[Tocranosnenue [IpaBurtenscTBa Poccuiickoit deneparuu ot 31 oktsaopst 2025 . N 1706
"O0 ycTaHOBIEHUH SKCIIEPUMEHTAILHOTO MPABOBOTO pekuMa B cepe HUGPOBBIX U TEXHOIOTUYECKUX HH-
HOBaIMi U yTBepkaeHUU [IporpaMMbl SKCIEpUMEHTAIBHOTO MTPABOBOTO peKruMa B cpepe HU(PPOBHIX U
TEXHOJIOTUYECKUX MHHOBAIIUH MO MOJIMUCAHUIO HHPOPMHUPOBAHHOTO JOOPOBOIBHOTO COTIIACUS HA METH-
[IUHCKOE BMEIIATeIbCTBO MIIM OTKa3a OT MEAUIIMHCKOTO BMEIIATEIhCTBA C UCTIOIB30BAHUEM JIEKTPOHHOM
rpadudeckoi moamucu"

IIpaBurensctBo Poccuiickoit denepanu NoCTaHOBIISAET:

1. YcTaHOBUTH 3KCIEPUMEHTANBHBINA MPaBOBOI pexuM B cdepe HU(POBBIX M TEXHOJIOIMUECKUX
WHHOBAIIMH 110 TOANMCAHUIO MHPOPMUPOBAHHOTO T0OPOBOJIBFHOTO COIVIACHs HA MEIUITMHCKOE BMEIIATEIb-
CTBO WJIM OTKa3a OT MEAMIIMHCKOIO BMEIIATENILCTBA C UCIIOJIb30BAaHUEM JIEKTPOHHOM rpadudeckoi moamnm-
CH.

2. Y1BepauTh npuiaraemyto IIporpaMmy sKcriepMMEHTaIbHOTO MPaBOBOIO pexuma B chepe mud-
POBBIX M TEXHOJIOTHYECKUX MHHOBALIMH 10 TIOAMUCAHNUIO HH(OPMHUPOBAHHOTO T0OPOBOJIBFHOTO COTIIACHUS HA
MEIMIUHCKOE BMEIIATENIbCTBO MWIJIM OTKa3a OT MEIUIIMHCKOIO BMELIATeNbCTBA C HUCHOJIb30BAHUEM 3JIEK-
TPOHHOH TpaQUUECKON MOAUCH.

3. Peanu3anus noaHOMOUYHMH, IPEAyCMOTPEHHBIX HACTOSIINM MTOCTAaHOBJICHUEM, OCYILECTBIISIETCS B
npenenax ycranosieHHol [IpaBurensctBoM Poccuiickoii @eneparuu npeaeabHON YUCIEHHOCTH PaOOTHHU-
KOB MUHHCTEpPCTBAa SKOHOMHUYECKOro pa3BuTHs Poccuiickoil denepannu U UHbIX (QeaepanbHbIX OPraHOB
WCTIOJIHUTENIFHOW BJIACTH, a TaKXe OIOKETHBIX ACCUTHOBAaHMU, MPEAYCMOTPEHHBIX MHHHUCTEPCTBY M
UHBIM (pefiepanbHbIM OpraHaM HCIOJHUTENIBbHOW BIACTH B (pefepanbHOM OOJKeTe Ha PYKOBOACTBO U
yrpasieHue B chepe yCTaHOBICHHBIX (DYHKIINH.

IIpencenarens [IpaBuTenscTBa M. MuiryctuH
Poccuiickoit @eneparuu
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YTBEPXKJIEHA
noctanoBieHuem [lpaBurtenbcTBa
Poccuiickoii ®enepanun

ot 31 oxTsa0ps 2025 . N 1706

IIporpamma 3KCNIEPUMEHTAJBHOTO IPABOBOI0 Pe:kuMa B cepe nn(pPpPoBbIX U TEXHOJIOTHICCKUX MH-
HOBAIMii M0 MOANUCAHUIO HH(POPMHUPOBAHHOIO JOOPOBOJIBHOIO COIVIACUS HA MeIMIIMHCKOE BMellla-
TeJbCTBO MJIM 0TKAa32 0T MEINIUHCKOr0 BMEIIATE/ILCTBA € HCIOJIb30BAHNEM YJIEKTPOHHOM rpaduye-
CKOM MOANMCH

I. HanpaB/ienusi pa3patoTku, anpodanum M BHepeHus1 HU(POBbIX HHHOBALMI B COOTBETCTBUH C
qacTtblo 2 cTatbu 1 @enepajbHOro 3akoHa '""O0 3kcnepuMeHTAJIbHBIX PABOBBIX pexxuMax B cepe
uM(POBLIX U TEXHOJIOrMYeCKUX HHHOBauuii B Poccuiickoii ®enepanuu'

1. HanpaBnenusiMu pa3paboTKH, anmpoOariii U BHEIPEHUS ITU(GPOBBIX HHHOBAIIUH B COOTBETCTBUH
¢ yacteio 2 crarbu | deaepanbHoro 3akoHa "OO0 HKCIIEPUMEHTAIBHBIX MMPABOBBIX peXKUMax B cdepe nud-
POBBIX M TEXHOJIOTHYECKNX MHHOBaIMKA B Poccuiickoit deneparun (nanee - denepanbHblid 3aK0OH 00 IKC-
MEPUMEHTAILHBIX MTPABOBBIX PEKUMAX) SBIISAIOTCS MPEIOCTABICHUE TOCYIaPCTBEHHBIX U MYHHUIIUTIAIBHBIX
YCIIYT ¥ OCYIIECTBIIEHNE TOCYIaPCTBEHHOTO KOHTPOJIS (HAA30pa) U MYHHUIIUIIAILHOTO KOHTPOJIS, a TaKXKe
OCYIICCTBIICHUE WHBIX TOJHOMOYHMHA M (YHKIMH TOCYIapCTBEHHBIMH OpraHaMH W OpraHaMH MECTHOTO
caMOyIIpaBJICHUSI.

II. Onucanue HU(ppPoOBOIl UHHOBAILUYU, KOTOPAS IVIAHUPYETCH K CO3AAHUI0, UCIIOJb30BAHUIO WU BBe-
JEHUIO B YNIOTped/ieHre B PAMKAX IKCIIEPUMEHTAJIBLHOI0 PaBOBOro pexxuMa B chepe unpoBbIX U
TEXHOJOrHYeCKUX HHHOBALIMHA

2. ludpoBoii uMHHOBaIMEH SBISETCS IEATENLHOCTh JlemapTamMeHTa 3/IpaBOOXpaHEHHs] Tropoja
MOCKBBI, KOTOPBIH SIBISETCSI CYOBEKTOM SKCIIEPUMEHTAIBHOTO MPABOBOTO PEXHMa B chepe HUPPOBBIX U
TEXHOJIOTMYECKUX MHHOBAIMH (Jjaee COOTBETCTBEHHO - HKCIIEPUMEHTAIbHBINA MPAaBOBOM PEXUM, CYOBEKT
HKCTIEPUMEHTAIBHOTO TPABOBOTO PEXHMMAa), IO OCYIIECTBICHHIO MOJHOMOUMN W (PyHKIMIA 1O CO3IaHUIO
YCIIOBUHN Ml pa3BUTHS MEIUIIMHCKON MOMOIIU M 00ecledeHus ee JOCTYMHOCTH IS TpakaaH Mocpen-
CTBOM OpraHM3allM Ipoliecca MOANNUCAHUS B MEIUIMHCKUX OpraHU3alUsX rocyJapCTBEHHOM CHCTEMBI
3IpaBOOXpaHEeHUs I. MOCKBBI, MOJABEIOMCTBEHHBIX CYyOBEKTY JKCIEPUMEHTAIBHOTO MPABOBOTO pPEKUMA
(nanee - MEIUIIMHCKUE OPraHU3alliM, MO/ABEJOMCTBEHHbIE CYObEKTY 3KCIIEPUMEHTAIBHOTO IIPaBOBOIO pe-
KUMa) U ABISIONIUXCS yYaCTHUKAMU HKCIEPUMEHTATBHOTO MPABOBOTO pexuMa, HHPOPMHUPOBAHHOTO J10-
OpOBOJILHOTO COTIaCHs HAa MEIHIIMHCKOE BMEIIATeNbCTBO MIIM OTKa3a OT MEAMIIMHCKOTO BMEUIATEIbCTBA
Tpa)XTaHUHOM, OJHUM W3 POAMUTEJECH MM WHBIM 3aKOHHBIM IMPEACTaBUTEIIEM JIUIIA, YKa3aHHOTO B YacTu 2
crarbu 20 @enepanpHoro 3akoHa "OO ocHOBax oXpaHbl 340pOBbs rpaxkaaH B Poccuiickoit @eneparun”
(manee - 3aKOHHBIN MPEICTABUTEND), C UCMIOIB30BAaHUEM IEKTPOHHON IrpaduyecKoi MOIIMUCH, a TAKKE Me -
JTUIAHCKAM paOOTHUKOM MEIUIIMHCKUX OpraHU3alui, MOJABEIOMCTBEHHBIX CYyObEKTY IKCIIEPHMEHTAIBHO-
ro MPaBOBOTO PEKHMMA M SBISIONIMXCS yYaCTHUKAMHU SKCIEPUMEHTAJILHOTO MPAaBOBOTO pexuma (nasuee -
MEIUIMHCKUA pabOTHUK), C UCTIONBb30BAaHUEM SJIEKTPOHHOHN rpaduyecKoil MoAMUcH WM yCUJICHHOH KBa-
TUGUIUPOBAHHON AIIEKTPOHHON MOAINKUCH (Jajee - YCUJICHHas MOAMKCH) U MOCieNyIolIel nepenayeii uH-
(OopMHPOBAHHOTO JOOPOBOIBHOTO COINIACHS HAa MEAWIIMHCKOE BMEIIATEIhCTBO WIJIM OTKa3a OT MeEIH-
IIMHCKOTO BMEIIATENLCTBA B aBTOMATU3UPOBAHHYIO HH(POPMAIIMOHHYIO cucTeMy ropoaa Mocksel "Enunas
MEMIMHCKAsT TH()OPMAIMOHHO-aHAIMTHIECKAs ccTeMa roposia MockBeI" (flanee - enuHast CHCTeMa).

