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BCTyFIMTeﬂbHOE C/10BO MaBHOro pegaktopa

YBa)kaemble untarenu!

Pasbl npeacTaBUTb BallemMy BHUMaHWMIO HOBbIN BbINYCK XXypHana Lex Genetica, B KOTOpOM paccmoTpe-
Hbl TEMbI, OXBaTbIBAIOLLME PETYANPOBAHME NCMONb30BAHMS MUKPOOPraHN3MOB B MPOMbILLIEHHOCTU, OCO-
HEeHHOCTY NepCoHaNM3MPOBaHHON MMMYHONPOMOUAAKTIKMA, MPaBOBblE aCNEKTbl MPUMEHEHUS HOBEMLLINX
TexHonorni, Takmnx kak CRISPR-Cas9, a Takxe BOMpOCh 3aLnTbl UHTENNEKTYANbHON COBCTBEHHOCTY B ar-
POMPOMbILLIIEHHOM KOMMNEKCE.

Mex ayHapoaHO-NpaBoBO 6A0K MCCAeA0BAHWI OTKPbIBAET CTaTha M.B. HekoTeHeBow, NOCBALIEHHASA
NpaBOBOMY PEryIMPOBAHMIO UCMONb30BAHNA MUKPOOPraHN3MOB U X METABONNTOB B MULLEBO 1 KOPMO-
BOW NPOMbILLAEHHOCTI. ABTOP aHa/IM3MPYeT MeXAyHAPO/AHbIE U HALMOHA/bHbIE MOAXOAbl K 06ECneueHio
6e30nacHOCTH 1 3HEKTUBHOCTM TaKMUX TEXHONOTUIA.

B pasnene «Lex Genetica: MybanuHo-npaBosoe usmeperme» C.B. BopoHKoBa paccmaTpuBaeT pery-
MPOBaHNE NePCOHANN3INPOBAHHON MMMYHONPODUAAKTUKM, & UMEHHO — NPaBOBblE, MEANLMHCKME U CO-
UMaNbHO-3KOHOMMUYECKME acNeKThbl yueTa UMMYHHOMO cTaTyca npu BakUMHALMU pabOTHUKOB B pamkax
NepCcoHaNM3NPOBAHHON MeAMLMHbI. ABTOP AeNaeT BbiIBOA O HEOOXOAMMOCTU COBEPLIEHCTBOBAHNSA POC-
CUIACKOTO 3aKOHOAATENbCTBA C LE/BI0 BHEAPEHNS HayUHO 0BOCHOBAHHOTO MeXaH13Ma NepcoHanu3aLmnm
BaKLMHALMMW, YTO NO3BOUT NOBbICKTL 6@30MACHOCTb W JOBEPME K MPOrpamMmam MMMYHU3ALUN, YAYULINTb
3NNAEMUONOTNYECKUI KOHTPOb 1 3PPEKTUBHOCTL UCMOMb30BAHNS PECYpPCOB 34paBOOXPaHEHNS.

Cnenytolimnin pa3aen xypHana nocBsLeH CpaBHUTENbHO-NPaBOBbIM UCCeA0BaHNIM. Llenbto cTaTbu
H.B. loposoHosoit 1 O.C. PbibakoBOW SIBAAETCA pacCMOTPEHME BOMOLMM NPABOBOrO PeryinpoBaHus
byHAAMEHTANbHbIX U AOKAVHUYECKMX MCCNeAoBaHMIA N0 peaakTVpOBaHMIO reHoma yenoBeka B Kutain-
ckoit HapoaHoii Pecnybavike ¢ 1990 no 2025T.

Kutaiicknin nuccnenosatens [l. JoHr aHann3npyeT pa3BuTre CUCTEMbI COXPAHEHMS FTEHETUYECKUX pe-
cypcoB B Knutae v npeanaraet nytu ee ynyywerus. O. YoHr paccmaTprBaeT BONPOChI 3aWMUTbI NpaB MHTEN-
NEKTyanbHOM COBCTBEHHOCTM B TOPrOB/IE CENbCKOX03AMCTBEHHOM NpoayKumeit B KuTae, Bbiaenss cnemyto-
L€ OCHOBHbIE NPOBAEMbI: OXpaHa reorpaduyeckmnx ykasaHuii, HapyLeHe naTeHTHbIX NpaB Ha arpapHble
TEXHONOMMN 1 CMOPbI O MPaBax Ha HOBble COPTa PACTEHNIA.

B 3aBepuieHue Bbinycka [1.B. MoHomapesa npeacTasaseT 0630p AyyULlnx MAPOBbIX MPakTUK HOPMATMB-
HOro MPaBOBOTrO PErynpOBaHNS roCyAapPCTBEHHBIX 3aKyMOK NEKAPCTBEHHbIX CPEACTB, & TakXKe PEKOMEH-
Jaunn poCCUinCKoMY 3aKOHOAATENIO MO COBEPLIEHCTBOBAHMIO COOTBETCTBYIOLLMX NPABOBbIX aKTOB B 060-
3HayYeHHoN chepe.

Mbl Hageemcs, UTO NpeAcTaBaeHHble MaTepuabl CTaHyT MNONAE3HbIM PECYpPCOM NS UCCAefoBaTENEN,
0PUCTOB, NPAKTNKOB U BCEX, KTO MHTEPECYETCS NPAaBOBbIMU acnekTamy B1OTEXHONOTUIA U 3 paBoOXpaHe-
Hug. Mpurnawaem K ANCKYCCUM U AaNbHENWEMY M3YUYEHMIO ITUX aKTyabHbIX TEM.

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

Dear Readers,

We are pleased to present this new issue of Lex Genetica to your attention. This issue covers a diverse
range of topics — from regulating of the presence of microorganisms in industrial settings, the specifics
of personalized immunoprophylaxis, the legal aspects of CRISPR-Cas9 and other cutting-edge technol-
ogies to intellectual property protection in the agricultural industry.

The article by M.V. Nekoteneva opens the section of international research by examining issues
of the legal regulation of microorganisms and their metabolites in the food and feed industries. The au-
thor analyzes international and domestic approaches to ensuring the safety and effectiveness of these
technologies.

In the section entitled “Lex Genetica: Public-Law Dimension”, SV. Voronkova explores the problem
of personalized immunoprophylaxis. She examines the legal, medical, and socio-economic aspects
of tailoring vaccination programs to consider the immune status of individuals, thus ensuring a person-
alized medical approach. The author concludes that Russian legislation should be improved by imple-
menting a knowledge-based mechanism for personalized vaccination. This could enhance the safety
of immunization programs and public trust, improve epidemiological control, and optimize the use
of healthcare resources.

The section of comparative legal studies presents the article by N.V. Dorodonova and O.S. Rybakova.
The authors analyze the evolution of legal regulation in the sphere of fundamental and preclinical re-
search on human genome editing in the People’s Republic of China from 1990 to 2025.

Chinese researcher D. Dong analyzes current achievements in the system of genetic resource con-
servation in China and proposes a set of recommendations. F. Chong considers the issues of intellectu-
al property protection in China’s agricultural trade, highlighting such key issues as protection of geo-
graphical indications, infringement of patent rights for agricultural technologies, and disputes over
the rights to new plant varieties.

This issue concludes with an article by D.V. Ponomareva, who carries out a review of best internation-
al practices in the regulation of government procurement of medicines and provides her recommenda-
tions on improving the relevant legal acts in Russia.

We hope the articles in this issue can serve as a valuable resource for researchers, lawyers, practi-
tioners, and anyone interested in the legal aspects of biotechnology and healthcare. We invite our read-
ers tojoin the discussion and further explore these important topics.

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

Lex Genetica. 2025. Volume 4, No. 3
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PerynupoBaHue Ucnosib3oBaHNs MUKpOOPraHM3MoB
U X MeTabo/IMTOB B NULLLEBOI U KOPMOBOW
NPOMbILL/IEHHOCTU: UHTErpaLMOHHO-NPaBOBOW acnekT

Mapus B. HexoTteHeBa"™"
YHuepcutet umenu O.E. KytapuHa (MIHOA), Mockea, Poccuiickas @epepauns

AHHOTauua

MpaBoBoOe perynnMpoBaHune MCnoab30BaHWS reHETUUECKMX TEXHONOTUIA B NULLEBOI
1 KOPMOBOW MPOMBILWNEHHOCTI — CNIOXHAs ¥ MHOroacnekTHas 061acTb, Tpebyto-
was 6anaHca mex/y BO3MOXHOCTbIO Pa3BUTUS W NMPUMEHEHUS BbICOKMX TEXHOOT WA,
obecneueHnem 6e30MacHOCTH (B TOM UKCae NPOAOBOALCTBEHHOW) U COBMOAEHVEM
3TUYECKMX HOPM. B 4acTHOCTU, KOrAa pedb 3aXOAWT O MUKPOOPraHu3max v nx me-
TabonnTax, UCNOb3yeMbIX A1 MPOU3BOACTBA MULLEBLIX MPOAYKTOB U KOPMOB, BO3-
HUKaeT HEOBXOAMMOCTb B UETKUX HOPMaXx, OMpeAensiolimx A0MNYCTUMbIE TPaHNLLbI
NpUMEHEHNs reHeTUYECKMX MOANPUKALMA, rapaHTUPYIOWLMX OTCYTCTBME PUCKOB
LS 30,0POBbS YeNoBeKa, XMBOTHbIX, OKPY>Xalolen NprpoaHON cpeabl. B nencrey-
loLLLeM POCCHMIACKOM 3aKOHOAATeNbCTBE OTCYTCTBYET YETKOE OnpefeneHve NoHaATus
«lITAMM-MPOAYLLEHT», YTO CO3/aeT NPaBOBYO HeonpeaeNeHHOCTb. B oTHOWeEHWK
BOMPOCOB PerynnmpoBaHnsg NpUMeHeHMsi MUKPOOPraHn3MOB, B TOM YKC/e reHeTnye-
CKU MOANOMUMPOBAHHBIX, 1 MPOAYKTOB MX MeTabonn3ma B MULLEBOA U KOPMOBOIA
npomslwneHHocTn EBponerickoro cotosa (EC) n EBpa3minckoro sKoHOMUYECKoro co-
t03a (EA3C) cneayet oTmMeTHTh, 4TO B EBpONeiickom coto3e AeNCTByeT KOMMIEKCHAas
cucTema oleHKk) 6e30MacHOCTY 1 aBTOPU3aLLMM MUKPOOPTaHU3MOB 1 X MeTabou-
TOB, MCMOMb3YEMbIX B KAUECTBE MULLEBbIX UM TEXHONOMMUYECKMX 106aBOK. YUnTbiBas
BO3paCTatoLLYt0 PO/Ib MUKPOOPraHU3MOB, MONYYEHHbBIX C MPUMEHEHWNEM TEXHONOT WA
pefaKkTMpOBaHUs reHoma AN MULLEBOM U KOPMOBOW MPOMbILUAEHHOCTH, @ Takxke
B Lendx GopMMpoBaHMa eanHOro peiHka B pamkax EASC, BaxHO BbipaboTaTb cHa-
NIAaHCUMPOBAHHBIA MOAXOA K UX perynnpoBaHuto, obecneunBaiollnii Kak pasBuTue
BUOTEXHONOTMIA, TaK W 3aULWTY 30POBbS UENOBEKA U OKPYXAIOLLEN CPEAibl, @ TaKXKe
COMNAcoBAHHOCTb NPUMEHEHNS HALMOHA bHbIX 2KTOB CTPaH-y4aCTHULL.

Llenblo AaHHOW CTaTby ABASETCS BbISBNEHME OCOBEHHOCTEM NPaBOBOrO peryinpoBa-
HWS TPUMEHEHUS WTaMMOB-NpoayLeHToB B EC, BbiiBNEHWE OCHOBHBIX MPUHLMMOB
1 NOAXOAOB, NMPUMEHSEMbIX B AAHHOW IOPUCAMKLMM, @ TakKe WX COMocTaBaeHune

*‘Email: mvnekoteneva@msal.ru © HekoteHeBa M.B., 2025
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Mapus B. HekoteHeBa
PerynunpoBaHue ncnonb3oBaHUs MUKPOOPraHU3MOB M X MeTaboNUTOB
B MULLEBOI M KOPMOBOM MPOMbILLIEHHOCTU: UHTErPaLMOHHO-NIPABOM acnekT

C CYLLECTBYIOLWMMMN HOpMamu perynnposaHns B EASC. Mpu peryanpoBaHmn cnonb-
30BaHNA MUKPOOPraHW3MOB, MOMYUYEHHbIX NyTeM peaakTVpPOBaHUS reHOMa, BaxHO
YUNTbIBaTh TpebOBaHUS K OLEHKE PUCKOB, aBTOPM3aLMW M MapKMpPOBKE, a Takxke
0COBEHHOCTU PEeryanpoBaHWa MeTaboNUTOB MUKPOOPTraHW3MOB, WCMOMb3yeMbIX
B KaueCTBe MULLEBbIX U TEXHONOrMUYECKMX 106aBoK. JanbHeiliee nyyeHne onbita
EC B paccmaTpusaemoit chepe, a Takxke 0COBEHHOCTEN peryiMpoBaHns UCMonb3o-
BaHWA MeTaboUTOB MUKPOOPTraHN3MOB B MULLEBOR 1 KOPMOBOW NPOMbILLIIEHHOCTH
B MHbIX topucamkunsgx (Hanpvmep, 8 CLUA) 1 agantauus nyulinx npaktuK peryam-
poBaHus 3TUX cTpaH Ansd npasa EADC (Bk/ouas cosgaHmne cUcTeM oleHKM besonac-
HOCTW 1 TapMOHM3aLIMio TpeboBaHKIN) ByAeT CNOCOBCTBOBATL CO3AAHMIO 1 PA3BUTUIO
eAVHOTO pblHKZ W MOBbILLEHWMIO KOHKYPEHTOCMOCOBHOCTM MPOAYKUMM CTpaH —
yneHoB EASC.

KnwoueBble c/ioBa: NpaBoBOE peryanpoBaHue, reHeTnyeckne TeXHONOrMM, MUKPOOPraHW3Mbl, MeTa-
BONNTBI, WTAMM-TIPOAYLIEHT, MULLEBAA NPOMBILIIEHHOCTb, KOPMOBASA MPOMbILINEHHOCTb, EBpONEncKuii
cot03, EBpa3ninckmnin sSkOHOMMYECKMIA COI03

®uHaHcMpoBaHMe: VcCiefjoBaHMe MOATOTOBAEHO B pamkaX peanusauuu rocyAapCTBEHHOrO 3afja-
HUS MuHMCTEpCTBA Hayku 1 Bbicwero obpasosarus Poccuiickoin Pegepalnn, peecTpoBbii HOMep
300000.99.1.6B16AA01000, Tema: «HayuHo-meToaMnueckoe obecnederne paboT no NpaBoBOMY peryau-
POBAHMIO YCKOPEHHOIO PA3BUTUS TEHETUUECKUX TEXHONOTUI».

Ana umtupoBaHus: HekoTteHesa, M.B. (2025). PerynvpoBaHue NCnoab30BaHUS MUKPOOPraHU3MOB 1 X
MeTaboANTOB B MULLEBOI 1 KOPMOBOI NMPOMbILLIEHHOCTU: UHTErPaLMOHHO-NPaBOBO acnekT. Lex Geneti-
ca, 4(3), 7-30. https://doi.org/10.17803/lexgen-2025-4-3-7-30
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Abstract
Legal regulation in the field of using genetic technologies in the food and feed
industry is a complex and multifaceted process that requires a balance between
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the possibility of developing and implementing high-tech solutions, while ensuring
safety (including food safety) and compliance with ethical standards. Thus, the use
of microorganisms and their metabolites for food and feed production requires
transparent standards defining the permissible ranges of genetic modifications
to mitigate risks to both human and animal health and the environment. In Russia,
the current legislation lacks the definition of a “producer strain”, which creates legal
uncertainty. In the EU, a comprehensive system for assessing the safety and autho-
rization of microorganisms and their metabolites used as food or technological ad-
ditives is applied. Given the increasing role of microorganisms modified by genome
editing technologies in the food and feed industry, as well as the task of forming
a common market within the Eurasian Economic Union (EAEU), a balanced ap-
proach to regulating this sphere is needed. Such an approach should support bio-
technology development while ensuring protection of human health and the envi-
ronment, as well as the consistency of national laws of the participating countries.

Thisarticle aimstoanalyze and compare the main principles and approaches of legal
regulation in the EU and the EAEU regarding the use of producer strains. The reg-
ulation of the use of microorganisms obtained by genome editing should incorpo-
rate the requirements for risk assessment, authorization, and labeling, and to con-
sider the specifics of regulating the use of microorganism metabolites as food and
technological additives. Further analysis of the experience accumulated in the EU
and other jurisdictions (e.g., the USA) and the adaptation of best regulatory prac-
tices to the EAEU conditions, including the creation of safety assessment systems
and harmonization of requirements, will facilitate the development of a common
market and increase the competitiveness of products from EAEU member states.

Keywords: legal regulation, genetic technologies, microorganisms, metabolites, producer strain, food
industry, feed industry, European Union, Eurasian Economic Union
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Mapus B. HekoteHeBa

PerynmposaHme NCNo/1b30BaHUA MUKPOOPraHU3MOB U UX meTaboauTos
B MULLEBOW U KOpMOBOVI MPOMBILI/IEHHOCTN: VIHTEFpaLWIOHHO-I'lpaBOI;I acnekT

BBepeHue

Mukpobronormyeckme NpoLIecchl WPOKO Npw-
MEHSIOT B Pas/IMUHbIX OTPACASX IKOHOMMUKM.
B ocHoBe MHOrVIX MPOM3BOACTB NleXaT peakLmum
obMeHa BELLECTB, MPOUCXOASLLIME MpPU pPOCTe
1 Pa3MHOXEHNW HEKOTOPbIX MUKPOOPraHU3MOB.
B HacToslee Bpems € MCNO/b30BaHEM MUKPO-
OpraHM3MoB ¥ WX MeTaboNnTOB MPOU3BOAST
KOpPMOBblE GefKku, hePMEHTbI, BUTAMMHBI, amii-
HOKWCAOTbI W aHTUBUOTUKM, OpraHNUECcKmNe KNG
JIOTbI, MMNUABI, TOPMOHBI, Mpenapatsl AN Ceb-
ckoro xo3sinctea n T. 4. (barpsHuesa, LLleeenesa,
2018). B nuLLeBo NpOMBILNEHHOCTU MUKPOOP-
raHM3Mbl MCMONB3YHOTCS MPU MOAyYeHUn psaa
NpoAyKTOB. TaK, aAKorofbHble HaNWTKN — BUHO,
MMBO, KOHbSK, CMUPT — 1 ApYrne NpoayKTbl MOAy-
YaloT MPY NOMOLLM APOXKEN. B xnebonekapHoi
MPOMBILLNEHHOCTM UCMONb3YIOT APOMNOKM U Hak-
Tepuy, B MOIOYHON MPOMbILLNEHHOCT — MO-
JIOYHOKMCAIbIE BakTepumn 1 T. 4. AKTUBHO UCMONb-
3yH0TCS MUKPOOPraHu3mbl Npu MPOM3BOACTBE
KopMmoB (TekyTbesa v ap., 2018).

B MUKpOBHOW KNeTKe NOCTOAHHO MpOTEKaoT
peakumuu, obecrneunBarolyve ee XusHeaesTeNb
HOCTb. [1poMeXKyTOuUHblE MW KOHEYHble Bellle-
CTBa, 06pasyiolIMecs B pe3ybTaTe 3TUX peakLnii,
HasbiBatoTCa MeTabonutamu (JIutycos, 2015).

BrioTexHonornueckoe  MCNoNb3oBaHWE  MU-
KPOOPraHvW3MoB ¥ pe3ynsTaToB WX KuU3Heaes-
TE/IbHOCTI YCNOBHO MOXHO pa3buTb Ha HECKONb-
KO OCHOBHbIX Fpymn:

1) nonyyeHne XMBOIM AN MHAKTMBMPOBAHHOM
MUKPOBHOM 6Bromacchl (MpOV3BOACTBO MeKap-
CKMX, BWHHbIX, KOPMOBBIX APOMOKEW; BaKLMH,
6€/1KOBO-BUTAMUHHbIX KOHLIEHTPATOB, CPEACTB

T Metoamueckve  pekomeHaaumn  «llopsaok

BEAEHNA

3aLLUMTEl paCTEHUI, 3aKBACOK AN MOMyYEHUS
KMCZIOMONOYHbIX MPOAYKTOB ¥ CUNOCOBAHUS KOP-
MOB, MOYBOYA0BPUTE IbHBIX MPenapaToB 1 T. 4.);

2) nojy4eHue NpoayKToB MeTabonu3mMa mu-
KPOOPraH/13mMoB (@HTUOMOTHKM, FOPMOHbI, aMii-
HOKMCNOTbI, BUTAMWHbI, OpraHnyeckmne KUCIoTl
M T. 4). MeTabonnTbl NoApa3aensioT Ha nepny-
Hble (bepMeHTbI, aHTUreHbl, Apyrie 6enku) u BTo-
pUUHble (@HTUOUOTUKY, BaKTEPUOLMHDI, TOKCK-
Hbl, FOPMOHbI U T. .);

3) NonyyeHvie PEKOMOUHAHTHBIX MPOAYKTOB;

4) GUoTpaHChOpMAaLLNA BELLECTB;

5) yTvamnsaums coeayHeHunin (B TOM yncne He-
NPVIPOAHbIX); 1 APYTVIE.

Heo6x0AMMO OTMETUTb, UTO Ha CErOAHALLHMIA
[leHb B 3aKOHOAATENLCTBE OTCYTCTBYET MOHATHE
«LUITAMMA-TIPOAYLIEHTa.

B HexoTopbIX NOKa/fbHbIX akTax BCTpeya-
eTCcq  TEPMUH  «MPOU3BOACTBEHHDBIN  LUTAMMY,
MOf, KOTOPbIM MOHVMAIOT «KYBTYPY, MOMyYeH-
HYI0 13 pedepeHTHOTO LWTaMMa, COOTBETCTBYIO-
LLYIO €My MO ONpeAenieMbIM XapaKTepucTvKam
Y UCNONb3yeMyto B GUOTEXHONOMMYECKOM NPOou3-
BOZCTBE, B TOM UWCae A8 NMONYUYEHNS aKTUBHBIX
1 (M11) BCnomoraTebHbIX KOMMNOHEHTOB NMPOU3-
BOAMMbIX CPEACTB NPOPUNAKTUKM, ANArHOCTUKM
W NeyeHVs 3a60neBaHNii YenoBeka, KUBOTHbIX
WAN pacTeHuity. Takke B JOKTPUHE W TexHWYe-
CKOW [OKyMEHTaLMW yrnoTpebnsioTcs NoHsTHs
NPOMbILLNEHHbIX, MPOW3BOACTBEHHBIX U BrOTEX-
HONOTUYECKMX LLITAMMOB MUKPOOPTaHWU3MOB.

B HacTosllee Bpems akTMBHO 0BCyxaaeTcs
BOMPOC O BO3MOXHOCTSX, CBA3AHHbLIX C peAak-
TUPOBAHWEM FeHOMA XXMBbIX MUKPOOPraHU3MOB.

KOMNEKUMI  NATOreHHbIX MUKPOOPraHM3MoB».

YreepxaeHo Pelervem YueHoro coseta PIBY «HLSCMI» Munsgpasa Poccum 27 pexabps 2022 roaa

(npotokon ~ N° 5. Pexum  goctyna:

https://www.regmed.ru/science/perechen-ntp/%D0%BF.3%20

2022%20%D0%9C%D0%A0%20%D0%9F%D0%BEY%D1%80%D1%8F%D0%B4%D0%BE%DO%-

BA%20%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BA%DO-

%BE%D0%BB%DO%BB%D0%BS%D0%BA%DI%86%D0%B8%D0%BI%20%D0O%B-

F%D0%B0%6D1%82%D0%BE%D0%B3%D0%B5%D0%BD%D0%BD%D1%68B%D1%685%20%D0%BC%D0%BE . pdf
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http://D%D0%B8%D1%8F%20%D0%BA%D0%BE%D0%BB%D0%BB%D0%B5%D0%BA%D1%86%D0%B8%D0%B9%20
https://www.regmed.ru/science/perechen-ntp/%D0%BF.3%202022%20%D0%9C%D0%A0%20%D0%9F%D0%BE%D1%80%D1%8F%D0%B4%D0%BE%D0%BA%20%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BA%D0%BE%D0%BB%D0%BB%D0%B5%D0%BA%D1%86%D0%B8%D0%B9%20%D0%BF%D0%B0%D1%82%D0%BE%D0%B3%D0%B5%D0%BD%D0%BD%D1%8B%D1%85%20%D0%BC%D0%BE.pdf 

Regulat

TexHONOrMK pefakTUpoBaHNa MOryT BbiTb Npu-
MEHEHbI 19 NoNyueHns 6oaee CoBEpLIEHHbIX
MWKPOOPTaHN3MOB, CMOCOBHbBIX K 3PhEKTUBHO-
My MPOW3BOACTBY MOME3HbIX BELIECTB, Npexae
Bcero 6enkoB. TexHOMorMW pefakTUpoBaHUS
reHoMa XMBbIX MUKPOOPraHN3MOB B 3HAUMTE b-
HOW CTeneH NoBbILLAOT 3PPEKTUBHOCTL COBpE-
MEHHO NPOMBILLNEHHON MUKPOBHOI CenekLmm
(Maetal, 2022).

[oBOpst 0 MoaxoAax K MpaBOBOMY perynmpo-
BaHMIO MPUMEHEHMS  ITAaMMOB-NPOAYLIEHTOB
B OTEUECTBEHHOM W 3apybexxkHOn npakTuke,
MOXHO BbIAENNTL 00UUi (AU 6a308bIl) nodxod,
KacatoLLMACS B LENOM PeryavpoBaHms npume-
HEHMS MUKPOOPraHW3MOB B MULLEBON 1 KOPMO-
BOV MPOMbILUAIEHHOCTY, BKOUYAA OCOBEHHOCTM
obecneyeHns  BrUonorMueckon  6e3onacHoCTH,
N peryampoBaHne MpuUMeHeHWs MHHOBALVOH-
HbIX MPOAYKTOB, BK/KYAs FEHeTUYECKM MOAW-
OUUMPOBAHHbIE  OpPraHM3Mbl, CUHTETUYECKME
1 VHble OpraHu3Mbl, CO3AaHHble (M3MEHEHHbIE)
CMPUMEHEHVEM HOBEMLLINX TexHonormii (Herody
etal., 2010).

MeToponorus

MccnenosaHue 6asnpyetca Ha 063ope 1 aHanm-
3e MONOXKEHWUIA OPUANUECKUX, BUONOMNUECKMX,
MeANUMHCKMX, KOMMbIOTEPHBIX HayK; WU3yYeHnN
SMNUPUYECKOTO MaTepurana, B TOM yMcae mate-
pranos cyaebHorn npakTku. OCHOBHbIMK Me-
TOAAMM UCCNEAoBaHUS ABUANCE 0bLLedunocod-
CKvie METOAbl AefyKUMW, UHAYKUMK (M3ydeHune
0COBEHHOCTEN MPaBOBOMO pexkmMMa MUKpPoOpra-
HW3MOB U WX METAbOAMTOB 1 MOCNEAYIOLLIEE Bbi-
AeneHye 0bLMX NPUHLLAMOB), aHaan3a, a Takxe
cneupanbHo-topuanyeckne MeTodbl: dopmab-
HO-HOPUAMYECKIIA, OPUANYECKOrO MOAEINPOBA-
HWS! Y METOJ, CPABHWTENbHOTO MPABOBEAEHNS.

2 European Food Safety Authority (EFSA). Quali
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Pesynbratbl
B EBponeiickom cotoze (EC) npuHaThe akToB,
PETNAMEHTVPYIOLWMX  BOMPOCHl  MPUMEHEHNS

MMKPOOPraHM3MOB, MpecneayeT Takue Uenw,
KaK 3aluTa 310pOBbS NHOAEN U KNUBOTHBIX, A Tak-
e OKpy>KatoLLelt cpefibl B COOTBETCTBUM C MPUH-
LMMOM  MPeaoCTOPOXHOCTA 1 0becneyeHns
GYHKLUMOHNPOBAHNS BHYTPEHHETO PbIHKA.

B npaee EC npeaycMoTpeHO HeCKonbko BO3-
MOXHbIX KaTeropuii B OTHOLUEHWW PeryanmpoBa-
HUS MPYMEHEHNS MUKPOOPraHWU3MOB ¥ MeTa-
60/IMTOB B MULLIEBOI NMPOMbILLNEHHOCTH: HOBOE
M1LEBOE BELLECTBO 1 MULLEBON GEPMEHT.

Hosoe nuujesoe eewsecmeo — 3170 1160 10O, KO-
Topoe paHee He 6blI0 Ha pbiHKe, 160 TO, KOTO-
poe paHee 6blI0 Ha PbiHKE, HO A9 KOTOPOro
MPOW3BOACTBO C MOMOLLbBIO FeHETUYECKN MOAW-
GUUMPOBAHHbBIX MUKPOOPraHM3MOB MpecTaB-
NSeT HOBbIV MPOWM3BOACTBEHHBIV Npouecc. [1po-
M3BOAMTCS OLEHKA BELLECTBa, a He MpoLEeccoB
€ro Npo13BOACTBA.

OpHako oueHka Mtoboro HOBOrO MULLIEBOrO
BellecTBa BK/OYAET OLEHKY BCero mnpouecca
MpPOW3BOACTBA, BK/KOYAS MPOU3BOACTBEHHbIN
opraHunsm, hepMeHTaLOHHbIE Cpefbl, 0bopy-
[0BaHMe, GUALTPbI, TEXHONOrMYeckne 106aBKu
1 No6ble UHIPEAMEHTbI peLenTypbl. 3akaoye-
HWe 06 OLIeHKe HOBOTO MULLIEBOrO BELLECTBa ny-
611KyeTcs B CrvicKe HOBbIX MULLLEBbIX NPO/YKTOB
Coto3a B EBponerickom cotose (QPS %).

Ana nuweebix pepmeHmoe BbipaboTaHO He-
CKO/IbKO OTAIMYMIA (XOTS B LENOM WX peryampo-
BaHMe Takoe Xe, Kak W Ans Apyrux MULEBbIX
BellecTB). [nuieBble depmeHThl (BKAtOYas Te, KO-
TOpble MPOV3BOAATCS C MOMOLLbIO OPraH13MOB,
NOABEPrLUMXCS MoANDUKALIM) AOMKHbBI NPOXO-
[UTb aBTOpM3aLMio, KOTopas ABASETCS OTAeNb-
HOVI OT NpOLIeCCa aBTOPM3aLIMM HOBbIX MILLLEBbIX

fied Presumption of Safety. Available at: https://www.

efsa.europa.eu/en/topics/topic/qualified-presumption-safety-gps#list-of-microorganisms-with-qps-sta-

tus-gps-list-and-list-of-notifications
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npoayktoB. OAHaKo MoKa 3TOT OTAEbHbIN
NpOLLeCC peryanpoBaHns LS NULLEBbIX dep-
MEHTOB yCTaHaBAMBaeTCs, oueHka 6Gesonac
HOCTW OpraHwn3MoB, WCNONb3yeMbIX A1 MpPO-
13BOACTBA MULLEBLIX PEepMEHTOB, OnMpaeTcs
Ha Te xe PyKoBOACTBa Mo oLeHke pucka EBpo-
NEencKoro areHTCTBa Mo 6e30MacHoCTY nule-
BbIX NpoayKToB (EFSA?).

OueHka 6e30ndcHOCMU NUW,e8020 Bewjecmed
UAU pepMeHmMA NPOBOAMTCS HA OCHOBAaHUM
OUEeHKM BHYTpeHHel 6e30MacHOCTM opra-
HV3Ma-NPOW3BOAUTENS; CTEMEHMW, B KOTOPOW
OpraHn3mM-Npoun3BoOANTENb nepeHocuTcs
B FOTOBbI UHTPEAMEHT; ¥ 110boe apyroe no-
TeHUMabHOe BO3AENCTBME, KOTOpOE oOpra-
HV3M-NPOM3BOAMTENb MOXET OKa3aTb Ha FOTO-
BbIil MHTpeaneHT. B EC oueHka 6e3omacHoCcTy
BbinonHaeTcs EFSA Ha ocHoBe aocke, cobpaH-
HOrO 3asIBUTENEM.

EFSA obbeanHAET ABe 3KCNEPTHbIE FPynMbl,
KoTopble ByAyT y4acTBOBaTb B HayUHOW OLEH-
Ke MULLEeBbIX BELLECTB, MPOU3BEAEHHBIX C UC-
NO/b30BaHNEM METOA0B FEHHOIN WMHXEHepun.
B EFSA oTaenbHble rpynnbl HECYT OCHOBHYO
OTBETCTBEHHOCTb 32 0630p 6€30MaACHOCTH HO-
BbIX MPOAYKTOB MUTAHUS M GEpMEHTOB COOT-
BETCTBEHHO U 32 Ny6AMKALWIO MHEHNS O 6e3-
onacHoctn (BoerikoBa u ap., 2020). Kpome
TOro, 415 NULLEBbIX BELLEeCTB, MPON3BEAEHHbIX
C WCNONb30BaHMEM TFeHEeTUYEeCKMX TexHO/Oo-
i, rpynna EFSA no reHetuueckn moandu-
UMPOBaHHbIM OpraHmM3Mam OTBeyaeT 3a npe-
[OCTaB/eHve 1oknafa o 6e30MacHOCTM Taknx
OpraH13mMoB.

OCHOBHOE pasznuume Mexay MNuLLEBbIMMI
bepmeHTamm, Npov3BeLEeHHbIMU C MOMOLLLbIO
FeHHOM MoAubUuKauun, v ApYTUMK MULLe-
BbIMM BELLECTBAMM 3aK/NIOYAETCS B HAINUMM
OpraHnyeckmx TBEP/AbIX BELLEeCTB, OTUYHbIX

OT LeNeBON Monekysbl, B @epMEHTHOM MNpe-
napate (Deckers et al, 2020). /x vacTo Ha-
3bIBaIOT OBLIMMK OpraHUyYeckMMmn TBEPAbIMM
BELLECTBAMM, KOTOpble BKIKYAT GEPMEHT-
Hbli 6e70K, a TakxXe pacTBOpMMble Belle-
CTBa depmeHTauum u apyrne mMeTaboanTbl
13 MUKPOOPraHn3mMa, Takne Kak aMmHOKMCI0-
Tbl, BUTAMUHbI, OpraHn4eckmne KUCAOTbl U T. 4.
370 pasznuune mexay depmeHTamu, nponsee-
LNEHHbIMU TeHETUYECKN MOAUPUULMPOBAHHbI-
MW OpraHu3mamu, 1 ApyruMmu NuUEBbIMK Be-
LLeCTBAMMN UCTOPUYECKHM CNYXKNT OCHOBAHMEM
ANns  knaccudukaumnm  EBponencknm  areHT-
CTBOM M0 6€30MacHOCTY NULLEBLIX MPOAYKTOB
STUX BEWECTB MO PA3HbIM KATETOPUSM.

B cootBetcTBMM ¢ PykoBoactesom EBponen-
CKOro areHTCTBa No 6e30MacHOCTY MULLEBBIX
NpoAyKTOB 06 OLEHKE pucKa reHeTUYecKu
MOANDULMPOBAHHbIX OPraHM3MOB BO3MOXHO
oTHecTu depmeHTbl B Kateroputo 2 «CnoxHble
NPOAYKTbI, B KOTOPbIX KaK MOAMULMPOBAH-
Hble, Tak W BHOBb BBEfEHHblE reHbl 6o/blle
He NpUCYTCTBYIOT (Hampumep, KAeTouHble
IKCTPaKTbl, BOMbLIMHCTBO GEPMEHTHbIX Mpe-
napartos)», a Apyrve nuLlleBble BeLlecTsa,
NpOW3BEAEHHbIE C MOMOLWLbI0 TEHETUYECKN
MOANPULIMPOBAHHbBIX OpraHu3mMoB, B Kare-
roputo 1 «XMMUYECKM OUYMULEHHbIE COean-
HEHUS U UX CMecH, B KOTOPbIX Kak MOANPU-
UMPOBaHHbIE, TaK M BHOBb BBEAEHHbIE TEHbI
ObIAV yaaneHbl (Hanpumep, amMUHOKWUCAOTbI,
BMTAMMHbI)». HesaBucMmo oT kateropum nu-
LLEeBOr0O BeLLeCcTBa K/KYEBbIM KOMMOHEHTOM
B OLLEHKE MUKPOOPraHM3MOB, UCMOJb3yeMbIX
LN NPOM3BOACTBA MULLEBBIX UHIPEANEHTOB
NN NMULLEBLIX GEPMEHTOB, ABASETCS OLEHKA
6€30MacHOCTY MPOU3BOACTBEHHOMO LUTAMMA
N OLEHKA ero naTtoreHHOro M TOKCUIeHHOro
noteHumana.

* European Food Safety Authority (EFSA). Available at: https://www.efsa europa eu/en
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BeluecTsa, KOTOpble MOTYT MCMNOMb30BATLCA
LN TEXHONOTMYECKOW GYHKLMM U HE OKa3bl-
BAlOT TEXHMYECKOTO BO3AENCTBMA Ha MPOLYKT,
makue KaK nuujeeble pepMeHMbI, NOANAAAOT
noa aecteme PernamenTa (EC) No 1332/2008
Esponeiickoro napnameHTta n CoseTa oT 16 ae-
Kabps 2008 rofa o NuLLeBbIX bepmeHTax”.

Mnuweson pepMeHT onpeaenseTcs Kak npo-
LYKT, MONYYEHHbI 13 PaCTEHWI, XMBOTHbIX
AN MUKPOOPTaHM3MOB WAM WX MPOLYKTOB,
BK/IKOYAS MPOAYKT, MONYYEHHbIV B pe3ynkrare
npouecca GpepmeHTaluun € UCMoNb30BaAHNEM
MWKPOOPraHu3moB, KoTopble: 1) coaepxat
OVIH WM HECKObKO GEPMEHTOB, CMIOCOBHbIX
KaTasn3MpoBaTh OMpeAeneHHy0 Broxnmnde-
CKYI0 peakumio 1 2) 106aBnSoTCa B NULLEBbIE
MPOAYKTbI C TEXHONOTMYECKON LLeNbio BO Bpe-
Msl TPOV3BOACTBA, NepepaboTki, MPUroToB/e-
HUs, 06paboTKK, YNakoBKM, TPaHCMOPTUPOB-
KW MU XpaHeHWs nuieBbix NpoaykTos (EFSA
Panel on Food Contact Materials et al., 2023).

[Mnuieson GepMeHTHbIN nNpenapar onpeje-
NINETCH Kak peLenTypa, CoCToALWas U3 04HOro
UAN HECKONbKUX MULLEBBIX GEPMEHTOB, B KO-
TOPYIO BKJ/IIOYEHBI Takue BeLlecTBa, Kak nu-
lwesble 106aBKM UMK Apyrue nulleBble UH-
rPeAVEHTI, ANS OBNerYeHns WX XpaHeHus,
npofaxu, CcTaHaapTvisaummn, pasbasneHns
UAN PACTBOPEHNS.

Takum obpasom, PernameHT (EC) Ne 1332/
2008 oxBaTblBaET TO/IbKO GEPMEHTBI, KOTOPbIE
[106aBNSIOTCS B NULLEBbIE NMPOAYKTHI AN Bbl-
MONHEHWNS TEXHONOTNYECKON GYHKLLMN.

PernameHT (EC) N°1332/2008 coaepuT: npa-
BWAA ANs CNWUCKA 0A0BPEHHBIX MULLEBLIX dep-
MEHTOB; YCNOBUS MCMONb30BAHUS MULLEBbIX
GEepMEHTOB B MULLEBBIX MPOAYKTAX; MapKu-

Maria V. Nekoteneva
ion of the Use of Microorganisms and their Metabolites
in the Food and Feed Industry: Integration Law Aspects

POBKY MWLLEBbIX GepmeHTOB. Llenb BBeaeHna
eAVHbIX MpaBWa COCTOWUT B TOM, YTOBbI 06er-
UMTb TPaHCTPaHWUYHYIO TOProB/to, 3aLUTUTD
3/10pPOBbE YenoBeka U, rae 310 YMeCTHO, 3aLliu-
TUTb OKPY>KatoLLyto cpeay.

Muwespie pepmermol He Mozym Gbimb 0006pe-
Hbl UAU NPOOAHDI, eCAU OHU He CO0meemcmayom
NpUHYUNAGm, usrokeHHbiM 8 Pezaamerme (EC)
N° 1332/2008. OHW [OMXKHBE: 1) ObITb H6€30-
MacHbIMK MpW UCMONb30BAHWUM, 2) COOTBET-
CTBOBaTb TEXHOMAOTUYECKUM MOTPEOHOCTAM
11 3) He BBOAWTL NOTPEOUTENS B 3a6AyKAeHNe.
Kpome Toro, nuuieBble GpepmMeHTbl AOMKHbI
HaxoAMTbCA MOJ, NMOCTOAHHbLIM HABAEHNEM.
[Naxe ecan ucnonb3osaHue GepmeHTa 6bi1o
0406peH0, ero CBOMCTBA BO3MOXHO nepeotie-
HWUTb NPY HEOBXOANMOCTH.

DepMeHTbl, NpeaHasHaueHHble Ang notpe-
6AeHNs YenoBekom (Hanpumep, B MULLEBbLIX
WAW TMWLLEBAPUTENbHBIX LEAsSX), U MUKPOb-
Hble KYNbTYPbl, TPAAMLMOHHO WUCMONb3yeMble
B MPOM3BOACTBE NPOAYKTOB NUTaHUs (Hanpw-
Mep, Cbipa 1 BMHA), HO HE CMeLanbHo AN Npo-
113BOACTBA PEPMEHTOB, BLIXOASAT 32 paMKu pe-
rynvpoBaHusa PernamenTa (EC) N0 1332/2008.

Mpouesypa aBTopM3auny A CO3AaHMS,
ynpaBaeHns 1 06HOBEHNA Cnucka Ang nuLe-
BbIX 062BOK, MULLEBbIX GEPMEHTOB U MULLEBbIX
apomaTty3aTopoB 6bina ycTaHoBneHa Perna-
meHTOoM (EC) N©1332/2008 ¢ LieNbio COAeCTBISA
CBOBOAHOMY MEPEMELLEHNIO MPOAYKTOB MWTa-
HWS, rapaHTUpysa NpK 5TOM 3[40pOBbe 1 Baaro-
nonyune notpebutenei (Vinot, 2023).

BktoueHne B CMMCOK OCHOBAHO Ha OLEH-
ke pucka EFSA: Tonbko BellecTBa, BKOUEH-
Hble B 3TW CMWCKW, paspeLieHbl Ha pbiHke EC.
[0 NpUHATMA CNUCKa MULLEBLIX GEPMEHTOB

* PernameHT EBponeiickoro napnamerta n CoseTa EBponeiickoro cotosa 1332/2008 o1 16 aekabpst 2008 T.

0 NULLEBbIX epMeHTax 1 06 n3meHeHun npexktn
Cogeta EC, npekTnsbl 2000/13/EC, AnpekTyisel
Pexxnum poctyna: https://base.garant.ru/71498290

Bbl 83/417/E3C CoseTa EC, PernamenTa (EC) 1493/1999
2001/112/EC CoseTa EC u Pernamenta (EC) 258/97.
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PernameHT (EC) N0 1333/2008 byneT npUMeHaThb-
€9 K NUWEeBbIM dGepmeHTam, noanafatolym
nog aericteme Pernamenta (EC) N0 1332/2008.

MeTabonnTbl  MUKPOOPraHM3MOB — MOX-
HO OTHECTW K KaTeropuu NuLLEBbIX A06aBOK
NN TEXHONOTNYECKMUX [06aBOK B 32BUCHUMO-
CT OT 3ddeKTa, KOTOPbIN OHWM OKa3blBaOT
Ha Npou3BoAMMbIA NpoaykT. B npase EC npu-
MeHeHre MeTaboanTOB MUKPOOPraHM3MOB
Kak MULLEBON A06aBKW M Kak TexHonoruue-
CKOV A,06aBKM NPUBOASAT K pa3HbiM NpaBuaam
B OTHOLIEHMM TPEBOBAHMI K UCMONb30BAHIO
N MapKMpOBKe.

Muuieeas dobaska npeaHamepeHHo no6aBs-
NSeTCs B NULLY AN BbINOAHEHWNS TEXHONOTW-
Ueckon GYHKUMM B Muile. ITO MOXET BbiTb
C/leNlaHo BO BpeMs NpoW3BOACTBa, 06paboTKy,
NpPUroTOBAEHMS, YNAKOBKM, TPAHCNOPTUPOBKM
WK XpaHeHns npoaykTa. icnonb3oBaHue nu-
weBbIX 106aBOK TpebyeT paspelleHnsa (B co-
oTBeTcTBUK ¢ PernamenTom (EC) N0 1129/2017%).
MpeaycmMoTpeHHasa npoleaypa  BK/ouaeT
oUeHKy pucka, npooanmyto EFSA.

TexHoAnozuueckas dobdaeka — 3TO BeLIECTBO,
nobapngemoe B NuLLy ANs BbIMONHEHNS Tex-
HOMOTNYECKOW GYHKLIMM BO Bpems 06paboTku
MWLLK, HO HEe B CaM rOTOBbINA NpoayKT. TexHo-
normyeckre A06aBKM B HacToAllee Bpems
ewe peryavpytotcs B EC, perynvpoBaHue
OCYLLECTBNSETCH Ha HaLWOHANbHOM YypPOBHe
B rocysapcteax—uneHax EC.

B EC no 2008 r. ncnonb3oBaHue TeXHO-
normyeckmx 1o6aBok (Bkaouas hepmeHThI)
B MWLLEBOM MPOMbIWAEHHOCTN peryanposa-
N10Cb Ha HAaLMOHAbHOM YPOBHE, Hanpumep
Bo ®paHumv® u Janun’. B uensx rapmoHu-
3aUMmM NpaBua 1 NoCNeytolen oueHKn Hes-
OMacHOCTU MULLEBLIX A06ABOK, apOMaTN3aTo-
pPOB N depMeHTOB EBpOMNENCKMn napnameHT
onybaukosan B 2008 1. yeTbipe pernameHTa:
Ne 1331/2008, Kkacatolimitca obLien npoueay-
pbl aBTOpM3aLMM®; No 1332/2008, nocesLieH-
HbIi nuLeBbIM GepmeHTam’; No 1333/2008,
pEryanpyrowWmnii - UCNoNb30BaHWE MULLEBLIX
106aBoK'®; Ne 1334/2008, peryampyouimnii nc
No/b30BaHMe MWLLEBLIX apomaTn3aTopos’.

sCommission Regulation (EU) No1129/2011 of 11 November 2011 amending Annex Il to Regulation (EC) No
1333/20080ftheEuropeanParliamentandoftheCouncilbyestablishingaUnionlistoffoodadditives. (2011).
Official Journal of the European Union, L 295/1 Available at: https://eur-lex.europa eu/eli/reg/2011/1129/0i/eng

¢ Arrété du 19 octobre 2006 relatif a l'emploi d'auxiliaires technologiques dans la fabrication de certaines den-

rées alimentaires. Available at:

https://www.legifrance.gouv.fr/loda/id/LEGITEXT000020667468#LEGISCTA

000020667473. (in French).

7 BEK nr 1247 af 30/10/2018. Bekendtggrelse om tilsetninger mv. til fodevarer. Available at: https://www

retsinformation.dk/eli/lta/2018/1247. (In Danish)

#Regulation (EC) N0 1331/2008 of the European Parliament and of the Council of 16 December 2008 estab-
lishingacommonauthorisation procedure forfood additives, foodenzymesandfood flavourings. (2008).
Official Journal of the European Union, L 354/1. Available at: https://eur-lex europa.eu/eli/reg/2008/1331/oj/eng

°Regulation (EC) No 1332/2008 of the European Parliament and of the Council of 16 December 2008
on food enzymes and amending Council Directive 83/417/EEC, Council Regulation (EC) No 1493/1999, Di-
rective 2000/13/EC, Council Directive 2001/112/EC and Regulation (EC) No 258/97. (2008). Official Journal
of the European Union, L 354/7. Available at: https://eur-lex europa.eu/eli/reg/2008/1332/oi/en

®Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16 December 2008
on food additives. (2008). Official Journal of the European Union, L 354/16. Available at: https://eur-lex.

europa.eu/eli/reg/2008/1333/oj/en

" Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16 December 2008
on food additives. (2008). Official Journal of the European Union, L 354/16. Available at: https://eur-lex.

europa.eu/eli/reg/2008/1333/oj/en
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Llenblo 3TMxX veTbipex pernaMeHToB SBageTCs
noayyeHne oLUEHKN H6e30MacHOCTY MULLEBbLIX
006aBOK, (GEpPMEHTOB 1 apomaTW3aTopoB,
YTO MPUBOAMUT K WMCMNONb30OBAHMIO Tpex pas-
JINUHBIX MepeyHen [06aBOK, coaepXKalluXx,
COOTBETCTBEHHO, BCE MuLLEeBble 106aBKK, hep-
MEHTbl MM apOMaTU3aTOPbl, paspeleHHble
Ha eBPONEeNCKOM PbIHKE.

B oT/Munme oT NuLLEeBbIX 406aBOK 1 apomaTy-
3aTOPOB 4151 GEPMEHTOB, HANPUMEP, HE NpPO-
BOAMIOCh HUKAKMX MpeaBapuUTeNbHbIX Ole-
HOK 6€e30MacHOCTM M He CyWecTBOoBaio
HMKAKOTO CMMcka KOHKPETHbIX (GEepMEHTOB,
paspelleHHbIX K WCMoab30BaHuto. [lostomy
B COOTBETCTBWM C PernameHTom Ne 1332/2008
NPOU3BOANUTENMN AONKHbI BbIAN NPeACTaBUTD
nocbe B EFSA ang oueHku no nobasneHus
B CMMCOK, B KOTOPOM MepeyncieHsl BCe pas-
pelleHHble ANa A06aBAeHUs 1 Mpoaaxu
Ha eBponenckom pbiHke BellecTBa. OueHka
EFSA BK/louaeT oueHKy pucka u nybamnka-
UMI0 B KaYeCTBE HAay4YHOro MHEHUs Mo AaH-
HOMY BOMpOCY.

B npouecce oueHkM Takxe yyacteyeT EBpo-
nevckas kommceuns. Tak, PernameHTt EBponen-
CKOW KommMccum Ne 231/2012% yctaHaBimBaeT
crneumanbHble TpeboBaHWA MO OTHOLIEHMIO
K nonoxermam PernameHTa Ne 1333/2008 ka-

in the Food and Feed Industry: Integration Law Aspects

caTe/lbHO HeKOTOPbIX pEPMEHTOB, pa3peLleH-
HbIX 19 UCNO/b30BaHMS B KAYECTBE MULLEBbIX
106aBOK.

PernameHT No 234/2011%, n0ONOAHSOWMNIA
PernameHT No 1331/2008, coaepxuT cnu-
COK HeobxoAnmon uHbopmauun, KoTopas
[OMKHA ObITh BKIOUEHA B [JOCbe AN moda-
un. OH Takxe COAEepXUT BPEMEHHbIE pamKu
AN9 NoJaun A0Cbe W MPOBEAEHUS OLEHKM.
B KauecTBe MompaBKky K 3TOMY perfameHTy
661 ony6aMKoBaH PernameHT Ne 562/2012,
paspellaolinii nojady COBMECTHbIX A0Cbe
N9 KOMMaHWA, NoAaloLIMX AOCbe Ha OAWH
1 TOT € KOMMOHEHT.

B EC neicTBytoT YeTKo pernameHT1poBaH-
Hble MpoLeaypbl OLEHKN 6E30MacHOCTU U pu-
CKOB F€HETUYECKOTO peAakTUPOBaAHNA MUKPO-
OpraHM3mMOoB 10 WUX Pa3MeLLEHN Ha pbiHKe
(Kallscheuer, 2018). Ha yposHe EC npeaycma-
TpuBaeTcs o6g3aTenbHag MapkMpoBka COOT-
BETCTBYIOLLEN NPOAYKLMM 1 obecrneynsaeTcs
NpPOCNEXMBAEMOCTL €6 NPOV3BOACTBRA.

Tak, OCHOBHbIMK akTamu EC, peryaupyio-
WMMU MPUMEHEHNE TEHETUUECKI MOANPULIN-
POBaHHbIX OPraHN3MOB, ABASHOTCA:

« [lnpextuea 2001/18/EC o npeaHamepeH-
HOM BbIMYCKE reHeTnYeckn MoanduLmpoBaH-
HbIX OpPraH13MOB B OKPYKatoLLyto cpesy’;

?Commission Regulation (EU) No 231/2012 of 9 March 2012 laying down specifications for food additives
listed in Annexes Il and Il to Regulation (EC) No1333/2008 of the European Parliament and of the Coun-
cil Text with EEA relevance. (2012). Official Journal of the European Union, L 83/1. Available at:

https://eur-lex.europa.eu/eli/reg/2012/231/oj/eng

B Commission Regulation (EU) No 234/2011 of 10 March 2011 implementing Regulation (EC) No1331/2008
of the European Parliament and of the Council establishing a common authorisation procedure
for food additives, food enzymes and food flavourings. (2011). Official Journal of the European Union,
L 64/15. Available at: https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32011R0234

*Commission Implementing Regulation (EU) No 562/2012 of 27 June 2012 amending Commission Reg-
ulation (EU) No 234/2011 with regard to specific data required for risk assessment of food enzymes.
(2012). Official Journal of the European Union, L 168/21. Available at: https://eur-lex europa.eu/legal-con-

tent/EN/ALL/?uri=CELEX%3A32012R0562

s Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliber-
ate release into the environment of genetically modified organisms and repealing Council Directive
90/220/EEC-Commission Declaration. (2001). Official Journal of the European Union, L106. Available at:

https://eur-lex.europa.eu/eli/dir/2001/18/oj/eng
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« PernamenrT (EC) 1829/2003 0 reHeTuyecku
MOAMDULMPOBAHHBIX MPOAYKTax MUTaHUA
1 Kopmax'®;

 lnpexTuea (EC) 2015/412, BHOCSLWIAA 13-
MeHeHusa B [upexTuy 2001/18/EC B OTHO-
WEHUN BO3MOXHOCTW  rOCyAapCTB-UYNEeHOB
OrpaHnuMBaTh WAK 3anpeLlaThb BbipallnBaHme
reHeTUYeckn MOoAMPULIMPOBAHHBIX OpraHm3-
MOB Ha CBOEI TeppuTopnmn’;

« PernamenT (EC) 1830/2003 OTHOCUTENbHO
OTCNEXMBAHMA U MapKUPOBKN TeHeTUYeckm
MOANDULMPOBAHHBIX OPraHW3MoB W Nulle-
BbIX MPO/AYKTOB M KOPMOB, NMPOW3BEAEHHbIX
N3 reHeTnYeckn MoANPUUMPOBAHHBIX Opra-
HU3MOB'™;

« /41/EC 06 orpaHuWYeHHOM UCMONb30BAHMM
reHeTUYeckn MoANPULMPOBAHHBIX MUKPOOP-
raHu3moB”;

« PernamenT (EC) 1946/2003 0 TpaHCrpaHuu-
HOM MepemeLleHNI reHeTnYeckn MoanduLn-
POBaHHbIX MUKPOOPraHn3mMoB?.

DTN OCHOBHble HOpPMaTMBHblE MpPaBOBbIE
aKTbl JIONOMHSATCS PAAOM  pekoMeHaaLmin
M PYKOBOAAWMMK MpUHUMNAMK no 6onee
KOHKPETHbIM acnekTam.

CornacHo lnpektnee 2009 r. reHeTUYECKHM
MOANPULMPOBAHHBIM MPU3HAETCS MUKPOOP-
raHW3M, B KOTOPOM [FEHETUYECKUA MaTepu-
an Bbll M3MeHEeH Takum 06pa3oM, KOTOPbIN
He NPOUCXOAMNT ECTECTBEHHBIM NMyTEM — My TEM
CKpeLLMBaHNS W/MAKN ecTeCTBEHHON pekom-
6uHaummn. [laHHoe onpefeneHne yKasblBaeT,
YTO MOAMPUKALMS MPOUCXOANT, NO KpanHen
mepe, NMocpeACTBOM MCMONb30BAHUA CeLyto-
WX MeToaoB: 1) GopMMpPOBaHME HOBbLIX KOM-
OUHALMIA TeHeTUYeckoro matepuana nyTem
BBEAEHWA MONEKY/, MOAYUYEHHbIX OObIMM
cnocobammn BHe opraHuama, KOTOpble He MO-
rYT BCTPETUTHCS B OPraHM3Me X03auHa ecrte-
CTBEHHbIM MyTeM; 2) MeTOAbl, BKAOYatoLLMe
npsMoe BBEAEHNE B MUKPOOPraHU3M Hacnes-
CTBEHHOTrO MaTepwvasna, NpUroToBJIEHHOrO BHE
MUKPOOPraHu3ama, BK/KOYAS  MUKPOUHDBEK-
U0, MaKPOUMHBEKUMIO U MUKPOUHKANCY/S-
LMI0; 3) METOAbI CANAHWUA UK TMBPUAN3aLMN
KNETOK, MPU KOTOPbIX XWBblE KNETKN C HOBbI-
MW KOMBUHAUMAMM HACNeayeMOro reHeTunye-
CKOro MaTepmrana 0bpasytoTcs NyTem CANSHNS
IBYX Unn 6onee KNeToK C NOMOLLbIO METOA0B,
KOTOpble He BCTPeYatoTCs B Npupose.

'* 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 Journal of the European
Union, L268/1. Available at: https://eur-lex.europa.eu/eli/reg/2003/1829/0i/eng

" Directive (EU) 2015/412 of the European Parliament and of the Council of 11 March 2015 amending
Directive2001/18/ECasregardsthe possibility forthe Member States torestrictor prohibit the cultivation
of genetically modified organisms (GMOs) https://eur-lex europa eu/eli/dir/2015/412/oj/eng in their territory
Textwith EEA relevance. (2015). Official Journal of the European Union, L68/1. Available at:

® 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, L 268. Available at: https://eur-lex europa eu/eli/
reg/2003/1830/oj/eng

" Directive 2009/41/EC of the European Parliament and of the Council of 6 May 2009 on the contained
use of genetically modified micro-organisms (Recast) (Text with EEA relevance). (2009). Official Journal
of the European Union, L125/75. Available at: https://eur-lex.europa.eu/eli/dir/2009/41/oi/eng

2 Regulation (EC) No 1946/2003 of the European Parliament and of the Council of 15 July 2003
on transboundary movements of genetically modified organisms (Text with EEA relevance). (2003).
Official Journal of the European Union, L 287/1. Available at: https://eur-lex europa eu/eli/reg/2003/1946/0i/eng
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B IwupexTtnBe 2009 T. yKasaHo, 4TO rocy-
[apcTBa-yaeHbl A0XKHbI 06ecneunTs NpesoT-
BpalleHue HebnaronpuaTHeIX MocneacTBuUil.
C 3TOW Uenblo HeOBXOAMMO MPOBECTM OLEHKY
OFPAHUYEHHOrO  WCMO/b30BAHUA  TEHEeTUYe-
CKN MOANPULMPOBAHHbBIX MUKPOOPTaHN3MOB.
OueHka JomKHa NPUBECTU K Knaccudukaumm
FeHeTU4eckn MOANPULMPOBAHHBIX  MUKPO-
OPraHM3MoB Ha Y€eTbipe BO3MOXHbIX Kjacca:
Knacc 1— BUAbl AesTeNbHOCTH, KOTOpble 160
He NpeACTaBAMIOT pucka Booble, NMbo puck
KOTOPbIX HE3HAUYMTENEH; KNACC 2 — BUAbI Aed-
TE/IbHOCTU, KOTOpblE MPeACcTaBAfOT HU3KUR
PUCK; KNacc 3 — BUAbI A€ATENbHOCTU C yMe-
PEHHBIM PUCKOM; KacC 4 — BUAbI LeATENbHO-
CTW C BbICOKMM YpOBHEM pucka. Knacc Bavsger
Ha YpPOBEHb OrpaHuUuYeHun, a Takxe npeno-
npeaenser npoueaypy yTmamsaumnn.

[upektnea 2009 1. ycTaHaBAMBAET Mepbl
NpeAoCTOPOXHOCTM (MNK CAEPXKMBAHNS), AND-
depeHLMpOoBaHHbIE B 3aBUCHMOCTM OT Kacca
nesTensHocTh. [lonb3oBatens A0MKeH o0be-
CNEeYNTL BLINMOJHEHWE YKA3aHHbLIX Mep npe-
LOCTOPOXHOCTU. ECnn nnaHupyeTcs Bnepsble
MCMONb30BaATL MOMELEHNS AN4  3aKPbITOro
MCMO/b30BaAHNS TEHETUYECKWN MOANGULMPO-
BaHHbIX MUKPOOPraHWU3MOB, 40 HaYaaa TaKoro
MCMNONb30BAHMA  MO/Ab30BaATENb  YBEAOMNAET
KOMMNETEHTHbIE OPraHbl.

[locne yBegoOMIeHWd B 3aBUCUMMOCTU
OT Kjacca [Aoryckaetcs AMbo TONbKo yueT
FeHeTU4eCkn MOANPULMNPOBAHHBIX  MUKPO-
OpraHn3moB, AMGO [OMNONHWUTENbHbIE YyBe-
LOM/EHNS (ans Bonee onacHbIX KNaccoB Aes-
TenbHOCTH). B rocyaapcTax-uneHax AONXKHbI
OYHKUMOHNPOBATL  KOMMETEHTHbIE  OpraHbl,
KOTOpble MPOBEPAOT KOPPEKTHOCTb TaKMX
YBEAOMNEHW 1 NPKU HEOBXOAMMOCTM 3anpa-
WWBAKOT  JOMOMHUTENBHYIO  MHGOpMaLMio.
YNO/HOMOYEHHbI OpraH [A0MXeH ObiTb Ha-
feNneH BNACTHLIMU NOTHOMOYUAMU ANS KOHT-
pONS TakKOM AeATENbHOCTH.

Maria V. Nekoteneva
ion of the Use of Microorganisms and their Metabolites
in the Food and Feed Industry: Integration Law Aspects

Huvpektnea 2009 1. He NpUMeHseTCs ANs 3a-
KPbITOrO MCMONb30BAHMS TEX TUMOB reHeTnye-
CKM MOANPUUMPOBAHHbBIX MUKPOOPTraHW3MOB,
KOTOpble  COOTBETCTBYIOT ~ YCTAHOBEHHbIM
kputepuam. [ng BKAOYEHWS B MepeyeHb
reHeTMYeckn MoaANPUUMPOBAHHbBIA  MUKPO-
OpraHM3m [JO/KEH COOTBETCTBOBATb 0OLLAM
1 cneumanbHbiM Kputepusm. K obLimm oTHO-
CATCS: NpoBepka WTaMMa, YCTaHOBAEHHblE
[oKkaszaTtenbcTea 6esonacHocTu v np. K cneum-
a/lbHbIM OTHOCATCS: HeMaTOreHHbIN xapakTep,
HETOKCUTEHHBbIN XapakTep, OTCYyTCTBME Bpef-
HbIX MOCTOPOHHWX areHTOB U Mp.

