb PacnpoCTpaHEHO U Ha pOCCUiA-
ckne BMKIT. Ha 370 ykasbiBaeT n. 3.2 npuio-
XeHus 1 pellenns N 78. [ogo6Hble Konamsum
yKe AaBHO GUKCUPYIOTCS B HAYUHbIX MCCNeao-
BaHUAX, B KOTOPbIX MpeanaraeTcs pyKOBOA-
CTBOBATHCSH  HALMOHANBLHOW  HOPMATUBHOM
NpaBoBoOl 6230/ A0 3aBeplieHns npolecca
rapmormsaumn  (Mepkynos, MenbHMKOBA,
2019). B 10 xe Bpems ykaszaHHOe Mpwuoxe-
Hue 1 (uacTs IV) ycTaHaBAMBaET 0COBEHHOCTY
BT/IM, knaccnuduumnpys nx no Buaam: reHore-
paneBTUYECKME NeKapCTBEHHbIE Mpenapartsl;
NleKapCTBEHHblE mpenaparbl Ha OCHOBE COMa-
TUYECKUX KNETOK; TKaHEeUHXXeHepHble nekap-
CTBEHHblE nMpenapatsbl (Mpenapartbl TKaHeBOn
nHeHepun). MoaobHble pa3HOUTEHNS B POC-
CMIACKMX NPaBOBbIX akTax 1 pewermsx EAIC
NPUCYTCTBYIOT HE TO/IbKO B ONpeaeneHunn npo-
LeflypHbIX BOMPOCOB, HO M B KaTeropuaabHOM
annapate, 4TO 3aMeTHO YCNOXHAET paboTy
dapmaLeBTUUECKMX KOMNaHWA (co3paeT Ao-
MONHWTENbHYIO Harpy3ky MO OpraHusaum-
OHHOMY U1 OPUANYECKOMY COMPOBOXAEHMIO
B YC/NOBUAX «CUIBHO 3ayperynmpoBaHHOro»
pbiHKa (3apemba, PblunxmHa, 2023)).
Nencterne PegepanbHoro 3akoHa «O 6uo-
MELNUMHCKMX KNETOUYHBIX MPOAYKTax» Orpa-
HWYMBAETCS HOBENAMM, OnpeaennBLUMU

2 Pewterue Cosema EBpasulickoli 5KoHOMUUeCKoii komuccuu om 3 Hoabpa 2016 2. N© 78 «O [Tpasurax peeucmpayuu
U 3KCNepmMu3bl AekapcmeetHblx cpedcme 049 MeOUYUHCKO20 NpUMeHeHUs». Pexxnm gocTyna: hitps://base.garant

ru/71546338/

z ﬂeKapCTBeHHbIVI npenapar, ﬂ,el?ICTBy}OLLLee BEUWLECTBO KOTOPOro npon3BeaeHo nan BblAENEHO N3 6rono-
rMYeCcKoro NCTOYHMKA M AN ONUCAHMS CBOWUCTB U KOHTPO/I Ka4ecCTBa KOTOPOro HEO6XOLI,I/IMO coyeTaHne
6UONOrNYECKNX 1 CI)VISVIKO-XI/IMI/IHGCKVIX METOA0B aHa/n3a C OUEHKOW Npon3BOACTBEHHOIO Mpouecca

N METOAOB €0 KOHTPO/I4.
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nepeyeHb 06BHEKTOB TpaHCMAAHTALMUN, B UUC-
ne KOTOpbIX NoABMANCH (C 2020 1.%) kneTkm
(noapobHoe onucaHue onycTUM, MOCKOMbKY
OHO YUMTbIBAET U TEXHONOTUUECKME OCOBEH-
HOCTU X 06paboTKM AN AaNbHENEro Meau-
LMHCKOTO NpumeHeHns). MoaobHbIA Noaxoa
co3faaeT ocHoBy Ang 3D-6uoneuatn, KoTopas
Takxe TPaAMUMOHHO OTHOCUTCS K passeny
pereHepaTMBHON MeAULMHbL. BUOnpUHTUHT
OpraHoB W TKaHel 4esoBeka — nepcrnekTue-
HOoe Hanpae/feHue, KOTOpoe akTUBHO pasBu-
BaeTCs, pas/fBuras npy 3ToM camm NpUHLUAMbI
0OKasaHns MeAMUMHCKON nomolmn. B mx unc
Jle — He NosiHas 3aMeHa NoBpeX/eHHOro opra-
Ha, a 6ruoneyatsb «3annatku». Miccneposatenm
B 37OV 06/1aCTV OTMEYAIOT, UTO MpU pacnpo-
CTpaHeHnn MHHOBALMIA NMOAHVMMETCS BOMPOC
onpejeneHns MNpaBoBOro pexuma. ABToOp-
ckoe BuaeHue (PomaHoBckuin, PomaHoB-
ckag, 2024) 3aKN04YaeTCd B TOM, UTO UX OXBaT
npeametom aeincteug OenepanbHOro 3akoHa
«O BUOMEANLMHCKMX KNETOUHbIX MPOAYKTaX»
6yneT HeuenecoobpasHbiM.  Heobxoanmo
pasfenutb 3D-6uoneyaTb B 3aBUMCUMMOCTM
0T GYHKUMOHAMbHBIX OCOBEHHOCTEN Ha Tex-
HOMOrMK, KOTOpble MOryT PacCMaTpuBaThCs
Kak 3/eMeHTbl OKazaHWsg MeanUMHCKOR Mo-
MOLLK, TpeBYIoLLME pa3peLieHnsa CO CTOPOHbI

Conflict of Laws and Resolution Mechanisms

OpraHoB ynpas/ieHus B chepe 34paBOOXpa-
HEeHUS NyTeM BK/IIOYEHUS B KINHUYECKME pe-
KOMeHZaUMUK, N Ha 0BbeKTbl TPAHCMAAHTALWN,
KOTOpble MOANAaAYT MOA PEeXum AOHOPCTBA
opraHoB (TkaHeit) yenoseka. [lofuepkHem,
4TO BPAUN-TPAHCMNAHTONOMM FOTOBbI K TAKOMY
Nyt pa3sutug (bynrun v ap., 2023).
MoA06HbIV YNPOLLEHHbI NOPFAOK BHEAPE-
HMS HEKOTOPbIX BWOB KAETOYHOW Tepanuu
noaaepxwvsaercs B Poccunm MHOTMMUK Mpef-
CTaBUTENIIMUN IOPULNYECKOTO U MEAMLLMHCKO-
ro coobuects?. NpaBoBbIM OCHOBaHUEM Bbi-
cTynaet npuka3 MuHsapasa Poccum Ne 150H,
PAH Ne 1 0T 25.03.2025%, KoTOpbIiA cOXpaHun
(c 2020 1) BK/AtOYEHME KNETOK B MepeyeHb
06bEKTOB  TpaHCMAaHTauuu (UTo  criemyer,
KaK HY/ OPUrMHANBHO Bbl 3TO BLITIAAENO, pac
CMaTpuMBaTh KakK lWar B CTOPOHY mbepanmnsa-
LMW NPaBOBOrO pexumMa KNeToyHov Tepanmm).
B EBponenckom cotose ¢ 1 anpens 2026 T.
BCTyMaeT B cuay HoBas rmasa «[lpenapatsl
Ha OCHOBE KNETOK AN MPUMEHEHUS y Yeno-
Beka» (5.32), KoTopas 6yaeT onybankoBaHa
B Bbinycke 12.2 EBponeiickoit dapmakonen™
(odnuManbHbI CTaHAQpT KayecTBa nekap-
CTBEHHbIX CpeAcCTB). HoBble nmpasuna Takxe
NCXOAAT W3 NpuopuTeTa rmMbKOCTU peryau-
pOBaHWA ObICTPO pasBuBaloLLeiics chepsl,

% [Npukas MuHadpasa Poccuu N° 1158H, PAH No 2 om 27 okmabpa 2020 2. «O HeceHUU U3MeHeHUs & nepeteHb
00peKIMo8  MpaHcnAGHMauuy, ymeepxdeqHbili npukazom MuHucmepcmea 30pagooxparerus  Poccuiickoli
®edepauuu u Poccutickol akademuu Hayk om 4 uoHsa 2015 2. N 306H/3». Pexxum focTyna: https://normativ.kon-
turru/document?moduleld=1&documentld=377084. B HoBOM [MepeuHe 06bEKTOB TpAHCMAAHTALMM NYHKT
coxpaHeH — npukas Munzapasa Poccum No 150H, PAH Ne 1 o1 25.03.2025 «O6 yTeepxaeHun Mepeyxs
06bEKTOB TpaHCMNaHTaLWM». Pexxum gocTyna: https:/normativ.konturru/document’moduleld=1&documen-
tld=492866

2 Cm.: Mpuoputet 2030. MTHOA. [TpedaoxeHus no cosepuieHcmeo8aHuio 3akoH00ameAbCImea & 0bAacmu
pezyruposarug CAR-T mexHoaozull. Pexxum focTyna: https://consortium.msal.ru/wp-content/uploads/2024/07/
Prilozhenie-1.7-Predlozheniya-po-sovershenstovaniju-zakonodatelstva-CAR-T-tehnologij-1.pdf

%% Mpukas Mun3dpasa Poccuu No 150H, PAH No 1 om 25 mapma 2025 2. «<O6 ymeep>deruu epeurs 06vekmos
MPaHcnAGHmayuu». Pexxum pgoctyna: https://www.consultant.ru/cons/cgi/online.cgi’req=doc&base=LAW&n=
502996&dst=100015#WxE8QwUeCxKkIBF51

*' The Council of Europe. European Pharmacopoeia — New online-only 12th Edition. Available at: https://www.
edgm.eu/en/european-pharmacopoeia-new-online-only-12th-edition
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pacnpocTpaHss cBou TpeboBaHWA Ha Takue
KNeTKW YyenoBeka, Kak remono3Tnyeckmne CTeo-
NIOBbIE, XOHAPOLMTHI, IMMBANbHbIE CTBO/IOBbIE
KNeTKN U  Me3eHXMMasibHble CTpOMasbHble
KNeTkn. AKTyasbHOCTb KNETOYHOW Tepanuu
beccropHa, a ceiuac, 6narogaps MHOrOYMC
JIEHHbIM  MCCNEA0BaHNAM, YCKOPSIeTCS npo-
LUecCc BHeAPEeHMS MHOTMMX MepcneKkTUBHbIX
pa3paboTok, KOTOpblE CTaak BO3MOXHbIMM
noc/e CO3AaHns TUOKOTO  PerynaTopHoro
MexaHu3ma. ITO MO3BONSET paclUMpUTb NpPo-
M3BOACTBO [0 MacluTaboB, HEOBXOAMMbIX
Kak ANs NpoBeAeHMs KAMHUYECKMX WUCMbiTa-
HWUI, TaK U ANS 1eYeHns NalMeHToB.

B 2022 r. MexayHapoaHoe obLecTBo Kie-
ToYyHoM u reHHow Tepanuw (ISCT) co3pano
pabouyto rpynny no nepcnekTUBHbIM TeXHO-
JIOTUAM  pereHepaTuBHOM MeaUUMHbI, KOTO-
pasg npeacTaBuna o63op npobnem u nyTen
nx peweHns. OCHOBHOW BbIBOJ, 3aK/K04aeTcs
B MOWCKe HOBOTO 6anaHca mexay Heobxo-
AMMOCTbIO  KOHTPOAS W BbICTPOTEYHOCTbIO
nporpecca (Francis et al, 2025). Chopmy-
JMPOBAHO AOMOAHUTENbHOE MpeasoXeHNe:
NPUMEHEHNE MUHMMABHO MaHUNyANpPOBaH-
HbIX BMKTT MOXeT oCyWecTBASTLCS HA OCHOBE
BK/IOUEHUS B KAMHMUYECKME pekoMeHaaLmnm
Ha OCHOBE AaHHbIX KAWHWYECKMX uccneno-
BaHWI. Tem camblM MPeAnonaraetcs OTXO0L,
OT npoueaypbl 0693aTeNbHON perncTpaumum
BMKIT nan nekapCTBEHHOro npenapara B 3a-
BMCMMOCTM OT BMAQ W pexuma peryavposa-
Hus (Kopcakos u ap., 2017).

YCNOXHSAET perynaTopHyto NpakTuKy 1 no-
AB/€HME MpenapaToB Tak Ha3blBaeMOW Kie-
TouHoi Tepanuu 6e3 knetok (cell-free cell
therapy), npuHUMN KOTOPOW 3aktouaeTcs
B MCMONb30BAHMM CEKPETUPYEMBIX KAETKaMM
NPOAYKTOB (HO He camux KNeTok) ANs CTUMY-
NAUMW pereHepaummn v BOCCTAHOBAEHMS TKa-
Heln. [laHHbI TepaneBTUYecknin NoAXos CTan
aKTUBHO BHEAPATHCS, MOCKOMbKY OH, COXpaHss
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3dEKT KNETOUYHON Tepanuu, CHUXAET pUCKK
NMMYHHOTO OTTOPXKEHUS U UHBIX OCIOKHEHWIA,
CBA3aHHbIX C nepecaakoit knetok (Daneshi
et al, 2022; Prado-Yupanqui et al, 2025).
YuuTblBag cyxxeHue npeameta aeiicteng Qe-
aepanbHoro 3akoHa «O  6GUOMEANLMHCKIX
KNETOUHbIX MPOAYKTaxX», B 3TOM Cy4ae Takxe
cneayeT pacnpocTpaHnTb Ha K1eTOUHYt0 Tepa-
nunio 6e3 KNeToK NpaBoBow pexxum BT/IMM.
Mossnenne BTAM (kak n BMKI) meHseT
camy CMCTeMy WM3roTOB/IEHUS NeKapPCTBEHHbIX
CPeACTB, MOSABAAETCS HOBas MoAeNb point-
of-care — «Ha mecTe oKkasaHus MeanLUHCKOM
nomouin». HeobxoamMmo [06aBUTh: Nepco-
HaNbHO, AN KOHKPETHOro naumeHTa C yue-
TOM WMHAMBUAYaNbHBIX 0COBEHHOCTENR 3a60-
NIEBAHNS N ero reHeTUYeCKnx XxapakTepucTyk.
MpounsBoAcTBO point-of-care akTyanusmpyet
«rOCMUTA/IbHbIE UCK/OUEHUS» AN Nepeunc
neHHbix npenapaTos (Wangetal, 2023). Ecim
paccMaTpuBaTh TapreTHyr Tepanuio OHKO-
nornueckmx 3abonesarunii (CAR-T), KoTopas
B 6onbluein mepe TpebyeT WHAMBMAYyanu3a-
UMK, To npenaparbl, NPOV3BeAeHHbIE B pam-
Kax «rOCMUTaNbHOrO MCKMoUueHns», Ha 80%
newesne kommepueckux CAR-T (Wang et al.,
2023). VimeHHo mogens point-of-care npume-
HWTENbHO K flekapcTBam nepesoBoit Tepanui
paccMaTpuBaeTCs Kak OCHOBa Npeobpasosa-
HMS BCE CMCTEMbl OKa3aHWs MeAMULIMHCKON
MOMOLLW, Korda 60/bHUUHOE YyupexaeHue
npeobpasyeTcs B MWHW-3aBOA, OGnarogaps
uemy peLiaeTcs MHOMO 3HauMMbIX 3aday: Obl-
CTpoTa MpPOW3BOACTBA, MepcoHann3aumusg ne-
KapCTBEHHbIX CPe/CTB, y4yeT peasnbHO BOC-
TpebOBaHHOCTW,  CHUXeHME  BUHAHCOBOM
Harpysku Ha 6ioaxer (Markarian, 2023).
B 3TOM 3Xe KAtoue BOCCTaHABAMBAETCS Mapa-
IMrMa NPOV3BOACTBEHHbIX anTek, KOTopble
NPUMEHUTENBHO K MEepCOHANN3MPOBAHHON
MeauLUMHe NpUoBpeTaT 0Ccoboe 3HaueHwe:
UHAMBMAYaNM3aLMg Kacaetcs W K3rotosse-
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HWS NeKapCcTBEHHbIX cpeacTB. Ho 3To noTpe-
ByeT CUCTEMHBbIX M3MeHeHnit PefepanbHoro
3akoHa «O6 0CcHOBaX OXpaHbl 3,0POBbS FPax-
naH B Poccuiickon @enepaunms.

MpaBoBbie OCHOBbI
«TOCMMUTA/IBHOTO UCKHOUYEHNS»
B pereHepaTuBHON MeANLHe

[pakTvka NpuMeHeHWs npenapaTtoB Kie-
TOYHOW W TeHHOW Tepanuu Ha COBPEMEHHOM
3Tane nokasbiBaeT, Yto ux 3PGeKTUBHOCTb
3aBWCUT OT NepCOHNPUKALNM — U3FOTOBNEHMS
I8 KOHKPETHOr0o MauMeHTa C yYeToM WHAW-
BUAyaNbHbIX 0COBGEHHOCTEN 3aboneBaHus.
ONHOBPEMEHHO CUHEPTUs LMbPOBLIX 1 G1O-
MEAMLMHCKMX TeXHONOTMIA npuBena K ycko-
PEHWI0 NpoLLecca BHEAPEHNS B MEANLMHCKYO
NpaKTWKY Hay4YHbIX PE3YNLTATOB, MONYUYEHHbIX
3KCNepUMeHTabHbIM MyTem. HeobXoAMMOCTb
oTX0fa OT MPOMbIWAEHHOrO MPOU3BOACTBA
npvBena K MosBeHNI0 HOBOrO cobupatesb-
HOro TEPMMHa — «1eKAapPCTBEHHbIA Npenapat
nepenosoit Tepanum» (JINMT), KoTopblii 06b-
eAMHSET NeKapCTBeHHble CpeacTBa eHHON
Tepanuu, NekapcTBEHHbIE NpenapaTbl ANs Te-
panuu ComMaTM4yeckMMm KneTkamu, TKaHeMH-
XEHEpHble Mpenapathl, KOMOWHMPOBaHHbIE
nekapcTBeHHble npenapatbl (TomoH, KonbuH,
2024). Ong yckopeHHoro npumerenns JIMMT
B CTpaHax EBponeickoro cotsa WCnonb3y-
eTca npuHuMn Hospital Exemption (c aHm.
«TOCMWTANbHOE UCKIOYeHNe») — dapmales-
TMYECKOro MUCKMOYEHUS ANS MeLULMHCKMX
opraHu3aLmii, KOTopoe No3BONSET MPUMEHATb
npenapat 6e3 LeHTpaan30BaHHOW perncTpa-
UMK, eCN OH WCMONb3yeTcs B OpraHv3aumu,
rae Obln Npov3BeAeH A1 KOHKPETHOro na-
uveHnTa. Ero npaBoBas ocHoBa — PernameHT

Conflict of Laws and Resolution Mechanisms

(EC) Ne 1394/2007 EBponeiickoro napnamen-
Ta 1 CoBeTa 0T 13.11.2007 N0 NeKapCTBEHHbIM
CpeAcTBaM nepefoBoV Tepanuu, BHOCALLMN
n3meHenmns B Avpektney 2001/83/EC n Perna-
meHT (EC) Ne 726/2004%.

B KasaxcTaHe —cTpaHe, Bxoasulen B COCTaB
EASC, — nopsaok npumeHeHus JIMMT ype-
rynpoBaH cTtaTtbeit 243 Kogekca Pecny6au-
k1 Kasaxctan ot 07.07.2020 Ne 360-VI 3PK
«O 310pOBbE HAapoAa W cUCTEME 34paBOOXpa-
HeHus». [lpukasom MuHUCTpa 34paBoOXpa-
HeHuns Pecny6amkm Kasaxctad ot 0812.2020
No KP ICM-240/2020 yTtBepxaeHsl Mpasuna
NPUMEHEHNS NeKapCTBEHHbIX CPeACTB ne-
pefoBO Tepanuu B pamkax WCKIKYEeHUS
M3 CTaHAAPTHOM nNpoueaypbl AOMycKa fe-
KapCTBEHHOro CPeAcTBa Ha PbIHOK, a Tak-
Xe nepeyeHb MeAMUMHCKMX OpraHusauui,
MMEIOWMX MNPaBO OCYLLECTBASTb JledeHne
B pamkax Hospital Exemption. YnomanyTas
cTaTba 243 Kopekca Bobpana B cebs Bce mo-
NOXEHWs, NpeACTaBNeHHble B POCCUMIACKOM
3aKOHOAATeNbCTBE, KOTOpPOEe peryanpyer no-
pafok obpatieHns EMKI n BT/IM, npu 3Tom
CHSB  M3/VLUHIO aAMUHUCTPATUBHYIO Ha-
rpy3Ky C MEAMLWHCKOW CUCTEMbl U YNPOCTUB
ponyck JINMT ansg anu, HenocpeacTBEHHO
HyXXZalWmxcs B Takon Tepanuu. [lpukas
Ne KP ICM-240/2020 ykasbiBaet, uto JIMMT
NPOV3BOAATCS HE B MPOMbILLIIEHHbIX YCI0BK-
ax 13 KNeToK, TKaHel 1anm Apyrux buonoru-
yecknx matepuanoB. OHM noApa3fenstorcs
N0 NMPOUCXOXAEHNIO Ha ayTONOTUYHbIE, anno-
reHHble UW KCeHoreHHble. M3rotaBnveatotcs
WHAMBMAYaNbHO ANS KOHKPETHOO NauveHTa
N0 Ha3HAYeHWIo Nevallero Bpaya (KOTopbIi
OLHOBPEMEHHO OCYLLECTBASET MOHWUTOPUHT
1CMNoNb30BaHKs) 6e3 Npaea nepeaadn B MHy0

2 Regulation (EC) 1394/2007 of the European Parliament and of the Council on advanced therapy medicinal products
and amending Directive 2001/83/EC and Regulation (EC) No 726/2004. (2007). Official Journal of the European
Union. L 324/121. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32007R1394
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MeAVLMHCKYI0 opraHusaumio. B wrarte gonx-
Hbl ObITb CMELMANNCTDI, MMeKoLLME Hadnexa-
wmre npodeccnoHanbHble HaBbikK. Kpome
TOro, HeobxoaMma COOTBETCTBYIOLLAs VHbpa-
CTPYKTYpa, a Takxe ycioBuUs g obecneve-
HUS BUO3TUUECKMX MPUHLMMOB NpU Npume-
HeHWW NeKapcTBeHHbIX cpeacTs. KasaxcraH
NpakTU4ecKn OCYLLECTBUA peLenuuio aHa-
NOTUYHOTO, YNPOLLEHHOrO A9 NPUMEHEHMS
noaxofa, NpPUHATOro B EBponenckom corose
(Ivaskiene etal., 2016).

BHeapeHne nomobHbix npasun B Poccuii-
ckon  Denepaumn akTMBHO 06CyKaanoch
Ha NPOTSXXEHUW HECKONbKMX NeT. PesynstaTom
cTano nosieneHve cratbn 321 B Denepanb-
HOM 3aKoHe «O B1OMeANLUHCKUX KNETOYHbIX
NpoAyKTax», OTYaCTV MNOBTOPWMBLUEN YNOMS-
HyTble NpuHuMnbl Hospital Exemption. B pas-
BUTME 3aKOHOAATENbHbIX MONOXKEHWA OblaK
NpUHATHl ABa nNocTaHoBAeHus [lpaBuTens-
ctBa Poccuiickon ®epepaunm ot 28.03.2024
No 384 u Neo 385, yTBepauvBluMe: 1) npasu-
na obpauenns BMKIM, npeaHasHaueHHbIX
ON9  WCNONHEeHWS WHAVBUAYANbHOMO Meau-
UMHCKOro HasHayeHus BMKII, cneumanbHo
NpPOV3BELEHHOro AN OTAENbHOro NauveHTa
HenocpeACTBEHHO B MeAWUMHCKOW OpraHn3a-
Lnu, B KOTOPON NpumeHseTcsd AaHHbin BMKTT;
2) npaBuna MNpefocTaBNeHWs, NOATBEPXAe-
HWS M OTMEHbl pa3pelleHns Ha MPOU3BOACTBO
n npumeHernne BMKII, npeaHasHauyeHHbIX
ON9 WCNONHEeHWS WHAWMBUAYANbHOMO Meau-
LMHCKOTrO Ha3HaveHns.

B T0 Xe Bpems cpaBHeHMe NpaBwa LoMycka
npenapatoB B nopaake Hospital Exemption
B Poccum 1 KasaxctaHe no3songeT BblAENTb
oTanynTensHele Yeptol. B KasaxctaHe ocHOB-
Hag OTBETCTBEHHOCTb (B LWMPOKOM CMbIC/e
CNoBa) BO3NaraeTcs Ha MEeAMLMHCKYI0 opra-
HU3aLMI0 U levalllero Bpaya, 4to 0bycioBaeHo
Ha/MUMEM CrelnanbHbix TpeboBaHui, Npeab-
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ABAGEMbBIX K HAM. [0CyAapcTBO (B MLLE COOTBET-
CTBYIOLLETO OpraHa) ocyliecTsngeT 6a3oBble
peryngTopHble GyHKUMKM, BKAKOYAS KOHTPOSb,
npuv 3TOM He BMelnBasich B NpodeccroHab-
Hyto aBTOHOMMIO. BuoaTuueckas akcnepTtu3a,
ABNFIOWAACSA OAHOW M3 OTMPABHbIX TOYEK OT-
cyeta Ang neranmsaumm npumeHenus JIMMMT,
B KaszaxcraHe OCyWeCTBASETCS JI0KaNbHOWM
Kommccmein no 61osTuKke 1 AN9 Npenapatos,
KOTOpble He MpOoWAW KAMHUYEeCKne WCCneno-
BaHusg. OnpeaeneH obLLmniA nepeyeHb opraHim-
3aUMiA, KOTOPble MOTYT OCYLLECTBASTL 1eyeHe
B pamkax Hospital Exemption. K HUM OTHO-
CATCS HaUMOHa/bHbIE LEHTPbI, Hay4Hble LEeH-
TPbl 1 HAyYHO-UCCAe0BaTENbCKME UHCTUTY T
KAMHUYEeCKoro npoduas, yHMBepcuTeTCckue
60/1bHMLbI. Mex ayHapOAHbIF OMbIT NOKa3blBa-
€T, YTO OCHOBHblE MepeaoBble UCCae0BaHNS
NPOBOAATCA B YHWBEPCUTETCKMX 6G0MbHULIAX.
I 3TO CBA3aHO He TONbKO C HayuHoW 6a30i,
HO 1 C BO3MOXHOCTbIO CIKOHOMMUTb GUHAHCO-
Bble pecypcbl, BbICTPO MPUBAEYL FPAHTOBbIE
CpeacTBa W3 pa3nNyHbIX UCTOUYHMKOB.

OoHUM 13 HOBBIX MPUHUMMNOB pereHepa-
TUBHOM MeAMUMHbl BbICTynaeT Tak Ha3bl-
BaeMoe cocTpajaTenbHoe MCNoAb3oBaHue
(compassionate use), Leab KOTOPOro — CHUXe-
Hue GUHAHCOBLIX 3aTpaT, KOTOpble BO3/1aratoT-
cq Ha 610AXeT 1 COBCTBEHHO NaLMeHTa. 10T
NPUHUMMN AaeT BO3MOXHOCTb MaTepuanbHO
HeobecrneyeHHbIM NaLneHTam C XU3Heyrpo-
XaoWmMK  AMarHo3ammn MnonyyunTb  A0CTyn
K pa3iMyHbIM He3aperncTprpoBaHHbIM UH-
HOBaUMOHHbIM MpenapaTtam BHe Mpoueaypbl
KAMHUYECKMX UCMbITaHWiA. [TogobHaa moaent
ncnonsdyetrcs B CLUA, ctpaHax Esponeit-
CKOro cotosa, ABcTpanuu, KaHage, AnoHum
(nepeyeHb CTpaH BecbMa O6WMPEH). 370
co3faeT onpeAeneHHy 3TUYECKYl Harpys-
Ky AN Bpauel, pa3mblBaeT rpaHulbl Mexay
KAVHWUYECKUM MCCAefoBaHMEM U CaMUM fe-
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UEHMeM, HO B LIEJIOM UMW MNOALEePXKMBAETCA
(Gould et al., 2022), B ToM yncne B negua-
Tpun (Gerasimov et al., 2020). B 3aaBneHHOM
acrnekTe HeobXOAMMO BHUMATENbHO 06CY-
ANTb BBEAEeHHY MuH3apaBom Poccum nna-
Ty 3a BMOMeAMLMHCKYH 3KkcnepTnsy BMKIT,
NpoV3BelEHHY0 AN UHAMBUAYANbHOMO Me-
NMUMHCKOTO HasHaueHus®, KoTopasi cocTas-
NSET NOYTM 190 ThiC. py6.

C 1 ceHTabpsa 2024 r. B Poccuiickont ®epe-
pauun BBefeH aHanor Hospital Exemption,
JOMNYCKaWWA NPUMEHEHNE BUOTEXHONOTM-
UECKUX IEKAPCTBEHHbIX MpenapaTos 6e3 rocy-
[NapCTBEHHOW pernctpaunun. MNpu 3ToM A0MK-
Hbl OblITb COBMOAEHBI CReayloLLe YCAOBUS:
Hainuve MHAMBUAYAbHOMO MeAMLIMHCKOrO
Ha3HauyeHwWs; U3roToBAeHWe AN KOHKPETHOrO
naumeHTa HenocpeACTBEHHO B MeAMNLIMHCKON
opraHmzaLumnm, npuyem 3To BO3MOXHO TONbKO
B TeX OpraHm3aLmax, KoTopble BOLIIN B Nepe-
YeHb, yTBepxXaeHHbln [TpaButenscteom Poc-
M NpUMEHeHWe C COBIAEHNEM YTBEPX-
NleHHOTo nopsaaKa®.

B 10 ke Bpems B CO34aHNM pa3UYHbIX pe-
TYNSTOPHBIX MEXaHW3MOB Mpou3oLina  yxe
onpeneneHHas nyTtanuua. Ceivac cnepyet
yKa3blBaTb Ha MOSIBAEHME Pa3NUHbIX MOHSA-
TMA C nNepeceKkatoLMMNCS NpaBoBbIMK  pe-
)umamu. Tonbko B 3akoHe «O6 obpalleHnn
NeKapCTBEHHbIX CPEACTB» BblAeNeHbl Takue
BUIbl, KaK BbICOKOTEXHONOMMYHbIE NeKap-

Conflict of Laws and Resolution Mechanisms

CTBEHHblE Mpenaparbl, reHoTepaneBTnyeckme
1 BUOTEXHONOTMYECKME NeKapCTBEHHbIE Npe-
napatbl. [1pu 3Tom gob6aBnseTcs pasaeneHvie
Ha BMKIT v kneTku kak 06beKTbl TpaHcnaaH-
Taumn. Ecnm cnenoatb Takmm nyTem, TO Mo-
HATWIAHBIA annapat 3akoHojaTenbcTBa byaeT
paclmMpaTbcad W ganblie. Takylo CUTyauumto
He/b3s MNPU3HATb OLHO3HAYHO OTpuLATE/b-
HOW, HO OHa CEpbe3HbIM 06PA30M YCIOXKHSET
NOHVMaHWe wccnepoBartenen, Bpadven, dap-
MalEeBTOB M MHOTMX APYrMX YYaCTHUKOB WH-
HOBALLMOHHOIO MpoLecca Tex pPeryasaTopHbIX
CNOXHOCTEN, KOTOpble UX MOAXUAAIT B CUY
nosBAeHUs pa3HoobpasHbix Koaamsnin. Cne-
AyeT [106aBUTh, UTO BO3HMKalOULEE MpPaBO
EASC gobasnseT npoTmBopeunsa. Bollie otme-
4aNoCh, YTO BO3IMOXHOCTb UCMO/b30BAHNS He-
3aperncTpMpoBaHHbIX Mpenapartos AOMycka-
eTCs TONbKO NpumerHnTensHo K BT/IM. T1paso
EASC He ynOMMHaeT He3aperncTpmpoBaHHble
BUOTEXHONOTNYECKME NEKapCTBEHHbIE Mpe-
napatsl (BT/IM). HanomHum, yto KazaxcrtaH
BOODLLE MCMONb3YeT UHOW TEPMUH — «1eKkap-
CTBEHHbIN MpenapaTr NepeaoBOn Tepanumy.
Ecau yrny6naTbca nanee B CyTb NpobnemaTu-
K, To Ntobas meanumHekas u dapmauesTmde-
CKas KOMNaHKg, HaueneHHas Ha 3apy6exkHyo
aKCMaHcWio, ByaeT yumTbiBaTh Kak 6a3oBble
MeXyHapofHble MpaBwaa, Tak v peryngarop-
Hble 0COBEHHOCTM TOI CTpaHbl, KoTopas 060-
3HaueHa B CTpaTernv pasBUTUS KOMMAHWUW.

* [Mpukas Muradpasa Poccuu om 23 ageycma 2024 2. N 430H «O6 ymeepxxdeHuu Memoduku onpedeseHus pasmepa
NAGMIbI 30 OKA3GHUE YCAy2U no nposedeHuto BuomMeduUHCKOl IKCnepmu3bl BUoMeduUUUHCKO20 KABHIOUHO20 Npo-
dykma, npedHasHaueHHo20 0A9 UCNOAHeHUS UHOUBUOYAAbHO20 MeAUYUHCKOZ0 HA3HAUEHUS BUOMEOULUHCKO20 KAe-
IMOUHO20 NPOOYKIMA, CNEUUAALHO NPOU38edeHHO20 OAS 0MOeAbHOZ0 NAUUEHMA HenocpedcmeeHHo 8 MedUUUHCKOT
0p2AHU3AUUY, 8 KOMOPOL NPUMeHIEMCs 0aHHbIT GBUOMeOUUUHCKUL KAeMOUHbIN NpodyKm, U npedeabH020 pazmepd
YKAsaHHoU naamol». Pexxum goctyna: https://base.garant.ru/410748012/

3 PacnopsxeHue lNpasumeapcmea P® om 13 dekabps 2024 2. N© 3736-p. Pexkxum aocTyna: https://www.consultant.
ru/document/cons_doc LAW 493394/f62ee45faefd8e2al1d6d88941ac66824f848bc2/

* [ocmarosaerue lpasumerbcmsa P® om 24 espara 2025 2. No 213. Pexxum gocTyna: http://publication.pravo

ov.ru/document/0001202502250011
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Hanpvmep, BbIXOA C  NpeaNOXeHUamM
Ha pbIHOK KuTas HeBO3MOXeH 6e3 nposefe-
HUS KIMHUYECKUX UCCNEeNOBAHNIA C yyacTuem
STHUYECKMX KUTaiLeB. oA06HbIA NpUHLKN
3akpenneH B Mekcuke. B ctpaHax BPUKC
TOXeE eCTb CBOV OCOBEHHOCTK, Kak, Hanpumep,
B bpaswauu, rae npaBunamu npeaycMoTpeHa
HaUWOHaAbHAs MHCNeKUns®®.

BbiBoAbI

PasBuTe pereHepaTtuUBHOW  MeAWLVHbI
npeacTaBAsieT 3HauuTeNbHble MNepcneKTVBb
B CMCTEMe OKa3aHWs MeAMNUMHCKON MNOMOLLN.
Kaxpaoe rocynapcTBo, HaleleHHoe Ha Mpo-
rpecc B OOLWIECTBEHHOM 34paBOOXPaAHEHMN,
paccMaTpuBaeT AaHHbIA pasgen MeanumHbl
Kak cTpaTermyeckoe HanpasfeHue, HyxXja-
touteecs B 3pGeKTMBHOM NpaBoBOM obecrie-
ueHnmn. Ceityac HaboaaeTca onpeaeneHHas
rOHKa TEXHOMOMNIA, B paMKkax KOTOpow anaep
obecrneunBaeT NpopbiB. IT0 06yCNOBANBAET
NpaBOBOM MOAXO/, HALENEHHbI Ha BbicTpoe
BHeApEeHWe  pe3ynbTaToB  MCCAeA0BaHMS.
YcKkopeHutio nporpecca byneT coaeicTBoBaTh
perynmpoBaHve, obecneumpalwollee  ynpo-
WEeHHbIN NOPSAOK MCMOAb30BAHNS MHHOBALMN-
OHHbIX TEXHONOTMMIA B MEANLMHCKOR NpaKTUKe.
3TO He CHUMET C MOBECTKM AHS MosiBAeHne
HeraTMBHbIX GaKTOpOB, KOTOpble MOryT mno-
JIy4nTb CBOE pacnpocTpaHeHWe B CWy CHU-
KeHus perynaTopHoin Harpysku. OnHako ux
MPOrHO3MpOBaHME U BbIIBNEHWE AONXKHO CNYy-
XKUTb CO34aHNI0 3QPEKTUBHOIO MexaHm3ma
perynmpoBaHuns, CoYeTatollero MMHUMaNn3m
B MPOXOXAEHWUM aAMUHUCTPATUBHbIX Bapbe-
pOB N8 BbIBOAA MHHOBALMOHHOIO MeANLIMH-
CKOro MpoAyKkTa K 3alMTy Npas nNauMeHToB,
noTpebuTenein MeanuUnUHCKNX yCayr.

OnbIT BBEAEHMS CMeumnanbHOro NpaBoBoro
pexuma ana NpUMeHeHna BroMeanLNMHCKIX
KNETOYHbIX MPOAYKTOB, C O[HOW CTOPOHbI,
He onpaBAan cebs: 3a BeCb Nepuoj AeCTBIS
3aKOHa rocyaapCTBEHHYIO perncTpaumnio npo-
Wwen ToNbKO OAMH Npenapar (419 CpaBHEHUS:
B Pecnybnnke benapych B rocynapcTBeHHOM
peectpe BMKIT uncantca 14 npenapaTos).
Kpome TOro, 3akoHoAaTenbCTBO, OMNpeaens-
folLlee NpaBOBOW PeXMM WMCMONb30BaHUS fle-
KapCTBEHHbIX CPeACTB, BCTyMaeT B MpSAMyto
KOHKYPEHLIMIO C HEKOTOPbIMU MONOKEHUSIMM,
onpefenss Takue MOHATUS, KaK «BbICOKO-
TEXHOMOTMNYHbIA N1eKapCTBEHHbIA Npenapat,
«reHoTepaneBTUUYECKMIA Npenapats, «buotex-
HOMOTMYECKMUI  NIEKAPCTBEHHbBIA  npenapars.
Ecan cnepoBaTh MeXAyHAapOAHOW  Knaccu-
duKaumm, To BbIAENSETCS elle Takoe pacnpo-
CTpaHeHHOe MOHATHE, KaK «1eKapCTBEHHbIN
npenapar nepefoBoi Tepanum». CNoXHOCTH
CO3JaeT MPaBOBOW PeEXUM NeKapCTBEHHbIX
CPeACTB, KOTOpbI GOPMUPYETCS B pamKax
EASC, rae ecTb CBOM BUAbI NEKAPCTBEHHbIX
npenapatoB C OCOBEHHOCTAMM MPaBOBOrO
perynupoBaHus, He BCerga CoBMafatolnmm
C POCCUICKMMK NpaBunamu (B 4acTHOCTHU,
BbIlIE YMOMMHANOCh, YTO eCTb Pa3HOYTEHUS
B MOHMUMaHWKN «TOCAUTaNbHOIO MCKIOYEHUS»
Q151 TOro MAW MHOTO NpenapaTa).