3. Jlnsa peanuzanuu nudpoBoii HHHOBAIIMK, YKa3aHHOW B MyHKTE 2 HacTosmied [IporpamMmel, cyon-
€KT PKCIEPUMEHTAJIbHOTO NPABOBOTO PEXXUMA YTBEPKIAET NOPSAAOK yUacTHsl MEAUIIMHCKUX OpraHu3alui,
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MOJIBEZIOMCTBEHHBIX CYOBEKTY IKCIEPUMEHTAIBHOTO MPABOBOTO PEXKUMaA, U TOCYIaPCTBEHHBIX OPTaHOB T.
MOoOCKBBI B 3KCIIEPUMEHTAJILHOM IIPABOBOM PEXHUME, OMPEACISIONINN B TOM YHCiie TPEeOOBaHUSI, KOTOPHIM
OHM JIOJDKHBI COOTBETCTBOBATh MJIsi YYAaCTHSl B SKCIIEPUMEHTAIIBHOM IIPAaBOBOM pEKUME, MOPSAOK HMX
MIPUCOETUHEHHUS K HKCIIEPUMEHTATILHOMY MIPABOBOMY PEXKHUMY, & TAKKE:

a) pa3MelaeT Ha cBoeM O(UIIMATILHOM caiiTe B MHPOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON CETH
"NnTepuer" (nanee - ceth "MHTepHeT") B pazaene "MeauIMHCKUE OpraHn3auuu’ HHPOpMaIHIo, Colepxa-
IIYI0 CBEICHUS 00 y4aCTUU MEAUIIMHCKUX OpPTraHU3alluid, MOJIBEOMCTBEHHBIX CyObEKTY SKCIIEPUMEHTAIh -
HOTO MPABOBOTO PEKMMa, B IKCIIEPUMEHTAIHLHOM MPABOBOM PEXHME, HAUMEHOBAHHUE HKCIIEPUMEHTAIBHO -
ro MPaBOBOIO PEXUMa, PEKBU3UTHI HOPMATUBHOTO MpaBoBoro akra IlpaBurensctBa Poccuiickoit ®enepa-
[IUU, KOTOPBIM YCTaHOBJIEH SKCIIEPUMEHTAJIbHBIN TTPABOBOU PEKUM;

0) OCyIIeCTBISIET AEATEIBHOCTH MO pa3paboTke, anpodalyy U BHEAPEHUIO IU(PPOBOI HHHOBAILINH,
yKa3aHHOW B MyHKTe 2 Hacrtosmiei [IporpaMMel, B 1eST€IbHOCT MEIUIIMHCKUX OpPTaHU3aIUi, MTOABEIOM -
CTBEHHBIX CYOBEKTY IKCIIEPUMEHTAIBHOTO IPABOBOTO PEXUMa U SBJISIONINXCS yUaCTHUKAMU HKCIIEPUMEH -
TaJIbHOTO MPABOBOTO PEXKUMA, & TAKKE KOOPAMHAIUIO UX JIESITEIILHOCTU B MPOIECCe MPUMEHEHHS YKa3aH -
HOH 1TMPOBOI HHHOBAIINH;

B) B COOTBETCTBUU C MOPSIKOM yUaCTHs MEAUIIMHCKUX OpraHu3allui, MoJIBEIOMCTBEHHBIX CYObeK-
Ty 3KCHEPUMEHTAIBHOTO MPABOBOTO PEXUMA, U TOCYJaPCTBEHHBIX OPraHoB I. MOCKBBI B 3KCIIEPUMEHTAJIb-
HOM TPABOBOM PEXKHME MPUHUMAET PEIICHHE 00 YYaCTHH MEIUIIUHCKUX OPTaHHU3AIHMA, MTO/IBEJOMCTBEH -
HBIX CYOBEKTY IKCIEPUMEHTAIBHOTO MPAaBOBOTO PEXKHMMa, a TaK)Ke TOCYJapCTBEHHBIX OPraHoB I. MOCKBBI,
HaIpaBUBIIUX CYOBEKTY SKCIIEPUMEHTAIBHOTO MPABOBOIO PEKMMa 3asBIIEHUE O MIPUCOCTIMHEHUH K IKCIIE-
PUMEHTAILHOMY IIPAaBOBOMY PEXUMY B Kau€CTBE YYACTHHMKA SKCIIEPUMEHTAJIBHOTO IMPABOBOTO peXUMa
(manee - MPETEHACHT), B IKCIIEPUMEHTATILHOM IIPABOBOM PEKUME B KAU€CTBE YUaCTHUKA IKCIIEPUMEHTAIh -
HOTO MPABOBOT0 pEXUMa, BKJIIOYAs PELICHUE O MPEKPAIEHUU CTaTyca YYaCTHUKA HKCIEPUMEHTAIbHOTO
MIPaBOBOTO PEKUMA;

r) opMupyeT U BeeT B cBOOOAHON (hopMe peecTp YYaCTHHKOB IKCIEPUMEHTAIBHOTO MPAaBOBOTO
pexuma;

1) obecrieynBaeT KOOPAMHALIMIO Mpoliecca 00y4eHUs MEIUIIMHCKIX PAaOOTHUKOB MTPaBHJIaM U yCIIO-
BUSIM IIPUMEHEHUS I (POBOIT MHHOBAINH, YKa3aHHOH B IMyHKTE 2 Hactosmei [Iporpammer;

€) pa3MelaeT Ha cBoeM oduinaabHOM caiite B ceTd "HMHTepHeT" MopsAA0K ydyacTHs] MEIUIIMHCKUX
OpraHu3alui, MOABEAOMCTBEHHBIX CYOBEKTY IKCHEPUMEHTAIBHOTO MPABOBOTO PEXHUMa, U TOCYIapCTBEH-
HBIX OpraHoB I MOCKBBI B 3KCIIEPUMEHTAIBHOM MPABOBOM PEXHMME, a TakKe MHPOpPMAIHIO 00 IKCHepH-
MEHTAJIHPHOM TPABOBOM PEKUME, B TOM YHUCJIC 00 OTIIMYUSX CICIHATLHOTO PETyIUPOBaHUS, MIPETyCMOT-
penHoro Hactosel [IporpaMMoil u nmojsesxaniero NPUMEHEHHIO K YKa3aHHBIM MTPABOOTHOIIEHUSM, OT 00-
IIETO PETYIUPOBAHMUS.

4. Ins neneit Hacrosieit [IporpaMmbl HCIIONB3YIOTCS CIEYOLIUE TOHITHS:

"crnenuAaJM3MpPOBAHHBII NMPOrPaAMMHO-ANNAPATHBLIH KOMILIEKC' - MOPTAaTUBHBIN WX CTaIMO-
HApHBIN KOMIUIEKC YCTPOICTB, MPUMEHSIEMBIN AJI1 03HAKOMJICHHS C COJEpKaHUEM HHPOPMHUPOBAHHOTO J0-
OpOBOJILHOTO COTIACHs Ha MEIUIIMHCKOE BMEIIATEILCTBO WIIM OTKa3a OT MEIUIIMHCKOTO BMEIIATEIhCTBA
rpa)XIaHUHOM WJIM 3aKOHHBIM TpeJCTaBUTeNeM U (WIJIK) A7 TOAMUCAHUS YKa3aHHBIX TOKYMEHTOB Ipak/a-
HUHOM MJTU 3aKOHHBIM IPEJICTABUTENIEM C HCIIOJIb30BAHUEM JJICKTPOHHON Ipad)muecKoil MOAMNCH, a TAaKKe
MEAUIIMHCKUM paOOTHUKOM C UCIIOIB30BAHUEM DIIEKTPOHHOM rpaduuecKoil MOANUCH WK yCUIIEHHOM MOo/I-
THCH;

"3JIeKTPOHHAA rpaduyecKasi MOANMUCH' - MOANUCH IPakJTaHNHA WU 3aKOHHOTO MPEICTAaBUTEs,
MEIUIIMHCKOTO PaOOTHHKA, BHITIONHAEMAsl Ha CHEIUATU3UPOBAHHOM MTPOTPaAMMHO-AINIAPATHOM KOMILIEKCE
U mpeobpaszyemas B AIIEKTPOHHBIN (popmar amns oOpabOTKH ¢ UCHOIH30BAHHEM AJIEKTPOHHBIX BBHIYHMCITH-
TENBHBIX MAlIWH, TPEICTABIAIONIAs COO0W aHAJIOr COOCTBEHHOPYYHOUW MOIMUCH TpaXKIAHWHA WIH 3a-
KOHHOTO MPEACTaBUTENS], METUIITHCKOTO paOOTHUKA Ha OyMa)KHOM HOCHTEJE.

[TonsiTusa "MemuuuHcKast opranuzanus', "MeAUIIMHCKAs TOMOIIb", "MEAUIIMHCKOE BMEIIATeIbCTBO"
1 "manueHt", ucnosb3dyeMble B HacTosAwen [Iporpamme, nMeroT 3HaueHus, onpeaeneHuble deaepanbHbIM
3akoHOM "OO0 OCHOBax OXpaHbI 37I0POBBS rpakaH B Poccuiickoii @eneparm’.
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[ToHsATHS "MOHUTOPHHT 3KCTIEPUMEHTAIBHOTO TIPABOBOTO pekuma’", "obiee perynupoBanue”, "op-
raHu3alus MpeAnpUHUMATENLCKOTO coobiiecTBa", "perynupytomuii oprad", "crenuanbHOe PEeryIupoBa-
Hue", "yIoJTHOMOYEHHBIH OopraH", "y4aCTHUK SKCIIEPUMEHTAIBHOTO MTPaBOBOTO pekuMa' U "¢ poBhIe HH-
HOBaIMU'", UCTIOJIb3yeMble B HacTosen [Iporpamme, nMeroT 3HaueHus1, onpeneneHHbie denepaibHbIM 3a-
KOHOM 00 3KCTIEpUMEHTANIbHBIX MTPABOBBIX PEKUMAX.

5. B MeIUIIMHCKUX OpTaHU3AIHSIX, TTOJIBEIOMCTBEHHBIX CYOBEKTY IKCIIEPUMEHTAIILHOTO MPABOBOTO
peXHUMa U SBISIFOIIUXCS] YIaCTHUKAMU AKCIIEPUMEHTATBHOTO MPABOBOTO PeKKMMa, HHPOPMHUPOBAHHOE J0-
OpOBOJILHOE COIVIacCHe Ha MEAWIIMHCKOE BMEIIATeIhCTBO HIIM OTKA3 OT MEIUIIMHCKOTO BMEMIATeIhCTBA
odopmiisieTcs B BUAE JOKYMEHTa Ha OyMa)kKHOM HOCHUTEJNE, MOAMUCAHHOTO TPAKIAHMHOM WIH 3aKOHHBIM
MPEICTAaBUTENIEM, METUIIMHCKUM PaObOTHUKOM, WK (popmupyercs B (hopMe IIEKTPOHHOTO JOKYMEHTA U CO-
JIEPKUT JTaHHBIC MAlMEHTa WIW JaHHbIC MallMeHTa U 3aKOHHOTO MPEJICTaBUTENS, MOJIYYSHHbIE U3 eIMHOM
CUCTEMBI.