[uvpektnea 2009 . He NPUMEHSETCS, ecun
reHeTnyeckas MoaMdMKaLmMg opraHnIMa ocy-
WEeCTBAEHA OHMM W3 CeayoLMX CNoCoboB:
MyTareHes; CAMgHUe KNeToK (BKaouas cnms-
HMe MpOTOMAAcTOB) MPOKAPUOTUYECKMX BU-
[I0B, KOTOpble 0BMEHMBAIOTCH FEHETUYECKIM
maTepuasom MoCpeicTBOM W3BECTHbIX u-
3110/10TUYECKMX NMPOLLECCOB; CANSHUE KNETOK
(BK/tOUAA CAMsIHIE NPOTONNACTOB) MOBbIX Y-
KapMOTMYECKMX BMAOB, BK/OUas MoayyeHne
TMOPUAOM W CAMAHUE PACTUTENbHBIX KNETOK;
Camo KOHMpOBaHue.

Ocoboro BHMMaHUs 3acnykvBaeT obpalile-
HMe TeHHO-MOANDULMPOBAHHbIX MUKpPOOpra-
HW3MOB, KOTOPOE A0NYCKAETCS MO0 B 06LLEM,
B0 B yNPOULIEHHOM NOPSIAKE.

JIA9 ynpouieHH020 nopsdkd MUKPOOPraHu3m
[ONMKeEH BbiTb BK/KOUYEH B CNeLManbHbIi nepe-
ueHb— Qualified Presumption of Safety (QPS),
KOTOpbIN NpeAnonaraet, yto oH 6esonaceH (To
eCcTb 3TO nepeyeHb MWKPOOPraHW3MOB, KO-
Topble npestomupytoTca 6esonacHbiMmK). Mu-
KpPOOpraHmn3mbl, oTHeceHHble K rpynne QPS,
HEe HYX/aloTCs B NOJHOM oUeHKe 6e3onacHo-
CTU ¥ NepeymncieHbl Ha Beb-caiTe EFSA.

Ang Toro uTobbl MUKPOOPraHM3m  6bif
BitoueH B QPS, ero TakcoHommnyeckas naeH-
TUYHOCTb AO/XHA OblTb YeTKo onpejene-
Ha; AOCTyNHas MHGoOpMmaumns AOMKHA ObiTh
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[OCTaTOYHOM A9 yCcTaHOBAeHUs ero 6es3o-
MacHOCTW; OTCYTCTBME MNATOrEHHbIX CBOWCTB
JOMKHO 6blTb YCTAHOBAEHO W 060CHOBA-
HO; 1 ero npeanoaaraeMoe WUCMoab3oBaHMe
JOMKHO BbITb YETKO OMMUCAHO.

Muuiesble depmeHThl, geastomecs QPS,
noanajaioT noj obuine TpeboBaHNg OTHOCH-
TeNbHO MapKMPOBKM B OTHOLLEHWMM KakK Mpo-
CNeXMBAEMOCTU, TaK WM MapKUPOBKM reHe-
TMYEeCKM MOANOULMPOBAHHBIX OpraHn3MoB,
a TakXe MpOCNexXMBAeMOCTU MULLEBbLIX MPO-
NIYKTOB 1 KOPMOB, MPOU3BEAEHHbIX 13 TreHe-
TMYeCckM MoAMULMPOBAHHBIX OpraHW3MOB.
Ha aTukeTkax nuuieBble GepmeHTbl J0KHbI
6bITb 0603HAUEHbI MO WX TEXHONOTUUECKON
dyHKUMM B MpoAyKTe, 3a KOTOPOW cieayet
KOHKpEeTHOe Ha3BaHue MULLEBOro GpepmeHTa.
MapkunpoBKka A0MKHa OblTb NErKO BUAMMOW,
YETKO YNTAEMOWN M HECMbIBAEMOW.

MukpoopraHu3mbl, KOTOpble He COOoTBeT-
CTBYIOT 3TUM KPUTEPUAM, AOMXKHbI MPONTK
NOJHYI0 OLLEHKY 6e30MacHOCTH.

O6wiuii nopga0oK NpoBeeHNs OLEHKK 6e3-
onacHoctn ycTtaHoeneH B Pezaamenme (EC)
N° 1829/2003 Esponeiickoeo napramenma u Coge-
ma om 22 ceHmabpa 2003 2. (daree — Pearamernm
20032).

B n. 7 PernameHTa Ne 1829/2003 yka3sa-
HO, UTO KOpMa, COCTOSUINE W3 FeHeTUYecku
MOANDULMPOBAHHBIX OPraHn3MoB WM CO-
Aepxatine ux, 1o cux nop 6bian paspeLieHbl
B COOTBETCTBMM C MpOLeAypOi Bblgaun pas-
pelleHnit, npeaycmoTpeHHon JunpexkTnsom
CoseTa 90/220/EEC ot 23 anpens 1990 roaa
n  Oupektuneoir 2001/18/EC EBponeiickoro
napnamerTa 1 CoseTa 0T 12 mapTa 2001 roga
0 NpeAHamepeHHOM BbINyCKe B OKPY>KatoLLLyto
cpefly reHeTudeckn MoANGULMPOBAHHbBIX Op-
raHVW3MOB; NpOLIeypbl BblAAUN paspeLieHnii
[19 KOPMOB, Npow3BeseHHbIx 13 MO, He cy-
LECTBYET; JONXHa BbITb yCTaHOBEHA eAnHas,
3ddexTrBHAA 1 Npo3pavHas npoueaypa Bbl-
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[laun paspelieHnii Ans KOPMOB, COCTOSILLMX
13 MO, copepxawinx Man NpomnsBeaeHHbIX
N3 HUX.

B cuny n. 8 PernamenTa Ne 1829/2003 ero
NONOXEHNS  [O/MKHbI  MPUMEHATBCS  TakXe
K KOpMaMm, NpeiHa3HaueHHbIM 19 XUBOTHbIX,
KOTOpble He UCMOb3YIOTCA A5 NPOV3BOACTBA
NpOoAYKTOB MUTAHKS.

Mpoueaypbl  aBTOpM3aLIAK
MOAVOUUMPOBAHHbBIX  NPOAYKTOB  MUTAHUS
N KOPMOB [IO/KHbl BK/OUATb HOBbIE MPUH-
uunbl, BBeAeHHble B Jnpektnse 2001/18/EC.
Tak>xe A0MKHA MCMONb30BaTbCS HOBAsi CTPYK-
Typa OLEHKM pucka B BOMpocax HesonacHo-
CTW NpPOAYKTOB MUTAHWS, yCTaHOBNeHHas Pe-
rnameHTom (EC) Ne 178/2002 Eponeiickoro
napnameHTta n Coseta oT 28 aHBaps 2002 r.,
YCTaHABAMBAKOLLMM 06LIME MPUHLNMNbLI U Tpe-
60BaHMA NULLEBOTO NpaBa.

Takum o6pa3om, reHeTnueckn mMoanduLm-
pOBaHHble MPOAYKTbI MUTAHWS N KOpMa 0/1-
Hbl OblITb ABTOPW30BaHbl A8 pa3MeLIEHNS
Ha eAVHOM BHYTPEHHEM pbiHKe TO/MbKO MO-
C/le Hay4YyHON OLEHKM HaMBbLICLIErO BO3MOX-
Horo ctaHgapta (Choi et al, 2024). 3a sToi
Hay4HOI OUEHKOM AO0MXKHO CnefoBaTh pelle-
HVe Mo ynpaBieHnto puckammn Ha yposHe EC
B pamKax HOpMaTWBHO npoLeaypbl, obecne-
UMBalOLLE TeCHOe COTPYAHWYECTBO MeX.y
Komucemen v rocyaapctsamum-uneHamu.

B cootBeTcTBMM C PernameHTom No 1829/
2003 paspelieHne MOXET ObiTb BblAAHO MH0
Ha MMKPOOPTraHu3Mbl, NOABEPTINECS FEHHON
moamduKaumm u Kotopble 6yayT WUCMOAb-
30BaThC B KauyecTBe WCXOAHOIO MaTtepwa-
na Ang NpoW3BOACTBA MPOAYKTOB MUTaHWA
AW KOPMOB W MPOAYKTOB A1 WMCMNONb30Ba-
HWA B KauecTBe MPOAYKTOB MUTaHWa W/mMan
KOPMOB, KOTOpble COAepXKaT, COCTOAT U3 Hero
WAW NPOM3BOASTCA M3 Hero, Anbo Ha npo-
NYKTbl MUTAHNUS UAK KOpMa, NPOW3BeAeHHbIe
3 MUKPOOpPraHun3ma, NoJBepriierocs reHeTu-
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ueckoin moandukaumn. Taknum obpasom, eciun
reHeTnYeCky MoANGULMPOBAHHBIN OPraHn3m,
MCMONb3yemMbli B MPOWM3BOACTBE  MPOAYK-
TOB MWUTaHWUS U/MAKM KOPMOB, bl paspelleH
B COOTBETCTBWM C PernameHTom Ne 1829/2003,
NpoAyKTbl MUTaHWA U/MAKM Kopma, comepxa-
WwmMe uanM npousBeAeHHble K3 3TOro opra-
HMU3Ma, He ByayT HYX/AaTbCs B paspelleHnm
B COOTBETCTBUW C 3TUM PernameHTom, HO 6y-
AYT NOAUMHATLCA TpeboBaHUAM, YKa3aHHbIM
B pa3pelleHunm, BblAaHHOM B OTHOWEHUN JaH-
HOro opraHm3ma.

Takxe PernameHT No 1829/2003 ycTaHaB-
MBAET Mpoueaypy YTBEPXKAEHUS KOPMOBbIX
MaTepuasnos, MNPOM3BELEHHbIX C WCMO/b30-
BaHMEM PA3/INYHbBIX TEXHONOMMIA, KOTOPbIE
MOTYT NPEeACTaBAATb PUCK A1 3L0POBbS Ye-
JIOBEKA WM XMBOTHbIX M OKPYXatoLlen cpe-
Abl. [log 3710T XXe PernameHT nonajatT Kop-
MoBble [06aBKM, COAepXaHWe, cocTodllmne
M3 WK NPOU3BEAEHHbIE U3 TEHETUYECKM MO-
AndunumpoBaHHbIXx opraHmamoB. Onpenens-
OWNM KpUTEPUEM SABSETCS TO, MPUCYTCTBYET
N maTepwan, NOAYYEHHbIN U3 TeHeTUYeCKm
MOANPUUMPOBAHHOIO UCXOLHOIO MaTepuana,
B NPOAYKTaX MUTAHUS UK KOpMaX.

TexHonornueckve A06aBkW, KOTOpble WG
MOJb3YHOTCS TONIbKO B NpOLLEecce NPON3BOACTBA
NPOAYKTOB MUTAHWS WA KOPMOB, HE MoAna-
[lat0T NoJ onpenenerHve NpoLyKTOB NUTaHUS
NN KOPMOB U1, CNIEA0BATENbHO, HE BK/IOYEHbI
B chepy nencteus PernameHTa Ne 1829/2003.
Tak>xe npoayKTbl MUTAHMUS U KOpMa, KOTOpbIe
NPOM3BOAATCS C MOMOLLBKO FEHETUYECKN MO-
ANOULMPOBAHHbIX TexHonormyecknx aoba-
BOK, He BKJ/IHOYEHbI B Chepy AeNCTBMS 3TOro
PernameHTa.

in the Food and Feed Industry: Integration Law Aspects

Takum 06pas3om, MPOAYKTbI, MOAYUEHHbIE
OT XKMBOTHbIX, KOTOPbIX KOPMUN FTEHETUYECKN
MOANGULIMPOBAHHBIMU KOPMaMK WU NEYNIN
TeHeTUYeCKn MOAUPULMPOBAHHBIMK  NeKap-
CTBEHHbIMK CpeacTBamu, He OyayT noAana-
[aTb HW MOoJ TpeboBaHWA MO paspelleHuto,
HU NoA TpeboBaHWA N0 MapKMPOBKe, YKas3aH-
Hble B PernameHTe N0 1829/2003.

VHTepec npencTaBaset GopmupytoLiancs
cynebHas npaktvka. Tak, B Aekabpe 2015 .
cynom EC 6bi10 paccMoTpeHo aeno? no mcky
HECKOMbKUX  GPaHLYy3CKMX — 0BbeANHEHW,
Bktoyas PpaHLy3CKMIA CenbCKOX03MCTBEH-
HbI COMO3, KOTOPble OCMapvBann GpaHLys3-
CKOe 3aKOHOAATENbCTBO 06 UMMEMEHTaLWUN
nonoxeHu Aupektusbl 2009 r. 3agButenn
yTBEPXAanun, YTO C MOMEHTa NpuHgaTUs [n-
pekTnBbl 2009 I. MeTodbl MyTareHesa 6biin
3HAUMTENIbHO YCOBEPLLIEHCTBOBAHbI 11 UTO 064-
3aTe/bCTBa, Hanaraemele [lnpektnson 2009,
HE LOMKHbI pacnpoCTPaHATCH Ha OpraHus-
Mbl, MOJyYeHHblE METOAOM MyTareHesa, He-
CMOTPS Ha TO YTO TakMe OPraHu3Mbl MOryT
NPeACTaBNATb Pa3/INUYHbIE PUCKU ANA OKPY-
Xatollen cpefbl 1 3L0pOBbs, BO3HMKAOLLME,
B YaCTHOCTW, BC/AEACTBME HEMNpesHaMepeH-
HbIX 3GPEKTOB, TakMX KakK HexenatesbHble
NN HeUeneBble MyTalnmn B APYrMx 4acTax re-
Homa. Mepen Cyaom 6Gbin MOCTaBAEH BOMPOC
0 TOM, CYNTAIOTCA 1N OPraHN3Mbl, MONYYEHHbIE
nyTem MyTareHesa, reHeTUYeckn Moandu-
LUMPOBAHHbIMW OpraHnsMamu 1 noanasator
/N Takue opraHusmbl noa 06s3aTenscTsa,
npeaycMmoTpeHHble lnpexTtrneon 2009 T.

Cyn, yCTaHOBUMA, YTO OPraHM3mbl, MONyYeH-
Hble METOAOM MyTareHesa, ABAAt0TCH reHeTu-
4eckn MOAMGULMPOBAHHBIMI OpraHU3Mamu

2 Court of Justice of the European Union. PRESS RELEASE No 111/18. Luxembourg, 25 July 2018. Judgment in Case
C-528/16/ Confédération paysanne and Others v Premier ministre and Ministre de [Agriculture, de IAgroalimen-
taireet de la Forét. Available at: https://curia.europa.eu/icms/upload/docs/application/pdf/2018-07/cp180111en.pdf

(accessed 25 June 2025).
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B 3HaveHun [upexTmsbl 2009 . B CBA3M
C TeM, YTO MyTalWK, BbI3BAHHbIE METOAAMM
MyTareHesa, KoTopble NPUBOAST K CO34aHWIO
YCTONUMBbIX K repbulinaam CoOpToB pacTeHU,
NpeaCcTaBAAOT COBOM U3MEHEHMS, BHECEHHbIE
B reHeTMYecknii Matepmnan opranvmsma, u, Ta-
KM 06pa3omM, COOTBETCTBYIOT OMpPeaeNeHI0
FeHeTUYeCkN MOANDULMPOBAHHbBIX OpPraHus-
MOB B COOTBETCTBMM CO CTaTbéN 2(2) AunpekTun-
Bbl 2009 . Cya NOSCHWA, YTO HEKOTOPbIE COBpe-
MEHHble METOAbl MyTareHesa npeanonarator
MCMNOMb30BaHNE XMMUYECKMX U PU3NYECKMX
AreHToB, a B HEKOTOPbLIX CAYyYasdxX — UCMOMb30-
BaHWE TEHHOW WMHXEHEepUN, N3MEHSIOWEN re-
HETWUYEeCKN MaTephan opraHn3Ma cnocobom,
He BCTpeYatoLLMmMcs B Mpupose.

Takxe Cya nosicHWA, 4TO MyTareHes
He BXOLWT B MCUEpPMbIBAKOLWMI NepeyeHb Me-
TOLOB, HE NMPUBOAAWMX K FEHETUYECKOW MO-
andbunkaunn (M3noxeHHbix B Mpunoxerunn 1A
Kk AnpekTnee 2009 r), a BXOAWT B nepeyeHb
MeTOAO0B (M310KEHHbIX B [MpunoxeHumn 1B), Ko-
TOpble MPU3HAHbLI MPUBOASALLMMY K FEHeTnYe-
CKOW moanduKaummn, Ho He NOoANAAALULUMM
Moz AeNcTBMeE NoNoxeHuin npektnesl 2009 T.

B ykazaHHom pewerumn Cyaa oTmevaeTcs,
yto AunpekTtnea 2009 I. NnpuMeHseTcs K opra-
HMU3MaM, MONYYEHHLIM C MOMOLLbIO TEX METO-
[IOB MyTareHesa, KoTopble MosBUINCL Mocie
ee NPUHATNS, U He PACNpOCTPaHAETCS Ha Op-
FaHW3Mbl, MOJYYEHHbIE C MOMOLLLbIO METOLOB
FEHHOW MoanbuKaLnm, KOTopble UMEKT An-
TeNbHY0 MCTOpuio 6e3onacHocTn (BKkaouas
MyTareHes).

Cyn npuvwen K BblBOAY, YTO WUCKtOYEHWe
OpraHn3moB, NONAYYEHHbIX C MOMOLLbK HOBbIX
MEeTOA0B MyTareHesa, u3 chepsl gencramns An-
pexkTuBbl 2009 . NOCTaBUT NOA Yrpo3y Lefb,
npecnenyemyto Anpextuson 2009 r., KoTopas
3aK/I0YaAETCH B 3alLMTE 340POBbS YEN0BEKA,
KWUBOTHBIX 1 COXPAHEHMUS OKpYy>Katollen npu-
POAHOM Cpesbl.
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BaxHo otmetuts, yto Cya nosicHun crto-
pOHaM O0COBGEHHOCTW TMpKMEHeHUs paccma-
TPUBAEMOrO 3aKOHOAATENbCTBA, B YaCTHOCTY,
YTO B OTHOLLUEHUW MPUMEHEHUS TEHETUYECKM
MOANPULIMPOBAHHbBIX OPraHW3MOB rocyaap-
CTBa-YeHbl MMEIOT MPaBO MO CBOEMY YCMOT-
peHuto pelatb, cneayer AM noAeepratb op-
FaHU3MbI, MOMYYEHHbIE C MOMOLLbI METOLOB
MyTareHesa, KOTopble WCMOMb30BaNNCh Tpa-
LVUMOHHO W MMEIOT AANTENIbHYIO UCTOPUIO
6e30MnacHOCTH, 06s13aTeNbCTBAM, YCTaHOB/IEH-
HbiM dnpeKkTneon 2009 .

[upektnea 2009 I. He NPUMEHSAETCS K Xpa-
HEeHWIO, BbIPALLMBAHWIO, TPAHCMOPTUPOBKE,
YHUYTOXEHMIO, YTUAU3ALUM UAN  UCMIONb30-
BaHMIO  MOAMOUULMPOBAHHBIX  OPraHW3mMosB,
KOTOpble BbIIN pa3melleHbl Ha PbiHKE B COOT-
BeTcTBUM C AmpekTunsoit 2001/18/EC nan B co-
OTBETCTBMU C APYrMM 3akoHoaaTenscTeom EC,
KOTOpOe MpefycMaTpUBaEeT 0COOYI0 OUEHKY
3KOMIOTUYECKOTO PUCKa, aHaOrUYHY0 TOW, KO-
Topas u3noxeHa B Aupektree 2009 1. Takoe
MpaBW/Io NMPUMEHSETCS NMPpU YCNOBUK, YTO Orpa-
HWUYEHHOE  MCMONb30BaHWEe  COOTBETCTBYET
TpeboBaHMAM, COrlacks Ha pasmelleHue re-
HeTUYeCKN MOANPULMPOBAHHbIX OPraHU3MoB
Ha pbIHKe, eC/IN TaKoe cornacne nMeeTcs.

PerynupoBaHue npounssoactea

1 060poTa KOPMOB, MPOU3BEAEHHbBIX

C UCNO/b30BaHNEM MUKPOOPraHU3MoB
[1pOM3BOACTBY KOPMOB C WCMO/Mb30BaHNEM
MUKPOOPraHn3mMoB, BK/KOYAS TEHETUYECKM
MOAMPUUMPOBAHHbBIE OpPraHu3mbl, U perynun-
poBaHui0 Mx obopoTa noceaweHa Masa |l
PernameHTa 2003 1. [1o4 perynmposaHue 3Toro
pernameHTa noAnagatoT: 1) reHeTuyecku Mo-
ANUUMPOBAaHHbIE OpraHu3mbl, MNpeaHasHa-
UeHHble 15 UCMONb30BaHNS B KOPMaX; 2) KOp-
Ma, cofepXallme Wan COCTOALLME M3 Takux
OpraHnM3mMoB; 3) Kopma, NpPoV3BeAeHHbIe 13 Te-
HEeTUYEeCKN MOANDULMPOBAHHbIX OPraHU3MOB.



Regulat

[ins BbIBOAA Ha PbIHOK TakMX KOPMOB Tpe-
ByeTca paspelleHne, KoTopoe orpeaenser
nopsAoK pasmelleHns (To ecTb BCe AeNcCTBUS
coBepllatoTcs B npejenax BblAaHHOMO pas-
pewenus). [na nonyyeHus paspeleHus
HEOOXOANMO HanpaBuTb 3asiBleHue B KOM-
neTeHTHbIA opraH rocyaapcrea — uneHa EC.
K 3agBneHnto nNpuknanbiBatoTcs yKasaHHble
B PernameHTte 2003 r. cBeAEHUA, Hanpumep
0603HaueHe Kopma K ero crneundukauus,
xapakTepucTvkm kopma v np. CpesaHss npo-
[O/KWUTENBHOCTb  PACCMOTPEHUS  3asBKM
6 MecC., HO 3TOT CPOK MO HEOBXOAMMOCTU MO-
XeT npoanesatbcs (Hanpumep, Ans 3anpoca
[ONONHUTENBHBIX JOKYMEHTOB).

[pV NPUHATUM pELUEHNS KOMMNETEHTHbIN
opraH: 1) mpoBepsieT AOCTOBEPHOCTb Npef-
CTaBNEHHbIX CBefeHW; 2) npoBoauT (Npu
HEOOXOAMMOCTM)  OleHKy — 6e30macHoCTy
KOPMOB; 3) NpoBoauT (Mpy HeobXxoanMMocTH)
OLLeHKY 3KON0rMYeCKoro pucka; 4) NpuBieKaeT
nabopatoputo Ans NpOBEPKM 1 NOATBEPXKAe-
HUs MeToaa 0BHAPYKEHWS U NAEHTUdMKALWN,
NPEeANOXKEHHbIX 3a9BUTENEM; 5) B OTAENbHbIX
cyyasx TakxXke MpoBepsieT, uTobbl xapakTe-
PUCTUKM KOPMa He OTAMYaNuCh OT xapakTe-
PUCTUK ero 0bblYHOrO aHanora (Ana caydaes,
KOrAa Kakas-To KOHKpeTHas XxapakTepucTunka
KOpMa OT/INYaeTCs OT ero 06bIYHOrO aHasora, —
CT. 25(2)(c) PernameHTa 2003 ).

[ocne oueHKM NpMHUMAETCS pelleHue:
nmb0o o Bblgaye paspelueHuns, 1Mb6o 06 oTkase
B TaKOW Bblgave.

BbigaHHoe paspelueHve  AeicTBUTENbHO
B TeyeHue 10 neT Ha Bceit TeppuTtopumn EC
¥ NOANEXMNT NPOANEHUIO MO UCTEYEHUN AaH-
HOro CpoKa; 3asiBNeHre O NpoASeHNN Nosa-
eTcs He nosfHee, yem 3a 1 rof A0 UCTeYeHus
cpoka fencTBusg paspeweHns (cT. 23 Perna-
MeHTa 2003 ).

Pa3peleHHbl KOPM BHOCUTCS B CNeLmab-
HbI peecTp. KOpM MOXET MCMnonb30BaTbCcs

Maria V. Nekoteneva
ion of the Use of Microorganisms and their Metabolites
in the Food and Feed Industry: Integration Law Aspects

B C/lyYae, eCc/iv eCTb COOTBETCTBYOLLEE pa3pe-
LWeHMe 1 OH BK/IKOYEH B peecTp.

[ocne BblaauM paspelleHns ynoaHOMOYeH-
HbIA OpraH OCyLecTBAsIeT HaA30p: MpaBoo-
6nagatent AomxeH coobllath ntobble cBee-
HMA 06 M3MEHEHMAX KOpMa, KOTOpbIE MOTryT
noB/feYb MNpUYMHEHWe Bpeda WAM CO3AaTb
OMACHOCTb XXW3HW U 3A40POBbLID KMBOTHbIX
NN BNOCNEACTBUM yenoseka. KoHTponmpy-
IOLLMIA OpraH BNpaBe CaMoCTOATENbHO MPOBe-
paTb MHbOPMaLMIO, @ TaKxKe 0TO3BaTb BblAaH-
Hoe paspelleHme (Mpy HeoBXOANMOCTH).

[TOMUMO HEOBXOAMMOCTU MONYyUEHUS pas-
pelleHus Ang Npov3BOACTBA, BKIOUEHWS ero
B peecTp, Takol KOPM Takxe NOANEXUT map-
KnpoBKe. Takas MapkupoBka He TpebyeTcd
NS OTAENbHBIX MUWEBLIX NMPOAYKTOB, B TOM
uncne Tex, KOTopble MOay4YeHbl C MOMOLLbIO
onpeaeneHHbIX METOAOB reEHHOW UHXEHEPUN.

nLLeBble NPOAYKThI, «MPOM3BEAEHHbIE C UC-
NONb30BaAHNEM MUKPOOPraHN3MOB» (BKOUAs
NOABEpPTIMECS MOAUPUKALMK), HE TpebytoT
MapKMpPOBKM, TaK Kak B TakOM C/yyae peyb,
no CyTh, WAET O TEXHOMOrMUYeckon aobaBke,
kak MO, B TO Bpems Kak MuLIEBble Belle-
CTBa, «MONYYeHHble U3 [/ NPOV3BeeHHbIE 13»
MOANPUUMPOBAHHbBIX OpraHM3mMoB (ecaun re-
HeTnYeckn MoAMOUUMPOBAHHBIA OpraHn3m
N/MNn ero reHeTUYeCKmnini mateprasn ocTatTCs
B MULLEBOM BeLLECTBE) WM APYroro reHHo-
VHXEHEPHOro NCTOUHWKA, AOMXKHbI ObITh Map-
KnpoBaHbl kak TMO. He TpebyoT Mapkupos-
kn TMO BellecTBa, NOAYYEHHbIE C MOMOLLbIO
TakyX METOMO0B, KaK: CAMOK/IOHMPOBaHMeE, Me-
TOJ0B HeleNeBoro mytareHesa u np.

Takum 06pasom, 06LLIMA NOPAA0K BKAOUAET
HeobX0AMMOCTb: 1) MOAyUYeHNs paspeLleHns
Ha MpoW3BOACTBO Takoro KopMa B MPOMbiILL-
JIEHHbIX Lensax (Ha 0OCHOBaHWW NPOBEAEHHOW
NpoBEpPKM ero 6e30MacHOCTH); 2) BKIOUEHNS
B CMeumanbHbIn peectp KOpMOB; 3) MapK1poB-
K TAKOro KopMa npu peannsaummn.
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MpaBoBoe perynnpoBaHne Npon3BoACTBa

M UCMO0/Ib30BaHUS MUKPOOPTraHW3MOB U UX
MeTabo/MToB B pamkax EBpasuiickoro
3KOHOMMYECKOro coto3a

B cooteetcTBMM co cT. 4 [orosopa o EBpa-
3MACKOM 3KOHOMUWYECKOM COto3e OT 29 mas
2014 1% (nanee — [loroBop o EA3C), ocHoB-
HbiMK uenamn EASC gsnqtoTcs: co3gaHune yc
NIOBUWIA NS CTABUIBHOTO Pa3BUTUSA SKOHOMUK
rocyAapCTB-41€HOB B MHTEpecax NoBbILLEHNS
KWM3HEHHOIO YPOBHS X HaceNneHus; ctpemie-
Hye K GOPMMPOBAHWMIO €AMHOTO PbIHKA TOBa-
pOB, YC/yr, KanuTana v TPYLOBbIX pECYpCOB
B pamkax Coto3a; BCECTOPOHHAS MOAEPHM3a-
UMs, Koonepawums 1 NoBblLUEHWE KOHKYPEHTO-
CMOCOBHOCTH HALMOHAbHBIX 3KOHOMUK B YC-
NIOBUSIX I106a/1bHO 3KOHOMUKMU.

B uactm bopmmpoBaHMsS OCHOB €AMHOro
pbiHKa B chepe nuLLeBOM NPOAyKUMK, 0bpa-
WeHNS KOPMOB A/ CENbCKOXO3SMCTBEHHbIX
KVMBOTHbIX, arpapHoi noanuTukn cT. 94 Jloro-
Bopa 0 EADC ycTaHaBAMBaET, YTO OCHOBHOM
LeNblo  COrMacoBaHHOM  (CKOOPAMHWMPOBaH-
HOW) arponpOMbIWNEHHOW MOAUTUKN SBAS-
eTcs 3ddexkTMBHAS peannsaums pecypcHoro
noTeHUMana rocyAapcTB-YN1eHOB A8 ONTW-
MU3aLMKM 06bEMOB MPON3BOACTBA KOHKYpEH-
TOCMOCOGHOM  CeNbCKOXO3ANCTBEHHOW  MpO-
AYKUMX 1 NPOLOBONbCTBUS, YAOBNETBOPEHMS

noTpebHoCTel 0BLEro arpapHoro pbiHka,
a TakXXe HapallMBaHMs 3KCNOpTa CeabCKOXO-
39/ACTBEHHOI NPOAYKUMMN 1 MPOAOBONLCTBUS.
OaHOM 13 OCHOBHbIX 3a4ay ABNSETCH YHUPU-
Kauus TpeboBaHMiA, CBS3aHHbIX C obpalile-
HMEeM  CeNbCKOXO39MCTBEHHON  MpOAyKUMM
1 NPOAOBONLCTBUS.

OCHOBHbIMW HOPMATWBHbIMIU  MPABOBbIMY
aktamm EASC no Bonpocam mcnosab3oBaHms
MeTaboMTOB B MULEBOWA MPOMbILLIIEHHO-
ctn aBnstotcs  pewenne CoseTa EBpaswuin-
CKOW 3KOHOMMWYECKON KOMMUCCUK OT 20 mtong
2012 1. No 58 «O NpUHATHM TEXHUYECKOro pe-
rnameHTa TaMOXeHHOro coto3a «TpeboBaHus
6e30MacHOCTM MULLEBLIX A06ABOK, apoMaTi-
3aTOPOB M TEXHONOTMYECKUX BCMOMOraTesb-
Hbix cpeacte» (TP TC 029/2012)% v pelueHne
Kommccnm TamoxeHHOro coto3a oT 9 aekabps
2011 . No 880 «O NpUHATUM TEXHUYECKOTO
pernameHTa TamoxeHHoro cotosa «O 6e3-
onacHocT1 nuuesoir npoaykuums (TP TC
021/2011)%.

B TexHwmyeckom pernameHte TP TC
029/2012 «O 6e30nacHOCTY NULLEBbLIX A06a-
BOK» OMnpefensercs, Yto GepmMeHTHble npena-
paTbl — 3TO OYMLLEHHbIE N KOHLUEHTPUPOBAH-
Hble MPOAYKTbI, COAepXKaule onpeaeneHHble
bepMeHTbl Man Komnnekc GpepMeHTOB pac-
TUTENbHOTO, KWBOTHOTO U MUKPOBHOrO

22 «[loz0sop 0 Eepasuiickom 3KoHOMUUeckom coto3e» (nodnuca & 2. Acmane 29.05.2014) (ped. om 25.05.2023)
(¢ usm. u don., 8cmyn. 8 cuny ¢ 24.06.2024). Pexxum poctyna: https://www.consultant ru/document/cons_doc_
LAW 163855

2 Peuierue Cosema Eepasulickoii skoHomuueckoii Komuccuy om 20.07.2012 No 58 (ped. om 29.08.2023)
«O  NpUHIMUY  IMeXHUYECKo20 pezAameHma TamoxeHH020 cot3a  «TpeboBaHua  6e30NaAcHOCMU  NUL4E8bIX
006a80K, apoMamu3amopos U mMexHoOA02UYECKUX 8CHOMO2AmeAbHbIX cpedcme» (emecme ¢ «TP TC 029/2012.
TexHuueckull pezaameHm TamoxkeHHO20 coto3d. TpeBosaHus beonacHocmu nuuiesbix 06asok, apomamusanopos
U IMeXHOA02UYECKUX BCNOMO2AMEAbHbIX Cpeacme») Pexxum poctyna: https://www.consultant.ru/document/cons_
doc_LAW 133445/c8d5bfc18820801df4eb390ee8247097651b019d

2 PeuteHue Komuccuu TamoxeHH020 coto3a om 09.12.2011 N0 880 (ped. om 22.04.2024) «O npuHImMuu mexHuueckozo
pezaamenma  TamoxeHHozo cotza D0 6Ge3ondcHocmu nuuiesoli npodykuuu» (8mecme ¢ «TP TC 021/2011.
TexHuueckull pezaamerm TamoxeHHozo cow3a. O 6e30nacHocmuy nuuiesoli npodykuuu»). Pexum aoctyna:
https://www.consultant.ru/document/cons_doc_LAW 124768
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(MPOAYLEHT) MPOUCXOXAEHWS, Heobxoau-
Mble 19 OCYWECTBAEHNS OUOXMMUYECKMX
NpOLLeCcCoB, MPOUCXOAAWMX NPU MPOU3BOA-
CTBe MpOAYKTOB. YCTaHaB/NMBAETCH, UTO Ha-
XOAslMecs B 06palleHn Ha TaMOXEHHOW
TEPPUTOPMM TaMOXEHHOIO COt03a MULLEBble
[006aBKM, apomaTn3atopbl W TeXHOMOorMve-
CKMe BCromoratesbHble CpeacTBa, M3roToB-
JIEHHblE OUOTEXHONOTNYECKUMI  METOAAMM,
B TOM YMCAe C UCNOb30BAHWNEM FrEHETUYECKM
MOAMPULMPOBAHHBIX  MUKPOOPraHv3mMos,
JOMKHbl COOTBETCTBOBATH TPEOOBAHMAM TEX-
HMYECKOro pernameHTa TaMOXEeHHOro coto3a
«O 6e30MacHOCTY NWLLEeBOR NpoayKuum» (TP
TC 021/2011), a Takxe TpeboBaHMAM JaHHOTO
TexHnyeckoro pernameHTta. 3akpennsercs
pa TpeboBaHUiA K TaKoro poaa NpoayKLUmK.

KomnnekcHoe perynmpoBaHve paccmatpu-
Baemol chepbl B npaBe EASC oTcyTCTBYET.

BmecTe ¢ Tem cnenyet ynennTb BHUMaHwue
KaTeropuu npenapatos AN nprvema BHYTPb,
cojepXallmx B KayecTBe [EeMCTBYHOLLMX Be-
liects  6e33apofbilieBble  cybCcTpathl  Mpo-
IyKTOB 0OMeHa BeleCcTB MUKPOOPraH3MOB
(MeTabonuTbl BECKNETOUHON KybTYpaabHOM
KNAKOCTW BaKkTepuit, 6aunnn uam Apyrnx mMu-
KpOOpraHW3mMoB), NpeAHa3HauYeHHbIX 415 HOp-
Manmsaumm KUCAOTHO-LienouHoro 6anaHca
1 perynmpoBaHus pocTa MUKPOOPraHvW3MoB
(MUKPOGIOPSI)  NULLEBAPUTENBHON CUCTEMbI
OopraHu3ma YenoBeka U He MMelLMnX ykasa-
HWI ON9 UCNONb30BAHMS B TepPaneBTUYeCKMX
UV NPOPUNAKTUYECKMX LLENSIX.

YKazaHHble npenapatbl B COOTBETCTBUM
¢ Pewennem Konnernmn EBpasmmnckon 3sko-
HOMUYECKO KOMUCCUM OT 8 oKT6ps 2019 T.

N° 173% oTHeceHbl K TOBApHOM No3unummn 2106
eLVHOW TOBaApPHOW HOMEHKATYpPbl BHELLIHE3-
KOHOMMYECKOW AeaTeNbHOCTN EBpasninckoro
3KOHOMMYECKOTO COt3a. YKasaHHasg Mno3u-
umns nmeeT HammeHoBaHwue «[luuiesblie npo-
LyKTbl, B APYroM MecTe He MOMMeHOBaHHble
NV HE BKTKOYEHHbIE»

CnenyeT OTMETWTb, YTO pasrpaHuueHuve
KNacCMPUKaUMOHHbBIX  MpPU3HAKOB  Mpena-
paToB B OTHOLWEHWM Pa3NUHbIX MO3ULNIA
ToBapHOM HOMeEHKNATypbl  BHELIHE3KOHO-
MUYECKOW  AedTenbHocT  EBpasminckoro
3KOHOMMYECKOTO COK3a BbI3bIBAET CMOPbI
MEX Ay XO3gNCTBYIOLWMMK CybbekTammn ro-
CyAapCTB-Y1eHOB W WHCTUTYyTamn EASC.
CBa3aHO JaHHOe 06CTOATeNbCTBO, B Mep-
BYlO ouepefb, C OTCYTCTBMEM YETKUX KpW-
TepueB pasrpaHnyYeHnss OCHOBAHWI Kiac
cnpukaumm B ToBapHom nosmumm 2106 TH
B3/l EASC «[lnuieBble NpoayKTbl, B APYrom
MecTe He MOMMEHOBAHHbIE WAM He BK/to-
YeHHble», MOCKOMbKY YKa3aHHoe B PeweHuu
N° 173 HasHauyeHue npenapata — BOCCTa-
HOBJIEHWE W PETYINPOBAHWE paBHOBECKS
HOpManbHOW MUKPODAOPHl  KULIEYHUKA —
npwv onpeaeneHHblX YyCA0BUAX OLLEHVBAEMbIX
NHANBMAYANbHO AN KaXA0T0 KOHKPETHOro
TOBapa, MOXeT NoAnafaTth NoA onpeaeneHune
NekapcTBeHHbIX cpeacTB B npase Coto3a.

Ha HwBenupoBaHue HeratmBHbIX  Mo-
CNeACTBMI BO3HMKLWEN MNPaBOBON Heonpe-
LNEeNeHHOCTV HanpaBAeHO pas3BUTME MNpak-
TUKN NpUMeHeHWe akToB MHCTUTYyTOB EASC.
Tak, B cooTBeTCTBMM C  [loACHEHUIMM
K eAVHO TOBApHOW HOMEHKNAType BHeLIHe-
3KOHOMMUYECKOW AesTeNbHOCTU EBpa3ninckoro

» Peuwerue Korrezeuu Espasuiickoli skoHomuteckol komuccuy om 08.10.2019 N 173 (ped. om 11.05.2023)
«O  KAaccupuKkayuu npenapama Ha ocHose be33apodbiuiesblx CybCmMpanios Npodykmoe 06MeHa 8euqecms
MUKpOOp2aHU3MOo8 8 COOMBencmaul ¢ eduHoli ToaapHol HOMeHKAAMYpoli 8HeWHeIKOHOMUHeCKol desimeAbHOCMU

E@p&BMﬁCKOZO IKOHOMUUECKO20 COH3(».
LAW 335295

Pexxum poctyna: https://www.consultant.ru/document/cons_doc
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3KOHOMMueckoro cot3a* (TH B3/, EA3Q)
B OTHOWEHUM TOBapHOW mo3uumm 3004 (bap-
MaLeBTMYeCKas MpoayKUMs) YKas3aHo, YTo xa-
PaKTEPUCTVKON TOBAPOB, KAACCUPULMPYEMBIX
B TOBapHOW No3unumu 2106 ToBapHOM HOMEHK/A-
TYPbl, IBNKETCS VX MCMONb30BAHME «B LLEENSX MOA-
NepXXaHvisi 340POBbS U XOPOLLIEro CamoyyBCTBUS
B OTCYTCTBME «yKAa3aHWIA MO MPUMEHEHMIO UX
NS NIeYeHN MM NPObUAAKTUKMA KaKMX-TM6O
3abonesanuity. Ocoboe BHUMaHWE pasrpaHuye-
HUIO NO3MLMIA «hapMaLLeBTUYECKas NPOLYKLMS»
N «NULLEBbIE NPOAYKTb yaeneHo B PelueHun
Cyna EBpa3snickoro 3KOHOMMYECKOTO COH3a
0T 31 okT6ps 2022 1. No CE-1-2/2-22-KC «O npw-
3HaHuKM Pewennsa Konnernm ESK ot 0810.2019
Ne 173 cootBetcTBytomm Jlorosopy o EASC
0T 29052014 1N MexXAyHapOAHbIM AOroBOpamM
B pamkax EASC» 1 oTmeHstoLLMM ero PeleHnm
Cyna EBpa3snickoro 3KOHOMMYECKOTO COH3a
oT 1901.2023 No CE-1-2/2-22-Al1 «O6 otmeHe
Pewerus Cyaa EBpa3niickoro s3KOHOMMYeCKoro
coto3a ot 3110.2022 Ne CE-1-2/2-22-KC n npw-
3HaHuKM Pewennsa Konnernm ESK ot 0810.2019
N° 173 He cootseTcTBytoLMMm [loroBopy o EASC
0T 29052014 1N MexXAyHapOAHbIM AOroBOpamM
B pamkax EASC».

Mcxons 13 aHanmsa ykasaHHbIX akToB npena-
pat 4/ npyema BHYTpb, COAepXalUuii B Kaye-
CTBE IENCTBYIOLLMX BelleCcTs He33apoabllleBble
cybCTpaThl MPOAyKTOB OBMeHa BeLLecTB Mi-
KPOOpraHu3mMoB (MeTabonuTbl  HecKNeTouHoM
KYNIBTYpanbHOM KWUAKOCTU GaKTepuin, Gaumn
WA APYTX MUKPOOPraHu3moB) (Ans oTHece-
HWS ero K ToBapHOM no3nummn 2106), He TONbKO
He [OMKEH WMETb YKA3aHWA Ha €ero WCnonb-
30BaHMe B TepaneBTUYECKMX WK npodunak-
TUYeckmx Uensx B cooTBeTcTBUM ¢ OCHOBHbIM

npaBWAOM  WMHTepnpeTaumm  ToBapHOW  HO-
MEeHKNaTypbl BHELWHEIKOHOMUYECKOW AesTeNb-
HOCTU 1, HO M He CcofiepXaTb B 0693aTe/IbHOM Mo-
pAAKe yKazaHuii Ha GopMy BbiMycKa npenapara,
1 Takke HasHayeHne npenapara — BOCCTaHOB/Ie-
HVie V1 peryavpoBaHue paBHOBECKS HOPMaIbHOM
MUKPOMAOPbI KMLLEYHMKA, YCUAEHNE 3aLLNTHBIX
CBOWCTB opraHmMsma (kak 370 6bi10, Hanpumep,
yKa3aHo B npeablaylien sepcun Peluernsg Kon-
nervn EBpasninckor 3KOHOMUYECKOW KOMUCCUM
oT 0810.2019 Ne 173), Tak Kak Npw onpeaeneH-
HbIX YCNIOBMSIX, OLEHMBAEMbIX WHAMBUAYAIbHO
LNS K2XKAOMo KOHKPETHOro ToBapa, OH MOXeT
noanagatb NoA OnpeaeneHue NeKapCTBEHHbIX
cpencts B npase Coto3a.

Takxe HeobXxoAyMO YyUWTbIBaTh, UTO KiacCu-
duKaums nekapcTBEHHbIX CpeacTB U dapma-
LEBTMYECKMX MpenapaTtos, B LEOM, OrpaHuve-
Ha NpoAyKTamu, MCNOMb3yeMbiMK B MeaMLIMHE,
KOTOpble COAepXaT B OAHOW 03€ LOCTATOUHOe
KOMMUYECTBO aKTMBHOTO BELLECTBA C NeUebHbIM
A NPOGUNAKTNYECKM SDDEKTOM NPOTUB KOH-
KpeTHO 6ones3Hn nn Heayra (Alamgir, 2017).

KoHTponb 3a mnpumeHeHWemM npenapaTos
Ha OCHOBE MeTaboNMTOB MUKPOOPraHU3MOB
B EASC ocyuwecTBaseTcs ynonHOMOYEHHbIMM
opraHamu rocygapcre-yneHoB. Bce Bomnpo-
Cbl, He OTHECEHHble K KOMMETEHLMM OpraHoB
EASC, paspelsatoTcs Ha YpOBHE 3aKOoHOAA-
TeNbCTBa rocyaapCTB-U1eHOB.

Pesynbratbl

PaccmatpuBasi COOTHOLLEHME KaTeropuin  «re-
HEeTUYeCKn MOLLI/Iq)I/ILLI/lpOBaHHbIVI MNKpOoopra-
HM3M» B MpaBe NHTEMPaALMOHHbIX O6'be[I,I/IHeHl/II7I
W B POCCUICKOM 3aKOHOAATENbCTBE, CefyeT
OTMETUTb, YTO B YKa3aHHbIX HOPUCANKLNAX

2 [pusoxerue N 1 k PexomeHdauuu Korrezuu Espasuiickoli 3koHoMuueckol Komuccuu om 7 Hoabpa 2017 e.
No 21. [ogcHeHUs K eduHol mosdapHoli HOMEHKAGMYype 8HewHeaKoHOMUUeckol O0esmeAbHOCMU espasulickozo
IkoHomuueckoeo coro3a (TH B3/ EASC). Pexxinm poctyna: https://sudact.ru/law/rekomendatsiia-kollegii-evrazi-
iskoi-ekonomicheskoi-komissii-ot-07112017/#rRbTIC3tIWYO
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Regulat

Ha OCHOBE COBOKYMHOCTYW PETYNMPYIOLLMX aKTOB
K JIaHHOM KaTeropmm MOXHO OTHECTU MUKPO-
OpraHu3Mm, B KOTOPOM FeHeTUYecknini matepu-
an Obll M3MEHEH TakuM 0Bpa3oM, KOTOpbIN
He MPOMCXOANT ecTeCTBEHHbIM NyTem (NyTem
CKpelwmMBaHnsg WU/Man ecTecTBEHHON peKkom-
GuHaumm). Mpn 3ToM € NpaKTUUYECKOn TouKM
3peHus noka A0CTaTOUYHO C/I0XKHbIM NPeACcTaB-
NIA€TCS BOMPOC, MO Takme U3MeHeHNs ObiTb
NOCTUTHYTbl €CTECTBEHHbIM MyTeM WM HET.
Tem He MeHee B CBAI3U C Pa3BUTHEM TEXHONO-
WA 3TOT NPOLLECC YCNOXKHSETCS, U3-3a Yero yxxe
ceilyac TpebyeTca bonee veTkoe onpeneneHve
NOHATUSA «TeHETUYECKN MOANPULMPOBAHHbIN
MMKPOOPraHu3M», a Takxe BbIIBEHNEe COOT-
HOLLEHMS YKa3aHHOTO MOHATUS C AOCTYMHbIMM
MeTOfaMN BHECEHNS M3MEHEHWIA B TEHOM MU-
KpOOpraH13moB.

CyllecTByeT Heckonbko OUEeHOK 6esonac
HOCTW MPOAYKTa, KOTOPbIA HEeobXoanMo Bbl-
nycTUTh: 1) ynpolleHHaa oueHka 6esonacHo-
ctv — QPS; 2) nonHas oueHka 6e30MacHOCTY.
CneumanbHblii opraH (B EC — EFSA) oueHnBaeT
6€30MacHOCTb MIKPOOPraHW3MOB, UCMOb3ye-
MbIX B KOPMOBbIX [06aBKax, MULLIEBbIX 406aB-
Kax, MWLLEBbIX (GepMeHTax, HOBbIX MPOAYK-
Tax NUTaHWS W CpeaCcTBaxX 3alUThl PaCTEHUIA,
N9 Uenein nonydeHus paspelieHus Ans uc
NOMb30BaHMS Ha PbIHKE. 3aMHTEPECOBaHHbIE
/MU NOAAIOT 3aABKM, KOMMETEHTHbIE OpraHbl
NPOBOAAT OUEHKY W MPUHWUMAKT pelleHue
0 BK/IOUEHUM AN HE BKAKOUEHWM B 3TOT CMMCOK
(QPS). Cnuckm noanexat nybanyHoMmy pas-
MELLEHMIO 1 MOCTOSHHO 0bHoBAAoTCa (QPS —
1pa3 B 6 MecsaueB).

Ecav npoayKT, KOTOpbIA XOTAT BbIMYCTUTb
Ha pbIHOK, BK/toYeH B cnncok QPS, ero nposep-
Ka An9 NonyyYeHns paspeleHuns AN Bbinycka
Ha PbIHOK MPOUCXOAMUT B YNPOLLEHHOM MOPAA-
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Ke. B uacTHOCTW, ecnnm MUKPOOpraHn3m BKO-
ueH B QPS 1 panee mcnonb3yetcs npu npo-
3BOACTBE MPOAYKTa, KOTOPbIA HEOBXOAMMO
BbIMYCTUTb Ha PbIHOK, AN% HEro He TpebyioTca
JaHHble 0 6e30MacHOCTM U TOKCUKOAOTUYe-
CKWEe WUCMbITaHWUS, CBA3aHHbIE C MeTaboAUTaMu,
KOTOpble OH MOXeT npou3eecTv. [JocTaTouHo
NPUNOXUTb  [OKYMEHTbI, MOATBEPXAAtOULME
BKAtoYeHwe ero B QPS.

MonHaa oueHka 6e3onacHOCTW BKOUaeT
B cebs HECKOMbKO 3Tanmos: 1) nojava 3agBKu
C NPUNOXEHHBIMK AOKYMEHTamK (MosHOe Onu-
CaHWe npoaykTa); 2) pacCMOTpeHue 3asiBKM
KOMMETEHTHbIM OPraHoOM 1 NPUHSTVE pelleHms
(B pamkax MpUHATMS peLleHns ocyLLecTBASEeT-
cd nposepka 6e30MacHOCTM NpoaykTa 1 np.);
3) npuHaTKe pelleHns (0 Bblgaue nan ob oTka-
3e BblAauv paspelleHns Ha BbiMyCK NpoAyKTa
Ha pblHOK). [Tocne BblAaQuM paspelleHuns ynon-
HOMOUEHHbII OpraH OCyLIeCcTBASIET MOCaemy-
OWNIA HAA30p 3a AeATeNbHOCTbIO MPaBoo6-
napatens paspelleHns. PaspeleHne unmeet
OrpaHMYeHHbI CPOK AEVCTBUS, MO UCTEUEHUN
KOTOPOIO OHO JOMKHO BbITb MPOAIEHO.

CneumanbHoe 3aKOHOAATENbCTBO Mpefyc-
MaTpVBaEeT MCKMOYEHMS B MpaBuaax peryau-
pOBaHWa, TO eCcTb NGO ycTaHaBMBaeT bonee
MSATKWE TpaBWaa peryampoBaHud, Anbo mnos-
HOCTbIO UCKIOUAET MPYMEHEHWE COOTBETCTBY-
IOLLLMX HOPM.

VckntoueHns ycTaHoBAeHbl: 1) B Ciydvae UG
MOAb30BaHNS MUKPOOPraHW3MOB B 3aKPbITbIX
cucTemax; 2) B Caydae co3naHus npoayKra c no-
MOLLLbIO OMpeaeneHHbIX MeToa0B (0606LLIEHHO
K MeToAaM-UCKMOUYEHNSIM OTHOCATCS, Hanpw-
Mep, MyTareHes, CaMOK/IOHMPOBaHWMe 1 Np.).

Cnoxusluasca cyaebHad npakTtuka? nog-
UMHMNA COBPEMEHHble MeTOAbl MyTareHesa
pexumy peryanpoBaHus 3akoHoAaTeNbCTBa

7 Hanpumep, Pewenne Cyna EBponeiickoro cotosa ot 25 nong 2018 r. no aeny C-528/16.
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EC o reHeTnyeckn mMoANGULMPOBAHHBIX Op-
raHv3Max, HECMOTPS Ha NPSMOe UCK/IYEHNE
MyTareHesa u3 cdepbl AEWCTBUS 3TOr0 pe-
KMMa, YTO YKasblBAeT Ha 3aKOHOAATE/bHYIO
uenb Aupektusbl 2009 — 3aWmnTy 340pOBbSA
yenoBeKa M OKpyXKalolleh cpeabl, a Takxe
NpeAoTBpalLEeHE PUCKOB, BbI3BAHHbIX He-
06paTUMbIMK MOCNEACTBUSMI B pe3y/braTe
BbICBOOOXAEHNS TeHETUYECKN MoanbULMpPO-
BaHHbIX OpraHy13MOB.

PerynuposaHue obpalleHns HOBbIX Mullie-
BbIX BELLECTB M NMULLEBbIX HEPMEHTOB LOKHO
6bITb pas3nyHbiM. OfHAKO Moka He co3AaHo
cneumanbHoOe perynmpoBaHve nuieBbix dep-
MEHTOB, VX PEryanpoBaHne NOAUYMHSIETCS npa-
BMaM O NMuLLeBbIX BellecTBax. g Kommep-
UECKOTO MCMO/b30BaHMA 1 BBEAEHNS B 060pOT
COOTBETCTBYIOLLMX BELLECTB MM GEepMeHTOB
JO/MKHO ObiTb Mo/ydeHo paspelleHne. po-
3BOACTBO YKa3aHHbIX BELLEeCTB JO/KHO COOT-
BETCTBOBATb BbIJAHHOMY Pa3peLLEHMIO.

C yuetom dopmMUpytOLLMXCS CTaHAAPTOB
NpaBOBOrO peryimpoBaHng B pamkax einHo-
O pblHKA ¥ Pa3BUTUS IKCMOPTHOIO MOTEHLM-
ana poCCUMMCKOM NpoAyKUMK ANs uenen cra-
HOB/IEHMS TEXHONOMMYECKOTO CyBepeHuTeTa
Ha ypoBHe EASC HeobXoAMMO YCTaHOBUTHL
e/IViHble CTaHAAPThI U NPUHUMMLI 06palleHns
MeTabonnNTOB B MULIEBOM U KOPMOBOK Mpo-
MbILLUNEHHOCTK, B TOM Yncae nopsaok Gopmu-
pOBaHNS 1 BEAEHWS CMUCKOB MUKPOOPraHm3-
MOB-TIpOAYLEHTOB aHanornunbix  Qualified
Presumption of Safety (QPS), a Takxe Tpebo-
BaHMA K Hajanexallen npakTuke paspaboTku,
MCCNeloBaHNS 1 MPOU3BOACTBA METAOONNTOB.
5To Mo3BOMMT CcHOpPMMPOBATH OCHOBLI Mpa-
BOBOTMO PEeryinpoBaHns B yKasaHHOW coepe
IN9 pa3paboTKu U BHEAPEHWUS TapMOHU3NPO-
BaHHOMO HalMOHa/NbHOIO 3aKOHOAATeNbCTRA
rocyAapCTB-4EHOB.

B EBpa3smiickom 3KOHOMMYECKOM COlO3e
(EADC) perynvpoBaHue NpPUMEHEHUS MW-
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KPOOPraH13MoB 1 UX METAbO/IMTOB BKAOUAET
HOPMaTVBHblE aKTbl, MpaBwaa Knaccndunka-
LMK NpenapaTtoB Ha UX OCHOBE U TpeboBaHNS
K 6€30MaCcHOCTW. DTV BONPOCHI PEryanpyoTcs
B pamkax TamoxeHHoro koaekca EAIC v pe-
weHun Konnermn EBpasmMmnckon skoHomumye-
cKkowt komumccun (E3K).

Junckyccusa

B 3akoHopatensctBe EC n EA3C wcnonb3o-
BaHWE MUKPOOPraHU3MOB 1 UX MeTabonnToB
B Pa3/IMUHbIX OTPACASX MPOMbILLNEHHOCTK,
TakMx Kak MuLLeBas, CenbCckoxo3sicTBeHHas
1 dbapmaleBTUUecKas, Bbi3bIBAET MHOXECTBO
OMCKYCCUIA, Kacalowimxca bHanaHca Mexay
MHHOBaLMAMY, 6E30MaCHOCTbI0 U 3KOHOMW-
ueckumu nutepecamu (Gari et al., 2023; Cruz,
Vasconcelos, 2023).

C 0ofHOW CTOpOHbI, CTpPOTrMEe HOPMaTWB-
Hble TpeboBaHMsg K oueHke 6e30MacHOCTy
1 aBTOPM3aLMN MUKPOOPraHN3MOB, KOTOpble
Mbl BuaMm B EC, MoryT caepxmBaTb passu-
Te WHHOBaUMA B 061acT BUOTEXHONOTWA.
KpuTukn yTBEPXAALOT, UTO CNOXKHbIE U LOPO-
rocTodliMe npoleaypbl OLEHKHW, Tpebylolne
OBLWMPHbBIX HAyUHbIX [JaHHbIX, CO3AaloT 6a-
pbepPbl AN MafbIX U CPEAHUX NPeanpuaTuii,
orpaHMumMBas WX KOHKYPEHTOCMOCOBHOCTD
(Nezhmetdinova et al., 2020).

C Apyroi CTOpOHbI, CTOPOHHMUKN XKECTKOro
peryavpoBaHWa mnoavepkusaloT  Heobxoam-
MOCTb Ob6ecrneyeHns BbICOKOrO YpPOBHS 3a-
WWTbl 30POBbA NOTPEOUTENENR, COXPAHEHNS
reHeTUYeckoro ¢oHAa XMBOTHBIX W pacTe-
HWIA, 3alUNTbl OKPY>XKatoLLen NpupoAHOW cpe-
abl (Aguilera et al,, 2013; Zhang et al., 2016).
OHM yKa3bIBAKOT Ha MOTEHLMA/bHbIE PUCKM,
CBSI3aHHblE C MCMONb30BAHMEM TEHETUYECKM
MOAVOULIMPOBAHHbIX MWUKPOOPraHn3MoB
AW MUKPOOPraHM3MOB C  HEW3BEeCTHbIMMU
CBOMCTBaMU. B 3TOM KOHTEKCTE ANCKYCCUM Ka-
catoTcd onpefeneHns A0CTaTOYHOrO YPOBHS



Regulat

[oKa3aTesbCTB  6€30MacHOCTU,  0COBEHHO
B OTHOLEHUM AO0NTOCPOUHbIX MOCNEACTBUIA
MCNOMb30BAHNS MUKPOOPTraHN3MOB W UX Me-
Tab0/MTOB.

B pamkax peryanpoBarms EASC Takxe
BO3HMKAKT AWNCKYCCUMWM OTHOCWUTENbHO rap-
MOHM3aUMKM TpeboBaHMii K 6Ge30omnacHoOCTy
W npoueasyp oueHku cootseTcTBMa. OTCyT-
CTBME eAMHOro MOAXOAa K MHTepnpeTauuu
N NPUMEHEHUIO TEXHUUYECKMX pEeraMeHToB
MOXET NPUBOANTb K Pa3numam B TpeboBaH)-
AX B pasHblX cTpaHax — uneHax EASC, cozna-
Bas NpensTCTBUS AN TOPrOBAM U SKOHOMMYeE-
CKoro coTpyaHuyectsa. Kpome Toro, Bonpoc
0 MpU3HAHUKM pPEe3yaLTaToB OLEHKW Besonac
HOCTW, NPOBEAEHHON B APYrUX CTpaHaXx, Mo-
KET NPeACTaBATb 3HAUUTENbHbIE C/IOKHOCTU,
HO BbIpaboTKa eMHbIX PEKOMEHALNA U Tex-
HWUYEeCKUX KpWUTepueB MpoBeaeHWs nccneio-
BaHWI ANa nabopaTopuii Morna bbl ynpocTuTb
npouecc aBTopu3aLmm HOBbIX NMPOAYKTOB.

Takke cnopbl Bbi3blBAE€T BOMPOC O perynu-
POBaHWM UCMONb30BAHMS MUKPOOPTaHKW3MOB
B CENbCKOM XO39ACTBE, B YaCTHOCTW B Kaue-
cTBe BronecTnunaos 1 buoynobpernit. C oa-
HO CTOPOHbI, Takne MpOAyKTbl MOTYT Cro-
COBCTBOBATb  CHMXEHWMIO  MCMO/b30BaHMA
XMMUYECKUX  MeCcTUUMAOB U yA0BpeHui,
uTO BNAronNpPULTHO CKa3biBAeTCa Ha OKpyXa-
tolLelt cpefie 1 310poBbe YenoBeka (Barquero
et al, 2019). C Apyroi CTOPOHbI, HEOOXOANMO
YUMTHIBATb MOTEHLMA/IbHbIE PWUCKKM, CBA3AH-
Hble C pacnpocTpaHeHWemM MUKPOOPraHW3MoB
B OKpyXalolleid cpede v MX BO3AeiCTBMEM
Ha HelleNeBble OpraHn3mbl.

Ha ocHoBe npoBeAeHHOro aHanm3a MoXHO
ciienatb BbIBOZA O TOM, UTO TpebyeTcs rapmo-
HM3aLMs 3akoHoAaTeNbCTBa Ha yposHe EADC
0N Ueneil yCTaHOBNEHWUS eAWHbIX CTaHAap-
TOB, TPebOBaHW 1 NpaBWUa MCMNONb30BAHNS
MeTabonnToB, a TakXe YeTkoe pasrpaHuye-
HUe Mexay OOUIMM ¥ yNpPOULEHHbIM Nopa-
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KOM 06pallleHns COOTBETCTBYIOLLMX MUKPO-
opraHmsmoB. [lpeanaraetca  paspaboTtka
CrmMcKa MUKPOOPraHmn3MoB, 6e30MacHOCTb KO-
TOpbIX He BbI3bIBAET COMHEHMIA (MO aHanormm
c QPS nan GRAS), ans uenei ynpouieHus npo-
Leaypbl perncTpaumny NpoayKToB C UCNONb30-
BaHMWEM MeTabo/MTOB TakuX MUKPOOPraHm3-
MOB, a Takxe npopaboTka nepeyHs MeToa0B
nonyyYeHns HOBbIX MPOAYKTOB, MCKAKYAOLLNX
HEeOoBXOAMMOCTb MOMYUYEHUS OTAENbHbIX pa3-
peLeHui.

Takum 06pa3omM, peryampoBaHue WCnofb-
30BaHMA MUKPOOPraHM3MOB W UX MeTabonn-
TOB TpebyeT cbHanaHCMPOBAHHOMO MOAX0Aa,
YUMTBIBAIOWErO KaK 3KOHOMMYecKMe, Tak
N CcouMasbHble ¥ 3KON0rMYeckme acnekThbl.
LanbHenwmne AnUCKyccum u  UCCNesoBaHms
HEOOXOAMMbI A9 pa3paboTku 3GGEKTUBHbIX
M HayuyHO OBOCHOBAHHbIX HOPMATUBHbLIX aK-
TOB, CMOCOBCTBYIOWMX PA3BUTUIO MHHOBALMIA
1 obecneyeHnto 6e3onacHoCTU.