CnefyeT cCOrnacuThbCs, UYTO KOHCEpPBATU3M
B OTPaC/M HalLeNeH Ha To, uTobbl NpeaoTBpa-
TUTb BbINYCK HEMPOBEPEHHbIX MNpenapaToB
Ha dapMaleBTUYECKUA  PbIHOK, 3alUTUTb
nauueHTa. Ho MHorne npenapaTbl MpoOXoAsT
anpobaunio B pamkax skcnepumeHTa, Koraa
noCNeACcTBUS BO3AENCTBUSA (0COBEHHO OTaAa-
JIEHHbIE) ellle He ACHbI. [TpakTnka nokasbiBaeT,
4TO MHOIME «PEBOMOLMOHHBIE» NeKkapcTsa

% ClinRegs. Brazil. Available at: https://clinregs niaid .nih.gov/country/brazil#

Lex Genetica. 2026. Volume 5, No. 1. 7-27

| 22 |



Georgy B. Romanovsky, Olga V. Romanovskaya

Transforming the Legal Regulation of Regenerative Medicine:

HEe BbIAEPXMBAIOT MPOBEPKY BpemeHem. [1o
pafy reHoTepaneBTUUYECKMX MpenapaToB OT-
3blBaOTCA  paspelleHns, BBOAMTCS 3anpeT
Ha MX NprMeHeHne. B 6onbLIMHCTBE Cyyaes
OT3bIB CBfI3aH C 3KOHOMMWYECKON HepeHTa-
6e/bHOCTbIO UM CJIOXHOCTBIO  MPOW3BOA-
CTBEHHOrO npouecca (0ba dakTopa, Kak npa-
BW/10, B3aMMOOBYCI0BAEHDI). [ToKasaTeNbHbIN
npumep — cuTyauus ¢ npenapatom Zynteglo,
KOTOPbIN 29 Mas 2019 I. Noayunn ycrnoBHoe
paspelleHne Ha npojaxy B EBpocotose
ON9 NeyeHns  TpaHchy3nOoHHO-3aBUCHMON
B-tanaccemun (TAT). Ho yske 24 mapTa 2022 1.
EBponeiickas Kommccua oTo3Bana paspelle-
HWe Ha npogaxy npenapaTa Zynteglo (6e-
TnbernoreH ayToTemuen) «no 3anpocy Aep-
xaTena paspellerus, komnanuy Bluebird
Bio (Netherlands) BV, koTopad ysesomuna
EBpONencKyto KOMUCCUIO O CBOEM pelleHnn
HaBcerga npekpaTuTb MpoAaxy npoaykTa
N0 KOMMEpUYECKUM MpUUYMHamM» . AHanornu-
Hble CUTyauum BbIAK C TaKUMK NpenapaTami,
kak Glybera (ana neuennsa geduumTa anno-
npoTenHamnasel) u Skysona (tepanus uepe-
6panbHOM apeHoNenKoANCTPODUM): OT3bIBbI
paspelleHnii 6bian MHULMUPOBAHbLI KOMMaHM-
AMU-MPON3BOANTENAMM.

B wone 2025 r. FDA BbiHecno peko-
MeHZaUMio O MPUOCTAHOBKE — MOCTABOK
B CLUA v no Bcemy mupy npenaparta Elevidys
(delandistrogene moxeparvovec, npousBo-
antens — Sarepta Therapeutics) . [puunHoi
CTaNn COOBLLEHMS O NETANIbHbIX UCXOAAX Cpe-
AU YUACTHUKOB KAUHUYECKWUX MCCAeA0BaHN
(BK/tOUas BOCbMUIETHErO pebeHKa), Bbi3BaH-
HbIX MPeNON0XMUTENbHO OCTPOI NMEeUYEHOUHOM
HeZ0CTaTOYHOCThI0. B 370 xe Bpems Komuter
No IeKapCcTBEHHbIM NpenapaTtam Ans Yenose-
Ka EBpOMENcKoro areHTcTBa no seKkapcTBeH-
HbIM CpeAcTBaM pPeKOMEHAO0Bas 3anpeTuTb
npojaxy 3TOro npenapara Ha TeppuTopum

Conflict of Laws and Resolution Mechanisms

Esponeiickoro coto3a . OgHaKo cnesLyeT MMeTb
B BWAY, YTO MepBble MOMbITKX TpaHCMaHTa-
LMW OpraHoB YenoBeKa TOXe He YBeHYaNnchb
YCMEeXOM, HO OHWM 3aNOXUAN KPaeyrofbHbli
KaMeHb B pa3BUTME COBPEMEHHOI OTpac/u
MeAMLUMHbl — CAMOW HayKOEMKOW, HO BMecTe
C Tem garollent peanbHblin 3GGeKT B 1eveHnm
MHOTMX 3260/1€BaHNIA.

MpuBeaeHHble  A0BOAbI  OBYCAOBAMBAIOT
HEOBXOAMMOCTb TMOKOTO Moaxofa B peryau-
pOBaHWN pereHepaTMBHON MeAWLMHbI, KOTO-
pas, He OrpaHNYMBAACh KNETOYHOW Tepanuen,
BK/toUaeT B cebs reHoTepanuio, 3D-6uone-
uaTb ¥ HekoTopble Apyrme acnekTbl. Popmol
BHEApPEHMs HOBbIX [AOCTUXEHWIA pereHepa-
TUBHOM MEAWLMHbBI MO0 Bbl BbITb BBEAEHME
3KCMNEPVMMEHTANIHOMO  MPaBOBOMO  pexuma,
npu KOTOPOM MpaBO Ha OCYLLEeCTBAEHWE Me-
AVUMHCKON MomolWwM B 3TON chepe Morm
6bl MOMYUNTb HALMOHA/bHbIE MeAULMHCKME
nccneaoBaTebCkmMe LEeHTPbl W akKpeauTo-
BaHHble MuH3apaBoM Poccun meamumHckmne
opraHmsaumum. 370 Mo3BOAMAO Bbl BbIBECTU
Takue opraHMsauuu u3-nod AencTeus 06-
WMX 3aKOHOB O /NleKapCTBEHHbIX Mpenapa-
Tax U BMKTI. Perynuposanue ctano 6bl 60-
nee TMOKMM, OCHOBbIBASCH Ha OMEpaTUBHbIX
npaBwnax, YCTaHOBAEHHbIX MWMH3ApaBOM
Poccumn, 1M nokanbHbIX pernameHTax camumx
opraHusaumnn. [poduabHOEe MUHUCTEPCTBO
NOMKHO 06/1a4aTb ONepaTUBHLIMK MOAHOMO-
UMMM MO BLICTPOMY GOPMUPOBAHMIO MOA3a-
KOHHbIX MpaBu, 4To NO3BOANUT IPEKTUBHO
pearnmpoBaTb Ha BbIIBJEHHbIE PEryngaTopHble
HeaoCTaTKM.

KntoueBbiM J0/KEH CTaTb PUCK-OPUEHTU-
POBaHHbIA NOAXOMA, YTOObI MUHUMKU3MPOBATD
BO3MOXHble HeraTuBHble nocneactsus. [pu
TakoM MOAXoAe MOXHO YKa3blBaTb Ha peasb-
Hoe BHeApeHWe «rocnuTanbHOro UCKIoYe-
HUs», KOTOPOE [AacT BO3MOXHOCTb ObICTPO
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1 3GdEKTUBHO BHEAPSTb HOBbIE 1eKapCTBEH-
Hble npenapatbl. ABTOPCKOE MHeHMe Takxke
OCHOBbIBAETCSH Ha TOM, YTO AeiCTBME 3aKoHa
o BMKIT B HacTosawmMx ycnoBusax BbIMSANUT
M3MMWHUM.  [loCTaTOuHO BHECTUM  HebOo/b-
Wwune YTOYHEHWS B 3aKOHOAATENbCTBO O Jle-
KapCTBEHHbIX cpeactBax (M npasuna EA3C).
Heobxoanrmo BblpaboTaTh eAMHY Tepmu-
HOIOTUIO, YTOBbI WUCKMOUNTL AyOANpPOBaHWE
B MOHMMaHWW NpenapaToB. [1pUMEHUTENbHO
K KJETOYHOW Tepanuu uenecoobpasHo Bee-
CTV NOHSTUE «TEXHONMOTMU», KOTopoe 6byaeT
OXBaTblBaTb HE TOMbKO PE3yNbraT, HO U BCIO
MPOU3BOACTBEHHYIO LeNouKy. 3akpenneHve
pa3pelmnTeNbHOrO MOPSAKA KNETOYHbIX Tex-
HOMOTNIA CTAHET rapaHTuel cobntoaeHns Npas
M 3aKOHHbBIX WHTEPECOB rpaxfiaH, obpauia-

CMNCOKTMTEPATYPbI

OLLMXCS 32 MeAMUMHCKOW nomolbto. Camo
CyWeCTBOBaHWE pereHepaTnBHON MeANLMHbI
Ha CTbiKe MHOTUX HayK — UMUTONOrMK, 6uono-
TWW, TEHEeTUKKM, BUOXUMUKM, VMMYHOOTUN,
TpaHCMAaHToNOrMM  (MOXHO — MepeyncasdThb
W Aanee) — NOATBEPXKAAET, YTO BCE MOMbITKM
OCYLLECTBAATb PETYAATUBHbIE MEPLI B pamMKax
KaKOro-To OZLHOrO 3aKOHa (a2 TaKOBbIM BbICTYMNa-
€T 3aKOH O IeKapCTBEHHbIX CPeACTBaXx) GyayT
N9 Hee rybuTenbHbIMK. Tem 6onee UTo MMeH-
Ho Poccwuiickas ®enepauns, aBASSCb OAHON
13 NepeaoBbIX CTPaH B 3a9BNEHHOM chepe, OT-
JIMYAETCA 3HAUYUTEbHBIM UMCIOM Pa3paboTok,
K KOTOPbIM BHMMAaTENbHO MpUCMaTpUBaeTCcs
Becb mup. Poccus He oMXHa ycTynaTth CBOU
no3nuUMK, MOCKOAbKY 3TO HEAOMYCTUMO B UHTE-
pecax rocyAapcTBa v rpaxaaH Halle CTpaHbi.
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MpaBoBoe perynnpoBaHue obpalLeHus
reHeTM4ecku moandpuumnpoBaHHbIX OpraHU3MoB
B CE€/IbCKOM XO0351ACTBE: pUCKU U BO3MOXKHOCTH
ANA NpoAOBONbLCTBEHHOM 6€30MacHOCTH
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AHHoOTauus

Llenblo HacTosLLero nccnefoBaHns SBASeTcS KOMMEKCHbIA aHanu3 MexayHapos-
HbIX 11 3apy6eXHbIX MOAXOA0B K MPaBOBOMY PEryMPOBaHMIO 0bpalleHns reHeTu-
yecku moanduumnpoBaHHbIx opraHnamos (TMO) 1 NpoayKTOB, MOAYYEHHbIX C MOMO-
LLIbKO HOBbIX METOA0B CeNnekLmy (B YaCTHOCTU, TEXHONOMMIN pelaKTUPOBaHWS FeHOMa),
B KOHTEKCTE MPOAOBOALCTBEHHOW 6€30MacHOCTU. B cTaTbe NpoaHann3nMpoBaHs
HOPMaTVBHbIE MPABOBbIE aKTbl U MPaBONPUMEHWTENbHAS NPaKTWKa, COXMBLIASCS
B Pa3/IMUHbIX FOPUCAMKLMAX, C LENBIO BbISBAEHUS Hanbonee abGeKTUBHLIX MOAeNen
YNpaBAeHNs pUCKamMmn U CTUMYIMPOBAaHMS MHHOBALMIA B arpapHOM CEKTOPE.
MNpeacTaBneHHoe 1ccnefoBaHne OCHOBAHO HAa CPaBHUTE/NbHO-MPaBOBOM METOLE,
NO3BOASIOWEM COMOCTaBMTb PEryasTopHble noaxoAbl EBponeiickoro cotsa (fa-
nee—EC), rocynapcTs, He BxoasLmx B coctaB EC, ctpan CeBepHoit 1 KOxxHOIM Amepu-
K1, AGprKn 1 A3natcko-TUXOOKEaHCKOro permoHa. ABTOPOM pacCMOTPEHbI K/toue-
Bble MeX/yHapoaHble AOKYMeHTbl (KapTaxeHckunii npoTokos no 6rnobesonacHocTu),
a Takke HalMOoHa bHOe 3aKOHOAATEeNbCTBO B Chepe OLEHKM PUCKOB U Knaccuduka-
LMW NPOAYKTOB peAakTMpoBaHua reHoma. Ocoboe BHUMaHME yaenseTcs AUNXOTOMUM
NPOLLECCHOTO 1 MPOAYKTOBOTO MOAXOLOB K PEryMPOBAHNIO.

ccnenoBaHve nokasano, 4To BO BCEM MUpe caoxunack anddepeHumpoBaHHas
cuctema peryanposanus. Paa ctpaH (CLUA, KaHaga, ApreHTnHa u ABcTpanus) ae-
MOHCTPUPYIOT FMBKOCTb, BHEAPSA Hay4YHO 0OOCHOBAHHbIE METO/bl OLEHKM PUCKOB,
NO3BOAIOLLME NPOAYKTaM TOUHOMO MyTareHesa 13bexarb CTPOroro KOHTPOAs, npu-
cyutero F'MO. Hanpotus, EBponeiickuiia coto3, HoBas 3enaHans n HekoTopble Apyrue
CTpaHbl NPYAEPXKMBAIOTCS Tak HAa3bIBAEMOrO MPOLLECCHOrO MOAXO/AA, PACNPOCTPaHSs
TpeboBaHNs HaLMOHANbHOMO 3aKOHOAATEIbCTBA HA BCE OpraHM3mbl, MoABeprinecs
reHHOMy pefakTMpoBaHMto. B pa3BuBatoumxcsa cTpaHax n pernoHax (Adpuka u fla-
TUHCKas AMmepuka) HabntogaeTca GparMeHTaumns peryinpoBaHus, BapbrpyroLaacs
OT NMPAMbIX 3aNPETOB A0 aKTUBHOMO NPOABMXKEHNS BUOTEXHONOTUNIA. B 3aKk/oueHme
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Daria V. Ponomareva ™’
Kutafin Moscow State Law University (MSAL), Moscow, Russian Federation

Abstract

The author carries out a review of international and national approaches to the legal

regulation of genetically modified organisms (CGMOs) and products derived using
new breeding technologies (such as genome editing) in the context of food security.
Relevantlegal acts and law enforcement practices across variousjurisdictions are ana-
lyzed with the purpose of identifying the most effective risk management models

and approaches that promote innovation in the agricultural sector.

A comparative law method was used to compare the regulatory approaches ap-
plied in the EU, non-EU countries, countries of the North and South America, Africa,
and the Asia-Pacific region. The key international (the Cartagena Protocol on Biosafe-
ty) and national legislation documents in the field of risk assessment and classifica-
tion of genome editing products are analyzed. Special attention is paid to the dichot-
omy of “process” and “product” regulative approaches.

The study identified the emergence of a highly differentiated regulatory system

at the global level. Countries, such as the USA, Canada, Argentina, and Australia,
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apply flexible, evidence-based risk assessment frameworks that exempt products
of precise mutagenesis from strict GMO-specific regulation. In contrast, the EU, New
Zealand and several otherjurisdictions follow a “process™based approach, subjecting
all gene-edited organisms to national legislation. In developing countries, including
Africa and Latin America, regulatory fragmentation is observed, ranging from re-
strictive bans to promotion of biotechnologies. In conclusion, the lack of harmonized
international standards creates barriers to trade and innovation relevant to food se-
curity. Predictable and transparent regulation remains essential for the commercia-
lization of modern biotechnological products.

Keywords: food security, legal regulation, international law, regional regulation, national legislation,
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BBegeHue

TemaTuka MNpOAOBONLCTBEHHOW 6esonac
HOCTV npuobpeTaeT 0cobyl akTyanbHOCTb
B KOHTEKCTE pacTyWero BHUMaHUG MexayHa-
PO/AHOrO COOBLLECTBA K 06pALLEHNIO C TeHeTH-
yeck MoAMdUUMPOBAHHBIMU OpraHn3Mamu
(TMO). OueBMAHO, uTO BUOTEXHONOTUM U TMO
BHEC/IN 3HAUYWTENbHbIA BKAAJ B yKpenaeHue
NpOAOBONLCTBEHHOW 6Ge3onacHocTh.  [oss-
NIeHne TeEXHONOTUN pelakTUPOBaHMNS reHoma
CRISPR, nosBongtouwlein BHOCUTb TOYeYHble
n3meHeHns B JAHK pacteHnin, otkpbiBaeT HO-
Bble MepCcneKTUBbI A8 CHUXEHWS YI3BUMOCTU
CeNbCKOro X03gMcTBa K Heypoxaam u 6ones-
HSM, MOBbIWEHNS YPOXANHOCTW U, B KOHEeY-

HOM WTOre, TpaHchOopMaLMK NOAXOA0B K 0be-
CNeyvyeHuto NPOA0BOLCTBMEM .
BroTtexHonormueckne MeToAbl,  BK/OUAS
reHeTUYeckyto MOANGUKALMI0O U peaakTupo-
BaHWe reHoB, CTaau HeoTbeMIEMOI YaCTblo
COBPEMEHHbIX  CeNbCKOXO3SACTBEHHbIX  WH-
HOBaLWA, BO MHOTOM OMpejenas ycnex B ar-
pornpombilifeHHom cekTope. OaHako nobas
HOBas TEXHONOINA C NOTEHLMANbHbIMK pUCKa-
MW TpebyeT TllaTeNbHOW OLEHKM 1 KOHTPONS.
Bonpockl 6e30MacHOCTY NULLEBbLIX MPOAYKTOB
I KOPMOB, @ TakXXe MOHWUTOPUHI K/UeBbIX
nokasatenei pucka MMetoT NepBoCcTeneHHoe
3HaUeHMe Npu UCMONb30BAHNM HOBbIX TEXHO-

' Guide to Digitalisation in Agricultural and Food systems. Available at: https://www.giz de/de/downloads/
giz2025-en-guide-digitalisation-agricultural-food-systems.pdf
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NIOTWIA B 0BNACTW CENLCKOTO X03AMCTBA. BaxHO
noA4YepKHYTh, UTO 3TV TpebOBAHWA B PaBHOW
CTENeHN NPUMEHUMbI KO BCEM CE/IbCKOXO3511-
CTBEHHbIM  KY/JIbTYpaMm, NpeAHa3HaYeHHbIM
N9 NoTpebaeHns, BKIoUas copTa, BbiBEAeH-
Hble TPaAMUMOHHBIMK MEeToAaMMN Cenexkumm
(Getie, Andualem, 2023).

B psae HauMoHa bHbIX OPUCANKLMIA OLEH-
Ka pWMCKa OCHOBbIBAETCH Ha KBaanduKauum
NpoAyKTa Kak reHeTu4eckn MoAnGULNPOBaH-
HOro opraHmsma. Knaccuoukaumsa Kynstypel
kak MO 3aBMCWT OT Toro, nMpejHasHaveHa
7V OHa AN yNoTpebaeHuns B MULLLY YENOBEKOM,
KOpMa AN CKOTa U BbIpalMBaHMS.

B nepsoit uetBeptn XXI B. 06bem npous-
BOACTBA TEHETUYECKM MOANPULMPOBAHHbBIX
KynbTYp yBennumacs 6onee yem B CTO pas
(Matsushita, 2020). CeroaHs B6UOTEXHONOMW-
yeckme KynsTypbl MpoOM3pacTaloT Ha NoLlla-
AN 0Kkono 190 MAH ra. 3HaumTenbHas 4acTb
NPOAYKTOB, MOAYYEHHbIX C MOMOLLbI NpK-
MEHEHNS BUOTEXHONOMWIA, He npeaHa3Haue-
Ha 418 HenocpeacTBEHHOro ynoTpebaeHus
B Ny 4enoBekom. Tak, M3 COoeBbix 6060B
nony4yalT Macao, KOTOopoe WCMONb3yeTcs
B MULLEBOW MPOMBbILINEHHOCTH, & TAKXE B NPO-
M3BOACTBE KJ/IEEeB, PACTBOPUTENEN W CMA30u-
Hbix maTepuanoB. B CoeamHeHHbix LLTaTax
6onbllag uacTb BbipallMBaeMOro Xaomnka
NPUXOANTCS Ha TEHETUYeCKM MoAMPULMPO-
BaHHble COPTa, MpUYem XIOMOK COoXpaHsaeT
CBOK BaXXHOCTb KaK BaXXHEMWMNA MCTOUYHMK
HaTypa/sbHOro BOMOKHA. [10 AaHHbIM [1po-
[IOBO/IbCTBEHHON N CE/IbCKOXO3S1MCTBEHHOW

Risks and Opportunities for Food Security

opraimnzaunn OOH (DPAO), 55% muposoro
ypoxas KyKypy3bl MCMONb3yeTcs ANg Kopma
ckoTa, 20% — B TEXHMUECKMX Liensx, a Hemno-
CpeACTBEHHO B NULLLY —TONbKO 12967,

AHanM3npys BONpoCh NPOAOBObCTBEHHOM
6e30MacHOCTH uepe3 MpusMy BUOTEXHONO-
TN, BKIOYAS TEHETUYECKYIO MOAMOUKALNIO,
pellamllee 3HayeHUe MMeeT cama KOHLUen-
UM reHeTnyeckn  MoAMUUMPOBAHHOIO
opraHusma. B KknouyeBoM MeXAyHapOAHOM
[OKYMeHTe B 3TOi 061acTh — KapTaxeHckom
npoTokone 2000 r. no 6uobe3onacHoOCTH, 40-
nonHaolem KoHBeHUMIO 0 61Monornyeckom
pasHoobpasui’, — UCMONb3YeTCa POACTBEH-
HbIA, HO HE MAEHTUYHBIN TEPMUH KNBON MO-
ANOULMPOBAHHbIVI OPraHn3m».

B cooTBeTCTBMM C yKa3aHHbIM [TpoTOKOIOM
XVMBOW MOANOULIMPOBAHHBIN OpraHnu3m onpe-
fendetcs Kak Mto6oi XWBON opraHuam, obna-
[AIOLLMI HOBO KOMBWHALIMEN TeHETUUECKOTO
matepuana, NoNyYeHHOro C NCNONb30BAHNEM
coBpemMeHHoI buoTexHonorun. [laHHoe onpe-
feneHvie noapasymeBaeT [Ba 0643aTeNbHbIX
KpuTEpus ANS Knaccupukaumm opraHmsma
kak 'MO (Man xunBoro moanduLUMpoBaHHOIO
opraHunama):

* HajnuMe HOBOW FeHeTUYECKON KOMBUHa-
U1K, TO eCTb MOANDULMPOBAHHOW CTPYKTYPbl
OHK, oTanyHoM OT eCTeCTBEHHON;

* LCMNO/Nb30BaAHME COBPEMEHHbIX METOA0B
6MOTEXHONOTUW MPY CO3AAHUN HOBO KOMOU-
Hauuu.

MoHATME «COBpEMEHHAas BUOTEXHONOTUSA»
B KOHTeKCTe [1poToKoNa MMEeT CTPOro onpe-

2 [1poAoBONbCTBEHHAS W cenbckoxozaicTBeHHaa OpraHmsaums O6beanHeHHbIx Haumi. (2020).
[MonroxeHue den & 06aacmu npodosoAbcmeeHHOI be3onacHocmu u numaxug 8 mupe 2020. [peobpasoedHue
1p0008OALCIMBEHHbIX CUCMeM 09 0becneyeHus GuHaHcosol docmynHocmu 300p08ozo NUMAHUG. Pexum
LocTyna: https://openknowledge fao.org/handle/20.500.14283/ca9692ru; https://doi.org/10.4060/ca9692ru

* KapmaxeHckuii npomokoa no 6uobesonacHocmu k KoHgeHUuy 0 6U0A02U4ecKoM pasHoobpasuu. Pexmnm gocTtyna:
https://www.un.org/ru/documents/decl_conv/conventions/pdf/cartagena.pdf
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[eleHHble  CMbICNIOBbIe  rpaHuubl. [laHHOoe
NOHATME OTHOCUTCS AWBO K MeTodam in vitro
C  WCNONMb30BAHMEM  HYKNEMHOBBIX KUCAOT
(BK/IKOUAS TEXHONOTUK pekoMbUHaHTHOM [HK
NN NPAMYIO MHBEKLMIO TEHETUYECKOrO maTe-
puana B knetku), imbo K metogam rubpuansa-
uny (CNUSHUS KNeToK) Mexay opraHuMamamu,
npuHaanexalmmm K pasimyHblM TaKCOHOMM-
veckum rpynnam. KawoueBoi 0COBEHHOCTbIO
3TUX METOAO0B ABAAETCS WX CMNOCOBHOCTH Mpe-
O[l0N1eBaTb ECTECTBEHHbIE PEnpOLYKTUBHbIE
N peKoMBMHALIMOHHbBIE Bapbepbl, TO eCTb A0-
CTUraTb TOTO, YTO HEBO3MOXHO B €CTECTBEHHOW
cpee Uiy Npu TpaMuMOHHOM pa3BeieHUN.
Ba>kHO MOHMMATb TaKXKe MCTOPUYECKUIA KOH-
TEKCT: Ha MOMEHT pa3paboTkm KapTaxeHckoro
NpOTOKONA BBEAEHWE TEPMMHA «COBPEMEHHAS
OUOTEXHONOTUSY  CAYXWUAO  UHCTPYMEHTOM
ONS YETKOro pasrpaHuyeHnss HOBbIX METO-
[IOB TEHHOW WHXEHEepUM OT TPaAULMOHHbBIX
NOAXOLOB BPOAE CENekunn Manm MmyTareHesa,
KOTOpble MONYYMIn WKMPOKOE pacnpocTpaHe-
Hue 32401710 10 nossnenns MMO (Mackenzie,
2003, p. 155). Tak, TpaAMUMOHHOE MYTaLIMOH-
Hoe pa3BefeHue (C WMCMONb30BAHMEM XUMU-
Yeckux MyTareHoB MAW paavaumm) npueeno
K cosfaHuio 6onee 3300 3aperucTpupoBaH-
HbIX COPTOB pacTEHWIA, NpuHaanexalmnx 6o-
nee yem 240 Bmaam. XoTa Takume pasHOBUA-
HOCTM GOPMaibHO COOTBETCTBYOT MEPBOMY
KPUTEPUIO A8 KUBbIX MOANPULMPOBAHHbBIX
OpraHM3mMoB (coaepkaT HOBYIO KOMOUHALLWIO
reHeTUYeckoro marepuana, BO3HMKAOWEro
B pe3y/ibTaTe MyTauMi), OHW HUKOTAA He CUu-
Ta/ICb U HE CUMTAOTCA MOANEXAWMMN pery-
JMPOBAHWNIO B COOTBETCTBMM C KapTaxeHCKnm
NPOTOKONIOM, MOCKObKY 6blIM  MOAYUEHDI
C WUCMNO/b30BAHNEM METOLOB, KOTOPbIE NMpej-
WeCTBOBA/IN 3MOXE PeAAKTMPOBAHMS reHOMa.
B HacTodulee BpemMs onpeaeneHme Xneoro
MOAMPUUMPOBAHHOIO  OpraHmM3ma, 3akpe-
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nneHHoe B KapTaxeHcKoM NpoToKoNe, CAYXKUT
CTaHAQpPTOM ANS HalMOHaAbHbIX 3akoHoaaTe-
nei. boNbWWHCTBO rocyAapcTs, paspabaTbipa-
IOLLMX CBOIO COBCTBEHHYHO MOANTUKY BOBAACTY
610be30nacHoCTU, AMBO HEnoCpeacTBEHHO
3aMMCTBYIOT 3TO OMpejeneHne, Mo NCnosb-
3YI0T €ro B KauecTBE OCHOBbI A8 pa3paboTku
CBOMX COBCTBEHHbIX IETANbHbIX ONpPeaeneHuii.
/IMEHHO Ha HaUMOHaNbHOM YPOBHE Ha OC
HOBe 3TOTO onpeaeneHns paspabatbiBaioTcs
KOHKpETHble CTpaTerum oUueHKN pUCKoB 1 Npo-
Leaypbl KOHTPOAS BbIBPOCOB B OKPY>KaloLLYyHO
cpefy v KOMMepumanMsaumm reHeTnyecku
MOANPULMPOBAHHBIX KY/BTYP.

C TOYKM 3peHNss HOpMATVMBHOTO MPaBOBOrO
perynmpoBaHns KaK4YeBO BOMPOC 3ak/toua-
eTcs B TOM, KakK OTIMYUTb HOBbIE TEXHOAOTMN
cenekumu (B 4aCTHOCTW, peaakTupoBaHue re-
HOB) OT TPaAMLMNOHHOW reHeTUYeCKon MOAN-
dukaumn. PegaktnpoBaHve reHoma npeano-
Nnaraet Ucnonb3oBaHue canT-cneunpuyeckmnx
HyKneas, KOTOpble MO3BONSOT BbIMOAHATH
BbICOKOTOUHbIE pa3pe3bl B 3aJaHHOM yyacTke
OHK. B HacTosiLLee Bpems HayKa pacnonaraet
NATbl0 OCHOBHbIMU WHCTPYMEHTaAMU ANS pe-
NaKTUPOBAHMS reHOB:

*  ONIUTOHYKNEOTUA-HANPABAEHHbII MyTare-
He3 (ODM);

* Hykneasbl LMHKoBOro nansua (ZFN);

* MeraHykseassl;

* 3QdeKTopHbIE HyKNeasbl, NOA0BHbIE aKTU-
Batopam TpaHckpunummn (TALENS);

* CrpynnupoBaHHble KOPOTKME MaVHAPOM-
Hble MOBTOPbI C peryasipHbIMKU MPOMEXYTKaAMM
(CRISPR).

B HayuHOM COO6LLECTBE WWPOKO pacrnpo-
CTpaHeHO MHeHve, YTo pedakTUpoBaHue re-
HOB He/b3s OTOXAECTBAATb C reHeTUYeckom
MoandUKaLMen B MPUBLIYHOM CMbICAE 3TOrO
cnoBa. [leno B ToM, 4TO NpMpoaa BHOCUMbIX
M3MEHEHWNIA MPUHUMMMANBHO He OTAMYaeTCs
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OT MyTaluii, KOTOpble BO3HMKAOT CMOHTAHHO
B NPUPOAE UK B pesyasraTe TpaanLUVOHHO
cenekumn (Pacher, Puchta, 2017). Tak, cenb-
CKOXO39MCTBEHHbIE KYNBTYPbl C MAEHTUUHBIMM
bEeHOTUNNUECKUMI MPU3HAKAMU MOTYT BbiTb
NoyYeHbl Kak C MOMOLLbIO MHAYLIVMPOBAHHOIO
CNyyalHoOro myTareHesa (Hanpumep, cenek-
UMW MyTaLWiA), TaK U C MOMOLLLbIO TEXHONOT A
penakTupoBaHua reHos (Hanpumep, CRISPR/
Cas9). C ucnonb3osaHnem 060UX METOLOB
GblNa BbIBEAEHA TIMHWA MLLIEHWLbI, yCTOMUMBAA
K MYYHWCTON poce. HecmoTps Ha TO YTO Nojy-
UeHHble B pesynsraTe copta GeHOTUMNMYeckn
HEOT/INUMMbI, B BO/bWIMHCTBE CTPaH Ha HUX
pacnpoCTPaHAOTCH NPUHLMNNAABHO pasHble
pEXNMbl PErYNINPOBAHNS.

Takas acMMeTpusa peryavpoBaHns cosnaet
NBOMBITHYI0 CUTYaLMI0 ANG pa3paboTunkos
6uoTeXHONOMMIA.  T1OCKOMbKY — COBpEMEHHble
OGUOTEXHONOMNN  OTKPbIBAKOT  BO3MOXHOCTK
N9 CO3[aHWs YCOBEPLIEHCTBOBAHHbIX Ceflb-
CKOXO3AWCTBEHHBIX KY/BTYp, KOTOpble MOryT
He COOTBETCTBOBATH CTPOMMM KPUTEPUAM OLIEH-
K1 6e30MacHOCTU, HEOBXOANMbBIM ANF KOMMEP-
uvanmsaumn TMO, nepexos K TeXHONOrMaM
pefakTUPOBaHNS reHomMa CTaHOBUTCS Ype3Bbl-
YaHO NpuBAeEKaTeNbHOM cTpaTerven. laHHas
TEHAEHUNS npuobpeTaeT 0cobylo LEHHOCTb
Ha GoHe robabHbIX BbI3OBOB B Chepe npo-
JOBO/ILCTBEHHOM 6€30MacHOCTMW.

OcHoOBHast yacTb
06wwme noaxoabl

Bonbliuad yacTb GUOTEXHONOTUUYECKMX KYNb-
TYp BbIPAWLMBAETCS B Pa3BMBAKOLLNXCA CTpa-
Hax. B nocnegHue roabl 26 CTpaH BbipallinBa-
NN Takme KyNsTypbl Ha naoLwaan okono 190 maH

Risks and Opportunities for Food Security

ra, npuuem 3Ty naowaan 6uiau pacnpeaeneHb
noyTK MOPOBHY Mexay 21 pa3BMBaOLLENCS
CTPaHOW N NATbIO MPOMbILLJIEHHO Pa3BUTbIMY
ctpaHamu. K nocneaHum otHocsaTcs Coeaw-
HeHHble LLTaTbl, KaHaaa, ABcTpanug, McnaHus
n opTyranuns, Ha 4O/0 KOTOPbIX B COBOKYMHO-
CTW NPUXOANTCS OKONMO 46% BCex BUOTEXHOMO-
rnyeckunx kynstyp. OcTaBwmecs 54% Bbipalin-
BAKOTCA B Pa3BMBAIOLLMXCH CTPaHax, Npw 3TOM
bpazununs, ApreHtnHa n IHAng BXOAST B NaTep-
Ky KpYMHERLWMX CTpaH no nnaowaan®. BnonHe
€CTEeCTBEHHO, YTO MMEHHO B 3TUX roCyAapCTBax
Hayasa akTMBHO pa3BMBATLCS HOPMATUBHAS
6asza, peryavpyiolas BbipallMBaHWE FeHeTU-
YeCKM MOANDULMPOBAHHBIX KYALTYP.
AHanusnpys  MexayHapoAHble — HOopMa-
TUBHbIE aKTbl B YKa3aHHOW 061aCTH, BaXHO
OTMETUTb CYLLECTBYIOLLME Pa3Inung B Mpo-
ueaypax BblAayv paspeleHnid Ha Bblpalim-
BaHME TEeHeTMYeCKn MOANPULMPOBAHHbBIX
KYNbTYp, UX MMMOPT M 3KCMOPT, & Takxe Mno-
TpebneHne MNpoAyKTOB MUTAHWA U KOPMOB,
MONYYEHHbIX W3 FeHeTUYeckn moanduumpo-
BaHHbIX MCTOYHMKOB. Takoe paszanume 06b-
qcHaeTcs AnddepeHUnpoBaHHOW NPUPOAOW
PWCKOB, CBSI3aHHbIX C BblpallMBaHUEM, TOp-
roefeit 1 NoTpebaeHnem Takux MpoAyKTOB.
3ayacTyto B npouecce nogayv 3asBku Ha Mno-
JIYYeHNe paspelleHns y4acTBYHT HECKObKO
rOCYAAPCTBEHHbBIX YUpexaeHun. B yactHocTw,
B CoeanHeHHbIx LLTaTax Amepukn pelieHune
0 Jonycke npoaykTa K obpauieHuo (Byab
TO A9 BbIpALLMBAHMS, NPOLAXM UK NOTpe-
671€HIS) 3aBUCUT OT €r0 KOHEYHOro HasHaue-
HUS Y MOXKET OTHOCUTBCS K KOMNEeTeHuMn Mp-
HWUCTepCTBa CENbCKOrO XO34MCTBa, AreHTCTBa
No OXpaHe OKpy>XatoLWwen cpefbl, YnpasneHus

*ISAAA Brief 54-2018. Brief 54: Global Status of Commercialized Biotech/GM Crops: 2018. Available at: https://

www.isaaa.org/resources/publications/briefs/54/
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MO KOHTPO/IO 3a MPOAYKTAMUN U NeKapcTBamu
WM HECKOMBKMX U3 3TWX BELOMCTB.

[Tp3HaBasg BaxkHYt pOb FEHETUYECKN MO-
LNPULMPOBAHHbIX KYNBTYp A8 MPOAOBO/b-
CTBEHHOW 6€30MacHOCTW, MHOTVE 3apy6exHble
rocyaapctea paspabarbiBaloT COOTBETCTBYIO-
WMe HOPMaTVBHbIE MPaBOBblE aKTbl, HAMpas-
JIeHHbIe B MEpBYt O4vepesb Ha 3alLMTy npas
rpaxiaH, OBLIECTBEHHbIX WHTEPECOB U OKpY-
XKaloWen cpefbl B KOHTEKCTE pacnpocTpaHe-
HUS Takux Kynstyp. KOHKpeTHble MeTOAbl A0-
CTUXXEHWS 3TOW LeNn B paMKax HOPMaTUBHbIX
MpaBOBbIX aKTOB BAPbMPYOTCS B 3aBUCMMOCTU
OT CTPaHbl UV PETUOHA.

B oTHoweHun perynnpoBaHus obpatieHns
reHeTUYECKN  MOLNPULMPOBAHHBIX  KYIBTYP
CHOPMMPOBANNCL [1BA OCHOBHbIX MOAXOAA:
MPOAYKTOBbIA ¥ MPOLECCHbIN. HopMaTuBHbIE
akTbl, OPUEHTUPOBAHHbIE HA MPOLLECC, pacCMa-
TPVBAIOT TEHETUYECKN MOLUPULIMPOBAHHbIX
TEXHOMOMMM KaK MPUHLMMNUANLHO HOBbIM Me-
TOL MO CPaBHEHWIO C TPAAULMOHHOW cenek-
UMen, yto TpebyeT npuUMeHeHMs crheupanyi-
3MPOBAHHOIO 3akoHogartenbctea. OCHOBHOE
BHUMaHME 34eCb YAeNaeTcs npoueccy cosfa-
HWMS HOBOro npoaykTa. [oAXo4, OpWeHTUPO-
BaHHbIA Ha MPOAYKT, HANPOTUB, MOAYEPKMBA-
€T HOBble XapakTepUCTUKM Camoro mpoayKkTa
MO CPaBHEHMIO C aHANOMMYHbIMK, MOMYYEHHbI-
MW C MOMOLLBIO TPaLULMOHHBIX METOLOB Ce-
nekunn. B HayyHom coobuiecTBe NpogoskaeT
€A AMCKYCCMA O TOM, KaKas U3 3TUX ABYX CUCTEM
6onee NOAXOAMT /1St PErYIMPOBaHUs obpallie-
HUS KYNBTYP, CO3[aHHbIX C WCMOMb30BAHWEM

TEXHONOMMIA peflakTMpoBaHus reHoB. o mHe-
Huio M.®. SkepcTopdep, y 06enx cncTem ecTb
CBOW CW/bHbBIE W CMabble CTOPOHbI, 1 HU 0AHA
13 HUX He 9BNFeTCa 6E30r0BOPOUHO NyyLLiel
(Eckerstorfer, 2019). Tem He MeHee yueHble-
BGUOTEXHONOMN, KaK MpaBWao, NpeanoynTaioT
NpoAyKTOBbIA Moaxod. IddekTuBHOE ynpas-
JIeHVe pUCKaMuM A0MXKHO OCHOBLIBATLCS Ha Ha-
YKe U HayYHbIX OLEeHKaxX — MMEHHO MexaHn3M
yNpaBAeHNs pUCKamMmn NEXUT B OCHOBE pery-
JIMPOBAHMS MPOM3BOACTBA FEHETUYECKI MOAN-
GULMPOBaHHBIX KYNbTYp, obecneumsas 3allu-
Ty NpaB YenoBeka, 06LLECTBEHHbIX MHTEPECOB
N COXPaHEHME OKPYXXatoLLen cpespbl.

EBponerickuin cotos

Mccnenys onbiT pasfiMuHbiX HOPUCANKLNIA,
CTOWT HauaTb C aHanM3a Hopm npasa EBpo-
nenckoro cotosa. KnoyesbiM [AOKYMEHTOM
asnaetca PernameHT (EC) Ne 1829/2003 o re-
HeTUYeckn MOAMPUUMPOBAHHBIX MPOAyKTax
nuTaHna u  Kopmax®. JlaHHblA  AOKYMEHT
Hanpsmyto AeicTByeT BO Bcex cTpaHax EC
N COOTBETCTBYET MpPOAyKTam, Mpon3BeeH-
HbiM 13 TMO. Ero rnasHas 3agaua — obecre-
YWUTb BbLICOKMIA YPOBEHb 3aLULWTbl 3[0POBbS
NONEN, XUBOTHBIX W OKpYy>Xalolleih cpefbl
nocpeacTBOM CTpOrMx mpoueayp oaobpe-
HVA BbIpallMBaHNs, NPOM3BOACTBA, MMMIOpPTa
M 3KCnopTa TakMx MNPOAYKTOB. YKa3zaHHbIi
NOKYMEHT AeiCTBYET COBOKYMHO C Pernamen-
Tom (EC) Ne 1830/2003, koTopbiin peryanpyet
OoTCNEeXMBaHWE U MapKUPOBKY reHeTU4ecKu
MOANDULMPOBAHHbBIX NPOAYKTOB®. T1pn 3TOM

°Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003
on genetically modified food and feed (Text with EEA relevance). (2003). Official Journalof the European
Union, L268/1. Available at: https://eur-lex.europa.eu/eli/reg/2003/1829/0j/en

¢ Regulation (EC) No 1830/2003 of the European Parliament and of the Council of 22 September 2003
concerning the traceability and labelling of genetically modified organisms and the traceability
of food and feed products produced from genetically modified organisms and amending Directive
2001/18/EC. (2003). Official Journal of the European Union, L268. Available at: https://eur-lex europa.eu/eli/

reg/2003/1830/oj/en
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rocyaapcTBa —uneHsl EC camoctosaTenbHo pe-
WatoT BOMPOC O pa3pelleHny BbipalMBaHus
reHeTuyeckn MoandUUMPOBAHHBIX KYALTYP
Ha CBOeit TeppuTOpUN — 3TO NPeayCMOTPEHO
OwupexTreoi 2001/18/EC 0 npeiHamepeHHOM
Bbibpoce MO B oKkpyxatoLLyto cpeay. Anpek-
TMBa AONYCKaeT BblpalllMBaHWE TaKMX KyAbTYp
JINLWB MOC/Ee TOro, Kak OCyLLEeCTBEHbl BCE MO-
cnefyoume oLeHK MX BO3MOXHOMO Bpeja
[0S 340POBbSA NOAEN U IKOCUCTEMbI'.