6. MeaunuHckuii pabOTHUK HA OYHOM IIpHUEMe MPEAOCTABISAET IPaXAaHUHY WM 3aKOHHOMY Tpei-
CTaBHTEIIO B JIOCTYIHOH (hopMe nH(pOpMaInio, IpeTycMOTpeHHYI0 YacThio 1 ctarbu 20 denepanbHOro 3a-
koHa "OO oCHOBax OXpaHbI 37I0pOBbs TpaxaaH B Poccutickoit deneparun, u odecreyrBacT 03HAKOMIIE-
HUE TpakJaHWHA WJIM 3aKOHHOTO TPEICTaBUTENS C COACpKaHUEM CGHOPMUPOBAHHOTO B (hopme 3Jiek-
TPOHHOTO JTIOKyMEHTa MOCPEACTBOM (DYHKIIMOHAIBHBIX BO3MOKHOCTEH €IUHON CUCTEeMBbl HH(GOPMUPOBAH -
HOTO JOOPOBOJILHOTO COIVIaCHsl Ha MEAMIIMHCKOE BMEIIATEeNIbCTBO WM OTKa3a OT MEAUIIMHCKOTO BMeIIa-
TEIbCTBA MOCPEICTBOM JEMOHCTPAIIMH Ha CHIEIIMATU3UPOBAHHOM MIPOTPAMMHO-AINIAPAaTHOM KOMILIEKCE CO-
nepaHus THHOPMHUPOBAHHOTO JJOOPOBOJIILHOTO COTJIACHS HA MEIUITMHCKOE BMEIIATEIHCTBO MIIH OTKa3a OT
MEAMIIMHCKOTO BMENIaTeIbCTRA.

7. anHble, yKazaHHbIe B HHPOPMHPOBAHHOM JOOPOBOJILHOM COTIACHU HAa MEAWIIMHCKOE BMEIIIA-
TEIBCTBO WJIM B OTKa3€ OT MEAMIIMHCKOTO BMEIIATEIhCTBA, KOTOPbIe COPMHUPOBAHBI B (hOpME ANEKTPOHHO -
ro TJOKyMEHTa, MOTYT OBITh CKOPPEKTHUPOBAHBI MEAUIIMHCKUM PAa0OOTHUKOM Ha 3Tare MPOBEPKU KOPPEKTHO-
CTH 3aroJHEeHUs (HOPMBI TaHHBIMU MAIMEHTA WU JaHHBIMH MallMeHTa 1 3aKOHHOTO MPEICTABUTENS.

8. [locne BbIMOTHEHUS METUIIMHCKUM PaOOTHUKOM TpeOOBaHUM, IPETyCMOTPEHHBIX MTyHKTOM 6 Ha-
ctosiieit [IporpaMMebl, rpa>kaaHUH WM 3aKOHHBIA MPEICTABUTENIb HA OYHOM MpHeMe MOAMHUCHIBAET JJIEK-
TPOHHOU TrpaduUecKoil MOANUCHI0 HH(POPMHUPOBAHHOE JTOOPOBOILHOE COTIIACHE HA METUITMHCKOE BMEIIIa-
TEIBCTBO WJIM OTKa3 OT MEAMUIIMHCKOTO BMEIIATENbCTBA, KOTOPbIE CPOPMHUPOBAHBI B (POPME HNEKTPOHHOTO
JIOKYMEHTA.

9. Mcnonb3oBanue pakcummuie Ui NOAMUCAHUS HHPOPMHUPOBAHHOTO TOOPOBOJIBHOTO COTIACHUS Ha
MEUIIMHCKOE BMEIIATEeNIbCTBO MIIM OTKa3a OT MEAUIIMHCKOTO BMEIIATEIhCTBA HE JIOMYCKAETCS.

10. UndopmupoBaHnHOEe JOOPOBOJILHOE COTNIACHME HA MEAMIIMHCKOE BMEIIATEIbCTBO MM OTKa3 OT
MEMIIMHCKOTO BMEIIATEIbCTBA, KOTOPhIE CPOPMHUPOBAHBI B (POpPME AIIEKTPOHHOTO JOKYMEHTA U TOJIHCA-
Hbl TPAKIAHMHOM WM 3aKOHHBIM TPEACTABUTEIEM, METUIIMHCKUM DPAOOTHHUKOM, 3arpyKaroTcs MeJu-
LUHCKUM paOOTHUKOM B €IUHYIO CUCTEMY M BKJIFOYAIOTCS B MEIUIIMHCKYIO TOKYMEHTAIIUIO MallueHTa.

11. MenuuuHCKHUE OpTraHU3alliY, MOABEIOMCTBEHHBIE CYObEKTY SKCIEPHUMEHTAIBLHOTO MPaBOBOTO
peKHMa U SBISIONINECS YYACTHUKAMH 3KCIIEPUMEHTAILHOTO MPABOBOTO PEKMMA, 00eCTIeunBaloT HHPOP-
MHUpPOBaHUE TpakJaH 00 y4aCTHH B DKCIIEPUMEHTAIBHOM IPABOBOM PEXHUME MOCPEACTBOM pa3MeEIIeHUs
COOTBETCTBYIOIIEH WHpOpMAIUM HAa WH(OOPMAIMOHHOM CTEHJE B TAaKOW MEIUIIMHCKOW OpPTaHWU3alHud H
(wm) Ha cBOeM oduIMaIbLHOM caiiTe B ceTu "MHTepHeT".

I11. CBe)IeHI/Iﬂ 0 TEXHOJOTUAX, IPUMECHACMBIX B pPAaMKaX 3KCIIEPUMEHTAJBHOI'O IIPABOBOI'0 pekuMa,
B COOTBETCTBHHU C MEPCUYHEM TCXHOJIOI‘Hﬁ, YTBEPKACHHBIM B COOTBETCTBUH C IIYHKTOM 2 yactu 1 cra-
ThH 2 (I)ellepaJILHOFO 3aK0HA 00 IKCIIEPUMCEHTAJBHBIX IIPABOBLIX PEKUMaAX

12. B paMmkax 3KCIIEpUMEHTAILHOTO MPAaBOBOTO PEKHMMa NMPUMEHSIOTCS OTpacieBble U(PPOBBIE
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TEXHOJIOTHH, B TOM YHCJIE€ TEXHOJOTHH, HAalpaBlIeHHbIe Ha MU(PPOBYIO TpaHCHOpPMAINIO OTpaciel SKOHO-
MUKH, BKJIIOYasi TEXHOJOTMYECKYIO TpaHC(OpMalMIO MPOILIECCOB, 3a/IeICTBOBAHHBIX B CO3JaHUM MPOIYK-
TOB (YCIIyT), a TAK)KE TEXHOJIOTUI B3aUMOJIEHCTBUS C KOHTPAareHTaMH.

IV. Lenu ycTaHOB/IEHUS] IKCITEPUMEHTAJIBHOI0 MPABOBOI0 Pe:KMMa B COOTBETCTBHHU €O cTaTheil 3 Me-
AepajbHOI0 3aKOHA 00 IKCNEPHUMEHTAJLHBIX IPABOBBIX PeKUMAX

13. HensiMu ycTaHOBICHUS HKCTIEPUMEHTAIBHOTO TIPABOBOTO PEXKUMA SIBIISTFOTCS:

a) pacUIMpeHHe COCTaBa, MOBBIICHNE KauyeCTBa WIN JI0CTYITHOCTH TOBApOB, pPabOT U yCIyT;

0) COBEpIICHCTBOBAHUE OOIIETO PETYIMPOBAHMS IO PE3yNbTaTaM pealn3aliy SKCIIepUMEHTaIBHO-
IO NPaBOBOTO PEKUMA;

B) co3maHue ONaronpusATHBIX YCIOBUH Ul pa3paOOTKU M BHEAPEHUs IU(PPOBON MHHOBALIMH, yKa-
3aHHOM B IMyHKTE 2 HacTosei [TporpamMmabi.

V. Cpok elicTBHA IKCIIEPUMEHTAJIBLHOI0 NPABOBOI0 PeKUMA
14. Cpok aeicTBHS SKCIIEPUMEHTAIILHOTO MPABOBOTO PEXXUMa COCTABIISAET 3 roja.

VI. Cpoxk yuyactusi cy0beKTa IKCIIepPHMEHTAJBHOI0 MPABOBOI0 PesKMMA B IKCIIEPUMEHTAJIBLHOM Ipa-
BOBOM peKHMe

15. Cpoxk yuactus cyObeKTa IKCIIEPUMEHTAIBHOTO MTPABOBOTO PEKUMA B SKCIIEPUMEHTAILHOM TIpa-
BOBOM pE&XHMMeE YCTaHABIMBAETCS Ha CPOK JAECHCTBUS SKCIIEPUMEHTAIBHOTO MPAaBOBOTO PEKUMA.

VII. Tepputopus, B paMKax KOTOPOi YCTAHABJIMBAETCH IKCIEPUMEHTAIbHBIH IPABOBOH PEKUM
16. DkcriepuMeHTaNbHBINA MPABOBOM PEXKUM YCTAHABJIMBAETCS HA TEPPUTOPUH T. MOCKBBI.