3aknwueHue

Ha ocHoBe npoBefeHHOro WccnesoBaHus
OTHOLLEHWI N0 NPOU3BOACTBY U UCMO/b30BA-
HUIO MUKPOOPraHW3MOB W UX MeTaboanuToB
B MHTErPALMOHHOM MpaBe MOXHO CAenath
pAf BbIBOAOB.

1. Heobxoammo paspaboTaTb YeTKOe U Tex-
HOJIOTUYECKM aKTyasIbHOE OnpeaeeHne n Kac
CMOUKALUMIO  TEHETUYECKM  MOANPULIMPOBAH-
HbIX OPraHU3MOB, YUMTBIBAIOLMX COBPEMEH-
HblE METO/bl BHECEHUS W3MEHEHW B reHoMm,
B TOM YMC/IE MUKPOOPraHW3MOB; pa3paboTarh
nepeyeHb KpUTEPUEB U METOAO0B, MO3BOAS-
OWMX  AMddEPEHLMPOBATL  «eCTECTBEHHbIE»
M «ICKYCCTBEHHbIE» TEHETUYECKME U3MEHe-
HUS C YUYETOM TEKYLLEro YPOBHS Pa3BUTUS Ha-
yKki. IpK 3TOM BaXKHO YUYWUTHIBATL HE TO/LKO
MCMONb30BAHHYIO TEXHONOTUID W CBOMCTBA
M3MEHEHHOIO OPraH13mMa, HO 1 UX MOTEeHL-
a/lbHOE BO3JENCTBNE Ha 340POBbE YeI0BEeKa,
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XMBOTHbIX M PUCKWM AN OKpy>atollen npu-
POAHOW Cpeabl.

2. B Poccuiickoint @eaepali MOXeT BbiTb
co3/laHa aHasorMyHag cucTema Ans NpomblLL-
NIEHHOTO MPOWU3BOACTBA NPOAYKTOB C UCMOJb-
30BaHMEM METABONNTOB MUKPOOPTraHN3MOB.

[nsg 3Toro MoxeT 6biTb paspaboTaH crnu-
COK MMUKpoopraHmamoB (no aHanorum ¢ QPS),
6e30MacHOCTb KOTOPbIX HEe Bbi3bIBAET CO-
MHEHWUI, ANg Lenen ocBobOXAeHUS OT He-
06X0AMMOCTY MOAYUYEHUS AOMOAHUTENbHbIX
paspelleHunii, eciv NpoayKT CO3/aH C UCMOofb-
30BaHMEM METaboAWTOB MUKPOOPraHW3MOB,
BK/IHOUYEHHbIX B 3TOT CMUCOK.

JonycTmo Takxe paspaboTaTb nepeyeHb
METOJI0B MO/yYeHNs: HOBOrO MpPOAyKTa, KO-
TOpble WCKAYaloT HEeobX0AMMOCTb nonyve-
HMA OTAENbHbIX pa3pelleHnini Ha UX BbIMycK
MBO MO3BONAIOT MOAYUUTL Takoe paspelile-
HVe B ynpolleHHOM nopsake (Mo aHanoruu
€ meToaamu, ykazaHHbeimn B PernamerTe (EC)
N°1829/2003 22 ceHTabpsa 2003 1).

3. Heobxoamma paspaboTka CUCTEMb eau-
HOrO MNpaBOBOrO peryanpoBaHua Ha YypoB-
He EASC anga uenein yctaHOBAEHUS e€AMHbIX
CTaHAapToB, TPEOOBAHWIA M MPaBUA WUCMONb-
30BaHMa MeTabonMTOB, Kak B MULLEBOW, Tak
1 B KOPMOBOI MPOMbILINEHHOCTH, A5 Lienel
GOPMUPOBAHMS U PA3BUTNS €ANHOTO PbIHKA.

4. TpebyeTca COBEpPLIEHCTBOBAHME POCCUIA-
CKOTO 3aKOHOAATE/bCTBA C LIE/bI0 U3MEHEHMS
KN1ACCOB OMACHOCTU OTAE/bHbIX MWUKpOOpra-
HWU3MOB, 3aKpeneHNs nepeuHs 6e3onacHbIx
MUKPOOPraHu3MOB 1 YNpOLLEHNS NpoLieaypbl
peructpaumum MmetabosnMToB MUKPOOPraHm3-
MOB, BK/IIOUEHHbIX B nepeyeHb 6e30macHbIX,
N0 OAHON 13 NPeaIOKEHHbIX MOAENEN:

— uckmoueHne n3 PegepanbHoOro 3ako-
Ha oT 5 utong 1996 r. No 86-®M3 «O rocyaap-
CTBEHHOM PEryANpoBaHMM B 061aCTW reH-
HO-VHXEHEePHOW AeSTeNbHOCTU» MONOXEHN
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0 MWKpoopraHmamax. [onoxeHns o MUKPO-
opraHm3amax AOMXHbl CTaTb MpeaMeToM Ca-
MOCTOATENbHOIO MPaBOBOro peryanpoBaHums
Ha ypoBHe oTpacneBoro denepanbHOro 3ako-
HosaTenbcTBa (Moaenb Ne 1);

— MNPUHATME paMOYHOro deaepanbHoOro 3a-
KoHa «O reHeTMyeckux TexHonormax B Poc
cuiickoii Pefepalmmny», yCTaHaBAMBAOLWLETO
KOMMIEKCHOE peryanpoBaHue reHeTuyeckmnx
TEXHONOTNIA, BK/IKOYAA MEeTaboNUThl, a Takxe
cneumanbHbix defepanbHbiX 3aKOHOB M NOA-
3aKOHHbIX HOPMATUBHbIX aKTOB, AeTa/lbHO pe-
TYIMPYIOLLMX  MCMONb30BaHWe MeTabonnToB
(Moaenb Ne 2).

Jllobasg 13 NpeanoxeHHbIX Mopenen npa-
BOBOr0O PeryimpoBaHus A0/KHa 3akpenwTb
yeTkoe pasrpaHuyeHne Mexay MnpaBoBbIM
PEXMMOM MUKPOOPTraHW3MOB 1 METABONNTOB.

S. CoBeplUeHCTBOBaHME CUCTEMbI MPABOBbIX
CPeACTB MNOBbIWEHNS YPOBHS WMHOOPMUPO-
BaHHOCTW MOTpebuTens 0 CBOMCTBAX MUKPO-
OpraHMsmoB 1 UX MeTaboanToB, WUCMOMb3ye-
MbIX NPV NPOU3BOACTBE MPOAYKTOB MUTAHMSA
11 KOPMOB, a TAKXKe 1X 6e30MacHOCTH.

OrpaHuueHuns

B pamkax Hactosulero uccnenoBaHus 6bis
NpOBeLEeH aHa M3 NPaBOBOrO PeryinpoBaHns
MCMNOMb30BAHNS MMKPOOPraHW3MOB W MeTa-
60/IMTOB B MULLEBOM M KOPMOBOI MPOMBILL-
neHHoct B EC n EASC, BbISBMBLUMIA OCHOB-
Hble MPUHLUMMALI U OCOBEHHOCTHM, BKIOUAS
NOAXOMb! K OLlEHKe 6e30MacHOCTY 1 NpoLeay-
pbl aBTOPU3aLMM LUITAMMOB-NPOAYLIEHTOB.

B cuny orpaHuueHHocT obbema BOMpo-
Cbl pa3paboTKy ITUUYECKUX HOPM K MpaBun,
Takux, Hanpumep, Kak npoeefeHne nabopa-
TOPHbIX UCCAEN0BAHNI METABOIUTOB MUKPO-
OpPraHM3MOB Ha >XMWBOTHbIX, BK/KYas MPUH-
LMMbl TYMaHHOTO 06pallleHus v Haanexallen
NabopaTopHOM MPaKTUKK, He Bbiin paccmo-
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TpeHbl aetanbHo. OfHako, AaHHOe Hamnpas-
JleHne NPeACcTaBasgeT 3HAUNTENbHbIA UHTepeC
N NNAHMPYETCH K Aa/ibHENLIEMY W3YYEHWUIO,
BK/IKOUAA aHaNM3 3apybexHoro onbita B cohe-
pe 3TUYECKOrO PeryinpoBaHnUs HayuHbIX UC-
CNeA0BaHNI Ha KMBOTHBIX U rapMOHM3aLNm
CTaHLapTOB.

[MpnopuTeTHBIMK 3aja4amn  LajbHehWwen
paboTbl  ABASIOTCS: OMpefefneHne KOHKpeT-
HbIX Mep MO MOBbILEHWIO IPPEKTUBHOCTU
NpaBOBOro perynmpoBaHusg B Poccuinckomn
Qepepalnm B paccmatpuBaemoit  cdepe,
BK/IOYAS COBEPLIEHCTBOBAHWE MEXaHW3MOB
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My6anuHo-npaBoBoOe peryimpoBaHue
nepcoHaIM3MpoBaAHHON UMMYHONPOPUNAKTUKH

Csetnana B. BopoHkosa"? ™
! O6LLL€CTBO TMIrMEHNCTOB, TOKCMKO/IOTOB N CAHUTAPHbIX Bpaqeﬁ, I. MbITI/IU.LVI, Poccuiickas (De,uepauvm
Z Accoumaums Bpayeii v CneunannucToB MeanLmuHbl Tpyaa, r. MockBa, Poccuiickas @epepauuns

AHHOTauua

B cTtatbe paccmMaTpmBatoTCd nNpaBoBblE, MEANLNHCKME 1 COLUNANTBHO-3KOHOMNYECKNE
ACNEKTbI y4eTA MMMYHHOIO CTaTyCa Nnpn BakuMHaunm pa6OTHI/IKOB KaK KJH4YeBOTIo 3/1e-
MeHTa ﬂepCOHa}'Il/I3I/IpOBaHHOI7I MeaAnUnHbl B I'Iy6f| NYHOM 31paBOOXPAHEHUN. Pazsutume
COBDEMEHHOVI I'IepCOHa}'II/I3I/IpOBaHHOl7I MeaNnLVHBbI, OCHOBaHHOW Ha NOCTUXKEHUNAX M-
MYHONOTMN N TEHETUKN, OTKPbIBAET HOBbIE BO3MOXHOCTV A4 ONTUMU3ALUMW BaKL -
HOMPOMUAAKTUKN. AHANN3 3apyBEXXHON U OTEUECTBEHHOI HayuHOW AnTepaTypbl Mo-
Ka3sas, YTo reHeTnyeckne d)aKTOpr CYLLECTBEHHO BINAKOT Ha Sq)d)EKTI/IBHOCTb BakKUWH
N pasBUTNE NOCTBAKLMHATbHbIX OC/'IO)KHEHI/IVI, O4HaKO ,LI,eVICTBy}OLLLee pOCCVIl7ICI<Oe 3a-
KOHO4AaTEe/NbCTBO B O6)'IaCTI/I O6ﬂ3aTe}'IbHOI7I BaKkUWHaunm prLLOCI'IOCO6HO['O HaceneHund
HE YUYNTbIBAET NHANBUAYAIbHbIE OCO6EHHOCTVI COCTOAHNA I/IMMyHHOI7I CNCTEMDI, CO34a-
Bad MpaBOBbIE KONTN3NW U NOTEHLUMATbHBIE PUCKK 414 300POBbS. LLenbe HaCTOALLETO
ncenefoBaHma aBNg410Chb BbidBEHNE I'IpO6el'IOB HOpMaTI/IBHOI7I 6a3bl, BO3HNKaKLWWMNX
npn MHTErpaunn OUeHKN MMMYHHOIO CTaTtyCa B CUCTEMY I'Iy6J'IVIL4HO—I'IpaBOBOFO pery-
JIMPOBaHNS BakUMHONPodunakTukn B Poccuiickoin Pesepaumm, pazpaboTtka HayuHo
060CHOBaHHbIX MPEANOXKEHN N0 pedOpMUPOBaHMIO 3aKOHOAATENbCTBA. B pesynb-
TaTte nccnenoBaHmsa BbIABNIEHbI 3HAYNTETbHbIE I'IpO6E‘fIbI NpaBoOBOro peryinpoBaHnd
I'IepCOHal'IVBVIpOBaHHOIZ BakUMHaunu. BO—FIepBbIX, ,EI,eVICTBy}OLLLI/Ie MpaBOBbIE aAKTbI
HE CoAep>XXaT NMoHATUA <<I/IMMyHHbII7I CTaTyC», a TaKXXE MEXAHN3MOB €0 NCMO/Ib30BaHNA
ANa onpeneneHnd HE‘O6XO,£I,I/IMOCTI/I, 6e3OI'IaCHOCTI/I N CXeEM NMMYHU3ALNN. Bo-BTO-
pbIX, A48 3aWWTbl TPYAOBbIX MpaB pa6OTHVII<OB oT HeO6OCHOBaHHOI’O OTCTpaHEHNA
oT pa6OTbI B LLendax O6€CI'I€LIEHI/I9I SANNAEMNONOTNYECKOTO 6}'IaI'OI'IO}'beIVIFI BOCTpe6OBaHO
BHEAPEHNE FIpOCDI/U'IaKTI/IL«IeCKOI'O (CKpI/IHI/IHI'OBOI'O) ceponorn4yeckoro O6C}'Ie,£I,OBaHI/IFI
KaK HOPpUANYECKN 3HAYMMOIO A0KA3aTE/NbCTBA AOCTATOYHOIO YPOBHA aHTUTE/. B—Tpe—
TbX, OTCYTCTBYET HaAEXHad 3alUMTa AAHHbIX 06 MMMYHHOM U TEHETUYECKOM CTaTyCe
rpa>XAaHnHa Kak CI'IELI,I/Ial'IbHOVI KaTeEropmnm nepCoHaIbHbIX AaHHbIX. OCO60€ BHUMaHNe
yAENEHO PUCKaM MOCTBaAKLUMHATbHbBIX OCNOXKHEHUI 1 HeO6XO£I,VIMOCTI/I c6anchmpOBaH—
HOTo noaxoda K MHAMBMAYalIbHOMY U KONNEKTUBHOMY 300POBbLIO. PaCCManI/IBaPOTCFI
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My6auyHO-NpaBoBOE peryNMpoBaHue nepcoHanu3npoBaHHON UMMYHONPOGUNAKTUKM

3KOHOMUYECKME NMPenMyLLECTBA NEPCOHANM3NPOBAHHOTO MOAXOAA, BK/IKOYAS ONTUMU-
3aLMI0 PACXO0B Ha BaKLIMHALMIO U MUHUMM3ALMIO MOBOUHBIX 3QGEKTOB. AHANN3 MeX-
NYHAPO/HbIX 1 OTEUECTBEHHbIX MCTOUHWKOB BbISBU ANCOANAHC MYBANUHBIX 1 YACTHBIX
MHTEPEeCcoB B obecrneyeHn anaemMmnonornieckoro 61arononyumns HaceneHns v npas
paboTHUKOB. [lenaeTcs BbIBOA O HEOOXOAMMOCTU COBEPLIEHCTBOBAHMS POCCHIACKOTO
3aKOHO/MATE/bCTBA C Le/Iblo BHEPEHMs Hay4HO 0BOCHOBAHHOIO MexaH13mMa nepcoHa-
An3aLUMKM BaKLMHALMW, YTO NO3BOMMUT MOBLICUTHL 6@30MaCHOCTb W J0BEPUE K MPOrpam-
MaM MUMMYHU3ALMK, YAYYLLINTE SNUAEMNONOTNYECKNIA KOHTPOb 1 3GGEKTUBHOCTD UC-

No/1b30BaHNA PECYPCOB 34PpaBOOXPaHEHNS.
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Public law Regulation of Personalized
Immunoprophylaxis
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Abstract

The author discusses the legal, medical, and socioeconomic aspects of considering
the immune status of employees in vaccination programs as a key element of per-
sonalized medicine in public healthcare systems. The development of modern per-
sonalized medicine, based on advances in immunology and genetics, opens up new
opportunities for optimizing vaccine prophylaxis. The conducted review of foreign
and domestic academic literature established the significant influence of genetic fac
tors on both the effectiveness of vaccines and the development of post-vaccination
complications. However, the current Russian legislation on mandatory vaccination
of employees ignores the individual characteristics of the immune system, thereby
raising legal controversies and potential health risks. In this research, the author aims
to identify gaps in the regulatory framework arising from the integration of immune
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status assessment into the system of public law regulation of vaccine prevention
in the Russian Federation and to propose on its basis solutions for updating the legis-
lation. As a result, significant gaps in the legal regulation of personalized vaccination
were identified. First, the current legislation is lacking the concept of “immune status”
or mechanisms for its use, which is important for determining the necessity, safety,
and schedules of immunization. Second, it is necessary to introduce preventive se-
rological testing (screening) as legally significant evidence of a sufficient level of an-
tibodies in order to protect the labor rights of employees from unjustified dismissal
forthe purpose of ensuring epidemiological welfare. Third, there is the absence of re-
liable protection of data on the immune and genetic status of employees as a spe-
cial category of personal data. Particular attention is paid to the risks of post-vacci-
nation complications and the need for a balanced approach to individual and public
health. The economic benefits of a personalized approach are considered, including
the optimization of vaccination costs and the minimization of side effects. The re-
view of international and domestic publications revealed the need to balance public
and private interests in ensuring the epidemiological welfare of the population and
the rights of employees. Itis concluded that the Russian legislation in this field should
be improved in order to introduce a scientifically substantiated mechanism for per-
sonalizing vaccination, which will increase the safety of immunization programs, de-
velop public trust, improve the level of epidemiological control, and enhance the ef-
ficient use of healthcare resources.

Keywords: working-age population, immune status, immunoprophylaxis, personalized medicine,

public law regulation

To cite this article: Voronkova, S.V. (2025). Public law Regulation of Personalized Immunoprophylaxis.
Lex Genetica, 4(3), 31-53. (In Russ.). https://doi.org/10.17803/lexgen-2025-4-3-31-53

Received: 04.08.2025
Review completed: 20.08.2025
Passed for printing: 03.09.2025

BeepeHne

COBpeMeHHaﬂ BaKLI,l/IHOFIpOd)I/U'IaKTMKa OoCTa-
eTCs BaXXHENLWMM NHCTPYMEHTOM I'Iy6}'|W4HOI’O
3/1paBOOXpaHeHNd, obecneympas KoNneKT1Bs-
HbIN NMMYHUTET U 3alLNTY HAaCENIEHNA OT pac
NPOCTpaHEHUd  ynpaBagemMblXx CpeacTBaMM

cneumpuyeckon npodunakTukm MHOEKLNUN.
B cootsetcTBMM co Crpatervein pasBuTus
VMMYHONPOOUNAKTUKA  MHDEKLMOHHBIX 60-
ne3Heit Ha nepvof A0 2035 roga’ 0CHOBHbIMM
HanpaeneHNaIMK peannsaumnm MeponpusaTun

' Pacnopaxetue [pasumenncmea P® om 29 mapma 2021 2. No 774-p «O6 ymeepxdeHuu NAGHa Meponpusmuii
1o pearuayuu Cmpamezuy pasgumus UMMYyHONpOGUAGKIMUKY UHDeKUUOHHDIX GoAe3Hel Ha nepuod do 2035 2.».
Pexxum poctyna: https://www.garant.ru/products/ipo/prime/doc/400425985
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MO  COBEpLIEHCTBOBAHMUIO  TOCYAapPCTBEH-
HOW MOMUTWKMK, CUCTEMBI FOCYAapCTBEHHOrO
KOHTpons (Haa3opa) M HOpMaTMBHOrO npa-
BOBOTO perynnpoBaHus B 061acT MMMYHO-
NpodUNaKTUKN  MHPEKLMOHHBIX  BonesHen
W CaHUTapHO-3MMAEMUONOrYeckoro baaro-
NoAyYns HaceneHus SBASTCS, B TOM ymnche,
NpoBeseHNe CeEpPONOrMYECKOro MOHUTOPUHTa
32 MMMYHONOMMYECKOM CTPYKTYPOIM pasHbIX
BO3PACTHbIX W MNPOdEcCMOHaNbHbIX rpynn
HaceneHus, COCTOSHMEM MOMNYNSLUOHHOIO
NMMYHUTETA K Pa3MYHbIM BaKLMHOYNpaBAs-
eMbIM MHDEKLMAM.

MIMMyHM3aLMA OXBaTbiBaeT 6OMbLIYIO UMC
JIEHHOCTb TPaXaH, Yem nbas apyras meau-
UMHCKAg uan coumanbHas ycnyra, npeacras-
N899 COBON BaKHEMLINA KOMMOHEHT CUCTEMbI
NepBUYHON  MeAMKO-CAHWTApHOR  MOMOLLM.
[1paBOBble OCHOBbI FOCYAAPCTBEHHON MOAUTYU-
K B 061aCTU MMMYHOMPOGUAAKTUKMA UHbEK-
LIMOHHBIX 6onesHeit B Poccuitckoin Penepa-
LMW YCTaHOBNEHbI B HECKONbKMX GeaepanbHbIX
3aKkoHax?.  3akpenfeHHoe 3akoHoaaTenem
06s13aTeNIbHOe NPUMEHEHME BaKUMH Y Tpyao-
CMOCOBHOro HaceneHus® Mo3BOASET HE TO/b-
KO CHM3UTb 3a60/1eBaEMOCTb M CMEPTHOCTb
OT MHOEKUMOHHBIX 3ab0NeBaHNi, NpeaoTBpa-
TUTb BO3HWKHOBEHME W pacnpocTpaHeHue
NHOEKLUMA B OPraHnM30BaHHbIX KONNEKTMBAX,
obecneunTb HeNpPepbIBHOCTL MPOU3BOACTBEH-
HbIX MPOLECCOB W NpeAoCTaBNeHWs YCAVT,
HO K co3fath bonee GesonacHylo pabouyto
cpeny AN BCeX COTPYAHWKOB, BKjwYas Tex,

KTO MMEET BPEMEHHbIE UM MOCTOSIHHbIE MPO-
TMBOMOKa3aHng K BakUuHaumn. Kpome Toro,
Takag Mepa nomoraeT NMoBbICKTb 6Lyt YCTOW-
UMBOCTb 06WECTBA K 3MUAEMUONOTMYECKAM
yrposam, yKpennss HauuoHanbHylo be3onac
HOCTb M Bnarononyuve rpaxgaH, Gopmmpys
OTBETCTBEHHOE OTHOLIEHME K COBCTBEHHOMY
3[0POBbI0 M 3/0POBbI0 OKPYXKatoLWMX, MNOA-
4epKmMBas posb KaXAOro Yenoseka B NoALep-
XaHUM 0BLLLECTBEHHOTO 30POBbS, U, HAKOHELL,
COOTBETCTBYET MEX/YHapOAHbIM CTaHAapTam
B 061acT 60pbObl C UHGEKUMOHHBIMU 3360-
neBaHusmMun. BmecTe ¢ Tem obecnevueHmne caHu-
TapHO-3MWUAEMUONOTMYECKOro  Baaronoayuns
OCHOBAHO Ha KOHUEenuun NonyasuMOHHOIo
UMMYyHUTETA — 3MNUAEMUONOTNYECKOrO QEHO-
MeHa, MpW KOTOPOM KOMNEKTUBHAS 3alimTa
OT pacnpocTpaHeHus MHGEKLMUM JoCTUraeTcs
npu oxpate He MeHee 95% HaceneHus, 4To Co3-
NAET «MMMYHHYI0 MPOC0MKY», 3aLLMLLAIOLLYIO
yassumble rpynnsl (Orenstein et al., 2022). Ma-
pasnrma ObLLeCTBEHHOMO 3[paBOOXPaHEHUS,
ncTopuuecky 6asmpyolascs Ha npuHUMnax
CTaHAapTM3aUMmn ¥ YHUBEPCAIBHOCTU, HE MO-
XET HE YYMTbIBATb COBPEMEHHbIE JOCTUXKEHUS
MeMKO-BMON0rNUYECKUX HayK.

Pa3Butne reHeTvku u VMMYHONOTUK B MO-
cnefHvie LecaTUNeTus, BKIoYas MeTodbl KO-
JINYECTBEHHOW  OUEHKM  cneunduyeckmx
anTtuTen (1gG, IgM), n3yyeHwne KNETOYHOTO
UMMYHWTETA W FeHeTUYECKMX MapKepoB UM-
MYHHOTO OTBeTa OTKpbiBaeT GecrpeleaeHT-
Hble BO3MOXHOCTW [A18 NepcoHanm3aumnm

2 MedeparbHplii 3akoH om 30 mapma 1999 2. No 52-P3 «O caHumapHo-nu0eMuor02uieckoM BAG20NOAYHUU
HaceAeHug». Pexxmm gocTyna: https://base.garant.ru/12115118/

Dedepanvibiii 3akoH om 17 ceHmabpg 1998 2. No 157-D3 «O6 UMMyHONPOGUAGKMUKe UH(DEKUUOHHDIX BOAe3HE».

Pexxunm goctyna: https://base.garant.ru/12113020/

DedepanvHblii 3akoH om 21 Hogbpa 2011 2. No 323-B3 «O6 0cHo8ax 0xpaHbl 300poebs 2paxddH 8 Poccutickoli
@edepayuuy». Pexxum aocTyna: https://base garant.ru/12191967/

* Mocmarosaerue Mpagumenncmea PO om 15 uioag 1999 2. No 825 «O6 ymeepxdeHuu nepeurs padom, 8binoaHeHue
KOMOpbIX CBI3GHO C BbICOKUM PUCKOM 3d60Ae8AHUS UHDEKUUOHHBIMU BOA3HAMU U mpebyem 06g3amenbHO20
npogedeHus NpopUAaKMUHeCKUX npueUugok». Pexxinm AocTyna: https://base.garant.ru/12116330/
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noaxonoB K BakuuHaummn (Kaufmann, 2019).
Hanpumep, wuHAMBUAYaNbHblE — Bapuauum
VWMMYHHOFO OTBeTa, 06YC/I0BAEHHbIE MOAN-
MOp®U3IMOM TEHOB, BO3pacToM, npeflle-
CTBYIOLWLMM aHAMHE30M W 3MUreHeTUYeckumn
dakTopammn, 06ycnoBANBAKOT  HedhdEeKTUB-
HOCTb YHMBEPCA/NbHbIX CXEM peBaKUMHALMM
y 7-15% Hacenenua (Zimmermann, Curtis,
2019). Tak, HECMOTPS Ha [OKAa3aHHY aHTW-
reHHYI0 CTabuabHOCTb BUpyca kopu (de Swart
et al, 2005), cyulecTByeT rumnotesa O BO3-
MOXHOCTM MOSBAEHNS €r0 MyTaHTHbIX GopMm
npw 3aB03€e C HeBNArONOYYHbIX TEpPUTOPUIA*,
[pn 3TOM 3GGEKTUBHOCTL BaKUMHONPODU-
NaKTVKN CHUXAETCS, U NpoBefeHVe Mmofe-
KYNSIDHO-TEHEeTUYECKMX WCCAeA0BaHUI, KO-
TOpble NO3BO/AOT OLEHUBATL pasHoobpasue
KAVHWNYECKN 3HAYMMBbIX LITAMMOB, YCTaHaBAM-
BaTb MCTOYHMKM 3apa>keHns 1 NyTu nepeaavm
NHOEKUMM, CTAHOBUTCS akTyaNbHOW 3ajaven
(YepHsieBa n ap., 2024).

BO3MOXHOCTb OnpeaeneHns u  OUEeHKM
NHAMBUAYANbHOrO MMMYHHOrO cTaTyca no-
3BO/IAET ONpeAenTh HEOBXOAUMOCTb, CPOKM
N CXeMbl MPOBeAEHNS BakUMHALUW ANS KOH-
KpeTHoro uenoseka (Salmon et al., 2006; bpu-
Ko 1 ap., 2018). Tem He MeHee aelcCTBylOLLEe
POCCUICKOE 3aKOHOAATENBCTBO HE Npefycma-
TPUBAET WMPOKOro MpoBeaeHus nabopatop-
HOro MOATBEPXAEHMS HaAMuMg MNPOTEKTUB-
HbIX TUTPOB aHTWUTeN nepef peBakuuHaumnen,

UTO CO34aeT pUCKM Ans naumerTa. C yueTom
TOrO YTO MepeHeceHHble ynpasagemble WH-
dekumn 0bbIuHO 0becneunBatoT HaaexXHbIi
W NOATOBPEMEHHBIA UMMYHUTET, BaKLMHALMS
NPOTMB TakMx 3aBONEBAHWIA MOXET He Mpo-
BOAWTHCA MPU HANNUYWN UX JOKYMEHTANbHOMO
noaTeepxaeHna®. OHako B Cayyae OTCYyT-
CTBMA MoATBepXAeHUs dakTa 3abonesaHus
WM BaKUMHALMM MOXET noTpeboBaThca f0-
NONHWUTENbHOE UCCNEA0BAHME YPOBHS aHTU-
Ten K Bo36yauTeso MHbeKL K.

Takum 06pasom, nepcoHanMaums Bak-
UMHONPODUAAKTAKA CTaBUT nepes ny6auu-
HO-MPABOBOW HAYKOW HOBbIE BbI30BbI, CBA3AH-
Hble C cobntofeHnem banaHca Mexy NpaBom
rpaXkaHnHa Ha MeANLMHCKY0 MOMOLLb C yue-
TOM €ro 0COBeHHOCTENR, MHTepecamu obLe-
CTBa B KOMIEKTUBHOM 3aWuTe 1 3GPEKTUBHOM
MCMONb30BAHNM PECYPCOB 3/1paBOOXPAHEHMS,
a TakXke HEOOXOAMMOCTHIO 3allMThl Creum-
ANbHOW  KaTeropun MepcoHasbHbIX AaHHbIX'.
Momnmo 3TOro, B AWTEpaType BblAesOTCS
aKkTyasbHble Mpobaembl MPaBOBOMO peryamn-
POBaHNA, CBA3AHHbBIE C OTCYTCTBMEM MEXAHMN3-
MOB NPU3HAHUS UMMYHHOTO cTaTyca (Hughes,
Whitehead, 1976; MacneHHukosa, 2021)
M BO3MOXHBIMU PUCKAMM  ANCKPUMUHALLWN
ana pabotHukos (Nusbaum, 1991).

Lle/blo HaCTOSILLErO MCCNea0BaHUS SBASETCS
onpefeneHve npobrem MNpaBoBOro  peryau-
POBaHMA BaKLMHOMNPODUAAKTUKM, CBA3AHHbBIX

¢ Memoduueckue pekoMeHdauuu «[eHemuueckuli MOHUMOPUHZ UUPKYASUUU BUPYCO8 KOpU U KpacHyxu» MP
3.1.2.0135-18. (yme. [AasHbIM 20CYdapcmeeHHbIM CaHumapHsim gpadom PD 8 Hoabpa 2018 2.). Pexxum aocTyna:
https://base.garant.ru/72237242/

* [lenaptameHT 34paBooxpaHeHms ropoaa Mocksbl. (2020). Kopb: snudemuonozuyeckoe 0cobeHHoCHU 8 neplod
IAUMUHALUY, COBPEMEHHBIE B03MOXHOCMIU NPODUAGKIMUKY, QUAZHOCHIUKU U AeveHus. 3HaYeHue Cepoa02uUeckoz0
UCCAeA08AHUS NONYATUUOHHO20 UMMYHUMeMa HaceAeHud. Memoduteckue pekomeHdauyuu Ne 74. Mockea. Pexxum
focTyna: https://img-cdn.tinkoffjournal.ru/-/kor-2020.2blcyq..pdf

*HNW opraHuzaumm 34paBoOXPaHEHNS U MEAULMHCKOrO MeHeaXMeHTa. (2025, 6 WioHs). AkmydrbHag
mema: aHaAu3bl neped 8akUUHAUUel 8 neduampuyeckoil npakmuke. Pexum goctyna: https://niioz.ru/news/
aktualnaya-tema-analizy-pered-vaktsinatsiey-v-pediatricheskoy-praktike/

7CogeT EBponbl. (2021, 4 mas). «Cepmudukambpl aKUUHAUUU»: 3GUUMA NPAE YeA0BEKA U NePCOHAAbHBIX OdHHbIX.
3agenerus Komumema no 6uosmuke u Komumema no KoHeeHyuu o 3auilime nepcoHarbHbIX daHHbIX. Pexum ao-
cTyna: https://www.coe.int/ru/web/portal/-/vaccine-passes-protecting-human-rights-personal-data
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CYYETOM UMMYHHOTO CTaTyCa YesoBeKa, a Takke
pa3paboTka Hay4HO 06OCHOBAHHbIX MpeanoXe-
HUA MO COBEPLIEHCTBOBAHMIO 3aKOHOAATE/Nb-
CTBa ANs BHEAPEHUS NEPCOHUOULIMPOBAHHOTO
noAxoAa B Ny6IMYHOM 3 paBOOXPAHEHNN.

MeTtoponorus

MeTonoNorMYecKyto 0CHOBY UCCNeAoBaHMs
C YyYeToM KOMMNEKCHOr0 MOoAX0Aa, OCHOBAH-
HOrO Ha aHanM3e OTEeYECTBEHHbIX U MeXAy-
HapOJHbIX HOPMATUBHbIX MPaBOBbIX aKTOB
W Hay4dHOW AnTepaTypbl B 06/1aCTU BaKLUMHO-
npoduNakTMKK, COCTaBUAWM  COBOKYMHOCTb
oblleHay HbIX (METOJA CUCTEMHOMO aHanu3a,
bOpManbHO-N0TMYECKUA MEeToA, MeTo[ aHa-
V32 U CUHTE3a) M YaCTHO-HAYYHbIX (CPaBHM-
TeNbHO-NPaBOBOW MeToA, GOpMabHO-tOpH-
ONYECKWI MeToA) METOLOB.

PesynbTtathbl M 06CyXaeHne
OpraH13aunoHHO-NpPaBOBOE peryanpoBaHue
MMMyHONPOPUAAKTUKM 33 py6HeXxom
Onpesenenne VMMyHHOTO cTaTyca NpeacTas-
nseT coboii KOMMNEKC MeponpusTUiA, Hanpas-
JIEHHbIX Ha OLEHKY COCTOSIHUS MMMYHHOW
CVCTEMbI OpraHu13Ma YenoBeKa, BbiaBeHNe ee
®YHKLMOHANbHOW aKTUBHOCTM U MOTEeHL WA b-
HbIX HapyLWeHU, UMeeT Lenblii pas acnekToBs
1 OCHOBAHMWI, KOTOPbIE GOPMUPYIOTCS Ha CThIKe
MeAVLMHBI, MpaBa 1 COLMaNbHOV MOMNUTUKN.
[ToKasaHnaMK K Ha3HaYeHWo WCCnefoBa-
HMA MUMMYHHOrO CTaTtyca ABASOTCH: MOAO3pe-
HUE Ha Ha/MUMe reHeTUUEeCKM 0BYCNOBAEHHbIX
NedeKToB VMMMYHHOW cucTeMbl (MepBUYHbIE
VMMYHOZEbUUMTL), ayTOMMMYHHblE 3abose-
BaHUs; annepruyeckme CoctosHus u 3abone-
BaHUs; MHOEKLMOHHbIE 3aD0NeBaHNs C 3aTsx-
HbIM 1 XPOHWUYECKMM TeYeHWEeM; NoJo3peHne

Ha HajuuMe NpUoBPeTEHHOro MMMyHOAEDN-
UMTa; 3710KaYeCTBEHHblE HOBOOOPA30BaHUS;
npoBefeHne  UMTOCTaTUYECKOW, WUMMyHOLe-
NMPEeCCUBHON ¥ UMMYHOMOAY/IMPYIOLLE Tepa-
MuK; NOATOTOBKA K CEPbE3HBIM XUPYPTNYECKNM
BMeLaTeIbCTBAM M OC/IOKHEHHOE TeYeHue mno-
C/leonepalyoHHoOro nepvoaa; obcnenoBaHme
PELMNUEHTOB 40 W MOCAe annoTpaHCnaaHTa-
unm opraHos (4peu, 2020).

B Hactoquee Bpemsa MeToAbl AMATHOCTUKK
MMMYHHOTO CTaTtyca LUMPOKO MPUMEHSHOTCS
BO MHOIMX pa3BuTbIX CTpaHax mMupa (Hussain,
2019): HecMoTps Ha 3HauYMTe/bHble Pasnnums
B MOMUTUYECKMX B3M4AX, KYETYPe, MOAENX
yrpaBieHns, BOMPOCh COXPaHEeHUs 340po-
Bbsl rpaxaaH, anuaemuueckoit 6esonacHo-
CTW, 3KOMOTUMYECKOro PaBHOBECUS SBSIOTCS
NPpUOPUTETHLIMW. Hanpumep, B COOTBETCTBUM
c TnobanbHoi cTpaTerveir BO3 Ha ocHoBe
NPUHLMNA «HWKOFO He OCTaBWTb GEe3 BHMMa-
HUs» OTMeYaeTcs HeobXOAMMOCTb pa3paboTKy
HOBbIX MOAXOAO0B, HaMpaBAeHHbIX Ha obecre-
ueHMe oxeaTa 6bonee CTaplMx BO3PACTHbIX
rpynn v NpeaocTaBieHne yenyr MMyHN3aumm,
OPVEHTUPOBAHHbBIX Ha HYXAbl OAEA N UHTE-
TPMPOBAHHbIX B paMKM MEPBUYHOTO 3BEHA Me-
[INKO-CaHUTapHOI NOMOLLME.

Boweaas B MobanbHyto cTpaternio «lo-
BeCTKka AHA B 06/1aCTV UMMYHM3ALWN Ha Nepu-
oA Ao 2030 roga» (M1AM1-2030) paspaboTaHa
Ha OCHOBE HECKOMbKMX MPUHLMMOB: OpUEH-
TUPOBAHHOCTM Ha NIIOAEN, OTBETCTBEHHOCTU
CTpaH, ONopbl Ha NapTHEPCTBO 1 yuyeTa GakTu-
YeCKMX OaHHbIX. B AOKYMEHTe MMMyHM3aLmMs
PACCMaTPUBAETCH KaK «OAWH U3 K/KOYEBbIX
GaKkTopoB,  CNOCOBCTBYIOWMX — peannsaumn
OCHOBHOIO MpaBa Kax[oro YenoBeka Ha Hau-
BbICLUMIA [OCTUMXKUMBIA YPOBEHb GU3NYECKOrO

& [ogecmka 0Hg 8 00AGCMU UMMYHU3AUUY Ha nepuod do 2030 2. [N0BaALHAT CMpame2us HA 0CHOBE NPUHUUNG <HUK020 He 0Ca-
8UMb 6e3 BHUMAHUg». Pexxum goctyna: https://cdn.who.int/media/docs/default-source/immunization/strategy/ia2030/

ia2030-document---russian.pdf?sfvrsn=5389656e_69&download=true
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1 MCUXMNYECKOTO 3[J0POBbS, a TAKXKe KakK BAOXe-
HUue B Byayllee, COAENCTBYIOLIEE NOCTPOEHMIO
6onee 6e30MacHOro, 340pOBOrO M MpOLIBETA-
folero Mmpa ana Bcex nogeny’. Otmevaetcs,
4Yto NpodunakTnka WMHOEKUMN CHUXKAET Ha-
rpy3Ky Ha CUCTEMbI 3[paBOOXpaHeHNs, a boree
3[I0pOBOE HaceneHve obecneunBaeT bosee Bbl-
COKY0 MPON3BOANTENIbHOCTL TPYAA.

CornacHo monoxeHUam  MexayHapoaHbIX
MeMKO-CaHUTapHbIX npaBua (2005 1)° cTpa-
Hbl 0643aHbl UMETb Pa3BUTbIE CUCTEMbI UMMY-
HM3aUMM M 3NUAEMUONOrMYecKoro  Haasopa
32 WHOEKLMOHHbIMK 3a60neBaHnaMn. B nccne-
[IOBaHMAX OTMEYaeTCs, YTo Takme BO3MOXHOCTH
KPUTUYECKIM BaXKHbI /151 MOCTPOEHMS HAAEKHBIX
CUCTEM 3/1PABOOXPAHEHNS, CMOCOOHbIX 3dder-
TWBHO pearmpoBaTb Ha BCMbILKK 60ne3HeNn,
YrpO3bl 30POBbIO HaCENEHWS 1 Ype3BblYaliHble
cuTyaumn (Semenzaetal., 2019).

B 3apybexHoii nuTepaType onpeaeneHa
pO/b 1 3HAYMMOCTb UMMYHM3ALUMN ANS A0CTU-
XeHus uener yctonumsoro passutus (LLYP)
(Kelleher, 2017), B uacTHocTK:

— WMMYHM3aLMg CnocobeTByeT GpopmmpoBa-
HUIO 30POBO W 06/M1aAAOWLEN BLICOKUM MPO-
V3BOAMTENbHBIM MOTEHLMANOM paboyeit Cubl,
KoTopas obecneunsaeT pasBUTAE SKOHOMUKM
cTpaHsbl (LLYP «/[locToliHas paboTta v 3KOHOMM-
YeckuiA pocT»);

— 3bdeKTUBHble, He3onacHble, OpUEHTUPO-
BaHHble Ha Hy>X/Abl NHOAEN CUCTEMbI 34pPaBO-
OXpaHeHMUs COCTaBASIOT OCHOBY COLMAbHbBIX
MHCTUTYTOB, @ BakUMHALMS 3a4acTyio CYXUT

OCHOBOW [A/19 PeryagpHOro KoHTakTa Hacene-
Hus ¢ aToi cucTemoit (LLYP «Mup, npasocyane
1 3DOEKTUBHBIE MHCTUTYThI);

— MporpaMmbl UMMYHM3aLMM CNIOCOBCTBYIOT
paCLUMPEHNIO MAPTHEPCKMX CBA3EM M MCMONb30-
BaHWIO MHOMOCEKTOpasIbHbIX MOAXOA0B, obecne-
UMBas COBMECTHYIO pabOoTy rpakaHCKoro obLie-
CTBa, MECTHbIX COOBLLECTB M YaCTHOMO cekTopa
Haj JoCTvkeHnem obwmx ueneit (LLYP «lapt
HEpCTBO B MHTepecax YCTOMUMBOTO PasBUTHS).

AHanu3 3akoHoAaTeNbHbIX akTOB M MpaBo-
NPUMEHNUTENBHOW MNPaKTUKW CTpaH — npef-
CTaBuTenen Esponenckoro n EBpasnitckoro
3KOHOMMYECKOrO  CO30B, PernaMeHTVpyto-
WX CHUXKEHME PUCKOB YMPaBasieMblX NHdek-
UM Ha paboyem mecTe (JlaxraiH u ap., 2018)
B COOTBETCTBMW CO CTpaTerMsmm 1 nporpam-
mamn BO3, nokaszan, 4to 3akoHoAaTebCTBO
OMMpaeTcs Ha Cob6/OAeHVe MpaB YenoBeka
M rpaXjaHnHa B 06/1aCTh OXpaHbl 340pOBbs”,
LiefleHanpaBieHHoe COTPYAHNYECTBO, CNOCO6-
CTBYET NpeaynpexaeHnio MOCTBaKLMHAIbHbIX
OC/IOXXHEHWI C MOMOLLLbIO psiaa NPaBoBbIX Mep.
MpodunakTuka MHGEKLMOHHBIX 3a601€BaHNA
NpoBOAMTCS NMPenMyLLECTBEHHO B MHTepecax
obwectea B LEAOM (KOANEKTUBHbIA MMMY-
HWTET), a He oTAeNbHOro yenoseka. VIMeHHO
MO3TOMY B 3akOHOAATeNbHbIX akTax MMeeTcs
JNOMWHaHTa A06POBOMLHOCTM U MpaBa BaKLW-
HaLKu, a He 0693aHHOCTM ee NpoBeaeHus. Tak,
Hanpumep, pamouHas [upekTvsa Esponen-
CKOTO cot03a" 3akpennseT npasa paboTHMKOB
Ha OxpaHy Tpyaa, HO He CoAepXUT obg3aTenb-

° https://cdn.who.int/media/docs/default-source/immunization/strategy/ia2030/ia2030-document---russian.pdf?s-

fvrsn=5389656e_69&download=true

1 MexdyHapodHble Meduko-caHumaptble npaguia (2005 2.) ([MpuHamel ¢ 2. XKeHese 23.05.2005 Pe3oAtouueii
WHAS8.3 Ha 8-M naeHapHOM 3aceddHuu 58-1i ceccui BeemupHoli accambaey 30pagooxpanenuis). Pexxmum goctyna:
http://www.consultant.ru/cons/cgi/online.cgi’req=doc&base=MED&nN=25122#0

"' KoHeeHUUs 0 3auiUime npag ueao8exkd U 4eA08e4ecko20 doCOUHCIMBA 8 C83u ¢ NpUMeHeHUeM OUOAO2UY U MeDULUHDI:
KoHgeHyus o npasax uenosexa u 6uomeduyline ETS N 164 (Mpurama Komumemom murucmpos Cosema Eeponbi
19 Ho96p9 1996 2.). Pexxm aocTtyna: https://base garant.ru/2562155/

2 Verordnung zur arbeitsmedizinischen Vorsorge (ArbMedVV) vom 1812.2008 (BGBI. I, S. 2768), zuletzt
gedndert durch Art. 1 der Verordnung vom 23.10.2013 (BGBI. I, S. 3882) mWv 31.10.2013. Available at:
https://www.ergomed-landau.de/downloads/2013-10-30-arb-med-vv-text.pdf. (In German).
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HOCTM BaKUMHALMK, Y4TO YBENMYMBAET PUCK
3apakeHus Ha pabouem mecTe.

O6513aTeNbHOCTb  NMPOBEAEHWS  TPUBUBOK
CYLLECTBYeT B Pa3/IMUHbIX €BPONEeNCcKMx CTpa-
Hax (BeHrpus, Yexusd, /latens, XopBaTus, Ta-
ang, Vipnanaus, benbrus) npenmyecTBeHHO
Ana netein. B latBun obg3aTenbHas NpusmBeka
npotvB AndTepMM K CTONOHAKA onpeaene-
Ha Ans B3pocabix. B apyrux ctpaHax (daHuw,
SctoHun, PunagHanm, lepmanuun, [peunw,
Wpnananw, ABCTpuuW, JIWTBE) OTCYTCTBYIOT
06s3aTe/ibHble MPUBMBKM; BaKLMHALMS HOCUT
peKkoMeHaaTe/bHbI XapaKkTep, OpUeHTHpPYsCb
Ha nokymeHThl BO3 (Farina et al, 2024).

CrpaHbl  EBponerickoro coto3a (EC) yae-
NS0T 3HAUMTEbHOE BHUMaHWe pa3paboTke
CTaHLapTOB W MPOTOKOMOB MPOBEAEHUS AK-
arHOCTUYEeCKUX MNpoLeayp, Hanpaenas ycu-
/NS Ha MOBbILWEHWE KayecTBa MeAMLMHCKON
MOMOLM HaceneHuno. B HeCcKonbkunx eBpo-
Nenckux cTpaHax c ceHTabpa 2024 1. HauaT
nunoTHbin npoekT EUVABECO — nepBbii war
K 0653aTeNbHOM BakuMHAUMK B Gyayllem,
B pamKax KOTOpOro MiaHupyercs cO34aTb
EBponeiickyto kapTy BakumnHauum (European
Vaccination Card, EVC), npeaHasHaueHHy0
[0S XpaHeHUs UHGOpMaLMN 06 NCTOPUN Bak-
UMHaUMM YenoBeka, BKYas 4atbl, TUMbl Bak-
UWH ¥ A03MPOBKI®.

B psane ctpan EC ceponormyeckoe noa-
TBEPXKAEHME UMMYHWTETA K KOPU, KpacHyXe,
BETPSHOW OCMe MPU3HAEeTCH albTepHaTUBON
BaKUMHaLMN ANg AONYyCKa B AETCKUE yupex-
LEHNs, ANs Uero yCTaHOB/MEeHbl TpeboBaHWA

K METOAAM TeCTUPOBAHUS, MUHUMAbHbLIM TH-
Tpam aHtuTen (Plans-Rubié P, 2012). B CLUA
pekomeHaaumn LIeHTpoB MO KOHTPOMIO
n npodunaktuke 3abonesaHuin (Centers for
Disease Control and Prevention, CDC) gony-
CKalT UCMONb30BaHME CEPONOTMUYECKMX CKPU-
HWHIOB A9 OnpeAeneHus HeobXxoammMoCTy
peBakLMHaLWKL Y B3pOC/bIX (Hanpumep, Npo-
TVB renaTuTa B), HO pelleHns o IopPUANYECKOM
cTaTyce TakUX 3aKk/MIOUEHWIA MPUHUMMAKTCA
NHAMBMAYaNbHO Ha YPOBHE KaX0ro wrata'.

CrpaHbl Aznmn (Kutait, dnoHunsg, FOxHag Ko-
pes) akTWBHO pa3BMBalOT COBCTBEHHbIE TEX-
HOMOTMK MOAEKYNSpPHO Buonornm n 6uno-
NHOOPMATUKM, BHEAPAIOT MHHOBALMOHHbIE
pelieHns B 06/1aCTV NepCoOHaNM3MPOBaAHHO
MeaMLMHb. Hanpumep, WWpoOKoe pacnpo-
CTpaHeHne MOAYUUAN TEeHETUYECKUE TeCTbl,
No3BOASOWME MPOrHO3MPOBATb  UHAMBU-
AyanbHble PUCKM Pa3BUTUS AyTOMMMYHHbIX
3abonesaHwuin n annepruii (Nafea et al., 2024).

B oTaenbHbix CTpaHax Ang psga npodec-
cuit - (Hanpumep, MeaMUMHCKME PaboTHU-
KW, MepcoHan nabopatopuit) onpeaeneHue
MMMYHHOTO CcTaTyca nepej BakUWHauWen
npumeHseTcs kak ctaHaapT (Haviari et al,
2015), UTO CHWXAET 4acToTy OCIOXKHEHU
M MOBLILWAET KAYecTBO 3SMNWUAEMMONOrMYe-
ckoro KoHTpona (Wang et al., 2017). BO3
M pEermoHanbHble LEHTPbl MO KOHTPOMO 3a-
6oNeBaHNin Takxe MOAAEPXKWUBAIOT MOAXOA
TapreTMpoBaHHoOW (M3BMpaTensHOM)  UMMY-
HM3aUMW B rpynnax C HEeonpeaenéHHbIM
NAW BBICOKUM MMMYHUTETOM".

B Launch of the EUVABECO (European Vaccination Beyond COVID-19) Project. Available at: https://euvabeco.eu/
news/launch-of-the-euvabeco-european-vaccination-beyond-covid-19-project/

*Johns Hopkins University. (2020). Developing a National Strategy for Serology (Antibody Testing) in the United

States. Available at:

https://www.centerforhealthsecurity.org/sites/default/files/2023-02/200422-national-

strategy-serology.pdf

World Health Organization (WHO). Immunization Agenda 2030: A Global Strategy to Leave No One Behind.
Available at: https://www.who.int/teams/immunization-vaccines-and-biologicals/strategies/ia2030
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OpraHun3aunoHHO-NpPaBOBbIe OCHOBBI
MMMyHonpoduaakTukm B Poccun
OnpenenexHne MMMyHHoOro cTatyca B Poccuii-
ckon Pefepaunm MOXET paccMaTpuBaThCs
C Y4Y€eTOM NPaBOBOro, MEANLIMHCKOrO U COLM-
a/IbHO-3KOHOMMYECKOro acneKkToB.

[pagosoti acnekm

[paBO u4enoBeka Ha OXpaHy 3/40POBbS
W NOAyYEHWME MEeLUUMHCKOW MOMOLLM, COOT-
BETCTBYIOLLEN COBPEMEHHOMY YPOBHIO 3Ha-
HWIA, 3aKpenaeHo B HalLMOHaIbHbIX MPaBOBbIX
akTax'®. Hanpumep, B Poccuiickoir ®Pepepa-
UMM OXPaHSIOTCH TPYA M 3L0pPOBbe NHOAEN;
COrNacHo cratbim 41 n 42 KoHctutyumn Poc
cuiickon Pefepaumn Kaxabli UMeeT npaso
Ha OXpaHy 340POBbs, MEANLMHCKYO MOMOLLb
1 GNArONPUATHYO OKPYXKaIOLLLY10 Cpeay.

[poBefeHre NPOGUNAKTUYECKUX MPUBK-
BOK SIBNSETCS HEOTHEMIEMOI COCTABASIOLLEN
CUCTEMBI CAHUTAPHO-NPOTVBO3MNMNAEMUYECKMX
MeponpugTHIA, HaNpaBAeHHbIX Ha NpeoTBpa-
LeHMe BO3HWKHOBEHWS U pacnpocTpaHeHns
MHOEKUMOHHBIX 3aboneBaHnii. B cootseT-
CTBUM C CAHWTapHbIMK NpaBuaamMn’” n MHbIMK
HOPMaTUBHbIMK NPaBOBbIMK akTamu Poccuii-
ckon Pegepaumn K TakUM MeponpuUsTUSm
OTHOCATCS, B YaCTHOCTW, MeAWLMHCKME OC
MOTPbI, BakLMHALMS, @ TakXXe TMrneHnyeckoe
BOCMUTaHMWe v 0byUeHne HaceneHus.

B ctatbe 5 MeaepanbHOro 3akoHa ot 17 ceH-
T96ps 1998 1. No 157-D3 «O6 MMMyHONpohu-
NakKTUKe WHOEKUMOHHbIX GonesHer™® 3akpe-
nAeHbl NpaBa rpaxaaH npu oCyLIeCTBAEHNN
UMMyHONpOOUNaKTUKK.  [1opaaoK,  CXembl
M CPOKM BakUMHAUMWM U peBakUMHALWM
YCTAHOBMEHbl B HalMOHANbHOM KaneHaape
npodunakTUYecknx NpUBMBOK W KaneHaape
npodunakTMyecknx MNpWBMBOK MO  3nNuae-
MWYECKMM MoKazaHusm'®. B cooTBeTcTBUU
C HaUMOHaNbHbIM KaneHaapem npodunak-
TUYECKMX MPUBUBOK KOHTUHTEHTbI B3POC/bIX
noanexar  BakuuMHauum  (peBakuMHaLMM)
NpoTUB BUPYCHOro renatuta B, audrtepwuu,
KOPW, KpacHyxw, CTONBHsKa, rpunna. B kaneH-
nape npodunakTUYecknx NprBMBOK MO 3Mu-
NeMNYeCcKUM NoKa3aHUaM yCTaHOBAEHbI BUbI
MPUBMBOK A/ OTAE/bHbIX KaTeropuii rpax-
[laH B 3aBUCUMMOCTW OT Tepputopumn v Buaa
paboT, rae MMEeEeTCa PUCK 3apaKeHUs KOH-
KpeTHbIM 3aboneBaHvem (renatuT A, Kielle-
BOM 3HULEedannT, KOpoHaBMpycHas nHoexkumns,
Tynspemus n ap.).

Kpome Toro, pelleHvie o NpoBeAeHUN Npo-
dunakTMyecknx NpUBMBOK MO dNMUAeMUYe-
CKMM MoKazaHuam (B BUAE MOTVBMPOBAHHbIX
MOCTaHOBAEHWI O NpoBeAeHN NPodUAaKTU-
UeckMx MpUBMBOK rpakaaHam Uav OTAENbHbIM
rpynnam rpaxpiaH 13 rpynn pucka, KoTopble

© KoHemumyuus Poccutickoii Dedepauuu (npuHama eceHapooHbim 20A0c08aHuem 12.12.1993 ¢ u3MeHeHugmu, 000-
OpeHHbIMU 8 X00e 06uUjepocculickoeo 20r0cogarua 01.07.2020). Pexxmum aoctyna: https://www.consultant.ru/

document/cons_doc_ LAW 28399

7

[MocmarosaeHue [AagHO20  20CY0APCIBEHHO20  CAHUMAPHO20 epadd P® om 28 aHeapa 2021 .

No 4 «O6 ymeepxdeHuu caHumapHvix npasua u Hopm CarlTuH 3.3686-21 «CaHumapHo-3nudemuosozudeckie
mMpe6o8aHus no NpopUAGKMuKe UHheKUUOHHbIX 6oAe3Hel (C U3MeHeHUIMU U doNoAHeHUIMUY). Pexxnm aocTyna:

https://base.garant.ru/400342149/

'8 DedepabHbili 3akoH om 17 ceHmabpa 1998 2. No 157-D3 «O6 UMMyHONpoGUAGKIUKe UH(DEKYUOHHDBIX GoAe3HE.

Pexxunm goctyna: https://base.garant.ru/12113020/

" [Mpukaz Murucmepcmed 30pasooxparerus PD om 6 dekabps 2021 2. No 1122H «O6 ymeepxdeHuu HAYUoHAAbHO20
KAAeHOapa NpodUAGKMUYECKUX NPUBUBOK, KareHOaps NpOGUAGKIMUUECKUX NPUBUBOK N0 3nUdeMUueckuM noKasd-
HUIM U NOpsIOKA NpoeedeHUs NPOGUAGKIMUYECKUX NPUBUBOK». Pexxum aocTtyna: https://www.garant ru/products/

ipo/prime/doc/403158640/
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no poLy CBOer NpodGeccroHaNbHOW AesTesb-
HOCTW AO/MKHbI MPOATY BaKUMHALWIO) NPUHK-
MatoT [NaBHbIN TOCYAAPCTBEHHBIN CaHUTap-
Hblh Bpay Poccuiickot Peaepaumu, rasHble
rocyfapCTBEHHblE CaHWTapHble Bpaun Cy6b-
ekToB Poccuiickon Pepepaunn npu yrpose
BO3HMKHOBEHUS 1 PacnpocTpaHeHns UHbek-
LMOHHbIX 3a60NeBaHW, NpeacTaBAAIOLULX
OMacHOCTb ANs oKpyxalWwmnx®. Hanpumep,
npun yrpose BO3HUKHOBEHWS UHOEKLMOHHbIX
3a60neBaHNin NpodUNAKTUYECKUE NPUBKBKM
no 3NWAEMMUYECKMM MOKA3aHWMSM MPOBOAST
BCEMY HaceneHWto WAW OTAENbHbIM Npodec-
CMOHANbHBIM Tpynmnam; KOHTUHreHTaMm, npo-
KMBAKOWMM MAN NPUE3XatoLMM Ha TeppuTo-
pUY, SHAEMUYHbBIE UV SH300TUYHbBIE MO YyMe,
6pyuennesy, TyAspemun, CMOUpPCKon 93Be,
NenToCcnnpo3sy, KNeLleBOMy BeCEHHE-IEeTHEMY
SHUehannuTy?.

B otanune oT HaceneHws B LeNOM, NpaBo-
BOe peryavMpoBaHue KMMMyHOMPOodUAaKTU-
KM pabOTHUKOB UMEET CBOM OCOBEHHOCTMW.
B uacTHOCTM, Ha paboTojaTens BO3NOXeHa
0653aHHOCTb ObecneveHuns 6e30nacHbIX yc
NOBUI 1 OXpaHbl TpyAa®?, K YNCY KOTOPbIX,
NCXOAS! W3 BbllUENepeYnCcaeHHbIX MNonoxe-
HWIA, OTHOCUTCS OpraHM3aums 1 NpoBejeHwve
npodunakTMyecknx npusmBoK. [ocTaHoBne-
Huem [pasuTtensctea PO ot 15 miong 1999 r.
Ne 825 yTBepx/aeH nepeyeHb paboT, BbiMo-
HeHMe KOTOPbIX CBSA3AHO C BbICOKUM PUCKOM

3a60M1€BaHNA UHOEKUMOHHbIMU  BONE3HAMK
1 TpebyeT 0693aTeNbHOMO NpoBefeHUs Npo-
brnakTUYecknx NpuBNBOK?.

Ecnn rpaxpaHe MmelT NpaBo Ha 0TKa3
OT NpoduNaKTUYeCckux NpUBMBOK, TO NMPOBE-
[leHVe NPVBUBOYHOW KaMNaHW1 B OpraHu3o-
BaHHbIX paboumx (TpyaoBbiX) KOMNEKTHBAX
M YY4ET MpoLeHTa BaKLMHWPOBAHHbIX MMEET
OpUANYECKN 3HaUYVMble MOCNeACTBUS B CBA3M
C OrpaHM4eHnem Mnpas Mo BbINONHEHWIO TON
NAN UHOW TPYLOBOW GYHKUMKW. B uacTHOCTK,
OTCYTCTBME MNPOPUNAKTUYECKUX MPUBMBOK
y paboTHMKOB BlEUET 0TKa3 B Npueme Ha pa-
60Ty MY OTCTPaHeHWe OT paboT, BbINONHeH Ve
KOTOPbIX CBSI32HO C BLICOKUM PUCKOM 3abone-
BaHMS MHOEKLMOHHBIMU 6ONE3HAMM.

BmecTe ¢ Tem nepeyeHb MpoTVMBOMOKAa3a-
HWIA K BBE,EHMIO BaKLLWH JOCTaTO4HO LUMPOK:
OT MMMYHOLEDULUTHBIX COCTOSIHWMIA 1 3/10Ka-
UeCTBEHHbIX BONe3HEN, annepruieckmx peak-
UM 40 COMYTCTBYIOWEN TSIXEN0M comatnye-
ckon natonorum (Andrews et al., 2008).

PaboTHMKM  JonyckaioTca A0 paboTbl
NPy HaaMuMy LOCTOBEPHBIX (LOKYMEHTab-
HO MOATBEPX/AEHHbIX) CBEAEHMIA O BaKLMHA-
umMmn (pesakumMHaLMM) AUOO MepeHeceHHoM
3a60neBaHNn. AHann3 HOpMaTMBHOM 6asbl
nokasaf, Yto perynsaTopom onpeseneHbl He-
CKONbKO BWAOB MEAMLMHCKMX [OKYMEHTOB,
KOTOpble cozepXaT OTMETKM O npodunak-
TMYECKMX MPUBUBKaX C POXAEHMWS, BKIOYAS

2 [Tucomo MuHUcmepcmea mpyoa u couuarbHoli 3aujumul PO uy DedeparbHoii cayxbel no Had3opy e cepe 3augumpl
npae nompebumeneli U 6Aa20n0AYUUg Ueroseka om 23 ukoag 2021 2. N© 14-4/10/1-5532 «CosmecmHble pasbscHe-
Hug Mutmpyda Poccuu u Pocnompe6Had3opa no opzaHu3ayuu 8aKUUHAKUY 8 0p2aHU308aAHHBIX paBOUUX KOAAEKMU-
8ax (mpydogbix KoAAEKMUBAX) U NOPIKY YHEMA NPOUEHMA 8AKUUHUPOBAHHbIX». PEXXUM AOCTYNa: https://www

arant.ru/products/ipo/prime/doc/401428680

2 Memoduueckue ykasaHug MY 3.3.1889-04 «[Topadok nposedeHus npopuAakmuueckux npueusok» (yme. MagHbIm
20cydapcmeeHHbIM caHumapHbpim epadom PO 4 mapma 2004 2.). Pexxum foctyna: https://base garant.ru/4180785/

2 Tpydoeoli Kodekc Poccuiickoli ®edepayuu om 30 Odexkabpa 2001 2. No 197-03. Pexwum gocTyna:
https://base.garant.ru/12125268/

2 [Mocmarosnerue [pasumennbcmea PD om 15 ukoag 1999 2. No 825 «O6 ymeepsxdeHuu nepedrs pabom, 8binoaHeHue
KOMOPbIX CBA3AHO C 8bICOKUM PUCKOM 3d60Ae8AHUS UHDEKYUOHHDIMU G0A3HAMU U IMpebyeim 0693ameAbHO20 npoge-
deHus npopUAGKMUYECKUX NPUBUBoK». Pexxnm aocTtyna: https://base garant ru/12116330/
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NaHHble 0 BakUMHAUWMX W peBakUMHALMKM, JIeHWe MHOTMX JOKYMEHTOB Ha CEeroAHsLIHNI
C YKazaHMem HaMMeHOBaHWI NpodUNakT- [eHb He MMeeT NPaBOBbIX OCHOBAHWIA B CBS3N
YyeckMx MPWMBMBOK W AaTbl MX MPOBEAEHWUs:  C YyTpaTUBLIMMMU CUNY HOPMATVBHO-NPABOBbI-
KapTa npodunakTuueckmnx npusnsok (Popma My akTamu.