YnomsgHytag [upektusa npefoctasager
rocyaapcTeam —uneHam EC npaBo BpemeHHO
OrpaHMYMBaTL MM MOAHOCTbIO 3anpeLlaTh Nc
nonb3oBaHue 1 npoaaxy MO —KaK B Unctom
BMAE, TaK U B COCTaBe NPOAYKTOB — Ha CBOEN
Tepputopumn. [laxke nocne opobpeHus Toi
NN MHOW FreHeTUYeckn MOANPULMPOBAHHON
KynbTYpbl Ha ypoBHe EC cTaTbs 23 IMpeKkTuBsl
MO3BONSET BBOANTb MAN OrpaHNYMBATb €€ Bbl-
pauBaHne Ha BCEN MAN YacTu TeppuUTopum
rocynapcte — uneHoB EC. Takas «3awmTHas
OroBOpKax», AencTtaytowas ¢ 2015 ., yxe npu-
Be/1a K TOMY, UTO HECKO/bKO rOCYAapCTB — yne-
HoB EC 3anpeTnnn BblpallivBaHme OTAENbHbIX
reHeTuyeckn  MoOAMOUUMPOBAHHBIX  Ky/b-
Typ. VI3 AByx KynbTyp, pa3pelieHHbix B EC
3a nocnefHune 25 neT, peanbHoO KyAbTUBNPYET-
€S TONbKO OAHa — Kykypy3a MONS810, ycTon-
yMBas K HacekoMblM, U TO AUWb B McnaHuu
v MopTyranunu.

MoHaTte TMO, cdopmynmpoBaHHoe B pam-
kax npasa EC, gBngetcsd knaccmyeckum npu-
MepoM npoueccHoro noaxoaa. CraTtes 2(2)
OwvpexTvebl 2001/18/EC onpenenser opra-
HM3M KaK reHeTu4eckn MoandUUNPOBAHHbIN,
eC/M U3MEHEHNs B ero reHeTMyeckom mate-
puane He 6biin AONOAHUTENBHO MOANGULN-

Risks and Opportunities for Food Security

pOBaHbl MyTeEM CKPeLMBaHUS WAN PEKOM-
6uHaumn. B 2018 . Cya EC BbiHec pelieHue,
B COOTBETCTBMM C KOTOPbIM OpraHn3mbl, MOsy-
YeHHble C MOMOLLbIO LieNeHanpaBAeHHOro My-
TareHesa (Bkaodas CRISPR/Cas9), noanagaioT
noa 31o onpeaeneHue (Eckerstorfer, 2019).
KntoueBbim BbiBOAOM Cyaa cTano To, YTo Mac-
WTab WK XapakTep U3MEHEHWI B reHeTnye-
CKOM MaTepuasne He UMeeT 3HaueHuns — byab
TO CAYYaWHbIA UAN LeneHanpaBaeHHbI My-
TareHes, 3HaUYWUTENbHbIA WM He3HauuTesb-
HbIV, NS Lenen peryinpoBaHuns Takom opra-
HU3m cumtaetcd TMO. Cya Takxe pas3bsacHWI,
YTO 3TO MOJNOXEHME SBASETCS OTNpPaBHON
TOYKOW, a WCKAOYEHMSs, NpeayCMOTPeHHbIe
LVpekTnBon, caenaHbl UCKAYUTENBHO MO CO-
0bpaxeHnsm 6e30nacHOCTH.

3akoHopatensctBo  EC  pacnpocTpaHseTcs
Ha GOMbLIMHCTBO MOAUPULIMPOBAHHBIX pac-
TUTENbHbIX MPOAYKTOB, 32 WCK/KUYEHMEM TeX,
KOTOpble BbI CO3AaHbl MYTEM MyTaLMOHHOMO
Pa3MHOXEHUS UM APYTUX TEXHONOTWIA, UCMOMb-
30BaBLUMXCS 0 BCTyNAeHns AupexkTusbl B cuny
B 2001 r. OnHako HoBble GOpMbl MyTareHesa
He NOANAAAT NOA AEACTBUE UCKTHOUYEHNI.

B cBeTe BbileYNOMAHYTOrO  pelleHus
Cyna EC CoseT EC nopyunn npoBectu nccneao-
BaHMWe 1 MOArOTOBUTL MPEeAOXKEHNS OTHOCK-
Te/IbHO MPaBOBOr0 pexMMa «HOBbIX TEHOMHbIX
TexXHOMoMMM» K anpento 2021 r. EBponenckas
cetb TMO-nabopatopuit ony6amKoBana coot-
BETCTBYIOLLMIA OTUET O BbISBJEHWUM MULLEBbIX
NpOAyKTOB U KOPMOB, CO3[,aHHbIX C MCMO/b30-
BaHMEM HOBbIX BMOTEXHONOMMIA. B fOKyMeHTe
onpeneneHbl Kak BO3MOXHOCTYW, CBS3aHHble
C WCNONb30BaHMEM MPOAYKTOB HOBbIX Tex-
HOMOTWIA, Tak W onpefeneHHble NpobaeMmbl.

’Directive 2001/18/EC of the European Parliamentand of the Council of 12 March 2001 on the deliberate
release into the environment of genetically modified organisms and repealing Council Directive
90/220/EEC — Commission Declaration. (2001). Official Journalof the European Union, L106. Available at:

https://eur-lex.europa.eu/eli/dir/2001/18/0j/en
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Yuntbigas, uto EC MMnopTupyeT 3HauuTe/b-
HYI0 YaCTb reHeTU4eCck MOAUGULIMPOBAHHbIX
NpOAyKTOB, B OTYETE OCHOBHOE BHMUMaHWe
yAeNaeTcs NpOn3BOACTBY NPOAYKTOB MUTAHMS
I KOPMOB C UCMONb30BAHMEM TEHHOTO pefak-
TUPOBaHNA, @ He OCOBEHHOCTAM BbIpallMBa-
HUsI COOTBETCTBYIOWLMX KYNbTYp B EBpONeE.

[ocypapctea EBponbl, He Bxoasiue
B EBponeickuii cotos

Cpean rocynapctB, He SBASIOLLMXCS une-
Hamu EC, 0coboro BHUMaHUs 3acny>KunBarT
Hopeerns wn LUsenuapwus, KoTopble CTpOro
OrpaHMYMBaOT BbIPALLMBAHME TEHETUYECKM
MOAMPUUMPOBAHHBIX  KYNbTYpP, HO NpUMe-
HAIOT pasHble noaxodbl. Tak, LUsenuapus
€ 2006 . NpOAEBAET BPEMEHHbI MOPATOPUI
Ha BbipallMBaHMe M nepepaboTky reHetnye-
CKM MOANPULMPOBAHHBIX KY/bTYP, HECMOTPS
Ha TO YTO MMMOPTUPYET UX AN UCMNONb30Ba-
HMS Ha KOPM XXMBOTHBIM. B 2016 1., npoanesas
MOPaToOpUiA, NPaBUTENBCTBO NPEANOXMIO CO-
3/aTb €BPOMNENCKYIO 30HY A/ BblpallMBaHMs
reHeTUYeckn MOAUPUUUPOBAHHbLIX KYAbTYP
HaumHag ¢ 2021 1., B 3aBUCMMOCTU OT UHTE-
pecoB ¢epmepoB. TakoW MNOAXOA LOMKEH
0becneunTb CoCyLLECTBOBAHNE TeHeTUYECKM
MOAMPUUMPOBAHHBIX KYNbTYP C COKpaleHW-
€M Ce/IbCKOXO35MCTBEHHOMO MPOU3BOACTBA
1 NPONOXKNUTL MyTb K UX BONEE LUINPOKOMY UG-
No/b30BaHMIO B ByayLiem®.

B Hopserun reHetnyeckn moanduumnpo-
BaHHble KyAbTypbl — 6yAb TO NPOAYKTbl M-
TaHUg UM KOpMa A8 XUBOTHBIX — HE Bblpa-
LWMBAKOTCA W HE UMMOPTUPYIOTCS, XOTSH 3aKOH
0 reHHbIX TEXHONOTUSAX 3TO paspelwaeT’. B ao-
nofHeHue K ctaHdaptam EC B 06nactu oxpa-
Hbl 340POBbS M OKpy>Katollen cpeabl Hopee-
s chopmynnposana Tpy AOMONHUTENbHBIX
KpuTEpWs: 06LIECTBEHHOE WCMO/b30BaHMeE,
YCTOMYMBOE pas3BuTME U 3TUYeckas npuem-
NeMOCTb. TN acnekTbl ABAKIOTCS NpeLMETOM
AWCKYCCHMI, B pamkax KOTOpOW 0coboe BHW-
MaHve B MepBYyto oyepefb yAenseTcs npous-
BOAMTENSM B COCEAHMX CTPaHaX, a He TONbKO
MECTHbIM NOTPEOUTENSM.

HecmoTps Ha >KecTKyt No3vumio npaBu-
TenbcTBa, B 2018—2019 rT. cOCTOAN0CH 3acea-
HMe HOpBEXCKOro KOHCYNbTaTMBHOIO COBeTa
no buoTtexHonoruam FMQO™. KoHcynbTaTUBHbIN
COBET OTpearnpoBan Ha KpWUTWKY MMNepaTug-
HbIX MOAXOA0B, CIOXKMBLUMXCS B paMKax npaga
EC, npesnoXunB MHOrOypOBHEBYO CUCTEMY pe-
ryIMpOoBaHMs, KOTopas yunTbiBaeT cneunduky
BUOTEXHONOMNIA 1 TOUKW 3pEHUs NpeacTaBuTe-
NeM HayKW 11 OPUAMYECKOro CO0bLLECTBA.

CoeaunHeHHble LLTaThl AMepuikm n KaHaga
CoeamnHeHHble LLTatbl AMepukn aBagoTcs
rnobanbHbIM NMAEPOM Kak B pa3paboTke, Tak
N B KOMMepumanmsaumm reHeTuyeckn Moamn-
OUUMPOBAHHBIX KYALTYP, KOHTPOAMPYS OKOMO

¢ Chandrasekhar, A. (2016, June 29). Government approves GMO ban extension. Swissinfo. Available at:
https://www.swissinfo.ch/eng/society/genetically-modified-organisms_government-approves-gmo-ban-exten-

sion/42260828

? Gene Technology Act, Act of 2 April 1993. No. 38 Relating to the Production and Use of Genetically Modified

Organisms, etc. Available at: https://www.regjeringen.no/en/dokumenter/gene-technolo

-act/id173031/

“Cm.: Borge, 0. (Ed.). (2018). Proposal for relaxation of Norwegian regulations for deliberate release of genetically
modified organisms (GMO), with applicability also for EU legislation. The Norwegian Biotechnology Advisory
Board. Available at: http://www.bioteknologiradet.no/filarkiv/2019/03/2019-04-16-Genteknologiloven-komplett-

ENGELSK.pdf
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30% MMPOBOro pbiHKa CeNbCKOXO3SACTBEH-
HbIX BUOTEXHONOTUIA. YHUKANbHOCTL amepu-
KaHCKOro NoAxoAa 3ak/1to4aeTcs B OTCY TCTBUM
cneumanbHoro deaepasbHOro 3akoHa, noces-
WEHHOro  UCKMOYNTENbHO  MCMONb30BAHMIO
reHeTUYeckn MOANPUUMPOBAHHBIX KYAbTYp
B pamMKkax CKOOPAWHWPOBAHHON CUCTEMbI pe-
ryaMpoBaHua 6uotexHosornid. Mpu Takom
NOAXOAe reHeTuyeckn MoAnMGULMPOBaHHbIE
NPOAYKTbl MPOBEPAIOTCS Ha COOTBETCTBME
CTaHgapTam B 006/7aCTU OXpaHbl 340pOBbs,
6€30MacHOCTH 1 OKPYXKaloLeih cpefbl, KOTo-
pble B paBHOW CTEMEHW NPUMEHSOTCA K 00OblU-
HbIM MNPOAYKTaM.

[pouecc oUeHKM HOBbIX FreHeTUYeckn Mo-
ANOUUMPOBAHHbBIX  KYNbTYP  OCYLLEeCTBASIOT
cnenytouine perynmpytouime opraHsl:

YnpaB/ieHue no KOHTPO/O 3a NPOAYKTaAMM
n nekapcteamu (FDA);

ATeHTCTBO MO OXpaHe OKpy>Katolleln cpeabl
(EPA);

MuHncTepcTBO cenbckoro xosgincTea Coe-
AnHeHHbIx LLTaTos (USDA).

KntoueByto ponb B 3TOM mpouecce wrpa-
et Cnyxba MHCNEeKUMN 340POBbS KUBOTHbIX
n pacteHmin (APHIS) MuHucTepcTBa cenbcko-
ro xo3sictea CLUA, koTopas ynonHomoueHa
OLEHMBaTb PUCKM, CBS3aHHbIE C BHEAPEHNEM
reHeTuYeckn  MoAMPULIMPOBAHHbBIX — pacTe-
HWUIA, Ha OCHOBE WX MOTeHUMabHOW onac-
HOCTW ANs okpyKatouwen cpeabl. 1o pesynb-
TaTam MNpoOBepKM MpOAyKTY MpucBaMBaeTcs
B0 perynnpyemblii, 60 Heperynnpyembiii
cratyc. CraTyc «Heperynmpyemsiit» 03Haya-
€T, UTO Bblpalll¥BaHWe, UMMNOPT W TpaHCNop-
TUPOBKA PaCTUTENLHOrO ChipbS MOTMYT OCy-
WeCTBAATLCA 6e3 CneumanbHoro KoHTpons
CO CTOpOHbI  Cayx6bl  MHCMEKUMK. BaxHo
NOAYEPKHYTb, YTO 3TOT CTATyC MpUMEHSETCS
TONbKO K BblpallMBaHUO U TPaHCMOPTUPOB-
Ke. Ecam reHeTuueckn moamduumpoBaHHoe

Risks and Opportunities for Food Security

pacTeHue npeaHasHauyeHo Ana ynotpebre-
HUS B MuLly, YnNpaBneHne Mo caHUTapHOMY
Ha/30py 3a KayeCTBOM MULLEBLIX MPOLYKTOB
n meankameHtoB (FDA) npoBoaWT oueHKY
6esonacHocT npoaykta. C 2016 r. B CLUA
WaMMNUHbOHaM C MoaMduKaumen, 3amenns-
folLEN NoTeMHeHMe, a Takxke coeBbiM Hobam
C BbICOKMM COLEPXKaHWEM ONEUNHOBOW KUCN0-
Thl U BOCKOBOW KyKypy3e 6bin NpefocTaBieH
CTaTyC Heperyampyemoro NpoayKTa.

KaHaga, BxoaduLas B NAaTepky KpynHemwmnx
B Mupe Npou3BoAMTeNell 6uoTexHonormye-
CKMX KynbTyp, MPUAEPXKMBAETCS WMHOMO MOA-
xoAa. KaHaackas cuctema oTpakaeT NPoAyKT-
OPWEHTUPOBAHHbIA MOAXOA, UTO, Kak cynTaeT-
C51,CNoCco6CTBYET MUHHOBALMOHHOMY Pa3BUTUIO
Ce/bCKOXO039MCTBEHHOK BroTexHonornm. Cyul-
HOCTb NMPOAYKT-OPUEHTUPOBAHHOIO MOAX0AA
3aK/0YAETCS B TOM, UYTO B €r0 pamkax OLeHW-
BAETCS HaAMyve y pacTeHus HOBOro MpuU3Ha-
Ka, a He Ccnocob ero co3gaHna. To 03HavaeT,
uTO MOBOI HOBLI COPT pacTeHwuit, obnagato-
WM NPU3HAKOM, paHee He BCTpeYaBLUMMCS
y 3T0ro Bmaa B KaHade, NOANexXuT perynu-
POBaHWIO, HE3aBMCMMO OT TOrO, Bbi AN 3TOT
npv3HaK MoayyeH nyTem TpaaMUMOHHON
cenekumnu, mytareHesa WUaN reHHOM MHXeHe-
pumn. OueHka puckoB npooanTcs KaHaackum
areHTCTBOM MO MHCMEKUMM MULWEBBIX MPOAYK-
ToB (CFIA) (Atanassova, Keiper, 2018).

HekoTopble — nccnefoBaten  OTMEYaloT,
yto KaHaga nNpuaepxmBaetcs CTpOroh Ha-
YYHOW METOAONOrMM OLEHKM PUCKOB, yae-
N899 0coboe BHMMaHWe TakWm napameTpam,
KaK annepreHHoCTb, TOKCUMYHOCTb U NOTeHLM-
a/sbHble NoboUHble 3hdeKTs. HopmaTuBHble
TpeboBaHWa BCTYNawT B CUAY, €CU MposiB-
NleHVe OnpefeNeHHOoro npusHaka y HOBOrO
pacTeHns OTNMYaeTcs OT TakoBOro y Tpaau-
LMOHHbIX cOpTOB Ha 20—30% u 6onee. B 3Tom
cnyvae pacTteHue knaccuduumpyetcs  Kak
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pacTeHWe C HOBbIMW MpU3Hakamu, a He npo-
cTo Kak TMO. Bce 3a9BKM Ha KOMMepyeckoe
ncnonb3oBaHue obpabatbiBaloTcs KaHaackum
areHTCTBOM MO MHCMEeKUMUM MULLEBbIX NPOAYK-
ToB. EC/in ycTaHOBKa NpeHa3HaveHa A1 npo-
M3BOACTBA MPOAYKTOB MUTaHus, TpebyeTcs
[oNoNHUTeNbHAS NpoBepka MUHUCTEPCTBOM
3/1paBooXpaHeHns KaHabl 1 OLieHKa OTAeNoM
KOPMOB /191 KMBOTHbIX KaHaACcKkoro areHTCTBa.
HarnaaHbiM  NpyMepoM  KaHa/Jckon npak-
TUKW 9BNSETCS peryavpoBaHvie Npon3BoaCTBa
MOANGULMPOBAHHOIO copTa panca (KaHosbl).
3TO YCTOMUMBLIV K repbulnaam copT KaHoMbl,
CO3A@HHbIA C WMCMOb30BAHNEM ONUMOHYK/IEO-
TUAHO-HaNpaBAeHHOro MyTareHesa — TexHO-
N0V pefakTUPOBaHMA TEeHOB, aHaIorMUYHON
CRISPR/Cas9, koTopas Bbi3blBaeT TOUHble 0f-
HOHYKNEOTUAHbIE W3MEHEHWUs B [ABYX reHax.
B 2013 r. kaHaackoe npaBWUTENbCTBO MOCTa-
HOBW/IO, UTO 3TOT HOBbIA COPT KaHO/bI MO CBO-
MM UTOTOBBIM XapaKTepucTvkam HeoTIMUMM
OT CBOMX 0BbIUHbIX aHA0MOB, W KAaccudumpo-
Basio ero He kak TMO, a Kak KynsTypy, noayyeH-
HYIO C MOMOLLLbIO HOBbIX METO/0B CenekLum’.

locypapcTtBa JlaTHCKo AMepuku

B rocynapctBax JIaTuHCKOW AMepukn aen-
CTBYET LUMPOKMI CNEKTP MOAXOLOB K perynu-
poBaHuto B oTHoweHun MO, Bkatoyas 3a-
NPeTUTE/IbHbIE 1 pa3peLunTe/ibHble MOAXOAbI.
bpasunvg n ApreHTuHa BXOAAT B NATEPKY MU-
POBbIX IMAEPOB MO BbIPALLMBAHMIO rEeHeTUYE-
CKM MOAMOUUMPOBAHHBIX KynbTyp. CTpemsich
K YHUMKaLMW NOAXOA0B, B 2017 . MUHUCTPSI
CeNbCKOro X039McTBa ApreHTuHbl, bpasunun,

Yunn, Mapargas u Ypyreag noanucann ae-
KNapauwmio 0 HOBbIX MeTofax cenekummn’. B ao-
KyMEHTEe 3aKperieHo HamepeHue COKpaTUTb
KOMMYECTBO HECOMMACOBAHHbBIX YTBEPXAEHNN
OTHOCWTE/IbHO BbIpaLLMBAHNS FTEHETUYECKN MO-
ANOULMPOBAHHbIX KY/NBTYD B PErMOHe U npef-
JIOXEH MOAXO[4, MpU KOTOPOM rocyAapcTsa
OLEHMBAIOT KaXK bl OTAE/bHbIN Cy4Yal. Takon
MOLXO[, NO3BONSET UCK/MOUUTbL U3-MOJ, XECTKO-
O perynnmpoBaHus NpoayKTbl, CO34aHHbIe C MO-
MOLLLbIO TEXHONOT U FEHHOTO pefaKTPOBaHMUS,
KOTOPbIE He coaepxaT vyxepoaHon JHK.

B omunume ot rocymapcte JlatmHckon Ame-
pvky, nopaepxmeatowmx MO, Skeagop, Be-
Hecysna w [lepy NpUAEPKMBAIOTCA CTPOTMIX
OrpaHUYMTE/IbHBIX MO3ULLMIA, 3aNPeLLAOLLMX KOM-
Mepyeckoe BblpallyBaHue reHeTuyeck Moaudu-
UMpoBaHHbIX Kynstyp. C 2008 I. SKBaAop, CCblna-
acb Ha KOHCTUTYLLMIO, 06BABIN CebA CBOBOAHBIM
OT TPaHCIEeHHbIX KYNBTYp M CemsH. XOTs npesu-
LeHT MEeET NpaBo AeaTb UCKNKUYEHNS B HALLMO-
Ha/IbHbIX MHTEPECax, MPaBUTENbCTBO pa3peLumio
MMMOPT W BbIPALLMBAHME TEHETUYECKM MOAUDU-
LIMPOBAHHbIX CEMSH TONBKO B UCCNELOBATENBCKMX
uensix. MpumevatensHo, uto B mae 2019 1. SkBa-
L10p NMPUCOEANHWUACS K MPOLLECCY rapMOHM3aLMK
MO/UTVKM B OTHOLLEHMW HOBbIX METOLOB CeneK-
UMM — VICnoaHWUTENbHBIN YKaz NO 752 0CBOBOX-
[laeT OpraHu3mbl, He CoLePXKaLLye Yy>KepoLHON
YN pekoMbuHaHTHOR AHK, oT puck-opueHTH-
poBaHHow oueHkn (Gatica-Arias, 2020).

focynapcTeo [lepy BBeno 10-neTHUA Mopa-
TOPWUA Ha MMMNOPT W BbIpAWLMBAHME TEHETU-
4eCKM MOANPUUMNPOBAHHbLIX CeMaH B 2011 T.
1 NpoAnnno ero eule Ha 15 net B 2021 r” Tem

"CFIA (2013). DD 2013-100: Determination of the Safety of Cibus Canada Inc.’s Canola (Brassica napus L) Event

5715. Available at:

https://www.inspection.gc.ca/plant-varieties/plants-with-novel-traits/approved-under-re-

view/decision-documents/dd-2013-100/eng/1427383332253/1427383674669 (dama 0bpauieHusg: 20.09.2025)

2 Gene editing techniques agricultural council of the south consejo agropecuario del sur (CAS) XXXV ordinary
meeting. Available at: https://saaseed org/sitio/en/getfile/download/624#:~:text=Consider%20that:%201.,2

 Ley de Semillas de Venezuela. Available at: https://www.asambleanacional.gob.ve/leyes/sancionadas/ley-de-semillas
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He MeHee B rocysapcTBe MO-MpexHemy OT-
CyTCTBYET 3akoHodaTenbHasa 6asa Ans pery-
VPOBAHUS NMPOALYKTOB, CO3AaHHbIX C MCMOMb-
30BaHMEM  COBPEMEHHbIX  BMOTEXHONOTUI
(BKMtOUAS pefakTvpoBaHUE reHoMa).
MpuHaTbin BeHecyanon B 2015 . 3akoH
0 CeMeHOBO/ACTBE 3anpeliaeT 060pOT BCEX
reHeTMyeckn MoAMPUUMPOBAHHbLIX — pacTe-
HWIA 1 CEMSIH, B TOM YKC/1e NpeaHa3HaueHHbIX
N9 HayuHbIX 1ccnefoBaHMin™. B nokymeHTe
O0TMEYaeTCs, UTO BHEAPEHWE TeHeTUYecKn
MOANPUUMPOBAHHbIX KYNbTYp SBASETCS Mpsi-
MOI MpUUMHOM yTpaTbl 6GMOpasHoobpasmg,
a 3anpeT Ha BbIBPOCHI B OKPYXatollyto cpesy
OCHOBaH Ha arpo3KoNorM4eckom MoAXoAe.
HecmoTps Ha 3anpeT, cTpaHa No-npexHemy
B 3HAUMTENbHON CTEMEHN 3aBUCUT OT MMMIOpPTa
NPOAOBONLCTBUS (BKAKOYAS FEHEeTUYeCkn Mo-
ANOUUMPOBaHHYIO €O U KyKypy3y) n3 bpa-
3uanm, ApreHTrHbl 1 CoeanHeHHbIx LLTaToB.
locynapcTeo Umaun paspaboTano yHuMKanb-
HbIl MOAXO/, COYeTalolW N B cebe MPUHLMMbI
obecrneueHns NpoAOBONLCTBEHHON 6e3onac
HOCTM W 3KOHOMMYeCKoW Bbiroabl. CTpaHa cTa-
na BTopon B tOxHom Amepuke (nocne Aprex-
TUHBbI), KOTOpas BHeApUAa UHAMBUAYANbHYIO
OLEHKY pacTeHW, BbIBEAEHHbIX C MWCMONb-
30BaHMeM HOBbIX MeToAoB cenekumnu. KoH-
cynstaumm co Cny60i cenbckoro Xo3scTea
1 xunBoTHoBoACTBa (SAG) onpeaensioT cneum-
bUKy perynmpoBaHus obpalleHns NpoayKTa:
ec/n B Hem oTcyTcTByeT uyxepoaHas JHK,
OH HE cyuTaeTcs reHeTuyecky MoanduLmMpo-
BaHHOM KynbTypol M MOXET BbiTb BbiMyLLEH
B OKPY>KatoLLYyt0 cpefy KaK TPaANLMOHHbIA COPT.

Risks and Opportunities for Food Security

Bmecte c Tem B Ynam OTCYTCTBYET KOMMIEKCE
HOEe 3aKOHOAATeNbCTBO, PEryinpyroLllee BHy-
TPEHHW 06OPOT reHeTUYeCKn MoaNGULMPO-
BaHHbIX pacTeHunit. CTpaHa 3aHMMAeT AeBaToe
MECTO B MMPEe MO 3KCMOPTY CEMSAH, U 3HaUn-
TeNbHas WX YacTb MPUXOLUTCH Ha TeHeTnde-
CKM MOAMGULMPOBAHHBIE CEMEHa, YTO AenaeT
Yunn ueHtpom muposoi TMO-mHAycTpum.
B Ymnm npungta Pesontoumsa Ne 1523 (2001),
KOTOpas peryavpyer UMMopT, MoaeBble UCMbl-
TaHUS W 3KCNOPT reHeTUYeckn MoANPULMpPO-
BaHHbIX CeMaH". Tem He MeHee, BblpallMBaHue
reHeTUYeCKn MOLNPULNPOBAHHLIX  KYNBTYP
ON8  MPOWM3BOACTBA  MPOAYKTOB  MUTaHUSA
nan Kopmos 3anpetteHo. OgHako MMMOpPT ro-
TOBbIX FEHETNYECKN MOANPULLMPOBAHHBIX MNPO-
[YKTOB (Hanpumep, CoeBbiX 60O0B 1 KyKypy3bl
13 bpasuanm) HUKOUM 06pa3oM He OrpaHUYeH.

locynapctea Adppukn
HecmoTps Ha cepbesHble Npobnembl ¢ 0be-
cneveHWem MpOAOBONLCTBEHHON  He3onac

HOCTW, ycyrybngemble poCTOM HaceneHus
N U3MEHEHMEM KaumaTta, KOMMEpPUYECKOe Bbl-
palmnBaHne reHeTnyeckn MoanduLmMpoBaH-
HbIX KyAbTYp Ha adpUKAHCKOM KOHTUHEHTE
orpaHuyeHo. B HacTosulee Bpems MX Npous-
BOLCTBO pa3peleHo TOMbKO B HECKOAbKMX
cTpaHax: d¢uonuu, Kenun, Manasu, Hure-
puw, FOAP, CynaHe 1 3cBaTUHM.

tOAP cTana nepBoit abpurKaHCKON CTpaHoM,
CO3/aBLIe HOPMATVBHYIO 6a3y B OTHOLLIEHWM
06pallleHns reHeTuYeckn MOoANGULMPOBAH-
HbIX KYATYP, U OCTaeTCs KpynHenwmnm npomns-
BOAMTENEM TaknX KyabTyp B pernoHe. CTpaHa

* Global Agriculture (2016, January 6). Venezuela passes new seed law banning genetically modified crops.
Available at: https://www.globalagriculture.org/whats-new/news/en/31519.html

* Ministerio de Agricultura (2001, July 14). Resolucion N°1523 Exenta. Establece Normas para la Internacion
e Introduccion al Medio Ambiente de Organismos Vegetales Vivos Modificados de Propagacion. Available at:
https://www.bcn.cl/leychile/Navegar’idNorma=187630 (in Spanish).
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3aHMMaeT LeBATOe MeCTO B Mupe Mo naoLla-
OV TIOCEBOB OUOTEXHONOTUUYECKMX  KYBTYD.
YHUKaNbHbIM COBBITMEM CTano of0bpeHue
npoussoacTBa 6enoit Kykypysbl B HOAP —
reHeTn4eckn MoANGULNPOBAHHON KY/BTYPbI,
npefHa3HaYeHHON A8 HEenocpeicTBEHHOTO
noTpebaeHNs YeN0BEKOM.

[lepBOHa4aNbHO HEKOTOpble CTPaHbl KOH-
TUHEeHTA  TakXe MpeanpuHUManu  waru
B HanpaB/ieHWUW pacluMpeHns BO3MOXHOCTEN
LN BbIPALLUMBAHUS  TEHETUYeCKU MOANdU-
LUMPOBAHHbIX KYAbTYP, HO MO3Xe OTKa3aJnCh
OT HuX. Tak, ErvneT ogobpun BbipallyBaHue
reHeTuyeckn MoAMPULMPOBAHHOTO XJ/I0MKa,
HO B 2012 I. BBE/1 MOPATOPUIA Ha €ro BblpaLLn-
BaHwe. B Bypkunna-®aco Hayanun BbipaLiMBaTh
reHeTuyeckn MOAUPULMPOBAHHBIN  XNOMOK,
HO OTKasaaucb oT 3T0ro B 2016 T. Viccnenosa-
TeN CXOAATCH BO MHEHWU, YTO MefLJjIeHHOe
BHEApPEHWE TeHeTu4eckn MOoAUPULMPOBAH-
HOro xnomnka B Adprike 06yCc/0BNEHO LE/bIM
pagom dakTopos (Kargbo, 2020). K Hm 0THO-
CATCSH BHELUHee AaB/ieHne CO CTOPOHbI rocy-
[apcTB, BbICTyNatowmx npotne MO, a Takxe
CNIOXHbIE BHYTPEHHWE COLMaNbHO-3KOHOMU-
yeckue, NOANTUYECKne N HOPMATVBHbIE YCO-
BUS, MPENATCTBYOLLME Nepejade TeXHONOTMI
(Paarlberg, 2009).

B 2019 . Habnto4an0Ch M3MEHEHNE NOAXO-
Jla B CTOPOHY 0A06peHUs reHeTuYeckn Mo-
ANOUUMPOBaHHbBIX KynbTyp: ddnonus, KeHus,
Manasn v Hurepusa nonyumnm paspeweHns
Ha KOMMEPYECKMNIA BbIMYCK MEHETUYECKM MO-
INPUUMPOBAHHOrO xonka. B 1o e Bpems
B [aHe v YraHie 3aBeplueHbl Noaesble WCMbl-
TaHWS ¥ Mnojadva 3asgBOK Ha KOMMepyeckoe
BblpalllvBaHue. Takue waru 4emMOoHCTpUPYOT
pacTyllee 1oBepue K 61oTeXHONOrMAM Ha Ad-
PVKAHCKOM KOHTWMHeHTe. OAHaKo KAo4eBOW
3a4aven ang appuKaHCckMxX rocynapcTs ocTa-
eTCsl BbIpaboTKa CHaNnaHCMpOBAHHOMO MOAXO-
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[a K peryMpoBaHuio: rocyaapcTea AOMKHbI
n3beratb UpesMepHbIX aAMUHUCTPATUBHbBIX
6apbepoB, KOTOpble MOryT MOMeliaTb BHe-
APEHNI0 MHHOBALMOHHbBIX METO0B CENEKLIMN,
BK/tOUAA pefakTUpPOBaHWE reHoMa, U INLLNTb
PErMoH BO3MOXHOCTM pelnTb npobaemy He-
XBaTKM MPOAOBONLCTBUS.

locyaapcTea Asunarcko-
TuxookeaHCKOro permoHa

B A31aTCKO-TMXOOKEAHCKOM pernoHe Kom-
Mepyeckoe  BblpallMBaHWe  reHeTnyecku
MOANUUMPOBAHHbIX  KyNbTYyp pa3pelleHo
B AeBATU cTpaHax: MHann, Kutae, lNakncTane,
AscTpanun, duavnnuHax, MbsHme, BbeTHa-
me, banrnagew v MHaoHesnn. AHann3 Hauum-
OHa/bHbIX MOAXOAO0B BbIIBASET CyULECTBEH-
Hble pa3Nnumg B CTpaTerunsx perynmpoBaHus,
HauyMHasg OT XECTKMX OrpaHUYeHun 1 3aKaH-
ymBas NOALEPXKKOM UCCNefoBaHWA B chepe
BUOTEXHONOTUIA.

MHANS  9BnseTcs  KpynHemwwm B MuUpe
Npou3BOAUTENEM XJ/IOMKA, a TakXke MUPOo-
BbIM IMAEPOM B BbIpalLMBAHWN TEHETUYECKM
MOANGULMPOBAHHOMO XnomnKa. JTio6oMbITHO,
uTO elle 10 oPULMaNbHOrO 0406peHNs Bbipa-
WMBAHWS reHeTuyeckn MoandULMPOBaHHOTO
xnonka B 2002 T. Teicaun pepmepoB yxe dak-
TUYECKN BbIpALLMBANN 3TY KyAbTypy. B HacTo-
qllee Bpems paspelleHne pacnpocTpaHaeTcs
NCKIOYNTENBHO Ha HEMULWEBOW reHETUYECKN
MOANDUUMPOBAHHBIA  XJIONOK,  MOCKObKY
fe-GaKkTo AeiCTBYeT MOpPaTOpUin Ha Bblpallm-
BaHWe MULLEBbIX reHeTn4eckn MoanduumMpo-
BaHHbIX KYNbTYp.

B KOHTekcTe pasBuUTUS TEXHONOTMIA pefak-
TUPOBAHWSA TEHOMa WHAMMACKOE 3aKOHOAA-
TeNbCTBO AEMOHCTPUPYET noTeHUMan rmb-
KOCTW. Peryampytoline opraHbl He CBS3aHbl
XKecTKUM  onpefjeneHneM  «COBPEeMEHHO
BGUOTEXHONOTUW», 3aKpenneHHbiM B KapTa-
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XEHCKOM MPOTOKO/E, YTO MO3BOASET UM MpU-
MEHSTb  CyWeCcTBytoUlee 3aKOHOAATENbCTBO
B KaXXAOM KOHKPETHOM Caydae. BaXHbim wa-
rom cTana nybamkaumsa B aHeape 2020 T. npo-
eKTa pyKOBOACTBA MO peAakTUPOBAHWNIO FeHOB
JenapTameHTOM BUOTEXHOMOMUW, KOTOPbIN
6bl/1 BIHECEH Ha 06LL,eCTBEHHOE 06CY K AeHMeE.
B noKymeHTe npeanaraetcs MHOrOypOBHEBbI
NOAXOM, NP KOTOPOM UHTEHCUBHOCTb OLLEHKM
6e30MacHOCTV BO3pacTaeT MpOnopLMOHaib-
HO KONMYeCTBY LieneBbix Moandukaumnin HK.
KuTan, BTOpPOW MO BEAMUYMHE MPOM3BOAM-
Te/b X/I0MNKA B MWpE, AEMOHCTPUPYET Heuns-
MEHHYIO NMPUBEPXKEHHOCTb PA3BUTUIO CENbCKO-
X034MCTBEHHON BUOTEXHONOMMN. VIHBECTULMK
B /1BYCTOPOHHME UCCNEA0BAHNS BITOM 06/aCTH
pacCMaTpMBaloTCa MNPaBUTENIbCTBOM KaK WH-
CTPYMEHT 0becrneyeHns npoaoBONbCTBEHHOM
6e30MacHOCTU. VicTopua KoMMepLyanmsaumm
FeHETUYECKN MOANPUUMPOBAHHBIX  KYNBTYP
B Knutae Hauanach B 1990 T. € BblpallnBaHus Ta-
6aka, ycTonumnBoro K Bupycam. Bnocneactamm
npuvopuTeT BbIA OTAAH TEHETUYECKWU MOANDU-
LUMPOBAHHOMY X/I0MKY, KOTOPbIA B HACTOSLLEE
BpEMS AOMUHMPYET B CTPYKType MNpOU3BOA-
CTBa reHeTUYEeCKNn MOANPULMPOBAHHbBIX Ky/b-
Typ. XOT9 opuUMabHO BbIN BbiAaHbl paspe-
WeHUs Ha BbipallMBaHNE CEMU TEHETUYECKN
MOAMPUUMPOBAHHBIX KYNbTYP, KOMMEPYECKM
BbIPALLMBAIOTCS  TONbKO ABE: YCTOMYMBbLIN
K HaCeKOMbIM X/I0MOK 1 YCTONYMBAS K BUPY-
cam nanamng. [lpouecc Kommepumanusaunm
HOBOW FeHeTUyeckn MOANPULMPOBAHHON
KyNbTYpbl TpebyeT TpexaTanHoro TecTMpoBa-
HUS: NONEBbIX UCMBITAHWUIA, NCMBITAHWIA B 4aCTy
BbIGpOCa B OKpYyXXalollyto Cpeay W WchbiTa-
HWIA nepej NpoM3BOACTBOM. 10 OKOHYaHWK
UCMBbITAHNIA 3a9BUTENb MOXET MONYYUTH Cep-
TdmKaT 6e30MacHOCTM, BblAAHHLIA  MuHK-
CTEPCTBOM CE/IbCKOIO XO35MCTBA U Pa3BUTKS
CeNbCKNX PANOHOB. BaXKHO OTMETUTB, YTO 3TOT

Risks and Opportunities for Food Security

NOKYMEHT He rapaHTMpyeT MofydyeHune pas-
pelleHns Ha NPOMbIWAEHHOE Bblpall/BaHNE;
B HEKOTOPbIX CAYYaaxX OHO MOXET ObiTb Aaxe
3anpeLLeHo.

KnTan npoaemoHCTpupoBan BheyaTiso-
lWWe pesynbtaThl B 06/aCTU MCCAeA0BaHW
1 pa3paboTok, 0CO6EHHO B 06/1aCTH TEXHONMO-
ruv pepaktnposaHns CRISPR/Cas. B nepuog
€ 2014 no 2017 I. Ha ooN rocyaapcTsa npu-
XOAMNOCh 42% BCEX MUPOBBIX My6AMKALMIA
06 1CMOAb30BaHUM METOAA PEAaKTNPOBAHMA
CRISPR/Cas B cenbckom xo3qiicTBe U 69%
COOTBETCTBYIOLLMX NATEHTHLIX 3asBOK. OfHa-
KO, HECMOTPS Ha CBOE IMAEPCTBO B 06/1aCTy
HayYHbIX UccnefoBaHnii, Knutam no-npexHe-
My He umeeT pa3paboTaHHOW HOPMATUBHOIA
NpaBOBOM 6a3bl 419 OLUEHKM 1 KOMMEpUeCKo-
roO BbiMyCKa FeHeTMYeckn MoAnGUUMPOBAH-
HbIX KYABTYP.