VIII. Ilonoxenus (TpeGoBaHMs, NPeANIUCAHNSA, 3alIPeThl, OTPAHUYEHHUSI) OTAEJbHBIX AKTOB 001ero

peryJinpoBaHus, He MOAJIeKAlMe IPHUMEHEHHI0 B PAMKAX IKCIIEPMMEHTAJIbHOI0 PABOBOI0 PEKHU-

Ma, ¢ YKa3aHHEeM PeKBH3MTOB M CTPYKTYPHBIX ¢IMHUL] HOPMATHBHBIX IIPAaBOBLIX AKTOB, COAEPKA-
IIHMX TAKHeE MOJI0KEHH

17. He nmomyiexxaT NpUMEHEHHUIO B paMKaxX 3KCIIEPUMEHTAIBHOTO MPAaBOBOTO PEKUMaA CIEIYyIOIINE
MOJIOKEHUS OT/IEJIbHBIX aKTOB OOILEro perylIupoBaHus:

a) yacth 7 crarbu 20 ®enepanpHoro 3akoHa "OO ocHOBaX OXpaHbI 340pOBbs TpaxkjaaH B Poccuii-
ckoil Penepanuu" B OTHOIIEHUH CIIOCO0A MOANUCAHUS HHPOPMHUPOBAHHOTO JOOPOBOJIBHOIO COIIacHs Ha
MEIUIIMTHCKOE BMEIIATEICTBO MJIM OTKa3a OT MEAMIIMHCKOTO BMEIIATEIhCTBA B (pOpMeE 3JIEKTPOHHOTO J10-
KyMEHTAa;

0) abzarr Bropoii myHKTa 9 TpeboBaHUI K coaepx)aHuio U (GopMme npenocrapieHus HHGopMauu o
JesTeIbHOCTH MEUIIMHCKUX OpraHu3aluii, pa3MeriaeMoi Ha opuIuanbHbIX cailTax MUHUCTEpCTBA 311pa-
BooxpaHeHus: Poccuiickoil @enepalyy, opraHoB rocyIapCcTBEHHON BiacTu cyobekToB Poccuiickoil ®ene-
panuu, OpraHoB MECTHOTO CaMOYIIPABJICHHUS U MEAMLMHCKUX OpraHM3aluil B UHPOPMALMOHHO-TEIEKOM-
MYyHHKaIIMOHHOM ceTu "MHTepHeT", yTBepKIE€HHBIX pHUKa3oM MuHMCTEpCTBa 3apaBooxpaHeHus Poccuii-
cxoit deneparuu ot 13 mapra 2025 . N 118H, B yactu cocraBa uHbOpManuu, pa3MeniaeMoi Ha ouIm-
aJbHOM CaiiTe OpraHa rocyaapcTBeHHOU Biactu cyonekra Poccuiickoit @enepanuu B cetu "MuTepHeT" B
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pazaene "MeauuuHCKUEe opraHu3anun’;

B) MyHKTHI 6, 9 1 ab3an Tpetuii mynkra 10 mopsiaka nauu WHGOPMHUPOBAHHOTO JOOPOBOIBHOTO CO-
I1acusi Ha MEJUIIMHCKOE BMEIATEIbCTBO M OTKa3a OT MEIUIMHCKOIO BMEIIATEIbCTBA, YTBEPXKIAECHHOTO
npukazom MunmcTepcTBa 3apaBooxpanenus Poccuiickoit @eneparmu ot 12 HostOpst 2021 . N 10514, B ya-
CTH crioco0a MoANUCcaHus MHPOPMHUPOBAHHOTO TOOPOBOJIBHOIO COIIACHs Ha MEIMIIMHCKOE BMELIaTellb-
CTBO WJIM OTKa3a OT MEIULIMHCKOTO BMEIIATEIbCTBA.

IX. IToso:kenusi (TpeOOBaAHUSA, PEANUCAHMS, 3aNIPEeThl, OTPAHUYEHNS1), COOTIIeHNEe KOTOPbIX SB-
JseTcs 00513aTeJIbHBIM B cO0TBeTcTBHHU ¢ [IporpaMmmoii, eciin Takue MoJIOKeHHs He MPeAyCMOTPEHbI
aKTaMHM 0011ero peryJ1upoBaHus WM OTJIMYAIOTCH OT HUX

18. Ha ocHoBaHMM penieHHs! CyObeKTa 3KCIIEPUMEHTAIBHOTO IIPABOBOTO PEKMUMa O MPHUCOEANHE-
HUM TPETEHJICHTa K 3KCIIEPUMEHTAILHOMY NPaBOBOMY PEXHUMY, IPUHATOTO B COOTBETCTBHM C HMOAIMYHK-
ToM "B" myHKTa 3 Hacrosmeil [IporpaMmbl, B MEIUIIMHCKOW OpraHHU3allvy, MOABEIOMCTBEHHONW CYyOBEKTY
HKCIIEPUMEHTAIBHOIO MPABOBOIO PEXUMa M SBISIONIEHCS YYaCTHUKOM 3KCIEPUMEHTAIbHOIO IPaBOBOIO
pexxuma, HHGOPMUPOBAHHOE JOOPOBOJIILHOE COINIACKE Ha MEIUIIMHCKOE BMEUIATENIbCTBO MM OTKA3 OT Me-
JUILMHCKOTO BMEIIATEIbCTBA, KOTOPBIE COAEPKATCS B MEUIIMHCKON JOKYMEHTALMHU I'paXkJaHUHA, 0hOpM-
JSIOTCS B BUJIE IOKYMEHTA Ha OyMa)XHOM HOCHUTEJE, OANMCAHHOTO TPakJaHUHOM WJIM 3aKOHHBIM IIpeJi-
CTaBHUTEJIEM, MEIUIIMHCKUM PaOOTHUKOM, JTHO0 (POpMHUPYIOTCS B (hOPME NIEKTPOHHOIO TOKYMEHTA, MOATH -
CaHHOTO Tpa)kJaHUHOM WJIM 3aKOHHBIM IIPEJICTaBUTENIEM C MCIOJIb30BAaHUEM AJIEKTPOHHOH rpaduueckoit
MOAMMNCH, a TAKXKEe MEIUIUHCKHUM PaOOTHUKOM C HCIOJIb30BAaHHEM 3JIEKTPOHHOM Ipauueckod MOAIHCH
WM YCUJIEHHOM MOJIITUCH.

WNHudpopmupoBaHHOE 10OPOBOJILHOE COIIacHe Ha MEIUIIMHCKOE BMEIIATENILCTBO WIIM OTKa3 OT MEJH-
LIMHCKOTO BMEUIaTeIbCTBA 3aKOHHOTO MPEACTABUTENS MOTYT ObITh C(POPMUPOBAHBI B (hOpPME IEKTPOHHOTO
JOKyMEHTa MPH HAJIWYMKU B MEIUIMHCKON JTOKYMEHTALMU IMAaleHTa CBEJEHUH O 3aKOHHOM Ipe/ICTaBH-
tene. [Ipu opopmiernn nHGOPMUPOBAHHOTO JOOPOBOIIEHOTO COINIACHS HA MEIMIIMHCKOE BMEUIATEIIbCTBO
IpakJaHUH UJIM 3aKOHHBIN MPEJCTaBUTEIb BIIPaBe OMPEETUTh JIUL, KOTOPbIM B MHTEpecax MalueHTa Mo-
KeT ObITh Nepeaana HHPOPMAIHsI O COCTOSTHUU €T0 3J0POBbS, B TOM YHCJIE ITOCIIE €T0 CMEPTH.

19. Ha ocHOBaHuU pelieHHs CyObeKTa SKCHEPUMEHTAJIBHOIO IMPAaBOBOIO PEXHUMa O MPUCOETUHE-
HUU MIPETEHJIEHTa K 3KCIIEPUMEHTAILHOMY IIPaBOBOMY PEXHUMY, IPUHITOIO B COOTBETCTBUHU C MOAMYHK-
ToMm "B" myHkTa 3 Hacrosie [IporpaMmel, B MEAUITMHCKOW OpraHU3alllH, IMOABEIOMCTBEHHON CYOBEKTY
SKCHEPHUMEHTAIBHOIO MPABOBOIO PEXUMa U SBISIIOIIEHCS YYACTHUKOM SKCIEPUMEHTAJIbHOTO IPaBOBOTO
pexxuma, MHQOpMUpPOBaHHOE JOOPOBOJIBHOE COITIACHE Ha MEIUIIMHCKOE BMELIATEIbCTBO MM OTKA3 OT Me-
JUIAHCKOTO BMEMIATeNECTBA OPOpPMIISIETCS B BHJIE JIOKYMEHTa Ha OyMa)kHOM HOCHUTENE, MOJIMHCAHHOTO
IpaXJaHMHOM WJIM 3aKOHHBIM IIPEJCTABUTENIEM, METUIIMHCKUM pabOTHUKOM, JINOO hopmupyercs B popme
3JIEKTPOHHOI'O JIOKyMEHTa, NOJINMCAHHOIO TPaXKITaHUHOM WJIM 3aKOHHBIM IIPEICTAaBUTEIIEM C HUCIIOJIb30Ba-
HUEM 3JIeKTPOHHON rpad)udecKkoil MOAMUCH, a TAK)KE METUILIMHCKUM PaOOTHUKOM C UCIOJIb30BaHUEM 3JIEK-
TPOHHOM Tpaduyeckoi MOANUCH WM YCWJIEHHOW MOANMCH, U BKIIIOYAETCS B MEAMIMHCKYIO JTOKyMEHTa-
LU0 MaLMEeHTA.

20. Ha ogunmanbHOM caiiTe cyObeKTa SKCIEPUMEHTAIbHOIO MPaBOBOIroO pekuma B cetu "MHTep-
Het" B pasnene "MenuIMHCKUE OpraHu3ainun’ pa3meniaeTcss nHpopMalius, coaepsKamias CBEACHUS O Jes-
TEIbHOCTH MEAMIIMHCKUX OpraHMU3alliii, y4acTBYIOIIKX B TEPPUTOPUATILHON ITPOrpaMMe roCyAapCTBEHHBIX
rapaHTuil OECIVIaTHOTO OKa3aHUs Ipa)<J1aHaM MEAUIUHCKOM MOMOIIM, BKJIOYas MOJHOE HauMEHOBaHHE,
MECTO HaXOXJECHHsS, MOYTOBBIM a/pec, KOHTAKTHBIE TEIe(POHbI, HOMEpa TeJIe(POHOB CIIPABOYHBIX CIIYXO,
azipeca 3IEKTPOHHOM MOYThI, BUbI M NPOQHIN OKa3blBa€MOW MEIUIIMHCKON MOMOIIH, CCBUIKM Ha Oo(uIu -
aJlbHbBIC CalThl MEIUIIMHCKUX OpraHu3auuii B cetu "MHTEpHET", a TakKe yKa3aHWE HAa y4yacTHE TaKOW Me-
JTULMHCKOM OpraHu3alyy B 3KCIIEPUMEHTAIEHOM IIPAaBOBOM PEXHMME, HAMMEHOBaHHUE IKCIIEPUMEHTAIBHOTO
IIPAaBOBOTO peXUMa M PEKBU3UTHI HOPMATHBHOIO INpaBoBoro akra [IpaBurenscrBa Poccuiickoit denepa-
IIUH, KOTOPBIM YCTaHOBJIEH 3KCIIEPUMEHTAJIbHBINA IIPABOBON PEXKUM.
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X. OueHka pruCKOB MPUYMHEHHUSI BPea KH3HH, 3/I0POBbI0 WJIM HMYIIECTBY YeJI0BeKa JU00 nMyIe-
CTBY IOPHIHY€ECKOrO0 JULA, Yiepsa o6opoHe H (1/1H) 6€30MACHOCTH roCcy1apcTBa, HHBIM OXpaHsie-
MbIM (peiepajibHBIM 3aKOHOM IEHHOCTSIM

21. B xozae peanu3anuy SKCIEPUMEHTAIBHOIO IPABOBOTO PEeXUMa MOTYT BO3SHMKATh PUCKHU MOJIOM-
KU CIIEIMaIM3UPOBAHHOTO MPOrPaMMHO-AIapaTHOrO KOMILUIEKca, c0osi B paboTe MporpaMMHOTO odecrie-
YEHHUs, YCTAHOBJIECHHOTO Ha CIENHAIM3MPOBAHHOM IPOTPAMMHO-AINIAPATHOM KOMIUIEKCE, B PE3yibTare
TEXHUYECKOTO COO0s, HApYIIECHHS MPABUII AKCIUTyaTallly CTIEHAIM3HPOBAHHOTO POTPAaMMHO-AIapaTHOTO
KOMILJIEKCa.