No 063/y)*, cepTndumKat o NpodUNaKTUUECKMX B cnyyae OTCYTCTBMSI AOKYMEHTaNbHOIO
npusuBkax (Popma Ne 156/y-93)%, cepTudu- MNOATBEPXKAEHWNA MPOXOXAEHWNS PabOTHUKOM
KaT 0 BakUMHauum npotue COVID-19%, kapTa  BakUMHALWW UAK OTKa3a paboTHMKA NPOATH
ambynaTopHoro 6onbHoro (Popma Ne 025-87),  BakLMHALUMIO 6€3 YBAXMUTENbHON MPUUYMHDI
ANYHAA MeAMUMHCKAa KHUXKA?, mexayHa- (Mpu OTCYTCTBUM CBeAeHWi A O MpOTMBOMOKa-
POAHbIA MPUBMBOYHBIA CepTudMKaT (CBMAE- 3aHMAX K BakUMHaumum) pabotosaTens ob6s3aH
Te/bCTBO O BakUMHALMU MeXAYHapOAHOE)  OTCTPaHWUTb paboTHMKA 6e3 coxpaHeHus 3a-
(Ha ABYX A3blkax)?®, cnpaBka O NMPOBEAEHHbIX  paboTHOW MaaTbl. [103TOMY MPU HEBO3MOX-
npodunakTUuecknx npusMekax (Mo 3anpocy  HOCTWM BOCCTAHOB/AEHWS MHGOPMALMM O Mpu-
naumeHTa)®”’, ypHan ydeta npoduaakTh- BUBKaX, NPOBEAEHHbIX B AETCKOM BO3pacTe
yecknx npueneok (@opma Ne 064/y) B Me- (Hanpumep, BakUMHALMS OT KOPY NPOBOAMUTCS
ONUMHCKMX OpraHm3aumax, cratuctuyeckas B TOA W 6 NeT), AN WL, C HEU3BECTHbBIM Mpu-
oTueTHOCTb (Popma deaepanbHOro CTaTUCTU-  BUBOYHBIM aHAMHE30M C LE/blo  peLieHns
Ueckoro HabaeHna No 6 «CBefeHNsa 0 KOH-  BOMpoca O AOMycke K paboTe KpaiHe akTy-
TUHIEHTaX AeTeit U B3POC/bIX, MPUBUTBIX MPO-  a/IbHbIM ABNAETCA ONpeAeneHre NMMYHHOTO
TUB MHOEKUMOHHbIX 3aboneBaHnii»)®. Kak  cTaTyca (YpoBHSA aHTWTEN) Npu nposeeHuy
BU/HO V3 NpeACTaBNEHHOro NepeyuHs, opopM-  CEPONOTMUYECKMX MCCneaoBaHnii. Hanpumep,

2 Tunogasg UHCMpYKYUS K 3anoAHeHU0 (hopm nepeuuHol MedUuyUHCKol dokyMeHmMayuu Aede6Ho-npoPUAGKIMUUecKUX
yupexdeHuli (6e3 dokymeHmos Aabopamopuil), ymeepxdeHtbix npukazom Munzdpasa CCCP om 4 okmabps 1980 e.
No 1030 (yme. Murzdpasom CCCP om 20 utoHa 1983 2. N° 27-14/70-83) (ympamuaa cuay ¢ 03.12.2020). Pexum
focTyna: https://base.garant.ru/4175741/

25 [pukas Murzdpaea PP om 17 cenmadpa 1993 2. No 220 «O Mepax 1o paseuimuko U co8epuleHcmeosanuiio UHpekuUoHHol
CAYX0bi 8 Poccutickoli Dedepauuuy» (Yympamu cuny). Pexxum 2ocTyna: hitps://base garant.ru/4170840/

26 Mpukas MuHucmepcmea 30pasooxparerusa PP om 22 okmabpa 2021 2. NoT006H «O6 ymeepkdeHuu hopMbl MeduyguHcKol
dokymeHmauuu «Cepmudukam o npopUAGKIMUYECKUX NPUBUBKAX NPOIMUE HOBOU KopoHasupycHoli uHgekuuu (COVID-19)
UAU - MeQUUUHCKUX NPOMUBONOKA3AHUIX K eaKyuHauuu U (UAY) KepeHeceHHOM 3a60Ae8aHUU, 8bI38AHHOM HOBOII
KopoHasupycHoii uHeekyuel (COVID-19)» u nopadka ee eederus». Pexxm AoCTyna: https://www.garant.ru/products/
ipo/prime/doc/402865238/

27 [pukaz Murucmepcmea 30pagooxparerus PD om 18 eeparg 2022 2. No 90H «O6 ymeepdeHuu opMbl, nopadka ge-
JeHusg omuemHoCMU, y4ema u 8bldauul pabomHUKaMm AUHbIX MeOUUUHCKUX KHUXKEK, 8 IMOM Ulcie 8 opMe AeKIMpoH-
H020 dokyMeHmay. Pexxnm gocTyna: https://base garant ru/403567026/

%8 TlocmaroeeHue [7agH020 20cy0apcmeeHHozo caHumapHozo epaua PP om 11 mag 2007 2. N° 27 «O pearusayuu
MexxdyHapoOHbIX MeOUKo-CaHUmapHbIx npagui (2005)». Pexxnm aoctyna: https://base garant.ru/12153876

2 [Mpukaz Murucmepcmea 30pagooxparerus PP om 14 cenmabpa 2020 2. N° 972H «O6 ymeepxderuu [Topadka ebidavu
MeAUUUHCKUMU  Ope@HU3AUUIMU  CNPagoK U MeJUUUHCKUX 3aKAloUeHul». Pexxium  gocTyna: https://base.garant
ru/75003711/

20 [pukaz DedepabHoli cAyxBbl 20CY0ApCMBEHHOU CMamMucmukuy om 7 dekabpsa 2022 2. No 911 «06 ymeepxdeHuu
opMbl edepanrbHozo cmamucmuyeckozo HAOAOOeHUS ¢ YKA3aHUIMU no ee 3anoAHeHuo 0Ag opraHusalmnm
DedepanrvHoll cAyx60i no HAd3opy 6 cepe 3awjumbl npag nompebumeneli U 6AG2ON0AYUUSI UeAoBeKad
hedepanbHozo cmamucmuyeckozo HabAOeHUs 3d KOHMUHZeHMamy demeli U 83POCAbIX, NPUBUMBIX NPOMUB
UH(DEKYUOHHDIX 3060Ae8aHU». PeXMM foCTyna: https://base. garant.ru/405925939/
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MMMYHOI0rMYeckas 3alimTta oT KOpu LOCTW-
raeTcs npu HaiuMumMm B KPOBM 3aWMUTHOrO
YPOBHS aHTUTen Knacca IgG, onpeaensemoro
B TuTpax 110 uan 1:20. Ing noatsepxaeHms
Takoro WMMMYHHOFO cTaTyca TpebyeTca ak-
TWBHag Mo3MUMA naumeHTa uau paboTtosa-
Tens, a Takxke UX 0CBeAOM/IEHHOCTb B BOMPO-
cax 340pOBbS M MPABOBbIX HOPM. YuUmMTbiBas,
YTO AOCTOBEPHbIE CBEAEHNS O BAKLMHAIbHOM
CTaTyce B3POC/bIX YaCTO HE MOATBEPXKAEHbI
JNOKYMEHTa/bHO, LienecoobpasHocTb BBeje-
HUSL TOA UAN MHOW BaKUMHbI BaXXHO onpeje-
N9Tb Ha OCHOBAaHWM CEPONOTMYECKOro CKpw-
HWUHIa Ha HaM4ne aHTUTenN.

MeduuyuHckuli acnekm

ViccneaoBaHus MoOKasbiBalOT, YTO onpeje-
JIEHNE MMMYHHOrO cTatyca nepej BakuuHa-
UMen onpaBAaHO B CHWMXEHUM PUCKOB OC
NOXHEHWI U ONTUMMU3ALMM BaKUMHANbHOWM
3aliMTbl, 0COBEHHO Y TPpyMNn C 0CAabaeHHbIM
AN U3MEHEHHBIM MMMyHUTETOM (J/laTbilueBa
n ap., 2020). B 10 xe Bpems Ans 3[40pOBbIX
[leTeln 1 B3POC/IbIX MaccoBOe MNpoBeaeHne
Takux 06CnefoBaHUn CUNTAETCH UBAULIHUM,
ecnn  HeT KAWHWYeCKMX nokasaHuin. Ona-
CEHWS TpaxXAaH Mo MOBOAY CEPbE3HbIX MO-
CTBAKUMHA/IbHBIX  MOCNEACTBUA  NO-Npex-
HeMy OCTalTCS OAHOM W3 MPUUMH OTKasa
OT BakUMHauun. B nccnenoBaHmgx otmeyaet-
€4, uTo NpU paspaboTke BaKLMH YUUTbIBAETCA
noBbiWeHne unx 3PGEeKTUBHOCTM  (MMMYHO-
FEHHOCTU) U CHUXEHWE MNOBOUHBIX 3GHEKTOB
(peakToreHHoctn) (Megopos un Ap., 2004).
HecmoTps Ha TO YTO COBPEMEHHbIE BaKLMHbI
CTann 3HauMTeNbHO He3onacHee, BO3MOXHbI
NOCTBaKUMHabHble OCNIOXHEHMS B BUAE TH-

KENbIX N/VAN CTOMKNX HapyLLeHWIA COCTOSHUA
3/10pOBbS.

B 3aBMcMMOCTM OT npeanonaraemoin npu-
UMHbl Pa3BUTMS BbIAENSIOT MATb KaTeropwi
No6OYHbIX MPOABAEHWI NOCAE UMMYHW3AL MM
(NMAN) (ApankuHa v ap., 2020), 0bycnos-
NEHHbIX: [EACTBMEM BaKLMHbI, KayecTBOM
BaKLMHbI, OWMBKaAMKU MpY MNPOBEAEHUN UM-
MYHM3aLUMK, OCOBEHHOCTAMM MCUXONOTHYe-
CKOro XapakTepa, COBMaBLIVMM MO BPEMEHM
C NOCTBaKLMHANbHbIM Nepuogom. Bpemsa 1 ua-
CTOTa pa3uTus cepbe3Hbix [T no gaHHbIM
BO3 moxeT BapbMpoBaTbCsl OT HECKOAbKMX
MUHYT A0 Heckonbkux mecaues’. [Mopsaok
NeACTBUIA NpU MOAO3PEHNM HA pasBUTME
NOCTBAKLMHANBbHBIX OC/OXHEHWUI  WU3I0XKEH
B MeToanyecknx pekomeHaaumax no BbisB-
NIeHW0, pacciefloBaHvio U NpoduaakTnke
No6OYHbIX MPOABAEHW NOCAE UMMYHM3AL NN
(ytB.  MWHUCTEPCTBOM  3/1paBOOXpPaHEHMNS
Poccuiickoit @epepaunm o1 12.04.2019)%.

C yueTom 06bEMOB 0643aTeNbHON BaKLW-
Hauuy TPyAOCNOCOBHOro HaceneHus asTo-
POM BblJE/IEHbI CBEJEHNS O YacToTe Cepbes-
Hbix TITTA, cBS3aHHbIX C BakuuHOM (tabn. 1),
nepeyeHb 1 CpoKkm pa3Butus cepbesnbix [T,
noanexallux pacciefosaHnto (Tabn. 2), Mrnw,
06yCNOB/EHHble OWKNBKaMK B MPOLLECCe UM-
MyHM3aumn (Tabn. 3).

AHanW3 NpeacTaBAeHHbIX B TabauLax AaH-
HbIX MO3BO/AET CAleNaTb BbIBOA O Hanuuuu
Cepbe3HbIX PUCKOB A1 340POBbA NMPU BaKLW-
HaLMK, HECMOTPS Ha 0BLLMIA NO3UTUBHbIN ee
xapakTep. CnenoBaTefbHO, BaXKHbIM acnek-
TOM SBASETCH NEPCOHUPULUPOBAHHBIN NOL-
X0[ K MalWeHTy, KauyeCTBEHHOe NpoBe/eHne

> World Health Organization. (2000). Supplementary information on vaccine safety, Part 2: Background rates
of adverse events following immunization. Available at: https://policycommons.net/artifacts/487397/informa-
cion-suplementaria-sobre-seguridad-de-las-vacunas-parte-2/1462233

2 Memoduueckue pekoMeHOaUUU no BbIgBAEHUIO, paccae008aHUio U npoduaakmuke NoboUHbIX NposeAeHuli nocae
ummyHU3auuU (yme. Murucmepcmeom 3dpagooxparerus Poccuiickoli Dedepayuu om 12.04.2019). Pexxum aocTtyna:

https://www.garant.ru/files/4/9/1299194/mr.rtf
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Tabauya 1. Yacmoma pazeumus cepbe3tbix [T, cea3aHHbIX ¢ 8AKUUHOT

Table 1. Frequency of serious side effects after immunization related to the vaccine

BakumHa CepbesHbie MMMA Bpems passutus | Umcno cnyuaes

Ha 1000 000 403
fenatut B AHadunakcns 0—1yac 1—2
Kopb / Kopb-napotut- ®ebpunbHble cyaoporu 5-12 AHen 333
KpacHyxa TpomBouuToneHus 15-35 AHeil 33
AHadunakcus O—1y4ac 1-50
CTon6HSK HespuT nieuesoro Hepsa 2-28 Hen 5-10
ALC, ALC-M AHadunakcus 0—1y4ac 1-6
CTepunbHbIi abeuecc 1-6 HeJenb 6—10

Tabauya 2. MNepeyernb U cpoku pazeumud cepbesHblx [T, nodexausux paccaedosauo™
Table 2. List and timing of serious side effects after immunization that are subject to investigation

CpoKM pa3BUTUSA NOC/Ie BaKLMHALUK
AAC v ap. MTHAKTUBK- Kopesas,
3abonesaHue pOBaHHble BaKUWUHbI, | MapoTUTHas
CbIBOPOTKU, UMMYHO- | 1 Ap. XXMBble
rMo6y/NNHbI, annepreHbl |  BaKLWHbI
A6cLiecc B MecTe BBEAEHMS 1015 CyTOK
AHadpunakTMyecknin Wok, aHapunakTonaHas peakuus,
nepBble 12 4acoB
Konnanc
[eHepann3oBaHHas Cbinb, NoAMMOpdHas IKCCyAaTUBHAS
aputema, otek KBuHKe, cuHapom Jlaienna, ap. popmbl [10 3 CyTOK
TOKENbIX aNnepruyeckmx peakLui
CUMHAPOM CbIBOPOTOUHOI 60Ne3HU [1015 CyTOK
JHuedpanut, sHLepanonatus, sHLepanOMUENNUT, MUENUT,
° [1010 CyTOK 5—30 CyTOK
HeBpWT, NOANPaANKYNOHEeBPUT, CMHAPOM [MiteHa — Bappe
Cepo3Hblit MEHUHIUT 10—30 cyToK
AdebpubHble Cya0poru [10 7 CyTOK 1015 CyTOK
OCTpbIt MMOKapPAKT, OCTPbIil HedpUT, TpOMbBoLUTOMNE-
HUYeckas nypnypa, arpaHynoLmnTos, runonnactmyeckas
ypnyp paHynou, c 11030 CyTOK
aHeMus, cucTeMHble 3a60/1€BaHUs COeAMHUTENbHO
TKaHW, XPOHUYECKNIA apTpuT
BHe3sanHas cmepTb, Apyrue ciyyan neTaabHbIX NCXOL0B,
PT®, APY Y A 110 30 CyTOK
MMeloLL e BPEMEHHYIO CBSI3b C MPUBUBKAMM

3 https://policycommons.net/artifacts/487397/informacion-suplementaria-sobre-seguridad-de-las-vacunas-parte-2/1462233
#Tamxe.
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Tabauya 3. [1117111, 06ycA08AeHHbIE OUUOKAMY 8 NPOLecce UMMYHUAUUU™
Table 3. Side effects after immunization caused by ervors in the immunization process

Buabi ounbok

Bupabl HapylieHuit

He6naronpuaTtHbiii pesynbrart
(obycnoBneHHas peakuus)

B Ha3HauYeHUK
BaKLMHbI UK
HecobnoaeHnm
pekomeHaaLmnmn
Mo UCnonb3oBa-
HUIO

Owwnbka HapylueHue TemnepatypHoro pexuma CuCTeMHbIE 1 MECTHbIE peakLum B
B o6palleHnm NpU TPaHCMOPTUPOBKE, XpaHeHU (3a- CBSA3U C U3MEHEHUSMU B GU3MUYECKOM
C BaKLMHOM MOpaXXMBAHWE N Neperpes BakLUMHbI), | COCTOAHWUY BakLUHbI. [ToTeps akTus-
HenpasuabHOe obpalleHwe ¢ BaKLMHOW (M | HOCTU Npenapata
eé pacTBOpUTENIEM, EC/TN OH NPUMEHSETCS)
Wcnonb3oBaHue npenapara o ucteueHnu | Motepsa akTMBHOCTU Npenapara
CpoKa rofHOCTU
Owwnbka HecobntoaeHne npoTMBonokasaHumit AHadwnnakcus, BaKLMHOACCOLUMPO-

BaHHble 3260/1€BaHNS NPU BBEAEHUN
SKMBbIX BAKLMH IOASM C UMMYHO/e-
duunTom

HecobatoaeHune ykasaHuii no npumeHe-
HUI0 BaKLMHbI (f03bl, NyTW UAK rpaduka
BBEEHMNA)

CUCTEMHbIE M/UNN MECTHbIE peakLny,
HEeBpPOIOTNYECKUNE, MbILLEUHbIE,
COCYANCTbIE, KOCTHbIE MOBPEXAEHNS
BC/IE/ICTBME HEBEPHOTO Bbl6Opa
MecTa MHbeKL MK, 060pyA0BaHNS ANg
UHBEKLMIA UNN TEXHUKUN BBEAEHUA

Ouwmnbka
npu BBEAEHUN

Vcnonb3oBaHue B kKauecTBe pacTBOpuTeNs
LpYrvX pacTBOPOB, OLN60UYHOE BBEAEHME
[pYroi BaKUMHbI

Peakumsa Ha Ty BaKLMHY UK pacTBoO-
puTENb, KOTOpPbIE 6bIIV BBEAEHbI
o owmbke

HEI'IpaBMﬂbHOE MeCTO BBeAeHNS BaKLLMHbI

TpaBMUpOBaHME HEPBHOM, MblLLeY-
HOMW, COCYAMCTON TKaHW 13-3a Henpa-
BWU/IbHOTO Bbl6Opa MecTa MHbEKLLUK
MecTHble peakuuu (oTek, UHGUIb-
TparT, X0N104HbIi abcuecc). CHUXeHue
3bbEeKTUBHOCTH BaKLMHALNMN

Heco6nmﬂ.eHme CTEPUNIbHOCTU, HEAAEK-
BaTHad TEXHUKA BBEAEHUNA NMPU UCMO/Tb30-
BaHUM MHOIO4030BbIX ¢!'IaKOHOB

[HOMHO-BOCNaNUTENbHbIE MPOLLECCHI
B MeCTe MHbeKLUN, MHOEKLMOH-
HO-TOKCMYECKUNI LLIOK

OCMOTPOB Nepej, BakuMHalmMel, TulaTenbHoe
M3ydeHne aHaMHe3a, onpeaeeHne Haauuns
OCNOXHEHWI B npolwiom. ObecneyeHne bes-
0MacHOCTM U TMOBbILIEHUS 0OBEpUS Hacene-
HUS K MPOrpamMmam UMMYHWU3aLUU BO3MOXHO
NpW OCYLLECTBNEHMM FOCYAapPCTBEHHOIO bap-
MakoHaa3opa npy MOHWTOpUHTe BakuuH (Bo-

POHKOBA, 2021), @ Takxe KOHTPO/A KayecTsa
1 6€30MacCHOCTV MEANLMHCKON AeATENbHOCTH
B GOpMe rocy1apCTBEHHOIO, BEJOMCTBEHHOMO
W BHYTPEHHErO KOHTPONIA.

C yyeTom TOTO YTO BakuMHaUMa onpeje-
JIEHHbIX  KATErOpun rpaxAaH, CBA3aHHbIX
C BbINONHEHMEM TPYAOBOW YHKLMU, HOCUT

* Memodudeckue pekoMeHOaUUY KO 8bIFBAEHUIO, paccAedosaHulo U Npodunakmuke NoGoUHbIX npogeAeHull nocae
ummyHU3ayuu (yme. Murucmepcmieom 3dpagooxparerus Poccuiickoli Pedepayuu om 12.04.2019). Pexxum aocTtyna:

https://www.garant.ru/files/4/9/1299194/mr.rtf
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Tabauya 4. AGcoromHble NPOMUBONOKAZAHUS K UMMYHU3AUUU NPU HAAUUUU Y NAUUEHMA GANEP2U-
YeckUX peakuuil K 0npedeseHHbIM KOMIOHEHIMAM HeKOMOPbIX BAKUYUH
Table 4. Absolute contraindications to immunization in case of allergic reactions to certain components

of certain vaccines®

KomMnoHeHT, Ha KOTOpblﬁ pa3BuUBaiUChb
TAXKe/Ible CUCTEMHDbIE a/liIepruyecKkme unm
aHad)VIﬂaKTVI‘IECKMe peakuum

BakuuHbI, BBEAEHNE KOTOPbIX MPOTUBOMNOKA3aHO

Mekapckue fpoxKu

BakuuHa NpoTUB renatnta B, 4-BaneHTHas BakLMHa
NpoTUB BNUPYyCa MNanuaioMbl YeEN0OBEKA

Bbenok KYypUHOro AnLa, aMUHOMINKO3U bl

BakuuHbl npoTuB rpunna, Knew,esoro 3Hu.eq>anma,
XenTon nunxopaakwu, KOM6VIHV[pOBaHHbIe BaKLMHbI

MpOTUB KOPW, NAPOTUTA, KPACHYXU

benox nepeneanHoro A1La, aMUHOMINKO3U bl

Kuneas napoTuTHaa BaKUWHA, >XuBas
BaKLUWHA, XXNBad NapoOTUTHO-KOpEBAA BaKUNHA

KopeBas

HeomMuUUMH, NONMMUKCUH

KOM6I/IHVIPOBaHHbIe BaKUMHbI NPOTUB KOKAKOLWA,
,Cl,VId)TepVIVI, CTO/16H$IKa, nonvomuenuta, renatuta B

Natekc

BakuuHbl B popme WwnpuL-403bl

0693aTeNlbHblil  MPUHYAUTENbHBIA  Xapak-
Tep, OLEHKa UMMYHHOTO CTaTyca Mo3Bonsger
onpeaenutTb TUTPbl CNeLUPUUECKUX aHTUTEN,
KOTOPblE AO0/KHbI HAXOAWUTLCH B mpenenax,
obecneunBaoLLMX 3alNTY, HO He NpeBblliato-
LWMX YPOBEHb, MPU KOTOPOM BaKLMHALMS CTa-
HOBUTCS m3AnWHeh (MeayHWUbIH, MUPOHOB,
2012). OpgHako pe3yasraThl MCCAeA0BaHMN
LOMKHbI MHTEPMPETMPOBATLCS BPAYOM C yue-
TOM K/IMHWYECKON KapTUHbI, Tak Kak Hapy-
WeHne UMMYHHON peakunn He Bceraa Beaer
K OCNIOXKHEHWAM, HO TpebyeT OCTOPOXHOCTY
npu BakuHaummn®.

B HekoTopbIX Clyyasx WCMNOMAb3YT KOM-
NNEKCHble VIMMYHONIOMMYeCcKe KapTbl, BbiSIB-
NSoLLMe BO3MOXKHbIE AMCOaNaHChl B MMMYH-

HOW cucTeme, 0COBEHHO Y UL, C 0CNabAEHHbIM
VMMYHUTETOM WK XPOHWUUYECKMMM 3ab60neBa-
HUSMM, UTOBbI CKOPPEKTUPOBATh MMMYHHYIO
Tepanumio UK MpYHATb pelieHne 0 BakLWHa-
UMK, 3a pybexxom Takue MOAXOAbl MpUMEHS-
0TCH C Uenbio MoBbiWeHUs 3QGEKTUBHOCTU
BakUMHaUMM 1 Ge30nacHoro BeAeHUs nauy-
€HTOB, YUWUTbIBAS IMUAEMMNONOTUYECKUE PUCKM
1 MHAMBWAYaNbHble 0COBEHHOCTH YenoBeka™.
Mo Halemy MHeHWIO, 3aKoHoAaTeIbHOe 3a-
KpenneHue 0bs13aTenbHOM OLEHKIM MMYHHOTO
cTaTyca no3BoOAMT UHAMBUAYAIN3MPOBATL NOJ-
X0, K MUMMYHM3aUMK, CHU3WUTb pUcK Hebnaro-
NPUSTHBIX NOCAEACTBUIA U NOBLICUTL AOBEpHE
HaceneHna K NpoGUIaKTUYECKM NPUBUBKAM.
CoUUaNbHO-3KOHOMUYECKUT acnekm

6 Memoduveckue ykasaHug MY 3311095-02 331 BakyuHonpodurakmuka «MeduyuHckue npomusonokasaHus
K npogedeHUlo MpoGUAGKIMUHeCKUX NpUBUBOK NPENapamamil HayUoHaAbHoz0 KaeHdaps npusueoks (yme. [1aeHbim
20cydapcmeetiHibiM caHumapHbim spayom PO om 9 argaps 2002 2). Pexxnm gocTyna: https://base.garant.ru/4178356/

37 [NocmaroeneHue [AagH020 20¢y0apcieeHHo20 CaHumapHozo epaua PP om 28.01.2021 No 4 «O6 ymeepxdeHuu
CaHUMapHbIx npagus U Hopm CanluH 3.3686-21 «CaHumapHo-3nudemuonozuyeckue mpeGoarus no npopuakmuie
UHGeKUUoHHBIX Gonestel» (Bmecme ¢ «CalTuH 3.3686-21. CaHumapHble npasua U Hopmbl..»). Pexum goctyna:

https://base.garant.ru/400342149/

38 Kaxue npususkiy Heobxodumo coeaamb neped noe3okoil 3a 2paHutly? HayuoHabHbIi Uccredo8amebCkuli yHugepcumem
«Bbicuiast wikona akoHoMuku». Pexxum foctyna: https://www.hse.ru/medical/prohealth/privivki_abroad
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B ycnoBusx cyulecTBytowmnx 3akoHOAA-
TeNbHbIX MPOBENoB Mo opraHMsauum nep-
COHANM3MPOBAHHOM MeauuMHbl B Poccui-
ckon Pepepaunn yyeHbiMK Aenaetcs BbiBOA,
0 HEoBXOAMMOCTU MPUHATUS  KOHKPETHBbIX
Mep, HamnpaBNeHHbIX Ha BHeApeHue B npak-
TUKY Hay4YHbIX OCHOB B LeNsx NpoduaakTuKm
3abonesaHwuit (bepr, 2023).

B HacTosuwee Bpems NpOBOAMTCH HEAO-
CTaTOYHO WCCNeoBaHUiA, UTOObl OAHO3HAUHO
OUEHNUTb 3KOHOMMYECKYHO BbIrOAY MOAXOAA
K BaKUMHALMW, OCHOBAHHOIO Ha WMHAMBUIY-
aNbHOM MMMYHHOM cTaTtyce. OnHako [1naHom
mMeponpuaTnii no peanmsauun Crpatermm
Pa3BUTUS MMMYHONPODUNAKTUKK  MHDEKLN-
OHHbIX 6o/1e3Heln Ha nepuoa Ao 2035 roga®
npeAnonaraeTcs NpoBefeHNe 3NMAEeMUOoNoru-
YeCKoM 1 CoLMaIbHO-3KOHOMMNYECKOW OLEHKM
3HEKTVBHOCTM pacClUMPEHNs HALMOHANbHO-
ro KaneHaaps npodUNaKTUYeCcKnx NprBMBOK.
3aTpathl Ha BakUMHALMIO AN 11060 NHOEeK-
unu, anuaemuonorunyeckas 3GdeKTUBHOCTb
KOTOpOW foKa3aHa, NpumepHo B 10 pa3 MeHb-
le 3aTparT Ha leueHue 3aboneBaHna*®.

VI3 AaHHBIX MO 3KOHOMU4YecKon 3pdek-
TUBHOCTM BaKUMHALMW B LIEIOM 1 CTpaTerun
ONTUMM3ALMM UMMYHU3ALUM MOXHO caenaTb
BbIBOAbI O MOTEHLMANBHON IKOHOMMMN U MONb-
3e NepCcoHaM3MpPOBAHHOIO NOAX0Aa:

— BaKUMHALMS C BbICOKOW CTEMEHbID OXBa-
Ta NPUBOAMT K 3HAUUTENBHOMY CHUXKEHMIO
3a60/1€BaEMOCTM U CMEPTHOCTY, UTO BAeYeT
3a c060N 3KOHOMMIO MPSMbIX U KOCBEHHbBIX
3aTpat Ha nedyeHune n notepu (CBeTnnuHas
nap., 2023);

— 3KOHOMMYecKas oOueHKa BaKuMHauun
B rpynnax BbICOKOTO PUCKa, B KOTOPbLIX Liene-
C006pa3HO MPOBOAMTL UMMYHONOrMYECKoe
06Cnef0BaHMe, NoKasbiBaeT 3HAUYMUTENbHBbIN
BKNa4 B TNpefoTBpalleHne 3aboneBaHuit
N CMEPTHOCTU C BbICOKOW 3DPEKTUBHOCTHIO
3aTpaT M BO3BPATOM CPEACTB B OIOAXET 34pa-
BooxpaHeHus (Pynakosa v ap., 2019);

— 3HauyuTeNbHAs 3KOHOMWS AN rocysap-
CTBEHHbIX OIOXETOB CBS3aHa C YMeHblIeHU-
€M 3aTpaT Ha fieYeHne, NoBbILLEHNE NPOU3BO-
AWUTENBHOCTY 11 COKpaLLleHMe NoTepb pabouero
BpemeHu (XpwncTeHko, 2018);

—  MepcoHanM3MpoBaHHad  BakLMHaLMA
C YY4ETOM UMMYHHOTO CTaTtyca Mo3BOASET 13-
6exatb M3NNWHUX BAKLMHALMIA, CHUXAIOWLMX
PUCK MOBOUHBIX 3DGEKTOB U ONTUMMU3UPYIO-
WMX pacxofbl Ha BakUWHbI ¥ MeAMUMUHCKME
YCAYTU, YTO AO/KHO MPUBOLUTH K LOMONHU-
TE/IbHOW 3KOHOMUU CPEACTB;

— MOLENM OLEHKMN SKOHOMMYECKOM 3hheKTNB-
HOCTW BK/HOYAKOT pacyeT NpefoTBpalLeéHHOro
yulepba (neyebHble 3aTpathl, yTpaTta Tpyaocno-
COBHOCTW, MHBANIMAHOCTL), @ NepcoHanm3aLms
NporpaMm BakUMHALMWN MOra 6bl MOBbICUTH
nokasaresb OKymaeMoCTV W YMEHbWUTb He-
HY>XHble 3aTpaThl (MapTbiHOBa 1 Ap., 2023).

Llng pewenns 3asa4 3KOHOMUYECKOTO aHa-
Nn3a No oueHke 3PpOeKTUBHOCTM BaKUMHO-
NPOPUNAKTUKM NMPUMEHSIOT Pa3INUHbIE anro-
putMbl (LaxanuHa, dcuHckumit, 2010) (Tabn. 5).

BaXXHO OTMETUTb, YTO MepCOHaNN3NPOBAH-
HbIM MOAXOA K BaKUMHALMK C NpesBapuTeb-
HbIM OMpefeNeHnemM WMMYHHOTO  cTaTtyca
C Hay4HOW M 3KOHOMWUYECKON TOUKW 3peHWs

* Pacnopaxerue lpagumerncmea PD om 29 mapma 2021 2. No 774-p «O6 ymeepxdeHuu nAaHa Meponpusimuii
110 peanusauuu Cripamezuu pazeumug UMMyHONpODUAGKIMUKU UHeKUUOHHBIX GoAe3Hell Ha nepuod do 2035 2.». Pexim
focTyna: https://www.garant.ru/products/ipo/prime/doc/400425985

0 Memoduueckue ykasaHuga MY 3.31878-04 «IKoHOMUUECKAT 3PekmusHOCH b 8aKUUHONPODUAGKMUKUY (yme. TAaeHbIM
20¢Y0apcmeeHHbIM CaHUMApHLIM 8payom PP 4 mapma 2004 2). Pexxm A0CTyNa: https://base.garant ru/4180770/
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Tabauua 5. AA20pummbl 3KOHOMUYECKON OUEHKU BAKUUHONPODUAGKMUKU
Table 5. Algorithms for economic evaluation of vaccination

dnuaemuonormyeckas
cuTyaums

3agaum
3KOHOMMUECKOro
aHanusa

MeToaunueckne noaxoabl

MpoBoanmas B TeyeHne
HECKONbKMX NET BaKLMHALMS
obecneunna sameTHoe
CHUXeHMe 3260/1eBaeMOoCTy

OueHka sKoHoMumYye-
CKOW peHTabenbHoCTy
BaKLLMHOMPOPUNAKTUKN

PeTpocneKkT1BHbI pacyeT v oLeHKa:

1) 3aTpar Ha BaKLMHALWIO;

2) NpeAoTBpaLLeHHoro yuepba
B HaTypasibHbIX 1 B CTOUMOCTHBIX
eAVHMLAX;

3) 3KOHOMUYECKOW 3GdeKTUBHOCTY
BakLMHONPODUNAKTMKM, BKtOUAS CPOK
OKyMnaemoCTV MPUBKMBOYHOM KamnaHum

BakuunHonpodunaxtunka
He MPOBOAMNACH U TONbKO
nnaHupyercs

BbiGop cTpateriu
1 TaKTUKWN BaKLMHOMPO-
bunakTmkm

CpaBHEHWE HECKONBKIX CTpaTErnit, BK/IO-

uag cTpaTerio HeBMeLlaTe bCTBa.

MepcneKkTUBHbIA pacyeT U oLeHKa

M0 OTAE/bHbIM CTPATETVAM:

1) 3aTpar Ha BakUMHALMIO;

2) NPeAoTBPALLEHHOrO yLlep6a B HATY-
paNbHbIX U CTOMMOCTHbIX eANHNLAX;

3) cpaBHeHWe nokasatesei 1 Bbibop
Hambonee 3KOHOMWUYHON CTpaTerin

MpoBoanMas B TeueHwme
HECKONMbKMX NeT BaKLMHO-
npodunakTVKa He0CTATOUHO

Koppekums ocyulect-
BNSEMOI CTpaTernm
BaKLMHONPOOUAAKTUKM

PaccunTbiBatoTCs 11 OLLEHMBAKOTCS MO
CyLLeCTBYIOLLMM (PETPOCNEKTMBHO) W Nna-
HVpyeMbIM (NepCnekTUBHO) CTpaTernam:

abdexTnBHa

1) 3aTpathl Ha BaKUMHONPOGUNAKTUKY 1
NpeaoTBpaLLEHHbIN yLLEp6;

2) BblBMpatoTCca cTpaterim, npuHocsumne
HanbonbLLYyIo NONb3Y MpK ONpeaeneH-
HbIX 3aTpaTax

MOXET MOBbICUTb  IKOHOMMYECKYHD 3bdek-
TUBHOCTb MPVBMBOYHbIX KamnaHUin 3a cyeT
YMEHbLUIEHUS U3BbITOUHBIX BaKLWHALAA, CHU-
KEHUS pUCKA OCNOXKHEHWI U MOCAEAYOLLMNX
3aTpar Ha IeyeHune, LeaneBoro NCnoib3oBaHms
pecypcoB Ans rpynn C HeAOCTATOUYHbIM MM-
MyHUTETOM. BBeleHme Takon HOPMbl B 3aKO-
HOLATENIbCTBO MOXET CTaTb 3KOHOMUYECKM
060CHOBaHHbIM MEXaHM3MOM NPOGUNAKTUAKM
LIOMO/IHUTE/bHbIX 3aTpaT.

SKoHOoMMYeckas 3GPEeKTUBHOCTL Mepco-
Ha/IM3MPOBAHHOW MOAENN BakKUMHAUMM Ha-

NPAMYIO 32BUCUT OT ONTUMM3ALUN PACXOL0B
Ha CKPUHWHTL. VHTerpaums Takmx nporpamm
B cuctemy 0643aTeNbHOM0  MEAULMHCKOrO
CTPaxoBaHUg MO3BOMUT  MUHUMU3NPOBATH
PUCKU COLMANBHOMO HEpPaBEHCTBA B AOCTYMe
K COBPEMEHHbBIM MEANLIMHCKAM TEXHOIOTUSM.

Takum 06pasom, 3aKoHoAATeNbHOE 3aKpe-
naeHne onpeaeneHns UMMyHHOro cratyca
YKPENWUT rapaHTuy npaB rpaxjaH Ha Mak-
CMManbHO 6e30MacHyl0  MeaMUMHCKYIO M0-
MOLLb M 0Becneunt cobmofeHne npuHumMna
NHOOPMUPOBAHHOTO MEAMLMHCKOTO BMELla-
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TeNbCTBa, MO3BOAAS TPaKAaHWHY MonyyaTb
MPUBMBKM C YYeTOM €ro WHAMBMAYa bHbIX
0COBEHHOCTE.

Ha 0CHOBaHMM BbILIEN3NOKEHHOMO MOXHO
cAenatb onpeAeneHHble BbIBOAbI:

a) NepcoHNdUUMPOBAHHbIA MOAXOA K Bak-
UMHAUMKW, BKIOYAs YCTAHOBAEHWE WUMMYyH-
HOro cTaTyca, MO3BOASET ONTUMMW3MPOBATb
MeAVUMHCKME BMEeLWaTeNbCcTBa, CHUXas pu-
CKN OCNIOKHEHWI 1 nosbiwas 3GGeKTUBHOCTb
NPOPUNAKTUKN MHOEKLMOHHbIX 32601EBaHNI;

b) oTeuecTBeHHas HOpmMaTVBHAaA NPaBOBas
6aza TpebyeT BHECEHWS W3MEHEHWI Mo no-
paskam 1 obbemam MpeaecTByOUMX Bak-
UMHAUMK 0BCNefOBaHMIA, BKAOYEHNS Mexa-
HVW3MOB CEepO0rMYeckoro MOATBEPXKAEHNS
UMMYyHUTETA U yyeTa UHAMBUAYANbHbIX 0CO-
6eHHOCTEN TPYA0CNOCOBHOIO HACENEHNS;

C) MEeXAYHAPOAHbIA OMbIT AEMOHCTpUpPYET
pasHoobpasHble NoAXoAbl K 0693aTebHON
¥ peKoMeHAaTeNbHOM BakLMHALUWK, a Takxe
NpW3HaHME WMMMYHHOrO cTaTyca KakK ajb-
TepHaTMBbl BakUMHAUMM B ONpefenEéHHbIX
cnyyasx;

d) nepcoHannanMpoBaHHbIA Noaxon B Me-
AMUMHCKOM NpoduaakTnke crnocobcTyeT co-
GMIOAEHMIO MPaB rpaxaH, COKpalleHuo 13-
JMWHMX PacxoloB MPUBMBOYHBIX KammaHwi,
ABASETCS  BaXKHbIM  31eMeHTOM  My6/ny-
HO-NPaBOBOrO pErynnMpoBaHns 34paBooxpa-
HeHWs, obecneunBas 6anaHc Mexay 3aluTon
06LECTBEHHOTO 3[0POBbsl 1 COBAIOAEHNEM
npaB rpaxjaH.

Takum 06pasom, pasBUTE W BHeApeEHUe
MepCoHaNN3NPOBAaHHbIX CTpaTerMin - Bakuu-
HauMK, OCHOBAHHbLIX Ha OUEHKe WHAMBUIY-
aNlbHOr0 UMMYHHOTO CTaTyca, SBAgeTcs nep-
CNeKTVBHbIM HanpaBaeHWem AN NOBblLLEHNS
3PPEKTUBHOCTM CUCTEMBI 3,PaBOOXPAHEHNS,
yKpenneHus obLL,eCTBEHHOIO 340POBbs 1 rap-
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MOHM3AUMN HALUWMOHANbHOIO 3aKOHOAATE/b-
CTBa CAYyUHWMMN MUPOBLIMU MPaKTUKaAMN.

3ak/loueHue

HacTosulee nccneaoBaHne MOCBAWEHO KOM-
NAEKCHOMY aHann3y akTyalbHbiX Mpobaem
NpaBOBOrO peryanpoBaHms BakuUMHOMPodU-
nakTuku B Poccuitckoin Pepepaunm, Heobxo-
NMMOCTM MepCoHaNM3MpOBaHHOrO Moaxoaa
N yyeTa MHAMBUAYANbHOTO MMMYHHOMO CTaTy-
ca, 0COBEHHO B OTHOLIEH U TPYA0CNOCOBHOO
HaceneHus.

YCTaHOBNEHO, UYTO AENCTBYIOLLEE HaluW-
OHaNbHOE 3aKOHOAATENbCTBO He Mpeayc
mMaTpuvBaeT  CUCTEMHOrO  MCMO/b30BaHMSA
Ceponornyeckoro MOHUTOPUHIA YpPOBHSA cre-
unduUecknx aHTUTeN nepea npoBeAeHMEM
BakuUMHauum (peBakumHaumm). B 1o xe Bpems
aHann3 Mex/ayHapoAHOro onbiTa B chepe nm-
MYHOMNPOGUNAKTUKI YNPaBASEMbIX MHGEKLNIA
BbISBMA MO3UTUBHbIE MPaKTUKM MPU3HAHMSA
NpOTEKTVBHOIO MMMYHUTETA KaK afbTepHaTu-
Bbl BakUMHALUW ANg AOMYCKA B yUpeXaAeHs,
UTO BWAMTCH SKOHOMMYECKW Lenecoobpas-
HbIM 3a CYEeT CHUWXEeHWs 3aTpaT Hemocpej-
CTBEHHO Ha BaKUWHbI, NeyeHne MnoboUHbIX
NPOSBAEHWIA Y ONTUMM3ALMY PECYPCOB.

Ha ocHoBaHWM npoBeAeHHOro aHaamsa
aBTOp NpeanaraeTt ciefytollye HayuyHo 060-
CHOBaHHble Mepbl MO COBEPLIEHCTBOBAHMIO
3akoHOAaTeIbCTBA:

— BO-MEepBbIX, BHECEHWE W3MEHEHW B HOP-
MaTMBHblE MPaBOBble aKThbl, MpeaycmaTpuBa-
olme: 0693aTeNbHOCTb ONpeaeneHns YpoBHS
aHTWTen nepea peBakUMHaLMER; 3aKkpenneHne
npaBa rpaxjaH Ha CeponorMyeckuin ckpu-
HWHT B pamMKax nporpammbl rocyaapCcTBeHHbIX
rapaHTVin oKasaHus MeAULMHCKOW MOMOLLM;
lopnanyeckoe npusHaHwWe 3auuTHOro TUTpa
aHTWTEeN Kak 3KBMBaeHTa BakUMHaALMN;
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— BO-BTOpbIX, pa3paboTka eaMHOro 3nek-
TPOHHOTO  «/IMMyHOIOTMYECKOTO  Macnop-
Ta» Kkak otaenbHoro moayns EMNC3, nopsa-
Ka MEeXBeLOMCTBEHHOrO B3aMMOLENCTBUS
MO BbIBAEHUIO U YYETY MMMYHHOrO CTaTtyca
pabOTHUKOB;

— B-TpeTbWX, COBEPLIEHCTBOBAHME CaHW-
TapHO-3MNMAEMMONOTNYECKOTO Haza3opa
32 ynpaBasiembiM MHOEKUMAMY, YPOBHEM
NonNyNaUMOHHOTO MMMYHUTETA CPEAMN pa3nny-
HbIX BO3PACTHbIX U MPOGECCUOHANBHbIX FPYNM.

Peanusauns npeanoxeHHbIx Mep No3BOANT
He TO/IbKO MOBbLICUTH 6E30MACHOCTb BAKLMHO-
NpOPUNAKTUKY, YBEANUUTH 3POEKTUBHOCTD
W aLpecHoCTb WUMMYHONPOGUNAKTUKK, On-

HO W YKpenuTb JoBepue HaceneHus, obecne-
unTb cobMOAEHNE MpaB rpaxaaH, rapMoHu-
31MPOBaTh 3aKOHOAATE/IbCTBO.
[peacraBngercs, Uto BHeEAPEHUE HAyUYHO
060CHOBAHHOIO yueTa WMMYHHOro cTaTyca
rpaxaaH SBASETCS MNepCneKkTVBHbIM nepe-
XOAOM OT Mapafurmbl YHWBEPCANbHOW Bak-
UMHaUMM K nNepcoHann3MpoBaHHOW Mpo-
dunakTuke. [anbHerwwne unccnenoBaHus
MOTYT 6biTb HampaBieHbl Ha OLEHKY 3KOHO-
MUYeckon 3GPEeKTUBHOCTU KOHKPETHBIX MO-
nenen BHeApeHusa, pa3paboTky airopuTMoB
AN pas3HbIX MHOEKUMI U Tpynn HaceneHwus,
a TakXe Ha COBeplWeHCTBOBaHME METOA0B
MOHUTOPWHTA 3NUAEMUOAOTMYECKOrO 6Aaro-

TUMU3NPOBATb pecypcChbl 34pPaBOOXpaHEeHUd,  MNOay4n4d.

CNMNCOKJIUTEPATYPbI

Bepr, J1.H. (2023). lNepcoHanv3npoBaHHaa MeanLIMHa: MPaBOBble U OPraHU3alMOHHbIE OCHOBbI MeANLM-
Hbl Byayuiero. Lex Genetica, 2(1), 7-23. https://doi.org/10.17803/lexgen-2023-2-1-7-23

Bpuko, H.M., Onuuterko, [T, Mokposckwii, B.M. (2018). Pykosodcniso no 3nudemuorozuy UHpeKyuoHHbIX 60-
Ae3Heli (2 T.). MockBa: MeanumnHckoe MHGOPMaLMOHHOE areHTCTRO.

Boponkosa, C.B. (2021). Ponb aAMUHUCTPATUBHbIX NpoLeayp B CUCTEME TOCYAapCTBEHHOIO perynu-
poBaHug chepsl BakumHonornu B ycnosuax nangemunn COVID-19. B: Hosearbl KoHcmumyyuu
Poccutickoli @edepauuu u 3adauu opuduteckoil Hayku. Mamepuarbl KoH. 8 pamkax X Mockosckoli
topuduteckoii Hedeau: XVIII MexdyHap. Hayu.-npakm. KoH. (Kymadunckue umenus) Mockosckozo
2ocydapcmeerHozo puduueckozo yHusepcumema umery O.E. Kymagura (MIMOA), XXI ExezodHoli
MexXAyHap. HAyy.-npaxkm. KoHe. opuduueckozo pakysbmema Mockosckozo 20¢ydapcmeeHH020 yHusep-
cumema umeHu M.B. JlomoHocoga (MI'Y). (4. 5). Mocksa: Pl-lpecc.

Npankura, O.M., bpuko, HW., KoctuHos, MM, ®envabniom, N.B., Anbiesa, M.X., Anapeesa, H.I,
Wenenb, PH. (2020). MmmyHusauus e3pocabix. Memoduueckue pexomerdayuy. Mocksa: OreY
«HMWL, TMM» Mun3apasa Poccuu.

Nateiwesa, T.B., Mlateiwea, E.A., Cetankosa, H.X.,, KoctnHoa, A.M. (2020). HyXHO nu BaKLWHW-
poBaTb MPOTWB rpunna 6oMbHbIX C UMMyHoaedpuLnUTOM? Tepanud, 6(2), 82—87. https://doi.
0rg/1018565/therapy.2020.2.82-87

Naxraiiu, b., BopoHkosa, C.B., Yoibekosa, K.M. (2018). CHuxXeHME PUCKOB BO3HUKHOBEHNS NHBEKLLMOH-
HbIX 3a60neBaHuii y paboTatolmx pasHbix npodeccuit: koHuenuun Esponsl u Asun. CaHumap-
Hblli 8pay, (1), 39—46.

MaptbiHoBa, A.B., /n, M.B., Anenunukag, M.B. (2023). CospemeHHble n0dxodsl K o4eHKe 3¢pekmugHocmu deg-
MeAbHOCMU MeJUUUHCKUX 0p2aHu3duui. Bnaamnsoctok: M3aatensctso JansHeBOCTOUHOMO dee-
panbHOro yHMBEpCUTETA.

MacnenHukosa, H.M. (2021). Onmumusayug opeaHusayUuoHHO-Memoduyeckux 0cHo8 UMMYHONPODUAGKIUKY
6 Poccutickoli @edepayuu. [[Ancceptaums, Mepsbiii MOCKOBCKUIA TOCYAAPCTBEHHbIA MEANLMH-
cKkuit yHuBepcuTeT nmeHn V.M. CeueHosa]. Mockaa.

MeayHuubiH, H.B., Muporos, AH. (2012). BakuwnHbl. HoBble cnocobbl nosbieHns 3hGekTUBHOCTH
1 6€30MacHOCTY BaKLMHALNN. Bonpocwi supyconoeuu, (S1), 43—51.

Lex Genetica. 2025. Volume 4, No. 3. 31-53

| 49 |



CeetnaHa B. BopoHkoBa
My6114YHO-NpaBOBOE peryiMpoBaHue NepCoOHANN3UPOBAHHON UMMYHONPOGUAAKTUKM

Pynakosa, A.B., Xaput, C.M., lo63uH, K0.B. (2019). DapmMakosKOHOMMUYECKME aCneKTbl BaKLWHALLAM NPO-
TVB MHEBMOKOKKOBOM MHOEKLMW MWL, U3 TPYMTbl BBICOKOTO pUcKa. InudeMuonoeus u BakuyuHo-
npmbbf/\akmum, 18(6), 39—44. https://doi.org/10.31631/2073-3046-2019-18-6-39-44

CeetnnuHag, C.B., Enaruna, J1.A., Monosuy, /1.1, (2023). OueHka noTeHUManbHOro 3KOHOMMUYECKOro 3¢h-
bekTa Npu paclumpeHn NnpodUIAKTUKA MEHUHIOKOKKOBOM UHGEKLIWN Y AETER HA OCHOBE pe-
A/IbHbIX 3MUAEMNONOTUYECKUX AHHbIX. PedAbHAT KAUHUYECKAs npakmuka: 0aHHble U 00Ka3amenb-
cmea, 3(2), 31—41. https://doi.org/10.37489/2782-3784-myrwd-34

®enopos, A.M., TatoueHko, B.K,, ByHauettens, H.H., AnekcrHa, C.I. (2004). MocTBaKLUMHaNbHbIE OCNIOX-
HeHus. [letckue nHdekunw, (2),17-20.

XpucTeHko, B. (2018, 25 anp.). SkoHomuKa npuBmBoK. Kak BakumMHaUMs NOMOraeT rocyaapcrsam cokpa-
watb pacxodbl. Forbes. Pexxum poctyna: https://www.forbes.ru/biznes/360625-ekonomika-
privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody

YepHsesa, E.H., Mopo3sos, K.B., Maugan, A.[l., Tycekosa, M.C., Hekpacos, A.fO., CreueHko, V.®., Hoco-
Ba, A.O, Kypckas, O.I, Wectonanos, A.M.,, Wunynun, CA. (2024). MonekynspHo-reHeTuye-
cKas xapakTepucTika U GUIoreHeTUUYeCcKMii aHaan3 poCCHincKnX 1 3apybexkHbIX BapraHToB
Bupyca kopu 2020-2024 rr. MeduyuHa skcmpemMarbHbix cumyayuil, 26(3), 40-51. https://doi.
0rg/10.47183/mes.2024-26-3-40-50

WaxaHuHa, V.., dcunckuid, A.A. (2010). KoHuenuus onpeaeneHns 3kOHOMUYeCkon 3bdekTMBHOCTH
BaKLMHONPODUNAKTUKIA. DNudeMU0i02ug U 8akyuHonpodurakmuka, (4), 74—79.

Apeu, FO.W. (2020). VIHmepnpemayug pesyrbmamos ummyHozpammpl. fomens: 'Y «PHIL, PMn3Y.

Andrews, N., Tischer, A., Siedler, A., Pebody, R. G., Barbara, C,, Cotter, S,, ... Criskevicius, A. (2008).
Towards elimination: measles susceptibility in Australia and 17 European countries. Bulletin
of the World Health Organization, 86(3),197—204. https://doi.org/10.2471/blt.07.041129

deSwart,R. L, Yiksel,S., Osterhaus, A. D. (2005). Relative contributions of measles virus hemagglutinin-
and fusion protein-specific serum antibodies to virus neutralization. Journal of Virology, 79(17),
11547-11551. https://doi.org/10.1128/jvi.791711547-11551.2005

Farina, S., Maio, A., Gualano, M. R., Ricciardi, W., Villani, L. (2024). Childhood mandatory vaccinations:
Current situation in European countries and changes occurred from 2014 to 2024. Vaccines,
12(11),1296. https://doi.org/10.3390/vaccines12111296

Haviari, S., Bénet, T., Saadatian-Elahi, M., André, P, Loulergue, P, Vanhems, P. (2015). Vaccination
of healthcare workers: A review. Human vaccines & immunotherapeutics, 11(11), 2522—2537.
https://doi.org/101080/21645515.20151082014

Hughes, L.E., Whitehead, R.H. (1976). The Assessment of Immune Status. In: Castro,].E. (ed.). Immunology
for Surgeons (pp. 90—134). Springer, Dordrecht. https://doi.org/101007/978-94-011-7173-1_4

Hussain, S. (2019). Immunization and Vaccination. In: Huremovi¢, D. (ed.). Psychiatry of Pandemics (pp.
153-177). Springer, Cham. https://doi.org/10.1007/978-3-030-15346-5_13

Kaufmann, S.H. (2019). Immunology’s coming of age. Frontiers in Immunology, 10, 684. https://doi.
0rg/10.3389/fimmu.2019.00684

Kelleher, K. (2017, July 17). Achieving the Sustainable Development Goals: six reasons why immunisation
matters. Gavi. Available at: https://www.gavi.org/vaccineswork/achieving-the-sustainable-
development-goals-six-reasons-why-immunisation-matters

Nafea, A.M., Wang, Y, Wang, D., Salama, A.M., Aziz, M.A,, Xu, S., Tong, Y. (2024). Application of next-
generation sequencing to identify different pathogens. Frontiers in Microbiology, 14, 1329330.
https://doi.org/10.3389/fmicb.20231329330

Nusbaum, N.J. (1991). HIV Antibody Status and Employment Discrimination: 1991 Update. JAIDS Journal
of Acquired Immune Deficiency Syndromes, 4(10),927—929. Availableat: https://journals.lww.com/
jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx

Orenstein, W.A., Offit, PA., Edwards, K.M., Plotkin, S.A. (2021). Plotkin's Vaccines. Elsevier Health Sciences.
https://doi.org/101016/C2019-0-00240-3

Lex Genetica. 2025. Volume 4, No. 3.31-53

| 50 |


https://www.forbes.ru/biznes/360625-ekonomika-privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody
https://www.forbes.ru/biznes/360625-ekonomika-privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody
https://doi.
org/10.3389/fimmu.2019.00684
https://doi.
org/10.3389/fimmu.2019.00684
https://www.gavi.org/vaccineswork/achieving-the-sustainable-development-goals-six-reasons-why-immunisation-matters
https://www.gavi.org/vaccineswork/achieving-the-sustainable-development-goals-six-reasons-why-immunisation-matters
https://journals.lww.com/jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx
https://journals.lww.com/jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx

Svetlana V. Voronkova
Public law regulation of personalized immunoprophylaxis

Plans-Rubid, P. (2012). The vaccination coverage required to establish herd immunity against influenza
viruses. Preventive Medicine, 55(1), 72—77. https://doi.org/10.1016/j.ypmed.2012.02.015

Salmon, D.A., Teret, S.P., Macintyre, C.R,, Salisbury, D., Burgess, M.A., Halsey, N.A. (2006). Compulsory
vaccination and conscientious or philosophical exemptions: past, present, and future.
The Lancet, 367(9508), 436—442. https://doi.org/101016/S0140-6736(06)68144-0

Semenza, ].C., Sewe, M.O,, Lindgren, E., Brusin, S., Aaslav, K.K., Mollet, T., Rocklév, J. (2019). Systemic
resilience to cross-border infectious disease threat events in Europe. Transboundary
and Emerging Diseases, 66(5), 1855—1863. https://doi.org/101111/tbed 13211

Wang, T.L.,Jing, L, Bocchini]r,].A. (2017). Mandatory influenza vaccination forall healthcare personnel:
a review on justification, implementation and effectiveness. Current Opinion in Pediatrics,
29(5), 606—615. https://doi.org/10.1097/MOP.0000000000000527

Zimmermann, P., Curtis, N. (2019). Factors that influence the immune response to vaccination. Clinical
Microbiology Reviews, 32(2), e00084-18. https://doi.org/10.1128/CMR.00084-18

REFERENCES

Andrews, N, Tischer, A, Siedler, A, Pebody, R.C., Barbara, C,, Cotter, S., ... Griskevicius, A. (2008). Towards
elimination: measles susceptibility in Australia and 17 European countries. Bulletin of the World
Health Organization, 86(3),197-204. https://doi.org/10.2471/blt.07.041129

Berg, LN. (2023). Personalized Medicine: the Organizational and Legal Framework of the Medicine
of the Future. Lex Genetica, 2(1), 7-23. (In Russ.). https://doi.org/10.17803/lexgen-2023-2-1-7-23

Briko, N.I, Onishchenko, C.G., Pokrovsky, V.I. (2018). Handbook of epidemiology of infectious diseases (in 2 vol-
umes). Moscow: Meditsinskoe informatsionnoe agentstvo Publ. (In Russ.).

Chernyaeva, E.N., Morozov, K., Matsvay, A.D., Guskova, M.S., Nekrasov, AY., Stetsenko, |.F, Nosova, A.O,
Kurskaya, O.C., Shestopalov, A.M., Shipulin, C.A. (2024). Molecular and genetic characteris-
tics from phylogenetic analysis of Russian and foreign variants of measles virus 2020-2024.
Extreme Medicine, 26(3), 40-51. (In Russ.). https://doi.org/10.47183/mes.2024-26-3-40-50

de Swart, R.L., Yiksel, S., Osterhaus, A.D. (2005). Relative contributions of measles virus hemagglutinin-and
fusion protein-specific serum antibodies to virus neutralization. Journal of Virology, 79(17), 11547—
11551. https://doi.org/101128/jvi.791711547-11551.2005

Drapkina, O.M,, Briko, N.I, Kostinov, M.P,, Feldblyum, 1V, Alyeva, M.Kh., Andreeva N.P, ... Shepel, R.N.
(2020). Immunization of adults. Methodological recommendations. Moscow: Federal State Budget-
ary Institution “NMITs TPM” of the Ministry of Health of Russia. (In Russ.).

Farina, S., Maio, A, Gualano, M. R, Ricciardi, W., Villani, L. (2024). Childhood mandatory vaccinations: Cur-
rent situation in European countries and changes occurred from 2014 to 2024. Vaccines, 12(11),
1296. https://doi.org/10.3390/vaccines12111296

Fedorov, A.M,, Tatochenko, V.K., Wundtsettel, N.N_, Aleksina, S.G. (2004). Post-vaccination complications.
Children Infections, (2),17—-20. (In Russ.).

Haviari, S, Bénet, T, Saadatian-Elahi, M., André, P, Loulergue, P, Vanhems, P. (2015). Vaccination
of healthcare workers: A review. Human Vaccines & Immunotherapeutics, 11(11), 2522—2537.
https://doi.org/101080/21645515.20151082014

Hughes, LE., Whitehead, R.H. (1976). The Assessment of Immune Status. In: Castro, ].E. (ed.). Immunology
for Surgeons (pp. 90—134). Springer, Dordrecht. https://doi.org/101007/978-94-011-7173-1_4

Hussain, S. (2019). Immunization and Vaccination. In: Huremovi¢, D. (ed.). Psychiatry of Pandemics (pp. 153—
177). Springer, Cham. https://doi.org/10.1007/978-3-030-15346-5_13

Kaufmann,S.H.(2019).Immunology’scomingofage. Frontiersin Immunology,10,684. https://doi.org/10.3389/
fimmu.2019.00684

Kelleher, K. (2017, July 17). Achieving the Sustainable Development Goals: six reasons why immunisation
matters. Gavi. Available at: https://www.gavi.org/vaccineswork/achieving-the-sustainable-
development-goals-six-reasons-why-immunisation-matters.

Lex Genetica. 2025. Volume 4, No. 3. 31-53

| 51|


https://doi.org/10.3389/fimmu.2019.00684
http://fimmu.2019.00684

CeetnaHa B. BopoHkoBa
My6114YHO-NpaBOBOE peryiMpoBaHue NepCoOHANN3UPOBAHHON UMMYHONPOGUAAKTUKM

Khristenko, V. (2018, April 25). The Economy of Vaccinations. How Vaccinations Help Governments Cut
Costs. Forbes. (In Russ). Available at: https://www.forbes.ru/biznes/360625-ekonomika-
privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody

Lakhgain B., Voronkova SV., Choybekova, K.M. (2018). Reducing the risks of infectious diseases in workers
of different professions: the concepts of Europe and Asia. Sanitary Doctor, (1), 39—46. (In Russ.).

Latysheva, TV, Latysheva, EA., Setdikova, N. Kh, Kostinova, A.M. (2020). Is it necessary
to vaccinate immunodeficiency patients against influenza? Therapy, 6(2), 82—87. (In Russ).
https://doi.org/1018565/therapy.2020.2.82-87

Martynova, AV, Li, MV, Alenitskaya, M.V. (2023). Modern approaches to assessing the effectiveness of medical
organizations. Vladivostok: Publishing House of the Far Eastern Federal University. (In Russ.).