Ocoboro BHMMAaHWS 3aC/yXMBAeT OMbIT
SANOHWMKW,  LEMOHCTPUPYIOWNIA  YHUKABHbIV
noaxofl, K perynnpoBaHuto. 1o cocTosHMIo
Ha 2020 r. CcTpaHa 3aHMMana BTOPOE MeCTOo
B mupe (nocne CoeamHeHHbix LLITaToB) no Ko-
JINYECTBY BbIAAHHbIX pa3pelleHnin Ha Bblpa-
WMBaHWe reHeTUYeckn MoandUUMPOBAHHbIX
KyNbTYp, MpefHa3HaYeHHbIX AN MNPOU3BOA-
CTBA MPOAYKTOB MWUTaHUS U KOPMOB (BCEro
141 kynbrypa). OfHaKo, Kak 370 HM napajok-
CafbHO, B SINOHUM NpakTUYecKy He BeLeTCs
KOMMepYecKoe BblpallBaHe reHeTnyeckn
MOAVOUUMPOBAHHBIX KYNbTYp (32 mcKaye-
HUEeM [AeKopaTWUBHOW roayboi posbl). AnoH-
CKOe 3aKOHOAATEeNbCTBO MpeLycMaTpuBaeT,
UTO paspelleHre Ha BbipallimBaHue TpebyeT-
€S TONbKO A% VMNOPTUPYEMBIX FEHETUYeCKM
MOANOUUMPOBAHHbBIX MPOAYKTOB, MpefiHa-
3HAYEeHHbIX 18 MNPOM3BOACTBA MPOAYKTOB
MUTaHWA, KOPMOB UAK NepepaboTkn. Komne-
TEHTHblE OpraHbl YMNOAHOMOYEHbI OLEHMBATb
3KONOrMYeCKMe pUCKM, CBI3aHHbIE C MOTEHLLM-
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A/IbHbIM MONAJAHNEM TEHETUYECKU MOANDH-
LMPOBAHHOIO 3epHa B OKpY>XXalollyto cpeny
WK €ro HenpeaHamepeHHbIM CMeLINBaHNEM
C 06blUHbIMK cemeHamu. Kak 1 EBponeicknin
CO03, SINOHMS ABNAETCH OAHWM U3 KpPYMHEen-
WKUX B MUPE MMMNOPTEPOB TEHETUYECKM MO-
AMOUUMPOBAHHBIX MPOAYKTOB (AMOHMS MM-
noptupyeT noyt 100% MUpOBOWA KyKypy3bl
1 94% coeBbix 6060B).

B cootBeTCTBMM C MMO6GANbHbIMK TEHAEH-
UMgaMK ABCTpanus Takxxe npesnpuHsana Wwaru
MO MOAepHM3aLUUy CBOero HauWOHaAbHOTO
3aKOHOLATeNbCTBA B OTHOWEHWUW TeHeTuue-
CKN MOANDULIMPOBAHHBIX KYNETYP. B TO Bpems
KaK SINoHWS NpefoCcTaBuia PasbsCHEHNS B CO-
OTBETCTBUM C 3aKOHOM O TONKOBAHWW, U34aH-
HbIM MUHUCTEPCTBOM OKpYyXXatollen cpeab
(cornacHo KOTOPOMY OpraHu3Mmbl, He cofepKa-
wme BHeapeHHou yyxepoaHon AHK nan PHK,
He MOoAMaLatoT Moj, onpefeneHne «K1BON 13-
MEHEHHbIN OpraHn3m» B COOTBETCTBUM C Kap-
TaxeHckum npoTtokonom) (Matsushita, 2020),
ABCTpanuna BBICTYNUAA 32 BHECEeHWe nonpa-
BOK B 32KOHOAATE/NbCTBO.

KntoueBbiM COBbITUEM CTaNO MpUHATUE
B 2019 1. nONpaBoOK K 3aKOHY O reHHbIX TEXHO-
noruax 2001 ' CornacHo 06HOBNEHHOMY 3a-
KOHOLATEeNbCTBY ABCTPasvK, OPraHn3mbl, CO3-
[laHHblE C WCMOMb30BaHMEM OMpefeNeHHbIX
MeTOJ0B pefaKTMpOBaHMs reHoB (B YacTHO-
CTW, CalT-OPUEHTUPOBAHHbIX HyK/€as, eciun
OHW He NPUBOASAT K BCTaBke MaTpuyHoit AHK),
Gonblie He Kknaccuduumpyrotca kak MO.
LaHHbi noaxon GakTUyeckn BbIBOAUT Takme
KyNbTypbl U3-N0J, A€ACTBUS 3aKOHA O TeHHbIX

TexHonorMax. Bmecto storo ux obpatieHne
peryanpyeTcs HOpMaTVBHbIMU  MPaBOBbIMMI
akTamn  MUHWUCTEPCTBA  CEbCKOTO  XO38M-
CTBa, BOAHbIX PECYPCOB N OKpyXKatollen cpe-
Abl. Ecnn Takag Kynstypa npejHasHayeHa
N8 ynoTpebneHnsa B nuLly, To NpoayKT No-
najgaetr noa nencteme Koaekca MULLEBbIX
cTaHaapToB ABcTpanuu n Hosoit 3enanann'.

HoBas 3enaHams npuaepXuBaeTcs MpuH-
UMNManbHO WHOM no3numn. B Hactosuiee
BpeEMS B CTpaHe He BEeAEeTCs KOMMepyeckoe
BblpalllBaHWe reHeTnyecku MoandULMpo-
BaHHbIX Ky/JbTYp, @ ee HOpMaTMBHAs NOAUTU-
Ka B OTHOLWEHMW MPOAYKTOB, MOABEPTHYTbIX
FTEHHOMY PeAaKTUPOBAHMIO, SABNFETCS O4YEHb
cTporoii. OCHOBHbIM HOPMaTUBHbIM aKTOM
aBngaeTca 3aKoH 06 onacHbIX BELLECTBAX U HO-
BbIX OpraHu3amax 1996 r., KOTOPbI HAXOAUTCS
B BeAeHUM YNpaBieHns No OXpaHe OKpyKa-
towet cpeabl (EPA). 3akoH ycTaHaBnmsaeT
MUHUMaNbHbIE CTAHAAPTbl BblAAYM paspe-
WEHWUI 1 TpebyeT OT peryanpytoLLero oprasa
NpPOBEAEHUS BCECTOPOHHEN OLEHKM, UTObbI
onpenennTb, NepeBelnBatoT M NoTeHUMa b-
Hble BbIFOAbl OT MCMOAb30BAHMS TEHETUYECKM
MOANPUUMPOBAHHONM  KYNbTYpPbl  CBS3aHHbIE
C 3TUM PUCKM.

YHUKaNbHOW 0COBEHHOCTLIO Moaxoaa Ho-
BOM 3enaHanv asaseTca obasaTenbHbiil yyueT
NHTEPECOB KOPEHHOro Hapoga maopu. [lpu
PACCMOTPEHNN  3a9BKM ATeHTCTBO A0/KHO
OUEHNUTb MOTeHUMabHOE BAUSIHME HOBOW re-
HeTMYeckn MOANGULMPOBAHHOM  KyAbTYpbl
Ha KyNbTypy, TPRAULMM 1 CUCTEMY LIEHHOCTEN
Maopu, BKOYas MX CBA3b C Gropon un day-

' Senate debates, Wednesday, 13 November 2019. Regulations and Determinations. Gene Technology Amendment
(2019 Measures No. 1) Regulations 2019; Disallowance. Available at: https://www.openaustralia.org.au/

senate/?id=2019-11-13.85.2

7 Food Standards Australia New Zealand. Food Standards Code. Available at: https://www.foodstandards.gov.au/

food-standards-code/legislation
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HOM, 3eMAIMM NPeAKOB, BOAHbIMI pecypcamu
1 CBALLLEHHBIMU MECTAMM.

Yto KacaeTcs OpraHM3mMoB, MOMYYEHHbIX
C MOMOLLbIO HOBbIX METO0B cenekumm (BKIto-
yas pegakTupoBaHue reHoma), Hosas 3enaH-
NS cTana ofHOW M3 MepBbiX CTPaH, 3aKOHO-
[aTeNbHO 3aKPenuBLUMX MOAXOA, OTAUYHBINA
0T aBCTpanuitckoro. [lonpaBkKM MNpoOBOAAT
yeTkoe pasznuune: pacTeHus, BblBeAEHHble
C MCMONb30BAHMEM «CTapbIX» METOJ0B Cefek-
umy  (BkAYasg TPaAMUMOHHBIA MyTareHes),
He oTHocatcs Kk MO. OpHako Bce pacTe-
HW4, CO34aHHble C MOMOLLbIO HOBbIX METOAOB
cenekumu, faxe Te, KOTOpble He colepxar
yyxxepoaHor JHK (Hanpwumep, npoayKThbl
caiiT-HanpaBfAeHHOro MyTareHesa 6e3 Beefe-
HWG TpaHcreHa), No-npexHemy noanafatoT
noa aenctane pexuma TMO 1 TpebytoT nos-
HOW OLEHKM pUCKa CO CTOPOHbI YNpaBaeHus
MO OXpaHe OKpy>KatoLlen cpespbl.

AHanM3 AMHAMMKKM MOCEBHbIX Maouanen
BUOTEXHONOTUYECKMX KYNLTYP 3a NMocneaHune
NBaauaTh NeT CBUAETENbCTBYET O BbICOKOM
cnpoce Ha HoBble BUOTEXHOMOMMN B pacTeHWe-
BOACTBe. XOTS OTUETHbIE laHHblE HEe BCEraa OT-
paarT abcooTHbIe nokasaTenn Npow3BoA-
CTBa, CNpOC GepMepoB Ha MHHOBALMOHHbIE
WHCTPYMEHTbI, MO3BOAsIOULME peLlaTb LWKpo-
KWiA CNekTp 3aday B chepe npuMeHeHns bro-
TEXHO/IOTNIA, OCTAETCS HEU3MEHHO BbICOKMM.

B pononHeHwe K TpaAMUMOHHBIM reHe-
TMYECKM  MOAMOUUMPOBAHHBIM  KyJbTypam
MCMOMb30BaHME TEXHONOMMIA peaakTMpoBa-
HWg reHoma (HOBbIX METOAOB Cenekummn) oT-
KPbIBAET BO3MOXHOCTW A5 CO34aHMSI COPTOB
C 0cobbIMU  XapaKTepucTukamu, aaantupo-
BaHHbIMW K MHAMBWAYAbHbIM NOTPEBHOCTAM
npoussoauTenen.  KawuesbiM — npeumyLle-
CTBOM 3TWX METOAOB ABASETCH COKpalleHune
BPEMEHW pa3paboTKy MO CpaBHEHWIO C Tpa-
OVUWOHHOW cenekumen wam TPaHCTeHEe30M.

Risks and Opportunities for Food Security

B 3TOM CBA3M XapaKTep peryanpoBaHus MMeeT
pellatollee 3HauyeHune: cosnaHne npenckasye-
MOV perynatopukm, CnocobCcTBYIOLLEN BbIXOLY
Ha PbIHOK pe3ybTaToOB HOBbIX METOAOB Cenek-
LMK, MOXET ellle 6O/blie COKPaTUTb BpEMEH-
HOVI pa3pbiB Mex/y HayuHbIMK pa3paboTkamu
1 NPaKTUYeCKVM BHeAPEHNEM TOFO AN UHOTO
copTa B CeNbCKOXO34MCTBEHHOE MPOM3BOACTBO.

BbiBOAbI

OnbIT 3apybeXHbIX CTPaH B peryMpoBaHun
06pallleHns reHeTuYeckn MOANGULMPOBAH-
HbIX KYNbTYP B KOHTEKCTE MPOAOBO/NbCTBEH-
HOW 6€30MacHOCTM AEMOHCTPUPYET BbICOKYHO
cTeneHb anddeperHumaummn noaxoaos. Cylle-
CTBEHHbIE Pa3inuna HabaaaTCa He TOMb-
KO Ha rnobanbHOM YypOBHE, HO U B Mpeaenax
OTAENbHbIX KOHTUHEHTOB M reorpapuyeckmx
PETMOHOB, O YeM Harg44HO CBUAETENbCTBY-
eT pasHoobpasne mMoaenei peryavpoBaHus
B a3MaTCKMX CTpaHax.

AHaNN3 HaUMOHA/IbHbIX OPUCANKLNIA MO-
3BOMINET HAM BbISIBUTb [AOMOJHUTENbHbIE KPU-
Tepun anddeperHumaumn. B pase ctpaH top-
FOBNS  TEHETUYECKM MOANDULMPOBAHHBIMU
NpoAyKTaAMW PEryanpyeTcs OTAENbHbIMU HOP-
MaTUBHbIMW akTaMu v MOANAAAET MOJ HPUC-
AVKUMKO  CNeunann3vpoBaHHbIX — OPraHos,
OT/IMYHBIX OT TeX, KOTOpble OCYLLEeCTBASIOT
Ha/[30p 3a BbipalMBaHMem. B HekoTopbix
rocyaapcrTBax YycTaHoBfeHbl  AnddepeHumn-
pOBaHHble Mpasuia, paspewatrouime npoms-
BOLACTBO TEHETMYECKM MOANPULMPOBAHHbBIX
CEMSAH UCKMOUMTENbHO A8 3KCnopTa W 3a-
npeliatouine BbipawMBaHne BHyTPW CTpPaHbl.
[prMeyaTesbHO, YTO OTAENbHbIE TOCYAapCTBa,
cnenys 3TOW MOAENW, paspelarT UMNopT
No6OYHbIX NMPOAYKTOB reHEeTUUYECKM MOANDU-
UMPOBAHHbIX KYNbTYp A8 WCNO/Mb30BaHNS
B MULLEBbLIX LENsxX 1 AN Npon3BOACTBA KOpMa
LN KUBOTHBbIX.
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0630p MpakTUKN BEAyLIMX HOPUCANKLNI
B 061aCTU BbIpalLMBAHUS U 3KCTIOPTA TEHeTH-
Yeckn MOANPUUMPOBAHHBIX KyabTyp MO3BO-
NgeT NpeAnoNoXmnTb, YTO UX YCNEX BO MHOTOM
06YyCNOBAEH Haauuvem Npo3payHoOi W npes-
CKasyemon HOpMaTMBHOW MpPaBOBOM 6a3bl.
[Moaxon, OpUEHTUPOBAHHBIN Ha MPOAYKT, Hau-
6onee CnocobCcTByeT KOMMEpLIMann3aLmm,
HO HEeKOTOpble WCCAefoBaTeNn OCnapuBatoT
3TO yTBEPXAEHMWE, yKa3biBas Ha yCnellHble
NpUMEpPbI CUCTEM, OPUEHTUPOBAHHbBIX Ha MPO-
uecc (Ishii, Araki, 2017).

[lokazaTteneH onblT JIaTUHCKON AMepuKK.
ApreHTunHa, bpasunng, Yunum, Kocta-Puka,
foHaypac, Mekcunka 1 Ypyrsai 6biam ogHUMM
13 NePBbIX CTPaH pernmoHa, KoTopble BblAann
paspelleHns Ha KOMMEpYecKoe BblpallBa-
HVe reHeTnyeckm MoAMGULMPOBAHHbIX Ky/b-
Typ. BbisBNeHHas TeHAeHUMS LEMOHCTpYpYyeT
NpSAMYI0 B3aMMOCBS3b MEXAy /WAEePCTBOM
B MPOW3BOACTBE OWMOTEXHONOMUIA W CMOCO6-
HOCTbIO rOCyAapcTBa GbICTPO aAanTUpPOBaTh
HalVOHaNbHOe 3aKOHOAATENbCTBO B 06aCTH
6rnobesonacHoCT ANA BHEAPEHUsS WHHOBa-
LVMOHHbBIX NPOAYKTOB AN NOAAEPXKM OTeye-
CTBEHHOIO CE/IbCKOrO X035MCTBA.

Ha Tekyliem 3Tane npexeBpemMeHHO roBo-
PUTb 0 pa3paboTKe COrNACOBAHHbIX MOAXOA0B
K ONpefeneHnto ctatyca opraHn3mMoB, MOAM-
GUUMPOBAHHBIX C MCMONb30BAHMEM METOA0B
pekombuHaHTHoW IHK. Moa rapmoHmusaumei
B lAHHOM KOHTEKCTe MOHMMAETCS NpoLiecc Le-
NleHanpaBneHHoro coNmxeHns (yHnodmkaumm)
HaLMOHANbHOrO 3aKoHOAaTeNbCTBa W CTaH-
naptos. [epBble Wwarn Ha NyT! K rapMOHWM3a-
UMK HabMoAAKoTCS Cpean rocyaapcTs, KOTO-
pble y>Ke BHeLpUAu NpoLeaypbl yTBEPXKAEHNS
NPOAYKTOB C WM3MEHEHHbIM FeHomom. B no-
NaBasiolleM  GONbWWHCTBE  TakWMX  HOpUC
LOVKUMIA NPOAYKTbI, CO3[aHHbIE C WMCMONb30-
BaHWeEM METOLOB PefaKTMpOBaHWS reHOB
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(B 3aBMCMMOCTM OT TWMa BHOCMMbIX MOAW-
dukaumin), He knaccuduumpytotcs kak MO
M paccmaTpmBaloTCs Kak OpraHW3mbl, Mosy-
UeHHble C MOMOLLLbIO TPaANLIMOHHbIX METOL0B
cenekummn. OaHaKO eMHOro MHEHWs OTHOCK-
Te/bHO KOHKPETHbIX TEXHONOMMIA NMo-NpexHe-
My HeT. ABCTpanus U ANOHUS NpUAEPXKMBAOT-
€Sl KOHCepBaTMBHOrO NOAXOAA, YCTaHaBAMBAS,
UTO OpraHM3mbl, MOAMOUUMPOBAHHbIE C UC
nonb30oBaHMeM MeToaa CalT-HanpaBAeHHO-
ro myTareHesa SDN-2 (koTopblii MCnONb3yeT
WabaoH ANS BHECEHUS LeneHanpaBAeHHbIX
M3MEHEHWIA), MoANexaT peryinpoBaHuio B Ka-
vectBe [MO. Takne pacxoxXAeHVs B OCHOBHbIX
KpUTEPUSX OTHEeceHus opraHuamos k MO
MOTYT CyLLECTBEHHO 3aTpyAHUTb AabHeNW e
YCUANS MO MeXAyHApPOAHOV rapMOHMU3aL M.
Korna B page rocyaapcts 6bian paspabo-
TaHbl MepBble 3aKoHbl 0 6106E30MaCHOCTH,
HayuHble JaHHble OblAY  OrpaHNUYEHHBIMMY,
a nHdopmaumsg o MNoTeHUMAbHOM BO3Aei-
CTBMM HOBbIX CENbCKOXO3MCTBEHHBIX Ky/b-
TYp Ha OKpy>Kalollyto cpesy, bropasHoobpa-
31e W 3[0POBbe MI0AEA M KUBOTHbIX Oblna
dparmeHTapHol. SMnupuyeckre  AaHHble,
HaKkoMAeHHble 32 25 NeT MNONAEeBbIX WCMblTa-
HU, KOMMEPYECKOro BblpalMBaHUS U MeEX-
[lyHapoJaHOW TOProBAW reHeTu4eckn Moaun-
OUUMPOBAHHBIMK  KyAbTYpamu, GopmMupytot
Ha/leXKHY0 OCHOBY /1151 COBEPLUEHCTBOBAHMS
HalUMOHANbHbIX CUCTEM PErynpoOBaHUS.
LaHHbIV TE3NC HAXOAMT NPAMOE NOATBEPXK-
AeHve B 061aCTh peryanpoBaHns AesTenbHo-
CTV OpraHW3MOB C W3MEHEHHbIMW TFeHaMMU:
IOPUCAMKLNN C BONee pasBUTLIMU U TMOKUMMI
MexaHVW3MaMmn perynmpoBaHus [eMOHCTpU-
PYIOT BOMbLLIYIO FOTOBHOCTb MPUMEHSATH ANd-
depeHUMpOBaHHbIN NOAX0A K MpPOAyKTam
HOBbIX METOAOB cenekumu. B rocyaapcrsax,
rae dopmanbHoe perynvpoBaHue OTCYTCTBY-
eT WAM HaxoAWTCd B 3a4aTOYHOM COCTOS-
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HWW, WHCTPYMEHTbl MSIKOro npasa, Takue
KaKk MofuTUYeckue 3afBaeHus, Aeknapa-
UMK, MEMOPAHAYMbl U DYKOBOASILLME MPUH-
UMbl NpodeccMoHaabHoOro  coobllecTsa,
UrparT KOYEBYID POb B PErYIMPOBAHUN
OTHOLLUEHWNNA.

ApreHTuHa, KaHaga u ABCTpanns moaep-
HMU3MPOBaAM CBOK MPaBOMPUMEHUTENbHYIO
NpaKkTuKy, BHEAPMB HayuyHO OBOCHOBaHHbIE
Y OCHOB@HHble Ha OLEHKe PWCKOB MOAXOLbl
K OLLEHKEe NMPOAYKTOB C U3MEHEHHbIM FEHOMOM.
KntoueBbIM 3N1EMEHTOM 34eCh SBASETCH UHAW-
BMAYaA/bHbIA MPUHLMA, KOTOPbLIA nNo3BONsET
PETYAVPYIOLMM OpraHam NposBASTb TMOKOCTb
1 He oTHocKTb K TMO KynbTypbl, reHeTuyeckme
MOAMOMKALMM KOTOPbIX He CBSI3aHbl C BHe-
npeHnem uyxepogHon AHK. Takonm noaxon,
No3BOASET M36exXaTb MOCTOAHHOMO BHECEHUS
M3MEHEHW B peNeBaHTHOE 3aKOHOAATeNbCTBO
¥ CNoCOBCTBYET rapMOHU3ALMU HOPMATMBHbIX
aKTOB Ha MEX/lyHapOAHOM YPOBHE.

Risks and Opportunities for Food Security

B 6Go/bluMHCTBE CTpaH aeicTsyloT  60-
Nee cTporve u GopmMann3oBaHHble NpaBuAa,
B COOTBETCTBUM C KOTOPbIMU 110601 OpraHnam
C V3MEHEHHbIM TEHOMOM aBTOMATMYECKMN CYUM-
Taetca TMO 1 noanexunT obsg3aTensHon nep-
BMYHOW OLLEHKE Ha 3TON OCHOBE. TaKoW NOAXOA,
OTpaxkaeT MPUBEPXKEHHOCTb OBLIECTBA MPUH-
uMny npeaoCcTOPOXHOCTW, KOTOPbIA Hanpas-
JIleH Ha TulatenbHoe YynpaBieHve puckamm
1 3alMUTY 340POBbS tOAEN, KMUBOTHbIX 1 OKPY-
Xatollei cpefbl, YTo sBAseTCS abCoTHON
06LLIECTBEHHON LEHHOCTbIO. XOTA onaceHus
no nosogy MO TpebyloT HayuHOW OLEHKMU,
npeobnafaHne upesMepHbiX OrpaHUUYUTENb-
HbIX MEeXaHW3MOB MPUBOAMUT K HEraTMBHbLIM
NOCNeACTBUIM, MNPENSTCTBYOWMM  MeXAyHa-
POMHOW TOproBae u BHeAPEHWI0 MHHOBALM,
KOTOpbIE MOTIN Bbl MPUHECTM MOMb3Y KaK pas-
BUTbHIM, TaK V1 pa3BMBatOLLMMCS CTPaHaM.
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MHTEHI’IEKTyaIIbH bl€ npaBa

Ha pe3y/bTaTbl TEHETUYECKUX VICCIle,D,OBaHVIﬁ,
no/s1ly4ye€HHbIE€ C UCNO/Ib30BAHUEM 6uonornueckoro
mMaTepuasia YeioBeKa

JAnana 0. OcmaHoBa ™
Yuusepcutet umenn O.E. KytaduHa (MI'HOA), Mocksa, Poccunitickas @enepaums

AHHOTauuma

Passutue 6I/IOT€>(HO}'IOI'I/II7| 3aCTaABAET MHAYE paCCMaTPVBaTb KN1aCCMYECKNE NMPABOBLIE
NHCTUTYTbl N ABNEHNA. K YnCy TaKOBbIX MOXHO OTHECTU OCO6€HHOCTVI FeHeTnYeCcKmnx
I/ICC/'IELI,OBaHl/IVI C MNCnosib3oBaHNemM 6I/IOI'IO]'VI'~4€CI<OI'O mMatepuana YenoBeka, KOTopble
NprBOAAT K CO34AHNIO OXPaHAEMBIX DPE3Y/NbTaTOB l/IHTe}'II'IEKTyafIbHOV[ NEeATE/IbHOCTWN.
HpaBOI’IpMMEHMTeﬂbHaH NpaKkTnKa AEMOHCTPUPYET, YTO UHTEPECHI NNLL, yen 6I/IOﬂOI'l/I—
yeckum matepuaa NCrob3yeTcs, OCTAKTCA HE3AWNUWEHHbIMN. 310 BbIIAANT HE BMNOJ-
HE CnpaBeanBo, OCO6€HHO BTEX CyYadx, Koraa 6I/IOI'IOI'VIL«IeCKI/Il7I martepuan yHmKaneH
M TO/TbKO €ro Haanyne CI'IOCO6CTBOBa/'IO CO3AHNIO OXPaHAEMOTIO pE3y/brata NHTENTEK-
Tya/’leOI;I NEeATE/IbHOCTWN. B ,£I,aHH017I CTaTb€ BbICKA3bIBAETCA NAEA O AOMYCTUMOCTN Ha-
AeneHng O6ﬂa£|,aT€fI€I7I 6I/[OJ'IOI'I/I'~4€CKOI'O matepunasia OTAE/IbHbIMN MHTENIEKTYa/IbHbIMA
npaBamu. He Npn3HaBasa 3a HMMUM NpaBa aBTOPCTBa, HEO6XO,[],I/IMO YUYNTbIBATb NX MHOW
JINYHbBIN BK/1a[ BTEX CUTYaUMAX, KOTAd UMEHHO NX 6VIOJ'IOFI/M€CI<I/II7I matepuaa no3Boana
CcOo34aTb OXpaHFIeMb[VI pe3synbrat I/IHTe}'IJ'IEI<Tya}'IbHOl7I NeqaTe/IbHOCTN. B MNEPBYIO OYEPELDb
3TO KaCaeTcd HaAeNEHNA TAKNX TNL, UMYLLLECTBEHHBIMUW MpaBamMu, O6ECI'I6HI/[BafOLLLI/IMI/l
BO3MOXHOCTb MOYyUYUTb KOMNEHCAUWIO NI YaCTb A0XOA4a OT MCMONb30BaHNA N peEa-
N3aumnn NCKIKYUTEIbHBIX MpaB Ha CO3£I,aHHbII7I C NCNONIb30BaHNEM 6I/IOI'IOI'VIL«IECKOI'O
martepuana pesynbrar VIHTeJ'II'IEI(TyaﬂbHOI7I LedaTe/IbHOCTN. Pa60Ta BbICTPOEHA KaK Mo-
CefoBaTe/IbHbIE OTBETHI Ha K/TKOYEBbLIE BOMPOChI: MpaBoBas npmnpoaa 6VIOJ'IOFI/M€CI<OI'O
matepunasa; NpaBoBOE€ OCHOBAHWME A/14 UCMO/b30BaAHNA 6]/IOJ'IOI'I/IL{€CKOI'O martepuana;
A0NYyCTUMOCTb BO3HUKHOBEHWA MHTENIIEKTYA/IbHBIX MPAaB Ha COBLLaHHbIVI CMNOMOLLbHO TA-
KOro matepwasa pesynbrat l/IHTe}'II'IEKTyafIbHOVI AEATE/IBHOCTN; BO3MOXXHbIE MPABOBbIE
CI'IOCO6bI 3alLMNTbl NHTEPECOB o6na,uaTen9| 6VIO)'IOI'I/I'«I€CKO['O marepuana. HD@JJ'IO)KEH
INGOEPEHLMPOBAHHbBIA MOAX0 KaK AN9 CNYyYaeB, KOraa BroNornyeckuii matepman
HE ABNAETCA YHNKA/IbHbIM N UCNOIb3YETCA NCK/TFIOUYNTE/IbHO KaK CpEACTBO A1 NPOBEAE-
HUA HAYYHbIX l/ICCﬂe,EI,OBaHVIVI) TaK 1 AN4a 7EX CNy4Yaes, Koraa 6I/IOI'IOI'VI'~4€CI<I/[I7I marepuan
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MO3BONW/ CO3AaTb OXPAHAEMbI Pe3ynbTaT UHTENNEKTYanbHON AeaTenbHocTh. [Ans ciy-
uaeB WMCMONb30BaHWS YHUKAAbHOTO BMONOTMUYECKOr0 MaTepuana BaxHo NpeaycmoT-
PETb 3aLLUMTY UMYLLECTBEHHbIX NPaB 0baaaaTens 61oor1ieckoro matepuana.
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Intellectual Property Rights to the Results of Genetic
Research Involving Human Biological Material

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

Abstract

Advances in biotechnology challenge the adequacy of classical legal institutions as
applied, e.g., to genetic research involving human biological material. Such studies
frequently lead to the creation of protectable intellectual property; however, exist-
ing legal frameworks fail to safeguard the interests of individuals who provide their
biological material. This problem is particularly relevant in cases where the biolog-
ical material is unique and its specific properties contributed to the created intel-
lectual property. The author argues the feasibility of granting specific intellectual
property rights to providers of biological material. Although such individuals should
not be granted authorship status, their contribution warrants legal acknowledge-
ment in situations where their biological material plays a decisive role in the creation
of protectable intellectual property. This primarily concerns property rights that as-
sume the possibility to receive compensation or a portion of the income from the use
and exercise of exclusive rights to the intellectual property created with and/or
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using the biological material. The work is structured as a sequential analysis of fun-
damental questions: the legal nature of biological material, the legal basis for its use,
the admissibility of intellectual property rights in respect of objects created using
such material, and legal mechanisms for safeguarding the interests of the owner
of the biological material. A differentiated approach is proposed for cases where
the biological material lacks unique characteristics and is used solely as a means
for scientific research, and cases where the biological material possesses characte-
ristics that enable the creation of protectable intellectual property. In the latter situ-
ation, particular attention should be paid to ensuring adequate protection of the pro-
perty rights of the owner of the biological material.

Keywords: biological material, genetic material, geneticresearch, intellectual property rights, exclusive
rights, compensation, damages
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BeepeHune

VAMoCTpypylowWmMm NpuMepoM a8 Hanu-
caHug HacTosulein paboTbl aBngetcs cyaeb-
HO€e [eNo, paCCMOTpPEHHOE BerOBHbIM Cy-

KWUAN, YTO KPOBb NalMeHTa n3-3a peakon ¢op-
Mbl IeKEMUI IBNSETCS LLEHHBIM UCTOYHUKOM
N9 CO34aHNa KNETOYHOW AnHum?. [loKTop,

nom Kanupoprum 8 1990 1., Moore v. Regents
of the University of California’.

@abyna gena 3akiouanach B ToMm, YTo J0k-
Top lonse B xo4e MpOBeAeHUs KomMiekca
MeANLMHCKMX MeponpuaTuii (B Tom uuncie
yaaneHus cenesenku) [xoHy Mypy obHapy-

3/10yNOTPEOUB JOBEPUEM MALWEHTA, FOAAMM
peKoMeH10Ban emy CaBaTb KpOBb 63 Meau-
UMHCKOM HeobxoammocTu. B pesynsrate no-
NYUYEHHBI OT MauueHTa matepuan 6bi1 Kom-
MepLMaAN30BaH; B 06LLEN CNOXKHOCTU AOKTOP
CMOT MOAYYMTb 3a CYET ero UCMo/b30BaHMs

TCm.: Moore v. Regents of University of California (1990). Available at: https://lawjustia.com/cases/california/su-

preme-court/3d/51/120.html

2|_|OFI)/}'IFILI,I/II/I KNETOKOAHOroTnnacBOCNpoOn3BOANMBIM KNETOYHBIM COCTABOM; NHBIMU CIOBAMU, KNETOYHASA
NNHNG — 3TO BOCI'IDOVBBOLI,I/]MbIVI 6l/lOMaT€pl/laJ'|, KOTOprl;l MOXET ObITb MCMONb30BAH ANa pa3inYHbIX
uenen, —Han pUMep, Kak 6naronpvaHaq cpefa angd «BblpallBaHUA» pas3IMUHbIX BUPYCOB A4 CO34aHNA
BaKLMHbI, KaK HEO6XOLI,MMO€ «Cblpb€» /154 BblpaALLMBaAHNA OPraHoOB Nan TKaHen n np.
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MHTeﬂﬂeI(Tyaanble npaBa Ha pe3ynbTaTbl FEHETUYECKUX nccneaoBaHui,
nony4YeHHbIe C UCNOJ/Ib30BaAHNEM 6uonornueckoro maTtepuanayenoBeka

nopsaka 450 Tbic. 40AN., @ «AoHOp» (. Myp)
He nonyunn Huuero. OBHAPYXUB YKaszaHHble
obcTosTenscTea, [. Myp obpatuica B cya
c TpeboBaHMeEM O 3allnTe HAPYLIEHHbIX MPaB.
Cpeav npounx BOMPOCOB B pamkax yKa3aH-
HOro crnopa paccMaTpuBancs acnekT, CBA3aH-
HbI C NpaBOBbIMW MOCNEACTBMAMK Henpe-
[LOCTaBNEHNS MOMHOW MHOPMALMK O Leun
Mcnonb3oBaHMs  Buomatepuana  uenoseka
M ydyeTa BOAW NOCNeAHEero AN nocnenytolle-
ro MCNoNb30BaHMs Takoro matepmana. 1. Myp
He CMOT BbIMIpaTh CNOP, @ ero KAETOUHYIO /n-
HUIO MOXHO CBOBOAHO NPUOBPECTU 1 B HACTO-
qllee Bpems, XOTa NaumneHT OT 3TOro HUKaKmx
LleHEXHbIX MOCTYNAEHWA He nonyyaeT.

B uenom aHanuM3 oTeyecTBEHHOW M 3apy-
6exXHOM NpakTUKW AEMOHCTPUPYET OTCyT-
CTBME MONOXWTENbHbIX MPYMEPOB  3aLUMThI
MHTEPECOB YYaCTHMKOB WMCCNeA0BaHUS, Na-
UMEHTOB W MHbIX UL, NPefoCTaBAsOWLMNX
Guonornuecknii- Matepuasn, B TeX Cayyasx,
KOrga TakoW maTtepuan ycnewHo WCNonb3y-
eTcs ANS CO34aHUs pe3ynbTaToB UHTEeNNeKTY-
aNbHOW IeATeNbHOCTN B Chepe reHeTnyeckmnx
TEXHONOTUN.

OTOT NpUMEp MNOAHMMAET PS4 K/HYEBbIX
BOMPOCOB, O KOTOPbIX MAET peyb B AaHHOW
cTaTbe:

1) NpaBOBO PEXMUM BUONOTNUECKOTO MaTe-
pvana YenoBeka;

2) NpaBOBOe OCHOBaHME WCMOAb30Ba-
HUs B1ONIOrMYecKoro Matepuana uenoeka
LNS NPOBEAEHWS HayUHbIX WCCNef0BaHMN,
a TakXe CO3JaHNs OXpaHsiemMblX pe3ybTaToB
MHTENNeKTyanbHOW AesTeNbHOCTW B cdepe re-
HeTUYECKNX TEXHONOTUIA;

3) KTO sBNSeTCs NpaBoobaanatenem vHTes-
NeKTyaNibHbIX MpaB Ha CO3[aHHble OXpaHse-
Mble pe3ynbTaTbl MHTENNEKTYaNbHON AeaTeNb-
HOCTW C WCMOAb30BaHMEM 6MOOrMYECKOro
matepuana yenoBeka;

4) cnocobbl 3aliMThl 1 OXpaHbl NpaB GU3N-
UECKOro MU, Yeit BUuonorniecknini matepran
NpUMeHseTCs AN CO3AaHNSA OXPaHAEMBIX pe-
3yNbTATOB UHTENNEKTYaNbHON AesTeNbHOCTY
B chepe reHeTUYeCKMX TEXHOMOT U,

MpaBoBoii pexxum 6ronornueckoro
MmaTepuana yenoseka

buonornyecknin marepuan — wWmpokoe no-
HsATWeE, NO-pa3HOMY packpbiBaemoe B paziny-
HbIX MCTOYHMKAX.

Ha ypoBHe MeXayHapoHbIX akTOB ero co-
flep)kaHue nouTu He packpbiBaeTcs. Hanpu-
mep, PekomeHpauns Rec(2006)4 KomuteTa
MWHNCTPOB rocyaapcTBam-yaeHam o6 muccae-
JOBaHNAX BMONOrMYECKMX MaTepuanos ue-
JIOBEYECKOro npoucxoxaeHns (nanee — Pe-
KoMeHaauus)® 3akpenngeT 6a3oBble Npasuaa
NCNOMb30BaHUA BUONOMMUECKOro maTtepuana
yenoBeKa, HO He onpefenseT coaepxaHue
NIAHHOTO MOHATUS. B CT. 2 BbllleyKka3aHHOro
aKTa yTouHseTcs, uto PekomeHaaums pacnpo-
CTpaHsaeTcs Ha WWPOKMA CnekTp MuccaenoBa-
HWIA B 061aCTW 34paBOOXPAHEHMA, BK/OUas
NCNO/b30BaHWe BUONOTUUECKUX MaTEPUANoB
Yes0BeYeCkoro MpoOUCXOX/AEHUs, KOTopble
M3bIMAIOTCA KaK AN9 UCCAenoBaTeNbCkux, Tak
W ANA MHBIX Leneid, n oTmeuaeTcs, uto Peko-
MeH/aUMa He NPUMEHSeTCa K TKaHam nnoaa
1 aMbpuroHa. B cT. 3 fokymeHTa npeanoxeHa
Knaccuukaumg  BUONOTUYECKUX — MaTepua-

* Cosem Eeponbl. Komumem Mutucmpos. PekomeHoauug Rec(2006)4 Komumema MuHUcmpog 20cy0apcmeam-ureHam
06 UCCAe00BAHUSX BLUOAORUUECKUX MANepUar08 Heaoseueckoeo NpoUucxoxderus (npuHama Komumenmom MuHucmpos
15 Mapma 2006 2. Ha 958-M 3dceddHUU NOCMOTHHbIX npedcmasumeneii MUHIUCMpog). Pexxum gocTyna: https://rm.coe.

int/recc2006-4-biobanks-ru/168066caaa
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JIOB Ha MAeHTUdOMUMpYyemble (TO ecTb Takune
6uonorMyeckme  matepuansl, KoTopble OT-
[e/bHO MAN B COYETaHMM C acCoUMMpOBaH-
HbIMW AAHHbIMM MO3BONSIOT aCCOUMMPOBATHL
COOTBETCTBYIOLLMX UL, MO0 Hanpsmyto, 1160
C UCMOAb30BaHMEM KoAa) M HemaeHTUdUuUK-
pyemble, MAN aHOHWMHblE (KOTOpble OTAe/b-
HO MAX B COYETaHMM C acCOLMMPOBAHHbLIMM
NaHHbIMK He MO3BONFIOT MAEHTUOUUMPOBATD
cooTBeTCTBYOWMX nL). K uncny npuHUmMnoB
paboTbl C BUONOrMYEeCKUMK  MaTepranamm
PekomeHaaumMs OTHOCWUT BaXXHOCTb COOTHO-
WeHUd NoTeHUMabHbIX PWCKOB U MOMb3bl
OT WCMOMb30BaHMA BMONOTMYECKOTO  MaTe-
pvana; HeaonyCcTMMOCTb AUCKPUMUHALMY;
3anpeT Ha u3BneYeHne GUHaAHCOBON BbIFOAbI;
NpUOPUTET 3alUMTbl AaHHbBIX O NuLe, Npeao-
CTaBMBLIEM BUONOTUYECKNIA MaTepUan.
HekoTopble WMCTOYHMKM TakxXe ycTaHaBau-
BaloT 6a30Bble Npapuia UCMOb30BaHNA GUO-
JIOTMYECKOro martepmana, BaKHOCTb 3alWThbl
reHoma 4yesnoBeKka, HeAoMmyCTUMOCTb U3B/eYe-
HUS GUHAHCOBOW BbITOAbI 32 CYET UCMO/b30-
BaHMa Buonoruueckoro matepvana. K uucny
TakOBbIX MOXHO OTHEeCTW Bceobulyio aekna-
paumto OOH o reHome uyenoBeka v npaBax
uenoseka 1997 r.*, KoHBeHL M0 O 3aluTe Npas
1 OCTOVMHCTBA Ye/0BEKA B CBA3M C MpUMeHe-
HUEM AOCTUXEHWA BMONOTUM U MEAWNLMHDI:
KoHBeHLMS 0 npaBax uesoseka v GUomean-

umnHe (Osbeno) 1997 r° (ganee — KoHBeHUMS
0 3aWuTe MpaB W AOCTOMHCTBA 4YenoBeka),
MexayHapoaHyto aeknapaunto  KOHECKO
0 reHeTMYecknx AaHHbix yenoseka 2003 r.f

Ha ypoBHe HalUMOHaNbHOMO peryanpo-
BaHMA O0BHAPYXMBAOTCH HECKOMbKO aKTOB,
npefnaralWmnx coaepxaHve AaHHOrO Tep-
MUWHa. Tak, cornacHo n. 9 cT. 2 ®eaepanbHOro
3akoHa OT 23.06.2016 Ne 180-P3 «O 6uome-
ONUMHCKUX KNETOUHBIX MPOAYKTax» GUOAoru-
UeCcKnii MaTepman — 310 BUOAOTUYECKNE KNA-
KOCTW, TKQHW, KNETKWU, CeKPETbl U MPOAYKTbI
XKU3HeaeaTeNbHOCTU YenoBeka, Gu3NoN0rn-
yeckue ¥ natonormyeckne BblAENEHUS, Ma3-
KW, COCKOObI, CMbIBbI, BUONCUIHbIA MaTepuan’.
Bn.2cT.1®enepanbHoro3akoHa ot 0312.2008
No 242-D3 «O rocyaapCcTBEHHO reHOMHO pe-
rmcTpaumn B Poccuiickoin Pepepaummn» (aa-
Nee — 3akoH O rOCYAapCTBEHHON reHOMHOM
perncTpaunmn)® ykasaHo, 4to 61onoruyeckuit
maTepuan — 3To coaepXKalle reHOMHYI MH-
dopmaumto TKaHW W BblAeNeHUs denoseka
N Tena (0OCTaHKOB) yMepLUIEro YenoBeka.