22. Ilpu yCTaHOBJIEHHH MEIUIIMHCKUM pabOTHHKOM (haKTa MOJOMKH CIIEIHATN3UPOBAHHOTO TPO-
rpaMMHO-aIMapaTHOrO KOMIUIEKca min c0os B paboTe MpOorpaMMHOTO 00ECHEeUYEeHNUs], yCTaHOBIEHHOTO Ha
CTICIATIM3UPOBAHHOM IIPOTPAaMMHO-AIIAPATHOM KOMIUIEKCE, METUIIMHCKIH pabOTHUK odopmirsieT HHDOp-
MHPOBaHHOE JI0OPOBOJIFHOE CONIACHE Ha MEAUIMHCKOE BMENIATEIbCTBO WM OTKa3 OT MEAUIMHCKOTO BME-
IIaTeJIbCTBA B BHJC JOKYMEHTa Ha OymMakHOM HocuTese. Crienuaan3upoBaHHBIA MPOrpaMMHO-aInapar-
HBII KOMILIEKC, B pab0Te KOTOPOro BO3HUKJIA [TOJIOMKA, ITO/UICKUT 3aMEHE.

23. B ciyyae c60s1 B paboTe MporpaMMHOTO 00eCedeHus], YCTaHOBIEHHOTO Ha CHEeHaIN3UPOBaH -
HOM IIPOrpPaMMHO-AIAPaTHOM KOMILJIEKCE, METUIIMHCKUI paOOTHUK COOOIIAeT O BO3HUKIIEM cOoe CyOb-
eKTy SKCIIEPUMEHTAIBHOTO ITPABOBOTO PEKHMMA.

XI. Mepbl, HanipaBJieHHbIe HA MUHUMH3ALMI0 PUCKOB, YKa3aHHbIX B pa3jaese X [Iporpammsl, sB-
JsiloIMecs 00s13aTeJIbHbIMHU /151 Cy0beKTa IKCNePUMEHTAJBLHOI0 MPABOBOI0 PesKuMa

24. Mepsbl, HanpaBiIeHHbIE HA MUHUMU3ALMIO PUCKOB, YKa3aHHBIX B paszzaene X Hacrosuei IIpo-
rpaMMBbl, SBJISIFOIUECS 0053aTeIbHBIMU JJIs1 CyObEKTa SKCIIEPUMEHTAIBHOIO IIPABOBOTO PEKUMA, BKIIIOYA-
IOT:

a) nmojjiep’kaHue B paboToCIIOCOOHOM COCTOSIHUY CIIELUAIN3UPOBAHHBIX TPOrPaMMHO-aIIapaTHbIX
KOMILIEKCOB;

0) oOydeHue MEAMLMHCKUX DPaOOTHHKOB IMpaBWJIaM SKCIUTyaTallMM CHEelMaIM3UpOBAHHOIO MpO-
IPaMMHO-aIIIapaTHOrO KOMILIEKCA C MOCIEAYIOIIEeH POBEPKON UX 3HAHUN U HAaBBIKOB.

XII. ITepeyeHb Cy0bEKTOB IKCNIEPUMEHTAJBLHOIO MPABOBOI0 PeKMMA

25. CyObeKTOM 3KCIEPUMEHTAIBHOTO MPAaBOBOTO pexuMa sBIsAeTCs JlemapTaMeHT 3apaBoOXpaHe-
Hus ropoaa Mockssl (OI'PH 1037707005346).

XIII. ITepeyensb juu U3 npexycMorpeHHbIx IIporpaMmMoi y4acTHHKOB 9KCIIEPHMMEHTAJIBHOI0 IIPABo-
BOI'0 Pe:KMMA, K KOTOPBIM B PAMKAX JKCIIEPUMEHTAJIBHOI0 IIPABOBOI0 Pe:KUMa NPeNbABJIACTCS Tpe-
O0oBaHMe 00 OTCYTCTBHH CYIMMOCTH

26. TpeboBaHue 00 OTCYTCTBUU CYAMMOCTH K YYACTHHKAM IKCIIEPUMEHTATBHOTO MTPABOBOTO PEKU-
Ma He TPEIbSBIACTCS.

XIV. Ilepeuenn TpeGOBaHM, NPEeAbSBIAEMbIX K CYObeKTaAM IKCIIEPUMEHTAJIBHOI0 PABOBOI0 PeKU-
Ma, KOTOPbIM OHH /I0JKHBI COOTBETCTBOBATH HAPSAY ¢ TPEOOBAHUAMM, NPEAYCMOTPEHHBIMHU MMyHK-
Tamu 1 - 4 yactu 1 crarbu 8 @enepaibLHOrO 3aK0HA 00 IKCMEPUMEHTAIBHBIX MPABOBBIX PeKUMAX



27. CyOBeKT KCHEPUMEHTAIbHOIO MIPAaBOBOIO PEKKMMA Hapsily ¢ TpeOOBaHUAMH, IPELYCMOTPEH-
HbIMU ITyHKTaMu 1 - 4 yactu 1 crarbu 8§ denepanbHOro 3akoHa 00 HKCIEPUMEHTAIBHBIX MTPABOBBIX PEXKU-
Max, JOJDKEH COOTBETCTBOBATh TPEOOBAHUSAM, MPEAYCMOTPEHHBIM OCOOCHHOCTSIMU IPHUMEHEHUS MOJIOXKe-
Huit @enepanpHOro 3akoHa "O0 SKCHEpUMEHTAIbHBIX IPABOBBIX peXHUMax B cepe HUPPOBBIX HHHOBALIUI
B Poccuiickoii @eneparnuu" kK NpaBOOTHOLLIEHUSIM, BO3HUKAIOLIUM B CBSI3M C YCTAHOBJIEHUEM U peaiu3alii-
el 3KCIIepUMEHTAILHOTO MIPABOBOTO pekuMa B cdepe HU(POBBIX MHHOBALMM 10 HalpaBlIeHUIO "TIpeo-
CTaBJICHHE TOCYJapCTBEHHBIX M MYHHUIMIAJIBHBIX YCIYI U OCYIIECTBIECHHE I'OCYAAPCTBEHHOTO KOHTPOJI
(Hag30pa) U MyHHUIMIIATBHOTO KOHTPOJIS, OCYLIECTBIEHHE MHBIX MOJTHOMOYMN M (PyHKIMH TOCyJapCTBEH-
HbIMM OpraHaMy W OpraHaMH MECTHOTIO CaMOYyNpaBieHUs'", yTBEPXACHHbIMHU IocTaHOBIeHUEM [IpaBu-
tenbcTBa Poccuiickoit denepanuu ot 1 nexadps 2020 . N 1978 "OO6 ycraHOBIEHUH O0COOCHHOCTEH MpH-
MeHeHus nojoxenuit denepanbHoro 3akoHa "O0 SKCIEPUMEHTANBHBIX MPABOBBIX pekuMax B chepe mud-
poBbIX MHHOBaui B Poccuiickoit @enepanyn’ K MpaBOOTHOLIECHUSM, BOZHUKAIOIIUM B CBSI3U C YCTaHOBIIE-
HUEM M pealn3anueidl HKCIEePHUMEHTAIBHOTO IPAaBOBOTO peknMma B chepe nudpoBbIX WHHOBAIUHM TI0
HaNpaBJIEHUIO "TIPEJOCTABIEHUE TOCYAAPCTBEHHBIX U MYHULMIIAIBHBIX YCIYT U OCYIIECTBIEHUE TOCYAap-
CTBEHHOT'O KOHTpPOJISI (HaaA30pa) MU MYHHULUINAIBHOIO KOHTPOJIS, OCYIIECTBIEHUE HMHBIX MOJHOMOYUH H
(GyHKLUI rocy1apcTBEHHBIMU OpraHaMM U OpraHaMHU MECTHOT'O caMOyTIpaBiIeHHs "

XYV. Bo3M0:XHOCTD NPUCOCAUHEHUSA UHBIX Cyﬁ'beKTOB K 3KCICPUMEHTAJILHOMY IIPABOBOMY PEC/KUMY,
MOPAIOK TAKOI'0 MIPUCOCANHCHUA

28. IlpucoequHEHNE WHBIX CYOBEKTOB K HKCIIEPUMEHTAIBHOMY MPABOBOMY PEXHMY BO3MOXKHO B
Hopsijike, ycTaHOBJIEHHOM cTarheil 11 denepaibHOro 3akoHa 00 SIKCIIEPUMEHTAIBHBIX IIPABOBBIX PEKUMAX.