Maslennikova, N.P. (2021). Optimization of organizational and methodological foundations of immunoprophylax-
is in the Russian Federation. [Dissertation, .M. Sechenov First Moscow State Medical University].
Moscow. (In Russ.).

Medunitsyn, N.V., Mironov, A.N. (2012). Vaccines. New methods to improve the effectiveness and safety
of vaccination. Problems of Virology, (S1), 43—51. (In Russ.).

Nafea, AM, Wang, Y., Wang, D, Salama, A.M., Aziz, M.A, Xu, S., Tong, Y. (2024). Application of next-gen-
eration sequencing to identify different pathogens. Frontiers in microbiology, 14, 1329330.
https://doi.org/10.3389/fmicb.20231329330

Nusbaum, N. J. (1991). HIV Antibody Status and Employment Discrimination: 1991 Update. JAIDS Journal
of Acquired Immune Deficiency Syndromes, 4(10), 927-929. Available at: https://journals.lww.com/
jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx

Orenstein, W.A., Offit, PA., Edwards, K.M., Plotkin, S.A. (2022). Plotkin's Vaccines. Elsevier Health Sciences.
https://doi.org/101016/C2019-0-00240-3

Plans-Rubi6, P. (2012). The vaccination coverage required to establish herd immunity against influenza vi-
ruses. Preventive Medicine, 55(1), 72—77. https://doi.org/101016/j.ypmed.2012.02.015

Rudakova AV, Kharit, S.M., Lobzin, Yu.V. (2019). Vaccination against Pneumococcal Infections of High-Risk
People: Pharmacoeconomic Aspects. Epidemiology and Vaccinal Prevention, 18(6), 39—44. (In Russ.).
https://doi.org/10.31631/2073-3046-2019-18-6-39-44

Salmon, D.A, Teret, S.P, MacIntyre, C.R,, Salisbury, D., Burgess, M.A., Halsey, N.A. (2006). Compulsory vac
cination and conscientious or philosophical exemptions: past, present, and future. The Lancet,
367(9508), 436—442. https://doi.org/10.1016/S0140-6736(06)68144-0

Semenza, ].C,, Sewe, M.O,, Lindgren, E., Brusin, S., Aaslav, K.K., Mollet, T, Rockldv, J. (2019). Systemic resil-
ience to cross-border infectious disease threat events in Europe. Transboundary and Emerging Dis-
eases, 66(5), 1855—1863. https://doi.org/101111/tbed 13211

Shakhanina, I.L, Jasinsky A.A. (2010). The concept of determining the economic efficiency of vaccination
prophylaxis. Epidemiology and Vaccinal Prevention, 4(53), 74—79. (In Russ.).

Svetlichnaya, SV, Elagina, L.A., Popovich, L.D. (2023). Evaluation of the potential economic effects in the in-
creased vaccination against meningococcal infection based on real epidemiological data. Re-
al-World Data & Evidence, 3(2), 31—41. (In Russ.). https://doi.org/10.37489/2782-3784-myrwd-34

Voronkova, SV. (2021). The Role of Administrative Procedures in the System of State Regulation of Vacci-
nology in the Context of the COVID-19 Pandemic. In: Amendments to the Constitution of the Russian
Federation and the Tasks of Legal Science. Proceedings of the conferences within the framework of the X
Moscow Legal Week: XVIII International Scientific and Practical Conference (Kutafin Readings) of the Ku-
tafin Moscow State Law University (MSAL), XXI Annual International Scientific and Practical Conference
of the Law Faculty of the Lomonosov Moscow State University (MSU). (Part 5). Moscow: RG-Press Publ.
(InRuss.).

Wang, T.L, Jing, L., BocchiniJr, J.A. (2017). Mandatory influenza vaccination for all healthcare personnel:
a review on justification, implementation and effectiveness. Current Opinion in Pediatrics, 29(5),
606—615. https://doi.org/10.1097/MOP.0000000000000527

Lex Genetica. 2025. Volume 4, No. 3.31-53

| 52 |


https://www.forbes.ru/biznes/360625-ekonomika-privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody
https://www.forbes.ru/biznes/360625-ekonomika-privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody
https://www.forbes.ru/biznes/360625-ekonomika-privivok-kak-vakcinaciya-pomogaet-gosudarstvam-sokrashchat-rashody
https://journals.lww.com/jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx
https://journals.lww.com/jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx
https://journals.lww.com/jaids/citation/1991/10000/hiv_antibody_status_and_employment_discrimination_.1.aspx

Svetlana V. Voronkova
Public law regulation of personalized immunoprophylaxis

Yarets, Yu.l. (2020). Interpretation of immunogram results. Comel: State Institution “Republican Scientificand
Practical Center for Radiology and Epidemiology of the Russian Federation”. (In Russ.).
Zimmermann, P, Curtis, N. (2019). Factors that influence the immune response to vaccination. Clinical mi-

crobiology reviews, 32(2), e€00084-18. https://doi.org/101128/CMR.00084-18

MHOOPMALINA Ob ABTOPE:

CeemiaHa B. BopoHKOBa, kaHAMAAT OPUANMYECKMX HAYK, MarncTp 06LLECTBEHHOrO 34paBo-
oxpaHeHus, uneH O6LIecTBa TMIMEHWUCTOB, TOKCMKOMOMOB U CaHWTapHbIX Bpauei, MbITuLiy,
Poccuitickas ®@eaepauns; Accoumaumns Bpayeir U cneumanncToB MeauUMHbl Tpyaa, Mockea,
Poccuitickas Penepaums; cTaplinii HayUYHbl COTPYAHUK GeaepanbHOro rocyaapcTBEHHOrO YHM-
TapHoro npeanpuatusg «HayuHo-uccnenoBaTenbCkUin MHCTUTYT NPOMBbILIAEHHOR M MOPCKOM
meaunumHel PegepanbHoro meanko-buonornyeckoro areHtctea» (Gryrn HAM MMM OMBA
Poccun), CankT-MNeTepbypr, Poccuiickas Gegepatims.

ORCID: https://orcid.org/0000-0001-9586-3463

INFORMATION ABOUT THE AUTHOR:

Svetlana V. Voronkova, Candidate of Science (Law), Master of Public Health, Society
of Hygienists, Toxicologists, and Sanitary Doctors, Mytishchi, Russian Federation; Association
of Physicians and Specialists of Occupational Medicine, Moscow, Russian Federation; Senior
Researcher at the Research Institute of Industrial and Maritime Medicine of the Federal Medi-
cal and Biological Agency, St. Petersburg, Russian Federation.

ORCID: https://orcid.org/0000-0001-9586-3463

Lex Genetica. 2025. Volume 4, No. 3. 31-53

| 53|



Lex Genetica: Comparative Legal Analysis
Lex Genetica: cpaBHUTENbHO-NPABOBbIE UCCEA0BAHNSA

https://doi.org/1017803/lexgen-2025-4-3-54-72

Original article / OpurnHanbHas ctatba M) Check for updates

Constitutional and Legal Framework for the Use
of CRISPR-Cas9 Technologies: China’s Experience

Natalia V. Dorodonova™, Olga S. Rybakova
Kutafin Moscow State Law University (MSAL), Moscow, Russian Federation

Abstract

Objective To examine the evolution of the legal regulation of basic and preclinical
human genome editing research in the People’s Republic of China from 1990 to 2025.
Human genome editing is one of the most legally and ethically controversial areas
of modern biomedicine. The experience of legal regulation in the field of CRISPR/
Cas9 technologies in the People's Republic of China (PRC) is analyzed. Here, the evo-
lution of these technologies has been accompanied by the formation of a national
regulatory framework aimed at ensuring a balance between scientific progress and
bioethical restrictions.

Methodology Ceneral and specific scientific methods were used, including legal
analysis and synthesis, along with the methods of systems, logical-structural and
historical-legal analysis.

Results The activities of China’s state bodies (National Health Commission (NHC),
Ministry of Science and Technology (MoST), National Ethics Committee for Science
and Technology (NECST) in the field of public health policy were analyzed. These
bodies ensure the development and application of genome editing technologies,
the ethical management of scientificand technological research in this area, includ-
ing human genome editing. The evolution of China’s national legislation in the field
of application of human genome editing technologies was analyzed, including laws,
regulations, ethical standards, procedural protocols governing research on genetic
modifications using human gametes, embryos and germ cells. The trend toward
tightening the legal regime for genome editing in the period from 2018 to the pres-
ent was noted, which was caused by both the rapid development of technologies
(CRISPR-Cas9, base editing) and the He Jiankui case. The new version of the “Mea-
sures for Ethical Review of Life Sciences and Medical Research Involving Human Be-
ings” (2023), “Trial Measures for Scientific and Technological Ethics Review” (2023),

“Ethical Guidelines for Human Genome Editing” (2024) were analyzed. These docu-

ments reflect strengthening requirements for the content of ethical review based
on respect for human rights. Legislative innovations that provide for criminal liabili-
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ty forillegal implantation of genetic engineering, embryo cloning, illegal collection
and smuggling of human genetic resources were outlined.

Conclusions Research in the field of human gene editing should be based on un-
derstanding the ethical and legal aspects of clinical practice and the development
of adequate mechanisms for regulatory control. The rapid development of ge-
netic engineering technologies determines the need for scientific understanding
of the legal regulation of relations arising in connection with the use of CRIS-
PR-Cas9 technologies, primarily from the standpoint of respect for human rights,
the limits of intervention in the genome, and determining the legal status of ge-
nomic and genetic information. In accordance with the principle of using scientific
progress for the benefit of society, a balanced assessment of the interaction of inno-
vations and risks in human genome editing is extremely important.

Keywords: CRISPR-Cas9 technologies, human genome editing, genetic materials, biomedical sector,
People’s Republic of China
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KoHCcTUTYyuMOHHO-NpaBoBas 6a3a Mcnoab3oBaHU
TexHonoruum CRISPR-Cas9: onbiT Kutas

Haranus B. lopogoHosa™, Onbra C. Poi6akoBa
YHuepcutet umenu O.E. KytaduHa (MIHOA), Mocksa, Poccuiickas @epepauns

AHHOTaLuA

Lieab: Llenbto faHHOM CTaTby SBASETCS PACCMOTPEHWE IBOMIOLMM NPABOBOTO Peryin-
poBaHus GyHAAMEHTANbHbIX 1 AOKNNHUYECKMX NCCNEA0BAHMIA NO pefaKTVPOBaHNIO
reHoma Yenoseka B Kutaickoin HapoaHoi Pecny6avike ¢ 1990 no 2025 1. Pepaktnpo-
BaHWe reHoma uyenoBeka SBASETCS OAHUM U3 Hanboee COXKHbIX B MPABOBOM U 3TU-
UeCKOM OTHOLIEHMW HanpaBieHUil COBPEMEHHON BuomeanumHbl. B ctaTbe npea-
CTaB/leH aHanW3 onbiTa NPaBOBOrO PEryIMPOBAHWS MCMOAb30BAHWS TEXHONOMMIA
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CRISPR/Cas9 8 Kuraiickon HapogHoi Pecny6avke (KHP), rae 3t TexHonorum
NpoWAN ONpeAeneHHbl 3Tan 3BOMOLMOHHOIO Pas3BMTUS, COMPOBOXAABLUIMICA
GOPMUPOBAHMEM HALIMOHANLHOW HOPMATUBHOW MPaBOBOW 6a3bl, HanpasAeHHON
Ha obecnevermne HanaHca Mexay HayuHbIM NPOrpeccom 1 BUOSTUUECKMMI OTPaHN-
YEHUIMN.

Memodoaoeus: B nccnefoBaHnu MCnonb3oBaHbl 06LLEHAYUYHbIE U CNeLMabHble KO-
HUTUBHbIE METOAbI, BKIOYAIOLLME MPABOBOW aHaN3 1 CUHTE3, CUCTEMHBIN, CPaBHU-
TebHO-NPABOBOM, NOTMYECKUI N UCTOPUKO-MPaBOBOM METOAbI.

Pesyabmampi: B nccnegoBaHuy npoaHanM3npoBaHa AeSTeNbHOCTb K/KOUYEBbIX 0-
CyAapCTBeHHbIX opraHoB (HauuoHanbHas komuccus no 3apaooxpaHenuto (NHC),
MuHuncTepcTBO Haykn v TexHonormin (MoST), HaumoHanbHblA 3TUYECKUIA KOMUTET
no Hayke u TexHonormam (NECST)), obecneumsatouinmx CUCTEMHbIA MOAXOL K pea-
AN3AUMN TOCYAAPCTBEHHOM MOAUTUKM B 0BMACTK 3[paBOOXpaHeHms, paspaboTke
1 NPUMEHEHMIO TEXHONOTWIA PEAAKTUPOBAHWSA FEHOMA, PA3BUTUIO HAYKM B 3TOM 06-
NaCTU, STUYECKOMY YMPABAEHMIO HAYUYHbIMU 1 TEXHONOTUYECKUMM UCCNEA0BAHNSIMM,
BK/IOYAS pefaKkTUpoBaHMe reHoma uesnoseka. B paboTe npeacrtasieH AeTasbHbii
aHa M3 3BOMOLMN HALMOHANBHOIO 3akoHoaaTenbcTea Kurtanckon HapoaHon Pe-
cnybnnkn B 061aCTU NPUMEHEHUS TEXHONOMMIA PeaaKTUPOBaHUS reHoma Yenose-
Ka: 3aKOHOB, HOPMATUBHbIX aKTOB, 3TUYECKUX CTAHAAPTOB, MPOLLECCYyabHbIX MPo-
TOKOJIOB, PErNameHTUPYIOLLMX UCCNEef0BAHUS MO TEHETUYECKUM MOAUBUKALMAM
C CMONb30BAHMEM YENOBEYECKMX FAMET, SMOPUOHOB 1 NOMOBbIX KNETOK. ABTOpamMMu
BbISIB/IEHA TEHAEHLMS YXKECTOUEHMS NPaBOBOro pexmnma pefakTUpoBaHus reHoma
B nepunog ¢ 2018 1. N0 HaCTosLLEE BPEMS, UTO BbI3BAHO KaK CTPEMUTENIbHBIM Pa3BU-
Tem TexHonoruit (CRISPR-Cas9), Tak n aenom X3 LI3aHbKys. AHanu3 Takux [JOKy-
MEHTOB, Kak «Mepbl 3TUUECKO 3KCNEePTU3bl NCCEA0BAHNIA B 061ACTN ECTECTBEHHbIX
HayK U MeAMLMHBI C yuacTnem mogein» (2023), «[1pobHble MEpPbI STUUYECKON 3KCnep-
TV3bl HAYYHOW U TEXHONOTMYECKOW AesTeNbHOCTU» (2023), «ITUYECKME NMPUHLMMbI
pefaKkTMpoBaHus reHoma yenoseka» (2024), noavepkuBaeTt BaXKHOCTb TpeboBaHU
K COZePXKAHWMI0 3TUYECKO SKCMEPTH3bl, OCHOBAHHO Ha COBI0AEH N NPAB Ye0BeKa.
B cTaTbe aHanM3MpyoTcs 3akoHOAATeIbHble HOBOBBEAEHNS, NpeayCcMaTpuBatoLme
YTONOBHYIO OTBETCTBEHHOCTb 3a HE3aKOHHYID MMMAAHTALUMIO TEHHO-MHXEHEPHbIX
TEXHO/OIWA, KNOHWPOBaHME SMOPUOHOB, HE3AKOHHBIV COOP U KOHTpabaHay reHeTun-
YeCKMX peCypCcoB YenoBeKa.

Bbigodbi: iccnenosarus B 061aCTu peaakTvpoBaHNs reHOB YeoBeKa AOMKHbI OCHO-
BbIBATbCS HA MOHMMAHUW STUYECKMX W NMPABOBbIX ACMEKTOB KANHUYECKON NPaKTUKN
1 pa3paboTke afeKBaTHbIX MEXAHN3MOB HOPMATUBHOTO KOHTPOAs. CTpemuTensHoe
PA3BUTUE TEHHO-NHXEHEPHbIX TEXHOMOMMI 0BYCI0BANBAET HEOOXOANMOCTL Hayy-
HOrO OCMbIC/IEHNS MPABOBOrO PErynpoBaHNS OTHOWEHWI, BO3HUKAOWMX B CBS3N
C nucnonb3oBaHnem TexHonoruin CRISPR-Cas9, npexae Bcero ¢ nosvuuin cobaoae-
HW4 NpaB YenoBeka, NpeienoB BMeLIaTeNbCTBA B FeHOM 1 ONpefeneHns npaBoBoro
cTartyca reHOMHOW 1 reHeTn4eckoi nHdopmaummn. B cOOTBETCTBMM C LLEeNbO NCNOb-
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30BaHNA Hay4HOro nporpecca Ha 61aro obLecTBa UpesBbluaiHO BaxHa cbanaHcn-
pOBaHHas OLEHKa B3aWMOAEMCTBIA WHHOBALMA W PUCKOB MPW PeAaKTUPOBaAHMUM

reHoma venoBeka.
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Introduction
The advancement of human genome editing
technologies has led to significant chang-
es in the global biomedical sector. Modern
gene editing methods continue to develop
intensively, resulting in the emergence of nu-
merous innovations. At present, humanity
has entered the epicenter of an anthropolog-
ical revolution, which raises concern among
researchers regarding the necessity of legal
regulation in the sphere of genome editing
technologies from the standpoint of human
right protection (Vasilievetal., 2022).
Numerous genetic engineering tech-
nologies have become widespread to date,
including the use of zinc finger nucleases
(ZFNs), nucleases with transcription acti-
vator-like effectors (TALENS), and systems
based on clustered regularly interspaced
short palindromic repeats (CRISPR). This field
is currently undergoing a phase of rapid de-
velopment and adoption, with CRISPR-relat-
ed technologies predominating. According
to Russian scholars, the scope of CRISPR/
Cas9 and related GRGs technologies contin-
ues to expand exponentially. These innova-

tions are currently used to create genetically
modified microorganisms, plants and ani-
mals. In addition, they significantly extend
the capabilities of experimental methods for
studying the genetic foundations of life and
form the basis for developing revolutionary
approaches to the treatment and prevention
of previously incurable diseases (Karagyaur
et al., 2019). CRISPR/Cas technology has be-
come an indispensable tool in both funda-
mental and applied research (Liu et al, 2022;
Bharathkumaretal., 2022).

Human genome editing can be distin-
guished into two main types, namely (1) so-
matic genome editing and (2) germline
genome editing, with each serving the key
functions of therapeutic intervention, dis-
ease prevention, and genetic enhancement
(Huo, 2013). Germline genome editing entails
modifications to the DNA of reproductive
cells, zygotes, or embryos. Such alterations
are heritable, with potential implications for
the human gene pool and broader biosafe-
ty concerns. Despite significant scientific
progress and technological breakthroughs,
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this field remains fraught with legal, safety,
and ethical challenges. Russian constitu-
tional scholars draw attention to the need
of achieving a balance between the rapid
introduction of telemedicine technologies
and the prevention of unjustified restrictions
(deprivations) of individual rights, includ-
ing the right for human dignity (Kostenkov,
Komarova, 2024), as well as the importance
of observing ethical standards (Siluyanova,
2021), the transformation of the relationship
between private and public interests (Ro-
manovskiy, 2025), the need for legal consol-
idation of the genomic and the genetic infor-
mation legal status (Kubyshkin et al., 2025).
The research in the field of human gene
editing should be grounded upon a clear un-
derstanding of the ethical and legal aspects
of clinical practice and the development
of adequate mechanisms of regulatory con-
trol. A responsible approach to gene editing
research and application is imperative, with
ethical considerations taking precedence
to ensure that technological advancements
would yield beneficial outcomes (Chen et al.,
2018). Additionally, careful differentiation
among various ethical dilemmas is crucial
to facilitate the sustainable development
and responsible implementation of these
technologies. In alignmentwith the objective
of harnessing scientific progress for societal
benefit, a balanced evaluation of the inter-
play between innovation and risk in human
genome editing is essential. This entails
weighing technical risks against clinical ben-
efits while emphasizing proactive risk miti-
gation strategies (Garden, Winickoff, 2019).
In this regard, the experience of legal regula-
tion of the use of CRISPR/Cas9 technologies

in the People’s Republic of China (PRC) might
be of interest.

In the People’s Republic of China, the de-
velopment of human gene editing has been
accompanied by creation of a regulatory
framework aimed at balancing scientific pro-
gress and bioethical constraints. The consti-
tutional framework provides the foundation-
al basis for regulating biomedical research
and human genome editing through several
key provisions. Article 21 of the Constitution
of the People’s Republic of China (1982) de-
clares that “the State develops medical and
health services, promotes modern medicine
and traditional Chinese medicine, encour-
ages and supports the setting up of various
medical and health facilities by the rural eco-
nomic collectives, state enterprises and in-
stitutions and neighborhood organizations,
and promotes health and sanitation activi-
ties of a mass character, all for the protection
of the people’s health. The State develops
physical culture and promotes mass sports
activities to improve the people’s physical
fitness™. This constitutional mandate serves
as an overarching legal foundation for state
involvement in regulating medical research
and biotechnology.

The constitutional framework functions
within a people-centered paradigm as char-
acterized by Chinese scholars, wherein public
health and safety are of paramount impor-
tance along with the facilitation of techno-
logical progress (Xue, Shang, 2022). This con-
stitutional doctrine serves as the foundation
for China’s precautionary stance on biotech-
nology governance, asserting that scientific
and technological uncertainties should not
preclude the implementation of preventive

" Ministry of Science and Technology (MoST) of the People’s Republic of China. Available at: https://en. most. gov.cn/
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measures to mitigate potential harm (Cao,
2021). In addition, the integration of nation-
al security considerations into the Consti-
tution is becoming increasingly prominent.
The Constitution of the People’s Republic
of China (1982) includes biosafety and biose-
curity as the components of national security.
The constitutional recognition of biosafety as
a matter of national security establishes a le-
gal foundation for comprehensive regulatory
governance over research involving human
genome editing (Cao, 2021).

Methods

In this research, we used general and specific
scientific methods of cognition. The general
scientific methods involved analysis and syn-
thesis when working with legal acts, academ-
ic literature, and documents. The analytical
method was used to study the content of ge-
nome editing technologies in the scientific le-
gal doctrine, to formulate tasks that require
legal regulation in the domestic practice
of using genomic technologies. The synthesis
method was used to identify the main trends
in the development of Chinese legislation
in the field of genome editing. The systems
approach was used to establish the structure
of government agencies and their interaction
in the implementation of state health policy
on the development and editing of human
genome. Llogical and structural methods
were instrumental in identifying specific fea-

tures in the implementation of the powers
of Chinese government agencies in the topic
under study. The historical and legal research
method allowed us to identify the main stag-
es in the formation of China's national legisla-
tion from the 1990s up to the present.

Results

Legal regulation of the activities of state
bodies in the field of human genome
editingin China

The governance of human genome editing
is implemented through a multi-ministerial
coordination system including several gov-
ernmental authorities. The National Health
Commission (NHC)? and the Ministry of Sci-
ence and Technology (MoST)® play key, al-
though different, roles in regulating both hu-
man genome editing policy and health and
science policy.

The MoST is the main governmental au-
thority which is responsible for the research
policy, technological innovation, and eth-
ical governance in the field of genome ed-
iting. It is responsible for the development
of scientific and ethical guidelines for ge-
nome editing research, the implementation
of regulatory standards, and the supervision
of human genetic resource usage during sci-
entific research. The MoST formulates and
implements a legal framework governing
research ethics, facilitates inter-ministerial
coordination in the field of genome editing

2 The State Council has issued the Decision of the State Council on Amending and Repealing Part of the Ad-
ministrative Regulations (State Order No. 777), which transferred the management authority of human
genetic resources from the Ministry of Science and Technology (MoST) to the National Health Commis-
sion (NHC), among other adjustments. The change took effect on May 1, 2024.

Decision of the State Council on Amending and Repealing Certain Administrative Regulations. (2024). Available at:
https://www.gov.cn/zhengce/content/202403/content_6939590.htm. (In Chinese).

® National Ethics Committee for Science and Technology (NECST). Available at: https://www.nsfc.gov.cn/

€sc/20340/20289/64938/index.html
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and biotechnology. It grants administrative
approvals for research with human genetic
material and ensuring compliance with pre-
scribed protocols. The MoST is responsible
for the national ethical standards and im-
plementation of the institutional research
procedures, ensuring the inter-institutional
coordination, issuing administrative licenses
for research with human genetic material,
monitoring compliance with prescribed pro-
cedural guidelines.

At the international level, the MoST pro-
motes scientific cooperation within defined
regulatory boundaries while controlling for-
eign access to human genetic resources in Chi-
na to ensure national biosafety and research
sovereignty. The MoST acts as the central
regulatory body, balancing scientific progress
with ethical and legal safeguards in the field
of genome editing, while involving both
domestic stakeholders and global partners
in a structured governance system.

In March 2023, the National Legislative
Assembly announced plans to transfer con-
trol of human genetic material to the Na-
tional Health Commission (NHC). It meant
the shift of policy towards public health
in the management of human genetic re-
sources. The MoST terminated the activity
of one of its institutions, the Genetic Re-
sources Authority, which had functioned
for 25 vyears, and transferred all powers
in the field of human genetic resources
to the National Health Commission (NHC)*.

The NHC has become the main governmen-
tal authority that is responsible for develop-
ing and implementing health legislation and
policies to ensure compliance with national

and international biomedical standards. It
oversees health-care facilities and clinical
practice, providing rigorous oversight to pre-
vent ethical and safety violations. In addition,
the NHC plays a key role in the management
of public health and disease control, reinforc-
ing its central position in China’s healthcare
system. One of its key functions is to admin-
ister the ethical review processes for biomed-
ical research involving human participants,
in particular, in genome editing and clinical
trials. By upholding safety and ethical stand-
ards, the NHC ensures that the experimental
treatments meet the medical and bioethi-
cal standards, protecting patient and public
safety. Beyond regulatory functions, the NHC
coordinates national healthcare services, in-
cluding mental health programs, pediatric
care, and public hospital reforms, striving for
equitable access to medical services. It also
implements public health campaigns aimed
at improving population-wide well-being,
with a focus on mental health awareness and
child healthcare development.

Being China’s leading health regulato-
ry authority, the NHC balances domestic
healthcare governance with global health
engagement, ensuring that advancements
in genome editing and biomedicine proceed
within the framework of safety, ethics, and
public accountability through transparent
regulatory processes. Its multifaceted role
underscores its importance in both national
health policy and international biomedical
discourse.

In 2019, China adopted the “Plan for the Es-
tablishment of the National Ethics Commit-
tee for Science and Technology” In 2021,

* Central Science and Technology Commission (CSTC). Available at: https://baike baidu com/item/%E4%B38%AD%ES
%A4%AESET%AT%INY%EEY%8AY%B0%ES%AT%I4%ES%91%98%E4%BC %A /62748355. (In Chinese).
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the MoST officially established the National
Ethics Committee for Science and Technolo-
gy (NECST)®, which is responsible for three ar-
eas — artificial intelligence, life sciences, and
medicine (Sun, 2025). It serves as the central
authority for ethical governance of science
and technology research, including human
genome editing, artificial intelligence, and
other emerging fields. The National Science
and Technology Ethics Committee (NSTEC) is
the cornerstone of China’s system of ethical
governance of new technologies, including
human genome editing. The NSTEC func
tions as an integral component of China’s
centralized science and technology govern-
ance system. It operates under the MoST su-
pervision and reports to higher authorities,
such as the Central Science and Technology
Commission (CSTC)®. This structure reflects
a strategic approach to aligning scientific in-
novation with national priorities and societal
responsibility, ensuring that technological
progress adheres to ethical and regulatory
standards. It fulfills the main function of en-
suring scientific progress within an ethical
framework that protects the public welfare.
The NSTEC drafts ethical principles for high-
risk research areas, such as genome editing
and artificial intelligence; supervises the ac-
tivity of institutional ethical review boards,
supports researchers and institutions in con-
ducting comprehensive ethical risk assess-
ments; provides permanent supervision over

research during its lifecycle, which includes
handling complaints, conducting audits, and
coordinating with governmental authorities,
particularly in areas where research involves
national security and state secrets.

Evolution of China’s national legislation

on the application of human genome
editing technologies

The legal framework of China consists of mul-
tiple regulations. The laws are promulgated
by the National People’s Congress of the Peo-
ple’s Republic of China and are binding upon
the responsible governmental authorities’.
The regulations are formulated through
inter-ministerial collaboration, ratified by
the State Council of the People’s Republic
of China, and are legally valid®. The ministe-
rial guidelines control the institutional and
research conduct and may be issued as ethi-
cal principles or administrative measures. Ac
cording to Articles 71and 82 of the Legislation
Law of the People’s Republic of China (2000)°,
administrative measures are exerted over
specific research activities or institutional op-
erations. These measures are promulgated
by ministerial or governmental authorities
that are subordinated to the State Council
of the People’s Republic of China and con-
stitute a formal source of legal norms within
the Chinese legal system. The ethical guide-
lines and principles are intended to manage
biotechnological research in accordance with

° National People’s Congress of the People’s Republic of China. Available at: http://www.china.org.cn/
¢ State Council of the People’s Republic of China. Available at: https://english www.gov.cn/
7 Legislation Law of the People’s Republic of China (2020). Available at: https://www.cecc gov/resources/|e-

al-provisions/legislation-law-chinese-and-english-text

# National Health Committee, the Ministry of Science and Technology, and the Chinese Association for Science and

Technology: Response to Gene-edited Babies. Available at: https://www.edu cn/ke_yan

Xin/201811/t20181128_1634933.shtml. (In Chinese).

u_fa_zhan/zui_jin_geng

° Measures on the Management of the Safety of Genetic Engineering. (1993). Available at: https.//www.gov.cn/

zhengce/1993-12/24/content_5711088.htm. (In Chinese).
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social morality and public order. The techni-
cal regulations or standards are implement-
ed to guarantee the safety and effectiveness
of specifictechnologies; they have legal force
when being referred to in laws, regulations,
or administrative measures (Huo, 2013).

Since the 1990s, China’s governmental
authorities have enacted an extensive leg-
islative and policy framework to regulate
the biomedicine and bioscience sector. It
comprises laws, regulations, ethical stand-
ards, and procedural protocols governing
research on genetic modifications involving
human gametes, embryos, and germline
cells. This framework is applicable to both
fundamental and preclinical research, as well
as to potential clinical trials (Ishii, 2015).

The period from 2001 to 2018 was a key
milestone in the development of China’s reg-
ulatory framework for human genome ed-
iting. During that time, Chinese legislation
actively responded to the rapid development
of biotechnology, while attempting to strike
a balance between scientific progress and
ethical and legal constraints.

The period from 2018 to 2025 was marked
by a dramatic tightening of the legal regu-
lation of genome editing. This was caused
both by the rapid development of technolo-
gies (CRISPR-Cas9, base editing) and the He
Jiankui case. Prior to this incident, China had
been a global leader in the field of genome
editing of both human and nonhuman pri-
mates. Some scholars consider that genome
modifications in human or primate somatic
cells raise fewer ethical concerns compared
to interventions in human germline cells or
heritable genetic editing (Zhang et al., 2023).
Today, human gene editing of somatic cells

is extensively used in fundamental, preclin-
ical and clinical trials, particularly in thera-
peutic interventions for malignant, hema-
tologic, endocrine, and immune diseases.
The research involving human germline
genome editing has caused significant con-
troversy and ethical debate. In 2015, a team
led by Huang Junjiu from Sun Yat-sen Univer-
sity edited human triple pronucleus embry-
os in the laboratory for the first time (Liang
et al., 2015). Following Huang’s experiment,
a leading Chinese bioethicist, Professor Qiu
Renzong expressed his viewpoint that hu-
man somatic and germline editing should be
permitted while human heritable genome
editing and genetic enhancement should be
prohibited (Zhangetal,, 2023).

In 2018, the controversial He Jiankui inci-
dent occurred. This researcher genetically
modified the CCRS5 gene to prevent the inher-
itance of HIV from an infected father to his
children. He was widely condemned domes-
tically and globally. In an official statement,
the MoST and the NHC stressed that genet-
ically modifying a human embryo for re-
productive purposes is explicitly prohibited
in China. He Jiankui received widespread
condemnation for severely violating ethical
morality, scientific integrity, and relevant
regulations™. In December 2019, He was ul-
timately convicted of illegal medical prac
tices and sentenced to three years in prison.
He violated Article 336 of the Criminal Law
of the People’s Republic of China, which pro-
hibits unlicensed medical activities (Greely,
2019). China has also realized the importance
of ethical governance in science and has
accelerated legislation in this area. Subse-
quently, the amendments of the Civil Code

19 Regulations on the Safety Management for Biotechnology Research and Development. (2017). Available at:
https://www.most.gov.cn/xxgk/xinxifenlei/fdzdgknr/fgzc/gfxwi/gfxwi2017/201707/t20170725_134231.html. (In Chinese).
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and the Criminal Law of the People’s Republic
of China prohibit the implantation of genet-
ically edited human embryos into humans
or animals. Overall, the Chinese legislators
responded quickly to the He Jiankui incident,
by issuing new laws and regulations, or revis-
ing the existing ones. Violations related to hu-
man genome editing were often included
in low-level administrative regulations, and
the He Jiankui incident promoted the inclu-
sion of such violations in laws (Xiaofu, 2027).

China’s regulatory legal acts in the sphere
of human genome editing

In China, human genome editing is reg-
ulated by four main groups of regulations.
The first group is aimed at ensuring biosafety.
In the early 1990s, China did not have spe-
cialized legislation in the field of genetic re-
search, although general principles of regula-
tion of medical and biological activities were
enshrined in a number of administrative reg-
ulations (Huo, 2013). As early as 1993, China
issued the “Measures on the Management
of the Safety of Genetic Engineering” (1993)".
These measures cover such aspects as ap-
proval, supervision, safety assessment, and
accident management of genetic engineer-
ing projects, aiming to prevent potential risks
that genetic engineering may pose to the en-
vironment and human health. These regu-
lations focus more on biosafety rather than
ethical review (Cao, 2021).

In 2017, the MoST issued the “Regulations
on the Safety Management for Biotechnol-
ogy Research and Development™. These

regulations control biotechnology research
and development activities, raise awareness
of the security responsibilities of individu-
als, legal entities and other organizations
engaged in biotechnology research and de-
velopment, prevent direct or indirect threats
to biological security, promote and ensure
the healthy and orderly development of bi-
otechnology research and development ac
tivities, and effectively maintain biological
security.

In 2020, the Biosecurity Law of the Peo-
ple’s Republic of China™ was promulgated
(entered into force on April 15, 2021). This law
represents the cornerstone of China’s mod-
ern regulatory framework for biomedical re-
search. This fundamental law defines biose-
curity as “the status that means that the State
effectively prevents and responds to threats
from dangerous biological factors and relat-
ed factors, biotechnology can develop stably
and healthily, people’s lives and health and
the ecosystem are relatively free from dan-
ger and threats, and the biological field has
the ability to maintain national security and
sustainable development” (Article 2). Arti-
cle 3 of the Biosecurity Law of the People’s
Republic of China establishes that “biosecu-
rity is an important part of national security”
and must be maintained through “principles
of people first, risk prevention, classified
management, and coordination and cooper-
ation”. This provision creates the legal foun-
dation for treating human genome editing
research as a matter of national security re-
quiring comprehensive state oversight (Xiao-

" Biosecurity Law of the People's Republic of China. (2020). Available at: https://law pkulaw.com/chinalaw/736¢

c84db120a6dsbdfb.html. (In Chinese).

2 Interim Measures for the Management of Human Genetic Resources. (1998). Available at: https://chinareal.nan-

kai.edu.cn/info/1037/3642.htm. (In Chinese).

" Measures for the Administration of Human Assisted Reproductive Technology. (2001). Available at:
http://bigS.www.gov.cn/gate/big5/www.gov.cn/gongbao/content/2002/content_61906.htm. (In Chinese).
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fu, 2021). Chapter VI “Human GCenetic Re-
sources and Biological Resources Security”
emphasizes state sovereignty, biosafety and
ethical governance, restricting foreign access
and encouraging controlled international co-
operation. The laws stipulate strict resource
authorization processes, specifically for sen-
sitive activities such as cross-border transfers
or research involving foreign organizations.
Mandatory participation of Chinese institu-
tions in international projects ensures equi-
table benefit sharing and protects national
interests. Thus, individuals engaged in bio-
logical research prohibited by law are subject
to clear penalties, such as fines and revoca-
tion of professional certificates. At the same
time, biodiversity protection measures ad-
dress environmental risks associated with in-
vasive species, reflecting a holistic approach
to balancing scientific progress and regula-
tory control. Together, these provisions un-
derscore China’s strategy to use genetic and
biological resources as strategic assets under
centralized management.

The second group of regulations is relat-
ed to human genetic resources, assisted
reproductive technologies, and research
on human embryonic stem cells. As early
as 1997, geneticist Tan Jiazhen wrote a letter
to the central government calling for the pro-
tection of human genetic resources in China
(Zou et al., 2025). The MoST has formulated
the “Interim Measures for the Management
of Human GCenetic Resources” (1998)". Ac
cording to these measures, the MoST estab-

lished the Management Office of Chinese
Human Genetic Resources in 1999, which is
mainly responsible for regulating and man-
aging the collection, trade, export, and other
matters related to Chinese human genetic
resources.

In 2001, the “Management Measures for
Human Assisted Reproductive Technology”
were promulgated”. This document governs
the use of assisted reproductive technology
(ART) by setting strict requirements for med-
ical facilities. ART procedures are performed
only in licensed centers with mandatory in-
formed consent of patients and the required
level of confidentiality. Special attention is
paid to the prohibition of commercialization
of biomaterials, gender selection, and surro-
gacy. Compliance controls include periodic
inspections and technical monitoring, and
violations are subject to administrative or
criminal liability. Medical institutions must
establish medical ethics committees and
provide informed consent when assisted re-
productive technologies are implemented.

In 2003, the “Ethical Guidelines for Re-
search on Human Embryonic Stem Cells”
were issued, emphasizing the 14-day rule
for embryonic research, explicitly prohibit-
ing human cloning research, and stipulating
those institutions involving human embry-
onic stem cell research should establish eth-
ics committees'.

In 2016, the MoST submitted a draft
of the “Regulations on the Management
of Human Genetic Resources” to the State

' Ethical Guidelines for Research on Human Embryonic Stem Cells. (2003). Available at: https://www.scrcnet.org/

download/eccr 31.pdf. (In Chinese).

" Regulations on the Management of Human Genetic Resources. (2019). Available at: https://www.gov.cn/zhengce/

content/2019-06/10/content_5398829.htm. (In Chinese).
“Implementation Rules for the Regulations on Human Genetic Resources

(2023). Available at:

https://www.most.gov.cn/xxgk/xinxifenlei/fdzdgknr/fgzc/bmgz/202306/t20230601_186416.html. (In Chinese).
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Council of the People’s Republic of China.
In 2019, the “Regulations on the Management
of Human Genetic Resources” were promul-
gated, which regulate the use of Chinese hu-
man genetic resources by foreign and domes-
ticinstitutions and individuals, to ensure that
theseactivitiesdo notendanger China’s public
health and safety, and include administrative
penalties for violations”. They require inter-
national collaborations to adhere to human
genetic resources guidelines. Certain materi-
als, such as whole blood, tissue biopsies, and
genetic sequencing data, are subject to in-
creased scrutiny. Licensing and compliance
vary based on the activity and nature of col-
laboration projects. The regulations mandate
arigorous pre-entry application and licensing
process, ongoing reporting, audits, and inter-
nal controls to ensure compliance.

After the promulgation of the Regula-
tions, the MoST extensively solicited expert
opinions, launched the formulation of rele-
vant supporting implementation rules, and
issued the detailed “Implementation Rules
for the Regulations on Human Genetic Re-
sources™. In 2023, further clarifications were
provided, resulting in a reduction of strict
requirements and an optimization of the re-
view process for human genetic resources.

The third set of regulations aims to regu-
late the ethical review of biomedical research
and clinical trials, which China has been ac
tively promoting over the past two decades.

First, as China continues to invest in biomed-
ical technologies, establishingand improving
ethical review systems has become increas-
ingly important. Second, the development
of medicine with international standards has
promoted the standardization of medical
ethics reviews.

In 2007, the “Notification on Ethical Review
of Biomedical Research Involving Human
Subjects™ and, in 2016, the “Measures for
the Ethical Review of Biomedical Research
Involving Humans® were issued. These
measures supplement the previous regula-
tions to ensure that research in sensitive are-
as, such as human germline genome editing,
is not only regulated in terms of biosafety
but also should comply with detailed ethical
standards. They clarify the scope of appli-
cation, basic principles, and responsibilities
of ethical committees and require that all
medical and healthcare institutions estab-
lish ethics committees for implementing risk
control, privacy protection, etc, to ensure
the ethical standard of research. In addition,
these regulations clearly stipulate that those
institutions and individuals who violate
the provisions of these measures and dam-
age the personal property of others will bear
civil liability or be held criminally responsible
in accordance with the legislation.

Similarly, in 2010, the “Guiding Principles
for Ethical Review of Drug Clinical Trial"
were enacted in order to ensure the digni-

" Measures for the Ethical Review of Biomedical Research Involving Humans. (2007). Available at: https://www.nhc.
ov.cn/wiw/gfxwi/200703/904f1976ed3d4da49eb56b0edf6e00b2.shtml. (In Chinese).

'8 Measures for the Ethical Review of Biomedical Research Involving Humans. (2016). Available at: https://www.beijing
gov.cn/gate/bigs/www.beijing.gov.cn/zhengce/zhengcefagui/qtwi/201610/t20161021_780889.html. (In Chinese).

¥ Guiding Principles for Ethical Review of Drug Clinical Trial. (2010). Available at: https://www.nmpa gov.cn/directo-
ry/web/nmpa/xxgk/zhqyi/zhqyiyp/20090805163901480.html. (In Chinese).

20 Measures for Ethical Review of Life Sciences and Medical Research Involving Human Beings. (2023). Available at:
https://www.gov.cn/zhengce/zhengceku/2023-02/28/content_5743658.htm. (In Chinese).

2 Trial Measures for Scientific and Technological Ethics Review. (2023). Available at: https://www.most gov.cn/xxgk/
xinxifenlei/fdzdgknr/fgzc/gfxwi/gfxwi2023/202310/t20231008_188309.html. (In Chinese).
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ty, safety, rights, and interests of the sub-
jects, to promote the scientific and healthy
development of clinical drug research, and
toincrease public confidence and support for
clinical drug research.

In February 2023, four governmental au-
thorities (NHC, Ministry of Education, MoST,
and State Administration of Traditional Chi-
nese Medicine) released a revised version
of the “Measures for Ethical Review of Life
Sciences and Medical Research Involving Hu-
man Beings"??. Atthesametime, the regulations
promulgated in 2016 have not been supersed-
ed and continue to be applied in parallel with
the more recently enacted rules. The change
in the name of the document from “biomed-
ical” to “life sciences and medicine” demon-
strates the expansion of the ethical review ap-
proach and its optimization beyond the field
of medical research (Cao, 2021). The most
crucial part of the entire document is the re-
vision of the rules related to the ethics review
committee and ethics review. The new rules
not only strengthen the functions of the ethics
review committee, but also provide more-de-
tailed regulations on the content of ethics re-
view. In addition, the new rules reflect the “peo-
ple-oriented” thinking of Confucianism, while
the establishment and improvement of in-
formed consent rules reflect the respect for hu-
man rights (Gang, Peng, 2023).

On September 7, 2023, the “Trial Measures
for Scientific and Technological Ethics Review”

were released by the MoST, the Ministry of Ed-
ucation, the Ministry of Industry and Informa-
tion Technology, the Ministry of Agriculture
and Rural Affairs, the NHC, the Chinese Acade-
my of Sciences, the Chinese Academy of Social
Sciences, the Chinese Academy of Engineering,
the China Association for Science and Tech-
nology, and the Science and Technology Com-
mission of the Central Military Commission?.
The “Trial Measures” took effect on December
1, 2023, mandating ethics reviews for certain
types of research. According to this document,
Chinese higher education institutions are re-
quired to conduct an ethics review any time
they are carrying out certain scientific and
technological activities, including those involv-
ing human research participants, experiments
on animals, and activities involving data and
algorithms (e.g., artificial intelligence).

In November 2023, the National Medical
Products Administration issued the “Meas-
ures for the Supervision and Inspection
of Drug Clinical Trial Institutions (for Trial
Implementation)”, which apply to inspection
by drug regulatory authorities of drug clini-
cal trial institutions (“trial institutions”) and
oversight over the compliance of drug clini-
cal trial activities related to drug registration
with relevant laws and regulations?*.

OnJuly 8, 2024, the MoST published a new
set of “Ethical Guidelines for Human Genome
Editing”. These guidelines outline general
and specific requirements for human ge-

22 United States v. Semrau, 693 F3d 510, 527 (6th Cir. 2012). Available at: https://www.opn.caé.uscourts.gov/

opinions.pdf/12a0312p-06.pdf

2 Onpedenerue CydeGHoli KorreauU 1o y2oA0eHbIM deaam BepxoeHozo Cyda Pocculickoli Pedepayuu om 2.02.2023
No 74-Y/123-1-AS5. Pexxum poctyna: https://legalacts.ru/sud/opredelenie-sudebnoi-kollegii-po-ugolovnym-de-

lam-verkhovnogo-suda-rossiiskoi-federatsii-ot-02022023-n-74-ud23-1-a5/

* Drug Administration Law of the People’s Republic of China. Available at: http://www.npc.gov.cn/zgrdw/englishnpe/

Law/2007-12/14/content_1384270.htm

% Law on the Progress of Science and Technology. (2021). Available at: https://www.most.gov.cn/xxgk/xinxifenlei/
fdzdgknr/fgzc/flfg/202201/t20220118_179043.html. (In Chinese).
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nome editing research. Among the specific
requirements, those regarding both basic
and preclinical human genome editing re-
search are clearly defined. The document
highlights that the use of edited germ cells,
fertilized eggs, or human embryos for preg-
nancy or reproduction is strictly prohibited.
Clinical research involving genome editing
of somatic cells, i.e., cells in the body other
than sperm and egg cells, should be aimed
at preventing or treating diseases and should
be carried out after animal tests or preclinical,
in vitro experiments that have offered ba-
sic evidence of safety and efficacy. In terms
of conducting genome editing of human em-
bryos or fetal somatic cells, it is also neces-
sary to carefully evaluate the risk of potential
heritable variations. Particular requirements
have been specified for handling leftover
samples and the conditions for using somat-
ic cell genome editing strategies at different
stages of research, namely, basic research,
preclinical research, and clinical research.
The fourth category includes other com-
mon laws and regulations related to health-
care, science and technology, as well as
criminal and civil laws, e.g., the Drug Ad-
ministration Law of the People’s Republic
of China?®, the Law on the Progress of Science
and Technology (2021)%, the Law of the Peo-
ple’s Republic of China on Basic Medical and
Health Care and the Promotion of Health?,

the “Regulations of the National Natural Sci-
ence Foundation of China"?.

The Chapter1“General provisions” of the Civ-
il Code of the People’s Republic of China states
that “this law is formulated in accordance
with the Constitution in order to protect
the legitimate rights and interests of civil
subjects, adjust civil relations, maintain social
and economic order, adapt to the develop-
ment requirements of socialism with Chinese
characteristics, and promote the core social-
istvalues” (Article 1)%.

The Constitution of the People’s Re-
public of China is the fundamental law
of the country that has the highest legal
effect (Xue, Shang, 2022). This statement
shows the legislative basis and legitimacy
of the Civil Code, at the same time as show-
ing that civil law reflects the spirit and princi-
ples of the Constitution, as well as the refine-
ment and implementation of the provisions
of the Constitution of the People’s Republic
of China on the protection of citizens’ funda-
mental rights. The Constitution of the Peo-
ple’s Republic of China clearly stipulates that
the State respects and protects human rights
(Article 33) and that “the personal dignity
of citizens of the People’s Republic of China
shall not be violated” (Article 38)'.

The embodiment of the Constitution
principles of the People’s Republic of Chi-
na in the Civil Code of the People’s Repub-

2 Law of the People’s Republic of China on Basic Medical and Health Care and the Promotion of Health. (2021). Avail-
able at: http://en.moj.gov.cn/2021-06/26/c_636455.htm

7 Regulations of the National Natural Science Foundation of China. Available at: https.//www.nsfc.gov.cn/english/
site_1/policy/B3/2017/12-29/41.html

28 Civil Code of the People’s Republic of China. (2020). Available at: https://www.gov.cn/xinwen/2020-06/01/con-
tent_5516649.htm. (In Chinese).

2 Constitution of the People’s Republic of China. (1982). Available at: http://www.npc.gov.cn/zgrdw/npc/zt/qt/gix-
f2/2014-12/04/content_1888197.htm

30 https://www.gov.cn/xinwen/2020-06/01/content_5516649.htm

* Ibid.
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lic of China is directly reflected in Article
109 of Chapter 5 “Civil Rights”. It states that
“the personal freedom and personal dignity
of people are protected by law.” This means
that all civil activities, including human gene
editing, must comply with the basic norms
of protecting personal dignity and ensure
the priority of people. Article 8 states that
“civil subjects shall not violate the law or
public order and good morals when engag-
ing in civil activities” Together with Article
153 of the Civil Code of the People’s Republic
of China, it sets the behavioral boundaries
for gene editing activities, aiming to make up
for the deficiencies of mandatory legal provi-
sions (Zou etal., 2025).

In addition to existing provisions, in cases
where human gene editing activities violate
public order and good customs, the law will
make a negative evaluation of the effective-
ness of such behavior and render it illegal.
Book 4 “Personality Rights” of the Civil Code
of the People’s Republic of China is the core
regulation for human gene editing activities.
Thus, in Chapter1“General Provisions”, Article
990 clarifies the basic types of specific per-
sonal rights and provides extensive protec
tion for personal rights and interests through
the general personal rights clause, reserving
a space for other personal dignity infringe-
ments that may be caused by human gene
editing. The system of personal rights claims
under Article 995, the system of mental dam-
ages for breach of contract under Article 996,
and the system of injunctions under Article
997 have importantapplications in regulating
human gene editing activities and damages.

Following the He Jiankui case, in May
2020, the Civil Code of the People’s Republic
of China added a new article about medi-
cal and scientific research activities related
to human genomes and embryos (Chapter 2.
Right to life, body, and health). Article 1009
of the Civil Code of the People’s Republic
of China represents where genome editing
research involving human subjects is explic-
itly addressed within China’s civil legal frame-
work. It stipulates that “medical and scientific
research activities related to human genes,
human embryos, etc., must abide by laws,
administrative regulations and relevant na-
tional regulations, and must not endanger
human health, violate ethics and morals, or
harm public interests™.

Book 7 “Tort Liability” of the Civil Code
of the People’s Republic of China aims to reg-
ulate civil relations arising from the violation
of civil rights and interests and provides
a way to compensate for “the damage of hu-
man gene editing”, which is mainly reflected
in the general fault liability provision of Arti-
cle 1165 and the relevant provisions of Chap-
ter 6 “Liability for Medical Damage™.

Discussion

Some scholars pointout that “the significance
of this rule is to legalize the above-men-
tioned research activities, establish new
rules for them, and further strengthen
the protection of personal dignity and dig-
nity of life” (Wu, Kong, 2023). Regarding
the relevant medical and research activi-
ties, the Civil Code of the People’s Republic
of China establishes the criterion of legality

32 Criminal Law of the People’s Republic of China. (2020). Available at: http://en.npc.gov.cn.cdurl.cn/2020-

12/26/c_921604.htm

* National Health Commission (NHC) of the People’s Republic of China. Available at: https://en.nhc.gov.cn/
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as follows: “medical and research activities
involving human genes, human embryos,
etc., must comply with laws, administrative
rules, and relevant national regulations” (Ji-
ayou, Zhongxuan, 2022). The legal wording
of this article and the word “shall” indicate
that this norm is mandatory and imperative,
which means that the subjects of civil turn-
over carrying out gene editing activities can
neither attempt nor agree to exclude the ap-
plication of this norm (Jiayou, Zhongxuan,
2022). Based on the content, the criterion
of legality here is an incomplete rule of law
due to the lack of clear constituent elements
and legal consequences. It is also an induc
tive clause, which indicates that the Civil
Code of the People’s Republic of China is
aimed at harmonizing medical and research
activities related to human genes and human
embryos (Song, Joly, 2027).

The criminal law framework reflects Chi-
na’'s absolute prohibition on reproductive
genome editing, establishing clear criminal
liability for violations. The amendment ad-
dresses previous gapsin the legal framework
that allowed cases such as the He Jiankui in-
cident to occur without clear criminal conse-
quences. In December 2020, the Amendment
Xl of the Criminal Law of the People’s Republic
of China introduced a new type of crime. Arti-
cle 336a of the Section 5 “Crimes of Impairing
Public Health” states that “whoever implants
a gene-edited or cloned human embryo
into a human or an animal body, or implants
a gene-edited or cloned animal embryo into
a human body, provided that the circumstanc
es are serious, shall be sentenced to fixed-
term imprisonment of not more than three
years or short-term custody, and concurrent-

ly, a fine. In cases where the circumstances
are particularly serious, the offender shall be
sentenced to fixed-term imprisonment of not
less than three years but not more than seven
years, and concurrently, a fine”*.

Although the Criminal Law of the People’s
Republic of China has established offences
such as illegal implantation of genetic engi-
neering, embryo cloning, illegal harvesting
of human genetic resources, and smuggling
of human genetic resources, some scholars
consider these measures insufficient to meet
the needs for regulating the use of new ge-
netic technologies that may arise in the fu-
ture (Yuan, 2024). Since the use of gene tech-
nology includes a high degree of uncertainty
and ethical considerations, the regulation
of such behavior should be based on the prin-
ciple of risk prevention (Yuan, 2024). In ac
cordance with the Chinese criminal law sys-
tem, the relevant behavior can be regulated
by interpretation and the use of such crimes,
which is dangerous to public safety with
the help of hazardous means and crimes
intentionally causing health damage. How-
ever, this can only play the role of an ex post
facto punishment and does not ensure risk
prevention in advance (Cao, 2021). There-
fore, the most effective way is to identify
the source of risks and prevent their occur-
rence through legislation, i.e., by adopting
stricter regulatory measures at the stage
of research, development, and use of genes,
and by establishing new offenses when nec
essary. Thus, while the Civil Code and amend-
ments to the Criminal Code (XI) partially
address legislative gaps in the field of gene
editing technology, related risk management
issues remain unresolved. The state regu-

** Ministry of Science and Technology (MoST) of the People’s Republic of China. Available at: https://en. most.gov.cn/
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lation faces challenges such as functional
uncertainty and vagueness of legislative pro-
visions. The fourth technological revolution,
driven by advances in artificial intelligence,
microchips, gene editing technology, net-
worked systems and blockchain, poses
arange of new legal and ethical risks.

Conclusion

China’s regulatory approach has global impli-
cations for governance in the sphere of human
genome editing. As one of the world’s largest
funders of genome editing research, China’s
regulatory decisions influence global research
priorities and standards. China’s constitutional
and regulatory framework for human genome
editing research represents one of the world’s
most comprehensive and rapidly evolving regu-
latory systems in this field. Built upon constitu-

tional foundations emphasizing public health
protection and national security, the frame-
work integrates civil, criminal, and administra-
tive law mechanisms to create a multi-layered
system of oversight and control.

The framework emphasizes the precaution-
ary principle, comprehensive risk assessment,
and ethical oversight, reflecting the lessons
learned from past incidents and demonstrat-
ing China's commitment to responsible devel-
opment of human genome editing technolo-
gies. Thus, the relationship between scientific
knowledge and innovationin human genome
editing depend on the capacity of the regula-
tory framework to evolve along with tech-
nological advances while maintaining public
trust. The emphasis on “precautionary” ethi-
cal governance may provide a foundation for
a new responsible innovation.
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Abstract

Asacountrywithalong history of agricultural civilization, China possessesample ge-
netic germplasm resources. For historical reasons, the conservation of genetic ger-
mplasm resources in China has received insufficient attention. Following the foun-
dation of New China, especially since the reform and opening-up period and with
the development of the social rule of law, China has gradually established a legal
protection system for genetic germplasm resources. This system takes the Seed
Law as the core, and the Regulations on the Protection of New Varieties of Plants,
the Regulations on the Protection of Wild Plants, the Animal Husbandry Law, and
the Patent Law as the supporting laws and regulations. Taken together, these regu-
lations constitute the legal system for the protection of genetic resources. However,
a number of issues remain unresolved, including the lack of consistency and com-
pleteness of the protection system. The legislation on genetic germplasm resourc-
es should be considered as a single and consistent mechanism. Multi-dimensional
protection should be elevated to the level of national sovereignty. The awareness
among all citizens regarding the importance of protecting genetic germplasm re-
sources should be enhanced.
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Cuctema COXpaHEeHUA reHeTuYeCcKux pecypcos Kutas:
aHa/In3 UCTOpUN eé pa3BUTUA, cyuiecrteyrouime
I'IpOGHEMbI N peKoMeHAauun

JloHr [xuHrcxan™
MeKMHCKMIA cenbckoxo3aCTBeHHbIN yHuBepcuTeT, MNekuH, Kutain

AHHOTauus

KuTai, obnagas 6orathiM Hacaeamem arpapHoi LMBMAKM3ALMK, pacnonaraet o6-
WWPHBIMW TEHETUYECKNMU peCypCamn 3ap0ﬂ,bILLIeBOl7| Nnna3mbl. Oﬂ,HaKO B MpoLiom
NX OXpaHe yaenanocb HeoCTaToO4HoOe BHUMaHWE. [Tocne ocHoBaHug Hosoro Kutas
1 0COBEHHO Nocne Havana pebopm 1 NOAUTUKK OTKPLITOCTU B CTpaHe Hauana Gpop-
MUPOBaTbCA NMpaBoBas CMCTeEMA 3aLLNTLI 3TUX peCypCOB. OCHOBOW 3TOW CUCTEMbI CTaN
3aKkoH 0 cemMeHax, ﬂ,OﬂOﬂHEHHbIVI pPAAOM HOPMATUBHbIX aKTOB, BK/1HOYas [Tonoxenune
06 OXpaHe ANKOPaCTyLLMNX paCTeHVlVI, 3aKoH 0 JKMBOTHOBOACTBE U [laTeHTHbIN 3aKOH,
KOTOpble BMeCTE COCTaBIAT NMpaBOBYtD CUCTEMY 3aLLNTbI FTEHETUYECKNX peCypCOB.
HecmoTps Ha AOCTUTHYTHIA NPOrpecc, AeiCTBytollas cuctema nNpaBoBOM OXpaHbl
reHeTnyeckKmnx pecypcoB BCe elle HYXAaeTcsa B COBepLUeHCTBOBAHWM, MOCKO/IbKY
COXpaHAat0TCA I'IpO6ﬂ€Mbl OTCYTCTBUA CUCTEMHOCTU W LI,OJ'I>KHOI7| 3aLLLNTbI. 3aKOHO£I,a—
TENbCTBO O NrEHETUYECKNX pecypcax 3ap0ﬂ,bILLIeBOl7| Nnasmbl CNefyet pacCMaTpuBaTb
KOMMNAEKCHO N CUCTEMHO. 3aLLLl/ITa STUX peCcypCoB A0/IKHA CTAaTb MPUOPUTETOM HaLLMO-
HAIbHOIro ypOBHA4. He meHee Ba)kHO MOBbLICUTH 0CBEAOMNIEHHOCTb BCEX IpaxaaH
O 3alKNTE reHeTNn4YeCKnx pecypcon 3ap0£lbILLIeBOl7| nna3mbl.
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AHaNAu3 uctopun eé pa3BuTug, cylecTeyrwuime I'Ip06ﬂeMbI WU pekoMmeHpauumn

Introduction

Seeds are the source of agricultural pro-
duction, and the cultivation of good seeds
cannot be separated from rich germplasm
resources. China’s thousands of years
of farming civilization have nurtured a large
number of germplasm resources. According
to the China’s Fourth National Report on Bio-
logical Diversity', China’s genetic germplasm
resources rank first in the northern hemi-
sphere and eighth globally, with 50,000 lo-
cal varieties of rice and 20,000 of soybeans.
The total number of cultivated and wild
fruit tree species in China ranks first
in the world. China possesses more than
11,000 kinds of medicinal plants, more than
4,200 kinds of pasture grasses, and more
than 2,200 kinds of important ornamental
flowers originating in China.

Dueto historical reasonsand the lackofa le-
gal system to protect germplasm resources,
China has lost a large number of excellent
germplasm resources. In the 1920s and 1930s,
Americans collected more than 5000 wild
soybean resources from northeastern China
and other places. At present, the USA has
more than 20,000 kinds of soybean ger-
mplasm resources, which is the second larg-
est country of soybean germplasm resourc
es in the world only after China. In the mid
1950s, 14 states in the USA suffered from
the soybean cyst nematode disease, leading
to an almost complete destruction of the soy-
bean industry. Around 1965, the USA used
disease-resistant genes from Beijing black
soybeans to develop nematode-resistant
soybean varieties. This helped to rapidly re-
store the USA soybean industry. Soybeans

from the USA earn billions of dollars annually
from China, the breeding of good soybean
seeds is also closely related to its mastery
of germplasm resources.

The kiwifruit industry, which now gener-
ates hundreds of billions of dollars in revenue
for New Zealand per annum, was also devel-
oped from kiwifruit germplasm resources
lost from China at the beginning of the last
century. It is evident that the conservation
of genetic germplasm resources is crucial for
the advancement of agricultural science and
technology, warranting focused attention.

This article reviews the history of germ-
plasm resources in China, examines the cur-
rent legal system for their protection, and an-
alyze existing problems in the field. Recom-
mendations for the enhancement of the cur-
rent protection system of germplasm resourc-
es in China are provided. The research con-
tributes to supporting the advancement
and development of China’s seed industry
technology.

1. History of Conservation Policy

on Germplasm Resources in China

The policy and legislative history of protec
tion of germplasm resources in China have
been closely centered on the goals of nation-
al food security, sustainable development
of agriculture, and biodiversity protection.
This system has been evolving from the es-
tablishment of a solid basis for the systema-
tization and advancement of the rule of law,
gradually forming a protection system with
comprehensive coverage and clear rights and
responsibilities.

" China’s Fourth National Report on Implementation of the Convention on Biological Diversity. (2008). Ministry of En-
vironmental Protection. Available at: https://www.cbd.int/doc/world/cn/cn-nr-04-en.pdf
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1.1. Policy germination and resource census
initiation (1949-1978)

After its foundation, New China faced se-
rious difficulties with agricultural genetic
resources, which were on the verge of extinc
tion. The state immediately started the con-
servation of germplasm resources (Zhang
et al., 2022). In 19551958, the first national
collection of crop germplasm resources
was carried out, with a total of more than
300,000 resources collected, covering
43 types of field crops, and the initial estab-
lishment of a resource base library. In 1975,
the Ministry of Agriculture and Forestry ap-
proved the establishment of the germplasm
bank of the Chinese Academy of Agricultural
Sciences. This marked the beginning of the in-
stitutionalized track of resource preservation.
At that stage, the policy was mainly based
on administrative instructions, focusing
on solving the issue of collecting resources
‘from scratch’, while a systematic legal frame-
work was lacking. Generally speaking, China’s
early awareness of the need to protect ger-
mplasm resources was weak, thus rendering
conservation measures ineffective and re-
sulting in the loss of some of the germplasm
resources overseas.