C yyeToM NpeanoXeHHbIX TEPMUHOB
N NOAXOAOB, CHOPMMPOBAHHBIX Ha YpOBHE
Pa3/NYHbIX aKTOB, AOMYCTUMO ONpeaenunThb,
UTO BUONOTUUECK WA MaTEPUAN YENOBEKA — 3TO
nobble NPOAYKTbl €ro XU3HeaeaTeNbHOCTH,
Kak cogepxauise, Tak U He coaepxaliune re-
HOMHYt0 MHOPMaUMto. BaxHO noavepKHYyTb,

4 O0H. (1997, Hoa6pb 11). Beeobuiag dexrapauus o 2eHome HeAoseKd U Npasax teogekd. Pexxim AoCTyna: https://www.
un.org/ru/documents/decl_conv/declarations/human_genome.shtml

° KoHeeHyuq o 3aujume npag u 00CMOUHCHIBA HeAogeKd & 893U C NpumeHeHUueM docmuxeHull Guoaozuy
U MeduyuHbvl: KoHgeHuusa o npasax yeroseka u buomeduyuHe. Osvedo, 4 anperq 1997 2. Pexxum aoctyna:

https://rm.coe.int/09000016808b1c31

¢ MexxdyHapodHas dexadpaius o 2eHemuyeckux daHHbIX YeAoseka. MpuHsTa pesosioLmei feHepaabHOM KOHbepeHLN
tOHECKO no aoknaay Kommccun Il Ha 20-m nneHapHOM 3aceaHnn 16 okTabpa 2003 1. Pexum goctyna:
https://www.un.org/ru/documents/decl_conv/declarations/genome_dec.shtml

7 DedepanbHblii 3aKkoH om 23 UtoHa 2016 2. N° 180-D3 «O GuomedUUyUHCKUX KAemouHbIX Npodykimaxs. Pexximnm aocTyna:

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

& DedepanpHpiii 3akoH om 3 dekabpa 2008 2. No 242-P3 «O 20¢ydapcnieeHHol 2eHOMHOI pezucmpauuu 8 Poccutickot
Dedepauuu». Pexxum aoctyna: https://base garant ru/12163758/
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YTO yKasaHMe Ha Haanyme reHoOMHoW UHOop-
Mauun AaHo ToAbko B 3akoHe O rocyaap-
CTBEHHOW TEHOMHOW peructpauumn, B KOTO-
pOM MOHATME «BMONOTMYECKUI MaTepuan»
HamepeHHO COKpalleHo AN MCMONb30BaHMS
B COOTBETCTBYIOLLEM HOPMATMBHOM MpaBO-
BOM aKTe. ECIM MCKAUNTL MPUHAANEXHOCTD
TepMMHa K 061aCTU Kakoro-nnbo perynnpo-
BaHM4, TO BUONOTMUYECKMM MaTEPUATOM MOTYT
ObITb PA3NUYHbIE MPOAYKTbI XN3HEAEATENbHO-
CTU. BT0 Xe Bpems Hanmnume B G1O0rMyeckom
maTepuane reHoMHon MHGopmaunu Npeamno-
naraeT MoBbIIEHHbI YPOBEHb €ro 3alluThl
(M maHHBIX O HOCUTENE), a Takxke ocobble npa-
BUNa 0bpalleHns (CocpeoTOUEHHbIE Ha BaX-
HOCTW obecneueHns Haanexallen 3aLiuThl
XpaHsLLENCs B HeM MHbopmaumm).

Mpy Takom MNoAxode K MOHATUI0 6uonorun-
yeckoro maTepuana 4yenoBeka HECOMHEHHOM
SBNSETCS U BO3MOXHOCTb €ro MCMosib30BaHMS
B Pa3/IMUHbIX Lensx, BK4as uccnenoBatesb-
ckue. [oaToMy BaxkHO onpeaenvTb NPaBoBOM
pexum BronorMueckoro marepuana, utobbl
YACHUTb 06BEM MOMHOMOUMIA MO €ro U3bATUIO
1 nocnenytolemy NpuMeHeHnto. Ha 3T1oT cueT
B JOKTPUHE 0B6HAPYKMBAETCA HECKOMbKO K/IH0-
UeBbIX TOYEK 3peHUs, MOAPOBHbIA aHaN3 KOTO-
pbiIX NpeAcTaB/eH B pabote J1.A. HoBocenooi
«PacnopsixxeHune Tesom uyenoBeka: rpaxaaH-
CKo-npaBoBoW acnekT» (Hosocenosa, 2021).
OCHOBHblE MO3ULMM 3aKAKYAOTCS B Creay-
folem: BMONOTNUecKNiA MaTepman uenoseka
1) He MOXeT OblTb 0BGBEKTOM TPaXKAAHCKMX
npaB; 2) SBNSETCS YaCTbIO €ro HemaTepuabHbIX
6nar; 3) MOXET BbiTb BOCTIPUHSAT Kak CamoCcTos-
Te/bHbIA 06bEKT NPABOOTHOLLIEHWI.

C BO3MOXHOCTbIO OTHECEHWs 6uosoruve-
CKOro matepmana K 06bekTam He COrnacHb
Takne astopbl, kak XX.C. Baymosa (baymo-
Ba, 2017), A.l. be3seepxos (be3sepxos, 2002),
3.J1. Bonox (Bonox, 1928, c. 216), 1.C. Kce-
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HodoHTOoBa (KceHodoHTOBa, 2019), H. Kpac-
HoBckuid, A.TN. CepreeB (Ceprees, 2009, c. 376),
r®. Wepweresnd (Lepliereswy, 1995, c. 57-58).

Hecornacve ¢ Takum BocnpuaTuem 6uoma-
TepuMana OCHOBAHO Ha TOM, YTO «MpU3HaHUe
dU3nYeCKMX M HPaABCTBEHHbLIX CWUA YenoBeka
06BbEKTOM MpaBa NPOTMBOPEUNT GUN0CODCKO-
MY MOHATUIO 06 06BEKTE KaK O YEM-TO, HAXO-
AALWEMCS BHE BOCTIPUHMMAIOLLETO CybbekTar
(LWepweHeBwny, 1995, c. 57-58). Beub — 310
npeaMeT MaTepuanbHOrO MUpa, KOTOPbIM
MOXeT 06/1aaTb YENOBEK U KOTOPbIA CAYXUT
YAOBNETBOPEHNIO ero noTpebHocTein ([oHra-
Nno, 2016). AHaNOrMYHOE MHEHME BblCKa3biBa-
et ATl. Ceprees, oTmMeyas, YTo «BellU — 3TO
NlaHHble MPUPOAOW M CO3AaHHbIE Yel0BEKOM
LUEHHOCTV MaTepuasbHOrO MMpa, BbICTyNa-
jole B KayecTBe OGBLEKTOB TpaxAaHCKMX
npae» (Ceprees, 2009, c. 376). B noatBepx-
nexue 3toro astopsl XX.C. baymosa (baymosa,
2017), 3.J1. Bonox (Bonox, 1928, c. 216) v apy-
rMe yKasblBatoT, UTO TeNo YenoBeka He ABAS-
€TC pe3yNbraTtom TpyAa W He MMEEeT 3KOHO-
MWUECKOW LEHHOCTW, Tak Kak obpasyeTca
B pe3y/ibTaTe eCTeCTBEHHOMO BUONOMNUECKOrO
npouecca. B coBokymHOCTWM 3TO MpUBOAWT
K TOMY, UTO BUONOTUYECKWIA MaTepuan, aBns-
ACb YaCTblo Tena 4yenoBeka WAM MPOAYKTOM
€ro Npou3BOACTBA, TAKXKE HE MOXET ObiTh BOC
NPUHAT KaK 06beKT NpaBooTHoLWeEHNA. ObHa-
py>K1BaOTCA 1 6o/ee paanKanbHbe NO3nL MM
Tex, KTO CUMTaeT HeoBXOAMMbIM UCKIUYNTbL
opraHbl YesoBeka (a 3HaumT, 1 bronoruyeckme
matepuanbl) 13 rpaxmaHckoro obopora, Tak
Kak MociefHne He MOryT ObiTb NMpeamMeTom
BO3Me3aHbIX caenok (bessepxos, 2002). Cioaa
e OTHOCATCS U OCTOPOXHbIE BbICKA3bIBAHMS
0 TOM, YTO KOHCTaTauMs BelHoM Npupobl OT-
NleNIeHHbIX OPraHoB M TKaHe YenoBeka MoXxeT
NPUBECTM K HapyLEHMIO NMpUHUMNA Heaomy-
CTMMOCTM KOMMepUManm3aumnm YyenoBeyecko-
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ro Tena W WrpoKoMy BOBEUEHMIO €ro B rpa-
JaHcKkuin 06opoT (KceHodoHToBA, 2019).

AHaNorMyHble aprymeHTbl NpuMBOAAT U 3a-
py6exHble Koeru, 0TcTansatoLLne No3nLUmo
HEAOMNYCTUMOCTM OTHECEH NS BUONOMMUECKOrO
mateprana Kk obbekTam MpaBOOTHOLIEHNIA.
Hanpumep, 1. bepTy otmeyaet, 4yto npusHa-
HMe BUONOrMUYEecKUX MaTepuanoB 06bEKTOM
HEBO3MOXHO BBMAY aMOpaNbHOCTM  KOM-
Mepyecknx OTHOLIEHWA, MpeaMeTOM KOTO-
pbIX OHM MOryT BbiICTynuTh (Berthoud, 1992,
c. 35-49). [I. lWocTtak B Takom BOCAPUATMM
6MONOrNYeckoro  matepuana  ycmatpusa-
eT pUCK 3aMeANeHnst Hay4yHOoro passutus
(Szostak, 2010), a P. Tutmycc onacaeTtcs,
uTO AaHHbI noaxon (buonoruueckuii mate-
puan yenoseka — 06bEKT NPaBOOTHOLIEHW)
NpuBeAeT K 3KCMayaTaumn manoobecneveH-
HOFO HaCENEHNS 1 CHUXKEHUIO 06bema A0HOP-
cta (Titmuss, 2018).

[1pOTMBOMONOXHOM  ABASIETCA  MO3ULMS,
CyTb KOTOPOW B TOM, UTO BUONOTNYECK I MaTe-
pvan yenoseka HEBO3MOXHO BOCMPUHMMATb
B KaueCTBE CaMOCTOATENbHOro obbekTa, Tak
Kak OH OTHOCKTCA K CyObEKTUBHOMY MpaBy ye-
NIOBEKa UAW ero HemaTepuanbHoMy baary. Ha-
npumep, t0.C. ambapoB yKasblBaeT, uTo «TeN0
uenoBeKa BXOAWT B MOHATHE CybbekTa npasa
M TpakTyeTcqa O6bEKTUBHLIM MPaBOM WMEH-
HO B 3TOM CMbicie» (fambapos, 2003, c. 587).
N1.0. KpacaBunkosa, M.H. Manenta, [.C. [loH-
LOB B paAe Ny6aAMKaLWiA OTMeYaloT, YTo TeNo
XKMBOTO YenoBeka (a 3HaumnT, ¥ BCE MPOAYKTbI
ero Xu3HeaesaTesbHOCTN) SBASETCS MpUHaA-
nexauimm  emy  HemaTepuasbHbiM - H6arom
(KpacaBumkoBa, 1994; ManeunHa, 2003; [oH-
uos, 2011). A.B. Maidat n A.b. JlncaueHkos
HacTamBaloT Ha BOCMPUATUM OPraHoB W TKa-
Hel yenoBeka Kak 06bEKTOB MNUHBIX HEUMY-
WeCTBEHHbIX NPaB Aaxe Nocae UX OTAeNeHNS
oTobnaaatens (Mandar, /lncaueHko, 2002).

B npoTuBoBec nepBbIM ABYM MO3WLM-
SM  BbICK@3blBAKOTCA Te, KTO COMalaeTcs
C BO3MOXHOCTbIO BOCMPUSTHS BUONOrMYEeCKo-
ro mMatepuasa uenoBeka B KkayecTBe obbek-
Ta MPaBOOTHOLWEHNI C MOMEHTa OTAe/NeHws
OT GU3NYECKOro Anua. YKasaHHbIi MOAXOL
npeacTaBneH HeCKONbKMMM TOUKaMM 3peHus,
COMMacHO KOTOPbIM OTAENEHHbIA BUoNOTNYe-
CKWUIn maTepuan — 06bluHbIA 06BLEKT (BeLLlb),
ambo  06bekT ¢ AndpepeHLMpoBaHHON
nam ocoboit 060poHOCNOCOBHOCTbIO, 16O
06beKT C ABOMHOV NPaBOBOV NPUPOAOI, N6O
06beKT sui generis.

Hanpumep, M.H. ManenHa (ManeunHa,1997),
H. Mapraukas (Mapraukas, 1980), C.A. Cu-
HUUbIH (CuHMUbIH, 2015, c. 65—66), C.I. Cre-
uerko (Creuerko, 2002) v Apyrue nonarator,
YTO OTAENIEHHble OT Tena XMBOro YenoBeka
opraHbl W TKaHW (a 3HaumuT, U MHOI BroaorK-
Yeckunii matepuman) TepSIoT CBS3b C IMYHOCTbIO
1 MOTYT paccmaTpuBaTbCs Kak Belyn (06bekT
rpaxkgaHckoro npaa). Ha 3To ykasbiBatoT
C.H. MbizpoB 1 B.A. HaropHbiii, noa4epkmBas,
UTO OBELLeCcTBAeHNEe 6KONOTMYECKOro MmaTe-
prana npouCXOANT B MOMEHT U3bATUS U3 Ye-
NoBeYeckoro opraHnsma (Mei3pos, HaropHsin,
2014). C.C. LLeBuyK HMBeAMpPYyeT aprymeHTbl
0 «eCTeCTBEHHOM MPOUCXOXAEHUMN» TaKnX
06beKTOB, OTMeuas, uTo, Hampumep, KpOBb
1 ee KOMMOHEHTbI TOXE MMEIT eCTeCTBEHHOE
NPOVCXOXAEHME, OAHAKO 3TO He MCKaYaeT
BO3MOXHOCTM nnaTHoro jaoHopctea (LLles-
yyK, 2002, c. 23). K 4ncny mHbIX CTOPOHHM-
KOB MOAX0Aa K Buomatepuasny kak o6bekTy
MOXHO oTHecTn A.A. Bbizosa (Bbizos, 2024),
B.A. TpybuHy (Tpybuna, 2020), AE. HayT-
6aeBy-MyxTaposy ([ayt6aesa-MyxTaposa,
2014), A. Cepebpsakoy, M. Bapiowura (Cepe-
6pakosa, BaprownH, 2012), H.B. AnoanHckyo
(AnonuHckas, 2009), H.1O. YepHrycs, A.B. Lu-
xoukoro (MepHyce, Lmxoukwnia, 2019) n apyrmx.
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Llenblo HacTogLLlero uccnefoBaHus He sB-
NAETCA NOTPY>KEHNE B OCOBEHHOCTYH NO3ULINIA,
KacaloulMxcs  BOCMPUATUS  BMONOrMYECKoro
maTepuana B kauyectse 06bekTa MpaBOOTHO-
weHuns, Tem 6osee, Kak NokasaHo Bbllle, Ta-
KMX MCCNeAoBaHU MPOBEAEHO LOCTaTOYHO
MHOr0. HacToduwni pasaen BaxeH 414 yKasa-
HWS TOrO, Y4TO, MO MHEHWIO aBTOpa HacTosLLe-
o MCCNefoBaHMS, BUONOTUUECKNA MaTepuas
uenoBeka HeobXxoaMMO OTHOCUTBL K 06beKTam
rpaXk[aHCKOro MnpaBa, KOTOPbIN C MOMEHTa
OTAENEeHUs MOXET BbITb MCMONb30BAH AN pa3-
JINYHBIX LieNen, Kak nccnefoBateNnbekux, Tak
1 UHbIX. Takoe MCNoNb30BaHME MOXET NMPKBO-
ANTb K CO3[@aHMI0 OXPaHSIEMbIX pe3ynbTaToB
WHTENNeKTyaNbHOW AeSTeNbHOCTW, KOTOpble
BNOCAEACTBUM MOTYT BbiTb KOMMEpLIMAN3N-
POBaHbl. ITO aKTyann3npyeT Ba>kKHOCTb Aa/lb-
HellWero WCcnefoBaHns yyera CBI3M MeX-
4y 6uonoryueckum  mMatepuasom U ero
HoCKTENEM, OCOBEHHO B CUTYaLMM CO3AaHNS
OXPaHsSeMbIX pe3ynbTaToB MHTENNEKTYaNbHON
neatenbHoctu (nanee takxe — PUA) ¢ unc
nosib3oBaHnem B1MOAOTMUECKOro MaTeprana.

ABTOp CTaBMT MOA COMHEHME NpUHUMUN
0  HeaoMmycTUMOCTV  KOMMepuManmnsaumm
BUONOTNUECKMX MaTepuanoB uenoBeka, AB-
NSIOWMXCS YaCTblO ero Tena Uan NpoayKToM
€ro XN3HeLeITeNIbHOCTH, Tak Kak GakTUiecku
3TO yXXe UMeeT MeCTO Ha npakTuke 1 He BCer-
[a AO0MKHO BOCMPUHMMATLCS B HEraTMBHOM
Kntoye. Hanpumep, B 2006 1. Tum LLTanHep
Npofan CBOK KOXY OebrMiCKOMY XyA0XKHN-
Ky Bumy [lenbBya Ans HaHeCeHUs Ha CNUHY
Tuma LWTtanHepa Tatymposku. Tum LLTanHep

BLICTYMMA B KQUecTBE XMBOrO XO/ACTa U Bbif
0653aH C onpefeneHHon NeproanYHOCTbIO
y4acTBOBaTb B BbiCTaBKax. B 3akntoueHHOM
cornalieHnn npefycmMoTpeHbl Takxe nocnea-
CTBMS Ha caydanm cmeptn Tuma LUTanHepa
B 4aCTW, Kacalolencs ero Koxu, Ha KOTopoi
pasmellleH akT TROpYecTBa.

Ha ypoBHe HauWOHabHOIO peryanpoBa-
HMA BO3MOXHOCTb KOMMepLManmusaumm 6uo-
NIOTMYECKNX MaTepranos cieayeTt U3 nonoxe-
HUM cT. 9 PenepanbHOro 3akoHa ot 20.07.2012
Ne 125-P3 «O fOHOpCTBE KpOBM U €e KOMMO-
HeHTOB»’. JlonyckarTcs cayyaw, Koraa caada
KPOBU W/WNN ee KOMMOHEHTOB OCYLLECTBAS-
toTcs 3a nnaty. CornacHo cT. 55 egepanbHoOro
3aKoHa ot 2111.2011 Ne 323-03 «O6 ocHoBax
OXpaHbl 340pOBbS TpaxaaH B Poccuinckomn
Penepaluym»® gonyckaetcs AOHOPCTBO MoO-
JIOBbIX K/JETOK, a TakxXe MpumeHeHue Takon
BCMOMOraTeNbHOM penpoayKTUBHOM TeXHO-
JIorMK, Kak cypporatHoe matepuHCcTBo. [1pu
5TOM KaX/blii 13 AaHHbIX BUAOB MOAOOHbIX
TEXHOMOIMIA NpeanonaraeT NofyyeHve naathl
n/vnn KomneHcaumnm.

Takum 06pasom, Kommepumanizaumns 6uo-
JI0TMYeCKoro MaTepuana yenoBeka AonycTmma
I BO3MOXHA, HO C COBMAEHNEM STUYECKMX
HOpPM W MpaBWAa, NpU OTCYTCTBUMM MPUHYXK-
NeHNs N/MAN MHOTO HEe3aKOHHOro AaBieHus
B OTHOLIEHMM AnLA, NPeAoCTaBAAIoLLEro 61O-
JIOrMYecknin maTepuman, v ToNbko B Npeaenax,
YCTAHOBNEHHbIX 3aKOHOM. VIMyulecTBeHHble
npaBa Takoro snLa B cyyae KommepLanmnsa-
UMM NpefoCTaBAEHHOrO0 UM BUONOTNYECKOrO
maTepuana A0MKHbI BbiTb 3aLLMLLIEHDI.

° MedepanpHbiii 3akoH om 20 ukoAg 2012 2. N° 125-B3 «O doHopcmee Kposu U ee KOMNOHeHmoe». Pexxum 1ocTyna:

https://base.garant.ru/70204234/

19 PedeparbHbiii 3akoH om 21 Hoabps 2011 2. No 323-P3 «Ob6 0cHO8AX 0XpaHbl 300p0sba 2paxdat 8 Poccutickoii Pedepauui.

Pexxum goctyna: https://base.garant.ru/12191967/
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lMpaBoBoe ocHOoBaHue
AN19 UCNoNb30BaHUA 6U0NOrMUEcKoro
martepuanayenoBeKa

OnpenenvBWMCL C MPaBOBOW MNpupoaoWi
6uonornyeckoro matepuana, HeobxXoAMMO
paCKpbITb MPaBOBOE OCHOBAHMWE A5 €ro M3b-
4TS v nocneaytowero mcnonbzoBaHng. Oc
HOBHbIE BbIBOAbI HACTOSLLErO pasjena npej-
JIOXEHbl C Yy4eToM akTOB MexXAyHapoAHOro
npaBa, Ha OCHOBAaHWUW KOTOPLIX BbICTpamBa-
eTCs HalWOoHanbHoe peryampoBaHue. B vact-
HOCTW, CT. 5, 6, 16 KOHBEHUMN O 3aluTe npas
M [OCTOWMHCTBA uYenoBeka' OpUeHTUPYHOT
Ha nonydyeHune MHOGOPMMUPOBAHHOMO A06pO-
BOJILHOTO COMacus ML, vei GroNornueckuii
matepvan wu3bimaetcs. BmewartenscTBo ocy-
LLeCTBASIETCS TOMbKO MOC/Ae TOro, Kak AuLo
[1aCT Ha 3T0 MHGOPMMPOBaHHOE 106POBOb-
Hoe cornacue (nanee — NAC). Ang 310r0 emy
NO/MKHA 6bITb NpefocTaBieHa nosHas u ao-
CTOBepHas nHbopmaums o Lenn 1 xapaktepe
BMellaTeNbCTBa, O €ero MocNeacTBUsAX U pu-
ckax. OtaensHble nonoxeHns MAC kacatotcs
3aUIMTbl MHTEPECOB AN, HE CMOCOBHbIX Camo-
ctostensHo aatb NAC. B Takom cnyyae paspe-
WeHue aaeT npeacTaBuTeNb, YNONHOMOYEH-
HbIA OpraH BAACTU UAM MHOE NLLO, YKa3aHHOoe
B 3akoHe. BaXHbiM sBnseTcs npaBo nuvua,
npenoctasmelero V/C, Bo Bcsakoe Bpems ero
0T03BaTb, He MpeTeprneBas Npu 3TOM HUKAKNX
HeraTuMBHbIX NOCNeACTBUINA.

Lpyrum He MeHee BaXXHbIM AOKYMEHTOM
B yKasaHHOW 06nactu aensiotcs MexayHa-
PO/LHble 3TNYecKne pyKoBOACTBA MO UCCAeo-
BaHMAM B 06/1aCTV 31paBOOXPaHEHMs C yuac-

Tnem mogen (International Ethical Guidelines
for Health-related Research Involving
Humans), noarotoBneHHble CoBETOM Mex-
NYHAPOMHbIX  OpraHM3aunin  MeanUnHCKNX
Hayk (Council for International Organizations
of Medical Sciences, CIOMS) B coTpyaHuue-
CcTBe CO BcemmpHom opraHusaumnen 3npaso-
oxpaHeHns (BO3) B 2016 r'> Paznensl 912
YKa3aHHOro J0KYMeHTa TMOCBSLLIEHbl MOAY-
UEHWIO UHPOPMMPOBAHHOTO A0H6POBOABLHOIO
cornacna Kak Ha u3baTMe GUONOTNUECKOro
matepuana, Tak v Ha nbble UHbie MaHumyna-
LMK C ero ncnonb3opaHviem. Noayepkmpaercs
BaXKHOCTb J06POBO/IBLHOCTY NPeAOCTaBAEHNS
NAC, nocTtaTouyHoOW W MOAHON WMHGOPMUPO-
BaHHOCTW NMUA O Lenn, npeameTe v nocnes-
CTBMAX Y4yacTva B WCCNEA0BAHWUM, Heaony-
CTUMOCTW OKa3aHWg Kakoro-anbo BAMAHMS,
B TOM uncne GUHAHCOBOTO, C LE/blo noayye-
Hus WAC. TpeaycMOTpeHO Heckonbko BU-
nos MAC: KoHkpeTHoe MHPOpMMpOBaHHOE
cornaciMe Ha CoBeplleHWe OTAENbHbIX Aeli-
CTBWIA; pacliMpeHHOe cornacue, KOTOpoe fB-
naetcs 6onee 06LUMM N0 CBOEMY COAEPXKAHMIO
1 npeanonaraeT MeHbllyto ornpeaeseHHOCTb
B YacTV nocieaytollero Mcnoab3oBaHus npe-
[OCTaBNEHHOTO BKONOrMYECKOro Matepuana.
BHOBb noauepKkmnBaeTcst BaKHOCTb MHPOPMU-
pOBaHUS 1LLA, Yei BUONOTUUECKIIA MaTepran
13bIMAETCS, O TOM, YTO Takoe Cornacne MOXHo
0TO3BaTb B NI06OE BpeMa 6e3 Kakux-1nmbo He-
raTMBHbIX NOCAEACTBUIA.

MonoxeHuns 06 06g3aTeNbHOM  Hannumn
NIOC 06HapyXMBalOTCA B UHbIX aKTax — Ha-
npumep, B XenbCUHKCKOW Aeknapauunn Bce-

" KoHeeHyUs 0 3auunie npas ueA08eKa U UeAoeeueckozo JOCIMOUHCIEA @ 83U C pUMeHeHUeM 6LoA02UY U MeOUUUHbI:
KoHeeruus o npasax ueroeexa u Guomeduure ETS N 164 (Mpurama Komumemom murucmpoe Cosema Eepons! 19 Hosi0pa

1996 2. Pexkxum goctyna: https://base.garant ru/2562155/

"2 International Ethical Guidelines for Health-velated Research Involving Humans (4th ed,) (2016). Geneva: Council for In-
ternational Organizations of Medical Sciences. Available at: https://www.ncbi.nlm.nih.gov/books/NBK614410/
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MHTennekTyanbHble NpaBa Ha pesy/bTaTbl FeHETUUYECKUX UCCIEA0BAHUN,
No/lyYeHHble C UCMOb30BaHMEM BUOIOrMUYECKOro MaTepumana uenosexa

MWPHON MEAMLMHCKOW accoumaumm «3Tuye-
CKWe MPUHUMMbLI NPOBEAEHNS MEeAMLMHCKNX
NCCNefoBaHNIA C ydacTnem noaei» 1964 1=,
KoTopas yCTaHaBAMBaeT Takue NPUHUNMbI
NpoBeleHNs WCCNeAOBaHMA, Kak Heobxo-
NMMOCTb 3alUUTbl XKWM3HW, 340POBbS, AOCTO-
MHCTBA,  HENPWKOCHOBEHHOCTW,  YaCTHOW
XM3HWU U KOHOMAEHUMANBHOCTU MHOpMa-
UMM 06 yyacTHMKaX UCCAeoBaHUi, a Takxe
nonyyeHns VMAC ang npoBeaeHMs HayuHbIX
nccnefoBanuii. B ykasaHHOM [OKYMeHTe OT-
MeuaeTcs Takxe HeobXxoAMMOCTb NosyUeHUs
noeTopHoro WMAC Ha TOT cayyair, ecnm Tpe-
GyeTca MCnonb3oBaHne BUONOTMYECKOTO Ma-
Tepuana Ha Uenn, KoTopble He Bbinn yKasaHsl
B nepsoHayanbHom /C.

[pyrum He mMeHee BaXKHbIM akTOM SBASET-
cq Bceobulas aexnapauns FOHECKO o 6uo-
3TUKe ¥ npaBax Yyenoseka 2005 r', rae noa-
yepKkmMBaeTcs BaXKHOCTb [JOHECEHWs 4O nunua
MHGOpMaLML O NPOBOAMMOM UCCAEA0BAHUN
B AOCTYMHOW W MOHATHON dopme, a TakXke
0 MOCNeAyoLWEM UCMONb30BAHNY NPeAOCTaB-
JIEHHOrO BUONOTNUECKOTO MaTepuana.

AHann3 NpeanoXeHHbIX UCTOYHWMKOB CBU-
LeTeNbCTBYET O TOM, YTO MPaBOBbIM OCHO-
BaHMeM NS M3bITUS U NOCAefyrollero Uc
No/Mb30BaHUs OMONOrMUYECcKOro matepuana
yenoBeka SBNSETCS NPeAoCTaBNeHHOe WM
NIC, B KOTOPOM A0/MKHA BbITb packpbiTa Nos-
Has, 4OCTOBEPHAs U NOHATHAA MHbOpMaL s
0 UeNn WCMOoNb30BaHNS U3BATOrO GUoNOrU-
yeckoro matepvana. B cnyyae ecnm nocnen-
HWUI W3bIMAETCH N8 NPOBEAEHMS HayUHbIX
NCCNeA0oBaHNA 1 CO34aHNS Ha WX OCHOBE OX-

paHsieMbIX pe3ynbTaToB UHTENNEeKTYaNbHON
[eaTeNbHOCTU, Takas LUeflb MCNob30BaHMS
J0MKHa 6biTb onpeaenera 8 MAC. Kpome Toro,
NNLY, e Buonornyeckmnin matepman nsbima-
eTCsl, AO/XKHa 6biTb MpefocTaBaeHa MonHas
W [OCTOBepHas MHGOpMaLMs O KOMMepye-
CKOM MOTeHUMane WCnoab3oBaHUg npeao-
CTaBNEHHOrO UM BUONOTMYECKOTO MaTeprana.

Ha ypoBHe HaUMOHaNbHOrO peryanposa-
HUs TMoNIoXeHWe 06 06s3aTenbHOM nonyye-
Huv MAC 3akpenneHo B HOPMATMBHbIX Mpa-
BOBbIX aKTax M MoAAepXMnBaeTCs Ha ypoBHe
NOKTPUHANbHbIX  MUCCAeaoBaHWiA.  Tak, Ha-
npumep, M.B. 3yesa n A.B. Knumosny (2016),
A.A. Mectpukosa 1 J.H. Cmopukosa (2021)
OTMEYaloT HeobxoAMMocTb nonydueHns WUAC
CO CTOPOHBI FpaxaHNHa UAW ero 3aKOHHOro
npeacTaBuTens Ans MeauMuUMHCKOro BMella-
TenbcTBa. MJC npeaocTaBngetcs Ha OCHO-
BaHUM MHPOPMaLLMKM, KOTOpaa AOMKHA ObiTb
JoBefieHa 10 Mua, Yel BUonornieckmnin ma-
Tepuan cobuparTcs M3bATh, NpeacTaBieHa
B AOCTYNHON GOpMe, KacaTbCs Leav, MeToL0B
MCMONb30BAHMS, PUCKOB y4acTus B MUCCAeno-
BaHWW WU/MAM NpeaocTaBNeHWM maTepuana,
a TakXke npefanonaraemblix pe3ynbTaToB Bme-
warenbcTa (OKazaHus MeaMUMHCKOM MOMO-
wK). YKasaHHble npasuaa 3akpenaeHsl B CT. 20
®epepanbHoro 3akoHa oT 2111.2011. No 323-
@3 «O6 ocHOBax 0OXpaHbl 340POBbs rpaxaaH
B Poccuiickonn @enepaumm», cT. 14 @eaepab-
Horo 3akoHa oT 20.07.2012 No 125-®3 «O po-
HOPCTBE KPOBW 1 €€ KOMMOHEHTOB, CT. 31 Me-
JlepanbHOro 3akoHa ot 23.06.2016 Ne 180-03
«O BUOMEANLMHCKNX KNETOUHbIX MPOAYKTaX».

B XeAvCuHKcKkag dexaapauus BeemupHoil MeQuUUHCKo accouuauuu. Imudeckue NpUHYUNbI npoeedeHus MeduyuHcKUX
UCCACO08AHUI € yacmuem Aoded. [TpuHama e 2. XeAbCUHKU 8 UtoHe 1964 2. Ha 18-1i [eHepaAbHoi Accambnee BMA. Pexxnm

focTyna: https://base.garant.ru/74470819/

' Bceobuas dekAapauus o uosamuke U npasax veroseka om 19 okmabpsa 2005 2., NpuHama leHeparbHoli KoHgepeHyuel
HOHECKO Ha ee 33-ii ceccuu. Pexkmm gocTyna: https://base.garant.ru/2563872/
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Takum 06pa3oMm, B yKasaHHbIX MCTOUHUKAX
LNIOKTpUHA MHGOPMUPOBAHHOIO COrnacus Tak-
Xe HaxoauT ceoe oTpaxerwue. NAC BbINOAHS-
€T HeCKO/bKO KpalHe BaXXHbIX 3a4ay:

1) packpbiTvie BCEN BaxXKHOW WMHpOpmaLmu
O MJaHVpyemoMm BMeLLaTeNsCTBe ANS Nnua,
uei BMonornyeckmnii matepran n3biMaeTcs;

2) 106POBO/IBHOCTL  TaKOro  BMeLlaTeslb-
CTBa, TO €CTb MOATBEPXAEHME OTCYTCTBUA
MaHUMYNSUMN MW AaBAEHUS Ha NWLO, Yen
6uonorudecknii matepman usbimaetcs (Faden,
Beauchamp, 1986, p. 30));

3) noaATBeEPXKAEHNE  3aKOHHOCTU  U3bATUA
61MoNorMYeckoro maTtepunana;
4) noaTBepXAeHNE OCBEAOMNIEHHOCTH

JnuUa, KOTOopoe npeaocTaBaser 6Guonornue-
CKWMIA maTtepuasn, O NpaBOBbIX MOCNEACTBUSAX
TaKoW nepefayn;

5) cornacue Ha oTuyXJeHne 6ruonornyecko-
ro matepuana s ero MCnob3oBaHUS paau
Tex uenel, koTopsle ykasarbl 8 MAC (Thaldar,
Shozi, 2021).

OtcyTcTene MAC BneyeT 3a coboit Hesa-
KOHHOCTb M3bATUS M NOCNEAYIOWEro UCNosb-
30BaHMA  OWMONOTMUECKOTrO MaTepuana  de-
noBeka. B poccuiickoin cynebHol npakTuke
otcyTctere MAC nnbo HenpegocTaBneHve
npv ero Bblaue Bceil HeobxoanmMon MHbOP-
MauMM  paccmaTpuBaeTCs Kak HeaocTaTok
OKa3aHus COOTBETCTBYyIOLEN ycayrn  (Ha-
npumep,  anennsuMoHHOe  onpejeneHune
XabapoBckoro kpaeBoro cyaa oT 13.08.2014
no aeny Ne 33-4458/2014, anennsumoHHoe
onpeaeneHne CaHkT-MeTepbyprckoro ropos-
ckoro cypa ot 07.09.2017 Ne 33-17873/2017
no aeny Ne 2-2129/2017, anennaumoHHoe onpe-
neneHne KemepoBckoro 06aacTHoro cyaa
oT 17.02.2022 Ne 33-9/2022(33-6601/2021)
(2-1/2020) n np.). B T0 xe Bpema Hanuune Ta-
KOro COrnacus v, COOTBETCTBEHHO, BbIMONHe-
HUe MHOOPMALMOHHON 0643aHHOCTU MOTyT

Diana 0. Osmanova
Intellectual Property Rights to the Results

of Genetic Research Involving Human Biological Material

BMNOCNEACTBMM 3aWMUTUTL WHTEpechl nunua,
KOTOpoe Takoe cornacue noayymno (Hanpu-
mep, onpepenerne CaHkT-lMeTepbyprckoro
ropoackoro cyga ot 17.04.2013 Ne 33-6161,
pelleHne banakoBCKOTO panoHHOTO Ccyaa
CapaTtoBckoit 0b6nactu ot 09.07.2019 no aeny
No 2-797/2019, peweHune JIeHUHCKOrO paioH-
Horocyaaropoaa Hosocnbupckaor1612.2021
Ne 2-6189/2021 v ap.).

Takum 06pa3oM, MpaBOBLIM OCHOBAHKEM
018 U3BITUS U NOCAeAYIOLEero UCnoab3osa-
HMA BUONOrMUECcKOro matepuana uenoBeka
asnsetcs NC, KoTopoe 6b110 BblAAHO NPy CO-
6110AEHNN YCTAHOBNEHHbIX 32KOHOM YCIOBUIA.
3akaoueHne  Kakux-nmmbo  AOMONHUTENbHBIX
[IOTOBOPOB He aBAseTcs 0b6s3atensHbim, NAC—
[IOCTATOYHbI AOKYMEHT, B pamKkax KOTOpOro
OMpeLenstoTcs BCE MpaBOBble MOCNEACTBUSA
MCNonb3oBaHus BMONOrMUYECKOro maTepuana.
B KoHTekcTe noTeHuManbHoOW KOMMepLManu-
3aUMM NpeaoCTaBNeHHOrO Mmartepuana BaX-
HbIM IBNSETCS MOMHOE pacKpbiTvie BCel WH-
dopmaLmm 0 Tako BO3SMOXHOCTY.

NOC He pewaeT npobiembl, CBA3aHHbIE
C BO3HWKHOBEHMEM NHTENNEKTYa bHbIX MpaB
Ha OxpaHsiemble pe3ynbraTbl WHTENNEKTY-
aNbHON AedTeNbHOCTU, MONYUYEHHble C WUC
no/sb30BaHWeEM BGUONOMMUECKOro matepuana,
HO MOXET CTaTb HeobX0AMMON NpPeanoChi-
Kov ana ux pewenns. B MAC goaxHa 6biTh
oTpaxeHa WHPopmaums o MnoTeHUManbHON
BO3MOXHOCTM co3fanunsg PV, n npn Haanumn
TaKow OroBOPKM C INLIOM, Yelt BUoNornyeckuii
maTtepuan M3biMaeTca, MOXET OblTb 3aKk/to-
YeHO OTAE/bHOE CoMalleHune, Kacatouleecs
aCnekToB MHTEeNNEKTyasbHbIX WU/MAn nmylle-
CTBEHHbIX Npas Ha PN/, cO3aaHHbIX C MCNONb-
30BaHMeEM ero 61oa0rNYeckoro Matepmana.