XVI. OcHoBaHNSI U CPOKH MPHOCTAHOBJIEHHS CTATYCA CYObEKTA IKCIEPUMEHTAIBHOI0 IPABOBOIO
pe:XuMa B COOTBETCTBHMH € YacThi0 1 cTathu 12 MenepaibHOIO 3aK0HA 00 IKCIIEPUMEHTAJIBHBIX Mpa-
BOBBIX peKuMax

29. Craryc cyObeKTa HKCHEpHUMEHTATbHOTO MPABOBOTO peXUMa MPHUOCTAHABIMBACTCS B CIEIYIO-
LIUX CIIy4asX:

a) HeIpeJICTaBIeHHE CyObEKTOM IKCIIEPUMEHTAILHOTO MPABOBOTO PEKMUMaA CBeIeHUH 00 UTOorax je-
ATEIBLHOCTH B paMKaXxX pealn3alliy SKCIIEPUMEHTAJIbHOTO IPABOBOIO peXXUMa U (WJIN) CBEIEHUH O JesTelb-
HOCTH B paMKax peaJn3alyy SKCIIEPUMEHTAIBHOTO PABOBOI0 PEXUMA, MPEIYCMOTPEHHBIX COOTBETCTBEH -
Ho pazaenaMu XX VII u XXXI nactosmeit [Iporpammsl, a Takke MpeICTaBICHUE HEMOIHBIX U (UJIN) HEO-
CTOBEpHBIX CBelieHHN. B TakoMm ciyyae cTaryc cyObeKTa SKCIIEPHUMEHTAILHOTO MPAaBOBOTO peXUMa MpH-
OCTAHABJIMBAETCS 10 MOMEHTA MPEACTABIECHUS HEOOXOAUMBIX CBEICHMIA;

0) BBIABIEHUE XOTA ObI OMHOTO HapylleHUs TpeOoBaHUI, MpeaycMOTpeHHBIX paznenamu [X - XI
Hacrosie [Iporpammel. B aToM citydae cratyc cyObeKTa 3KCIEPUMEHTAIBHOTO TTPABOBOTO PEKUMA TIPH -
OCTAHABIIMBAETCS 710 YCTPAHEHUS BBISBICHHBIX HAPYIIEHUN CYObEKTOM SKCIIEPUMEHTAIBHOTO MPaBOBOTO
pexnMa;

B) yCTaHOBIIEHUE (PaKTa HECOOTBETCTBUSA CYObEKTa IKCIIEPUMEHTAIBHOTO MPABOBOTO PEXUMa Tpe-
OOBaHMSAM, YCTAHOBJICHHBIM ITyHKTOM 3 OCOOEHHOCTEH NpHMEHEHHs MojiokeHni denepansbHOro 3aKoHa
"OO0 »sKCIEepUMEHTATBHBIX MPABOBBIX pekuMax B chepe mudpoBeix mHHOBaIM B Poccuiickoit denepa-
MU" K MPaBOOTHOIIEHUSM, BOSHUKAIOIIUM B CBA3U C YCTAHOBJIICHHEM M peain3aliueil SKCIIepUMEHTAbHO -
ro MPaBOBOTO pekuMa B cepe HudpoBbIX HHHOBAILIMH MO HAMPABICHUIO "MPEI0CTaBICHUE TOCYyJapCTBEH -
HBIX U MyHUIMIAIBHBIX YCIYT U OCYILECTBICHUE IOCYJapCTBEHHOTO KOHTPOJIS (Haa30pa) U MyHHULIUIIATb-
HOTO KOHTPOJIsI, OCYIIECTBIEHUE WHBIX MOJIHOMOYMHA M (DYHKIMI TOCYyIapCTBEHHBIMU OpraHaMU U OpraHa-
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MH MECTHOTO caMOyTpaBieHHs", yTBepKICHHBIX MmocTaHoBleHueM lIpaBurennscrBa Poccuiickoit ®enepa-
un ot 1 nexadps 2020 . N 1978 "OO6 ycraHOBIeHHH 0COOCHHOCTEW MPUMEHEHHS MoNIoKeHnH Denepatb-
HoTo 3aK0oHa "O0 3KCTIEpUMEHTAIBHBIX TIPABOBBIX PeXUMax B chepe 1udpoBbIX HHHOBaNMKA B Poccuiickoii
@enepanuu" K NMpaBOOTHOLIECHUSIM, BO3HUKAIOIIMM B CBA3M C YCTAHOBJIGHMEM M pealli3allUel 3KCIepH-
MEHTAJIBHOTO MPABOBOT0 pekuMa B chepe nudpoBbIX MHHOBAILIMI 110 HANPaBIEHHUIO "TIPEOCTaBICHUE TO-
CYIapCTBEHHbBIX U MYHMIIMIAJIBHBIX YCIYI M OCYLIECTBICHHE T'OCYIapCTBEHHOIO KOHTpPOJIs (Haa3opa) U
MYHHIIMIIAIEHOTO KOHTPOJISI, OCYIIECTBICHIE UHBIX MOJTHOMOUYNHN U (PYHKUUN rocyqapCTBEHHBIMU OpraHa-
MU U OpraHaMy MECTHOTO caMoyIipaBiieHHus". B aToM cirydae craryc CyObeKTa KCIIEpUMEHTAIBHOTO Tpa-
BOBOTO PEXHMMa MPHUOCTAHABIMBAETCS O YCTPAHEHUS BBISBICHHBIX HapyIIEHUH CyObEKTOM SKCIEPUMEH-
TaJIbHOTO IIPABOBOIO PEXHUMA;

T) MocTymieHne B MUHUCTEPCTBO 3KOHOMUYECKOro pa3BuTusi Poccuiickoit denepannu odpamieHus
CyOBEeKTa IKCIIEPUMEHTAIBHOTO MPABOBOTO PEXHMMa O MPUOCTAHOBIIEHUH €r0 cTaryca CyObeKTa KCIepH-
MEHTAJIBHOTO MPABOBOTO pexuma. B 3ToMm cimyuae ctaryc cyObeKTa IKCIEpUMEHTAIbHOTO PaBOBOTO pe-
’KMMa NIPUOCTAHABIMBAETCS HAa CPOK, YKA3aHHBIM B TAKOM OOpaIICHUH.

XVII. OcHoBaHusi BO300HOBJIEHHUS CTATYCA Cy0ObeKTa IKCIIEPUMEHTAJIbHOI0 PABOBOI0 Pe:KUMAa

30. Craryc cyObeKTa IKCIEPUMEHTAIHHOTO MPABOBOTO PEKMMa BO30OHOBISIETCS O CJICTYFOIIUM
OCHOBAHUSIM:

a) Tpe/cTaBlieHrne B MUHUCTEPCTBO IKOHOMUYECKOro pa3Butus Poccuiickoit @eaepannn u Munu-
CTEPCTBO 31paBooxpaHeHus Poccuiickoin Penepannn, a Takke B OPraHU3ALMUI0 MPEANPUHUMATEIBCKOTO
cooOmiecTBa cBeleHH 00 UTOTax AESATEILHOCTH B paMKax pealu3alyy dKCIIEPUMEHTAIFHOTO MPAaBOBOTO
pexuMa M CBEICHHUM O NIEATEIbHOCTH B PaMKax peaju3alii 3KCIEPUMEHTAIBHOIO MPaBOBOIO peXUMa,
MPENYCMOTPEHHBIX COOTBETCTBEHHO pasnenamMu XXVII u XXXI nactosduent [Iporpammel, Wi yTOYHEH-
HBIX CBEJICHUH, COJepKAIINUX MOJIHYIO U JOCTOBEPHYIO HH(OPMAIIMIO O AEITEIbHOCTH B paMKax dKCIepH-
MEHTAJIBHOIO IIPABOBOT0 peXKuMa (B CIIydae €ClId CTaTyC CyObEKTa 3KCIIEPUMEHTAIBHOIO MPaBOBOIO pe-
JKMMa TPUOCTAHABJIMBAETCS MO OCHOBAHMIO, YKa3aHHOMY B MOANMyHKTe "a" myHkTa 29 Hactosimeit [lpo-
IpaMMBbl);

0) mpencrapieHre B MUHHCTEPCTBO SKOHOMHUYECKOro pa3BuTHus Poccuiickoit denepanuu nndop-
MaIu 00 YCTpaHEHUH CYOBEKTOM IKCIIEPUMEHTAIBHOTO IMPABOBOTO PeXUMa HAPYIICHUH (B Cllydae eciu
CTaTyc cyObeKTa HKCIEPUMEHTAIBLHOTO MTPABOBOT0 peKUMa MPUOCTAHABIMBAETCA 110 OCHOBAHUSM, yYKa3aH-
HBIM B nojnyHkTax "0" u "B" nmyHkra 29 Hacrosiei [Iporpammer);

B) UCTEUCHHE CPOKA MPHOCTAHOBIICHHUS CTaTyca cyObeKTa 3KCIIEPUMEHTAILHOTO MPABOBOTO PEXKH-
Ma, YKa3aHHOTO B oOpallleHuu CcyObeKTa SKCIEPUMEHTAJIbHOTO MPAaBOBOIO PEKMMa O NMPUOCTAHOBICHHUU
€ro craryca CyObeKTa SKCIIEPUMEHTAIBLHOTO MTPABOBOT0 pexknMa (B CiIydae eclii CTaryc cyObheKTa dKCIepH -
MEHTAJIBHOTO MPABOBOTO pPEKMMa MPUOCTAHABIMBAETCS 10 OCHOBAaHUIO, YKa3aHHOMY B MOANYHKTE "T"
nyHkTa 29 Hacrosmen [IporpamMmer).

XVIII. OcHoBaHusI H CPOKH NPeKPALLIEHHUS CTATYCA CYObEeKTa IKCIIEPUMEHTAJIbHOI0 IPABOBOI0 pe-
’KMMA B COOTBETCTBHM € YaCcThI0 2 cTaTbu 12 MeepajibHOr0 3aKOHA 00 IKCIIEPUMEHTAJIbHBIX Mpa-
BOBBIX pesKMMax

31. Craryc cyObeKkTa SKCHEpUMEHTAJIbHOIO MPABOBOIO PEXHMa IMPEKpPaIlaeTcs MO0 OCHOBAHHIO,
YKa3aHHOMY B ITyHKTe 2 yacTH 2 ctarbu 12 denepanbHOro 3akoHa 00 SKCIEPUMEHTAIbHBIX IPABOBBIX pe-
KHMMax, a TAK)Ke€ B COOTBETCTBUU C 3asBJICHUEM CYOBEKTa SKCIEPUMEHTAIBHOIO MPAaBOBOIO peXnMa O Ipe-
KpaIllEHNH ero cTaryca CyObeKTa dKCIEPUMEHTAILHOTO IPaBOBOTO PEKUMA.