1.2. Legislative foundation and systematic
construction (1979—2000)
After the reform, the protection of germ-
plasm resources entered the stage of the
rule of law and systematization.

1) The legal framework was initially formed.
In 1989, the State Council issued the Regu-

lations on Seed Management,? which, for
the firsttime, implemented the management
of germplasm resources in the form of ad-
ministrative laws and regulations. The Seed
Law was promulgated in 2000, which made
it clear that “the state protects germplasm
resources in accordance with the law, and
that no unit or individual may encroach upon
or destroy them”, established the principle
of sovereignty over germplasm resources,
and stipulated that the collection and utili-
zation of resources should be subject to ap-
proval. It established the principle of sover-
eignty over germplasm resources, stipulated
that the collection and utilization of resourc
es was subject to approval, and established
germplasm resource repositories. The Law
has been amended several times — in 2004,
2013, 2015, and 2021 — to gradually improve
the protection provisions.?

2) Resource census and protection system wads
established. In 19791983, the second national
supplementary collection of crop germplasm
resources was carried out, with 110,000 piec-
es of germplasm collected and 70,000 piec
es of foreign resources introduced. In 1992,
the National Crop Germplasm Replica Bank
was built in Xining, Qinghai, forming a dou-
ble-backup system with the Beijing Long-
term Bank, which has a life span of more than
50 years. In 1995, the Livestock Germplasm
Bank was launched, with a life span of more
than 50 years. In the same year, the Live-
stock and Poultry Germplasm Resource Pro-
tection Program was launched, and more
than 120 breeding farms, protection areas

2 The Seed Management Regulations of the People’s Republic of China. Available at: https://baike baidu.com/item/%E-
4%B8%ADY%ES5%8D%8EY%E4%BAY%BAY%ESY%B0%91%ES%85%B1%E5%92%8CY%ES5%IB%BDY%E7%A7%8DY%ES

%AD%90%E7 %AEY%A1%E7%90%86%E6%9D%A1%E4%BE%8B/10337274. (In Chinese).

* Seed Law of the People’s Republic of China. Available at: https://flk npc gov.cn/detail2 htm[?ZmY4MDgxODE3Z-

JASMmMEYZTAXN2YwWYiY2ZmI2NDAxNiY. (In Chinese).
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and gene banks were established, focusing
on the protection of traditional livestock and
poultry breeds*

3) Refinement of policies and reinforcement
of their implementation. In 2002, The Minis-
try of Agriculture issued the Measures for
the Protection of Agricultural Wild Plants®,
which strengthened the protection of wild
plant resources. The Second National Survey
of Livestock and Poultry Genetic Resourc
es®, conducted from 2006 to 2009, provided
a comprehensive overview of livestock and
poultry resources in most regions, excluding
the Qinghai-Tibetan Plateau.

1.3. Comprehensive deepening (2001-2020)
Entering the 21st century, the protection sys-
tem of germplasm resources has been de-
veloping in the direction of high quality and
refinement.

1) Legal system improvement. The Seed Law
was revised to strengthen the sovereign
management of germplasm resources, mak-
ing it clear that the provision of resources
outside the country required the approv-
al of the State Council and the submis-
sion of national benefit-sharing programs.
In 2016, the Regulations on the Protection
of Wild Plants were revised, which expanded
the scope of protection to include agricultur-
alwild plants, forming a legal framework that

covers all aspects of ‘crops + forests + wild
plants’ (Huang, 2011).

2) Resource Census and Rescue Protection.
On February 28, 2015, the Ministry of Agricul-
ture and Rural Development, the National
Development and Reform Commission, and
the Ministry of Science and Technology joint-
ly formulated ‘National Medium- and Long-
Term Development Plan for the Conservation
and Utilization of Crop Germplasm Resources
(2015-2030)". In order to implement this plan,
the third national crop germplasm resources
census was launched in 2015, with a goal to col-
lect 100,000 resources, focusing on rescuing an-
cient local varieties and wild relatives. By 2024,
139,000 new crop resources were collected, 1.07
million livestock and poultry genetic materials
were collected and produced, and 746 endan-
gered crop resources and 61 endangered local
livestock and poultry breeds were rescued
and protected. The Strategy and Action Plan
for China’s Biodiversity Conservation (2023-
2030) was released in 2021, explicitly advancing
the synergistic conservation system covering
crops, forests, trees, and microorganisms.’

3) Infrastructure upgrading. The construction
of a new national crop germplasm reposito-
ry began in 2019. With a planned capacity
of 1.5 million samples, four times larger than
the existing facility, it will become the world’s
largest crop germplasm repository upon

* Seed Industry Management Department of the Ministry of Agriculture and Rural Affairs. 70 Years of Protection
and Utilization of Agricultural Genetic Resources in New China. (2019). Available at: https://www.moa. gov.cn/zt-

71/702ncj/201909/t20190916_6327991.htm. (In Chinese).

° The Measures for the Protection of Agricultural Wild Plants. (2022). Available at: https://www.pkulaw.com/chl/

c557e78f1a1694b1bdfb.html. (In Chinese).

¢ National Animal Husbandry Station. When was the second national survey of livestock and poultry genetic resources
conducted? What achievements have been made? (2021). Available at: https://www.nahs.org.cn/zt 10027/xqycpc/

dyih/202105/t20210512_378215.htm. (In Chinese).

’ The Ministry of Ecology and Environment has released the ‘China Biodiversity Conservation Strategy and Action Plan
(2023—2030). (2024). Available at: https://www.gov.cn/lianbo/bumen/202401/content_6926868.htm. (In Chi-

nese).
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completion (Zhao et al,, 2023). By 2024, a 3D
network of ‘1 long-term repository + 10 medi-
um-term repositories + 72 germplasm nurs-
eries’ will be formed, and the total amount
of preserved resources will reach more than
540,000 copies, ranking second in the world.

2. Current Legislation on Germplasm
Resource Protection in China

In China, the legal protection of genetic ger-
mplasm resources relies on the relevant pro-
visions in the Constitution. Thus, Article 9,
paragraph 2 of the Constitution stipulates
that the State shall guarantee the rational use
of natural resources and protect valuable ani-
mals and plants. Any organization or individu-
al is prohibited from appropriating or destroy-
ing natural resources by any means. Laws such
as the Environmental Protection Law, the For-
est Law, the Grassland Law, and the Wildlife
Protection Law also contain sporadic provi-
sions on the protection of genetic resources.
In particular, the Seed Law includes a special
chapter on the protection of germplasm re-
sources, and clearly stipulates that the State
enjoys sovereignty over planting resources.
The current Patent Law also covers the patent
protection of genetic resources, with Article
5(2) stipulating that ‘no patent shall be granted
to an invention or creation that obtains or uti-
lizes genetic resources in violation of the pro-
visions of laws and administrative regulations
and relies on the genetic resources to com-
plete the invention or creation’ Paragraph
5 of Article 26 stipulates that ‘for inventions
and creations relying on genetic resources,
the applicant shall state in the patent appli-

cation the direct source and original source
of the genetic resources; if the applicant is un-
able to state the original source, he or she shall
state the reasons’. In addition, China has enact-
ed administrative regulations such as the Reg-
ulations on the Protection of Wild Plants and
the Regulations on the Import and Export Ad-
ministration of Endangered Wild Animals and
Plants to implement the protection of genetic
germplasm resources. The above laws and
regulations will certainly play an important
role in promoting the protection of genetic
germplasm resources in China.

2.1. Core legal framework

The Seed Law of the People’s Republic of China
was promulgated in 2000 and subsequently
amended four times—in 2004, 2013, 2015, and
2022. As the basic law on germplasm resource
protection, it clearly states that ‘the State shall
protect germplasm resources in accordance
with the law, and no unit or individual shall
encroach upon or destroy them®, and estab-
lishes the principle of sovereignty over resourc-
es. The recognition of the principle of national
sovereignty ‘implies that the country in which
the genetic resources are located enjoys
at least three rights: the right to national man-
agement, the right to control the resources,
andtherightto benefit-sharing’ Some scholars
believe that this implies that the State ‘enjoys
the right of ownership, control, and jurisdic
tion’ over its germplasm resources. The regula-
tion requires approval by the State Council for
the provision of germplasm resources outside
the country, and the submission of a national
benefit-sharing program (Article 17)°. It estab-

8 Article 8, the Seed Law. Available at: https://wipolex-resources-eu-central-1-358922420655.s3.amazonaws.com/

edocs/lexdocs/laws/en/cn/cn458en_1.pdf

° Article 11, the Seed Law. Available at: https://wipolex-resources-eu-central-1-358922420655.53.amazonaws.com/

edocs/lexdocs/laws/en/cn/cn458en_1.pdf
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lishes a mechanism for the protection of ger-
mplasm resources, requiring the establish-
ment of germplasm resource repositories,
protected areas or reserves, and clarifying that
the resources are public resources and open
for use in accordance with the law (Article 10).
The regulatory responsibilities can be clarified
as follows: prohibiting the collection or har-
vesting of natural germplasm resources that
are under national key protection and requir-
ing the approval of competent authorities at or
above the provincial level for special circum-
stances such as scientificresearch (Article 8).

2.2. Supporting laws and specialized
planning

The Patent Law of the People’s Republic
of China stipulates that ‘patents shall not be
granted for inventions and creations that
are accomplished by accessing or utilizing
genetic resources in violation of the provi-
sions of laws and administrative regulations
and that rely on such genetic resources. For
inventions and creations that rely on genetic
resources, the applicant shall state in the pat-
ent application document the direct source
and original source of the genetic resources;
if the applicantis unable to state the original
source, they shall state the reasons’

The Animal Husbandry Law of the People’s
Republic of China, which explicitly incorpo-
rates the protection of livestock and poul-
try genetic resources into the legal frame-
work, stipulates that the State shall support
the protection and utilization of livestock
and poultry genetic resources, and establish-
es a catalog system of genetic resources.

Regulations of the People’s Republic
of China on the Protection of New Varieties
of Plants provide for the scope of protection
of germplasm resources associated with
new varieties of plants: extending the scope

of protection from propagation material
to harvested material, and the protection
link encompassing the entire chain of stor-
age, import, and export (Article 7). The es-
tablishment of the Substantial Derived Va-
riety System makes it clear that the State
will implement the system in a step-by-step
manner, with the specific scope determined
by the competent departments of agricul-
ture, rural areas, forestry, and grasslands
under the State Council (Article 8). In 2025,
the terms of protection were revised. Thus,
the term of protection of varietal rights for
woody and liana plants was extended from
20 to 25 years and for other plants — from 15
to 20 years.

In 2017, the State Council promulgated
the Regulations of the People’s Republic
of China on the Protection of Wild Plants,
which provides for the protection of ger-
mplasm resources of wild plants. These reg-
ulations, together with the Seed Law and
the Regulations on the Protection of New
Varieties of Plants, build a full-coverage le-
gal framework for ‘crops + trees + wild plants’
in China.

In 2021, the National Development and
Reform Commission (NDRC) and the Min-
istry of Agriculture and Rural Development
(MARD) jointly issued the “14th Five-Year Plan
for Modern Seed Industry Enhancement
Project. This document made it clear that by
2025, the system of agricultural germplasm
resources protection should be perfected
and the capacity of collection and preser-
vation as well as appraisal and evaluation
should be enhanced in order to build a sys-
tem of protection and utilization of the ad-
vanced international level.

In 2022, the National Forestry and Grass-
land Bureau, the National Development
and Reform Commission, the Ministry of Fi-
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nance, the Ministry of Natural Resources, and
the Ministry of Agriculture and Rural Develop-
ment jointly issued the ‘Planning for the Con-
struction of National Parks and Other Natural
Protected Areas, as well as Major Projects for
the Protection of Wild Fauna and Flora (2021—
2035); which strengthens the management
of the protection and utilization of biomass
resources, and serves the goal of protection
of strategic biological resources.

2.3. Legislative features and trends
Entire-chain protection. The legislation covers
the entire chain of resource collection, pres-
ervation, identification, utilization, import
and export, forming a closed-loop manage-
ment system. For instance, the Seed Law
stipulates that the actors of resource census,
collection, preservation, exchange, and utili-
zation need to publish catalogs on a regular
basis (Article 9), and establish germplasm
resource repositories, protected areas or re-
serves (Article 10).

Strengthening intellectual property protec-
tion. Through the revision of the Regulations
on the Protection of New Varieties of Plants,
the term of protection has been extended,
the scope of protection has been broad-
ened, and a system of substantially derived
varieties has been introduced to incentivize
breeding innovation (Liu, 2023). For instance,
itis clarified that the validity of variety rights
is extended to substantially derived varie-
ties (Article 7). In addition, it is stipulated
that the unauthorized use of propagation or
harvesting materials of authorized varieties
requires the permission of the variety right
holder (Article 7).

Adapting to the modern needs of the seed in-
dustry. The legislation is dynamically adapted
to meet technological challenges. For exam-
ple, the 14th Five-Year Plan proposes the lay-
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out of an international first-class germplasm
resource conservation and utilization system,
including key projects such as the National
Long-term Germplasm Resource Bank and
the Livestock, Poultry, and Aquatic Resource
Conservation Farm.

International cooperation and compliance.
The Seed Law and international treaties (e.g.,
the Convention on Biological Diversity) have
beenadoptedtofulfillinternational obligations
on resource protection and to promote the es-
tablishment of a global germplasm resource
sharing mechanism. For example, the Seed
Law stipulates that the provision of germplasm
resources outside China requires the approval
of the State Council (Article 11) and the submis-
sion of benefit-sharing programs.

3. Current Issues of Germplasm
Resource Protection in China
Despite having improved the legislation on
genetic germplasm resources, China contin-
ues to face significant challenges in prevent-
ing their loss effectively. According to con-
servative estimates by experts, the biological
and genetic resources exported over the past
10 years are much higher than those in the pre-
vious 20 years not only in quantity, but also
in quality. This mostly concerns excellent ge-
netic materials containing ‘destination genes’
(Wang, 2021). This indicates that China’s cur-
rent legislation on germplasm resources is not
yet capable of meeting the protection needs.
The legal system for the protection of genetic
germplasm resources in China remains unsound,
lacking wholeness, systematicity, and operability
China has acceded to the Convention on Bi-
ological Diversity (CBD), and the Seed Law
provides for ‘informed consent’ for the export
of germplasm resources in accordance with
the Convention and for the submission of ‘na-
tional benefit-sharing programs.’ However,
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these provisions lack a holisticand systematic
approach, making it difficult for China to fun-
damentally prevent the export of germplasm
resources (Caixia, Yanping, 2012). Thus, these
provisions are not yet comprehensive and
systematic, making it difficult to critically
prevent the outflow of germplasm resourc-
es. Some scholars believe that it is difficult
to achieve good results in the current situa-
tion where the protection of genetic resourc-
esis mainly based on the system of intellectu-
al property rights, resource sharing remains
the main goal, and the competition between
developed and developing countries for ben-
efits continues (Chen, 2019; Du, 2023).

China's protection of genetic germplasm re-
sources remains weak, and the protection meas-
ures are far from reaching the level of “sovereignty”
protection

Although China has stipulated the princi-
ple of sovereignty over germplasm resourc-
es, the subject of germplasm resource rights
remains unclear. On the contrary, some de-
veloped countries, while plagiarizing other
countries’ germplasm resources, protect
their domestic germplasm resources quite
attentively (Dong et al.,, 2024). On October 5,
2016, the U.S. Department of Justice released
a statement about a former executive of Chi-
na’'s Dabei-Nong Group, Mo Mou (Hailong)
being sentenced to three years of prison for
allegedly stealing US. maize seeds and at-
tempting to ship them back to China™. Regard-
less of the merits of the case, it should be not-
ed that the case was made the responsibility
of the FBI. The investigators relied on the ‘For-
eign Espionage Surveillance Act’ and licensed
awiretapping procedure. According to the Act,

in order to activate this wiretapping proce-
dure, the FBI must prove to a special court that
the wiretapped person is a spy working for
a foreign government and that their behavior
threatens the national security of the Unit-
ed States. The above situation demonstrates
that the US. government has essentially
raised the protection of germplasm resources
to the level of national security.

At present, China needs to raise the public
awareness of the importance of genetic ger-
mplasm resources and strengthen support for
the use of genetic germplasm resources in pub-
lic-welfare basic research

Due to the high degree of specificity of ger-
mplasm resources, which are known mainly
to professionals, the general public in Chi-
na still lacks the awareness of the strategic
significance of genetic germplasm resourc
es. To a certain extent, this is not conducive
to the conservation of germplasm resources.

4.Countermeasures and Suggestions
for Improving the Protection

of Germplasm Resources in China

The connection between legislative
provisions and administrative

management should be strengthened

The legislation on genetic germplasm re-
sources requires systematic and integrated
consideration. In addition, the responsibili-
ties of administrative subjects such as agri-
culture, forestry, and customs in preventing
the outflow of genetic germplasm resources
should be further clarified in terms of admin-
istrative management. Moreover, the protec
tion obligations of the scientific researchers
in contactwith and utilizing genetic germplasm

'° Chinese National Sentenced to Prison for Conspiracy to Steal Trade Secrets. (October 6, 2016). U.S. Attor-
ney's Office, Southern District of lowa. Available at: https://www justice.gov/usao-sdia/pr/chinese-national-

sentenced-prison-conspiracy-steal-trade-secrets
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resources need to be elucidated at the legal lev-
el. Thus, in the criminal law, the responsibility
for illegally collecting or exporting genetic ger-
mplasm resources outside the country should
be clarified. It is crucial to establish a monitor-
ing mechanism and strengthen law enforce-
ment measures to penalize illegal collection,
appropriation, and destruction of germplasm
resources, in order to ensure effective enforce-
ment of the law (Li et al., 2027).

Multi-dimensional protection of genetic
germplasm resources should be elevated

to the level of ‘national sovereignty’

The main body of germplasm resources
should be clearly defined, such as ‘the own-
er of the management and disposal of ge-
netic resources is the State, while the owner
of the possession, use, and benefitis the com-
munity organizations and members.” Thus,
the protection measures of germplasm re-
sources should be put into practice.

In addition, at the national level, China
should ‘stipulate corresponding legal respon-
sibilities for illegal acts of access to genetic re-
sources, and guarantee the legality of access
to genetic resources.” These include prevent-
ing users of genetic resources from continuing
to freely and arbitrarily access the genetic re-
sources of developing countries under the pre-
text of the “common heritage of mankind.”
Along with that, itisimportant, first, not to rec
ognize the rights of any genetic germplasm
resources and their derivatives obtained from
China without consent; second, to reserve
the right to seek recourse for illegally acquired
genetic germplasm resources originating
in China; and, third, to investigate suspected
plagiarism or illegal carrying of Chinese ge-
netic germplasm resources out of China from
the perspective of safeguarding the national
security. More importantly, specific legal pro-
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tection measures should be strengthened
for traditional genetic germplasm resources,
such as rice and soybeans originating in Chi-
na, as well as genetic germplasm resources
of Chinese herbal medicines, which are unique
in China, from the perspective of safeguarding
food security and protecting future develop-
ment potential (Luo, Zhou, 2022; Squires et
al., 2015). Furthermore, the merger and acqui-
sition of Chinese seed companies by foreign
investors should be scrutinized in accordance
with the law, with the purpose of preventing
the loss of high-quality germplasm resources.

Publicity should be strengthened in accor-
dance with the law to enhance the aware-
ness of all citizens about the importance

of protection of genetic germplasm
resources

The protection system of genetic germ-
plasm resources attaches great significance
to the cultivation of new varieties on their
basis. Therefore, the implementation of the
Seed Law should be taken as an opportunity
to provide financial and institutional support
to domestic agricultural research institutes and
seed enterprises to carry out public welfare re-
search on genetic germplasm resources, thus
creating a foundation for the cultivation of good
seeds. Atthe sametime, local varieties that have
been preserved and used by farmers for a long
time should also be included in the protection
scope of genetic germplasm resources.

Conclusion

Recognizing the great significance of genetic
germplasm resources for the development
of agricultural science and technology, China
has established a relatively complete legal
protection system for genetic germplasm
resources. However, the current laws and
regulations remain, in some respects, incon-
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sistent and fragmented, including the prob- in China should be strengthened and im-
lem of multi-sectoral convergence in the pro-  plemented in practice in order to lay a solid
cess of law implementation. The system for  foundation for the protection of biodiversity
protecting genetic germplasm resources and national food security.
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Abstract

In China, the sphere of agricultural product trade is facing challenges associated

with protection of intellectual property rights. Among the key issues are geograph-
ical indication infringement, disputes over rights on new plant varieties, and patent

violations related to agricultural technology. Geographical indication infringement

is becoming more varied and harder to detect, with e-commerce platforms increas-
ingly being responsible for spreading fake products. New plant variety rights are

frequently undermined by counterfeit goods and illegal reproduction. Meanwhile,
infringement of agricultural technology patents is concentrated in such areas as

smart devices and bio-pesticides. The above issues are addressed using new tech-
nologies. Thus, blockchain is instrumental in verifying the authenticity of geograph-
ical indication of products by creating an unchangeable record of their production

history. DNA fingerprinting helps resolve disputes over plant variety rights by pro-
viding solid scientific evidence. Big data and artificial intelligence (Al) have made it
easier to monitor and identify infringements, as demonstrated by the anti-counter-
feiting model successfully applied in the West Lake Longjing. Satellite remote sens-
ing and the Internet of Things enable comprehensive monitoring of the production

process. However, the practical implementation of these technologies faces a num-
ber of difficulties. Small- and medium-sized businesses often find them unafford-
able, and farmers are not always willing to adopt them. Data is stored by different
departments, being fragmentary. The technologies are not always consistent with

international standards. These issues can be solved by provision of governmental

subsidies to optimize costs, creation of a national data platform, and promotion

of international standards for technologies. In the future, in order to create a reli-
able, smart system for protecting agricultural intellectual property, new technolo-
gies (5G and Al) should be combined with conventional methods. This will support
China’s agriculture and promote its positions in the global market.
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MpumeHeHMe HOBbIX TEXHOMOIMIA B 3aLLUTE
MHTeNNeKTYaIbHON COBCTBEHHOCTU NPU TOpProBJie
CeNbCKOX03AMCTBEHHOM NpoayKuuen B Kurae

®deHr Your*? ™!
"TleKUHCKNIA CenbCKoX03NCTBEHHBIN yHMBepcuTeT, MekuH, Kutai
2 lOpuanueckas pupma «leknH XysnxanTaHbxa», MekuH, Kutai

AHHOTauua

Kntarckas cenbCKoxo3gncTBeHHas TOProBag CTANIKMBAETCA C CEPbE3HBIMU I'IpO6fI€—
MamMun B O6I'IaCTl/I 3alWnThbl MHTGHHEKTyaﬂbHOVI CO6CTBEHHOCTVI‘ K HMM oTHOCATCA Ta-
Kine BOMpOChl, KaK HAPYLWEHWE MpaB Ha reorpacbmqeame yKa3aHud, Cnopbl 0 NpaBax
Ha HOBbIE COpTa paCTeHI/IVI N HapyweHna NateHToB, CBA3AHHbIX C CeNbCKOXO3ANCTBEH-
HbIMW TEXHOTOTNAMMN. HapyLLIEHI/[FI npas Ha reorpa(bmueome YKa3aHna CTaHOBATCA
BCe 6onee pa3HOO6pa3HbIMl/I, N NX CTAHOBUTCA C/TIOXKHEE BbISABNATD, MPW 3TOM NJiaT-
HOPMbI 3NEKTPOHHOW KOMMEPLLMM UrPatoT BCe BOMbLLIYIO PO/b B pacnpoCTpaHeHny
I'IOLI,LI,E‘/'IbHOIZ npoaykunn. I'Ipasa Ha HOBblE COpTa paCTeHI/IVI 4YacCTo MoApbiBatOTCA
KOHTpadaKTHOW NpOAyKLMEN U HE3AKOHHBIM BOCMPOM3BOACTBOM. MexXay Tem Ha-
pyweHne nateHToB Ha CeNbCKOXO39NCTBEHHbIE TEXHOMOM NI COCPEAOTOYEHO B TaKNX
o6nacm><, KaK MHTENNEKTYA/IbHbIE yCTpOVICTBa 7 6VIOI'I€CTI/IL1,]/I£I,bI. ,B,J'IFI pPEWEHNA 3TUX
I'IpO6J'I6M NCMOIb3YKTCA HOBbIE TEXHOIOTNN. bnokyeliH nomoraer NpoBEPATb NOA-
NIMHHOCTb NMPOAYKTOB C FEOI'paCDI/Il«IECKVIMVI YKa3aHngamMun, cos3gaBasd HEN3IMEHAEMYIO
3anncb 0 MecTe 1 CI'IOCO6€ MX NpON3BOACTBA. ﬂ,HK—,ELaKTVII'IOCKO]'II/IFI MOMOTaeT pa3pe-
WaTb CMOPbI O NpaBax Ha copTa paCTeHI/IVI, npeanocTaBnda Hay4yHble 10Ka3aTe/1bCTBA.
bonblune AaHHbIE U I/ICKyCCTBEHHbIVI NHTENNEKT YNPOCTUIN MOHUTOPUHT N BbIAB/IE-
HWE HaPYLIEHWI, KaK 3TO 6bl10 MPOAEMOHCTPUPOBAHO Ha NMPUMEPE MOAENN HOPLOLI
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C KOHTpadakTHOW Npoaykuven Ha 3anagHom osepe JlyHu3nH. CnyTHUKOBOE AMC-
TaHUMOHHOE 30HAVPOBaHNe 1 VIHTepHET Belleln MO3BONSIOT OCYLLECTBAATb NOMHbI
MOHUTOPWHT Npoliecca BbipaliyeaHus. OnHaKo 3TV TEXHONOTMKU NO-NpexXHeMy CTa-
KMBAKTCA C peanbHbiMK Npobnemamun. Manbiii U cpeaHnii BU3HEC YacTo CUnTaeT Ux
CNMWKOM A0POrMmu, a Gepmepsbl He BCEra roToBbI MX BHeAPSTh. JaHHble Takxe xpa-
HATCS pa3pO3HEHHO pa3HbIMK BEIOMCTBAMM, 1 OTCYTCTBYET COrMacue OTHOCUTENbHO
MEXYHaPOAHbIX CTaHAapTOB. [as peleHns 3Tux Npobiem 1 CoKpalleHns pacxo-
[IOB MOTYT MOMOYb Takie Mepbl, Kak rocyaapcTBeHHble CybCcuanm, cosaaHmne Haumo-
HaNbHOM NAaTGOPMbI JAHHbIX U MPOABUXEHNE MEXAYHAPOAHbIX TEXHONOTMYECKMX
CTaHAapToB. B Byayliem BaxHO coyeTaTb HOBble TexHoNormn (5G v NCKYCCTBEHHBIN
MHTENNEKT) C TPAANLMOHHBIMI METOAAMM AN CO3AaHNS HAAEXHOW CUCTEMbI 3aLLM-
Tbl UHTE/INIEKTYA/IbHON COBCTBEHHOCTY B CE/ILCKOM X03A/CTBE. DTO NMOMOXET NoAlep-

XaTb CeNbCKoe X03ACTBO Kutas 1 yKpenuTs ero No3numm Ha MMpOBOM PbIHKe.

KnioueBble c0Ba: CeNbCKOX03AMCTBEHHANA MPOAYKLMS, 3aLLIMTA UHTENNEKTYaNbHOW COBCTBEHHOCTY, TeX-
HONOT S BNOKYENH, UHTENNEKTYaNbHbI MOHUTOPWHT, Freorpaduyeckoe ykasaHue

Ana uutupoBaHus: Yonr, ®. (2025). MpumeHeHNe HOBbIX TEXHONOMMIA B 3alLUTE WHTENNEKTYanbHOM
COBCTBEHHOCTM MPU TOPTOB/E CEbCKOX03AMCTBEHHOM NpoayKumei B KnTae. Lex Genetica, 4(3), 84—100.
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Introduction
Research into the use of new technologies for
intellectual property protection in China’s agri-
cultural trade holds both theoretical and prac-
tical significance. In China, the volume of agri-
cultural trade has been growing rapidly during
the year of 2024, with the value of the geo-
graphical indication (Gl) industry surpassing
960 billion yuan (Morrison, 2019). The sphere
of intellectual property rights faces pressing
challenges, such as geographical indication
infringement, disputes over the rights on new
plant varieties, and obstacles to obtaining agri-
cultural technology patents.

The above issues are increasingly solved
through the implementation of blockchain
tracking, DNA marking, and big data anal-
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ysis. The EU and the USA implement block-
chain systems and DNA fingerprinting
methods to successfully shield intellectual
property across various regions of the world
(Gassmann et al.,, 2020). China has achieved
progress in technological development;
however, it still faces difficulties in establish-
ing efficient and practically useful systems.
Previous research has demonstrated that
Gl frauds can be successfully prevented us-
ing blockchain tracking systems. DNA test-
ing was shown to be a trustworthy method
for solving disputes over plant variety rights,
while big data analysis enhances detection
of intellectual property infringement (Aron-
zon, 2019). However, the practical implemen-



®eHr YoHr

MpuMeHeHMe HOBbIX TEXHONOTM B 3aLLUTE UHTENIEKTYa/IbHO COBCTBEHHOCTM
Npu TOproene cenbCkoXo3aMCcTBEHHON npoaykunen B Kutae

tation of these technologies is associated
with a number of problems, such as high
costs and limited applicability in different
regions. In order to raise their efficiency,
these technologies should be used in combi-
nation with traditional protection methods,
thus enabling the construction of a smarter
system for intellectual property protection
in the agricultural sector. Such a system will
be instrumental in supporting the interna-
tional competitiveness of China.

This article aims to (1) identify the main
issues of intellectual property protection
in the field of Chinese agricultural products,
(2) reveal the risks associated with the in-
fringement of rights to geographical indica-
tions, new plant varieties, and agricultural
technologies, and (3) examine the potential
of using new technologies (e.g., blockchain,
DNA identification, big data, Al, satellite
monitoring, and loT) for solving the afore-
mentioned issues. The research contributes
to the development of a comprehensive
intellectual property protection system
to strengthen the competitiveness of Chi-
nese agriculture in the global market.

1. Technological challenges in the
protection of agricultural product
intellectual property rights

1.1. Geographical indication infringement
issues: counterfeiting, adulteration,
e-commerce platform infringement, etc.

At present, the infringement of geographical
indications (Gl) is the major obstacle to intel-
lectual property protection in the field of ag-

ricultural products in China. The rising mar-
ket value of Gl products has triggered an
evolution of infringement patterns which
are now presented as increasingly complex
and disguised forms spreading across multi-
ple regions (Lietal., 2023).

The illegal use of counterfeit methods
represents a widespread infringement pat-
tern which involves using fake packaging
and fake certification marks to sell ordi-
nary agricultural products as famous Gl
products. The issue of counterfeit products
is clearly demonstrated by the “Wuchang
Rice” case, when fake products have started
to dominate the market more than genuine
ones (Yu et al, 2025). The Wuchang Rice
Association published alarming statistics
which showed that approximately 1 out
of 14 kilograms of Wuchang Rice products
sold in the market represents authentic rice'.
The deceptive actions of fraudsters lead
to both diminished consumer confidence
and right violations while causing significant
yet hard-to-measure damage to authentic
Gl brands.

Another significant concern is adultera-
tion. Some unscrupulous merchants adopt
a “blending” method, mixing a small quanti-
ty of genuine products with a large propor-
tion of ordinary ones for sale. For instance,
in the case of “Yangcheng Lake hairy crab’,
certain vendors obtained a “Yangcheng Lake”
identity certification for common hairy crabs
by briefly relocating them to and breeding
them in non-production areas before trans-
porting them to the genuine Yangcheng Lake

" National Committee of the Chinese People's Political Consultative Conference. (2023, July 27). Strengthen-
ing the protection of geographical indications and promoting the development of local characteristic industries. Avail-
able at: http://www.cppcc.gov.cn/zxww/2023/07/27/ARTI1690422376860119.shtml. (In Chinese).

2 Chinese Geographical Indication Products Open Up Clobal Markets. (2025, July 9). China Business News.
Available at: https://www.cfsn.cn/news/detail/33/304948.html. (In Chinese).
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region?(Zhao, Zhan, 2025). This type of adulter-
ation is highly surreptitious, often eluding de-
tection by conventional oversight mechanisms.
It should be noted that with the rapid ad-
vancement of e-commerce platforms, Gl in-
fringement has undergone a significant mi-
gration from conventional offline channels
to the online sphere. Numerous infringing
vendors populate platforms, such as Pindu-
oduo and Taobao, falsely purporting to offer
“direct supply from the origin” or “direct sales
from the original factory” These entities
cunningly exploit algorithmic vulnerabilities
within platforms and leverage consumer pre-
dispositions to commit their illicit acts.

1.2. Problems related to the protection
of new plantvarieties
The new varieties of plants suffer a serious
threat of forgery and piracy (Hou, 2019).
Thus, by crossing different pools (offspring)
with each of the four original bulks (par-
ents) and using the same flanking primers,
the Itaimbezinho and Saragoza parents
could be hybridized in at least two different
combinations, giving at least two different
restriction fragments. Fake variety rights,
which are obtained by slight modifications
of the original variety, are well known®. Such
frauds are extremely difficult to detect.
Another major issue is non-authorized
multiplication. There are a number of com-
panies or individuals involved in a large-scale
spread of legitimate varieties of unauthorized

acts, causing great damage to the interests
of the right holders. For example, in the “Long
Liangyou” rice infringement case, the infringer
illegally multiplied 17860 kg of seeds, caus-
ing great economic losses to the variety right
holder (Chunchun et al., 2022). Pattern fea-
tures of such violations are highly organized
witha full industry chain from farming tosales.

The existing regulatory system currently
faces numerous challenges:

« underdeveloped technology for authen-
ticity identification, with traditional field
planting methods being slow and costly;

« lack of law enforcement personnel to ef-
fectively supervise dispersed seed produc
tion bases;

« insufficient punishment failing to create
asufficient deterrent for infringers.

Collectively, these issues severely impede
innovation and development within the seed
industry. High enforcement costs have dis-
couraged some breeding companies from
pursuing rights protection, significantly
dampening their enthusiasm for innovation.
A survey revealed that over 80% of high-end
vegetable seeds are imported, a situation di-
rectly linked to a poor intellectual property
protection in the domestic seed industry*.

In order to overcome these challenges,
a more comprehensive protection system is
needed. This system should include robust
tools, such as DNA molecular fingerprint da-
tabases and remote sensing monitoring net-
works, to ensure protection of variety rights.

? Zhejiang Guangsha Construction Vocational and Technical University. (2025). The National Intellectual
Property Administration released the white paper “The Status of Intellectual Property Protection in China in 2024”

(Excerpt from Geographical Indications). Available at: https://www.guangshaxy.com/kydtlink/cyyiy/c

content_66727. (In Chinese).

jykydt/

“QiaoJinliang,Ji Leilei. (2022, April12). Survey on Seed Industry Issues. Available at: https.//www.moa.gov.cn/ztzl/
/mksn/jjrbbd/202204/t20220413_6396277.htm. (In Chinese).
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1.3. Agricultural technology patent infringe-
ment risks: Patent protection in the fields
of smart agricultural equipment, biological
pesticides, etc.

Agricultural technology patents serve as a ma-
jor obstacle which hinders new innovations
from reaching the market. In the sphere of ag-
ricultural equipment, the main infringement
patterns concern technology plagiarism and
product replication. Following the African
market success of an “intelligent water-fer-
tilizer integration system”, numerous cheap
knock-off products appeared. This reduced
drastically the sale potential of authentic
products®. The biological pesticide industry
experiences widespread patentinfringement,
e.g., companies may use reverse engineering
to derive the fundamental technology before
submitting patent applications with slight
alterations. The unauthorized technological
development breaks the natural progression
of authenticinnovation.

Protection in the sphere of agricultural
technology patents faces the following chal-
lenges.

« The scattered nature of infringement
in field-based agricultural applications ma-
kes it difficult to obtain proof for patent vio-
lations.

« The rapid advancement of agricultural
technology clashes with the slow pace of pat-
ent reviews; as a result, the technology being
patented becomes obsolete by the time it re-
ceives approval.

« The challenge of protecting agricultural
technology through patents arises because
the technology serves public needs but re-
quires protection for wider distribution.

New data from 2024 shows that China holds
only 5% of worldwide agricultural PCT (Pat-
ent Cooperation Treaty) international patent
applications, while the United States controls
32% and the European Union maintains 28%.
The inadequate patent protection system
directly causes this patent protection gap be-
tween countries (Fujii, Managi, 2018).

The advent of digital agriculture introduces
new intellectual property challenges in agricul-
tural bigdata. While farmland, meteorological,
and market data have emerged as critical
assets, unclear ownership and usage regula-
tions frequently lead to disputes. An incident
where the soil database of an agricultural
technology company was illegally crawled
by a competitor highlights vulnerabilities
inagricultural data protection®. Furthermore,
insufficient international patent coverage
leaves Chinese companies vulnerable in over-
seas markets. For example, an irrigation
equipment company facing patent infringe-
mentin Southeast Asia was unable to defend
its rights due to a lack of local patent registra-
tion (Stern, Li, 2016).

The creation of an efficient technology pro-
tection system requires addressing multiple
complex problems, such as the following.

«Patent processes need acceleration through
implementation of more rapid review mecha-

>Ding Yanhong, Liao Qian (2025, April 3). Focus on high-quality and efficient legal supervision and help protect cul-
tivated land. After the irrigation system was repaired, the farmland regained vitality. Available at: https://www.spp
gov.cn/spp/zdgz/202504/t20250403_692199.shtml. (In Chinese).
¢ China National Intellectual Property Administration. (2025, July 9). Beijing releases ten typical cases
of data intellectual property protection. Available at: https://www.cnipa.gov.cn/art/2025/7/9/art_57_200533 htm!

(In Chinese).
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nisms, which can decrease the time needed for
agricultural technology authorization.

« Monitoring capabilities should be improved
through advanced technologies, such as re-
al-time tracking using loT data from devices.

« Global cooperation needs reinforcement
to ensure worldwide protection of agricultur-
al technology patents.

China can realize its significant potential
in the agricultural sector only by resolv-
ing the protection bottlenecks that block
the large-scale development of agricultural
science and technology innovation.

2. Legal aspects of the use of new tech-
nologies in agriculture
2.1. Blockchain Technology
The use of new technologies in protecting
the intellectual property rights of agricultur-
al products has shown great success. Block-
chain is instrumental in tracking the origin
of products with geographical indications.
DNA technology offers a knowledge-based
approach to protecting plant variety rights.
Big data and Al are used by authorities to en-
force laws more effectively. Satellite remote
sensing, along with loT, enable real-time
monitoring (Bai et al., 2023). These tech-
nological advances offer reliable support
in creating an improved system for protect-
ing intellectual property. Along with the im-
plementation of the “2025 Intellectual Prop-
erty Administrative Protection Work Plan”,
the use of new technologies will be extended,
giving additional strength to the protection
of agricultural product intellectual property.

2.1.1. Application scenario: Gl traceability

Due to the characteristics of decentral-
ized and tamper-proof blockchain networks,

enabling detecting the origination of a spe-
cific product with geographic indications
(DI), they have become the mainstream
technological means for tracking the sourc
es of goods with place names. In the tea
industry, e.g., the “Anxi Tieguanyin” agency
in Fujian has created a full-track traceability
flow, from tea garden to teacup, support-
ed by blockchain. By swiping a product’s QR
code, consumers can access important infor-
mation such as planting plots, picking times,
and processing methods. Similarly, Suzhou's

“Yangcheng Lake Hairy Crab” has a block-

chain-enabled anti-counterfeit solution, with
every “actual” crab associated with a unique
anti-counterfeiting code. In 2024, this mod-
el facilitated the investigation and seizure
of 120,000 infringing items. These types
of applications increase consumer trust flow
and offer an accountable platform to sup-
port administrative law enforcement’.

2.1.2. Advantages: tamper-proof, fully

traceable, and enhanced consumer trust

Blockchain exhibits a substantial potential
for the protection of intellectual property
rights in agriculture. This technology pro-
vides three primary features with far-reach-
ing implications: tamper-resistance, com-
plete traceability, and consumer trust.

First, blockchain is practically tamper-proof,
sinceitsdatastructureis builton adistributed
ledger system. Each blockis linked to the pre-
vious block using a specific form of hash en-
cryption. In other words, ifa firmware update
were made to a historical record, the consum-
er would be alerted and it would not have
succeeded in transferring culpability back
to earlier records in the chain. In a nutshell,
any change to the history of the chain auto-

7 Yangcheng Lake hairy crab fishing season begins. (2024, September 26). Suzhou Daily. Available at:
https://www.suzhou.gov.cn/szsrmzf/szyw/202409/43d13f3fff694c50b0b37d176e6a29c6.shtml. (In Chinese).
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matically alerts the system and the transfer
would be instantly rejected.

Second, blockchain provides accurate
traceability of agricultural products. Block-
chain provides information on the entire
lifecycle of the agricultural product. In con-
trast to a traditional database, where sen-
sitive information can only reside in a single
place, blockchain provides a universally dis-
tributed ledger that stores information “on
the books” and can be balanced with every
node in the supply chain. This facilitates
a complete, real-time, and transparent trace-
ability chain. In turn, this improves efficiency
in agriculture bureau and regulatory proce-
dures and provides indisputable electronic
evidence for disputes regarding quality.

Third, algorithms also provide a significant
boost in consumer confidence by providing
“algorithmic trust”. Consumers can use their
smartphones to easily verify the authentici-
ty of the product by scanning a QR code and
accessing its information including further
parts of the value chain. The resulting tech-
nological improvement in traceability and
transparency provides a large shift in ad-
dressing the information asymmetry of tradi-
tional agricultural product markets.

2.1.3. Example: Fujian “Zhenghe White Tea”

blockchain traceability system

This technology has already been used for
the purposes of protection of the Fujian Zheng-
he white tea. The information is transmitted
through 5G networks for fast processing as
Al analytics enable predictive quality control
and automatic anomaly detection. Techno-
logically speaking, this approach ensures up-
loading all warehousing onto the chain and
processing up to terminal sales of tea data

for every link generating an unalterable time
stamp record, thus being a reliable technolog-
ical assurance for product quality traceability®.
From the perspective of industrial upgrad-
ing, the system value consists not only in an-
ti-counterfeiting and traceability effects but,
even more importantly, in the industrial val-
ue added through data assetization. It forms
a unified settlement platform through which
real-time transactional data collection is en-
abled, thereby providing support for the dis-
covery process of a fair price index for white
teas in facilitating more transparent and
standardized market pricing. From the per-
spective of industry promotion value, this sys-
tem offers a technological solution that can
be copied for digital management relating
to geographical indication products. When
facing infringement on e-commerce channels,
the data connectivity between the blockchain
traceability system and the e-commerce plat-
form is particularly important for effectively
identifying fake propaganda like “direct sup-
ply from origin”, hence offering a technologi-
cal weapon for online anti-counterfeiting.

2.2. DNA Molecular Fingerprinting

2.2.1. Application scenario: Protection

of new plant variety rights

DNA molecular fingerprint technology has
become the main technological means for pro-
tecting the rights on new plant varieties. Cur-
rently, its application scenarios have extended
from single variety identification to full-chain
intellectual property protection. The technol-
ogy builds a “molecular ID card” for the variety
using SNP (single nucleotide polymorphism)
or SSR (simple sequence repeat) markers
specific to the variety, thus creating a knowl-

8 http://www.cppcc.gov.cn/zxww/2023/07/27/ARTI1690422376860119.shtml.
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edge-based foundation for infringement
identification (Jamali et al., 2019). This tech-
nology was successfully applied in the “Jingke
968” corn infringement case during the Hain-
an Free Trade Port “Green Sword” special oper-
ation. A comparison of gene sequences of in-
fringing seeds and those of genuine products,
given that the consistency reaches 99.9%, pro-
vides key evidence for investigation and han-
dling of cases’. In addition to corn, this tech-
nology iswidely applied to protect staple crops,
such as rice and wheat, and economic crops,
such as fruit and vegetables. As technology
advances, DNA fingerprinting is evolving from
single-variety identification to whole-genome
analysis, thus providing technological support
for implementing Substantially Derived Varie-
ty (EDV) systems.

2.2.2. Advantages: Accurately identify

infringing varieties and support

judicial decisions

In comparison with conventional identi-
fication methods, DNA molecular finger-
print technology has the following major
advantages. First, the identification cycle is
significantly reduced. The traditional iden-
tification of field planting requires more
than six months, whereas DNA testing can
be completed within 48 h, which can signif-
icantly enhance law enforcement efficiency.
Second, the accuracy of identification is high
due to the use of multi-gene locus analy-
sis, which is much greater than the accuracy
of phenotypic identification. Third, the sam-
ple quantity is small, with only a few seeds or

leaves being sufficient to complete the test,
which reduces the difficulty of evidence col-
lection. These benefits make DNA molecular
fingerprinting an essential basis for judicial
decisions. The recent technological devel-
opment has also facilitated the construction
of standard systems. A unified national varie-
ty DNA molecular fingerprint public platform
has been established to carry out standard-
ized management of “one variety, one name,
one standard sample, and one fingerprint”.
In addition, this technology provides the op-
portunity of cross-border rights protection.
Through the construction of an internation-
ally recognized molecular marker database,
it assists Chinese seed enterprises in pro-
tecting their rights and interests in foreign
markets. With the decrease in sequencing
costs and bioinformatics advancement, DNA
fingerprint technology with achieve higher
throughput and become more affordable.

2.2.3. Example: Hainan Free Trade

Port “Green Sword” Special Operation

The Hainan Free Trade Port’s “Green Sword”
special operation is a model example of DNA
molecular fingerprint technology being used
in the safeguarding of seed industry intellec-
tual property rights. Based on the scientific
developments of the National South Silicon
Valley, Hainan has formed the nation’s first

“Agricultural Plant New Variety Review Co-

operation Center”. This initiative has reduced
the cycle of reviewing new varieties from six
to two months, thus significantly enhanc
ing the efficiency of rights confirmation™.

?State Intellectual Property Office. (2025, March 25). National Intellectual Property Administration: 2025 Work
Plan for Administrative Protection of Intellectual Property. Available at: https://www.cta.org.cn/Idjh/202503/

20250325 55054.html. (In Chinese).

®Hainan Sanya Yazhou Bay Science and Technology City accelerates the construction of the Intellectu-
al Property Special Zone. (2022, April 25). Nanhai.net. Available at: http//ipr.mofcom gov.cn/article/gnxw/
zfbm/zfbmdf/hainan/202204/1969920.html. (In Chinese).
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The Center applies the “molecular detection
+ remote sensing monitoring” technology
in combination to finish 320 new variety
rights reviews in the 2024 special operation,
and collaborate with law enforcement or-
gans to investigate and handle 87 seed indus-
try infringement cases involving 120 million
yuan" This case indicates that DNA molecu-
lar fingerprint technology not only addresses
the issue of infringement identification, but
also provides a solid technological support
for the revitalization of the seed industry by
establishing a full-chain protection system.

2.3. Big Data and Artificial Intelligence (Al)
2.3.1. Application scenarios: Customs
infringement monitoring, e-commerce
platform infringement identification
The integration of Al and big data has of-

fered new opportunities for the protection

of agricultural intellectual property. The Chi-
na Customs has already implemented a new
system to examine relevant data and iden-
tify problem products in a timely manner.
The technology is more precise and effective
than conventional manual checks. It is no-
table that Al technology can even excavate
the temporal and spatial distribution pat-
ternsofinfringements, offer decision support
for the optimal deployment of law enforce-
ment resources, and accomplish a transition
from passive response to active prevention

(Kumaretal., 2022).

2.3.2. Advantages: Improving law

enforcement efficiency and reducing

labor costs

The use of big data and Al technology has
greatlyenhanced the efficiencyand economy

of intellectual property protection. The “Shi-
jianbao” blockchain electronic evidence col-
lection platform launched in the Zhejiang
Province performs multiple functions, such
as web-page and screen-recording evidence
collection, thus providing law enforcement
officers with a complete chain of evidence
support. The merits of Al technology are also
demonstrated in its capacity for continuous
learning. The system has improved its capa-
bility in detecting new kinds of infringement.
For instance, some companies use the geo-
graphical indication of “West Lake Longjing”
while trying to deceive by taking advantage
of the “Longjing flavor”. The system can pre-
cisely identify such cases.

2.3.3. Example: Hangzhou “West Lake Longjing”

Big Data Anti-Counterfeiting Model

The Hangzhou “West Lake Longjing”
big data anti-counterfeiting model is
a representative application of Al technolo-
gy in the safeguarding of agricultural prod-
uct intellectual property rights. This model
has been capable of discovering a black in-
dustry chain of 31 counterfeit online stores
and 25 traffic diversion personnel through
amulti-dimensional data analysis. According
to the leads output by the model, the proc
uratorate set up a “counterfeit trademark
criminal case filing supervision model”, which
notonly prosecuted the direct counterfeiters,
but also brought the entire chain of packag-
ing suppliers, traffic diversion personnel, etc.,
within the range of crackdown, thus achiev-
ing systematic breakthrough in infringement
governance. This case manifests a deep inte-
gration of technological measures and judi-
cial practice. The court completely accepted

" Ministry of Agriculture and Rural Affairs of the Peoples of China. (2024, April 3). 2024 National Seed Indus-
try Supervision and Law Enforcement Year Activity Plan. Available at: http://www moa gov.cn/govpublic/nyb-

72{1/202404/t20240407 6453109.htm. (In Chinese)
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the evidence offered by big data analysis dur-
ing the trial and ultimately sentenced the prin-
cipal offenders to from 4 to 7 years of impris-
onment and imposed a total fine of over
8 million yuan'?. The verdict set a record for
punishing geographical indication trade-
mark infringement cases and manifested
the force of judicial protection. More impor-
tantly, the technological route constituted by
the model has been promoted and expanded
tosafeguarding other geographical indication
products, including the “Anxi Tieguanyin” and
“Yangcheng Lake hairy crab”, offering replica-
ble experience in constructing a nationwide
intelligent protection network of agricultural
productintellectual property rights.

2.4. Satellite Remote Sensing and the Inter-
net of Things (loT)

2.4.1. Application scenarios: Planting base

monitoring, abnormal propagation behavior

identification

The integration of satellite remote sensing
technology with the Internet of Things (loT)
creates an innovative monitoring system for
protecting the intellectual property rights
of agricultural products (Sharma, Shivandu,
2024). Satellite remote sensing enables a bet-
ter coverage than manual inspections. Thus,
larger tea garden areas can be inspected
to analyze the tea tree health through mul-
tispectral imaging, which detects chlorophyll
content and water stress as indicators of un-
authorized variety propagation. During 2024,

a satellite system identified three unauthor-
ized propagation bases, which enabled au-
thorities to retrieve 12 million yuan in eco-
nomic damages®. By linking loT sensors that
monitor soil moisture with weather station
data, the system can create a comprehensive

“planting—environment—quality” association

model to deliver valuable data for standard-
izing Gl of products.

2.4.2. Merits: Real-time observational ability,
less human intervention

The Tieguanyin-1 satellite was developed un-
dera partnership between the China Star Bridge
Technology Co., Ltd., and the Anxi County™. This
satellite utilizes cutting-edge technology to pro-
duce high-resolution images of tea plantations.
In this respect, Al use allows this system to iden-
tify pesticide application, thus protecting and
preserving the integrity of product quality. Re-
mote sensing technology has demonstrated its
validity by authenticating evidence collection
for legal use by tea producers, while forming
a standardized technological framework for all
production areas of Pu'er tea and Longjing tea.
In the future, the satellite networking of “Iron
Guanyin No. 2” will provide enhanced obser-
vations with a greater monitoring precision
down to sub-meter accuracy, thereby enabling
improved protection of agricultural intellectual
property rights through the entire supply chain.

2.4.3. Example: Anxi “Tieguanyin No.1” satel-
lite monitoring tea garden

The Anxi County together with the China
Science and Technology Star Bridge launched

ZIntellectual Property Office of Henan Province. (2025, April 30). Jiaozuo City Procuratorate Launches Intel-
lectual Property Publicity Week Activities. Available at: http://zjxx hnpatent gov.cn/home/detail/5/15175 shtml

(In Chinese).

" From “a leaf” to “a capital of 100 teas™ Anxi Tieguanyin's innovative breakthrough. (2024, June 14). Chi-
na National Radio. Avaliable at: https://www.cnr.cn/fi/wh/20240614/t20240614_526746497.shtml. (In Chinese)

™ China Launches Tianhui-1 Remote Sensing Satellite. (2015, October 27). GIS Resources. Available at:
https://gisresources.com/china-launches-tianhui-1-remote-sensing-satellite
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the “Iron Guanyin No. 1” satellite as China’s first
commercial remote sensing satellite, named
after tea, which is aimed at protecting agri-
cultural intellectual property rights through
aerospace big data® The satellite employes
a multispectral imaging technology that allows
cloud penetration for capturing high-defini-
tion tea garden images and Al algorithms that
perform automatic detection of abnormal ar-
eas, including non-standard pesticide use and
variety mixing. The satellite data integrates
with blockchain traceability systems for addi-
tional processing. The product QR code allows
the consumers to access remote sensing imag-
es of tea gardens, which strengthens their con-
fidence in Gl products. This case provides dual
benefits through demonstrating the legal value
of remote sensing technology in infringement
evidence collection and establishing a repli-
cable technological framework for other pro-
duction areas, including Puer tea and Longjing
tea. The upcoming network integration of “Iron
Guanyin No. 2" satellite will raise monitoring
precision to sub-meter levels, thus enhancing
the protection of agricultural intellectual prop-
erty rights along the entire chain'.

3. Challenges and optimization paths
for new technology applications
3.1. Obstacles to technology promotion
3.1.1. High application costs for small- and
medium-sized enterprises
The implementation of new technologies,
including blockchain, DNA testing, and big
data analysis, for the purposes of agricul-

tural product intellectual property protec
tion yields outstanding outcomes. However,
the high expenses associated with their de-
ployment and maintenance represent signif-
icant barriers for small- and medium-sized
enterprises. Any blockchain traceability
system requires significant financial invest-
ments due to the need to develop private or
alliance chains, which demand numerous
hardware components, software program-
ming tools, and ongoing maintenance ex-
penses. The first monetary outlay for a single
business may reach several hundred thou-
sand yuan. The establishment of a DNA mo-
lecular fingerprint database demands both
specialized testing instruments and expert
technicians, which proves challenging for
small-and medium-sized seed companies.

3.1.2. Low acceptance of new technologies

by farmers

As a rule, farmers lack the required level
of technological awareness and operational
capacity. Although the “blockchain + vege-
table” traceability platform in Weifang City,
Shandong Province has greatly improved
the market premium of vegetables, such
as leeks (with an average rise of 9-30% per
acre), some farmers continue to be reluctant
toenterthesystembecause ofthe complexity
of use”. The same concerns the area of smart
irrigation equipment. Many smaller farmers
tend to rely on traditional experience instead
of implementing accurate irrigation recom-
mendations based on the Internet of Things.
This technology acceptance gap has resulted

* Anxi Tieguanyin No. 1 satellite releases digital vitality of tea industry. (2022, March 11). Quanzhou Eve-
ning News. Available at: https://www.taibo.cn/p/81135. (In Chinese).

' Anxi Tieguanyin No. 1 satellite launched successfully. (2022, March 1). Fujian Daily. Available at:
http://gxt.fujian.gov.cn/zwgk/xw/hydt/snhydt/202203/t20220301_5846709.htm. (In Chinese).

7 Ministry of Agriculture and Rural Affairs of the Peoples of China. (2024, October 17). Typical Case Study
of Digital China Construction No. 9. Innovative Application of “Blockchain + Vegetables” Quality Traceability.
Available at: https://www.moa.gov.cn/xw/bmdt/202410/t20241017_6464550.htm. (In Chinese).
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in a rapid spread of new tools in large-scale
planting areas but their slow advancement
in decentralized management areas.

3.2. Data standards and cross-departmen-
tal collaboration issues

3.2.1. Data island phenomenon

Currently, the management of agricultur-
al intellectual property protection in China
faces the problem of severe data fragmen-
tation. The Ministry of Agriculture and Rural
Affairs, the National Intellectual Property
Administration, the State Administration for
Market Regulation, and other departments
have organized independent data systems,
which are lacking unified data standards and
interface specifications. Taking the manage-
ment of Gl products as an example, the ag-
ricultural product geographical indication
(AGI) of the Ministry of Agriculture and Ru-
ral Affairs and the geographical indication
protection products (PGl) of the National
Intellectual Property Administration adopt
different application procedures and test-
ing standards, which demands enterprises
to submit materials repeatedly, which raises
the related administrative costs. Such data
fragmentation not only decreases the effi-
ciency of administration, but also influences
the effectiveness of supervision. The 2024
Hangzhou “West Lake Longjing” anti-coun-
terfeiting case indicates that the inability
of various departments to share data in real
time hindered the process of discovering and
preventing infringements by regulatory au-
thorities in a timely manner. This data island
phenomenon has become a major bottle-
neck constraining the effectiveness of agri-
cultural intellectual property protection.

3.2.2. Technological collaboration bottleneck

Cross-departmental data sharing faces
both technological and institutional obsta-
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cles. On the technological level, the block-
chain traceability systems built in various
places lack compatibility with national data-
bases. As a result, companies need to man-
ually re-enter data, which increases their
operational costs. On the institutional level,
various departments have concerns about
data sovereignty, in particular, sensitive DNA
data on new plant varieties involving breed-
ing secrets. However, scientific research in-
stitutions are often reluctant to share such
information. The practice of the Hainan Free
Trade Port shows that the establishment
of a sharing mechanism where “original data
does not leave the domain and is available
but not visible” can ensure effective collabo-
ration under the premise of protecting data
security.

3.3. International standard compatibility

China has achieved significant progress
in technological innovation in the field of in-
tellectual property protection for agricultur-
al products. At the same time, the compati-
bility with international standards remains
to be an acute problem. The example
of the Regional Comprehensive Economic
Partnership (RCEP) framework shows that,
although the China—EU Geographical Indica-
tions Agreement has successfully promoted
100 Chinese Gl products to obtain EU pro-
tection, the recognition of China’s technical
solutions is still limited in RCEP member
countries, such as the Association of South-
east Asian Nations (ASEAN). The main obsta-
cles are the existing differences in standard-
ization systems and inconsistency of testing
methods. For example, China’s blockchain
traceability standards are not included
in the Codex Alimentarius Commission (CAC)
system, resulting in the need to pay addi-
tional third-party certification fees when
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exporting “Wuchang Rice” to Southeast Asia.
Similarly, the results of DNA testing technol-
ogy are frequently questioned during cases
of cross-border rights protection due to dif-
ferent molecular marker sites used by dif-
ferent countries (e.g., China uses SNP while
Japan prefers SSR)™.

4.Results

4.1. Governmental subsidies to reduce

the costs of technology application

The promotion of modern technologies
in the field of agricultural intellectual
property protection faces the problem
of a structural cost—benefit imbalance (Ren
et al, 2017). From the economic perspec
tive, new technologies may vyield signifi-
cant positive effects, although requiring
hard-to-cover investments of an individual
enterprise, thus weakening its competitive
position. The government should introduce
the policy of subsidies by accurately recog-
nizing the marginal cost curves of enterprises
of various sizes and developing differentiat-
ed incentive mechanisms. Thus, for startup
technology firms, R&D subsidies are neces-
sary to mitigate innovation risks. For appli-
cation-oriented small- and medium-sized
enterprises, a composite model of “basic
module subsidies + value-added service
self-payment” appears more appropriate.
The design of a subsidy policy should avoid
the two extremes of “sprinkling pepper” and
“raising lazy people”. Instead, it should intro-
duce a “step exit” mechanism to gradually
decline the subsidy proportion along with
the growth of enterprises and their techno-
logical maturity. Meanwhile, tax incentives

should be aimed at guiding enterprises
to shape a virtuous cycle of continuous inno-
vation investment, rather than a straightfor-
ward one-time reduction or exemption.

4.2. Need to establish a national

unified agricultural intellectual property
data platform

The scattered management of agricultural
intellectual property data is a manifesta-
tion of disproportionately high institutional
transaction costs. The fundamental value
of constructing a unified data platform con-
sists in eliminating the loss of efficiency due
to information asymmetry. From the stand-
point of institutional economics, this involves
the reconstruction of the three levels of prop-
erty rights definition, transaction rules, and
governance structure. First, the ownership
of data elements should be clarified, and
the boundaries of rights and obligations
of public data, enterprise data, and farmer
data be demarcated. Second, standardized
data transaction rules should be established,
including interface protocols, security spec
ifications, and revenue distribution mech-
anisms. Third, a multi-center collaborative
governance structure should be designed
to balance relations between central coor-
dination and local autonomy. The platform
construction must adhere to the princi-
ple of “minimum necessity”, with a focus
on breaking through data bottlenecks in key
business scenarios instead of seeking big and
comprehensive data agglomeration. Particu-
lar attention must be given to preventing
data monopoly risks and avoiding the emer-
gence of a new digital divide.

' Genetic Testing and International Regulation: Safety and Ethical Issues. (2024, November 13). HIRO Clinic.
Available at: https://www.hiro-clinic.orip/gene/genetic-testing-regulations-ethics/?lang=zh-hans. (In Chinese).
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4.3. Need to promote international
standardization of blockchain,

DNA testing, and other technologies

The international competition of technological
standards is a competition for the right to “speak”
in the industry. To realize the transformation
from “following” to “leading” in the technological
field of agricultural intellectual property protec
tion, China should overcome the path depend-
ence in standard setting. From the point of view
of innovation theory, the interactive relationship
of “technology—standard—market” should be
re-examined. On the one hand, this requires pro-
motion of the continuous input of basic research
and establishment of independent intellectual
property rights in the underlying areas, such as
blockchain consensus algorithm and molecular
marker technology. On the other hand, China
should actively participate in the governance
reform of international standardization or-
ganizations and promote the establishment
ofamoreinclusive and diversified standard set-
ting mechanism. In terms of specific strategies,
the principle of “focusing on breakthroughs
and taking points to lead the whole” should be
adhered, selecting subdivided fields with com-
parative advantages to achieve breakthroughs
first, and then gradually extending China’s in-
fluence. Meanwhile, China should concentrate
on training compound international standard
talents and increase its discourse capacity
in global technology governance.