NAC B Takom caydae BbICTynaeT cpej-
CTBOM 3allWTbl MHTEPECOB He TOAbKO Nu1La,
KOTOpoe  MpeAoCTaBaseT  OGUONOTUUECKUi
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l/IHTenneKTyan bHbl€ MpaBa Ha pe3ynbTaTbl FTEHETUYECKNX nccneaoBaHui,
nony4YeHHbIe C UCNOJ/Ib30BaAHNEM 6uonornueckoro maTtepuanayenoBeka

maTepuas, HO 1 TOro, KTO ero m3bimaeT. Ecam
B MAC oTmeyeHa noTeHUManbHas BO3MOX-
HOCTb KOMMepLIManm3aLmm 6ruonormieckoro
maTepuana 3a cyeT CO3aHuns C ero MOMOLLbIO
PV v He 3akayeHo oTaeNbHOe cornalle-
Hve, Kacalolleecs MOCNeACTBMIA CO3AaHMS
Takoro PV, [OMKHO npe3tomMmpoBatbCs,
uTo 0obnagatens BUONOrMYECKOTO MaTepuana
He 3aMHTepecoBaH B y4yacTuM B MPaBOOTHO-
WEeHMSX, KOTOpble MOryT BO3HWKHYTb B CBS3M
¢ cospannem PUI. WMHbiMn cnoBamu, ecim
B pamkax M/AC oTpaxeHa BCs Heobxoanmas
MHGopMaLma n obnagatenb GUONOrMUECKOrO
maTepuana He Bblpa3wa HamepeHue 3akto-
YWTb COrnalleHne o pacnpefeneHuv npas
Ha PN, cooTBeTcTBylOWME NpaBa AO/MKHbI
BO3HWUKHYTb MCKAKYUTENBHO Y ML, U3bIMatO-
lero 6uonoruyeckunii matepvan. Kakme-nnbo
CMopbl B YKa3aHHOM 4acTu CO CTOPOHbI 0b/1a-
Aatens 61onorMUeckoro matepuana AONXHbI
ObITb NCK/THOUYEHbI.

MpaBoobnagaTtenb UHTENIEKTYANIbHbIX
NnpaB Ha OXpaHseMble pe3y/bTaTbl
VIHTE/I/IeKTya/IbHON AeAaTe/IbHOCTH,
CO3JaHHbIE C UCMO/Ib30BAHNEM
6Mo/1I0rMUecKoro matepuana yeaoBeka
MpeaMeT HacTOAWEN CTaTbW OrpaHuyeH
FeHETUYECKMMM UCCNEN0BAHNUAMM, UTO B KOH-
TeKCTe HACTOsWEro pasgena npuobpertaet
0coboe 3HaueHue. Tako BUA MCCAEA0BaHMS
npeanonaraeT usydeHwe reHOB YesoBeka,
a noToMmy AN ero MpoBeAEeHWs MOAXOAUT
He BCAKMIA B1ONOrMUecKnii Matepyan, a Tonb-
KO TOT, KOTOPbI/ COAEPXKWT TEeHETUHECKYIO
nHdopmaumio. Kak 6bi710 ykazaHo paHee, 61o-
NOTMYECKWI MaTepuan — Wnpokas Kateropus,
0XBaTbiBalOLLAd pa3Hble BWAbl MaTeEpMasoB,
KaK BK/KOUYAIOLLMX, TaK W He BK/IHOUAIOLLMX
reHeTnueckyo nHbopmaumio. Mpu Haamumm
B 6MO/IOMMYECKOM MaTepuane reHeTnyecko
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NHbOPMALIML  MPUMEHSIOTCS  MOBbILIEHHbIE
NpaBoBble CTaHAAPTbl €ro MCMoib30BaHMS,
MOCKONbKY B OOMLLIMHCTBE C/y4aeB MOXHO
NAEHTMOMUMPOBATL WO, NpejocTaBuBLIEE
5ToT MaTepuan. Cneunduka Takoro 6Uonoru-
Ueckoro maTepvana npefnonaraet ocobyio
BaXKHOCTb Hajnexallero npaBoBoro obecne-
UeHWa He ToAbko o6opoTa camoro marepwa-
Na, HO ¥ MHBOPMALIMK, KOTOPYK OH XPaHWT,
CO3JaHNS YCNOBUIA AN HAANEeXALLEN 32T
Takom mHOGOpMaUMK U UCKIKOYEHUS HEeCaHK-
LVOHMPOBAHHOTO A0CTYNa K Heit CO CTOPOHbI
TpeTbux L. B COBOKYNHOCTW 3TO A0MNONHU-
TeNbHO aKkTyann3npyeT BONpocC ornpeaeneHuns
NHTENNEeKTYaNbHbIX NPaB Ha pe3y/bTaThl reHe-
TUYECKMX MCCNe0BaHWNIA, MONYUEHHbIX C UC
noab3oBaHMem 61ON0rMYecKoro matepuana
uesoBeKa, COAEepPXallero reHeTuyecky WH-
dbopmaumio.

Bonpoc o NpuHaANexXHOCTW WHTeNNeKTy-
aNIbHbIX NPaB ABNAETCA NPeAMETOM HayUHbIX
NccnefoBaHnii No Bcemy mupy. Tak, B OAHOM
M3 WCCAefoBaHWn oTMeuaeTcs npobnema
C/NIOXHOCTW MCMNONb30BaHWA YenoBeYeckoro
Tena u ero yacteil C LEbl0 NocneaytoLero
CO3J,aHNS OXPaHSEeMbIX pe3yNsTaToB WHTeN-
nekTyanbHol aeatenbHocTn. C oAHOWA CTO-
POHbI, MEXAYHAPOAHbIE aKkTbl ¥ UMetoLLMecs
cyaebHble MpeueaeHTbl HacTauBatoT Ha Heao-
NYCTUMOCTN CMELIEHNS Pa3HULLbl Mexay Nu-
LOM (cybbekToM) 1 Belamu (06bEKTOM), XOT
pasBUTME OUOTEXHOMOMMIA BbIHYXAAET 3Ty
rpaHuuy pasmbieatb. C Apyroi CTOPOHbI, f10-
nyckas BO3MOXHOCTb 060p0Ta Takoro 61ono-
TMYECKOro Matepmana, CTaHOBUTCA Henzbex-
HOI ero noBcemecTHas KoMMmeplanmsaums
1 npespalleHne B NoTpebuTenbckuii ToBap,
YTO HEOoMYCTUMO KakK C 3TUUYECKOIN TOUKK 3pe-
HWA, Tak 1 HopMaTBHON. OCOBEHHO OCTPO 3Ta
npobaema HabnofaeTca B NaTeHTHOM Mpase
npy MOMbITKE MaTeHTOBaHMS M306peTeHu
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C MICMONb30BAHMEM KMBbIX OPraHU3MOB UM NX
yacTeil. Hepeako Ha HOpMaTVBHble MpaBuia
0KasbliBalOT BAWAHWE pennrnosHble ybexae-
HWS B OTAENbHO B3ATbIX CTPaHax. B pesynsrate
HabMtofaeTCa pa3po3HEHHOE PeryanpoBaHme
Ha YpOBHEe OTAENbHbIX FOCYAapCTB — OT pa3pe-
wuTtensHoro B CLUA go 6onee oCTOpOXHOrO
B dnoHum, tOxHon Kopee, Nuann (Bhakare,
Kulkarni, 2025).

B apyroi paboTe aBTOpbl TakxKe oTMeuaT
BaXKHOCTb AOCTYMHOCTM BMONOrMYECKoro ma-
Tepuana v AaHHbIX O Yenoseke, Tak Kak 3To
MMeeT onpeaensiollee 3HauyeHne As pas3su-
™IS BMOTEXHONOMMIA U UHHOBAUMUIA B Meau-
LMHE 1 He TONbKO, HO ObpallaloT BHUMAaHKE
Ha npobnemy 3GHEKTUBHOCTM MPaBOBOW
3aWMTbl WL, Yell BUONOrMUYECcKWin maTepman
ncnonbayetcs. OCHOBbLIBASCH Ha MONOXKEHMAX
MeXAyHapOAHbIX akKTOB ¥ MpPaBONPUMEHN-
TeNbHON MpakTWKK, UCCnefoBaTenn He AatoT
YeTKOro OoTBeTa Ha BOMPOC O BO3MOXHOCTU
naTeHTOBaHWA M306peTeHnii C MCMoNb3oBa-
HMeM BMONOTUUECKOTO MaTepuana uenoseka.
He oTpuuagq BaxHOCTb pa3BuTUs BUOTEXHO-
JIOTUA, OHW MOAYEPKMBAIOT HEAO0MYCTMMOCTb
HapylleHns 6a30BbIX MPUHLIMAOB (M3710XKEH-
HbIX BbILIE) — O HEBO3MOXHOCTU KOMMepLMa-
V3aumMy YeNoBEYEeCKOro Tena, Co3aaHus He-
060CHOBaHHbIX NPENSTCTBUA ANF NOAYUYEHNS
JOCTyna K HOBbIM M306pEeTeHMAM, a Takxe
0 Ba>XKHOCTM 3alLMTbl MpaB U MHTEPECOB yyacT-
HUKOB nccnenosaHnii (Demir, Stamhuis, 2023).

B KauecTBe meyanbHOro Mpumepa aBTOpbI
NpvBOAAT Ciyyan TeHpueTsl JIake, y KOTopoWn
B 1951 I 6bi1 AMArHOCTMPOBAH paK LIENKK
maTku. bes ee Begoma y Hee n3bsam 6uono-
ruueckme obpasiibl, U3 KOTOPbIX 3aTem Bblan
BblAENEHbI KNETKM 1 BOCTIPOU3BEAEHbI B HONb-
WX MacluTabax. YkasaHHble KAETKM yCrewHo
MCMOMb30BaINCb BO MHOXECTBE WCCAeAo-
BaHWiA, 6narogaps uyemy 6bi0 OTKPbITO 3KC-

TpakoprnopasibHoe OnA0A0TBOpEHME U pas-
paboTaHa WHbLEKUWOHHAd BaKUMHA NpOTUB
nonvomuennuTta. Bnnotb A0 HacTosuwlero Bpe-
MEHW yKa3aHHble KNeTKN NPpOAOMKALOT aKTWB-
HO MCMO/Ib30BaThCs B HAYUHbIX MCCAEA0BAHM-
ax. OnHako cama leHpueTa Jlakc He nonyunna
Kakoro-nnbo 6aara oT Takoro UCNob30BaHKS;
OHa fjaxe He Hblna NPONHPOPMUPOBAHA O TOM,
uTo ee BMONOTMUECKNiA MaTepuan Bbin U3bAT
1 BMOCNEACTBUM KOMMepLManmsnpoaH. Ee
namaTb 3a HEOLEHWMbI BKAaj B pa3Butue
MeANUMHbI NOYTUAM TONbKO cnycTa 70 neT no-
cne cmepTu (Demir, Stamhuis, 2023).

Cnyuau, onncaHHble BO BBEAEHUN K JAHHOIA
cTaTbe M B HacTosllem pasfene, He eAnHNY-
Hbl. Hepeako uccnepoBaTenn Mosb3yoTcs
MpaBOBbIMK NaKyHamu, AOMYCKAOWMMK BO3-
MOXHOCTb WMPOKOrO UCMONb30BaHNS 61oN0-
TMYecKoro maTepuana v MNoAydYeHus Umylle-
CTBEHHbIX Bbirog 6e3 yueTa MHTEPECOB NnLa,
KOTOpOE Takow matepvan NpeaocTaBno.

AHanu3 3akoHoaaTenbCTBa OTAENbHbIX 3a-
pyBeXHbIX TOCYAapCcTB MO3BONAET MOATBEP-
AMTb, UTO AaHHas npobnema HoCKUT obLIEMM-
poBoi macwTab. Hanpumep, B CLLUA npaea
AWML, NPeaoCTaBMBLIMX BUONOTMUYECKMIA MaTe-
pvan, 3almiLeHbl UCKMOUYMUTENbHO C MOMOLLLbIO
mexaHmama MAC. OnHako 3aKoHOAaTeNbCTBO
CLUA He npu3HaeT Kaknx-nnbo nMyLIeCTBEH-
HbIX MpaB Ha MpefoCTaBAeHHbI Buonoruye-
CKNiA matepuan, GoKycmpyscb Ha 3TUYECKMX
acnekTax v TpeboBaHuax 06 obecneueHunn
KOHOUAEHUMANbHOCTM AaHHbIX.

Bo ®paHuwu, Tepmanun w Hopserun
YCTAHOBNIEHO CTPOroe mnpaBuao O Moayye-
Hun VAC. OCHOBOI 3aKOHOAATENbCTBA ITUX
CTpaH SBAFIOTCS MMMepaTUBHbIE CTaHAApPTh
3anpeta Ha KOMMepUManusauuio yenosede-
CKOro Tena, usnoxeHHsle B [lnpextnse EBpo-
nerickoro napnamerta v Coeeta Ne EC 98/44/
EC oT 06.071998 0 npaBoBOi OxpaHe 6uo-
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l/IHTenneKTyan bHbl€ MpaBa Ha pe3ynbTaTbl FTEHETUYECKNX nccneaoBaHui,
nony4YeHHbIe C UCNOJ/Ib30BaAHNEM 6uonornueckoro maTtepuanayenoBeka

TeXHONOrMYecknx nsobpeteHnin®.  MHdop-
Mauusg 0 BO3MOXHOCTW MOMYyYEHWUS MaTeHTa
Ha 1306peTeHre C WUCMOAb30BAHNEM MPeao-
CTaBNeHHOro  6KosorMyeckoro  matepuana
NOMKHa BbITb oTpaskeHa B VC. B T0 e Bpems
3TO He 3HauWT, YTOo y LA, NPefoCTaBMBLIErO
6UoNorNUeckKnini MaTepuan, BO3HMKAIOT Ka-
Kne-nnbo MHTeNNeKTyaNbHble NpaBa Ha pe-
3yNbTaThl MHTENNEeKTYaNbHOW AesTeNbHOCTH,
KaK v NpaBo Ha NosydeHne Kakoro-mbo nmy-
LlecTBeEHHOro npefocTaBneHns. dparmen-
TapHO yKa3zaHbl MpaBuaa B pa3Hblix HOpMaTKB-
HbIX MPaBOBbIX akTax Ha YpOBHe OTAENbHbIX
rocyaapCTB — B YacCTHOCTU, B [paxkAaHCKOM
konekce ®@paHunm (cT. 16—1)", OcHOBHOM 3a-
KoHe OPI (cT. 1, 2)7, 3aKoHe 0 BUOTEXHONOTW-
ax Hopeeruu (naparpad 6—4)*.
3akoHopatenbctBo  Kutag Takxe npea-
yCMaTpvBaEeT 3allWTy WMHTEPECOB AWL, Mpe-
NOCTaBMBWINX  BMONOTMYECKUA  mMaTepuan,
yepe3 MAC v nocneaytolmini rocynapcTeeH-
HbIi KOHTPONb 3a MCMOMb30BaHWEM TaKOro
matepvana. [1ns nposeaeHns nccnefoBaHuin
TpebyeTcsa NoAyunThb paspellieHne 3TUYecko-
ro KOMUTETA, YTO IBNFETCH AOMONHUTENbHbIM
MeXaHM3MOM 3allMTbl MHTEPEeCoB AnLa, Yen

6uonornuecknii - maTtepuan  MCMonbayetcs.
JloHOpbI HE UMEIOT KaKmx-1nbo npas (B TOM
umncae UHTENNEKTYaNbHbIX) Ha W3bATbIA BMO-
nornmyeckmin  matepuman. CooTBeTCTBylOWMeE
MONOXEHNS OTpaxeHbl B [lpaBuiax ynpas-
JIEHUS TeHeTUYeCKUMK pecypcamu yenoeeka
2019 1"

3akoHoAaTeNbCTBO MHAMM Takxe TpebyeT
obs3atenbHoro nonydvenns WMAC ana wsba-
TMA W NOCNenyoulero UCnob3oBaHus 6uo-
JIOTNYECKOro matepuana W 3anpelaer ero
Kommepyeckuii 06opoT. Ecam ¢ nomolbto
6uonornyeckoro matepuana byner noaydeH
PWA, 1o, no obuiemy npasuny, obnagatenb
6MONOTNUECKOTO MaTepuana He CMOXET rpe-
TeHJ0BaTb Ha MOAYUYEHME KAKUX-TNB0 nUMyLLe-
CTBEHHbIX BbIroa. OfHako Ans bonee cnpapes-
JIMBOTO paspeLleHns noJobHbIX CMIOPOB CyAb
MOTYT YUMUTbIBATb BaXXHOCTb BKAada NMua,
NpefoCTaBMBLIETO BUOAOTUUECKUIA MaTepu-
an, v OTXOAUTb OT NPaBWa O CTPOrOM 3anperTe,
KOTOPblE OTPaXKeHbl B 3aKOHE O TpaHCMIaHTa-
LMW YeN0oBeYeCKNX OPraHoB v TKaHeit 1994 r.2°
N HauMOHaNbHbBIX PYKOBOASLLMX MPUHLLMMIAX
no BGUOMEANLMHCKUM U MeANLIMHCKIM 1CCe-
[IOBAHMAM C yuacTmem yenopeka 2017 r.?'

* Nupektvga Esponeiickoro napnamerta v Coseta No EC 98/44/EC oT 6 mong 1998 1. 0 NpaBoBoOii oxpaHe
BroTexHonoruecknx 13o6peteHmin, Esponeiickuii cotos (EC). WIPO. Pexxum gocTyna: https://www.wipo.int/
wipolex/ru/legislation/details/1440

' TpaxxaaHckuin kogekc, PpaHuwms (CBoaHas peaakuums no coctosHWio Ha 13 asrycta 2025 r). WIPO. Pexiim
foctyna: https://www.wipo.int/wipolex/ru/legislation/details/23230

7 Basic Law for the Federal Republic of Germany, amended up to Act of 22 March 2025. WIPO. Available at:
https://www.wipo.int/wipolex/ru/legislation/details/23183

® Lov om humanmedisinsk bruk av bioteknologi m.m. (bioteknologiloven). Lovdata. Available at: https:/lovdata
no/dokument/NL/lov/2003-12-05-100/KAPITTEL 8#KAPITTEL 8

¥ Ministry of Science and Technology of the Peopl€'s Republic of China. (2019, June 19). Regulation of the People’s
Republic of China on the Administration of Human Genetic Resources. Available at: https://www.most.gov.cn/xxgk/xinx-
ifenlei/fdzdgknr/fgzc/f1fg/201906/t20190612_147044.html (In Chinese).

The Transplantation of Human Organs and Tissues Act, 1994, India. Available at: https://indiankanoon.org/
doc/71680523/

“'Mathur, R. (Ed.). (2017, October). National Ethical Cuidelines for Biomedical and Health Research Involving
Human Participants. New Delhi: Indian Council of Medical Research. Available at: https://ethics ncdirindia.
org/asset/pdf/ICMR_National_Ethical_Guidelines.pdf
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B akTax oTaenbHbIX rocynapcTs 3akpen/e-
HO, UTO C MOMEHTA MpeaoCTaBaeHNs obpasia
6MONOrNYEeCcKOro Matepuana, a Takxke C Mo-
MEeHTa OMWCaHNs COCTOSAHMS 340POBbs NN Te-
Heanornm npekpaLLaeTcs npaBo cOBCTBEHHO-
CTW Ha TakoW matepuan y npefocTaBMBLIErO
ero Anla v BO3HMKAET y nLa, koTopoe byaeT
06pabatbiBaTh 3TOT BMONOTUYECKMIA MaTEPW-
an (§ 15 3akoHa ICTOHUM 06 UCCaeaoBaHUK
reHoB yenoseka 2010 1. 22).

MHbIMK CnoBamK, peryanpoBaHue cocpe-
[OTOYeHO Ha BaxkHocTu nonyuerns WNAC
AN U3bSTUS U NOCAeaytolwero 1Cnonb3opa-
HMA BMONOrMYeckoro matepuana YenoBeka,
obecrneueHns 3alnTbl KOHOUAEHUMANbHON
MHbOPMaLLMK 0 TaKoM inLe (YUnTbiBag, uTo re-
HeTuyeckune nccnenoBaHus npeanonaratT Uc-
nonb3oBaHue 6BMoONOrMYeckoro Matepuana,
COAepPXKallero reHeTuueckyto MHGopmaLmio)
M He [0MyCcKaeT BO3MOXHOCTb BO3HWMKHOBE-
HUs y obnaaatens 6GWMONOMMUECKOro Marte-
puana Kakmx-ambo mpas Ha pesynbraTbl WMH-
TeNneKTyasbHON AeaTeNbHOCTU, NOAYyUYEHHble
C MCNo/b30BaHWEM ero briomatepumana.

CnpaBeannBOCTb TAKOro NoAXo/a CTaBUTCS
noj 060CHOBaHHOE COMHEHWE, 0COBEHHO KOI-
A2 BUONOTNUECKMA MaTepran UMEEeT YHNKa b-
Hble XapaKTepucTMKK, NO3BOASIOLLME CO3/1aTh
OXpaHseMmblii  pesynsraT WMHTeNNeKTyanbHOM
JeATeNbHOCTH, KOTOpbI 6e3 Takoro matepua-
na cosaaH 6bl He 6bin. MprMepbl 13 NpaBonpu-
MEHWTENbHOM MPaKTUKM KacakTcs MMEHHO
Tex C/ydaes, korga 6bi1 UCnoab3oBaH Noaob-
HbIll BUONOTNUECKUIA MaTepHan (YHUKaNbHbIE
XapaKkTePUCTUKN KPOBW), OAHAKO Cyabl He 3a-
HANM NO3KLMI0 ero obnajaTeneil.

Ecnn  onaceHms npaBonpUMeEHUTENbHbIX
OpraHoOB CBf3aHbl C TeEM, YTO BO3MOXHOCTb
BO3HUKHOBEHMS  MHTENNEeKTYalbHbIX MpaB

Ha CO3[aHHble pe3ynbTaTbl WUHTENeKTyaslb-
HOW AEeaTeNbHOCTM MOB/eYeT 3a Coboit He-
106poCcoBeCTHOE MoBefeHWe obnanatenei
61ONOrNUECcKOro MaTepuana, Kotopble byayT
oTkasblBaTbcs npeaocTasnate NAC nan nHbim
06pa3oM MpensTCTBOBaTb OCYLLECTBAEHMIO
HaYUYHbIX 1 WHBIX U3bICKAHW B 061aCTN reHe-
TUYECKUX UCCNEN0BAHWIA, TO OHWU MOTYT BbITb
HWBENINPOBAHbI MOCPEACTBOM YCTAHOBNEHUS
LN TakuxX C/yyaeB CrneumanbHbIX npasusl,
KOTOPblE, C OLHOW CTOPOHbI, MO3BOAAT 3a-
WWTUTb MHTepecbl obnajaTeneil reHeTuye-
CKOro matepuana, a C pyrov — He no3sonsr
nocnefHnmM Bect ceba Hea0bpOCOBECTHO
1 NPEenaTCTBOBATb OCYLLECTBAEHWNIO UCCeLO-
BaTesbCckoit aestenbHocTn. Ocobble npasuna
MOrYT KacaTbCH NOpSAKa WU YCNOBUIA UCTONb-
30BaHMs  OWMONOTMYECKOro Mmatepuana, He-
06XOAMMOCTW MONYUYEHNS AOMONHUTENbHbIX
NAC Ha npoBeaeHMe OTAENbHbIX MCCNeaoBa-
HWW, pacnpefeneHns npas, KOTOpble MOryT
BO3HUKHYTb B C/lyYae CO3LaHNS OXPaHIEeMOro
pesynsrata  WHTENNeKTYaNbHON  AeaTebHO-
CTW, NPeLeNoB UCMNONb30BAHNS TAKNX pe3y/b-
TaToB camum obnajgatenem 6GUONOrMYECKOro
marepuana u np.

ABTOp mnosaraet, 4To AOMYCTUMO YCTAHO-
BUTb AUPPEPEeHLMPOBAHHbIV MOAXOL K Pery-
JMPOBAHMIO YKa3aHHbIX MPaB — B YaCTHOCTY,
N9 Tex BMAOB OGMONOrMYECKOro matepuana,
KOTOpble 06/1aJaloT  YHUKaAbHbIMU  Xapak-
TepUCTUKaMK, MO3BOAVBLIMMM CO34aTh OX-
paHgeMbll  pe3ynbraT  MHTEeNNeKTYabHON
LeATeNbHOCTH, UK KOTOPbIE He OTINYatoTCs
TakUMKU XapaKTepUCTUKAMUN, HO WUCMONb30Ba-
JMCb KaK 3NEMEHT Hay4YHOro WUCCNeA0BaHMS.
[pesnonaraeTcs, YTo pOCCUINCKOE 3aKOHOAA-
TeNbCTBO COAEPXMUT HOPMbI A/ pa3peLleHns
0603HaueHHOM Npo6aembi.

22Human Genes Research Act. Riigi Teataja. Available at: https://www.riigiteataja.ee/en/eli/531102013003/consolide
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MHTennekTyanbHble NpaBa Ha pesy/bTaTbl FeHETUUYECKUX UCCIEA0BAHUN,

nony4YeHHbIe C UCNOJ/Ib30BaAHNEM 6uonornueckoro maTtepuanayenoBeka

CornacHo n. 1cT. 1228 paxaaHckoro Koaek-
ca Poccuiickoit ®eaepaunn (aanee — MK P®)
aBTOPOM pe3y/abraTa MHTeNNeKkTyanbHON aes-
TENbHOCTW MPW3HAETCS rpaXKaaHuH, TBOpYe-
CKUM TPYAOM KOTOPOTrO CO3/AaH Takoi pesy/b-
TaT. He npwu3HatoTcq aBTOpamu rpaxnaaHe,
KOTOpble He BHECAW JMYHBIA TBOPYECKMIA
BKAaA B CO34aHMe Takoro pesynsrata, B TOM
yncne okasaBliMe aBTOPY TOMbKO TexHuue-
CKoe, KOHCYNbTalUMOHHOE, OpraHn3aLnoHHoe,
maTepvanbHoe COAeACTBME WMAM MOMOLLb,
AMBO  TOAbKO CnocobCcTBOBaBWIME OGOPM-
NIEHWIO MpaB Ha TakOW pe3ynbraT WaM ero
MCNONb30BAHMIO, a TakXe rpaxjaaHe, OCy-
LLeCTBAAOWLME KOHTPO/b 32 BbINOAHEHWEM
COOTBETCTBYHOLLMX paboT.

Ecam reHeTnyeckui matepvan yHUKaneH
11 ero 0COBEHHOCTM MO3BONAIOT CO3AaTh OXpa-
HAAEMbI  pe3ynbTaT WMHTEeNNeKTyaNbHON aes-
TeNbHOCTK, TO 0bnagatenb Takoro buonornye-
CKOro maTepuana He MOXeT paccmMaTpuBaThCs
KaK MU0, KOTOpOe He BHeC/N10 NMNYHbINA BKNaj
B co3faHue pesyabrata. CNOXHOCTb 3ak/to-
yaeTcs B TOM, YTO yKasaHHOe MLO He BHO-
CUT TBOPYECKMIA BKAAJ, OAHAKO OHO BHOCKUT
MHOW CYLLECTBEHHbIA BK/AAA, YTO AO/KHO
npeanonaratb BO3HWKHOBEHWE MYCTb HE BCEX
VHTENNEKTYa bHbIX MPaB, HO XOTS Obl UMYLLE-
CTBEHHbIX 1 MHbIX. 32aKOHOAATENLCTBO B Chepe
WHTENNEKTYaIbHOM COBCTBEHHOCTU HE Mpea-
nonaraet pasrpaHuuyeHne Ha BWUAbl y4acTus
B CO3[laHMN OXpaHAeMOro pesyabraTa UHTeN-
NeKTyanbHOW AeSTeNbHOCTY, YTO B KOHTEKCTE
nccnefyemoit Tembl CO34aeT CyllecTBEHHOe
nNpenaTcTBME Ha NyTW 3aWMUTbl MHTEpecoB
nua, NpeaoCTaBMBLIETO  BMOAOTUYECKUIA
matepuan. OaHako aymaeTtcs, 4to anga obec
neveHns 6GanaHca WHTEPECOB Y4YaCTHMKOB
NpaBOOTHOLIEHWA B 061acT¥ NpoBeAeHUs
reHeTuYecknux MccnefoBaHMii Takoe pasrpa-
HWueHwe aonycTvmo. Toraa BO BHMMaHWe
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JOMKHO OblTb MPUHATO HE TOMbKO NAUYHOE
TBOPYECKOE YyacTue, HO U IMYHOE MHOE yya-
CTUe, HO TONbKO Takoe, 6e3 KOTOPOro oxpaHs-
eMbl pe3ynbraT UHTEeNNEeKTYalbHOW AedTe/b-
HOCTW He MOT BbiTb CO3AaH. ITO YTOUYHEHME
MMEET MPUHUMMUANBHOE 3HAaYeHWe AN BO3-
HUKHOBEHMS NCKAKOUYMTEBHOTO NPaBa 1 UHbIX
npaB, Tak Kak MHble MHTENNEeKTYabHble NpaBa
Tak WK MHave CBS3aHbl C NPaBOM aBTOPCTBA
(N.3cT. 1228 TK P®).

He npwsHasas 3a obnajatenem buosnormye-
CKOro matepuana npasa aBTOpCTBa, MOCKO/bKY
OH HE BHOCUT TBOPYECKUI BKNAL B CO3faHue
pesy/braTa, HE0BX0ANMO TEM HE MEHEE YUUTbI-
BaTb €r0 /IMYHbIA NHOW BK/aA, KOTOPbIV BleyeT
3a CO60M BO3HMKHOBEHME UCKAOUUTENBHOTO
npaBa M MHbIX NpaB Ha CO3AaHHbIA pe3ynsraT
NHTENNEKTYANIbHOW AeATeNbHOCTN. Takow noa-
X0 cnegyeT NMpUHUMATbL AN CUTyauuin npe-
[NOCTaBNEHNS YHUKANbHOMO 6OWUONOrMYECKoro
maTepmana, ocobble CBOICTBA KOTOPOrO Mo-
3BO/IU/IN CO34,aTb COOTBETCTBYOLWNI PV,

B uHbIX cayuagx (Koraa 6GuonorMueckuii
maTtepvas  WUCMNONb3YeTCs  UCKIUNTENBHO
LN NPOBEAEHUS UCCNEeNOBaHNA U He Coaep-
XUT B cebe xapakTepucTuK, CnocobCTBYIOLLMX
co3naHuo oxpaHgemoro PW) monyctumo
MCMNONb30BaTh KOHCTPYKUMIO M. T cT. 1228 TK
P® 1 BOCMPUHMMATL AKL, NPeaoCTaBUBLINX
BUONOrMUECKNA MaTepUan, Kak fuL, OKasas-
WKX aBTOPY coaeicTaMe. 3awmnta nHTepecos
Takmx AL obecneunBaeTcs MocpeacTBOM
obg3zatenbHoro npegoctasaenns umm WAC,
B KOTOPOM [J0/MKHa 6biTb packpbita MHGOpP-
Maums o NoCNeAyoLLEM UCMONb30BaHNN B1O-
NIOTMYECKOro mMartepuana Ansd uccnegoBare/ib-
CKUX Lenew.

B cnyyae ecnn B xole npoBefeHUs nccne-
[OBaHWI C UCMONb30BAHWEM BUONOTNUECKOTO
maTtepvana, M3HavyalbHO He npeAHasHayeH-
HOrO A9 CO34aHUS OXPaHAEMbIX PE3YNbTaTOB
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WHTENNEKTYaNbHOM  AedaTeNbHOCTH, 06Hapy-
aTca CBOMCTBa, HBnarogapsa KOTopbimM cosaa-
eTca oxpaHsembiii P/, obnagatens 6uono-
TMUecKoro matepuana LonxeH npuobpeTaTb
onpeneneHHble UHTeNNeKTyasbHble MnpaBa
Ha Takow pe3ynsrar.

3alWUTHBIE MEexXaHW3Mbl A0MKHbI obecne-
yMBaTb BO3MOXHOCTb MOMAYYEHUS UMYyLLe-
CTBEHHOrO MpeAoCTaBNeHUst OT WCMOAb30-
BaHug PV, co3maHHOrO € UCNOAb30BaAHNEM
6uonornyeckoro matepuana. He npusHasas
aBTOPOM CO3AaHHOro pesynsbrata MHTenneK-
TyanbHOW [AedTenbHOCTH, 3aKOHOAATebCTBO
[IO/KHO rapaHTMPOBaTb BO3MOXHOCTb MOSY-
YyeHVs MMYyLLEeCTBEHHOrO MNpeaoCTaBneHuns
32 CYyeT BO3HWUKHOBEHWS UCKAKOUMTENbHbIX
npaB Ha TakoW pe3ynbrar.

B KkauecTBe anbTepHATMBHOTO BapuaHTa
MOXHO MPUBECTU MNpUMEpP peryanpoBaHus
COBMECTHOTO MMyLLecTBa Cymnpyros, Koraa
3a Cynpyrom He Mpur3HatoTCd npaga Ha camu
pe3ynbTaTbl, HO BO3HWKAET MPaBO Ha MOAy-
ueHue JoxoAa OT ero Ucnonb3osaHua (abs. 4
n.2cT. 256 TK P®). BeposTHO, Tako BapuaHT
6ynet 6onee yaobeH Ans HUBENMPOBaHMA
HeA0B6pPOCOBECTHBIX [AEMCTBUIA CO CTOPOHbI
obnagatend  6MOAOTMYECKOTO  MaTepuana,
MpuW 3TOM OTKPbIBAs BO3MOXHOCTb A5 MONY-
yeHus goxopa ot PUJ, cozpaHHOro umckito-
unTeNbHO Bnarogapa Guonormyeckomy mate-
puany Takoro nmua.

AHanoroB  NogobHOro  peryampoBaHms
B 3aKOHOAATeNbCTBE OTAENbHbIX FOCYAAPCTB
He 06Hapy>KeHO —TO/bKO B 3aKOHOAATENbCTBE
HAMKM Takas BO3MOXHOCTb NpeaycMoTpeHa
B KQUecTBe MCK/UYEHKs 13 06LLero npasuia
M NPUMEHSIETCS CyAOM MpWU PacCMOTPEHMM
KOHKpeTHOro crnopa. ABTOP HacCTOAWErO UC-
cnefoBaHus yoex/aeH B HecnpaBeaanBoCTy
NOJHOMO MCKYeHus obnaaatens 6uonorun-
UeCKoro Matepmana 13 noAoBHbIX OTHOLLEHWA.

Cnoco6bl 3aWmTbI NpaB
dusnueckunx nuu, ueit GuonoruUecKui
MmaTepuan 6bi/1 UCMO/Ib30BaH
BosBpalasch K cynebHomy crnopy, ¢ KoTo-
pOro HayanoChb HacTosllee McCaenoBaHue,
cnefyeT OTMETUTb, UTO CMOCOBGOM  3aLLUMTI
NHTEpeCcoB obnajatens 6roaornyYeckoro ma-
Tepuana ctano TpeboBaHWe O HEe3aKOHHOM
NPUCBOEHNM ABUXMMOTO MMyllecTBa. pea-
ctasutenn . Mypa (obnagatens 6uonoruve-
CKOro maTtepvana) OTMETUAN, YTO CO CTOPOHbI
OTBETUMKA MMEN MeCcTO aKkT YTBepXAeHus
KOHTPOAS Haf 06bekTom 6e3 cornacus aumua
C MPenMyLIEeCTBEHHbIM MPABOM Ha JAaHHbI
06bekT. Cymma npuymHeHHoro yuiepba B Ta-
KOM C/lyyae paBHa 160 CTOMMOCTM UMYyLLEe-
CTBa Ha MOMEHT HempaBOMEpPHOro Mpuceoe-
HWA C NPOLIEHTaMM, TM60 CyMME, 0CTaTOUHOW
NS KOMMEeHcaUumMm cTopoHe noTepb, KOTopble
CTann pe3ynbraToM HemnpaBoOMEPHOro Mpu-
CBOEHMS, MPU YCAOBMM, UTO Haanexallas cTe-
MeHb OCMOTPUTENBHOCTM CO CTOPOHbI MCTUA
He no3soaunna 6bl NpeaoTBpaTUTL HEMpasBo-
MepHoe aedHue. Tak uto UCTLy HeobXxoammo
6bIN10 f0Ka3aTb HaMuMe npaBa COBCTBEHHO-
CTU Ha JaHHbIA OGUONOrMUECKWA MaTepuan
1 MOTepu, MOHECEHHbIE B pe3yabTaTe He3akoH-
HOro NpuceoeHus. B nutepatype Takxe 6bi/
NpeaNoXeH WHOM Cnocob 3aUiMTbl MHTEPECOB
[. Mypa — ncKk 13 KOHCTPYKTMBHOrO TpacTa.
Ero topuamyeckas CyullHOCTb 3akjtouaercs
B TOM, UTO CMOpHas Belllb NepefaeTcs B cneum-
aNbHO CO3faBaemblil ANS Uenelt ucka TpacT,
a HeocHoBaTenbHO oboraTuBLIeecs AWLO
NpU3HaeTCs CyA0M A0BEPUTENbHBIM YNpaBas-
WM™ (TpacTi) B MOAb3y NMLA, 32 CYET KOTO-
poro 6bi10 MPOM3BEAEHO HEOCHOBaTeNbHOe
oborauerne (Kaptawkos, 2020). OaHako
cnefyeT OTMETUTb, UTO NMepeYnCcieHHble Mexa-
HW3Mbl NpeaIoXeHbl C yUeTOM 3aKOHOAATE b-
ctea CLUA.
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[pUMEHNTENBHO K HALLMOHAIbHbIM HOPMaM
NpaBa BO3MOXHbIMU MHCTPYMEHTAMM 3aLLNTHI,
Kak ykasbiBaeT [I.B. KapTawkos, MoryT 6biTb
TpeboBaHNg O BUHAMKALMK, ECAN MPU3HATb
6MONOrMUECKNA MaTepuan BELLbIO, UAK O He-
ocHoBaTenbHoM oboraterun (. 60 FK PD).
OpaHako cam aBTOP yKa3blBaeT, UTo Takue Crno-
Cobbl 3aLLUTHI MHTEpecoB obnagatens 6uono-
TMYeckoro martepuana COMHUTENbHbl. Pa3Bu-
Basg MbICM yKa3aHHbIX aBTOPOB, AOMYCTUMO
yKasaTb eLle HECKO/IbKO BApUaHTOB CNOCOBOB
3alMTbl MHTEPECOB AWLa, Yeit Buonormye-
CKMI maTepwuan no3sonun cosaatsb PN/, koto-
pbii BbIT KOMMEPLIMANN3NPOBAH.

[1epBbIi 13 HUX Kacaetcs Tex CNy4aes, Kor-
Aa B1ONOTNYECKWUIA MaTepuan He onpeaeneH
Kak caMoCTOSTENbHbIM 06BbEKT W noanafaet
NojJ KaTeropuio «HematepuasbHbie 6Haaras.
Mcnonb3oBaHne 6uonornyeckoro matepua-
N1a 1 Co3AaHMe 3a CYET HEero OxpaHsiemblx pe-
3y/bTATOB MHTENNEKTYa bHOW AeaTeNbHOCTH
BAeYeT 3a cob0o BO3MOXHOCTb MPUMEHEHUS
CNoco60B, YCTAHOBAEHHbIX AAS 3alWUTbl ANY-
HbIX HEMMYLLLECTBEHHbIX MPaB, — B YaCTHOCTY,
TpeboBaHNg O KOMMEHCALMM MOPasbHOMO
Bpesa (cT. 151, 1099 K P®). OgHako yKazaH-
HbIi CNOCO6 He ABNFeTCH 3OPEKTUBHbBIM B TOM
CMbIC/IE, YTO Takoe AMLO He CMOXeT Mony-
YWUTb BCE MMYLLECTBEHHbIE MpefoCTaBeHMS,
npefycMOTpeHHble B C/y4yae WCMOMb30Ba-
HMa Buonornyeckoro matepvana. QuesnaHo,
UTO A0XOAbI, KOTOPbIE MOTYT BbiTb MOYUYEHbI
CO CTOPOHbI UCCNeaoBaTenel U WHbIX AnL, by-
AoyT HECOM3MEepPUMbl C pa3mMepom KoMneHca-
LMK MOPa/IbHOTO Bpe/a, KOTopasi MOXET ObiThb
B3biCKaHa B Mo/b3y obnagatens 6uonornye-
CKOro matepuana.