32. IlpekpartieHue cratyca cyoObekTa SKCIEpUMEHTAIBHOTO MPAaBOBOIO PEXHMMa OCYILIECTBISETCS B
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CpOKH, ycTaHoBJIcHHbIE [lonokeHnemM o npuHATHN MUHUCTEPCTBOM KOHOMHYECKOTO pa3BuTHsa Poccuii-
ckoil denepaiy pelIeHus: o MPUOCTAHOBICHUH WM MPEKPAILIEHUH cTaTyca CyObeKTa 3KCIIEpUMEHTAIIBHO -
ro IPaBOBOIo pexuMa B chepe udpOBbIX HHHOBAILMM B SKCIIEPUMEHTAILHOM IIPABOBOM PEKUME B cdepe
U(PPOBBIX MHHOBAIIMKA U 00 YBEIOMJICHHH CyObEKTa SKCIEPUMEHTAJIBHOTO MPABOBOTO PEXHMa B cdepe
IU(PPOBBIX MHHOBALMHA O MPUHATHHM TAKOTO PEIEHUs, YTBEPXKAECHHBIM MocTaHoBieHueM IlpaBurenscTBa
Poccuiickoit ®enepannu ot 19 Hos16ps 2020 . N 1888 "OO0 yrBepxkaenun [lonoxxenus o npuHATHM MUHN-
CTEPCTBOM 3KOHOMHYECKOro passutus Poccuiickoit ®enepanyy penieHusi O NPUOCTAHOBICHUM WX IIPE-
KpallleHHH CTaTyca CyObeKTa SKCIePUMEHTAIBLHOTO MIPABOBOTO pekuMa B cepe MuppOBBIX WHHOBAIMHA B
HKCIIEPUMEHTAIBHOM IIPABOBOM pexXHUMeE B cepe U(POBBIX HHHOBALMN U 00 yBEIOMJIEHUHN CYOBEKTa IKC-
MEPUMEHTAIFHOTO MPABOBOTO PEKUMa B cepe HUPPOBHIX MHHOBAINH O MPUHATHU TAKOTO PELIeHus".

33. Pemenne 0 mpeKpalleHUM CTaTyca CyObEKTa SKCIEPUMEHTATIbHOIO IPAaBOBOIO peKuMMa Ha
OCHOBaHUM 3asBJICHUsI CYyOBEKTa SKCIEPUMEHTAJIbHOIO MPAaBOBOIO PEXHMMa O MPEKPAIIEHUU €ro craryca
CyOBEKTa HKCIIEPUMEHTAIBHOTO NMPaBOBOTO PeXHMMa MPUHUMAETCsI MUHHUCTEPCTBOM SKOHOMUYECKOTO pa3-
Butus Poccuiickoit @eneparyi B TeueHUe S5 pabovmX JHEH CO JHS, CICAYIOMIETro 3a THEM MoiydeHus Mu-
HUCTEPCTBOM SKOHOMHYECKOTO pa3Buthsa Poccuiickon denepannu Takoro 3asBIcHUS.

XIX. Kpurepuu HapyumeHnus noJoxenui IIporpamMmmel

34. Kputepuem HapylieHus nojaoxeHuit Hactosmei [Iporpammsl (3a uckitoueHreM rpy0ooro Hapy-
LIeHMsI TOJIoXKEeHUH Hactosiel [Iporpammel) sBisieTcss HecoOmonenne Tpedosanuii paszaenos 11, 11, XI u
XXVII nacrosimieit [Iporpammsl.

XX. Kpurepuii rpy6oro Hapymenus noJioxxeHuii Ilporpammsl

35. Kpurepuem rpy0oro HapylieHHs MOJIOKeHHH Hactosmieil [IporpaMmbl siBisieTcss HapylIeHHE
00s13aTeNIBHBIX TSI BBITOJIHEHUSI CyOBEKTOM IKCIIEPUMEHTAIBHOTO TIPABOBOTO PEXKUMa HOPM, YKa3aHHBIX B
paznene X nactosmieit [IporpamMmmabi.

XXI. OcHOBaHMS U CPOKM NPUOCTAHOBJICHHS ACHCTBUA IKCIIEPUMEHTAIBHOIO IPABOBOI0 PEKUMA B
COOTBETCTBMH € 4acThI0 1 cTaTtbu 16 DeepaibHOIO 3aK0HA 00 IKCIIEPUMEHTAJILHBIX IPABOBLIX pe-
JKUMAX

36. JleiicTBHE SKCIIEPUMEHTAIIBHOTO MPABOBOI0 PEXUMa MPUOCTAHABIUBAETCS:

a) 10 OCHOBaHUSIM, NPEAyCMOTPEHHBIM IyHKTaMH 1 u 2 yactu 1 ctarbu 16 ®enepalibHOro 3aKoHa
00 IKCTIEpUMEHTAIbHBIX MPABOBBIX PEKUMAX;

0) Ha OCHOBAHHH 3asBIICHUS CYOBEKTa dKCIIEPUMEHTAILHOTO MTPABOBOTO PEKMUMA O NMPHOCTAHOBIIE-
HUU JEUCTBUS SKCIIEPUMEHTAIBHOIO ITPAaBOBOTO PEXKUMA.

37. JleiicTBHE 3KCIIEPUMEHTAILHOTO MPABOBOIO PEXUMa MOXKET ObITh PUOCTAHOBJIEHO HA CPOK 10
3 MecHIIEB.

38. Cpok mpHOCTaHOBIIEHUS IEHCTBUS SKCIEPUMEHTAJIBHOTO IIPAaBOBOIO PEXXHUMa yCTaHABINBAETCS
B COOTBETCTBHM C ITyHKTOM 6 [IpaBuUil MpHOCTaHOBIEHUS NEHCTBUS SKCIEPUMEHTAIBLHOTO IPABOBOIO pe-
XKHMMa B cepe nuppoBEIX WHHOBAIHMA, TPEKPAIICHUS JEHCTBUS SKCIIEPUMEHTAIBHOTO TIPABOBOTO PEKMMA
B cepe nu(pOBBIX HHHOBAIIMIA, YBEAOMIICHUS CYOBEKTa SKCIIEPUMEHTAIBLHOTO MPAaBOBOTO peXXUMa B ce-
pe mudpoBBIX WHHOBAIMHA WM CyObEKTOB SKCIEPUMEHTAIBHOTO MPABOBOTO peXnMa B cdepe MUPPOBBIX
MHHOBALM{ O MPUOCTAHOBJICHUH WIHM MPEKPAILEHUH IEUCTBUS SKCIIEPUMEHTAIBLHOTO IIPABOBOIO PEKMMA B
chepe nMPppoOBHIX MHHOBAIIUN, YTBEPKACHHBIX nocTtaHoBieHueM [IpaBurtenscTBa Poccuiickoit deneparm
ot 15 nexabps 2020 . N 2116 "O6 yrBepxkaennu [IpaBuil mprOCTaHOBIECHUS ACHCTBUS YKCIIEPUMEHTAIIb-
HOTO TIPAaBOBOTO pekuMa B cepe MUPPOBBIX WHHOBAIUH, MPEKpAIIEHUs IEHCTBUS IKCTIEPUMEHTAIBHOTO
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MPaBOBOTO pexuMa B cepe HUPPOBBIX MHHOBAIHMA, YBEIOMIICHUS CyObeKTa SKCIIEPUMEHTAIBHOTO TIPaBO-
BOTO peXnMa B cepe MUPPOBBIX HHHOBAIMHA WU CYOBEKTOB SKCIIEPUMEHTAIFHOTO MIPABOBOTO PEKUMa B
cdepe nUPPOBBHIX WHHOBALMHA O MPUOCTAHOBICHUH WIM TPEKPAICHHH ACUCTBHS IKCIIEPUMEHTAIBLHOTO
MIPaBOBOTO pexXnMa B cepe nu(pOBbIX HHHOBAIMNA".

XXII. OcHoBaHMsi AOCPOYHOI0 NMPEKPANIEHUSA 1eliCTBUS IKCIEPUMEHTAIBHOI0 IPABOBOI0 pPe:KUMA B
COOTBETCTBHU € YACTHIO 2 cTaThbu 17 ®PegepajibHOIO 3aK0HA 00 IKCNIEPUMEHTAJIbHBIX NPABOBBIX pe-
KHUMAaX

39. JlelicTBHE SKCIEPUMEHTAIBHOIO IPABOBOTO peXUMa TOCPOUHO MPEKpAIIAETCs 10 OCHOBAHUSM,
MPEAYCMOTPEHHBIM ITYHKTOM 1, ab3amiaMu MepBbIM - YETBEPTHIM MOMANYHKTa "a" 1 moarmyHkToMm "0" myHK-
Ta 2 yacTH 2 ctarbu 17 ®@enepanbHOro 3akoHa 00 SKCIEPUMEHTAIbHBIX MPABOBBIX PEKUMAX, a TAKKE B CO-
OTBETCTBUU C 3asBICHHUEM CyObEeKTa IKCIEPUMEHTAIBHOTO MPABOBOTO PEKMMa O JOCPOYHOM MpeKpalie-

HHHN IIGIZCTBHSI SKCIICPUMECHTAJILHOTO IIPAaBOBOT'0 pCKUMa, MOAaHHBIM B YHOJIHOMO‘-IGHHI)II;'I oprat.

XXIII. I[Mopsiaok u yCJI0BUS HCIOJIb30BAHUSA NMPOAYKIIUN, IPOU3BEACHHON U (MJIM) anpooupyemMoi
NPHU peain3aluu IKCIePUMEeHTATbHOTO IPABOBOI0 Pe:KUMA

40. [Tpou3BOACTBO MPOIYKIIMH B paMKaxX KCIIEPUMEHTAIBHOTO MIPABOBOTO PEKMMA HE MPETYyCMOT-
peHo.

XXIV. IHopsinok v yCJI0BUSI MCIOJIb30BAHUS Pe3Y/JIbTATOB HHTEJIEKTYAJbHOH 1eATeJIbHOCTH, CO3/1a-
BaeMbIX B TOM YHCJIe ¢ IPMMEHEHHEM TeXHOJIOT Uil MCKYCCTBEHHOI0 MHTEJJIEKTA NPHU peaju3anuu
IKCIMIEPUMEHTAJBHOI0 PABOBOI0 peKuMa

41. ITopsnoK M yCI0BHS UCIIOJIb30BAaHUS PE3YIIBTATOB NHTEIIEKTYaJIbHOU NESTEIbHOCTH, CO3/1aBac-
MBIX B TOM YHCJIE C IPUMEHEHUEM TEXHOJIOTUH MCKYCCTBEHHOI'O MHTEJIEKTA MPHU peaau3aluy dKCIEpU-
MEHTAJILHOT'O IIPABOBOIO pexuMa, HacTosel IIporpammoii He ycTaHaBIMBAIOTCS.