Conclusion

The implementation of new technologies
in the field of protection of intellectual prop-
erty rights in China’s agricultural product
trade has proved successful. As an incorrupti-
ble ledger, blockchain technology has greatly
reduced the infringement of geographical
indication products. DNA molecular finger-
print technology provides scientific evidence
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to resolve the disputes over new plant variety
rights. Big data and artificial intelligence have
significantly improved the identification of in-
fringement and enforcement decisiveness. Sat-
ellite remote sensing and the Internet of Things
are used to accurately monitor the entire agri-
cultural production process. However, in China,
the promotion of such technologies is currently
facing a number of obstacles, such as the high
cost of their application by small- and medi-
um-sized enterprises, their limited recognition
by farmers, data inconsistency between various
departments, and insufficient activities to com-
ply with international standards. The need
to create amulti-level optimization pathtosolve
these problems is evident. This requires reduc
ing the threshold for technology application
through governmental grants, constructing
a national unified agricultural intellectual prop-
erty data platform to overcome information
isolation, and take an active role in the exqui-
site drafting of international standards to im-
prove the global compatibility of technological
solutions. In theoretical terms, the protection
of intellectual property rights in agricultural
production has evolved into a new “technolo-
gy—system—market” paradigm of coordinated
development. In practical terms, a deeper in-
tegration of technological and institutional in-
novations is required. The future development
direction should focus on the following prior-
ities: the development of lightweight techno-
logical solutions that would meet the needs
of small-and medium-sized farmers; the design
of a cross-departmental, cross-regional collabo-
ration and supervision mechanism; a deeper
involvement in the construction of a global ag-
ricultural intellectual property governance sys-
tem. By means of employing and commercializ-
ing cutting-edge technologies of more mature
5G and quantum computing, the protection
of intellectual property rights of agricultural
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productswill enteranewstage of intelligence  the international competitiveness of Chinese
and precision. This will contribute to enhanc  agricultural products and, ultimately, fulfill-
ing the system of agricultural intellectual ing the strategic aim of high-quality agricul-
property protection in China, supporting tural developmentand rural revitalization.
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AHHOTauua

B naHHoOM cTaTbe NpeAcTaBaeH AeTasbHbIA aHaAN3 akTyasbHOro 3apybexHOro 3ako-
HoAaTenbCTBA B 06/1aCTH 06eCNeueHns rocyAapCcTBEHHbIX 3aKyNOK 1eKapCTBEHHbIX

npenapaTtos Ha HaLMOHaNbHOM pbiHKe. Llenb cTaTb — NpoBeCcTu uccnefoBaHmne nyy-
WWX MUPOBBIX MPaKTUK HOPMATUBHOMO MPaBOBOrO PEryinMpoBaHns rocyaapCcTBeH-
HbIX 3aKYMOK 1eKapCTBEHHbBIX CPEACTB C TEM, UTOObI CHOPMYNNPOBATH pEKOMEH LM

POCCUIACKOMY 32KOHOAATENIO MO COBEPLUEHCTBOBAHMIO COOTBETCTRYIOLLMX NPABOBbIX

aKkToB B 0603HaUYEHHOW Chepe.

B kauecTBe Hambonee penpeseHTaTUBHbIX TOCYAapCTB AN UCCNEA0BAHMS BbIOPaHbI

NHavs, Kutan, bpasuansg, CLLUA, Vicnanus, fepmaHms, MOCKObKY UMEHHO B AaHHbIX

CTpaHax B TeyeHne NocneHNX ABaALaTV NeT CAOXKMAACh KOMMAEKCHAs CUCTEMA HOP-
MaTUBHOTO MPaBOBOrO PErynnpoBaHus OTHOLIEHWIA, CKNAAbIBAOLLMXCS B 06NACTY

LLEHOOOpa30BaHMA MpU NPOBEAEHUN TOCYAAPCTBEHHBIX 3aKYMOK /1eKaPCTBEHHbIX

cpeacTs. Ipu 3ToM 3apybexHble rocyaapcTBa UCNONb3yT AnddepeHLpoBaHHble

NoAXOAbl K GOPMUPOBAHMIO UHCTPYMeHTapus npedepeHUnanbHoro pexmnma 3aky-
NOK HaLMOHa/bHbIX 1€KAPCTBEHHbIX NpenapaTos.

B 3aknioueHvie aBTOp OTMEYAET, UTO POCCUIACKOMY 3aKOHOAATENO B LLeNSX COBEPLUEH-
CTBOBaHUS PENEBAHTHOTO HOPMATMBHOIO peryinpoBaHus HeobXoAMMo 06paTuTb
BHMMaHWe Ha Takue UHCTPYMEHTbI, Kak: cornalweHne o pacnpefeneHun prckos, cu-
cTema OLEeHKN MEANLIUHCKMX TEXHONOTUIA, AnddepeHLmaLis ypoBHeii nokanmsaumnm

JIEKAPCTBEHHBIX CPEACTB B Liegx 0becrneueHns NoaaepKKy 3aKynoK npenapaTos Ha-
LMOHANbHOTO NPOUCXOXAEHUS.

KnioueBble cnoBa: NpaBoBoe perynnpoBaHue; 3apybexxHoe 3aKoHOAATeIbCTBO; rOCYAapCTBEHHbIE 3a-
KYMKW; HALMOHAbHBIA PbIHOK; 1€KApCTBEHHbIE CPEACTBA; NpedepeHLLnanbHblii peXnM; MeANLMHCKIE
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Review of the Current Foreign Legislation in the Field
of Public Procurement of Medicines on National Markets

Daria V. Ponomareva™!
Kutafin Moscow State Law University (MSAL), Moscow, Russian Federation

Abstract

The article reviews the current foreign legislation in the field of public procure-
ment of medicinal products on national markets. The research aim was to analyze
the best world practices in this sphere and, on this basis, to formulate recommen-
dations to the Russian legislator on improving the relevant legal acts. India, China,
Brazil, the USA, Spain, and Germany were selected as the most representative coun-
tries for the research. Over the past 20 years, these countries have developed an
integrated system of legal regulation in the field of price setting when conducting
public procurement of medicines. These countries apply differentiated approaches
to ensure a preferential regime for the procurement of national medicinal products.
In conclusion, the author notes that, in order to improve the relevant legal frame-
work, the Russian legislator should intensify the use of such instruments as risk
sharing agreements, an improved system of medical technology assessment, and
differentiation of medicinal drug localization levels in order to provide support for
the procurement of national medicines.
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preferential regime; medical devices; reference prices; risk sharing agreement; import dependence
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BBepeHue

B HacTodulee Bpems B Poccuiickont Pepepa-
LMW NPOBOAMTCA akTWBHas paboTa Mo coep-
LUEHCTBOBAHMIO 3aKOHOAATENbCTBA B 06/1a-
CTV  UeHo06pa3oBaHUs MNpU  NPOBEAEHNM
rOCYAapCTBEHHbIX 3aKYMOK JeKapCTBEHHbIX
cpencts. PocTy 3akoHOAATENbHbIX WHULMW-
aTMB B YyKasaHHOW o06nacTv cnocobcTeyeTt
Yka3 [MpesngeHta Poccuiickoin Penepaunm
oT 7 Masg 2024 r. N° 309 «O HauMoHabHbIX
uensx passutug Poccuiickon Depepaunm
Ha nepunoj Ao 2030 roga W Ha nepcnexkTu-
By A0 2036 roaa»', KOTOPbIA OAHUM M3 MO-
Kasatenei B pamKkax HalMOHaNbHOW Lenwu
«CoxpaHeHne HaceneHus, ykpenneHue 3.0-
POBbsl 1 MOBbILIEHWE 6AArONONYUNA NHOAEN,
noadepXKka CeMbW» Ha3blBaeT yBennyeHue
0XMAAEMOR  MPOAO/IKUTENBHOCTM  XKU3HK
1078 neTKk2030 roay 1 1o 81roaa k2036 roay,
B TOM 4uMC/Ie onepexarowmnin pocT nokasare-
NN OXWAAEMON MPOAOIKUTENBHOCTH 3[0-
POBOW XW3HW. [pK 3TOM HEOBXOAMMO OTMe-
TUTb, YTO LOCTVMXKEHWME AAHHOrO nokasaTens
BO3MOXHO TONBKO NpY YCI0BMM 0becneyeHns
HaceneHnss MHHOBALMOHHbIMU dapmaLeBTH-
YyeckMMK npenapatamu, B CBI3M C Yem Co3/a-
HVe U BHeApPEeHME MHHOBALMOHHbIX pELIEHII
[N9 0becneueHns HaceneHns CTpaHbl 4oCTyn-
HbIMU U 3DDEKTUBHBIMU NEKAPCTBEHHbBIMM
CPeAcTBaAMU, CHUXEHWE MMMNOPTO3aBUCUMO-

CTU TpebyioT CO3AaHMa CUCTEMbl 3aKOHOAA-
Te/bHOTO  obecnevyeHns  rocynapcTBeHHON
NOAAEPXKKM CNPOCa Ha YKa3aHHYK MNpoayK-
unto. B uenax coepleHCTBOBAHNUS 3ddek-
TUBHOCTM Takoi paboTbl MpeacTaBasgeTca
HEOBXOAMMBIM M3YUNTb Ayydlline 3apybexHble
NoAX0Abl K QOPMUPOBAHMIO 3aKYMOYHBIX LLEH
Ha leKkapCTBEHHbIE CPeCTBa.

B kauecTBe Hambonee penpeseHTaTUBHbIX
rocynapcTs AN WUCCAeAO0BaHWG  BbiOpaHb
Nuansg, Kutan, Bpasunung, CLUA, Vicnanus,
[epmMaHng, MOCKONbKY WMEHHO B AaHHbIX
CTpaHax B Te4yeHune nocnefHnx agaauartu net
CNOXMNACh KOMMEKCHAs CMCTEMA HOPMATUB-
HOroO NPaBOBOrO PEryMpoBaHNs OTHOLEHWHI,
cknajblBatolmMxca B 06nactv LeHoobpasosa-
HWUS NpW NPOBEAEHUN TOCYAapPCTBEHHbIX 3a-
KYMoK 1eKapCTBEHHbIX CpeacTB. PeneBaHTHOe
3apybexHoe 3aKOHOAaTeNbCTBO HEPEAKO CTa-
HOBM/IOCb NPEeAMETOM UCCNEA0BAHUS Y Npea-
CTaBUTeNEe Hay4YHON tOPUAMNYECKON AOKTpU-
Hbl (HukunTeHko, 2018; Kapnos u ap., 2019;
Pbibakosa, 2015; Bosio et al., 2022; Vecchi
et al, 2020). B HacToslEM WMCCEA0BAHWM
npeAcTaB/ieHa Kpatkas XapakTepucTuka 3a-
KOHOAATENbCTBA OTAENbHbIX 3apyBexHbIX ro-
CyAapcTB, MOCBALLEHHAA LEHO06Pa30BaHMIO
npv NPOBEAEHWUN TOCYAaPCTBEHHbIX 3aKYyMNOK
Ha GapMaLeBTUYECKOM PbIHKE.

' Vka3 Mpeauderma Poccutickoii Dedepauuu om 7 mas 2024 2. No 309 «O HAYUOHAAbHBIX UeATX pazsumus Poccutickoli
Pedepauuu Ha neprod do 2030 200a u Ha nepcnekmugy 0o 2036 200a». Pexxinm goctyna: https://www.kremlin.ru/

acts/news/73986
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0630[) aAKTya/lbHOro 3apy6e)KHoro 3aKOHOAaTeIbCTBa B 061acTh obecneueHns
rocyaapCTBEHHbIX 3aKYNOK JIEKAPCTBEHHbIX CpeACTB HA HAUUOHA/IbHOM pbIHKE

Oco6eHHOCTM NpaBOBOro
perynupoBaHusi opMmnpoBaHus
3aKYNOYHbIX LieH B 3apy6e)XXHbIX
rocyaapcrBax

NHauns

B VIHAMW HOpMaTMBHOE NPaBOBOE peryanpo-
BaHMe B 061aCTN GOPMUPOBAHMS 3aKYTOYHbIX
LeH Ha NlekapCTBeHHble CpeacTBa B pamkax
rOCyAapCTBEHHbIX 3akymnmoK MpeacTaBaeHo
cnepywumMm JoKyMeHTamu:

« EAVHBIN KOAEKC MAPKETUHTOBOW NPaKTUKK
B chepe MeaNUNHCKIX n3aennin 2024 rona’;

« EAMHBIN KOAeKC dapmaueBTUYeCKon map-
KETMHIOBOM NpakTuKkn 2024 roaa’;

» [pukas o rocyaapcTBeHHbIX 3aKymnkax
0T 16 ceHTabps 2020 roaa’;

» PykoBoacTBO Ans peanvsaumm noaoxe-
HuI Tpukasa o rocyaapcTBEHHbIX 3aKynKkax
0T 30 aekabps 2020 roaa’;

« [pyka3 o ToBapax, MMEKLLMX fOCTaToY-
HbIA MECTHBI CMPOC 1 KOHKYPEHTOCTOCOBHbIX
Ha MeCTHOM pbIHKe, OT 25 MapTa 2021roaa’.

Ba3oBbIM AOKYMEHTOM B [AHHOM KOHTEK-
cte gBnsetcd [lpykas o rocynapcTBeHHbIX

3akynkax oT 16 ceHTs6ps 2020 T, KOTOPbIM
BHOCATCS M3MeHeHUs B [locTaHOBNEeHWE O ro-
CYNAPCTBEHHBbIX 3aKkynkax 2017 . [JaHHbIM A0-
KyMEHTOM Onpefensercs rocyaapcTBeHHas
NOAUTKKA, HanpaBfAeHHas Ha NPOABWXEHMe
TOBApPOB U YCAYr WHAMIACKOTO MPOW3BOACTBA
B npoLecce rocyaapcTBeHHbIX 3akynok. Llenb
NOKyMeHTa — MoAJepXaTb OTeYeCcTBEHHYIO
NPOMbILINEHHOCTb,  CHM3WUTb  3aBUCUMMOCTb
OT MMMOPTHbIX TOBAPOB M CO3AaTb GOMbLIE pa-
60unx MecT B MHAMU. PaccmaTpuBaemsiii Ao-
KYMEHT SIBASETCA YacTbio MHMLMaTHBbl «Make
in India» («Caenaro B HAMW»), KoTopas bbina
3anyuleHa B 2014 . ¢ Ue/blo NOOLLPeHUs KOM-
NaHWii Npou3BOAWTL Mpoaykuuio B VHAWMK.
MHnMumatMBa rapaHTUMpyeT, uTo WMHAMIACKUE
NpeAnpuaThs, ocobeHHO OTHOCAWLMECS K Ka-
Teropun manbix U cpeaHunx (MCIT), nonyyatot
npuopuTeT NpK MOKYMKe TOBAPOB MW YCAyr
rocyAapCTBEHHbIMI BEAOMCTBAMI W Npeanpu-
ATUAMM rocyaapcTBeHHoro cektopa. OTaaBas
npeanoyTeHe ToBapam MEeCTHOro MpoW3BOA-
CTBQ, WHAMIACKOE MpaBUTENbCTBO CTPEMUTCS
YKPEnuTb IKOHOMWKY, MOBBLICUTb YPOBEHb Ca-

2 Uniform Code for Marketing Practices in Medical Devices 2024. Available at: https://pharma-dept.gov.in/sites/de-

fault/filesflUCMPMD_0.pdf

* Uniform Code for Pharmaceutical Marketing Practices 2024. Available at: https://pharma-dept gov.in/sites/de-

fault/files/UCPMP%202024%20for%20website.pdf

*Public Procurement (Preference to Make in India), Order 2017, Revision dated 16.09.2020. Available at: https://phar-
ma-dept.gov.in/sites/default/files/Public%20Procurement%20%28Preference%20t0%20Make%20in%20India

%29%20Revised%200rder%20dated%2016-09-2020%20issued%20by%20DPIIT.pdf

> Guidelines for implementing the provisions of Public Procurement (Preference to Make in India) Order (PPO) — revi-
sion, related to procurement of Goods & Services in Pharmaceuticals Formulations). Available at: https://pharma-
dept.gov.in/sites/default/files/Guidelines%20for%20implementing%20the%20provisions%200f%20

Public%20Procurement%20%28Preference%20to%20Make%20in%20India%29%200rder%20

%28PP0%29%2C%202017%20-%20revision%2C%20related%20to%20procurement%200f%20Goods%20

%26%20Services%20in%20Pharmaceutical%20Formulations.pdf

¢ Order dated 25.03.2021 regarding items having sufficient local capacity and local competition as per Para 3(a) of re-
vised Public Procurement (Preference to Make in India) Order dated 16.09.2020. Available at: https://pharma-dept
gov.in/sites/default/files/Order%20dated%2016.02.2021%20regarding%20items%20having%20sufficient%20

local%20capacity%20and%20local%20competition%20as%20per%20Para%203%282%29%200f%20re-

vised%20Public%20Procurement%20%28Preference%20to%20Make%20in%20India%29%200rder%20

dated%2016.09.2020.pdf
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Daria V. Ponomareva
Review of the Current Foreign Legislation in the Field

of Public Procurement of Medicines on National Markets

MOOBECMEeUeHHOCTM W CTUMYAIMPOBaTh Mpo-
MbILLIAEHHbIA POCT.

[encTene paccmarprvBaemoro JokymeHTa
pPaCnpOCTPaHAETCS Ha OpraHbl roCyaapCTBEH-
HOW BNACTW; rocyaapCTBEHHblE MPeanpUusaTus;
yypexaeHus, noayyatoLimne rocyaapcTBeHHoe
dUHaHCKMpoBaHMe (Hanpumep, YHUBEPCUTETbI
1 uccnepoBatenbckue opranvsauny). Mpea-
nojaraeTcs, 4to 60N ToCyAapCTBEHHbIN
KOHTPAKT Ha 3aKyrnKy TOBapoOB WKW yCayr Ao-
>KEH COOTBETCTBOBATH YKA3aHHbIM MpaBuaam
npefocTaBneHns npedepeHLni.

[Mpunkas 4ennT NOCTaBLLMKOB HA TPU KaTero-
pPUN B 3aBMCUMOCTM OT MPOLEHTA COAEPXKAHMS
KOMMOHEHTOB MECTHOrO NPOM3BOACTBA B dap-
MaLeBTUYECKON NPOAYKLMM:

a) MecTHbIM nocTaBLUKK Knacca | — nocrtas-
WMWK, NPOAYKUNS KOTOporo Ha 50% cocTouT
13 KOMMOHEHTOB MECTHOTO NPOM3BOACTBA. Ta-
Kue NoCTaBLUMKM NoAyYatoT Hanbosblume npe-
MMYLLLECTBA NPW FOCYAAPCTBEHHbIX 3aKyNKax;

6) MecTHbI nocTaBLIMK Knacca Il — nocTas-
MK, Ybst NPOAYKLMS coaepuT oT 20 ao 50%
KOMMOHEHTOB MeCTHOro npounseoactsa. OHK
paccMaTpuBaOTCS TOMbKO B TOM Cy4ae, eciu
OTCYTCTBYOT NOCTaBLUMKI Knacca l;

B) HemeCTHbI NOCTaBWMK—MOCTaBLLMK, Ybs
NpoAyKUMs COAEPXKNT MeHee 20% KOMMOHEH-
TOB MECTHOro Mpou3BOACTBA. Takne MnocTaBs-
WUKA He MoayYatloT HMKAKMX MpenMmyLLecTs
NpW y4acTUn B roCyAapCTBEHHbIX TEHAEPaX.

B paccmarpuBaemMom  AOKymMeHTe  yCTa-
HOBMEHbl YETKME MpaBwaa, rapaHTupytoline
NpUOPUTET MECTHbIM MoCTaBLLMKam. B uacT-
HOCTW, €CAM MECTHbIA MOCTaBUWMK MepBOro
Knacca U HeMeCTHbI MOCTaBLW MK NPeTeHAYOT
Ha OJMH 1 TOT XKe KOHTPaKT, NpeAnoyTeHe oT-
[LaE€TCH MECTHOMY MOCTABLLMKY, laxe eCnn ero
LeHa HEMHOrO Bbllwe. ECnM BO3MOXHO OTAaTb
npeanoyTeHne MeCcTHOMY MOCTaBLIMKY nep-
BOTO KJjlacca, TO NpeaoKeHNs NOCTaBLLMKOB
BTOPOr0 K/lacca WMAM HEMECTHbIX MOCTaBLLW-

KOB He paccmaTtpmsatotcs. Ecam camag HusKas
LleHa NpeanoXeHa HEMECTHbIM NMOCTABLLMKOM,
MECTHbI MOCTaBLLVK NEPBOro Kaacca noayya-
€T BO3MOXHOCTb NPENOXKMNTb TaKyto Xe LeHY
M BbIUTPaTb KOHTpakT. [laHHble npaBuna ra-
PaHTMPYIOT, YTO UHAMIACKWE MPOU3BOAUTENN
nosyyat 60/blie BO3MOXHOCTEN As y4acTns
B rOCy/1apCTBEHHbIX KOHTpaKTax.

HecmoTps Ha TO 4TO MHAWIACKOE NpaBw-
TeNbCTBO MNOAAEPXKMBAET MECTHbIX MOCTaB-
LWVKOB, B HEKOTOPbIX CUTyaLLMAX AONYCKAOTCS
chefytolne NCKatoUeHms:

a) eCy HeobXOAMMbIE TOBAPbl UKW YCaYTH
HeAOoCTYMHbI B VIHAMW, NPaBUTENLCTBO MOXET
3aKynaTb MX Y MHOCTPAHHbIX MOCTABLLMKOB;

6) ecnn Ans Npou3BoACTBa hapmaleBTHye-
CKOWM NpoayKLUWK TpebytoTcs nepefoBble Tex-
HOMOTWW, HEAOCTYMHblE B VHAWY;

B) €C/IN CyLLeCTBYET CpoUHasa NoTpebHOCTh
I MECTHblE MOCTABLLMKN HEe MOTYT YAOBNETBO-
PUTb CMPOC, NPaBUTENLCTBO MOXET PacCMO-
TpeTb BO3MOXHOCTb NPUBJEYEHNS MHOCTPAH-
HbIX MOCTaBLLMKOB.

Takue nckNtoUYeHns NpeaoCTaBNAOTCS TONbKO
B 0COObIX CAyHasx U AOMKHbI ObITb 006pEHbI CO-
OTBETCTBYIOLWMMU KOMMETEHTHBIMW OpraHamm.

KoHTponb 3a peanusaunen NonoxeHnn
npvKasa Bo3nOXeH Ha [enapTameHT no pas-
BUTWIO MPOMbILLAEHHOCTU 1 BHYTPEHHER Top-
roBAv nNpu MuHUCTepCTBE TOPrOBAM U MPO-
MbllWAEHHOCTY MHaMK. YTobbl 0becneunTs
Hadnexallee cobaoieHne MNOANTUKK Nof-
LNEPXKKN MECTHbIX npounssoauTenent dapma-
UEBTUYECKON NPOAyKUMW, MNpaBUTENbCTBO
NpeanpUHAN0 P/ LLAroB:

a) cepTudurKauMs CcoaepKaHUg KOMMOHEeH-
TOB MECTHOro MPOM3BOACTBA — MOCTABLLMKM
NOMXHbI NPefoCTaBUTh Aeknapaumnio, B KOTo-
POV yKa3blBaeTCs MPOUEHTHOE codepXaHue
MECTHOrO Cbipbst B MX MPOAYKLMUW. B HekoTo-
PbIX Cyyasx TpebyeTcs cepTUdUKaums rocy-
[ApCTBEHHOrO OpraHa;
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6) MpoLecC OLeHKM 3a8BOK Ha yyacTue
B TEHAEpe — rocyAapCTBEHHbIE yupexaeHWs
OLIEHMBAIOT BCE 3asdBKM, UTOOLI MPOBEPUTH
Ha/snume COoAepXaHus CbipbS MECTHOrO Mpo-
M3BOACTBA M yBeanTbCA, UTo MpeanouTeHne
oTaaeTcs NocTaBlMKaM NepBOro Knacca;

B) MexaHuW3m rnogaun xanob u obpatle-
HWIA — ecan KakoM-1nbo MoCTaBLUMK CyWTa-
€T, uTo MpaBuaa He cobMOAATCA AOMXKHbIM
06pa3om, OH MOXeT mofath anoby B [e-
napTamMeHT MO Pa3BUTUIO MPOMbILLINEHHOCTU
1 BHYTPEHHeit Toprosan npu MuHucTepcTee
TOProBAN U NMPOMbIWAEHHOCTY VHAMN.

K Haubonee 3pdEKTUBHLIM Mepam rocy-
NapCTBEHHOW MOAAEPXKM 3aKynku nekap-
CTBEHHbIX CPEACTB OTHOCATCS: KaTeropmsaums
MeCTHbIX NOCTaBLLMKOB B 3aBUCUMOCTM OT NPO-
LeHTa CoAepXaHns KOMMOHEHTOB MeCTHOro
nNpou3BOACTBA B dapmaueBTMYeckol npo-
AyKUWK; cepTudnkaums cogepxaHmnsg Kommno-
HEHTOB MeCTHOro MNpOW3BOACTBA; BeAeHMe
0c060ro NpoLecca oLeHKM 3a9B0K Ha yyacTue
B TeHAepe C TeM, YTOObl MPOBEPUTH HaMUMe
cofepXaHus CbipbS MECTHOro MpoM3BOACTBA
1 ybeanTbCs, YTO NpeanoyTeHne 0TAaeTca no-
CTaBLLMKaM NepBOro Knacca.

KuTtan

B KuTae npasoBoe obecnevueHve npedpepeH-
UMaNbHOrO pexuma 3aKkymnok OTeYeCTBEHHbIX
NeKapCcTBEHHbIX CPeACcTB GOpMMPYETCS B KOH-
TekcTe HaumoHaNbHOM LEeHTPaNN30BAHHOW
CUCTEMBI 3aKYMOK IeKaPCTBEHHbIX CpeaCcTs.
[aHHag cuctema 3akymoK NeKapCTBEHHbIX
CpeAcTB AencTByeT ¢ Aekabps 2018 . C 2009 1.
B Kntae nposoamtcs pedopma 34paBooxpa-

HeHMs, B paMKax KOTOPOW B MPOBUHLIMAX BHeE-
LpSeTcs cucTema rocyfapCTBEHHbIX 3aKyMoK,
npu KOTOpOW NpeanpuaTus BeayT NeperoBo-
Pbl C MEAULMHCKUMN yUpexXaeHU MM noce
pasmMelleHns 3asaBOK Ha naathpopme NpoOBUH-
UMaNbHOrO YPOBHS, a MeAUUMHCKNE YyUpex-
[eHNs 3aKynatoT ekapcTBa no TpeboBaHMIo.
B nekabpe 2018 r. [ocyaapCTBEHHbIA COBET
BbINyCTUA «[TMAOTHYIO Mporpammy Mo LeH-
TpanM30BaHHOM 3aKynke W WCMoAb30BaHWIO
NleKapCTBEHHbIX CPeAcTB B HaLMOHAIbHOM
maclTabe»®, KoTopas Bnepsble NpeacTasuia
HauvoHanbHyt0 UEeHTpann30BaHHYy cucTe-
My 3aKynku neKkapcTBeHHbIX CpeacTB, 40NOoN-
HAOWYIO CYLLECTBYIOLLYIO CUCTEMY 3aKYMOK
NeKkapcTBeHHbIX cpeacTs B Kutae. K okTabpio
2023 . 6bIN0 MPOBEAEHO BOCEMb payH/0B
LEeHTpan30BaHHbIX 3aKy MoK, B XOA4e KOTOPbIX
B CpejHem 3akynanocb 41 nekapcTBeHHoe
CPeacTBO, a CPpeHAs LieHa CHuxanach bonee
uem Ha 50%.

AHanusvpyemas noauTMKa HanpaefieHa
Ha OTOGOp HemaTeHTOBaHHbIX NeKapcTs, Ka-
UeCTBO KOTOpbIX COOTBETCTBYET KauyecTBy
OpPEeH0BbIX NeKapCTB, MPOLIEALINX OLEHKY
KayecTBa, W Ha CHUXEHMWe KX LeH. ITa UHU-
uMatMBa TakXke HampaBfieHa Ha CHUXeHKe
KOPMOPaTMBHbIX TPaH3aKLUMOHHbIX U3AEPXKEK,
KOHTPO/b PacXoA0B Ha MeAMUMHCKOE CTPaxo-
BaHMWe, nepexos GOAbHWL, K CTaHAapTU3UPO-
BaHHOMY MCMONb30BAHMIO N1€KAPCTB W, TakUM
06pa3oM, COBEPLIEHCTBOBAHNE MEXaHU3MOB
ONTOBbIX 3aKymnok nekapctB B KuTtae u me-
XaHW3MOB LIeHOOOpa30BaHUsS Ha NekapcTsa,
OpUeHTMpPOBaHHbIE Ha pblHOK. C MoMeHTa
3anycka B 2018 . NMMAOTHOrO MpoeKTa Mo on-

7 Cm: Government Procurement Law of China (2014). Available at: https://www.chinajusticeobserver.com/law/x/gov-

ernment-procurement-law-20140831

& Cm.: State Council of China. (2019). Notice of the General Office of the State Council on Issuing National Drug Central-
ized Purchasing and Using Pilot. Available at: http://www.gov.cn/zhengce/content/2019-01/17/content_5358604.htm.

(InChinese).
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TOBbIM 3aKymnKam «4 + 7» K KOHUy 2022 1. B Ku-
Tae OblN10 NPOBEEHO CeMb CEPUIt 1 BOCEMb
payH/0B 3aKymnoK, OXBaTbiBalOWMX B 06LLEeN
CNOXHOCTN 294 BMAA HEMATEHTOBAHHLIX e-
KapcTB. OCHOBbIBASCh Ha pe3yabratax npefbl-
LYLLNX CEMU NapPTUI 3aKYMOK, MOXHO CKa3aTb,
YTO 3Ta NOMUTMKA 3HAUMTENBHO CHU3MMA LIEHbI
Ha nekapcTsa 48 MeANLUHCKUX YUpeX AeHNH,
B CpeAHemM npumepHo Ha 50%. Okono 60%
CIKOHOM/IEHHbBIX CPeACTB OT HaLMOHa/bHbIX
3akynok HenaTeHTOBaHHbIX NeKapcTB Oblan
Hanpas/ieHbl Ha HaLWOHa/bHble MeperoBopsbl
0 3aKymnkax MHHOBALMOHHBIX 1eKapcTB. ITO
Mo3BOMNNO GOHAAM MELUNLMHCKOIO CTpaxoBa-
HWUS NepPenTU OT HEMNATEHTOBAaHHbLIX N1EKAPCTB
K MHHOBALMOHHbLIM, a TakXe cTpaTternyecku
nepeopueHTUpoBaTbCd C PACXOLOB Ha Mpoja-
KM Ha pacxofpl Ha 1ccnefoBaHUs v pa3paboT-
K B GapMaLLeBTUYECKMX KOMMAHUSX.
HaumoHanbHas  UeHTpanu3oBaHHasg  Cu-
cTemMa  3aKynku NeKkapCTBEHHbIX CpeacTs’,
peanvsyemas Mnof pyKOBOACTBOM W Mpu Op-
raHM3aLMoOHHON noaaepxXke HauroHaabHoro
ynpasnexns no 6esonacHocTn B chepe 3apa-
BOOXPaHEHMA'®, OCYLLECTBAAETCS C MOMOLLLbIO
KOMMAEKCHOW naaTdhopmbl yCayr. HaunoHa b-
HOe yrpae/ieHue no 6e30macHoCTH B cohepe
3[,paBOOXpaHeHNa oTbMpaeT npenapartsl € A0-
CTaTOYHOMN KOHKYPEHLMEN Ha pbiHKe 1 60/b-
WWM MacliTabom pbiHKa, BEAET NMeperoBopsi
0 UeHax ¢ npeanpuatusmu (6e3 pasnmums
MexXay GUPMEHHbIMU 1 HemaTeHTOBAHHbIMM
npenapaTamu) Ha OCHOBE 3aSBNEHHbIX UMM
LileH, 06bEMa NOCTaBOK, NMPU3HAHUS Ha PbIHKE
N APYTNX KOMMAEKCHbIX yCNOBUIA. Bbinrpasluee
TEHAEp MPpeanpudaTMe pe3ko CHUXKAET LEHY,
1, UTOBbI FApaHTMPOBATH CBOV NMPEUMYLLECTBA,

HaunoHanbHoe ynpasneHne obeliaeT obe-
cneyntb 50—70% OT 06LLEr0 rOA0BOr0 06bE-
Ma noTpebieHnsa NekapcTe BCeMU rocyaap-
CTBEHHBbIMU MEAULMHCKMMU YyUpexXAeHNIMN
(B 3aBMCUMOCTU OT XapakTepUCTWK NeKapcTB
YCTaHaBAMBAOTCS pa3Hble MponopLmm).
HaunoHanbHas  UeHTpanv3oBaHHas  Cu-
cTema  3akynku NeKapCTBEHHbIX CPeacTB
pacnpoCTpaHseTcs TOAbKO Ha Haubonee ua-
CTO UCMONb3yeMble B KAMHUYECKUX YCNOBUSAX
npenapatbl 1 0643bIBAET TOCYAAPCTBEHHbIE
MeLVNLMHCKNE YUYPEXAEHNS 3aKynaTb onpe-
NeNEHHbIN 06bEM MNpenapaToB B pamkax
umkna 3akynok. Kpome TOro, HauuoHanb-
Has LEeHTpasM30BaHHas cucTema 3akymnku
NleKapCTBEHHbIX CPeACTB npeaycMaTpuBaeT
MOOLLPEHNS M CaHKUMM 32 MCMONb30BaHue
npenapaToB B MeAMUMHCKUX y4ypexaeHU-
ax. Hanpumep, B 3aBMCMMOCTM OT cTaTyca
BbIMOMAHEHNS 063aTeNbCTB MEANLMHCKAMM
yupexaeHnaMmn MoryT npefocTaBasThCs A0-
NOMHUTENbHbIE CTVMYbI, @ TE, KTO He 3aKymnun
HeobxoauMbli  06bEM MpernapaTtos, MoOryT
NOoABEPraTbCsl COOTBETCTBYIOLLMM CAHKLMSAM.
LleHTpann3oBaHHble 3akymnku paboTtatoT
cnenyoumm 06pasom: HaumoHaabHoe ynpas-
NeHne no 6e3onacHoOCTV B chepe 34paBoOX-
paHeHua cHavana cobupaeT U KOHCONMANPYET
3aMpochl Ha 32Ky MKy OAHMX U TeX e NeKapcTs
OT TOCYAapCTBEHHbIX 6ObHML, MO BCEN CTpa-
He, a 3aTem MpOBOAMT O6LIEHALMOHAbHbIE
3akynku, B XoAe KOTOpbIX dapmaleBTuye-
CKMe KOMMaHUM CamoCToSTeNbHO MoAatoT
3a9BKM W YCTAHABAMBAKOT LEeHbl. 3Ta cucTe-
Ma B OCHOBHOM MPUMEHSETCS K NeKapcTBam,
CPOK [1eMCTBUS MATEHTOB Ha KOTOpble WCTEK,
KOTOpble MPOU3BOAATCS HECKONbKMMU KOM-

? Notice of the General Office of the State Council on the Issuance of the Pilot Program for the Centralized
Purchase and Use of State Organized Drugs. (2019). State Council Gazette, (3). Available at: https://www.gov
cn/gongbao/content/2019/content_5361793.htm. (In Chinese).

'© National Healthcare Security Administration. Available at: http://www.nhsa.gov.cn/. (In Chinese).
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NaHNAMKN ¥ CTAIKMBAKOTCS CO 3HAUYMTENbHOW
KOHKYpeHLUMen Ha pbiHKe. /IHHOBaUMOHHbIE
1 opdaHHble npenapatbl He BXOAAT B chepy
LUEHTPa/M30BaHHbIX 3aKynok. Kpome TOro,
LUEHTPa/IM30BaAHHbIE 3aKYMNKM PacnpoCcTpaHs-
t0TCS TObKO Ha rOCYAapCTBEHHbIE BObHMLLbI
B Kntae 1 He pacnpoCTpaHsStoTCS Ha YaCTHbIe
MeLVLUHCKUE YUPEXAEHNS AN YUpEXAEHNS
C MHOCTPaHHbIMU MHBECTULUSIMU.

B 2024 r. B OTHOWEHUN MHHOBALLMOHHbIX
NleKapCTBEHHbIX MpenapaTtoB Gbina nposeje-
Ha macliTabHag paboTa, B TOM unucie 6bia
3anyleHa MHUUMaTuBea, No3BoagoWas pas-
paboTumnkam ycTaHaBAMBaTb LEHY Ha CBOW
NHHOBALMOHHbIE HWU3KOMONEKYNSPHbIE MNpe-
napatbl, YCKOpeH Mpouecc pacCMOTpeHus
HOBbIX MpenapaToB AN KAMHUYECKMX 1ccae-
[IOBAHWI ¥ OTKPbIT CEKTOP KNETOYHON U reH-
HOW Tepanuu Ans NPSMbIX MHOCTPAHHbIX WUH-
BECTULLMNA.

YTto6bl  moadepxatb paspaboTky MHHO-
BALMOHHbIX eKkapcTB M  ONTUMK3NPOBATb
NpoLEecC rocyfapCTBEHHbIX 3aKyMOK HOBbIX
npenapaTtos, HaunoHanbHOe ynpaBieHue
no Bonpocam 6e3onacHocTu B chepe 3apa-
BOOXPaHeHNs NpeacTaBuao HOBbIA pabounii
MexaHM3M C pa3paboTaHHbIM METOAOM OLEH-
k. CornacHo AaHHOW WMHWMUMATMBE MNpOU3-
BOAWTENN NekapcTB ByayT CamoCTOATENbHO
MPOBOAMTb OUEHKY BbICOKOTEXHOMOMUYHbIX
npenapaToB C TOYKW 3PEHUS KIUHUYECKOW
LIEHHOCTU, MHHOBALMOHHOCTW W T. A. UTOObI
onpenenntb, obnagaet nm Mx npenapat Bbl-
COKWUM, CPeiHUM WA HU3KUM YPOBHEM WH-
HOBALIMOHHOCTM. DTW OLEHKM Takxe OyayT
OCHOBbIBATbCS Ha KPUTEPUSX PaHXMPOBAHUS,
npefycMOTpeHHbIX HaumoHanbHbIM ynpase-
HMem no 6e3onacHoCcTy B chepe 34paBooxpa-

HeHus. [py NepBoM pasmelleHny Ha nnat-
dopmax Ang 3aKkynok nekapcTs npenapars
C BbICOKOW MHHOBALIMOHHOM LlEHHOCTbIO ByayT
MMETb 6ONblLIEE BAUSHUE HA MEepPBOHaYaabHOE
LeHoobpasoBaHme 6e3 Kakux-1nmbo orpaHu-
YEHMIH CO CTOPOHbI rocyaapctea. Kpome Toro,
npenapatbl C BbICOKMM U CPEAHUM YPOBHEM
MHHOBALMOHHOCTW BYAyT MMETb CTabuabHoe
LeHoobpasoBaHue B TeyeHune 5 net. Mpena-
paTbl C HU3KUM YPOBHEM MHHOBALUIA AOMKHbI
6yayT NpeaocTaBUTb KOHKPETHble 0BOCHO-
BaHWA AN9 COXpaHEHWs CBOWX MepBOHayasb-
HbIX LeH. JIoMOAHNTENbHBIM NMOTEHLMANbHbIM
NpermyLLECTBOM 3TOW MHULMATHBLI ABASETCS
TO, UTO Mpenapatbl C BbICOKOW MAW CpeaHeit
CTEMNEHbI0 WMHHOBALMOHHOCTMW, 3aperucTpu-
pOBaHHbIE B OAHON MPOBUHLMW, TENEPb MO-
ryT MCMONb30BaTb OAHM U TE Xe LieHbl BO BCEX
npoBUHUMAX KuTas. 3To ynpoulaet npouecc
1 YCTpaHAeT HE0BXOAMMOCTb B OTAENbHbIX Ne-
peroBopax B pamkax KaxkAo# NMpoBUHLIMANb-
HOW cucTembl 3akynok'.

Bbpasunnus

B Bpasuanu knwouesbie M3meHeHus B obna-
CTV NpaBOBOro obecneyeHns npedepeHum-
ANIbHOTO  pexuma 3akynok OTeYeCTBEHHbIX
MHHOBALMOHHbIX MpenapaToB AaTUpyoTC
2024 rogom. Tak, 2 okTs6ps 2024 . MexBse-
[NIOMCTBEHHa# KOMUCCUS MO rOCYAapCTBEH-
HbIM 3aKynKam B Lengx pa3BuUTng, CBI3aHHas
€ MUHUCTEPCTBOM YNPaBAeHUS 1 MHHOBALLMI
Bpasunun, ony6aukosana [locTaHoBNEHWE
Ne 4/2024, ycTaHaBavBalollee ABa TMna npe-
depeHUManbHbiX HaabaBoK, KoTopble GyayT
MPUMEHATBCH B pamMKkax TOCYAapCTBEHHbIX
3aKynok (Tonbko MNpW MPOBEAEHMU KOHKY-
PEHTHbIX TOproBs). llepsas — 3TO 06blYHAA

" Cm: Notice of the General Office of the State Council on the Issuance of the Pilot Program for the Cen-
tralized Purchase and Use of State Organized Drugs. (2019). State Council Gazette, (3). Available at:
https://www.gov.cn/gongbao/content/2019/content_5361793.htm. (In Chinese).
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npedepeHuManbHas Haabaska, KoTopas
no3Bo/igeT MAaTuUTb 3a NeKapcTBo, Mpowus-
BeféHHOe B bpasunuu, Ha 5% 6onblie, yem
3a MMMOpPTHOE NneKkapcTBO. Bo-BTOPbIX, 3TO
JOMNONHNTENbHAA HanbaBka, KOTopas Mo3Bo-
NAET NAATUTL 3a npenapat, NPOou3BeAEHHbIV
B bpazmamm ¢ ncnonb3oBaHMeM KOMMNOHEH-
TOB, TakxXe Mpov3BeAEHHbIX B bpasunanu,
Ha 15% 60onblie, YeM 32 UMMOPTHBIY NpenapaT
(yxe ¢ yuétom 5% Hagbasku), uam Ha 10%
6onblie, yem 3a npenapat, NPOU3BeAEHHbIN
B bpasunun c ncnonb3oBaHMemM MMMNOPTHbIX
KOMMoHeHTOB. [locTaHOB/AEHME  BCTYNUAO
B cuny 11 Hos6pa 2024 r'?

Ha Ttepputopun bpasuanm He nepsbii
pa3 BBOAATCA npedepeHUManbHble Haf-
6aBKku ANs 3aKymnok nekapcTs. PaHee 3ako-
HOM O TOCYAapCTBEHHbIX 3akymnkax (3akoH
Ne 8666/1993)", a Takxke Yka3zom Ne 7713/2012
BBOAMNNCH pa3finMyHble npedepeHumnasbHble
HanbaBKM B OTHOLIEHWM IEKAPCTBEHHbIX
npenapatos™. B uenom npedepeHumanbHbie
Han6aBKM MPUMEHSINCH TONbKO A0 30 MapTa
2017 1. C Tex nop kak B sHBape 2024 I. BCTY-
MWA B CUAY HOBbIM 3aKOH O rOCYAapCTBEHHbIX
3akynkax (3akoH Ne 14 133/2021), naHHasg npo-
671emaTika BHOBb CTana akTyanbHoi. CraTbs
26 3akoHa Ne 14 133 coxpaHuaa BO3MOXHOCTb

BOK", UTO BbIJIO Takxke NoAKpenneHo Ykasom
Ne 11 890/2024¢

YKa3 N°11 890 ycTaHOBWA, UTO 06bIUHAs Npe-
depeHUManbHag HaabaBka MOXET COCTaBASATb
10 10% Ans «0TevecTBEHHbIX TOBAPOB W YCayr
NPOMBbILIEHHOTO MPOW3BOACTBA», a AOMOA-
HUTeNbHas npedepeHuUManbHas  Haabaeka
MOXET ObITb yBENMYeHa Ha 10% A19 ToBapoB.,
«ABNAIOLLMXCS PE3YNLTATOM TEXHONOMMYEeCKO-
roO pasBUTWA U UHHOBALMIA, peann3oBaHHbIX
B CTpaHe» (T.e. 10 20%).

Korpa Ykas Ne 11 890 6bin ony6aMKOBaH,
OH paspelwan wWcnonb3oBaHWe npedepeH-
UMaNbHbIX HaAbaBOK TONbKO B KOHTEKCTE CO-
NOCTaBfE€HNS OTEUECTBEHHBIX M UMMOPTHbIX
TOBApOB, YTO He BMO/IHE COOTBETCTBOBANO
cTaTbe 26 3akoHa Ne 14 133. B pesynbraTe 3a-
KoHoAaTeNb pewnn npefocTaBuTb AOMOA-
HUTeNbHble npedepeHUmnanbHble HaabaBky
N1 OTeYeCTBEHHbIX 1EKAPCTBEHHbIX Npenapa-
TOB, «MOMYUYEHHbIX B pe3y/ibTaTe TeXHONornue-
CKOrO pasBUTUS U MHHOBALIMIA, NPOBEAEHHBIX
B CTpaHe», YTobbl OTIMYaTb WX OT MECTHbIX
TOBapoB 6€e3 TaKoro TeXHONOMMYEeCKoro npeu-
MylLecTBa. B cBasn ¢ atum 11 okT96ps 2024 T.
B Yka3 No11890/2024 6binv BHECEHbI MOMPaBKK
YKazom Ne 12 218/2024", koTopble NO3BOANN
NPVYMEHATb  AOMNONHWUTENbHYIO NpedepeHL -

npuMeHeHns npedepeHUmanbHblx  Haaba-  anbHyto HaAbaBKy B OTHOLIEHUM KOHKYPEHLIM

2 Campello, R., Carvalho, P, Novello, R. (2024, December 23). Brazil reinstates preference margins
for the procurement of drugs. Licks Attorneys. Available at: https://www lickslegal.com/articles/brazil-rein-
states-preference-margins-for-the-procurement-of-drugs

Law on Rules for Tenders and Contracts 8,666 dated June 21,1993. Available at: https://www.gov.br/saude/pt-br/aces-
so-a-informacao/banco-de-precos/legislacao/lei-no-8-666-de-21-de-junho-de-1993 pdfjview. (In Portuguese).

* Decreto n° 7713, de 3 de Abril de 2012. Available at: https://www.lexml.gov.br/urn/urn:lex:brfederal:decre-
10:2012,7713. (In Portuguese).

* Federal Law on Bidding and Administrative Contracts No. 14,133 dated April 1, 2021. Available at: https://www.in-
yov.br/en/web/dou/-/lei-n-14.133-de-1-de-abril-de-2021-311876884. (In Portuguese).

"6 Decreto n®11.890, de 22 de Janeiro de 2024. Available at: https://www.lex.com.br/decreto-no-11-890-de-22-de-ja-
neiro-de-2024/ (In Portuguese).

7 Decreto n°12.218, de 11 de outubro de 2024. Available at: https://www.lex.com.br/decreto-no-12-218-de-11-de-out-
ubro-de-2024/. (In Portuguese).
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MeX [y npenaparamyt MECTHOIO NPOU3BOACTBA,
COOTBETCTBYOLLMMM 3TOMY AOMNONHUTENIBHOMY
TEXHONOMMYECKOMY KPUTEPUIO.

YKa3z No 11 890 Takxe yupeann Mexsenom-
CTBEHHYI0 KOMMUCCMIO MO FrOCYAAPCTBEHHbBIM 3a-
KymnKam B Lenax passutug, HaLeaus e€ noaHo-
MOUMSAIMM ONpeaensTb Npenaparsl, K KOTOpbIM
CnenyeT NpUMeHsTh NpedepeHLnaibHyo Hal-
6aBKy, U KpUTEPUN AN 3TOTO. VIMEHHO B pamkax
3Toi KomneTeHLUMn Komuceus onybamkosana
MocTaHoBNeHWe No 4/2024, onpepenstollee
npYMeHeHne HaabaBok B pasmepe A0 15%
npw 3akynkax pegepasbHbiM NpaBUTe1bCTBOM
(@ Takxe rocynapCTBEHHbIMK, OKPY>KHbIMM
1 MYHUUMNANbHBIMK OpraHamu, Npu ycaoBum
nepesBoja cpeacTB OT [1paBUTeNbCTBA) B OT-
HOLWEHMW NEeKapPCTBEHHbIX Npenaparos, nepe-
UYMCNEHHBIX B NPUNOXEHUM K [TOCTaHOBNEHWIO
No 4/2024 1 COOTBETCTBYHOLIMX ONpeaenéH-
HbIM KPUTEPUISIM.

UTobbl cuMTaThCa MpenapatomM MEeCTHOro
NPOM3BOACTBA M UMETH BO3MOXHOCTb NpUMe-
HeHKs 06bIUHON NpedepeHLranbHoi Haabas-
KW, MPOAYKT AOMXKeH BbiTb 3aperncTpupoBaH
B bpasnnbckom ynpasneHuny no caHUTapHOMY
Ha/30py 3a KaYeCTBOM MULLEBBIX MPOAYKTOB
n meavkameHtoB (ANVISA) n «npounssenéH»
Ha TeppuTOpUK CTPaHbl. TepMUH «MPOM3BOA-
CTBO» ONpeAenseTcss Kak BbIMOMHEHNE «BCEX
onepauni, CBS3aHHbIX C MPUrOTOBIEHNEM
[aHHOTO Npenaparta, Bkawuas nprobpeTeHue
MaTepuanos, NPOU3BOACTBO, KOHTPO/b Kaye-
CTBa, BbINYCK, XpaHeHMe, OTNpaBKy roTOBOW
NPOoAYKUMM 1 COOTBETCTBYIOLUWIA KOHTPO/b»
(Cratbs 2, VII).

D70 onpefeneHne A0OMYCcKaeT ABe WHTep-
npetaumn. [lepBag: BbiNoNHeHME 10600
3 3TaMoB, OMWUCAHHbIX B OMpeaeneHuu, 6y-
LeT CYMUTATbCS «MPOWU3BOACTBOM» Mpenapata
B CTpaHe. BTopas: Ang monyyeHwusd npevmy-
WECTB OT MpUMeEHeHUs 0BblYHOW MpedepeH-
UManbHOW HaabaBKy HEobX0AMMO BbIMOA-
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HWUTb BCE OMucaHHble 3Tansl. [locnesHas
MHTepripeTaumns npeacTapasgetca Hambonee
NOAXOAALLEN, YUMTbIBAA LUeNb 0bbiUHOW Npe-
depeHUManbHON HaAbaBKK, KOTopas 3akjo-
YAETCH B MaKCMMa/IbHOM YBEANYEHUM NMPOU3-
BOACTBA OTEYECTBEHHbIX NekapcTs. [lepsas
MHTeprpeTaumns nossonnaa Hbl KOMNAHKUAM,
KOTOPbI€ BbIMOMHSAT HECKONBKO NMPOCTHIX 3Ta-
MOB NMPOW3BOACTBA, MOAYYUTb MpenMyLLecTBa
OT 0b6blUHOW MpedepeHLmManbHON HaabaBKU.
B niobom cnydvae onpepeneHvie aonyckaet
HEKOTOPYO TMOKOCTb, MOCKOMbLKY, BK/KOYAS
«NpuoBpeTeHne MaTepranos» B kKauecTse 3Ta-
na, OHO MO3BOSET UMNOPTUPOBATb MaTepua-
Jibl, HEOOXOAMMbIE A5 TPOU3BOACTBA.

UToObl CuMTaThCs JeKapCTBEHHbIM Mpena-
paTOM MECTHOTO MPOU3BOACTBA, MOMYYeH-
HbIM B pe3ysbraTe TeXHONOrMYecKux paspa-
6OTOK M MHHOBALLMIA, NPOBEAEHHbIX B CTPaHe,
1 VMETb NMPaBO Ha MoAyYeHue AONOAHUTENb-
HOW MpedepeHunanbHoOn  HaabaBku, npe-
napar LO/MKEH He TONMbKO COOTBETCTBOBATH
KpUTepMaM OBbIYHOM npedepeHUmanbHON
Han6aBKKW, HO W BbITb MPOW3BEAEHHBIM «C UC-
MONb30BAHWEM  UCKIKOUMTENIBHO  aKTUBHbIX
bapmaleBTNUYEeCKNX  MHIPEAVEHTOB,  BCE
3Tanbl MPOW3BOACTBA KOTOPLIX MOAHOCTBIO
OCYLLeCTBASNNCE B bpasunnmn, HaumHas ¢ uc
X0AHOro matepvana» (ctatbs 2, XI). Apyrvmn
cnosamu, lMocTaHoBneHne N 4/2024 nony-
CKAeT MMMOPT TONbKO MCXOLHOTO matepuana,
a BCe NocC/eLytolWme 3Tanbl A0/KHbI OCYLLEeCT-
BATLCS B bpasunuu.

CoepuHeHHble LLTaTbl AMepukn

B CLUA npaBoBoe obecnevueHne npede-
PEHLMANbHOTO  pexXmnmMa ToCyAapCTBEHHbIX
3aKyMOK NIeKapCTBEHHbIX CPeACTB OCYLLeCT-
BISETCA MOCPEACTBOM YKasa oT 12 maq
2025 1. «[lpefnocTaBneHne amepuKaHCKMm
nauveHTam LeH Ha peuenTypHble npenapa-
Thl B COOTBETCTBUM C PEXXMMOM HaMBONbLIENO



Daria V. Ponomareva
Review of the Current Foreign Legislation in the Field

of Public Procurement of Medicines on National Markets

6naronpuatcTBoBaHma»’®.  Lenb  npuHATUS
[NAHHOTO [OKYMEHTa — rapaHTMpoBaTb ame-
DUKAHCKMM  NauueHTam [LOCTYyn K UeHam
Ha peuenTypHble npenapartbl U MHHOBALMOH-
Hble npenapatbl B COOTBETCTBMMN C PEXXMMOM
Hambonbllero 6HnaronpuaTcTBoBaHna. [aH-
HbI yKa3 BbIWEN MPUMEPHO Yepes Mmecsl,
nocne usgaHug Ykasa Ne 14273 ot 15 anpens
2025 1. «CHUXEHME LieH Ha ekapcTsa B CBA3M
€ NoAAEPXKKON aMeprKaHCKoro noTpebutens»,
B KOTOPOM M3/1arasucb pasnnyHble Npeano-
KEeHUS aAMUHUCTPALMN MO CHUXEHWUIO LieH
Ha peLenTypHble npenapathl. B HoBOM ykase
TOBOPUTCH, YTO MPaBUTENLCTBO NPEAOCTaBUT
MPpOU3BOANTENAM NIeKApPCTB LieneBble LeHbl
B TeueHwue cneaytolimx 30 aHel (T.e. K11 ntoHs
2025 1) 1 NOPYYUT NPOU3BOANTENSIM CHU3UTb
LEHbl Ha peuenTypHble npenapatbl, uYTOObI
OHW COOTBETCTBOBA/IM CAMOW HU3KOW LEeHe,
LIOCTYTHOW B APYTMUX CPABHUTENBHO Pa3BUTbIX
CTpaHax.

YKka3 o1 12 maga 2025 r. «[lpefoctaBneHue
AMEpUKAHCKUM MaumneHTam LeH Ha pelen-
TYPHble npenapaTbl B COOTBETCTBUM C PEXM-
MOM Hambosbliero 61aronpraTCTBOBAHNA»
COLEPXUT CNeAYIOLLME 3HAUMMBIE MOTOXKEHUS:

a) BeegeHne nporpammebl NpsMbix 3aKymnok.
MWHMCTEPCTBO 34paBOOXpPaHEHUs U COLUM-
anbHbIX cnyx6 CLIA 6yneT comeitcTBoBaTh
nporpammam 3akyrnok ANs Npou3BoAUTENEN
NeKapCTB, YTOObI OHM MO NPOAaBaTh CBO
MPOLYKLMIO MO LeHe, NpeLyCMOTPEeHHOW pe-
KMMOM Hanbosnbliero 61aronprsaTCTBOBaHMA.
LaHHbIN  MEXaHW3M MO3BONSET aMepukaH-
CKMM NauueHTam npuobpeTtaTb JekapcTsa

HanpaMylo y NpoW3BOAMTENEN, KOTOPbIE NPO-
[al0T amepuKkaHLam Mo LUeHe, MNpesycMmo-
TPEHHOI pexumom Haubosbluero baaronpu-
ATCTBOBAHMA, MUHYS NOCPeAHWKOB. Bmecte
C TEM B HACTOALLMIA MOMEHT OTCYTCTBYET f10-
NOMHWUTENbHAS MHPOPMALMA O Nporpammax
3aKyMnoK W He OMUCHIBAETC, Kak Takue npo-
rpamMmbl ByyT peasn3oBbiBaThCs B KOHTEKCTE
rOCYyAapCTBEHHbIX MPOrpamm 34paBooxpaHe-
HM4, Takmx Kak Medicare;

6) YupexeHre Moaenm LLeHoobpasoBaHms
B pamKkax pexmuma Haubonbluero baaronpu-
ATCTBOBaHMS. B TeueHne 30 AHeN ¢ MOMeHTa
n3anHng paccmarpueaemoro Ykasa MuHu-
CTEPCTBO 34PaBOOXPAHEHNS U COLIMANBHBIX
cnyx6 CLUA 6yneT paboTaTb B KOOpAMHALUM
C HECKONbKUMMK  deaepanbHbIMU  areHTCTBa-
MU, BKAKYasa LlenTpol no ycayram Medicare
n Medicaid, uTobbl AOHECTW LeNeBble LiEHb
B pamKkax pexmuma Hambonbluero baaronpu-
ATCTBOBAHNA [0 NPOU3BOAUTENEA NEKApPCTB
C 3a9B/IEHHO LE/bIo, a TakXe NPUBECTU UX
LEHbl Ha peuenTypHble npenaparbl B COOT-
BETCTBME C LeHaMW, AENCTBYIOWNMM B TOCY-
[apCTBaX C COMOCTaBMMbIM 3KOHOMUYECKMM
passuTvem. B ciyyae eciv npoussoanTtenm
He J06bITCH  «3HAUYUTENLHOMO Mporpecca»
B JOCTVDKEHWM 3TUX Lenei, aAMUHUCTPaLms
npeanpumeT JanbHeine AencTBus no CHu-
XEHMIO LeH Ha 1eKapCTBa, B TOM Ynche:

« MNPUHATME COOTBETCTBYIOWMX HOpMa-
TUBHbIX MPaBOBbLIX aKTOB. YKa3 npeanu-
cbiBaeT  MUHWUCTEPCTBY  34paBOOXPAHEHMS
n coumanbHbix cnyx6 CLUA npeanoxuts
nNaH HOPMOTBOPYECTBA A8 BBEAEHMS Le-

s White House. (2025, May 12). Executive Order: Delivering Most-Favored-Nation Prescription Drug Pricing
to American Patients. Available at: https://www.whitehouse.gov/presidential-actions/2025/05/delivering-most-fa-

vored-nation-prescription-drug-pricing-to-american-patients/

' White House. (2025, April 15). Executive Order: Lowering Drug Prices by Once Again Putting Americans First.

Available at:

https://www.whitehouse.gov/presidential-actions/2025/04/lowering-drug-prices-by-once-again-

putting-americans-first/
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HOOBpa30BaHMA B pamkax pexuma Hambosb-
wero 6aronpuaTcTBOBaHMA. BaxHo oTme-
TWUTb, uTO paHee, B 2020 1, 6bI1 M3daH Ykas
06 M3MEHEHWN TMOCTaHOBAEHWI, CBA3AHHbIN
C pexumom Hambosbliero 61aronpuaTcTBO-
BaHMa?®. Ykas 2020 r. npeanucan MuHuctep-
CTBY 3[,paBOOXPAHEHMS 1 COLMABHBIX CYX6
CLUA paspaboTaTb ¥ BHeApWTb MAaH HOp-
MOTBOpUECTBa A8 Modenei LeHoobpasosa-
HWA B KOHTEKCTE pexuma Hambosbluero 6/a-
ronpuATCTBOBAHMA B OTHOLLEHWUW MPOrpamm
Medicare Yactb B n YacTtb D, uto npuseno
K BBEIEHVIO HOBOW MOAENMN onnaThl B pamKkax
nporpammbl Medicare noa HaseaHuem «Mo-
Jenb LeHoobpasosBaHna Hanbonbluero baaro-
NPpUATCTBOBAHMS»;

e MPUHATME W peanusaumv Mnporpammbl
uMmnopTta npenapatoB. PaccmaTpurBaembiit
YKa3 nopydaet cekpetapto MuHucTepcTsa
3[paBOOXPAHEHNS U COLMANMbHBIX  CNYXO
CWA noateepants KoHrpeccy, uto [lpo-
rpamma MmnopTa B COOTBETCTBMM C pasje-
nom 804(j)) PepepanbHOro 3akoHa o nuile-
BbIX MPOAYKTax, NeKkapCTBEHHbIX CpeacTBax
M KOCMETWUYEeCKMX CcpeacTBax? He 6yaeT
npeacTaBnsaTb  AOMOMHUTENbHOTO  puUcKa
ANa 06LIeCTBEHHOrO 340poBba ¥ 6Hesonac
HOCTW ¥ 3HQUUTENBHO CHU3UT CTOMMOCTb pe-
LUenTypHbIX NMpenapatoB ANg aMepuKkaHCKnX
noTpebuteneit. Nocne Takoi cepTudukaumum
YnpaBneHve Mo KOHTPOK 3a MpoayKTamu
MWTaHWS W NeKapCTBEHHbIMK  CPeaCTBaAMM
CLUA ony6ankyeT n OBHOBUT pPYKOBOACTBO,
onucbiBatoliee 06CToATeNbCTBA, NPY KOTOPbIX
6yayT NOCNeAoBaTeNbHO  MPEeAoCTaBAATLCS
0CBOOOXAEHNS B KAXKAOM KOHKPETHOM Crly-

uae Ang MMNopTa peuenTypHbIX NpenapaToB
13 Ppa3BUTLIXCTPAHCHEAOPOrVMMIEKaPCTBAMM.