Lpyro MexaHW3m 3awuTbl  BO3MOXEH
B C/yyae BOCIPUATMA BMONOrMYECKoro Mma-
Tepuana B KauyectBe 06beKTa rpaxAaHCKMx
npaBooTHOWeEHWA. [lonyckaeTcsd BOCMO/b30-
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BaTbCs nonoxeHuamu . 60 TK P® o Heoc
HoBaTenbHOM oborauleHnn. OaHaKko B TaKoM
CNyyae He BMOJHE MOHATHO, Kakum 06pasom
6yyT COOTHOCUTLCA MoAoxKeHud m. 1 cT. 1102
K PO n Hannuve NAC co cTopoHbl obnaga-
Tena 6uonorndeckoro matepuana. CornacHo
nonoxeHuto n. 1 ct. 1102 K P® HeocHoBa-
TenbHoe oboralleHne B3bICKMBAETCS, KOraa
MU0 6e3 yCTaHOBAEHHbIX 3aKOHOM, WHbIMM
NpaBOBbIMKW aKTamy WAW CAENKOW OCHOBa-
HWIA Npuobpeno nam cbeperno NMyLLIecTBo
(NprobpeTaTenb) 3a cueT Apyroro auua. lpe-
noctaeneHne WMAC npeanonaraeT Haauume
MpaBOBOrO OCHOBaHMS ANS MCMONb30BAHMSA
6uonormyeckoro matepuana, uTo BMOCAeA-
CTBMM MOXET C03/aTb CyU,eCTBEHHOEe NpensT-
CTBME N9 UCTLA MO TaKOMY TPeBOBaHMIO.
TpeTuii BapuaHT — BoOCMpuaTHe Burono-
TMYeckoro matepuana B KayecTBe obbekTa
LNS CO3[aHMUS OXPaHAEeMOro pesynsrata WUH-
TennekTyasbHOW AesTenbHOCTU, B OTHOLe-
HWUKM KOTOpOro y obnagatens 6UoAOrNUECcKoro
matepuana BO3HUKAKT WHTENNeKTyalbHble
WAW  UMyLIECTBEHHble npaBa. Cnocobamu
3alLUMTbl HApYLIEHHbIX MPaB B Takom Clyyae
aBnaloTCa B0 B3biCKaHWe YObITKOB, ANOO
cneumansHas komneHcaums (c1.1252.1 TK P@).
ANBTEPHATUBHBIN ~ BApMAHT  YKA3aHHOIo
noaxoja — 370 3akpenseHue 3a obnaaatenem
6KONOrMUECcKOro MaTepuana npasa Ha nony-
ueHue [0XoAa OT UCMONb30BaHMS pe3ynbrata
NHTENNEeKTYanbHOM  AeaTeNbHOCTM, CO3AaH-
HOFO C CMOb30BaHMEM 3TOr0 BUONOrMYECKO-
ro matepwvana, U, COOTBETCTBEHHO, BO3MOXHO-
CTU B3bICKATb YOLITKM B TOM C/lyyae, ecin 3T0T
[10X0/1 HE0BOCHOBAHHO He BbiMaunBaeTCcs.
[MoayepkmnBaeTcs BaXXHOCTb COXpaHeHus
6anaHca MHTEPeCcoB CTOPOH YKa3aHHbIX npa-
BOOTHOLLEHWIA, @ MOTOMY B C/ly4Yae noaydeHms
obnajatenem 6BWONOMMUECKOr0 MaTepuana
NMYLLLECTBEHHbIX MPEAOCTABNEHWIA OT NCMONb-
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30BaHM4 CO3/1aHHOIO C MOMOLLbO 3TOrO Mate-
pvana PV /], Takoe anLo He BNpase coBeplatb
LNeNCTBNS, MPEensTCTBYytOLME  OCyLLeCTB/e-
HWIO 1 NPOBEAEHMNIO HAaYUHbIX MCCNEA0BAHWA
M NOCNeAYyOLLEMY PACMOPSIKEHNIO UCKIOYN-
TeNbHbIMW MpaBaMW Ha CO3JAHHbIA pe3y/b-
TaT. B Takom cnyyae MoOXeT GbiTb orpaHuue-
Ho npaBo Ha oT3biB MAC Ha ucnonb3oBaHue
6uonornyeckoro matepuana. Takxke MoOryT
ObiTb YCTAHOB/EHb TUMUTHI Ha 0ObeM UMY-
EeCTBEHHOTO  MpeAoCTaBaeHUs,  KOTopoe
nonaraeTcs obnagarento  61ONOrMYecKoro
matepuana. JonycTMmo yCTaHOBNAEHWE UHbBIX
npaBu/, HanpaBNeHHbIX Ha NpeoTBpaLleHNne
3710ynoTpebneHnii co CTOpOHbI obnagaTens
61onornyeckoro Matepuana.

BbiBOAbI

PazBuTMEe reHeTUYeCcKnx TeXHONOrMIA BAK-
A€T Ha oTaenbHble cdepbl 06LLECTBEHHON
XU3HW 1 NpeanonaraeT HeobxoanMMoCTb ne-
pecmMoTpa YCTOABLUMXCS MOAXOA0B WAW pac-
WWPEHUS VMEIOWMXCS BO3MOXHOCTEN. ITO
HEeobX0AMMO AAS 3aLUMUTHI WL, Yel Bruonorn-
UeCcKWin matepuan (0COBEHHO reHeTUUYecKmin)
MCMonb3yeTcs AN NPOBEAEHMS reHeTUYeCKnX
nccnesoBaHun.

OcobeHHO BaxHOe 3HauyeHue 370 umeeT
B C/lyyae CO34aHMS OXpaHSemblX pe3sybra-
TOB MHTENNEKTYyabHON AeSTeNbHOCTH W/unn
MHOTO MONyYeHus [0XOAa OT MCMOMb30Ba-
HMA BMONOrMYecKoro matepuana TpeTbUMM
anuamu.  [leicTBytollee 3akOHOAATENbCTBO
(kak Ha ypoHe Poccuiickoin Penepaunm, Tak
1 Ha MeXAYyHapOAHOM YPOBHE ¥ B OTAENbHbIX
3apybexHbiX CTpaHax) He npeanaraeT mexa-

HU3MOB MPABOBOW 3aWLWTbI 419 UL, Ueit bro-
JIOTUYECKUI maTepuasn ncnosnbyertcsd. Takon
MOAXO[, BbIMSANT HE BNOAHE CNPaBe/INBbIM.

AHann3 NpaBoONpPUMEHUTENBHON NPaKTUKK
NOKa3bIBAET, YTO HepeaKo BUONOrnyeckmnin ma-
Tepuan MoXeT MMETb YHUKabHbIEe XapaKkTepu-
CTUKW, Hanyve KOTopbIX NO3BONSET NONYUUTb
OXPaHSEeMbI  pe3ynsbTaT  MHTeNNeKTya bHOW
[eaTenbHoCTU. VIHbIMK cioBamu, 6e3 cooTBeT-
CTBYIOLLETO MaTepuasa 3ToT pe3yasTaT He Obin
6bl cO3AaH. B TakMx ycnoBraxX 0COBEHHO CTpaH-
HbIM BBIMSAMT UCKOYEHVEe obnaaaTens Tako-
ro Matepwvana v3 UMyLLECTBEHHbIX OTHOLIEH W,
CBS3@HHbIX C €70 MCMOMb30BAHMEM.

CnefyeT OTMETUTb, YTO B 32KOHOAATENbCTRE
MMEITCA MPaBOBble MexaHW3Mbl, CMOCOBHbIE
0becneunTb A0MKHYI0 MPABOBYHO 3aLLMTY MHTE-
PECOoB /ML, NMPeaoCTaBUBLIMX BUONOTMYECKM
matepuan. He npusHaBas 3a HYMK aBTOPCTBA,
Ba>KHO YCTaHOBUTb BO3HWKHOBEHME Y HUX UMY-
LLEeCTBEHHbIX MpaB, MO3BOASIOWMX NOAYUNTb
[OXOZ, OT WCMONb30BAHUS PE3yNbTaTOB UHTEN-
NEKTYaNbHOM AesTeNbHOCTY, KOTOPbE He Bbiy
6bl CO3/1aHbl 6€3 NCMOAb30BaHUS COOTBETCTBY-
toLLLero GUONOTMYECKOro MaTeprana.

B 70 >ke Bpemsi cuctema rapaHTuii 1 cnocobos
3alMThI 10/1KHA 0becneunBaTh 6anaHc uHTepe-
COB CTOPOH TaKMX OTHOLIEHUIA — He TONbKo 0bna-
natenei 6MoaorMueckoro mateprana, Ho 1 an,
KOTOpbIE ero Ucnonb3ytoT. Mpy NpesocTaBAeHNN
[oCTyna K MMYLLECTBEHHBIM MOCTYMEHWSM
OT WCMNONMb30BaHMs BUONOTMYECKOTrO MaTeprana
COOTBETCTBYIOWMIA 0bnafatenb AOMKEH ObiTb
OrpaH1yYeH B MHbIX MpaBax—Hanpvmep, B Npase
Ha oT3biB MAC Ha ncnonbaoBaHue Guosnorude-
CKOro matepuana.
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Abstract

The development of biotechnologies, genetic research, and data-driven health
applications has brought the human genome to the center of contemporary legal
debates. In Brazil, the protection of the human genome does not derive from a single,
comprehensive statute, but rather from a multilevel legal framework that combines
constitutional guarantees, biosafety regulation, and personal data protection. This
normative dispersion raises relevant questions concerning the coherence, scope, and
effectiveness of genomic protection within the Brazilian legal system. This research,
which sets out to analyze the legal regime applicable to genomic protection in Brazil,
focuses on the interrelation of three foundational legal instruments: the 1988 Federal
Constitution, the Biosafety Law (Law No.11,105/2005), and the General Data Protection
Law (Law No. 13,709/2018). The central purpose is to show that these different levels
of regulationdo not function inisolation, but rather convergein a coordinated manner
to collectively establish the human genome as a legal value deserving of special
protection and targeted normative attention connected to the imperatives of dignity,
privacy and non-discriminatory treatment. The research was guided by the following
question: to what extent does the convergence of constitutional principles, biosafety
standards, and data protection regulations establish a cohesive legal model
capable of safeguarding genomic integrity in Brazil, given the accelerating pace
of biotechnology and the broadening reach of genetic data handling? The research
sustains the hypothesis that, although fragmented, the Brazilian legal system
establishes an integrated regime of genomic protection, in which constitutional
principles serve as the normative foundation, the Law No. 11,105 of March 24, 2005
(Biosafety Law) imposes ethical and technical limits on genetic research, and the Law
No. 13,709 of August 14, 2018 (General Data Protection) ensures informational self-
determination and safeguards against misuse of genetic data. However, the absence
of a unified statutory framework engenders interpretative challenges that demand
systematic and teleological legal analysis.
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3awmTa reHoma B bpasnamm: MHoroypoBHeBbIN
NpaBoOBOM MNOAXOL,

[AeiintoH P. Bpasun', Enena E. l'ynaesa?™
'YuusepcuteT VitayHbl, VtayHa, bpasunus
2 Innnomatuueckas akagemus MIMMO MUL Poccum, MockBa, Poccuitickas @eaepauns

AHHOTaLUA

PazBuTie BMOTEXHONOTMIA, TEHETUUECKNX UCCNEA0BAHNIA N MEANLMHCKMX MPUAOXKe-
HWI, OCHOBAHHbIX Ha IaHHbIX, BbIBE/IO FEHOM Ye/l0BeKa B LIEHTP COBPEMEHHbIX MpaBo-
BbIX AWCKYCCUIA. B Bpasmnuu 3auimra reHoma yenoBeka He perynnpyetcs einHbiM BCe-
06BbEMAMIOLLMM 3AKOHOM, & NPEeACTaBASET COBO MHOrOYPOBHEBYHO MPABOBYIO CUCTEMY,
KoTOpasi 06bEANHAET KOHCTUTYLIMOHHbIE rapaHTWy, Npasuaa 61Mobe30nacHoCTH 1 3a-
LMTY NEePCOHA/bHbIX AAHHbIX. TaKO HOPMATMBHbIA Pa3bpoC NOAHUMAET BaXKHbIE BO-
MPOCbI OTHOCKTE/ILHO COMMACOBAHHOCTM, MacliTaba v 3pdEKTUBHOCTY 3aLLLMThI reHOoMa
B pamkax 6pasnibCKoi NPaBoOBO CUCTEMBI,

Llenbto HacTosLLero nccnenoBaHns sBASETCS aHanu3 NpaBoBOrO pexmnma, NpuMeHn-
MbI K 3aliMTe reHoma B bpazunum, nytem nsydeHns Blammonencteus mexay Peje-
pasibHOM KOHCTUTYLMER 1988 I, 3akoHoM Ne 11105 oT 24.03.2005 (3akoH o 6uobeso-
MacHOCTM) 1 3aKoHOM N 13709 o1 14.08.2018 (O6LWuMin 3aK0H 0 3auTe 4aHHbIX). Llenb
nccnenoBaHns — NpoAeMOHCTPUPOBATH, KaK 3T HOPMAaTUBHbIE YPOBHM B3aMMO/0MO/-
HAIOLLMM 06pa3oM 06ECneumnBaloT 3alLmMTy TEHOMA Ye0BEKA KaK OPUANYECKH 3aLimn-
LLeHHOro MHTepeca, CBA3aHHOIO C A0CTOMHCTBOM, TIMYHOCTbIO, HEMPUKOCHOBEHHOCTbIO
YACTHOW XXM3HN N HEAUCKPUMUHALLMEN.

OCHOBHOW 1CCNEN0BATENBCKMIA BOMPOC MOXHO CHOPMYANPOBATL Cedyolnm obpa-
30M: B KaKoW CTeMeHu B3aMMOCBS3b MEX/Y KOHCTUTYLIMOHHbBIMK NPUHLMMNAMM, HOP-
Mamu 6106e30nNacHOCTY 1 NpaBUAAMM 3aALWNTHI AaHHBIX 06ECNeUnBaET alekBaTHYIO
1 COTNIACOBAHHYH OCHOBY /15 3aLLMTbl FeHOMa YenoBeka B bpasunamnm, 0cobeHHo B yc-
NIOBUSX HAYUHbIX MHHOBALMIA W PACTYLLLEN 06PabOTKM FTEHETUUECKMX AaHHbIX? DTOT BO-
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MNPOC OTPaXaET NPOTUBOPEUME MEXJY TEXHONOTMUECKMM NPOrPECCOM, HayUHOR CBO-
6001 11 HEOBXOAMMOCTbIO 3aLLWUTbI OCHOBHbIX NPaB.

Ha ocHoBe NpoBefeHHOr0 UCCeN0BAHUS CAENAH BbIBOJ, O TOM, UTO, HECMOTPS Ha ppar-
MEHTAPHOCTb, 6Pa3mn/bCkas NPaBoBag CUCTEMA YCTAHABIMBAET MHTETPUPOBAHHbINA pe-
XXMM 3aLLNTbl FEHOMA, B KOTOPOM KOHCTUTYLIMOHHbIE NPUHLMIMbI CAYXAT HOPMATUBHOM
OCHOBOI4; 3akoH Ne 11105 oT 24.03.2005 (3akoH 0 6106e30MacHOCTI) yCTaHaBANBAET
3TUYECKME W TEXHUUECKME OTPaHUUYEHNS Ha TEHETUYECKWUE WCCAe0BaHNg, a 3aKoH
Ne 13709 o1 14.08.2018 (O6LwMit 3aKOH 0 3aLMTe JaHHbIX) obecneunsaeT MHbopmaLm-
OHHOE CaMOOMNpPeAeNeHNe U rapaHTUpyeT 3aUnUTy OT HenpaBoMepHOro 1CMo/b3oBa-
HUSA FeHeTUYEeCKUX AaHHbIX. OQHAKO OTCYTCTBME eAMHON 3aKOHOAATENbHON 6a3bl No-
POXAET Npob/eMbl TOAKOBAHMS, TPEBYIOLLME CUCTEMATUUECKOTO U TENEON0TMUYECKOrO

NpaBOBOro aHanms3a.

KnwoueBble c/0Ba: 3allTa reHoma, reHoMHas 6e3OI'IaCHOCTb, nepCcoHa/ibHblE AAHHbIE, MPABO HA XW3Hb,

NpaBo Ha 340POBbE, FEHETNYECKNE AAHHbIE

Ansa uutupoBanms: bpasun, [.P, lyngesa, E.E. (2026). 3awwuTa reHoma B bpasunmmn: MHOrOypOBHEBbIN
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Introduction

From the latter half of the twentieth cen-
tury, remarkable transformations have taken
place in numerous branches of medicine and
biology. The pace of progress in biomedical
research continues to intensify; while its out-
comes hold substantial promise for enriching
and easing lives, they also provoke serious
questions of fundamental rights and free-
doms, even the very notion of human dignity.
With such rapid advances in scientific and
technological capability, the urgency of es-
tablishing sound legal protections for human
rights within the biomedical domain grows
ever more evident. Within this context, bioeth-
ics serves a vital purpose in bringing togeth-
er the intellectual insights and perspectives
of scholars and professionals from diverse dis-
ciplines to consolidate them into a systematic

ethical framework. In today’s global setting,
the regulation of human rights within the bio-
medical sphere requires two complementary
approaches (Adamovsky, 2003): international
and domestic. Without the norms and guide-
lines coordinated by international bodies,
domestic legislative mechanisms enacted by
sovereign states would lack a properly found-
ed basis. While the legislation process requires
athorough consideration of the particularities
in each jurisdiction, including gaps in materi-
al and institutional capacity, the heightened
vulnerability of marginalized groups, as well
as the asymmetric regional concentration
of particular illnesses and health challenges, it
is crucial that the connection between medi-
cal ethics and human rights be woven into all
legal documents (Abashidze etal., 2009).
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The biotechnological revolution of the 20th
century has facilitated major discoveries, for
instance, in the field of genetic engineering
(Gazina et al., 2022). While new research
in genetics is fundamental from a scientific
perspective, it raises anthropological, moral,
and other issues. From a legal perspective,
advances in biomedical science directly im-
pact the entire spectrum of human rights
(especially natural or personal), as well
as touching upon a relatively new group
of human rights that is emerging in the fields
of biomedicine and information technology
(Andorno, 2002). The bioethical principles
formulated within the discipline of bioeth-
ics, which emerged in response to the ethical
and legal contradictions that have arisen
over the course of implementing these rights,
have been codified in various legal provisions
(Bielov etal., 2021).

Implications for human rights that arose
with changes to human life as a result
of biotechnological progress (Song et al.
2021), which accelerated following the end
of World War II, representing a turning point
for human rights protection in general, were
accompanied by changes in social values that
were reflected in the development of bioeth-
ics. Bioethics is a multifaceted discipline that
combines philosophy, morality, sociology,
law, and other fields. The main challenges
that arose during the inception of bioethics
consisted in explaining the need for human
physical well-being, ensuring human safe-
ty in the context of medical research, and,
in general, responding promptly to biotech-
nological progress (Gulyaeva, 2022). As set
outinthe relevantlegal documents, the most
important principles underpinning bioethics
are those concerning human dignity, au-
tonomy, and voluntary informed consent

Lex Genetica. 2026. Volume 5, No. 1. 69—80

| 72 |

to any medical intervention (Bobrova et al,
2025). Due to their fundamental and guiding
character, these principles became the basis
for bans on illegal human experimentation
(Price, 2000), human cloning, certain genetic
research (Trikoz et al., 2025), along with other
legal restrictions aimed at protecting human
life and health (Farinella, Gulyaeva, 2024).

The scientific literature on biolaw offers
some fascinating approaches to the concept
ofthe common heritage of humanity. Against
the backdrop of rapidly advancing genetic
and genomic research, the idea of recog-
nizing the human genome as a common he-
ritage is gaining momentum. For instance,
Professor Jean Buttigieg’s recently published
book, “The Human Genome as Common He-
ritage of Mankind”, demonstrates the need
to recognize the human genome as a com-
mon heritage of humanity as a legal principle
of international law (Buttigieg, 2018). This is
reflected in the growing need to establish in-
dependent international expert centers and
commissions that will review the ethical and
legal aspects of genomic research, as well as
the confidentiality of information obtained
from DNA samples, whether of indigenous
peoples or local communities generally.

The need to develop a comprehensive sys-
tem for the protection and promotion of hu-
man rights forms a necessary starting point
for the legal regulation of biomedical ethics.
In terms of its function as a normative social
regulator, bioethics requires a legal architec
ture to govern social relations and guaran-
tee the preservation of human rights. While
bioethics in the legal field at the internatio-
nal level are generally couched in the form
of recommendations that states should im-
plement at their own discretion, this has not
prevented the development of a consider-
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able number of legal regulations informed
by bioethics, which in turn require structur-
ing and formalization into an independent
branch of law, which is known as biolaw.

A characteristic feature of the subjec
tive composition of biolaw is the inclusion
of a specific type of legal entity: current and
future generations of humanity (Trikoz, Guly-
aeva, 2023). The granting of legal subject
status to these entities is an ongoing debate
in academic circles, particularly with regard
to current and future generations. While re-
ferences to such legal entities are frequently
encountered in legal documents on bioeth-
ics, unlike legal persons, such legal entities
are passive, i.e., beneficiaries.

A key element of biolaw is human biorights,
which include somatic rights (rights to con-
trol one’s body), rights aimed at protecting
against environmental threats and human
biological identity (a category of rights con-
ditioned by the existence of threats to all
humanity from viral infections), and rights
aimed at ensuring humane treatment in con-
nection with the development of biotech-
nology (the right to life, respect for human
dignity, fair treatment, and informed volun-
tary consent). It is precisely around human
biorights that the system and mechanisms
of protection are built (Trikoz et al., 2024).

Constitution-based genome
protections in Brazil

In the Brazilian constitutional legal code,
the human genome is not the object of speci-
fic regulation (Gulyaeva et al., 2024). The Fed-
eral Constitution of 1988 neither establishes
a distinct regime of genomic protection nor

directly regulates genetic research. Never-
theless, certain constitutional principles —
particularly the protection of human dignity
set forth in Article 1, inc. Ill — serve as general
parameters for interpreting and applying
statutory norms related to genetic research
and genetic data. In this sense, dignity ope-
rates not as a source of specific prohibitions,
but as a background criterion that informs
the assessment whether scientific and tech-
nological practices involving genetic material
are compatible with the protection of the hu-
man person as an end in itself.

This protection is reinforced by the con-
stitutional safeguarding of interests relating
to the individual person, as derived from
Art. 5, inc. X, which guarantees the inviolabi-
lity of intimacy, private life, honor, and image.
The obtaining and communication of genetic
information directly impacts these protec
ted spheres due to its potential revelation
of highly intimate biological characteristics
and predispositions. The human genome
therefore falls within the scope of constitu-
tionally protected personal identity, requir-
ing enhanced legal protection.

The constitutional right to privacy further
substantiates genomic protection. In accor-
dance with Art. 5, inc. X, the right to priva-
cy extends beyond the simple protection
of physical space or the inviolability of in-
terpersonal communications to encompass
an individual’s authority over the personal
and informational aspects of their identi-
ty. Considering their prognostic nature and
heritability, and despite the absence of any
explicit reference to this concept in the con-
stitutional provisions, genetic data clearly

! Federal Constitution of 1988, Brazil. (1988, October 5). Official Gazette of the Union. Available at: http://www.planal-
to.gov.br/ccivil_03/constituicao/constituicao.htm. (In Portuguese).
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require constitutional interpretation in line
with the principle of informational self-deter-
mination.

The guarantee of equality and the prohibi-
tion of discrimination embodied in the intro-
ductory part of Art. 5, inc. 1, serve as a vital
shield against discriminatory practices based
on genetic characteristics. The 1988 Brazilian
Constitution prohibits every instance of dif-
ferential treatment compromising the equal
human dignity. The scope of this ban also
captures discriminatory treatment by reason
of biological or genetic properties in such
sectors as professional employment, insu-
rance coverage, and the accessibility of vital
social services.

When read together, Articles 1 (inc. ll) and
5 (introductory part and inc. X) lay down
the constitutional groundwork for the pro-
tection of genomic rights in Brazil. The prin-
ciples of human dignity, personality rights,
the inviolability of privacy and non-discrimi-
natory treatment merge into a single consti-
tutional framework that guides and shapes
the interpretation of both biosafety and
data security statutes, bringing the protec-
tion of the genome to the level of a consti-
tutional imperative rather than mere issues
pertaining exclusively to the sphere of ordi-
nary legislation.

The systemic and harmonizing function
of constitutional principles within the Brazil-
ian legal order ensures coherence among dif-
ferent normative layers to guide the interpre-
tation of statutory law in contexts marked by
scientificand technological complexity. Rath-
er than operating as direct rules of conduct,
these principles serve as interpretive stan-

dards that prevent normative fragmentation
and orient the application of infra-constitu-
tional norms toward the protection of fun-
damental values, particularly in areas where
legislative regulation is sectoral or functio-
nally differentiated (Alves, 2019).

Human life and health as the basis
for biosafety regulation

The protection of human life and health
constitutes the axiological and normative
axis of the Law No. 11,105 of March 24, 2005
(Biosafety Law)?. This orientation is explicitly
affirmed at the outset of the statute. Article
1 establishes that the Law sets security stan-
dards and inspection mechanisms for activi-
ties involving genetically modified organisms

“based on the guiding principles of the pro-

motion of scientific advances (..) and the pro-
tection of human, animal and plant life and
health”, combined with the observance
of the precautionary principle. Human life
and health are therefore not ancillary con-
cerns, but primary legal interests that limit
and condition genetic research.

This protective rationale is concretized
through substantive prohibitions aimed
at preventing irreversible harm to human bi-
ological integrity. Article 6, item Ill, categor-
ically prohibits “genetic engineering on hu-
man germ cells, human zygotes, or human
embryos”, thereby safeguarding not only
the individual subject of research, but also
future generations whose genetic constitu-
tion could be permanently altered. Article
6, item IV, further prohibits “human cloning”,
reflecting a legislative judgment that such
practices pose unacceptable risks to human

2 Law No. 11,05, of March 24, 2005 (Biosafety Law). (2005, March 28). Official Gazette of the Union.
Available at: http://www.planalto.gov.br/ccivil_03/_ato2004-2006/2005/lei/[11105.htm. (In Portuguese).
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dignity, health, and the ethical foundations
of biomedical research.

The same concern for the protection
of human life and health underlies the con-
ditional authorization set forth in Article 5,
which provides that “for research and ther-
apy purposes, the use of human embryonic
stem cells obtained from human embryos
produced by in vitro fertilization and not
used in the respective procedure shall be
permitted”, provided that specific conditions
are met. According to the statute, such use is
allowed when “they are unviable embryos” or
when “they are embryos frozen three years or
more on the date of publication of the Law,
or, if already frozen on the date of publica-
tion of this Law, after completing three years
counted from the date of freezing”. The pro-
vision further establishes that “in any case,
the consent of the parents shall be necessary.”
In addition, “research institutions and health
services which carry out research or therapy
with human embryonic stem cells shall sub-
mit their projects for assessment and approv-
al to the respective research ethics commit-
tees” Thus, the Law No. 11,105 of March 24,
2005 (Biosafety Law) expressly determines
that “the commercialization of the biolo-
gical material referred to in this Article shall
be prohibited,” and that “its practice shall
involve the crime characterized in Article 15
of Law No. 9,434, of February 4,1997

The protection within the Brazilian biosafe-
ty framework is further reinforced through

explicit criminal prohibitions directed at prac-
tices involving human genetic material. Arti-
cle 24 classifies as a criminal offense the act
of “using a human embryo in disagreement
with the provisions of Article 5 of this Law,”
imposing a “penalty of detention from one
to three years, and a fine”. Article 25 crimina-
lizes the conduct of “practicing genetic engi-
neering in a human germ cell, human zygote,
or human embryo”, subjecting the offender
to “imprisonment from one to fouryears, and
a fine”. Article 26, in turn, expressly prohibits

“carrying out human cloning”, establishing

a “penalty of imprisonment from two to five
years, and a fine”.

By criminalizing the misuse of human em-
bryos, genetic interventions in germ cells
and embryos, and human cloning, the Law
No. 11105 of March 24, 2005 (Biosafety Law)
draws non-negotiable legal boundaries
around human genetic research. These pe-
nal provisions confirm that, in the context
of the Brazilian legal order, activities that
threaten the biological integrity of human
life are not merely subject to ethical dis-
approval or administrative control, but are
treated as serious violations of legally pro-
tected interests as substantive limits to sci-
entific experimentation.

Privacy of geneticdata

and informational self-determination
The protection of the human genome

in Brazil acquires a distinct and indirect le-

* Law No. 9,434 of February 4, 1997 (Provides for the removal of organs, tissues and parts of the human
body for transplantation and treatment purposes). (1997, February 05). Official Cazette of the Union.
Available at: http://www.planalto gov.br/ccivil_03/leis/|9434.htm. (In Portuguese). According to Article 15.

Buying or selling tissues, organs, or parts of the human body: Penalty — imprisonment from three
to eight years and a fine of 200 to 360 fine-days. Sole paragraph. The same penalty applies to anyone
who promotes, intermediates, facilitates, or derives any advantage from the transaction.
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gal dimension through the classification
of genetic data as sensitive personal data
under Law No. 13,709 of August 14, 2018
(General Data Protection Law). Unlike Law
No. 11,105 of March 24, 2005 (Biosafety Law),
which addresses genetic material from
the perspective of scientific research and
ethical limits on biological intervention, Law
No. 13,709 of August 14, 2018 (General Data
Protection Law) governs the informational
use of genetic data, situating such informa-
tion within the framework of fundamental
rights, rights of the person, and information-
al self-determination. In this sense, the Bra-
zilian General Data Protection Law does not
regulate the human genome as a biological
substratum, but conditions how genome-de-
rived information may be collected, pro-
cessed, and used in data-driven contexts. Itis
therefore essential to distinguish the human
genome, understood as the biological foun-
dation of human life and identity, from genet-
ic data pertaining thereto, which correspond
to information extracted from the genome
onceitistranslated into dataandlinked toan
identified or identifiable natural person.
Pursuant to Article 5, item I, the Law
No. 13,709 of August 14, 2018 (General Data
Protection) expressly defines genetic data as
sensitive personal data, alongside biomet-
ric and health data, due to their heightened
potential to generate risks of discrimination
and violations of personal autonomy (Basan,
2025). By doing so, the legislator acknowledg-
es that genetic information is not a neutral
technical datum, but an element intrinsically
linked to an individual’s biological identity,
hereditary traits, and potential health con-
ditions. This legal classification produces
immediate normative consequences: genetic
data are subjected to a reinforced protection
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regime that is stricter than those applicable
to ordinary personal data, which regime is
aimed at safeguarding the personality, pri-
vacy, and equality of the data subject. Such
protection, however, operates exclusive-
ly at the informational level, constituting
a functional and indirect form of genomic
protection, without extending to the biolog-
ical integrity of the genome or to genetic in-
terventions themselves.

The legal regime governing the processing
of genetic data is established not through an
autonomous provision, but through the sys-
tematic application of Article 11, which regu-
lates the processing of all sensitive personal
data. Although Article 11 does not expressly
mention geneticdata, it fully applies to them
insofar as they are expressly included within
the category of sensitive personal data defined
in Art. 5, inc. Il. Article 11 is structured around
a general rule of prohibition, under which
the processing of sensitive data is allowed
only in strictly defined and legally enumerat-
ed hypotheses. These include, first, the data
subject’s “specific and highlighted consent, for
specific purposes” (Art. 11, inc. 1); and, second,
situations in which processing occurs without
consent and is indispensable for purposes such
as “‘compliance with a legal or regulatory obli-
gation by the controller” (Art. 11, inc. Il, al. “@”),

“the conduct of studies by a research entity,

with anonymization whenever possible” (Art. 11,
inc. 11, al. “c”), “the protection of the life or phys-
ical integrity of the data subject or of a third
party” (Art. 11, inc. II, al. “¢”), and “the protec
tion of health”, provided that the processing is
carried out “exclusively by health professionals,
health services, or sanitary authorities” (Art. 11,
inc. I, al. “f”, asamended) (Teffé, 2025).

The assumption behind this regulatory
framework is that the processing of genetic
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data carries significant risks. As such, the Bra-
zilian General Data Protection Law does not
rely on broad or open-ended permissions,
but permits lawful data processing only
where it is clearly necessary, and specifically
purpose-bound, thus solidifying the notion
of autonomous control over personal data.
Applied to genomics, the principle guaran-
tees the individual a real and operative say
in how genome-derived information is col-
lected, used, disclosed, and retained, given
that irresponsible handling might violate
a personal right, the repercussions of which
are practically impossible to retract.

Closing observations

Global legal regulation of bioethics is still
at a formative stage. Even so, the field is
expanding through the adoption of norma-
tive instruments that give legal expression
to a wide spectrum of human-rights gua-
rantees within biomedical domains. Howe-
ver, such documents are currently insuffi-
cient to fully ensure the protection and pro-
motion of human rights.

Universal regulation is distinguished by its
broad scope and the large number of adop-
ted documents on the protection and pro-
motion of human rights in the field of bio-
ethics. However, the question remains: how
can soft legal norms effectively ensure the
existence of a functioning system for the pro-
tection of human rights? It is likely that some
norms will eventually become mandatory
due to their established customary nature.
However, in our opinion, it is too early to talk
about this. There is also a need to establish
a supervisory body that would monitor com-
pliance with human rights and the imple-
mentation of legal norms and promptly re-
spond to violations.

On the basis of the results of this study, we
may now return to the research problem that
guided the initial analysis: a consideration
of whether the Brazilian legal system offers
an adequate and coherent framework for
the protection of the human genome with-
out conflating its biological dimension with
the informational regulation of genetic data.
The investigation was driven by the concern
that the increasing relevance of data-driven
technologies could lead to conceptual im-
precision, particularly by equating the pro-
tection of genetic data with the protection
of the human genome itself.

Based on this problematization, the origi-
nal research hypothesis can be formulated as
follows: “Genomic protection in Brazil does
not constitute a unified or autonomous legal
regime, but rather results from a multilevel
and functionally differentiated regulatory
structure, in which constitutional principles,
biosafety legislation, and data protection law
address distinct dimensions of genomic vul-
nerability without overlapping their respec
tive objects of protection”.

The analysis carried out throughout the re-
search confirms this hypothesis. The consti-
tutional framework, while not establishing
a specific regime for genomic protection,
provides general principles — such as human
dignity, privacy, personality rights, equality,
and non-discrimination — that function as
interpretive parameters for statutory regula-
tion. These principles do not directly regulate
genetic research or genomic data, but guide
the legitimacy and limits of legislative and
regulatory choices in this field.

Brazilian constitutional protection of the
genome is best understood through broad
foundational principles rather than expli-
cit constitutional rules. Given their superior
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normative status, constitutional principles
provide the main standards for evaluating
the legitimacy and effectiveness of ordinary
legislation. Where the Constitution offers no
dedicated regulation of the human genome,
these principles take on a systemic and inte-
grative function, ensuring consistency of va-
rious statutory provisions in fields defined
by the realities of scientific and technologi-
cal advancement. Instead of imposing speci-
fic behavioral patterns, these principles act
as referential standards for interpretation,
which orient the application of infra-consti-
tutional norms to constitutionally protected
values, thus establishing the basis for dif-
ferentiated regulatory structures governing
biological safety and genomic information,
respecting their normative identity.

From a biosafety perspective, Law
No. 11,105 of 24 March 2005 establishes a set
of firm boundaries around genetic research
involving the human genome with the ex-
press objective of preserving human life and
health. The statute does so through catego-
rical limits, including the outlawing of human
reproductive cloning, the prohibition of ge-
netic engineering modification of germline
material (germ cells, zygotes, and embryos),
and the imposition of criminal liability for any
use of human embryos beyond the circum-
stances clearly permitted by law.

Simultaneously, the law opens a narrow
path for the use of embryonic stem cells, re-
stricting it exclusively to research and ther-
apeutic application provided that certain
conditions are met: the embryos in question
must be demonstrably non-viable or have
been cryopreserved for an extended period,
parental informed consent must be secured,
and prior evaluation by a competent ethics
committee must be obtained. In combina-
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tion, these limits demonstrate a precaution-
ary and forward-looking legislative approach,
under which scientific research remains per-
missible, but is bounded by unambiguous
legal protections designed to prevent lasting
damage to biological nature of human be-
ings, and to avert dangers that might cascade
onto future descendants.

From the point of information regulation,
Law No. 13,709/2018 (General Data Protec
tion Law) operates on a separate normative
level. In classifying genetic data as sensi-
tive personal information and conditioning
its processing on a strict restrictive mode,
the statute refrains from the protection of
the human genome in its quality as a bio-
logical matrix upon which human life is built,
but instead regulates genetic information
after it has been obtained from that biolo-
gical source, recast as processable data, and
traced to a particular or identifiable person.
This normative structure gravitates toward
the protection of the human personality,
the right to privacy, and the principle of equa-
lity, seeking to avert discriminatory practi-
ces, surveillance-like profiling and breaches
of personal autonomy connected to the mis-
appropriation of genetic data. At the opera-
tional level, these protective measures find
expression in a comprehensive ban on sensi-
tive data processing, the stipulation that any
authorized data handling must proceed from
a clearly defined legal ground that includes
the purpose restriction and necessity require-
ments, as well as the recognition of the indi-
vidual's right to maintain oversight of, request
access to, and formally challenge how their
geneticdatais used, most critically where au-
tomated systems are involved.

The results of this study clearly indicate
that genome protection in Brazil has not de-
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veloped into a cohesive or self-sufficient body
of law. Instead, it functions as a stratified and
functionally distinct regulatory arrangement.
Within the constitutional framework, general
principles do not in themselves provide spe-
cific rules for genetic science or genome data
governance, but serve as interpretive guide-
lines that direct and constrain lower-level le-
gislation, supporting coherence and normative
validity of the regulatory system as a whole.

At the legislative level, biosafety laws re-
gulate biological risks associated with genet-
ic interventions, while data protection stan-
dards govern the use of information obtained
from the genome. In recognizing that every
level of regulation attends to a separate set
of vulnerabilities and serves its own norma-
tive ends, this structural division reinforces

the conclusion that genetic data protection
and the safeguarding of the human genome
must not be treated as equivalent concerns.

The study thus validates the initial hypo-
thesis to demontrate that genomic protec-
tion in Brazil can function effectively only
with the sustained clarity of conceptual and
regulatory lines separating biological over-
sight from the governance of genetic infor-
mation. The integrity of these boundaries
constitutes the vital condition for legal uni-
ty and systemic soundness, simultaneously
enabling a balance between scientific and
technological progress and uncondition-
al responsibility for preserving human life,
personal dignity, and freedom of individual
self-determination within a constitutional
system bound by the primacy of law.
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Abstract

The genetic potential of Antarctic krill and other marine genetic resources offers signi-
ficant scope for innovation, with ongoing genome sequencing projects continually re-
vealing new functional genes and potential pathways. However, the legal and ethical

implications of patenting these innovations remain largely unexplored. While the re-
cent UN Marine Biodiversity of Areas Beyond National Jurisdiction (BBNJ) Agreement

introduces a benefit-sharing provision for genetically unmodified marine organisms,
its application to existing patents on oceanic genetic resources is yet to be deter-
mined. This paper examines the current intellectual property rights pertaining to krill

within the framework of this new international legal instrument governing high seas

genetic resources. It argues that while the BBN] Agreement may permit krill patent-
ing, the common heritage of humanity principle necessitates a degree of self-restraint

to mitigate concerns arising from their public domain resource character.
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MaTteHTOCNOCOOHOCTDL M ynpaB/i€eHne reHeTu4eCKuUMun
pecypcaMun OTKpbITOro mops: uccaneaosaHue
Ha MpUMeEpPE aHTAPKTUUYECKOTIO Kpund

®eHr YoHr™
MeKnMHCKMI cenbckoXo3aiCTBEeHHbIN yHuBepcuTeT, MNeknH, Kutan

AHHOTauus

[eHeTMYeCKMin NOTeHUMAN aHTapKTUUYECKOro KpUas 1 ApYrnx reHeTU4ecknx pecyp-
COB 3HauuTeneH. MHorouncaeHHble MPOEKTbl CEKBEHMPOBaAHUA TeHOMa BbIABAAIOT
BCe Hosblie (byHI(LI,l/IOHaJ'IbeIX EHOB N BO3MOXHbIX I'lyTEI7I And l/IHHOBaLI,l/IVI. FlpaBo—
Bble N 3TNYeCkKne nocneacTBugd nNateHToBaHUg 3TUX l/IHHOBaLI,l/Il7I OCTakoTCa B 3Ha4YU-
Te/IbHOM CTeneHn HeusyueHHor obnactblo. B HegasHO npuHsTom OpraHusauue
O6beanHeHHbix Hauwin CornalieHnn o 6Monornyeckom pasHoobpasmm B OTKPLITOM
mope (BBNJ), yctaHaBnuBatolleM HOBble MeX/yHapo[Hble pamku Aas MOPCKOro
6M0pa3Hoo6pa3vm, COAEPXNTCA NMONOXKEHME O pacnpefeneHnn Boirod ot NCnoib3o-
BaHUA TeHeTnYeCcKun HeMOﬂ,l/I(Dl/ILJ,I/IpOBaHHbIX OpraHM3mMoB B OKEaHe. OcTaeTtcs Heac
HbIM, KaK 3TO No1oxXeHne 6yﬂ,€T perynnpoBathb CyLecTByOUW e NaTeHTbl Ha reHeTu-
yeckme pecypchbl okeaHa. B ﬂ,aHHOVI CTaTbe pacCMaTpmnBaroTCsa CylleCTByOWME npasa
MHTem‘IeKTya/‘IbHOVI COOCTBEHHOCTU Ha Kpnib N UHHOBALLMWN B KOHTEKCTE HoBelwwel
MEeXIyHapOAHOM MpaBoBOM 6asbl ANA FEHETUUYECKUX PecypCoB OTKPLITOrO MOpA.
YTBepxﬂaeTcg, 4YTO HOBas npasoBagd 6asza MOXeT paspelwnTb NaTeHToBaHE NHHO-
BaLI,l/Il7| Ha KpWib, HO B CUY XapaKTepa pecypCoB, HaxoAgaWnXcs B O6LLL€CTB€HHOM
JOCTOAHNN, HeO6XOﬂ,MMO npogaBaATb onpeaeneHHYyt OCTOPOXHOCTD, 4TO6bI y4yecTb
NHTEPECHI O6LLI,€I'O Hacneans yenoBeyecTBa.
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Introduction

The Antarctic krill (Euphausia superba), rep-
resenting a pivotal species in the Southern
Ocean fishery, is not only gaining recognition
as a marine resource, but also as a potential
source of a biological genetic bank (Chi et al,
2013). The recognition of the biological re-
source potential of Antarctic krill is due to sig-
nificant progress achieved in the whole-ge-
nome sequencing and in gene mining over
the last few years. It is possible nowadays
toisolate and express various functional genes
from krill. As a result of the recent progress
in this field, a huge number of patents have
been applied. This raises the very important
issue as to whether genetic resources and bio-
technological innovations based on the gene-
ticresources of the Antarctickrill, considered as
aresource of the Area in the absence ofjurisdic-
tion, can be patented. This issue has become
part of the case law of the Antarctic Treaty
System. However, the recently concluded Ma-
rine Biodiversity of Areas Beyond National Ju-
risdiction (BBN]J) agreement does not address
how it will address patent protection issues as
governed by the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS)
Agreement and related Patents. Setting out
to address this question on the basis of doc
trinal research, the present paper will discuss
several issues (Taghizadeh, 2025).

