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B npowesawem 2023 rofy B v3aaTenbCcTe
«PycaiHC» BbIWAN MOHOrpadun 1 yuebHble
nocobus, MOArOTOB/IEHHbIE HayUHbIMU CO-
TpyaHMKamy HayyHo-06pa30BaTeNbHOro LieH-
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Buénvoteka HayuHo-o6pa3oBaTenbHOro LLeHTpa npasa v 6Mo3TMKM

YuebHuk «pagoeas zeHoMUKa» SBaseTcs
pe3ynbTaToM NPOAOIKUTENbHOM COBMECTHOM
paboTbl ABYX POCCUIACKMX HAYUHbIX KOJNEK-
TUBOB, CMELMAN3UPYIOLLMXCS HA Npobiemax
NpaBOBOrO PeryinpoBaHUsS TFEHOMHbIX WC-
cneposannii: HOLL npaBa v 61o3Tuku B cdhe-
pe reHOMHbIX UCCNeA0BaHNI U MPUMEHEHWS
reHeTM4yecknux TexXHONornin YHuBepcuteTa
nmeHn O.E. KytadwmHa (MIOA) n HayuHo-
nccnenoBaTenbCkon 1abopaTopun NpaBoBo-
ro obecrneyeHns 6e30MacHOro0 MCNonb3oBa-
HNS TEHETUYECKOM M TEHOMHOW MHBOPMaLLUK
Ypanbckoro rocyaapcTBeHHOro topuanye-
cKoro yHuBepcuteTa nmeHn B.OD. Gkoenesa.
B yuyebHMKe B KOHUEHTPUPOBAHHOM BW[E
NpeAcTaBNeHbl  pe3ynbTaThl  MeXANUCUMNAN-
HapHOIO Hay4yHOro McciefoBaHWa B 061acTy
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topUCnpyAeHLNN,  COLMONOTMN,  BUOITUKM,
610NOTN U MEANLMHBI, MOCBSLLEHHOTO pac-
WwudpoBKe, MCCNenoBaHUO U HesonacHomy
MCMONb30BAHWIO FEHETUYECKON U FeHOMHOW
MHOpMaLMKL YenoBeka U ApyrMx Guonoru-
yeckmnx BMAOB. CuctemaTmsaLms NoayYeHHbIX
Hay4HbIX JaHHbIX M03BOAMAA pa3paboTaTh
1 060CHOBaTb MEXAMUCUMMANHAPHYIO npa-
BOrEHOMHYIO Teopuio, KOTOpas YuMTbiBAET
COOTBETCTBYIOLLME  JOCTUMXEHWUS  COLMOTY-
MaHWTapHbIX, €CTECTBEHHbIX U TEXHUYECKMX
HayK B NpeAMeTHO 061acTu NpOBEAEHHOrO
nccnefoBaHna. YuebHUK MOXET BbiTb peko-
MEH/0BaH 00yYaLMMCS HOPUANYECKNX BY-
30B M hakynbTeToB, Hay4YHO-NEeAarornyeckmm
paboTHMKAM 1 BCEM, KTO 3aMHTEPECOBAH Che-
poVi NpaBa bUOTEXHONOT WA,
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Bubnnoteka HayuHo-o6pa3oBaTenbHOro LeHTpa npasa v 6MosTUKn
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Crapwmmm HayuHbIMK coTpyaHmnkammn HOL,
npaBa M 6MO3ITUKM B Chepe reHOMHbIX MUC
CNefoBaHUn U NPUMEHEHWS TeHeTUYEeCKnX
TexHonormin Yuueepcuteta nmenn O.E. KyTa-
duHa (MTHOA) noarotoBaeHbl MoHorpaduu,
NOCBALLEHHbIE Hanbonee akTyaabHbIM Ha-
npaBAeHnsIM pa3BUTUS UHHOBaLWI B chepe
3/1paBOOXPAHEHNS: MPABOBbIM acneKkTam Co3-
JaHVa 1 0bpalleHns reHoTepaneBTUUecknx
npenapatoB (Ha npumepe CAR-T TexHonoruit),
a TakXe TeopeTW4eckMm OCHOBaM pa3Bu-
TS MpaBOBOrO peryavpoBaHUs npumeHe-
HMUA MOOUAbHBIX MEAWULMHCKAX TEXHOMOTUIA
(mHealth).

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

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

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