TocydapcmeeHHas noddepskka 3aKynku

UHHOBAWUOHHDIX papMayesmuueckux

npenapamos

B HacToslee BpeMd YnpaBneHue no KOHT-
pOtO 3a NPOAYKTAMMU NMUTAHWUS W NeKapCTBEH-
HbiMK cpeacTBamm CLUA paspabotano me-
XaHu3M B cooTBeTCcTBMM C Paznenom 804 Me-
[lepasibHOro 3akoHa O MULLEBbLIX MpoAyKTax,
NIeKapCTBEHHbIX CPeCTBaX U KOCMETUYECKMNX
CpeacTBax, KOTOpbIi MO3BOASET WMMMOPTU-
poBaTb OMnpeAefeHHble peuenTypHble npe-
napatel 13 KaHaabl B LENsIX 3HauYUTeNbHO-
rO CHWXEHMs CTOMMOCTM 3TUX MpenapaTos
[N aMePUKAHCKOro noTpebuTens; 1 6e3 cos-
[aHWA JOMOAHUTENbHOTO pucka Ansd oblie-
CTBEHHOTO 3/10pOBbs 1 He3onacHocT. B cooT-
BeTcTBUM ¢ Paspenom 804(j)) MuHUCTEPCTBO
3[paBOOXPAHEHNS U COLMANbHBIX CNYXO
CLWA moxeT mpefocTaBWTb OTAENbHbIM /W-
uam B COOTBETCTBMM C MOCTAHOBNEHMWEM
WAW Ha MHAWBUAYaNbHOW OCHOBE 0CBOOO-
XJAeHve OT 3anpeTa Ha MMMIOPT nNpenapaToB
NS MYHOTO MCMOAb30BaHMS, eCM OHO CO-
uTeT 3TO LenecoobpasHbiM. B uactHocTH, Mu-
HUCTEPCTBO 3 paBOOXPAHEHNS U COLMATBHbBIX
cny6 CLUA MoxeT npeaocTaBuTb OTAENbHbIM
AVLam 0CBOBOXAEHME OT 3anpeTa Ha UMMopT
peuienTypHoro npenapata 13 KaHaasl B CLLA,
ec/v npenapart:

a) UMNOPTMPYETCS U3 NNLEH3MPOBAHHOMN
anTeky Ans NMYHOMO WUCMONb30BaHWg u-
3MYECKUM IULOM, a He AN nepenpoaaxu,
B KOMMYeCTBax, He npesbllwatoumnx 90-aHes-
HbI1 3aMmac;

29 Most Favored Nation (MFN) Model. A Rule by the Centers for Medicare & Medicaid Services on 11/27/2020. Federal
Register. Available at: https://www.federalregister gov/documents/2020/11/27/2020-26037/most-favored-nation-

mfn-model

2 The Federal Food, Drug, and Cosmetic Act (FDEC Act). Available at: https://www.govinfo.gov/content/pkg/

COMPS-973/pdf/COMPS-973.pdf
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6) conpoBoXAaeTcs Konuen AeNCTBYOWErO
peLenTa;

B) MMMOPTMPOBaH OT KaHa/ACKOro Mpoaas-
Ua, 3aperncTpupoBaHHOro B YMNpaBieHuu
MO KOHTPOMO 3a MPOAYKTAMU MUTAHUS U e-
KapcTBeHHbIMM cpeacTBamn CLUA;

r) ABASeTCs peLenTypHbIM 1 0a06peH Ynpas-
JIEHVEM MO KOHTPOIHO 33 MPOAYKTaMM MUTAHNS
1 nexkapcTeeHHbImMK cpeacTBamm CLUA;

N) npeacTaBieH B Gopme OKOHYATEbHOW
rOTOBOW A03VPOBKW, MPOW3BEAEHHOW Ha Npej-
npuaTuKM,  3aperucTpupoBaHHOM  Ympasne-
HVMEM MO KOHTPOMO 32 NPOAYKTAMMU MUTAHUS
1 nekapcTBeHHbIMK cpeacTBamu CLUA;

€) UMNOPTUPYETCS Ha YCN0BUAX, KOTopble Mu-
HWCTEPCTBO 34 PaBOOXPAHEHUS 1 COLLMABHBIX
cnyx6 CLUA cunTaet HeobxoanmbimMm Ana obec
neyeHuns obLLEeCTBEHHON 6e30MacHOCTH.

[yHKT YKa3a OTHOCUTENbHO MMMOpTa fe-
KapcTB, NMo-BUAMMOMY, COOTBETCTBYET K/toye-
BOMY MPEeLNOXEHWIO, paHee NpescTaBAeHHO-
My B YKase N° 14273, KOTOpbI/ NMpeanuchiBan
MuHnCTEpCTBY 34paBOOXPaHEHNS 1 COLLMANL-
HbiX cnyx6 CLUA 1 YnpaBneHuo no KoHTpo-
/0 332 MPOLYKTAMU MUTAHUSA U NEKAPCTBEH-
Hbimy  cpeactBamm CLUA onTrmusmpoBsatb
1 yCoBepLUEeHCTBOBATL [1porpammy nmnopTa.
Ha ceroaHsawHMiA aeHb Tonbko wtat Gropuaa
nonyyYnn paspelleHve YnpaieHus Ha 3KC
nayaraumio [porpammsl MMnopTa 415 BBO3a
OMpeLeNeHHbIX peLenTypHbIX Mpenaparos
13 KaHalbl CPOKOM Ha ABa roja, xoTs elle
Hecko/bko WwTaToB (Bkatoyas Konopano, MaH,
Hbto-Temnwwup 1 Hblo-Mekcnko) B HacTos-
LLee Bpems CTpemTCa NoNyUnTh paspelleHne
YnpasneHus Ha BBO3 Npenapartos 13 KaHaabl;

B) [1pWHyaNTENbHOE NpeceyeHne aHTUKOH-
KYPEHTHOW MpaKTUKW. TeHepanbHbI MpoKy-
pop CLLIA 1 ®esepanbHas Toproast Kommccus
MPUMYT MEpPbl MPUHYLUTENBHOTO XapakTepa
NPOTVB N0ObIX aHTUKOHKYPEHTHBIX MPaKTUK,

BbIABMEHHbLIX B OTUYETE, KOTOPbIA ByAeT Bbimy-
LLLeH B COOTBETCTBUM C YKA30M N° 14273, B TOM
yncae nyTem OTCbINKK K pasaenam 11 2 AHTu-
MOHOMO/MLHOTO 3akoHa LllepmaHa 1 pasgena
5 3akoHa o PenepanbHON TOProBoN KOMUC
CWK, Mo Mepe HeobXoANMOCTH;

r) BBeaeHwve aeicTeuit NnpoTns robanbHow
LUEeHOBOW AMCKpUMUHAUMK. MUHUCTEPCTBO
TOProBAN W APYTAe OpraHbl MCMONHUTENbHOW
BNACTV pacCMOTPSAT WM MpUMYT BO BHUMaHME
BCE HE0bXOAMMble AEACTBMA B OTHOLIEHUM
skcnopta  dapmaueBTUYeckMX npenapaTos
NN UCXOAHbBIX MaTepuanos, KOTOpble MOTyT
CnocobcTBOBaTb MOGANLHON LEHOBON AWNC
KPUMUHALLMW;

n) W3meHeHne MAM OT3bIB paspelleHunin
Ha NpoAaxy ekapcTBeHHbIX npenapartos. 14
NeKapcTB, KOTOpble MOryT 6biTb Hebesonac
HbIMKW, HEIDDEKTUBHBIMU MW HENPaBUAbHO
npoaaTCs, YnpasieHne pacCMOTPUT U, BO3-
MOXHO, U3MEHUT WK OTMEHUT paspeleHuns,
BblAAHHbIE NS 3TUX 1EKAPCTB, Takme Kak O40-
BpeHne 3asBKK Ha HOBbI NpenapaTt uan 3a-
9BKM Ha MOMyYeHUe NINLEH3UN Ha Npoaaxy
MHHOBaLWOHHOrO 6uonpenaparta. OaHako
B YKase W COMpOBOAUTENbHOM WMHGOpPMAaLLU-
OHHOM JINCTKE HEe yKa3aHo, Kak YnpasieHune
ByneT onpeaensTb, ABAFETCA M 040O6PEHHbIN
npenapat Hebe3onacHbIM, Hed3hhEKTUBHbIM
NN HENPaBUIbHO NPOAAETCS.

XoTs B paccmaTpvBaeMom YKase He npu-
BOAATCA KOHKPETHblE MOAPOBHOCT OTHO-
CUTENbHO TOrO, Kak COOTBETCTBYlOWLME Op-
raHbl 1 yupexpaeHus 6yayT peann3oBbiBaTh
npeasaraemble AenCTBUS, B HEM W3/araroT-
CS MHULMATWBbI, KOTOpble, BEPOATHO, ByayT
OCYLLECTBAEHbl A5l CHUXEHUS LEeH Ha pe-
LEeNnTypHbIe npenapatbl, 4TO MOXET OKa3aTb
BAVSHME HA MONOXEHWE PA3/INUYHBIX 3aMHTe-
PECOBaHHbIX CTOPOH B Chepe 34paBOOXpaHe-
HUS 1 GapMaleBTUYECKOW MPOMBILLIEHHOCTU.
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lepmaHns

B lepmaHun kak rocyaapctee — uneHe EC
rocyAapCTBeHHble  3aKynku  ekapCTBeH-
HbIX CpPEeACTB  4BNFIOTCS  CTpaTernmyeckom
NOAUTWUKOW, HAMPaBAEHHOW Ha CTVMYyAUpO-
BaHMe KOHKYPeHUMW W ynydlleHue AoCTyna
K 1eKapCTBEHHbIM CPEACTBAM, a TakXe Ha pe-
WeHMe BaXHbIX AaNbHENWNX NOAUTUYECKUX
3ajay, Kak noayepkueaetcs B «PapmaLeBTu-
yeckow cTpaterum ans Esponbi» 2020 roga®.
B KoHTekcTe rocyfapCcTBEHHbIX 3aKyMOK 0CO-
60e 3HaueHwe npurobpeTaloT BOMPOCHH Lie-
HO06pa30BaHUs Ha MHHOBALMOHHbIE NeKap-
CTBEHHblE Npenaparthl.

B TepmaHumn dapmaueBtTmyeckne Komna-
HUM MOTYT CBOBOAHO OMpeAensiTb PbiHOYHbIE
LueHbl npu 3anycke cBoeit npoaykumn. Op-
HaKO CyLLEeCTBYIOT Pa3/IMYHble MEXaHW3Mbl,
KOTOpble MPSIMO WMAU KOCBEHHO PErynmnpytoT
LleHbl MM CNOCOBCTBYIOT 3KOHOMUW 3aTpaT
B CMCTEME 3[paBOOXPAHEHNS. DTN MeXaHW3-
Mbl PETYANPOBAHMS LLEH BapbupyrOTCS OT 3a-
MOPaXMBaHWA LEeH A0 06g3aTesbHbIX CKUAOK,
pedepeHTHbIX LEH, OrpaHMyMBalOWLNX pa3-
Mep BO3MelleHns (BKAoUaloLmnx obs3aTensb-
CTBa MO [Jonnate Co CTOPOHbI MauUWeHTOB),
I AOrOBOPHBIX LlEH BO3MELLEHMS A5 HOBbIX
bapmaLeBTUYECKNX NpenapaTos.

3amopo3kad yeH / 0693amenbHbie CKUIKU

PapmalieBTUUecKe KOMMaHWU  06g3aHbl
NpefocTaBiaTh Cleaylolme CKUAKK: obLias
CKMAKa B pasmepe 7% OT LeHbl NPOU3BOAM-
Tens, BbiNnayvBaemas GapmaleBTUyeckumm
KOMMaHUIMM CTPaxoBbiM MeAULUMHCKUM Op-
raHvsaumam 3a Bce GpapmalieBTmyeckme npe-
napatbl, He noasexaline 6o1ee KOHKPETHOMY
peryiMpoBaHunio LeH; crneuuanbHas CKuaka
B pasmepe 10% OT LEeHbl NPON3BOAUTENS, KO-

Topyto dapmaleBTUYecKre KOMMAHWM A0NX-
Hbl  BbINAATUTb CTPaxoBbIM MeANUMHCKMM
opraHvsaumnam 3a axeHepuku (B 40NoaHeHVe
K obllei ckuake, KoTopas cocTaBager 6%
3a [I)KeHepuKK); cneuvanbHble CKMAKN Ha Bak-
UMHBI, BbiNAaunBaemble GpapmaleBTUYECKMM
KOMMaHUIMK CUCTEMAM MEeAMLIMHCKOro CTpa-
XOBaHMS, KOTOPble PacCUMTLIBAKOTCS Ha OC
HOBe GaKTUYecKMX CpeaHMX LeH B YeTblpex
rocyaapcreax — yneHax EC ¢ BanoBbIM Hauu-
OHa/IbHbIM OX00M, Hanbonee 6AN3KUM K He-
MeLIKOMY; 3aMOpakmBaHue LieH 4o 31 aekabps
2026T. Ha BCe hapmMaueBTnyeckme npenaparsl,
BbiNyllEeHHble 40 T aBrycTta 2009 . (Takxe Ha-
3bIBAETCS LLEHOBbIM MOpATOPUEM).

XOTS BbIEYNOMSHYTblE CKUAKMN SBASIOTCS
0693aTeNlbHbIMK,  TOCYAAPCTBEHHbIE  HOH/AbI
MeANUMHCKOrO CTpaxoBaHus 1 dapmaleBTu-
yeckme KOMNaHUM MOryT Takoke 3aKtouaTh UH-
NVBUAYaNbHO COMMacoBaHHble AOMOAHUTENb-
Hble CornalleHmns 0 CKMAKax Ha J06pOBOAbHOM
0CHoBe. [MapTHepbl UMEIT LWMPOKYIo CBO6OAY
NencTBUiA Npu paspaboTke obbema U copep-
KaHMS TaknUX COrnalleHnin o cknakax. 3akoHo-
flaTeNbHble MONOXEHWS COAepXaT TONbKO Npu-
Mepbl CKMAOK, Takmne Kak CTyneH4aTble LeHbl
B 3aBMCKMMOCTM OT COOTBETCTBYHOLWMX CKMAOK
32 KONMYECTBO UK 0BBEM, U, KPOME TOTO, 10-
nyckatot (apyrne) anddepeHUMpoBaHHbIe
npasuna paspaboTky CKMAOK. 3aKkaoueHue
cornaleHnii o ckMaKax ¢ rocyaapcTBEHHbIMM
doHAAMN MeAMUMHCKOrO CTpaxoBaHWs MO-
XEeT NomMoyb papmaLeBTUYECKMM KOMMAHMAM
YBEANUNTL 06bEMbI MPOAAX, MOCKOMbKY dap-
MaLEeBTbl [O/MKHbI 0TAaBaTb MpeanoyTeHne
bapmaueBTMUeCKMM Npenaparam, Ha KoTopble
pacnpocTpaHsaeTcs corfalleHne o Cckuakax,
W, cnefoBaTeNbHO, 0643aHbl 3aMeHATb Mpo-

2 Pharmaceutical Strategy for Europe 2020. Available at: https://health.eceuropa.eu/document/down-

load/92714c9¢c-6880-4708-b649-287e£9e86670_en
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LYKTbl CO CKMAKOM Ha NpoayKTbl 6€3 CKUAKK.
STOT MeXaHW3M NPUBOAUT K TOMY, UTO papma-
LeBTMYeCkas KOMMaHWs CTaHOBMUTCS 3KCK/0-
3VIBHbIM MOCTABLLMKOM NPOAYKTa CO CKMAKON
O19  COOTBETCTBYIOWEro rocyAapCTBEHHOIO
$OoHAA CTpaxoBaHus.

HepocTtatkom  comalleHnin 0 CKnakax
M CBS3aHHOTO C HWMKU MeXaHW3Ma 3amelle-
HWS AN NPOAYKTOB CO CKWMAKamMu, KOTopble
No CBOEN MpMpOLE NPUBOASAT K COKPALLEHNIO
MOCTaBLLMKOB Ha pbIHKE ANS AaHHOrO dapma-
LLeBTUYECKOro MpOoAyKTa, SBNSETCS pacTyLias
pacnpocTpaHeHHOCTb  AeduumMTa  NOCTABOK,
0COBEHHO /151 KPUTWUUECKM BaXKHbIX Gapmalles-
TUYeCKUX npenapatos (Hanpumep, aHTMBMOTH-
KOB, >XaPOMOHMXaIOLLMX N1eKAPCTB ANs AeTen).
bonee TOro, dapmaueBTUYECKME KOMMAHUN
BCE valle nepearoT CBOM MPOU3BOACTBEHHbIE
Npouecchl Ha ayTCOPCUHI CTOPOHHMM Mpow3-
BoauTenam (B 4acTHOCTW, B VIHAMIO) C LEeNblo
CHUXEHMS  MPOW3BOACTBEHHBIX — M3AepXKeK.
B pe3ynsrate noctaBkM dapmaueBTUYecKux
npenapatos cTasun 6onee ys3BUMbIMI K Gonee
KPYMHbIM NOAUTUYECKMM UAN IKOHOMUYECKMM
M3MEHEHUAM, YTO MPUBOAUT K AeduUMUTY Mo-
CTaBOK Ha BHYTPEHHMX PbIHKAX.

Ans pelieHna ykasaHHow npobaembl 6bin
NPUHAT 3aKOH 0 A06POCOBECTHON KOHKYpPEH-
UMM MeXay roCyaapCTBEHHbIMWU GOoHAAMM
MeAMUMHCKOrO CTpaxoBaHwus, BCTYMUBLIMIA
B cuny ¢ ¢pespang 2020 1. [JaHHbI 3aKOH OC
nabun obs3atenbHbln 3pdeKT cornatieHnin
0 cknakax anq antek. [Ans nansbHeiwein 60pb-
6bl C 4ePUUMTOM MOCTABOK C MOMEHTa Mpw-
HATMS 3akoHa CTano BO3MOXHbIM BBOAUTb
HakonaeHue 3anacoBs A9 GapmMaLeBTUYECKMX
KOMMaHWi, a Takxe Ang ontoBukos. Kpome

TOrO, OTYETHOCTb O AedrLMTE NOCTaBOK CTana
06g3aTenbHoR?.

Bo Bpems nanaemun COVID-19 geduumt no-
CTaBOK ABHO MojopBan 6e30MacHOCTb MocTa-
BOK [L11 HEMELLKOTO HACE/IeHWS, YTO B OUeEpes-
HOW pa3 BbI3BaI0 KPUTUKY B aAPeEC COrNalleHni
0 ckuakax. Ytobbl NpoTMBOAENCTBOBATH Tako-
My PasBUTUIO COBBITWIA, HEMELKWIA 3aKOHOAA-
TeNb LOMNONHUTENbHO BHEAPWN CTPYKTYPHbIE
Mepbl B OTHOLLEHNN pedePEHTHbIX LIeH 1 Cora-
WeHWI 0 CKMAKaX B COOTBETCTBMM C 3aKOHOM
0 KOHTpOAe W ynyywenun aeduumta dapma-
LEBTUYECKMX NOCTaBOK. YTO KacaeTcs AETCKMX
dbapmaleBTUYECKNX NPenaparos, yKasaHHbIN
3aKOH OTMEHW/ CTPOroe COBMOAEHNE CUCTEMbI
pedepeHTHBIX LEeH W, YaCTUYHO, BO3MOXHOCTb
3aK/IIoYeHus cornalleHmin o cknakax. Kpome
TOTO, AaHHbIA 3aKOH BBOAWUT KpUTEPUIA MeCT-
HOro MPOM3BOACTBA B KayeCTBE KJHOYEBOro
KpuTepus oTbopa B TeHAEpax Ha onpeaeneH-
Hble dapmaleBTMYecke npenapatbl (BK/tO-
uast UHHOBALLMOHHbIE).

Cucmema pecpepeHmMHbIX YeH
LApyrnm  BaXKHbIM  MEXaHW3MOM  DEryampo-
BaHMS LEeH, OXBaTblBalOWMM MNoAaBAsStOULEE
BONbLINHCTBO  papmaLeBTMYeCcKMX  npena-
paToB, ABASETCS CUCTEMA pedEePEHTHbIX LLEH,
KoTopas bbina BBeAeHa B 1989 1. B 2022 1. 77%
BCEX BbIMMCAHHBIX B KA4eCTBe peLenTa npena-
paToOB OTHOCW/INCH K MPOAYKTAM, Peryampye-
MbIM CUCTEMOW peEPEHTHbIX LIEeH, YTO MOKPbI-
BaeT 329 06LLMX PACXOA0B CTPAX0OBbIX GOHA0B
Ha papmaleBTMYeckme npenaparb.

®apmalieBTvyeckne  npenaparbl  pacrpe-
LeNgTCa Mo ONpeLeNeHHbIM  «pedepeHTHbIM
LIEHOBbLIM Tpynnamy». 3TV Tpynmbl MOrYT ObiTb
CO3/aHbl Ha OCHOBE MPOAYKTOB, MMetolwwx: (i)

2 Cm.: Chance, C,, Steininger, M., Kemmner, C. (2025, August 27). Pricing & Reimbursement Laws and Regula-
tions 2025 — Germany. Available at: https://www.globallegalinsights.com/practice-areas/pricing-reimburse-

ment-laws-and-regulations/germany/
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OLIMHAKOBbLIM  aKTUBHbIN  dapmaLeBTUYeCKNi
nHrpeaveHT; (i) dapmakonormyecky uan Te-
paneBTUYECKM COMOCTaBMMbIE WHIPELNEHTbI;
nan (iii) conoctaBnmble TepaneBTUYecKme 3¢-
beKTbl, BKIKOUAA KOMOMHUPOBAHHbBIE MPOAYK-
Thl, cocTosiMe U3 Gosiee YemM OAHOMO aKTMB-
Horo dapmaleBTUYeckoro MHrpeaveHTa. 3Tu
pedepeHTHble rpynmnbl MOryT 06beANHATD AXe-
HEPUKM 1 3alLMLLEHHbIE NaTeHTOM MPOAYKTbI.
3allyLLEHHbIE NAaTEHTOM NPOAYKTbI MOTYT BbiTh
0CBOOOX/EHbI OT CUCTEMbI peePEHTHbIX LiEeH
TONBKO B TOM C/y4ae, ecv GapmalleBTnyeckas
KOMMaHMS MOXET 0Ka3aTb, YTO TakOW NPOAYKT
MMEET  OMONHWUTENbHYIO TepaneBTUYECKYHO
No/b3y MO CPaBHEHWIO C ApyrMu dapmalier-
TUYECKMMIM NpenapaTamu To Xe rpynnbl. 3Ta
[OMNONHUTENbHAS  TepaneBTMYeckas Mosb3a,
Kak npapwuio, 10MKHa BbiTb yCTaHOBNEHA Ha OC
HOBE PaHLOMU3MPOBAHHBIX KOHTPONMPYEMbIX
UCMbITAHWIA, BKIKOYAS NPSIMbIE CPABHUTE/bHbIE
1CCnefoBaHns C COOTBETCTBYIOLLMMU KOHEY-
HbIMM TOYKaMM MaUMEHTOB, BKIOYas CMepT-
HOCTb, 3a60/1€BAEMOCTb 1 KAUECTBO XM3HMW.

Mocne TOro Kak 6bln yCTAaHOBAEHbI Fpyn-
nbl pedepeHTHbIX LLeH v onpeseneHbl Cpas-
HWTENbHble MoKasaTenu ANs pacyeTa LUeH,
OynyT OnNpeAensTbCa pedepeHTHble LeHb
ONs  BCEX MNPOAYKTOB, MNpMHaLNexalnx
K TO xe pedepeHTHON rpynne. Kak o6uimit
NPUHLMN pedepeHTHbIe LEHbI JO/XKHbI ObITb
YCTaHOB/IEHbl HA YPOBHE, KOTOPLIA obecne-
ynMBaeT JA0CTAaTOYHOE, 3KOHOMUYECKM 3IP-
beKTUBHOe, KayeCTBEHHOEe W Hajnexallee
neyeHne NauneHToB.

PamouHoe cozaauieHue o nocmaske

AeKapcmeeHHbIX cpedcme
OTnyck nekapcTBeHHbIX CpeAcTB  dapma-
LLeBTaM¥ 3a CYeT rocyfapCTBEHHbIX GOHA0B

MEAMLMHCKOro CTpaxoBaHWs perynvpyetcs,
B Y4aCTHOCTW, PaMOYHbIM COMMalleHvem, 3a-
K/IIOUYEHHbIM Mexay Accoumalner HemeLKmnx
dapmaueBToB 1 Accoumaunin rocyaapcTBeH-
HbIX GOHAOB MeAMUMHCKOro CTpaxoBaHus.
OHO COAepXUT noapobHble NpaBuaa Bbi-
6opa MpaBWIbHOTO N1eKAPCTBEHHOIMO Cpej-
CTBA, COOTBETCTBYMOLLEA  AOKYMeHTauum
M BbICTABNEHMS CYETOB, a TakXe CaHKuuu
ong GapmaueBTOB, KOTOPbIE HE BbIMOAHSIOT
CBOM 0043aTe/IbCTBa, U3M0XKEHHbIE B pamMoy-
HOM corfalieHmn. Takum obpasom, cobnio-
[leHVe PpamMOYHOro CcornaleHns aBaseTcs
NpeanochIKOW 419 TOro, YTobbl GapmaLeBThl
MMeNW NpaBo OKa3blBaTb YCYrW B CUCTEME IO-
CyNapCTBEHHOTO CTpaxoBaHUs 1, Taknm obpa-
30M, NO/yYaTh BO3MELLEeHNE.

XoTs cuctema pedepeHTHbIX LeH oKasa-
Nacb BecbMa 3PpPEeKTUBHOW B PerynmpoBaHunm
LLeHOO6pa30BaHNA 1 BO3MELLEHUM PACXO0B
Ha CyLlecTBytolL e NekapCTBEHHbIE CPEACTBA,
MHAs CUTyaLMs CNOXMNACh B OTHOWEHUN NH-
HOBALMOHHbIX npoaykToB. [lo cytu, pede-
PEHTHbIE TPYMNMbl MOTYT ObiTh CO3/aHbI TONBKO
B TOM C/lyyae, eciv Ha pbiHKe yXe MmeeTcs
MUHUMaNbHOE KOJMYECTBO COMOCTABUMbIX
dapmaueBTMyecknx  npenapatos.  OpHa-
KO €C/M Ha PbIHOK BbIXOAMT HOBbIA MPOAYKT
C HOBbIM PapMaKONOrMyecknm MexaHu3mom
[eNCTBMS, YacTo OblBAeT CNOXKHO BKJ/IHOUUTH
Takon NpoAyKT B CyLLEeCTBYIOLWYO pedepeHT-
HYIO LLlEHOBYIO Fpynny WUAW NOCTPOWUTb HOBYHO
pedepeHTHYIO LIEHOBYO rpynny.

Ha 31oM ¢oHe B 2011 I. HEMEL KNI 3aKOHO-
faTenb pewunn BBECTV HOBYI CXeMy perysu-
pOBaHWS LEeH, Tak Ha3biBaemas «npoueaypa,
npeaycmMoTpeHHas 3akoHom fepmaHum o pe-
opraHmsaumm GapmaueBTUYECKOro pbiHKa»™.

2 Die Spreu vom Weizen trennen— Das Arzneimittelmarktneuordnungsgesetz (AMNOG). Available at: https://www
bundesgesundheitsministerium.de/service/publikationen/details/die-spreu-vom-weizen-trennen-das-arzneimit-

telmarktneuordnungsgesetz-amnog. (In German).
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Mpouenypa B LENOM MPUMEHSETCS KO BCEM
dapmaueBTVUECKMM MNpenapaTam C HOBbIMU
aKTUBHbIM GapmMalleBTUYECKMM UHTPEANEHTOM
N COCTOMT U3 [BYX 3TAnoB: BO-MEPBbIX, OLEH-
Ka MeAMUMHCKOW TeXHOMOrMK, NpoBOAMMas
DepepanbHbiM  06bEANMHEHHBIM  KOMUTETOM
[epmaHunK; 1, BO-BTOPbIX, MEPErOBOPbI O LieHax
mexay Accoumaumen rocyaapcTBeHHbIX GOH-
[IOB MeAWUMHCKOTO CTpaxoBaHWsg M COOTBET-
CTBytOLLEV apMaLLEBTUYECKON KOMNAHNEN.

Mommumo 3T0r0, € 2017 TI. paspeweHune
Ha NpoAaxy TakxXe BblgaeTcs Tem dapmaLes-
TMYeCcKMM npenapatam, KoTopble noanexar
npoueaype, NpeayCMOTPEHHOW  3aKOHOM
[epmaHUM O peopraHM3aumm GapmaueBTmye-
CKOTO pbiHKa®. Takue npenapathl AOMKHbI CO-
CTOSATb M3 YCTAHOBNEHHbIX aKTWBHbIX dapma-
UEeBTMNYECKMX MHTPEANEHTOB, MO/b3YIOLLMXCS
3aUUMTON KAMHUYECKNX AaHHBbIX.

Tem He MeHee paccmaTpuBaemas npoue-
flypa He NpuUMeHseTcs K dapmaueBTUYecKnM
npenapaTam, KOTOpble, CKOpee BCEro, MOryT
MPUBECTU K HE3HAUYMTENbHbIM pacxoiam, Ko-
TOpble MOHEeCYT rocyAapCcTBEHHbIE GOHAbI Me-
OVNUMHCKOrO cTpaxoBaHus. [lpoussoanTenn
Takyx GapmaLeBTMYeCKMX NpenapaToB MoryT
3anpocuTb 0CBOBOXAEHME OT Mmpouecca, Ko-
Topoe npepocTasngetcs PenepanbHbiM 06b-
eANHEHHbIM KOMWUTETOM.

Ele oaHO umcktouveHne KacaeTcs dapma-
LUEBTMYECKMX MpenapaTtoB C aKTMBHbIM ¢dap-
MaLEeBTUUYECKUM UHTPEAVNEHTOM, O0BPEHHbIX
A9 NeyeHna opdaHHbIX 3a6onesaHmnii. B npuH-
uune, Takne dapmaueBTMYeckre npenapatbl
He [O/KHbI MPOXOAMTH OLEHKY MeaNUMHCKNX
TEXHOMOTUI, ecan 06bem NpoAax He Npesbl-

LaeT onpeneneHHoro nopora. HenasHo 3ToT
Nopor Gbl/1 CHUXKeEH C€50 10 €30 M/H.

B despane 2023 r. ®enepanbHblii coun-
a/IbHbIA Cy, BbIHEC MOCTaHOB/EHME, 0CBOBO-
XJatllee oT npolecca, npesycMoTpeHHOro
3akoHom [epmaHum o peopraHuzauum dap-
MalEeBTMYECKOrO pbIHKA, TakK Ha3blBaeMble
«TepaneBTMYeckme BbIGpOChb» (Te. dapma-
LeBTMYecKMe npenapartsl, KOTopble He npef-
nonaratT asbTepHATUBHOIO NleYeHus, Tak
UTO He/b3a BbIBpaTb KOMNAPaToOp®® ANs OUEeH-
KN MeAMLMHCKUX TexHonorui). B pesynsrate
3akoHonaTeNb BBE/ MpoLenypy, kotopas Te-
nepb npesycmaTpuBaeT, YTo BCe dapmalies-
TUYyeckne npenapartbl C HOBBIMU aKTUBHbIMM
bapmaLeBTUYECKMMU  UHTpeAnNeHTaMn Nofa-
nexar oueHke MNpeumyLlecTB (He3aBMCKMMO
OT TOro, AOCTYMHA AV MPU3HAHHAs8 Komnapa-
TOpoMm CcTaHAapTHasg Tepanus). C 3Toi uenbio
MOHATVE COOTBETCTBYIOWMX KOMMapaTtopos
6bI710 OMONHNTENBHO PACWIMPEHO U Tenepb
BK/IIOUAET HETEpaneBTUYECKME 1N NeyebHble
Mepbl, Takne Kak «akTUBHOE Hab0AEHNES.

Mpouenypa, npeaycMoTpeHHas 3aKoHOM
[epMaHuM O peopraHusauny dapmalesTu-
UEeCKOro pbiHKa, He MeHAeT 06Lero nNpuHUK-
na, COrMacHO KOTOpOMY dapmMaleBTnyeckmne
KOMMaHWK 0CTaloTCa CBOBOAHbIMK B OMNpeje-
NIEHUN CTapTOBON LEHbl HA MHHOBALMOHHbIE
dapmaueBTuyeckne  npenapatbl.  OfHako
noc/ie 3anycka oHW 0643aHbl NpefoCcTaBUTb
nocbe B DefepanbHblii 06beANHEHHbBIA KO-
MuTeT TepmaHun, uTobbl YCTaHOBWUTL 3KOHO-
MUYeckyto 3GGEKTUBHOCTb HOBOro dapma-
LeBTnueckoro npenapata. 3atem KomwuteT
MPOBOANTKOMMNEKCHYHOOLLEHKYBOTHOLIEHNUTAK

%5 https://www.bundesgesundheitsministerium.de/service/publikationen/details/die-spreu-vom-weizen-tren

nen-das-arzneimittelmarktneuordnungsgesetz-amnog

26 KomnapaTop — 3TO 3TafoHHbIA Npenapat (@KTUBHbIA KOHTPOMb WK Naauebo), KOTOPbIA UCMob3yeTcs
B KJIMHWUYECKUX UCTBITAHNAX ANA CPABHEHNA C UCCNeYEeMbIM 1eKAPCTBEHHbIM CPEACTBOM, UTOObI OLLEHNTH

ero 3QGeKTMBHOCTL 11 6e30MacHOCTb.
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Ha3blBAEMOW «AOMONHWUTENbHON TepanesTu-
YecKor BbITOAbl» MPOAYKTa MO CPaBHEHWIO
C MNPU3HAHHBIMW CTaHAAPTHLIMKM METOAAMM
neyeHns («oUeHKa [AOMOSHUTENbHON BbIFO-
Abi»). C 3701 Lenbio KomuteT 06bIUHO NpuBe-
KaeT MIHCTUTYT kavectBa M 3GPEKTUBHOCTH
B 34paBOOXPaHeHUK, KOTOPOMY MopyyeHa
Hay4Has oLeHKa LoCbe.

[Mocne Toro Kak VIHCTUTYT kKayectBa v 3¢-
GEKTUBHOCTU B 34paBOOXPAHEHUN 3aBEPLUNT
CBOK HayuHyt oueHKy, KomuteT npuHuma-
€T OKOHYaTe/NbHOe pelleHue B TeyeHue Lie-
CTn mecques. [laHHOe pelleHne CoLepXuT
OKOHYATE/IbHYI0  OLEHKY  AOMOMHUTENbHOW
TepaneBTUYeCckKon No/b3bl COOTBETCTBYIOLWLETO
dapmaleBTMYecKoro npenapara no OTHoLe-
HUIO K BbIOpaHHOMY Komnapatopy. JononHu-
TefbHas TepaneBTMyeckas nonib3a AOMKHA
ObITb YKa3zaHa Mo psay pasanuHbiX YPOBHEN.
B To Bpems kak ypoBeHb 1 O0TpaxaeT obwmp-
HYIO AOMOMHUTE/BHYIO MO/b3Y MO CPABHEHMIO
C OMpeAeNeHHbIM KOMMapaTopoMm, YPOBEHb
6 paBeH «OTpuLLATENbHOW MONb3e». bonee Toro,
KomuteT TakxXe yKasbiBaeT ypOBEHb L0OKa3a-
TE/IbCTB, C MOMOLLBID KOTOPOro yCTaHaB/IUBa-
eTcs Takas no/b3a. ITW YpOBHM A0KA3aTeNbCTB
OXBaTbIBAOT LUMPOKMIA AMANA30H, BKAOYAS
[10Ka3aTeNbCTBO AOMONHUTENBHON TepanesTu-
YeCKOW MOMb3bl, a TAKXKE MPOCTON UHAMKATOP.

Ecam moxeT BbiTb ycTaHOB/IEHA AOMOHN-
TenbHas TepanesTnyeckas nonb3a, LeHa Bo3-
MelleHUs ByaeT cornacoBaHa Mexay GoHAOM
rocyfapCTBEHHOro MeAULMHCKOrO CTpaxoBsa-
HUS 1 bapMaLeBTUYeCKon KoMnaHmen. Ecam
LOMONHUTENIbHAY  TepaneBTuyeckas Mnosb3a
HE MOXeT OblTb YCTaHOB/EHA, COOTBETCTBY!O-
WM dbapmaueBTUYECKMIA npenapat AO/IXKeH
OblTb OTHECEH K CYLIECTBYIOLEN pedepeHT-

27}

HOWM LLEeHOBOW rpynne, eciu 3T0 BO3MOXHO.
Ecav noaxoasduwas pedepeHTHas rpynna
He CyLLLeCTBYET 1 He MOXET BbITb YCTAHOB/IEHA,
LleHa BO3MeLLEeHNS ByaeT CornlacoBaHa Mex Ay
rocyAapcTBeHHbIM  QOHAOM  MEAMLIMHCKOrO
CTpaxoBaHus 1 GapmaleBTUYeckoh Komna-
Huen. OpHako cornacoBaHHas LeHa BO3Me-
WeHwMs, Kak NpaBuio, He LO/MKHa NpeBbILLAaTb
FOLOBbIE PacXOfbl Ha fleyeHne Komnaparto-
pOM, eC/ TONbKO 0cobble 06CTOATENbCTBA
He OMnpaBablBalOT HONEe BLICOKYHO LiEHY BO3-
melLLLeHna?.

UcnaHus

OTHOCKTENbHO YCTAHOBAEHWS LieH Ha nekap-
CTBEHHblE CpeACcTBa VicnaHus Bceraa npuaep-
XMBaNacChb CUCTEMbI «CTOMMOCTb MAKOC», B paM-
Kax KOTOpOW MakcuMMasbHasg OTMyCcKHas LeHa
[IO/IXHa COOTBETCTBOBATb CTOMMOCTYW MPOAYK-
Ta NM0C 3a4aHHas HopMa npubbian. VimeHHo
370 1 npeaycmatpueaeT KoponeBckuin ykas
271/1990 B COOTBETCTBUM C NOAOXKeHWUAMN -
pektunebl EC 89/105%.

CTOMMOCTb MpoAyKTa A0MXHa 6biTb onpe-
[lefieHa NoCpefCcTBOM aHa/UTUYeCKOro npu-
MEHEHUS «MONHOM Ce6ECTOMMOCTU», BKKOUAS
HIOKP, npon3BOACTBEHHbIE 3aTpaThl M accur-
HOBaHMS, COOTBETCTBYIOWME KOMMEPYECKUM
N aAMUHUCTPATMBHBIM pacxogam. [1pun onpe-
NeNIeHNN NOHOM cebecToMMOCTH yCTaHaB-
BAOTCSH TPU TPYNMbl NEPEMEHHbIX: NepeMeH-
Hble, KOTOpblE YUUTLIBAKTCH; MEPEMEHHbIE,
KOTOpblE HE YYUTHIBAIOTCH; M MEPEMEHHbIE,
KOTOpble MOANexaT BMewarelbCTBY U MOTYT
6bITb OrpaHnyeHbl.

1. llepemeHHble, KOTOpblE YUMTbIBAKOTCS:
YPOBEHb aKTUBHOCTU KOMMAHWW, 3BOOLMS
3aTpaT KOMMaHWK, 3BOIOLMS NMPOLaX KOMMa-

https://www.bundesgesundheitsministerium.de/service/publikationen/details/die-spreu-vom-weizen-tren

nen-das-arzneimittelmarktneuordnungsgesetz-amnog

28 Real Decreto 271/1990, de 23 de febrero, sobre la reorganizacion de la intervencion de precios de las especialidades far-
macéuticas de uso humano. Available at: https://www.boe es/buscar/doc php?id=BOE-A-1990-5368. (In Spanish).
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Daria V. Ponomareva
Review of the Current Foreign Legislation in the Field

of Public Procurement of Medicines on National Markets

HWW, OLEHKa NPoAax, BAUSHME, KOTOPOE Mpo-
3BOACTBO MPOAYKTA MOXET OKaszaTb Ha Ha-
KnafHble pacxobl KOMAAHMUW.

2. [epemeHHble, KOTOpble HE Y4MTbIBAOTCS,
MOCKO/bKY OHM PacCMaTPUBAIOTCS Kak HEOMpaB-
NlaHHbIE VAN HeHy>KHble 3aTpaTbl: 3aBbllleHKne
CTOMMOCTN AENCTBYIOWMX BELLECTB MO CpaBHe-
HWI0 C PbIHOYHbBIMU LIEHAMU, YUpE3MEPHbIE POSATY
(32 TOBapHble 3HAKMN UM TEXHOMOTNM), PACXOAbI
Ha NMPOABWXKEHNE UAW peKkaamy, He COOTBETCTBY-
folLMe XapaKTepucTMkam MpoayKTa, pPacxofbl,
He ABASIOLLMECS HEOOXOAMMBIMI AN HOPMalb-
HOro pa3BUTS AeSTENBHOCTN KOMMAHNMN.

3. MMepemeHHble, KOTOpble MOANEXAT BMe-
WaTeNbCTBY M MOTYT BbiTb OrpaHMUeHbl npa-
BUTEIbCTBEHHON AeNernpoBaHHOM KOMMUCCU-
el no 3KoHommueckmum Bonpocam: HIOKP,
NPOABWXEHWE 1 peknama.

CornacHo npukasy ot 17 Hos6pa 1990 1. pac-
xoabl Ha HVIOKP He noanexar HuKakum orpa-
HUYeHUsM. Takum 0b6pas3om, pacxodbl Ha HU-
OKP MoryT 6biTb BK/IHOUEHDI B CE6ECTOMMOCTb
NpoAyKTa, eCc/M OHW 0BOCHOBAHbI, U Npe/Ba-
PUTENbHO BbIYTEHbI BCE rOCYAQpPCTBEHHbIE MO-
cobus, NpefoCTaBNeHHbIE KOMTAHWM B pamMKax
nporpamm HWOKP. MpoueHt HNOKP, KoTo-
PbIl MOXET BbITb BKAOUEH B CE6ECTONMOCTD
npofyKTa, 3KBMBANEHTEH MPOLEHTY, KOTOPbIN
obwme pacxoabl Ha HWOKP npeactasnqior
0T 061L1ero o6bema NpoaaX KOMNAHUN.

Pacxoabl Ha NpOABUXEHWE W PEKAAMY MOTYT
6bITb BK/KOUYEHbI B CE6ECTOMMOCTb NMPOAYKTa
TONbKO B Npeaenax 12—16% ot ero CToMMOCTK.

MpaBna0 OTHOCUTEIbHO MOAYYEHUS NPUBHI-
JIN 33K/II04AETCS B TOM, YTO LieneBas npuobiib
KaXX0M KOMMaHUW A0MKHA HAXOAUTHLCS B AM-
anasoHe 12—18% oT kanuTana, HanpapieHHo-
ro Ha 3KCM/yaTaumio, BKAoYas COOCTBEHHbIE

pecypchl (YCTaBHbIA KanuTan, cueta obHoBAE-
HUS 1 NepeoueHKn, pe3epsbl U T. 4.) U BHeL-
HMe pecypcbl C UHAHCOBBIMY 3aTpaTamu.

ANbTEPHATVBHbLIE pelleHns o LeHoobpa-
30BaHUM W BO3MeLLEHUN, Takue Kak onnata
Ha OCHOBE pe3y/bTaToB, CTAHOBATCA BCe bonee
NonyAspHbIMU B MOCAEAHUE TOAbI, OCOBEHHO
A9 NeKapCTBEHHbIX CPEACTB C BbICOKMM 610/~
XETHbIM BO3AEVCTBMEM U C BAXKHbIM KOMMO-
HeHToM HWOKP, Takum Kak nekapcTBeHHble
cpenctea CAR-T. B 3Toit cBA3M 22 oKTA6p4
2019 1. MWHWCTEPCTBO 3[4paBOOXpPaAHEHNS
oduuUManbHO MNpeacTaBnao  MHGOpMaLMOH-
HYl0 cucTeMy Ans noaaepkku cbopa v obpa-
60TKM pe3ynbraTos neyeHns («WALTERMED»).

B cooteetcTBun ¢ KoponeBcknm 3akoHOAaA-
TeNlbHbIM yKa3om 1/2015%° opraHbl BAacTu, 3a-
HVMatoLLMecs NpPOoLEecCOM YTBEPXKAEHUS LIEH,
NO/DKHbI YUNTHIBATb Takne KpuTepum, Kak ce-
6eCTOMMOCTb 1 HOpMa MPUBBINN, CPABHUTENb-
Has dapmakosKoHOMM4YecKas OLeHKa Nekap-
CTBEHHOTO CPeACTBa, B KOTOPOW AOMKHbI ObiTh
KONMMYeCTBEHHO OnpeaeneHbl NpenmyliecTsa
HOBOTO NPOAYKTA, LileHa NPpoAyKTa B APYrMX ro-
cyaapcTBax — uneHax EC, nestenbHOCTb KOM-
nanun B McnaHum (HMOKP, nponsBoacTBo
M T A4), a Takke OTHOWEHWS C MECTHOW KOM-
naHuel NOCPeicTBOM COMALUeHWs O CO-
BMECTHOM MapKeTUHre UAK NNLEH3UPOBAHNN.
B cnyyae ecnm aHanormuHbIi NPoAyKT KOMMep-
UMaNn3npyeTcs Ha MCMaHCKOM PbiHKe, OpraHbi
BNACTWM MOryT WMCMONb30BaTb €ro Anas onpe-
neneHns LeHbl. LleHa n60ro KoHKYpupyto-
wero npoaykTa B VlcnaHum Cay>XuT opueHTu-
pom Ans MuHuCTepcTBa 3ApaBOOXpaHEHUS
npw 06CY XX AEHN LiEHbI HOBOTO NMPOAYKTA.

B VicnaHun rocynapcTBeHHoe GUHaHCUpo-
BaHWe NeKkapcTB NOAYMHSETCS cucTeme pede-

? Real Decreto Legislativo1/2015, de 24 dejulio, porel queseapruebaeltextorefundidodela Ley de garantiasy usoracional
de los medicamentos y productos sanitarios. Available at: https://www.boe.es/buscar/act. php?id=BOE-A-2015-8343

(In Spanish).
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PEHTHbIX LieH. PedepeHTHad LeHa — 3T0 Mak-
CMManbHas LeHa, KOTOPYH MCNaHCK1e BAacTu
3annaTaT 3a 3TV NPOAYKTbl, KOraa oHu 6yayT
Ha3HaueHbl ¥ OTNpaB/aeHbl N0 0PULMaNTbLHOMY
peuUenTy B anTeku. Takasg ueHa duKcUpyeT-
€S Ha OCHOBE CTOMMOCTW, MpeacTaBNeHHOW
CaMOWV HU3KOM CTOMMOCTbBIO leYeHns B AeHb
npe3eHTaunii NeKkapCTBEHHbIX CPEeACTB, BK/LO-
YEHHbIX B KaXK Ayt rpynny.

Bonpoc o Tom, AOMKHbI 1 pedepeHTHble
LleHOBble rpynmMbl CO34aBaTbCs C Npe3eHTaum-
MU, IMEIOLLLMMI OLIMHAKOBOE «Ae/CTByoLLee
BELLeCTBO» WM OAMHAKOBYH «Knaccupuka-
unto ATC S», aBnseTcsd CnopHbIM B McnaHum
€ 2014 . XoTs cTaTbd 98 KoponeBckoro 3ako-
HosaTenbHOro ykasza 1/2015 HeaBYyCMbICIEH-
HO npefycmaTpuBaeT, 4TO pedepeHTHble
LleHOBble TPYMMbl A0/KHbI CO34aBaThCs C Npe-
3eHTaUMIMM NPOAYKTOB, UMEWMNMK «OAHO
1 TO XXe AeNCTBYIOLLee BELLECTBOY, AN MUHNM-
CTEPCTBA 3[1paBOOXPAHEHNA ObINO OBbIUHbIM
[le/IOM COrNacoBbIBATh MPYMMbl C Mpe3eHTaun-
AMU, UMEIKLLMMU OAMHAKOBYIO Kaaccudumka-
unto ATC S, a He OAHO 1 TO XXe AeiCTBytoLLee
BeLLeCTBO. Takoi crnocob AercTBuin MuHu-
CTepCTBa 3/paBOOXPaHeHMS MpUBEN K MHO-
FOYMCNEHHBIM UCKaM B UCMAHCKMUX Cyaax, rae
KOMMaHUK yTBepXAaann, yto MuUHUCTEPCTBO
3[1paBOOXPAHEHNA HEHAANEXALLMM 06pa3OM
BK/ItOYAET Mpe3eHTaunm NpoayKToB C pasHbl-
MW AEVCTBYIOLMMMN BELLECTBAMM B OAHY U Ty
Xe pedepeHTHYI0 LLeHOBYO rpynmy.

B 2017 r. BepxoBHbIn Cya NOCTaHOBU,
yTo, ecnm MUHUCTEPCTBO 34paBOOXPaHEHNS
XOYeT BK/OUUTb [BE Mpe3eHTauun Npoayk-
TOB B OAHY ¥ Ty e pedepeHTHY0 LEeHOBYIO
rpynny Ha ocHoBe knaccudumkaumm ATC 5, oHO

[O/KHO MpeAocTaBUThb JOCTaTOYHble A0Ka3a-
TeNbCTBa TOrO, YTO akTMBHbIE BelLecTBa ABYX
npeseHTaunii 6bIM OAMHAKOBBIMU; B MPO-
TMBHOM C/lyyae Takue Mpe3eHTauun He Mo-
YT GbITb BKAKOYEHBI B OAHY W Ty Xe rpynny.
3a 3Tum pelueHnem BepxosHoro cyaa 2017 T.
NoCnefoBaso MHOXECTBO APYrMX C Tem e
060CHOBaHMeM. B cBS3M C 3TUMM CynebHbIMK
nocTaHoBNEHUIMU MUHUCTEPCTBO 34paBOOX-
paHeHWs U3MEHWIO CBON KpuUTepui 1 B 2020 T.
OBHOBWIO MHOTME pedepeHTHble LEeHOBble
rpynnbl B COOTBETCTBUM C KpUTEpUem akTuB-
Horo BellecTBa. OfHAaKO BCKOpe Moc/ie 3T0ro
pelleHns B cTaTblo 98 KoponeBcKkoro 3akoHo-
JaTenbHoro ykasa 1/2015 6bin BHECeHbl Mo-
npaBKku, chneuuanbHo npefycMaTpuBatoume
KpuTepuii ypoBHa ATC 5 ans CoOTBETCTBUS
pedepeHTHbIM LLeHOBbIM rpynnam. B uenom,
KOrAa NeKapcTBeHHbIV npenapart BK/YaeTcs
B cucTeMy pedepeHTHbBIX LLEeH, MOXHO OXMAaTb
CHUXEHMS LeHbl Ha pedepeHTHble NPOAYKTI
Ha 40-50%.%

B KoHTekcTe vmnnemeHTauLMn nepeaoBoro
3apybexKHoro onbita B 061acTV  LieHOO6pa-
30BaHMs B chepe rocyaapCTBEHHBIX 3aKymnoK
NEKapCTBEHHbIX  CPeacTB (B 0COBEHHOCTM
ec/n pedb MAeT 06 UHHOBALMOHHLIX feKap-
CTBEHHbIX Mpenapatax) MHTepec NpeacTaBs-
€T TakXXe MexaHW3M pacnpeieneHns pUCKOB,
KOTOPbIA aKTUBHO WUCMONb3YeTCs B OTAE/bHbBIX
pernoHax McnaHwm (B uactHocTW, B KaTa-
noHwu). CornalleHns o pacnpefeneHun pw-
CKOB (@HM. risk-sharing agreements, cokp. RSA)
npefHasHayeHbl ANS YPEeryavpoBaHWs CUTY-
auuii, Koraa AaHHble A8 NPUHATUS PeLLleHnin
O TOCYAapCTBEHHbIX 3aKynKax WHHOBALMOH-
HbIX leKapCTBEHHbIX NPenapaToB OrpaHnyeHbl.

° Faus, ]., Alcover, L., Bailach, J. C. (2025, August 27). Pricing & Reimbursement Laws and Regulations 2025 —
Spain. Available at: https://www.globallegalinsights.com/practice-areas/pricing-reimbursement-laws-and-regu-

lations/spain/)
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[laHHble cornalleHns npeanonaratoT 3ajen-
CTBOBAHME PA3/INYHbIX MEXAHU3MOB A/ MakK-
cnuMmsaumn  3GOEKTUBHOTO  UCMOMb30BaAHNS
MHHOBALLMOHHBIX /IEKapCTBEHHbIX NMPenapartos.
Cornawenuns o pacnpefeneHny puckoB Noj-
pasfengTcs Ha CoralleHns, OCHOBAHHbIe
Ha pesy/braTax, 4 CornalleHns o pasgeneHum
3atpar. B cBoto ouepefb, cornalleHns, OCHO-
BaHHbIe Ha pe3y/bTatax, OXBaTblBalOT BO3Me-
LWEeHNS, KOTOPble NpeAnoaararT B3aMMOCBS3b
pe3ynbTata W nnatexa (Hanpumep, BO3BpaT
LNEHEXHbIX CPeACTB 3a HEeAOCTVXeHWe Lene-
BbIX pE3y/NbTAaTOB) N B3aMMOCBS3b NpoLecca
okasaHus nomowmn 1 nnatexa. CornalenHus
0 pasfeneHnv 3aTpaT npeanonaratoT orpaHn-
ueHue GHOAXKETA, OrpaHUYeHNe WCMOob30Ba-
HUS, CKUAKW, COTNaleHns o LeHe 1 obbeme
MOMOLLLY.

PaccmaTpuas npumep  KatanoHum, He-
06XOAMMO OTMETUTb, YTO B lAHHOM pEernoHe
byHKUMOHMpYeT KaTanoHckas cnyxba 3apa-
BOOXpaHeHMs, KOTopas OTBEYaeT 3a pacnpe-
[e/leHne pecypcoB, naaHMpoBaHmne GroaxeTa
W pas3paboTKy MOMUTUKK Ans obecrneveHns
paBHOMpaBHoro v addekTMBHOro foctyna’.
B KaranoHwmn pencreyeTr VIHTErpupoBaHHas
cucTemMa 06LLIECTBEHHOTO 3[paBOOXpPaHeHUS™,
B pamKax KOTOPOW 3aK/yatoTCsd KOHTPaKThl
Ha OKasaHwe MeAMLMHCKMX YCIYr Ha OCHO-
BE MPUHLMMOB CNpaBeinnBOCTY, KayecTsa,

YCTOVMUMBOCTW U pearnpoBaHmns Ha notTpebHo-
CTW HaceneHus. [laHHble KOHTPaKTbl LOMYyCKa-
0T a/bTeEpHATWBHbIE MeXaHU3Mbl GUHaHCUPO-
BaHM4 3aKyMNOK IEKAPCTBEHHbIX MpenapaTos.

C 2008 r. KaTtanoHckas cnyxba 34paBoox-
paHeHUs peannsyeT cneumnanbHyo Nporpammy
OLLEHKWN NIEKAPCTBEHHbIX CPEACTB U MPUHATUS
peleHnin — porpammy rapmoHusaumn dap-
makoTepanun®. Llenb nporpammbl — onpeje-
JINTb  TepaneBTUYeCcKoe MO3ULVOHMPOBAHNE
MHHOBALVOHHbIX /1EeKapCTB M WX Npuopu-
TETHOCTb B MCMO/Mb30BaHMN B COOTBETCTBUM
C 106aBNeHHON CTOMMOCTbIO, MPUHLMNAMK
paLLMOHaIBHOMO UCMOMb30BaHMSA, a TakxXe Ha-
NYNS U ONTUMU3ALNM PECYPCOB, FapaHTUPys
nMpu 3TOM PaBEHCTBO B AOCTYMe K NeYeHNto
Ha BCel Tepputopumn KatanoHuu. [Tporpamma
rapMoHu3aLmMmn  papmakorepanun  BKIOYAET
B Ce6st 2 KOHCY/ILTaTUBHBIX COBETA 1 KOMUCCHIO
N0 NPUHATUIO peLeHnid. Tpu 3KCNepTHble rpyn-
Mbl SBASIOTCH MHOTONPOPUIBHBIMI MO CBOEN
npupoLe, BKIKYAKOLWMMY CNeLVanncTos ¢ pas-
JINYHBIM NPODECCHOHANbHBIM OMbITOM U Npes-
cTaBuTenen  naumeHtoB.  KoHCynsTaTMBHbIE
COBETHI pa3pabaTbiBaloT TEXHWUUECKME OTYETb
N0 WHHOBAUMOHHbIM NIEKAPCTBEHHbIM CPEeA-
CTBaM 1 peKOMEHAALMM MO UX UCMOb30BAHMIO.

B 2014 . 6bi10 paspaboTtaHo PykoBoacTBO
no CTaHAapTM3aumMn KpuUTepues BHEAPEHUS
cornaweHnin o pacnpefeneHnn puckos*,

*' Generalitat de Catalunya Departament de Salut. (2014). Guia per a la definicié de criteris d'aplicacio d'esque-
mes de pagament basats en resultats (epr) en [ambit farmacoterapeutic (acords de risc compartit). Available at:
https://catsalut.gencat.cat/web/.content/minisite/catsalut/proveidors_professionals/medicaments_farmacia/

acords-risc-compartit/guia-definicio-criteris-aplicacio-esquemes-pagament-resultats-epr.pdf. (In Spanish).

*2Ministerio de Sanidad. Sistema Nacional de Salud. Available at: https://www.sanidad.gob.es/organizacion/sns/

home. htm. (In Spanish).

# CatSalut. Servei Catala de la Salut. Programa dharmonitzacié farmacoterapeutica. Available at:
https://catsalut.gencat.cat/ca/proveidors-professionals/farmacia-medicaments/programa-harmonitzacio-farma-

coterapeutica/. (In Spanish).

* Generalitat de Catalunya Departament de Salut. (2014). Guia per a la definicié de criteris d'aplicacié d'es-
quemes de pagament basats en resultats (epr) en lambit farmacoterapeutic (acords de risc compartit). Available at:
https://catsalut.gencat.cat/web/.content/minisite/catsalut/proveidors_professionals/medicaments_farmacia/

acords-risc-compartit/guia-definicio-criteris-aplicacio-esquemes-pagament-resultats-epr.pdf
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https://catsalut.gencat.cat/ca/proveidors-professionals/farmacia-medicaments/programa-harmonitzacio-farmacoterapeutica/
https://catsalut.gencat.cat/web/.content/minisite/catsalut/proveidors_professionals/medicaments_farmacia/
acords-risc-compartit/guia-definicio-criteris-aplicacio-esquemes-pagament-resultats-epr.pdf.
https://catsalut.gencat.cat/web/.content/minisite/catsalut/proveidors_professionals/medicaments_farmacia/
acords-risc-compartit/guia-definicio-criteris-aplicacio-esquemes-pagament-resultats-epr.pdf.

Japbs B. NoHomapéaa

0630[3 aAKTya/IbHOro 3apy6e>|<Horo 3aKOHOAaTeIbCTBa B 061acTh obecneueHns
rocyaapCTBEHHbIX 3aKYNOK JIEKAPCTBEHHbIX CpeACTB HA HAUUOHA/IbHOM pbIHKE

a B 2016 1. KaTtanoHckas cnyxba 34paBoox-
paHeHus B3sna Ha cebs BeAyLyo pofb B CO3-
JaHUW 3TUX MEXaHW3MOB, YCTAHOBUB CUCTEM-
HbIE COMMALIEHNsS O pacrnpeaeneHun puckos,
KoTopble Moru 6bl cobmopaTbcs Ha A06po-
BO/ILHOW OCHOBE BCEMU MEAULIMHCKUMU Yu-
pexaeHuamMn  peroHa®. [lns noaaepxku
pas3paboTky ¥ YNpaBieHWa CUCTEMHbIMK CO-
rNaleHnaMn 0 pacnpeaeneHnn puckos Hbia
co3faHa MHoronpoduabHas paboyas rpynna
ONS YCTAHOBAEHNA ONTUMA/bHOTO MEXaHU3-
Ma 419 UCMONb30BAHUSA B AAHHOW CUTyauum
W OUEHKM AOCTVXKEHWS UENei, OCyLLeCTBI-
MOCTM  KJIMHWYECKOro MpoLecca oKasaHus
nomoun. Kpome Toro, B Kax0M COralleHmnu
0 pacnpefeneHnm puckos 6bii NpeaycMoTpeH
COBCTBEHHBI KOMWUTET MO KOHTPOJIO, Mpo-
BOAMBLUWIA EXErofHble BCTPEUM Ans obmeHa
JaHHbIMU O COCTOAHMM 340POBbsl W SKOHOMM-
UecKkMx nokasaTensx, a TaKkxe ang obcyxae-
HUs 0bLLero onbiTa. HeobxoanmMo OTMETUTS,
UTO COMAWEHUs O pacnpeieseHni pUCKos,
JENCTBYIOLNE Ha PETVIOHANIbHOM  YPOBHE,
HE BKJ/IIOYAIOT YC/IOBUA BO3MELLEHUS, B OTAN-
u1e OT COMNALLEHNIA 0 pacnpeseneHnn pUCcKos,
LENCTBYIOLLMX HA HALLMOHAILHOM YPOBHE.

3aknoueHue

[1oABOAS UTOMM aHanM3a OnblTa OTAE/bHbIX
3apy6exHbiX rocyaapcTs B 06/1aCTh 3aKOHO-
JaTeNbHOro obecneveHns rocyaapCTBEHHbIX
3aKyMNOK /J1IeKapCTBEHHbIX CPeaCTB, MPUXO-
JMM K BbIBOZY, UTO 3apybexHble rocyaapcTaa
MCNONb3yT  ANPdepeHUNpOBaHHbIE  MOA-
X04bl K (GOPMUPOBAHUIO WMHCTPYMEHTapus
npedbepeHunanbHOro pexmnma 3akynok Ha-
LUMOHA/IbHbIX  1eKAPCTBEHHBIX  Mpenaparos.

35

Poccuitickomy 3akoHoAaTento B LEAsx coBep-
LWEeHCTBOBAHMS peneBaHTHOro HOpMaTUBHOMO
PEryanpoBaHna HeobxoanMmMo 0bpaTUTh BHM-
MaHMe Ha TakoW MHCTPYMEHT, Kak cornatle-
HWe o pacnpeneneHnn puckos. Vcnonb3oBsa-
HWE TaKMX COrNaLleHnin No3BOANT 06eCneunTsb
GVHaHCMpOBaHMe CO3AaHMa U pa3paboTku
NIeKapCTBEHHbIX MpenapaTos C yueTom 6anaH-
Ca WHTEPECOB Hay4HbIX OpraHmM3auumii, npo-
M3BOAMTENEN NEeKapCTBEHHbIX MpenapaTos
M OpraHoB roCyAapCTBEHHOro ynpaBieHus.
B HacTosulee Bpems AaHHbIA MHCTPYMEHT ak-
TUBHO NPUMEHSIETCS B rOCYAAPCTBAX — U1eHaX
Esponeiickoro cotoza u CLUA.

Kpome TOro, yaauyHblM MexaHW3MOM LLeHO-
06pa3oBaHNg B pamkax roCyaapCTBEHHbIX
3akynoK NeKapcTBEHHbIX CPeACTB sBAfETCS
cMcTemMa  OUEHKM  MeAMUMHCKMX  TeXHOOo-
TN — NPO3payHbIN 1 MOAOTUETHBIN NpoLecc,
KOTOPbIA  MOXET WCMOAb30BaATbCA  AMLAMM,
NPUHUMAIOLLMMUN peLleHns, U ApYTMMU 3anH-
TepecoBaHHbIMW CTOPOHAMMW ANS NOAAEPKKM
npouecca MNpUHATUS peleHnit B 34paBOOX-
paHeHWV nyTeM npeaocTaBaeHWs [oKa3a-
TE/IbCTB O AaHHbIX TEXHONOTUSIX.

TakXke poOCCUMIACKOMY 3aKOHOAATeN0 CTOUT
06paTUTh BHWMaHWE Ha HOPMATWBHYIO AWNd-
depeHuMaunto ypoBHelt 1oKkanmnsaumm nekap-
CTBEHHbIX CPEACTB B LeNsax obecrneyeHns noj-
Nep>KKK 3aKynoK npenapaTos HalUMOHa bHOMO
NPOUCXOXKAEHNS. TaKOW MeXaHWU3M MOoAAepPXK-
K1 NpefycmMaTprBaeTcsl HOpMaTUBHbIMK aKTa-
MU paga 3apybexHbix rocyaapcts. OH npeao-
CTaBASIET BO3MOXHOCTb YCUAEHNS MOAAEPXKKM
NleKapCTBEHHbIX CPEeACTB, KOTOpble He TOMb-
KO MpOW3BOAATCA, HO M pa3pabaTbiBaloTcs
Ha TeppUTOPMM KOHKPETHOrO rocyaapcTBa.
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