Values of Antarctic Krill in Biology

With an estimated biomass of between
650 million and 1 billion tons, Antarctic krill
is among the most plentiful multicellular
organisms on Earth. Due to advances in bio-
informatics and biotechnology, krill are no
longer considered solely in terms of conven-
tional fisheries, but also as a potential source
of novel genetic material. Due to the possibili-

nccnegoBaHue Ha npuMepe aHTapKTUYECKOro Kpunga

ty of patenting technological uses of such ma-
terial, it now becomes necessary to carefully
consider the associated legal questions.

Biotechnological Innovations in Krill Genes

Bioinformatics research has identified
genes that could lead to numerous advance-
ments in the biotechnology sector. One
of the most studied areas is the recombinant
production of antifreeze proteins thatimpede
the development of ice crystals. Such proteins
can be used to keep food products fresh or for
the cryopreservation of tissues. Research has
shown that such genes can be used to pro-
duce recombinant proteins that are ice-active.
In synthetic biology, interest in the heterolo-
gous synthesis of certain highly unsaturated
fatty acids is growing. Research groups are
attempting to overcome the problem of un-
sustainable harvesting of krill and other fish
species by transferring the necessary krill gene
sets to yeast and microalgae for the produc
tion of valuable Omega-3 fatty acids. New pos-
sibilities for gene discovery have been created
by metagenomics. Antarctic krill species also
serve as hosts to complex microbial commu-
nities, including those that are poorly cultiva-
ble. By directly sequencing the genetic codes
of these communities, scientists are able to ex-
ploit previously uncharacterized areas.

Novel achievements in the development
of bioactive krill peptides have been also
reported. The release of bioactive peptides
from krill protein using enzymatic hydrolysis
was found to possess antioxidant, antihyper-
tensive and hypoglycemic activities (Xin et al,,
2024). Bioinformatics tools were employed
in the research. Such as identifying potential
cleavage sites for bioactive peptides using
BIOPEP-UWM database, evaluating potential
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activities of the peptides using Peptide Ranker
tool and elucidating the potential mecha-
nisms of action of the bioactive peptides using
molecular docking study (Saetang, 2025).

Intellectual Property Requirements
for Technological Development

The opportunities for high value krill bio-
tech products will depend on how intellec-
tual property (IP) is constituted in this sector.
Indeed, in order to protect huge investments
in primary research and the characteriza-
tion of genes of interest for the development
of biotech products, adequate IP protection
mechanisms have to be implemented in or-
der to allow the innovator to get an economic
return on his investment. Since biotechnolo-
gy inventions are often easy to copy, patents
are necessary to prevent free riding and build
portfolios in order to secure venture capi-
tal and publicprivate partnerships to take
the product to the market. Meanwhile, pa-
tenting activities are widespread and strat-
egies vary from one claimant to another. For
instance, universities and research institu-
tions are generally more involved in patenting
the early stages of research and innovation
processes, such as genome and gene function
characterization. On the other hand, a num-
ber of companies — in particular, in the fish-
ing industry — have explored the later stages
of the value chain to develop new processes
and products such as micro-encapsulation
of krill oil and machines for mechanically se-
parating krill from their shells.

Legal Status of High Sea Genetic
Resources

The development of the Antarctic krill bio-
technology industry is accompanied with
high degree of uncertainty related to con-
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tinuing ambiguity of the ownership of genetic
resources of the high seas. Although the Ant-
arctic Treaty System has now made it legal
to bioprospect for profitresources found there,
it was designed originally to ensure the Ant-
arctic would be available for scientific explo-
ration, free of conflict or contest, for the good
of all. Although this principle was affirmed
in the recent BBNJ Agreement in terms of be-
nefitsharing, theissue of ownership ofthe high
seas genetic resources was left intact, reflect-
ing in microcosm the conflicting ideological
positions in the North between the “open
access” positions defended by the developed
countries versus the “‘commons” approach ad-
vocated by the developing world (Feng, 2026).
Antarctic  krill exemplifies fragmentation
in the current legal system, since the same
species can be subject to completely different
regulations according to whether it is being
used to derive genetic information or whe-
ther it is krill biomass that is being harvested.
However, when attempting to make sense
of the intricate web of rules and regulations,
the main question that arises with regard
to patent lawis ofa more fundamental nature:
If the genetic materials found of the high seas
are res nullius, can they still be considered
to be owned in the context of a patented in-
vention that employs them?

Rules on Resource Utilization
in Antarctic Treaty System

The relevant legislation for Antarctica in-
cludes international treaties that apply to Ant-
arctica. The Antarctic Treaty 1959, which pro-
vides the basic framework in international
law for actions in Antarctica, includes the pro-
motion of scientific research and prohibits
actions which are not for peaceful purposes
(Section 1). It provides for unrestricted sci-
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entific investigation in Antarctica, allowing
freedom of investigation in all places save
Areas under the jurisdiction of any other
country, and stipulating that the results
of such investigations shall be widely pub-
licized. The Antarctic Treaty does not cover
non-exploitation of the biological resourc
es which may be found by the contracting
parties. The Madrid Protocol 1991 (which in-
corporates Annex V) considers Antarctica as
a natural reserve, to be used exclusively for
peaceful purposes in the interests of science
and for furtherance of international co-op-
eration, as well as containing some specific
environment protection measures. In par-
ticular, Annex V of the Protocol, while es-
tablishing provisions for Antarctic Specially
Protected Areas, again fails to mention bio-
logical prospecting. The 1980 Convention for
the Conservation of Antarctic Marine Living
Resources (CCAMLR) was the first in its re-
gional scope to establish a governing regime
for the southern Antarctic Marine Living Re-
sources. Inall Marine Protected Areas, Article
Il of the CCAMLR permits the taking of some
of the marine resources, thereby ensuring
a balance between marine conservation and
the principle of “rational use” that justifies ex-
ploitation of the marine resources. CCAMLR
has developed a krill harvesting strategy that
allows for the establishment of limits, sub-
areas, and monitoring the impact of the har-
vesting on the ecosystem. However, until
now krill has largely been treated as a fishery,
rather than a genetic resource. While biolog-
ical and data considerations are important
for the regime, observations indicate that
the analysis has transcended biological con-
siderations, confirming the need for an ana-
lytical framework that incorporates genetic/
resource considerations.
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Institutional Innovations and Enduring
Issues of the BBN] Agreement

The BBNJ] Agreement endorsed by the Unit-
ed Nations General Assembly, which includes
the United Nations Law of the Sea, is envis-
aged for the protection and sustainable use
of biodiversity. Considering the preceding
two-decades-long negotiation process, it is
a pioneering achievement for internation-
al treaty negotiations that opens the issue
of plastics and other wastes on the high
seas. Since the BBN] Agreement will be a key
normative document in the international re-
gulation of the high seas, it will be have
important implications for international
law. For many non-governmental organi-
zations, it gives them a platform for protest
due to opening the high seas for litigation.
While this Agreement does not completely
accommodate the concerns of developing
nations that prioritize collective heritage, it
equally fails to accommodate the concerns
of developed nations that prioritize libera-
lism of the high seas, taking a middle position
between the two. Thus, in terms of benefit
distribution, the Agreement adopts a dual
approach. In the case of monetized bene-
fits, a percentage of such revenues are to be
placed in a fund aimed at strengthening de-
veloping countries. Non-monetized benefits
are equally captured in this Agreement.

Different Views Between Developed
and Developing Countries

The conflict between the interests of de-
veloped vs. developing nations with regard
to the regulation of marine genetic resour-
ces injurisdictional grey areas forms the crux
of contemporary debates. The viewpoint
generally expressed by developed nations is
that the principle of freedom of the high seas
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should apply to resources that are located
beyond national jurisdiction, implying that
such resources should be freely exploitable.
According to this logic, innovations connec
ted with the exploitation of marine resources
are considered patentable. The argument is
advanced on the basis that, because the UN
Convention on the Law of the Sea reflects
the principle of freedom of the high seas, this
should preclude any regulation of the corre-
sponding genetic resource. Conversely, the de-
veloping nations represented by the Group
of 77 more strongly advocate the principle
of common heritage of mankind, typically
arguing that the genetic resources of the high
seas are a common heritage of mankind and
should not be exclusively utilized for the prof-
it of developed nations and their transna-
tional corporations. This concern falls within
the scope of current global inequities. Indeed,
recent studies indicate that 90% of the world’s
patents for marine genetic resources belong
to the top 10 developed countries, with three
of them controlling almost 70% of the patents,
inthe same fashion as the patenting of human
and plant genes (Arnaud-Haond et al., 2011).

According to this scenario, researchers are
now considering the prospect of compromise.
Some studies indicate that non-monetary
benefit-sharing may have greater potential for
resolving the conflict than approaches that fo-
cus on monetary benefit-sharing (Humphries
et al., 2021). Provided that these approaches
are designed properly, they could potential-
ly resolve the commercial logic of patenting
that countries of the North have with the inte-
rests of the South to participate more signifi-
cantly in marine genetic research. In the long
term, such compromise approaches may aid
in the creation of a more inclusive and equita-
ble system.
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Conceptual Divide Between Fisheries
and Genetic Resources

Antarctic krill are a special case that demon-
strates the ambiguity in high seas genetic re-
source management. As a general rule, krill
is regarded as a fisheries resource, which fall
under the regulation of the Commission for
the Conservation of Antarctic Marine Living
Resources (CCAMLR). There are a number
of harvesting activities regulations including
an annual catch limit, a set number of quo-
tas for specific regions, and impact assess-
ments for the harvesting of all living marine
resources. In the previous 2023-2024 fish-
ing season, the total reported krill catch was
500,000 metric tons, which is very close to an
interim catch limit of 620,000 tons. According
to the interim limit set, the legal status be-
comes more ambiguous if krill is treated as
a resource of genetic material. While the ma-
nagementof‘harvesting”fallswithinthescope
of CCAMLR’s mandate, this organization lacks
the institutional and jurisdictional resources
to manage the fallout from any biotechnical
modifications to the genetic code of krill or
the intellectual property rights that may arise
from such modifications. Meanwhile, the An-
tarctic Treaty System is also silent on the po-
tential to regulate such prospecting.

Patent Eligibility of Antarctic Krill
Biotechnology Inventions
Biotechnological patents involving Ant-
arctic krill are likely to satisfy the three most
traditional requirements of patentability,
including novelty, inventive steps, and util-
ity. The prior disclosures of the sequences
of Antarctic krill and other biotechnological
advancements do not wholly eliminate no-
velty. Since the inventive step can be demon-
strated through additional validation, utility
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can always be shown by a potential industrial
use. While biotechnological advances involv-
ing Antarctic krill do demonstrate potential
utility, a tension between the publicly accessi-
ble genetic materials circumscribed by the pri-
vate grant and exclusivity of patents demon-
strates a deeper issue of justice (Mao et al,
2024). The concomitance of the current pa-
tent regimes and the rapidly evolving theories
of the oceans’ genetic resources being labeled
the “common heritage of mankind” is a ques-
tion of patent justice. From the perspective
of developing nations, in order to achieve such
patent justice, it becomes necessary to think
outside of the traditional confines of patent
law to consider the incorporation of elements
of a benefit-sharing system.

Basic Criteria for Patent Eligibility

The eligibility of patents has to do with how
an invention complies with patentability cri-
teria. Regarding international law, the most
recent guidance on eligibility under the TRIPS
Agreement, Article 27(1), outlines that patents
must be available for an invention in any field
of technology as long as it is not reiterative (i.e,,
is genuinely novel), demonstrates a creative
contribution (inventive step), and is useful (ca-
pable of industrial application). Member states
may choose to implement “inventive step”
as “non-obviousness” and “industrial applica-
tion” as “utility”. It is noteworthy that the TRIPS
Agreement does not include a definition for “in-
vention”. The omission of such a definition is sig-
nificant due to the considerable amount of lee-
way it allows in terms of national legislation.

The Status of Prior Art Regarding Genetic
Resources from the High Seas

When assessing novelty, it must also be
taken into account whether the invention
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has been made public. As far as any invention
based on Antarctic krill genes is concerned,
it must be considered whether the gene se-
quences that are being deposited in the Gene
Bank Database constitute prior art. Public dis-
closure of gene sequences does not constitute
prior art because the sequences cannot be
used by another person to make the inven-
tion. The Antarctic krill genome is known due
to having recently been described in the sci-
entific literature. However, functional genes
were not made public before; moreover, even
after the genome was published, the fact
that the location of the genes has been made
public does not prevent others from making
claims to the functional genes that have not
been made public.

The Leap from “Discovery” to “Invention”
The evaluation of inventive step is still
the highest legal hurdle in determining
whether genetic inventions are patentable or
not. Indeed, the test for patentability of ge-
netic inventions is quite straightforward: is
the functional characterization of Antarctic
krill gene expression an invention that can be
protected by patent law? Thus, the transition
ofadiscovery to the level of invention involves
the need to pass the test for inventive steps.
More generally, the transition from discovery
to invention can be made in a number of ways.
At first, Functional Validation of Gene Expres-
sion transfers abstract concepts — mostly hav-
ing originated in computer-simulated stud-
ies — into reality-based information on gene
expression. The second hurdle to be overcome
is the need to demonstrate technological ad-
vances, which must include native sequences
changes, expression systems optimization
or genes combinations lead to the new traits
absent in nature. In the third place, applica-
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tions-oriented research and developments,
which in some cases may actually involve
the industrial application of gene expression
(e.g., antifreeze protein in food processing),
serve to relate what has been invented to its
respective inventiveness. Indeed, the disco-
very of a gene (regardless of the genomic level
of organization to which that gene belongs)
should, for the time being, conjure only vi-
sions of what is new and interesting.

Possibilities and Limits
of Industrial Application

The utility requirement differs from other
requirements: although it creates fewer dis-
putes, it maintains equivalent significance.
In this situation, the requirements for the in-
vention become apparent. The system must
operate in industrial environments because
it needs to deliver specific results through its
manufacturing capabilities. There should be
a defined purpose and practical application
for inventions that rely on genetic material.

In order to fulfill utility requirements, an in-
vention arising in the course of Antarctic krill
research must demonstrate actual or expect-
ed application. The phrases “may be useful”
and “has potential” do not meet requirements
in this situation. The application of the in-
vention must provide sufficient information
to show skilled experts that it can achieve its
designated functions. The available evidence
establishes that krill genetic material can
provide actual or expected applications. An-
tifreeze proteins function as effective agents
for preserving food through their use. En-
zymes exist which can initiate the synthesis
of essential fatty acids that have economic
value. Bioactive peptides possess therapeu-
tic potential for disease treatment and blood
pressure management. Krill biotechnology
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has attracted commercial interest from vari-
ous business entities.

From Exclusive Patent Rights
to Equitable Benefit-Sharing

The main challenge in the governance
of genetic resources of the high seas has
transformed from a consideration of the le-
gitimacy of patenting to potential of striking
a balance between private exclusive rights
and the public good (Puig-Marco, 2014).
A new governance system is being developed
in international settings which moves be-
yond proprietary systems to protect public
interests according to prudent governance
principles. The future will determine whether
the patent system maintains its validity while
evaluating how private and public goods ob-
tain their value through financial and non-fi-
nancial methods. Thus, while the patent
system permits biotechnological inventions
to receive protection in the Antarctic marine
context, any benefits accruing as the result
of such developments must also serve public
interests (Xu et al., 2025).

Coordination Attempts Within
the Existing Institutional Framework

The BBNJ] Agreement entered into binding
force on 14 December 2017. Thus, the present
study focuses on the substantive effect of its
binding rules and regulations having become
applicable upon its entry into force. The cur-
rent research on this topic mainly revolves
around the relationship between the CBD
and TRIPS Agreement. This research mainly
centers on the complete disclosure meth-
od, which requires the disclosure of origin
at the stage of patent examination. On the ba-
sis of their respective interests, India and Bra-
zil proposed at the TRIPS Council of the WTO



®eHr YoHr

MaTeHTOCNOCOBHOCTb U ynpaBieHue reHeTu4eCKMMu pecypcamm OTKpbITOro Mmops:

in the 2000s that patent applicants have
to disclose and provide proof that the ge-
netic resources they utilized were obtained
from countries of origin of genetic resources
in accordance with national legislation, in-
cluding a statement that they have obtained
the necessary informed consents. Patent ap-
plications shall be rejected if applicants fail
to prove that they obtained genetic resources
in accordance with national laws and regula-
tions of the country of origin of such genetic
resources.

The study of compulsory licensing and fair
use copyright has been established such prin-
ciples as forming a potential solution to issues
concerning the exploitation of genetic re-
sources of the high seas. The TRIPS Agreement
permits patented inventions to be used with-
out patent owner permission under specific
conditions. The system enables developing
countries to obtain technology which utilizes
genetic resources. The system of compul-
sory licensing exists to protect patent rights
which become active after a patent is grant-
ed. The system does not solve the main issue
which deals with the legitimate use and ac
cess of genetic resources. The system func
tions in a restricted manner because of its
inherent structure.

The recent period has seen database pro-
tection together with digital sequence infor-
mation protection as the main conflict point
in ongoing discussions. The scientific commu-
nity faced a conflict between its established
practice of providing free access to gene se-
quence databases and the risk that digital se-
quence information databases could become
protected or create mandatory benefit-shar-
ing requirements. The BBN] Agreement
achieved legal clarity through its inclusion
of digital sequence information.
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Redesigning Benefit-Sharing Under
the BBN] Agreement

The BBNJ] Agreement mainly focuses
on the main part of the Agreement dealing
with the rules for distribution of the bene-
fits arising from the use of marine genetic
resources. This part contains the most im-
portant institutional innovations. The ben-
efits are distributed in the form of financial
benefits when the economic use of the MCRs
reaches a certain level and some of the bene-
fitsare channeled into a special fund. The aim
of the fund is to be used for capacity building
of developing countries and also for the con-
servation of MGCRs of the high seas. This way
the unequal distribution of benefits to deve-
loping countries arising from the genetic re-
sources is avoided.

The BBNJ Agreement provides economic
benefits and other benefits that are not eco-
nomic in character. This means that develop-
ing countries can obtain many practical be-
nefits from unused genetic resources
in terms of study and achieved capacity
development. Since the period for genetic
resources to enter the market can be long,
the potential returns on such efforts are
highly speculative.

The BBNJ Agreement uses a fair method
to solve problems related intellectual pro-
pertyrights. The BBNJAgreementrecogniz-
estheexistingIPsystemandthesignificance
of patentsasdriversforinnovation. The be-
nefit-sharing mechanisms will permit ac-
cess to high seas genetic resources that
will serve the common good of all peo-
ple. The Agreement extends its coverage
to digital sequence information which
prevents developed countries from re-
stricting its application to genetic resourc-
esonly.
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Establishing a Special Safeguard Mecha-
nism for High Seas Genetic Resources

After discussion of the legal aspects
of the new BBN] Agreement, it is necessary
to elaborate on the procedure of establish-
ing new institutional mechanisms to attain
the goal of the treaty through effective
methods. It is considered that the main way
to gain economic advantages of the high seas
Cene-tic Resources Fund will be mentioned
in this discussion. Article 52 of the treaty ex-
plicitly states that the fund will receive mon-
etary contributions from the Parties so that
the marine genetic resources are maintained.
This trigger mechanism will provide a stable
financial base for the operation of the fund,
as it automatically comes into effect when
the patent income exceeds a predeter-
mined limit.

The system needs strong source registra-
tion procedures due to the vital role that they
play in tracking and upholding the benefits
sharing system. The adoption of the Treaty
on Intellectual Property Genetic Resources
and Related Traditional Knowledge on May
2024 at the World Intellectual Property Or-
ganization (WIPO) Diplomatic Conference
marked a crucial achievement in this area.
The treaty requires inventors to disclose in-
formation about the genetic resources used
in their invention when their invention direct-
ly relies on those resources. The implement-
ing regulations will address the issue of high
seas genetic resources due to the current lack
of a sovereign jurisdiction that is competent
to designate a source for such resources.

The research process and its subsequent
commercialization process require regulation
through Material Transfer Agreements. MTAs
enable research centers to establish bene-
fit-sharing requirements which their Antarctic
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krill research results will bring about through
future commercialization. The framework be-
comes more complex as a result of new tech-
nologies which include IP-NFTs. The smart
contracts will create monetary donations
to the specified fund when BBN] approval
IDs exist in the metadata of these NFTs and
commercial milestones which have been pre-
defined are reached.

The framework of open innovation func
tions as a regulatory system for controlling
high seas genetic resource inventions. This
framework helps to solve the conflicts that oc-
cur between exclusive rights and knowledge
dissemination because it enables organiza-
tions to maintain their proprietary technolo-
gies. Non-patent methods that follow open
innovation principles and open-source bio-
tech methods can support knowledge sharing
for specific high seas genetic resource inven-
tions while solving equity problems that arise
from private monopolization.

The Interface Between International
and Domestic Law

The BBNJ] Agreement achieves its high aspi-
rations through its implementation by various
countries through their respective domestic le-
gal systems. China became a BBN] Agreement
signatory when it ratified the treaty and sub-
mitted its necessary documents to the Unit-
ed Nations on 15 December 2025, position-
ing China among the first countries to ratify
the BBNJ Agreement. The process requires Chi-
na to implement BBNJ] Agreement bene-
fit-sharing rules through domestic laws, which
will allow theirenforcement by Chinesejudicial
and administrative bodies. Different countries
exhibit different methods of implementing
the BBN] Agreement through their national
treaties. For example, Brazil and India possess
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extensive experience in genetic resource regu-
lation, which is used to develop their domestic
laws for participating in the BBN] Agreement
process. The fourth amendment to Patent Law
in China establishes a legal requirement for
patent applicants to reveal genetic resources
according to existing case law, which serves
as an example of this situation. According
to some experts, the development of China’s
marine law system should base its foundation-
al structure on the country’s BBN] Agreement
implementation.

The patent examination guidelines require
special attention needed for their examina-
tion process. Following WIPO treaty ratifica-
tion, patent offices must confirm the validity
of disclosed source information and decide
on penalties for cases of non-compliance.
The traditional definition of national source,
which currently requires prior informed con-
sent to access high seas genetic resources,
should be replaced by a new approach. In this
connection, it is recommended that the BBN]
information exchange mechanism require
patent applicants to submit their source reg-
istration codes as proof before their applica-
tions can proceed to examination.

In addition to the legal framework, com-
panies operating in the Antarctic krill fishery
might consider developing codes of conduct
as a means to implement benefit-sharing
principles in jurisdictions where compliance
is left to interpretation. Such mechanisms
deliver two advantages: not only do they es-
tablish an industry standard that promotes
responsible development, but they also create
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Conclusion
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inventions meet the official criteria for nov-
elty, inventive step, and industrial applica-
bility, the fundamental issue emerges about
whether private patent rights can exist for
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arctic Treaty Regime does not provide any
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developing this principle into operational
regulations which function across multiple
national legal systems.
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B npoweawem 2025 r. B n3patenscrae «Py-
CaMHC» BbILLIN MOHOTpaduu, NOArOTOBNEHHbIE
COTpyAHMKaMK  HayuHo-o6pa3oBaTe/ibHOro
LleHTpa MNpaBOBOro obecrneveHns 6K1o3KOHO-
MUKW W TeHETUYEeCcKMX TexHonorun Mockos-
CKOrO TOCYAapCTBEHHOMO OPUANYECKOTO YHW-
BepcuTeTa umeHn O.E. KytadumHa (MIHOA).

Crapwumy  Hay4YHbIMM  COTPYAHMUKAMM
HOL, npaBoBoro obecneyeHns 6NOIKOHO-
MUKW W TEHETUYECKMX TEeXHONOrUA  YHu-
Bepcuteta umenn O.E. KytadmHa (MIHOA)
MOArOTOBNEHbI MOHOrpaduK, B KOTOPbIX pac-
KPbIBAOTCA akTyaslbHble Mpobiembl pasBuTHS
NpaBOBOrO perynnposaHus B obnactu 6uo-
TEXHONOTWI U MHHOBALMIA B chepe 34paBoOOX-
paHeHUs — HOPMaTVBHas pernameHTauns nc
NONb30BaAHUS [OCTVXKEHU TPAHCASLMOHHOM
MeaMUMHBI, a Take BOMpOChl obecreyeHns

NpPOAOBONLCTBEHHOM 6E30MacHOCT B KOH-
TeKCTe pa3BUTUSI FEHETUYECKMX TEXHONOTUA.
MoHorpadus «TpaHCASIUMOHHAA MeAaun-
LMHa: MpaBoBOe W3MepeHue» MOoCBAlleHa
KOMMNEKCHOMY — WCCNeAOBaHMIO  MpPaBOBbIX
acneKkToB, BO3HMKAIOWMX B CBA3N C PA3BUTU-
eM W BHeJpeHneM TPaHCASILMOHHON MeanLm-
Hbl. Llenb paboTbl —cucTemaTtrzauma 1 aHaams
NpaBOBbIX MPOBAEM Ha Pa3/MYHbLIX 3Tanax
TPaHCASUMOHHOrO npolecca, oT dyHAameH-
TaflbHbIX  WMCCNEAOBAHWA A0  KAWHWUYECKMX
MCMbITAHWA W BHEAPEHWS HOBbIX METOALOB
OMArHOCTUKM W fleyeHns. ABTopamu npef-
NpuHATa NONbITKa CGOPMMPOBATH LeNOCTHOE
npeAcTaBieHVe O MPaBOBbIX OCHOBAaX pery-
JIMPOBAHWA OTHOWEHWU B chepe TpaHCAALMW-
OHHOW MEeIMUMHBI, BbIIBUTL NPOGENbl 1 KO-
V31U B AENCTBYIOLLEM 3aKOHOAATENbCTRE,
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AB. KyGbiwkux NPUOPUTET2030"
M.B. Hekotenesa AMRepaMA CTamoBATCH
[1.B. NoHomapesa

TPAHUTALMOHHAA
MEAMLUHA
MTPABOBOE 3MEPEHUE

MoHorpagusa

SCi

Ky6biwkuH, A.B., HekoteHeBa M.B.,
MNMoHomapésa [1.B. (2025).
TpaHcAAUMOHHAs MeAULMHA:

npaBoBoe usmepeHue. Mocka: PycaiiHc.

a TakXe NpeasioXnTb KOHKPETHble peKoMeH-
[aLn N0 ero COBEPLIEHCTBOBAHMIO.

ABTOpbI OTMeuatoT, YyTo B XXI| B. MeAnUMHa
nepexmBaeT 3noxy 6GecnpelefeHTHOro Tex-
HOMIOMMYeCKoro mporpecca, 0bycnoBAEHHOTO
NOCTVXEHUSMU B 061aCTN TEHOMMKM, NpoTe-
OMUKM, BUONHGOPMATIKM 1 APYTUX CMEXHBIX
LNCUMIAVH. TN NPOPbIBbI OTKPbIBAIOT HOBbIE
BO3MOXHOCTU AN8 AMArHOCTUKYK, JeyeHus
1 npodunakTukM 3abonesaHuii, oaHako Mx
3GdeKTBHOE BHEAPEHUE B KIUHWUYECKYIO
NpakTuKy TpebyeT NpeoaoneHns C0XHOro
TPaHCASIUMOHHOTO 6apbepa. TpaHCASLMOH-
Has MeauuMHa Kak MHHOBaLUMOHHAS MOAenb
opraHmsauuy  34paBoOOXPaHeHUs  LOMKHA
06ecrneunTb YCKOpeHHbIi nepeHoc ¢yHaa-
MEHTA/IbHbIX HayuHbIX 3HaHWA 13 nabopaTo-
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M.B. Hexotenesa NpUOpUTET2030"
J1.8. MoHomapesa npaso gnn nuaepcTaa
AB. KybbiukinH

NPABOBOE OBECIEYEHUE
NPOJ0BONbCTBEHHON
BE30MACHOCTH:
MOBANbHOE, PETVOHANbHOE
W HALWOHANBHOE U3MEPEHUE

MoHorpagua

SCI

HekoTteHeBa, M.B., [loHomapéaa [1.B.
Ky6biwkuH, A.B. (2025).

MpaBoBoe o6ecrneyeHmne NpoLOBO/ILCTBEHHO
6esonacHoCTu: rMobanbHOE, permoHanbHoe

M HauuoHanbHoe n3mepeHue. Mocksa: PycaliHc.

pUM K NaLUMeHTY, TPaHCOOPMUPYs pE3y/bTaThI
NCCNelOBAHWIA B peasibHble KIMHUYeckue pe-
weHus.

OfiHaKo MpOUEecc TPAHCASUMM HayUHbIX OT-
KPbITUIA B MEANUMHCKYIO NPaKTUKY CONpPsXeH
C PALOM 0PUANYECKMX, STUUECKMX U IKOHO-
MUYECKMX Bbi30BOB. OTCYTCTBME YETKMX Mpa-
BOBbIX PaMOK, peryapyruimnx nposeieHne
JOKAMHWUYECKMX U KIWHWUYECKMX WUCCNefoBa-
HWI, WCMOB30BAHME TEHOMHbIX TEXHONOTUA,
3aLNTY VMHTENNeKTyaNbHON COBCTBEHHOCTM
1 obecneyeHvie Npas NaUMeHTOB, MOXET Cy-
LLECTBEHHO 3aMelNTb BHeApPEeHWEe MHHOBA-
LLMIA 1 CO3AaTb PUCKM /19 3[0pOBbA 11 Ge3onac-
HOCTU TpaxaaH. HeobxoAMMoCTb NpaBoBOrO
PEryIMPOBAHNSA TPAHCAAUMOHHON MeANLMHSI
0bycnoBneHa Takxe ee TeCHO CBA3bIO C ApY-
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MK chepamu, TaknuMn Kak GapmaLeBTuka,
6UOTEXHONOTUW, UHDOPMALIMOHHbLIE TEXHOMO-
TWM 1 CTpaxoBas MeanLMHa, YTo TpebyeT Kom-
NNEKCHOrO U CMCTEMHOMO NOAX0AA.
MoHorpadus afpecoBaHa LUMPOKOMY Kpy-
ry ynTatenen, Bkawyas topucToB, Bpayen, Ha-
YUHbIX PaBOTHUKOB, CMELNaANCTOB B 061aCTy
3[1paBOOXPAHEHNS, A TaKXKE BCEX, KTO MHTEpe-
CyeTCs NpaBOBbIMM acnekTaMm WHHOBALMOH-
HbIX MEANLMHCKMX TEXHONOTUIA 1 NepcnekTy-
BaMy pa3BnTUS 34paBooxpaHenns 8 XXI B.
MoHorpadus «lMpaBoBoe obecneueHune
NpoAoBONbCTBEHHOW 6e30MmacHOCTU:  Io-
6anbHOe, pervoHaabHOe M HaLMOHa/bHOe
M3MepeHue» 3HaKOMUT umnTaTtene ¢ npobne-
MaTUKOW, KoTopas B HacTosllee Bpems npu-
obpeTaeT 0CoBYI0 3HAUMMOCTb A9 YCTONYM-
BOrO PasBUTUS FOCYAApCTB W 6GAronoyuus
yenoBeyecTBa. HenocTatouyHas NpPOAOBOSb-
cTBeHHas 6e3onacHoOCTb BjeueT 3a coboin
He TONbKO couManbHble K 3KOHOMMWYecKkmne
PWCKM, HO W CO34aeT yrpo3y HalWOHaNbHOW
6esonacHocTW,  noapbiBas  CTabUIbHOCTb
¥ CNocobCTBYS BO3HUKHOBEHMIO KOHGINKTOB.
B aton cBA3M 3ddekTMBHOE KOMMIeKCHoe
NpaBoBoe obecneyeHre NPoA0BOAbLCTBEHHO
6e30MacHOCT Ha robafbHOM, permoHanb-
HOM M HaUWOHabHOM YPOBHSX CTaHOBUTCS
BaXXHeNlehn 3ajadyeit COBPEMEHHbIX [OCY-
NApCTB 1 MEXAYHAPOAHbIX OpraHmn3aLmii.
Llenbto HacToswen moHorpabumn asnset-
€S KOMMNEKCHOe uccnefoBaHne MpaBOBOro
obecrneueHns NpoAoBONLCTBEHHON 6e3onac
HOCTU Ha 1N106aNbHOM, PETMOHANbHOM U Ha-
LIMOHA/IbHOM YPOBHSIX, BbiiBeHME Npobaem
W paspaboTka NpeanokeHWin No coBeplieH-
CTBOBAHWIO NPaBOBOrO PEryANpOBaHNS B AaH-
Howv chepe. s LOCTMXKEHNS yKA3AHHOM LLenn
aBTOpaMM NOCTaBAEHbl CleAyoLLve 3a4a4m:
—  paccMoTpeHue  TeopeTMKO-MpaBOBbIX
OCHOB MPOJOBOLCTBEHHOW 6E30MacHOCTH,

BK/It0Yas onpeAeneHve NoHATUIA, MPUHLMMNOB
W uenevi NpaBOBOro perynnpoBaHns B AaHHO
coepe;

— aHanu3  mobanbHOro  peryanpoBaHus
obecrneyeHns NpoAoBOLCTBEHHON 6esonac
HOCTW, BK/IKOYAs AeSTeNbHOCTb MeXAyHapoa-
HbIX OpraHu3auuii 1 MHOFOCTOPOHHME Corna-
WweHus;

— WCCNefoBaHWe PervoHanbHOro u3mepe-
HUS MPaBOBOrO ObGecreveHns MpoaoBO/b-
cTBeHHOM  6e3onacHocTW,  0cobeHHoCTel
NpaBOBOrO PEryavpoBaHns B Pas3/iMuHbIX pe-
rMOHaxX Mupa;

— U3y4yeHue pasBUTUS MPaBOBOrO perynu-
pOBaHMA obecneyeHns NpoaoBONbCTBEHHO
6€30MacHOCTY B 3apybexXHbIX rocyaapcTBax,
YCNeWwHbIX MPakTUK W MNOTeHUMAsbHbIX Ha-
npaBieHnit 4ns ajantauum;

— BbiIB/IEHWE NPOBAEM W MepcrnekTuB pas-
BUTUS NPaBOBOrO 0becreveHns npoaoBosb-
CTBEHHOW 6€30MacHOCTM Ha HalMOHa bHOM
YpOBHe, pa3paboTka npeasoxeHunii No copep-
WEeHCTBOBAHMIO HALMOHaNbHOIO 3aKoHOoAa-
TeNbCTBa.

MoHorpadws cocTouT 13 BBEAEHMS, WeCTn
ras, 3akawueHns. B nepeon mage «leopetu-
KO-NpaBOBble  OCHOBbI  MPOAOBO/NLCTBEHHO
6€30MacHOCTW» PaCcCMaTPMBAKOTCA KOHLENTY-
a/lbHble OCHOBbI MPOAOBO/bCTBEHHOM He3onac
HOCTY Kak 06beKTa NpaBOBOro PeryiMpoBaHus,
aHaNN3MPYOTCS OCHOBHbIE MPUHLMMbLI U LEen
NpaBoBOro obecneyeHus B AaHHOM chepe.

Bropas rnaBa «[nobanbHoe peryanposa-
HUe obecrneueHns NpoAOBOLCTBEHHON be3-
OMaCHOCTW» COAEPXUT WCCNefoBaHUeE nes-
TENbHOCTW  MeXAYHapOLHbIX OpraHv3auni,
Takmx kak PAO, BTO n apyrux, a Takxe pac-
CMaTpvBaeT MHOTOCTOPOHHME CcornaweHus,
peryavpytoLiMe BOMPOChl TOProBAW MNpOAO-
BO/ILCTBMEM, LOCTYNA K pecypcam u rymaHu-
TapHOM MOMOLLM.
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B Tpetben rnase «PervoHanbHoe namepe-
HWe NpaBoBOro obecreyeHns Mpoa0BO/b-
CTBEHHOW 6€30MacHOCTU»  aHaU3UPYIOTCS
pervoHabHble COMalleHns u MeXaHW3Mbl
COTPYAHMUECTBA, HanpaB/eHHble Ha obecre-
ueHue MpoAOBONbCTBEHHOW 6He30MmacHoOCTy
B pas3/MYHbIX pervoHax mmupa, C y4eTom Mnx
cneundnkn n ocobeHHocTel.

YeTepTas raBa «Pa3gutue npaBOBOro
peryimpoBaHus  obecneyeHns NpoaoBO/b-
CTBEHHOW 6e30MacHOCTM B 3apy6exHbIX
roCyAapCTBax» COAEPXUT  CPaBHUTE/bHbI
aHan3 3aKOHOAATENbCTBA Pa3/IMYHbIX CTpaH
B cepe NMpoAoBONbLCTBEHHOW 6e30MacHOCTH,
BbISIBNSIOTCH YCMELIHblE MPaKTUKKA U MNOTEH-
UManbHble HanpaBneHus Ans ajantauuu. B
naTov rage «PasBuTne NPaBOBOro perynmpo-
BaHMa obecneyeHns NpoaoBOAbCTBEHHON Hes-
onacHoct B Poccuiickoin Penepaunn» pac
CMOTpPEHbl MPaBOBblE OCHOBbLI 0bGecneveHns
NPOJOBONLCTBEHHOM 6E30MacHOCTU B Hallel
CTpaHe, BK/Yas HalWOHANAbHYO JLOKTpUHY
NpOAOBONLCTBEHHOR 6e3onacHocTn Poccuit-
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ckoit Peaepaumn. Ocoboe BHUMaHME yaeNeHo
PAaCcCMOTPEHMIO MPaBOBOrO  PeryavpoBaHus
NPOW3BOACTBA 1 060POTA CENbCKOXO3SNCTBEH-
HOM NPOAYKLMW, CbipbS W MPOLOBONLCTBUS
B Poccum B KOHTeKcTe obecneueHus npoao-
BO/ILCTBEHHOM 6€30MacHOCT!.

B wecTon rnase «[1pobnembl 1 nepcrek-
TUBbI  Pa3BUTMS MpaBoOBOrO obecneyeHus
NpOAOBOALCTBEHHON 6e30MacHOCTM» 0606La-
t0TCS pe3ynbTaThl UCCNefOBaHNS, BbISIBASIOTCS
OCHOBHble NpoBieMbl 1 NepCrnekTUBLI PasBu-
TWS NPaBOBOIO PerynpoBaHuns B AaHHOM che-
pe, NpeAnararTcs KOHKPETHbIE pekoMeHAaLn
MO COBEPLIEHCTBOBAHMIO MPAaBOBOrO 0becneye-
HUS NPOAOBOALCTBEHHON 6€30MaCHOCTU Ha Ha-
LVOHAIbHOM 1 MEXAYHAPOLHOM YPOBHSIX.

[penctaBneHHble MOHorpadumn ajpecosa-
Hbl CTYAeHTaM 0pMANYECKMX BY30B U GaKyb-
TETOB, MEAIMLMHCKMX BY30B, @ TAKXKE HayUYHbIM
paboTHMKAM, WUCCAeA0BaTENIM, MPaKTUKY-
IOLLMM tOpUCTaM, MpenojaBaTensm BbICLIMX
yyebHbIX 3aBefleHni, acnnpaHTam 1 BCem 3a-
WHTEPECOBAHHbIM YNTATENAM.