XXYV. ®enepanbHblii OpraH UCNOJHUTEIbHON BJIACTH, OCYIIECTBJIAIONIMNNA (PYHKIIUM 10 BHIPAOOTKE
rocyIiapcTBEHHOM MOJTUTHKHA M HOPMATHBHO-TIPABOBOMY PeryJIHPOBAHMIO 10 HANIPABJIEHUIO JKCIIe-
PHMEHTAJIbHOIO IPABOBOI0 PeKUMA

42. ®denepanbHBIM OPraHOM UCTIOJIHUTENFHON BIACTH, OCYIIECTBISIONIMM (YHKIIUH TI0 BEIPAOOTKE
rOCYAApCTBEHHOW MOJMTUKM U HOPMAaTHBHO-IIPABOBOMY PETrYJIMPOBAHHIO IO HANPABICHUIO YKCIEPHUMEH-
TaJILHOTO IIPABOBOIO peXUMa, sBJseTCss MUHUCTEPCTBO 3ApaBooxpanenus Poccuiickon denepanun.

XXVI. Opran, ocymecTB/IsSIIOIIUAI KOHTPOJIbHbIE (HAA30pHbIe) QYHKIUM B PAMKAX IKCIIePUMeEH-
TaJbHOT0 MPABOBOI0 PEKUMA, a TAKKE MOPSA0K OCYIIeCTBIEeHUs ITUX PYyHKIUI, B TOM YHc/ie MOops-
JAOK OPraHM3aluy U NPOBeeHNs NPOBePOK cod/IoAeHus1 moJiokeHuii Ilporpammel

43. KontpoinbHble (Haa30pHBIE) (DYHKIIMU B paMKaX JKCIIEPUMEHTAILHOTO MPABOBOTO PEKHUMA, B
TOM uucie (YHKIMH MO OpPraHM3alMd M TPOBEACHHUIO MPOBEPOK COONIONEHHS MOJMOXKEHHUM HacTosIen
[Tporpammel, peanu3yroTcs TEpPUTOPHATEHEIM opranoM DenepaiabHOI ciy)ObI 110 Hag30py B chepe 31pa-
BOOXpaHeHus 1o I. MockBe 1 MOCKOBCKOM 001acTH, OCYIIECTBISIOMNM (efepaabHbIi ToCy1apCTBEHHBIH
KOHTPOJb (HAJ30p) KadecTBa U OE30MACHOCTH MEIMIIMHCKOW JCSITEILHOCTH B TIOPSIKE, YCTAHOBICHHOM
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[Tonoxxennem o (enepaabHOM TOCYIapCTBEHHOM KOHTpOJE (HaA30pe) KauecTBa U OE30MacHOCTU MEIHu-
LIMHCKON JIeSTEIbHOCTH, YTBEPKIEHHBIM NocTaHoBieHneM [IpaButenbcrBa Poccuiickoit @enepanyu ot 29
utoHs 2021 . N 1048 "O6 yrBepxaeHuu [lonoxxenus o enepanbHOM rocyIapcCTBEHHOM KOHTpOJIe (HaI30-
pe) kauecTBa 1 0€30MaCHOCTU METUIIMHCKOM IesITeIbHOCTH" .

XXVII. TpeooBanusi k oneHke 3¢pGeKTUBHOCTH U Pe3yJJbTATUBHOCTH IKCIIEPMMEHTAJIbHOI0 MPAaBo-
BOI'0 PeKMMAa, B TOM YHCJIe M0Ka3aTeJu (HAaMMEeHOBaHMe U IJIAHOBOE 3HAYeHHe), B COOTBETCTBUM €
KOTOPbIMH NMPOBOAMTCH YKAa3aHHAS OLIEHKA

44. Ouenka >pPEKTUBHOCTH U PE3yIBTaTHBHOCTH 3KCIEPUMEHTAIHFHOTO MPABOBOTO PEXHUMA OCY-
IIECTBIIAETCA B paMKaX MOHHUTOPHHTA 3KCTIEPUMEHTAIIBHOTO MPABOBOTO PEKUMA.

45. B xolle MOHUTOpPUHIA 3KCIEPUMEHTAIBLHOIO MPABOBOIO PEXKUMa OLIEHUBAETCS COOTBETCTBHE
NEeSITeNIbHOCTH CyOBheKTa AKCIEPUMEHTAJIBHOTO MPABOBOTO peXuMa MokazareisiM 3(PGEKTUBHOCTH U pe-
3yJABTATUBHOCTH 3KCIIEPUMEHTAIBLHOTO MTPAaBOBOI0 peXUMa, yCTaHOBIEHHBIM HacTosel [IporpamMmoil.

46. OneHkKa COOTBETCTBHS JAEATEIBHOCTU CyObEKTa SKCIIEPUMEHTAIBHOTO MPABOBOTO PEXUMA IMO-
KazatensiM 3(pPEeKTUBHOCTH U Pe3yJbTaTHBHOCTH SKCIEPUMEHTAIHHOTO MPABOBOTO PEKUMA, YCTAHOBIICH-
HBIM HacTosmel [Iporpammoii, ocyiiecTBiseTcs Ha OCHOBaHUH CBEICHUN 00 UTOrax JEesITebHOCTH B paM-
Kax peajiM3allii SKCIEPUMEHTAIBHOIO MPAaBOBOIO PEXHMMA, MOCTYMUBIIUX B HNOPSAIKE, YCTAaHOBIEHHOM
[IpaBuiaMy MOHHMTOpPUHTA SKCIEPUMEHTAILHOTO MPABOBOTO pexnma B cdepe HmUPpPOBHIX MHHOBALUH,
OLIEHKH Y(PPEKTUBHOCTH M PE3YyJIbTATUBHOCTU pPEaH3alMH SKCIEPUMEHTAJIBHOTO MPABOBOTO pPEXHMa B
chepe nudpoBbIX HHHOBAIMH, OOIIIECTBEHHOTO 0OCYXICHHUS BOITPOCOB 3(P(HEKTHBHOCTH U PE3YJIBTATHBHO -
CTH peaM3aliy SKCIEPUMEHTAIBHOTO TPABOBOTO pexXnMa B chepe mu(ppOBbIX HHHOBALUKN U MOATOTOBKH
MpeIOKEeHNsI O BHECEHUHU M3MEHEHUH B olllee peryIrpoBaHue, YTBEPKISHHbIMU MocTaHoBlIeHUeM [Ipa-
ButenbcTBa Poccuiickoit @enepanuu ot 3 aexadpst 2020 . N 2011 "O6 yrBepxknenuu [IpaBun MoHuTO-
pUHTa SKCIIEPUMEHTAIFHOTO MPABOBOTO pekUMa B cepe HudpOBBIX HHHOBAIUH, OLIeHKH 3 PeKkTHBHOCTH
U pe3yJbTaTUBHOCTH PEaTU3alK YKCIIEPUMEHTAIBHOTO IPAaBOBOTO peknMa B cepe nuppoBbIX HHHOBA-
Ui, 00IIECTBEHHOTO 00CYX/IeHUSI BOMTPOCOB 3(D(PEKTUBHOCTU U Pe3yJbTATUBHOCTH PEaM3aIH IKCTIEPH -
MEHTAJILHOTO TPABOBOTO pekuMa B cepe mu(poBbIX MHHOBAIMNA W TIOATOTOBKU MPEIIOKEHUSI O BHECE-
HUU U3MEHEHUH B 00I1Iee peryaupoBaHue’.

47. Tlokazarenu 3PEKTUBHOCTH U PE3YINBTATUBHOCTU JKCIIEPUMEHTAIHFHOTO MPABOBOTO PEXKUMA
MIPUBE/ICHBI B IPUIIOKEHUH.

XXVIII. Cnoco0bl mH(popMupoBaHHus Cy0beKTOM IKCIIEPMMEHTAJLHOI0 MPABOBOI0 Pe;KUMa JINLL,
BBIPAKAIOIIMX HAMEPEHHE BCTYNIUTh ¢ HUM B IPABOOTHOLICHUS] B PAMKAX IKCIIEPHMEHTAJILHOIO
NPaBOBOI0 PEKUMA, 0 HAJTUYUH U COAEP/KAHUM IKCIIEPUMEHTAILHOIO IIPABOBOI0 PEKUMA, B TOM
yucie 00 OTIMYHUSX CIEeNHAJIbHOI0 PeryJupoBaHusi, npexycMorpennoro Ilporpammoii u nopJiexka-
1ero NPUMEHEeHNI0 K YKa3aHHBIM IIPABOOTHOLIEHUSIM, OT 001ero peryJupoBaHusi

48. NndopmupoBanue cyObEKTOM 3KCIEPUMEHTAIBHOTO MPABOBOTO PEKMMA JIUI, BBIPAXKAIOIINX
HaMepeHue BCTYUTh C HUM B MTPAaBOOTHONICHUS B paMKax dKCIEPUMEHTAIBLHOTO MPABOBOT0O PEKUMA, O Ha-
JUYUU U COMIEP’KaHUU IKCTIEPUMEHTATBHOTO IPABOBOTO PEXMMa, B TOM UKCIE 00 OTIIMYHIX CIEeUATBHOTO
peryinMpoBaHus, IPeIyCMOTPpEHHOro Hactosiel [Iporpammoil U momsexaiiero MpUMEHEHUIO K YKa3aH-
HBIM MPABOOTHONICHUSAM, OT OOILEro PEeryJupoBaHUsl OCYIIECTBISETCS MOCPEICTBOM pPa3MEIIEHUS COOT-
BETCTBYIOIIEH HHPOPMAIH Ha OUITHATBHOM CaiiTe CyObhEeKTa SKCIIEPUMEHTAILHOTO ITPABOBOTO PEKUMA B
cetu "UntepHeTt".

XXIX. Heo0x01uMO0CTh 10MOJTHUTEIHHOT0 ONYOJMKOBAHUA CY0beKTOM IKCIIEPUMEHTAJBLHOI0 NMPaBo-
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BOI'0 pe;KMMa B CPeACTBaX MaccoBoil uHGopmMauuu u padmelieHusi B cetu ""Uurepuer' nudopma-
MU 00 YCTAHOBJIEHUM U O COMEPKAHMHU IKCIEPUMEHTAJIbHOI0 MPAaBOBOI0 pPe:KUMa, B TOM YHUCJIe 00
OTUINYMSAX CNEeNUATbHOI0 PeryJnpoBanus, npeaycmorpentoro Ilporpammoii, ot o01ero peryaiupo-
BaHMs, 2 TAK/Ke HAHECEHHS COOTBETCTBYIOLIEH HH(pOpPMALMU HA TOBAPbI, IPOU3BOMMbIE B paMKax

IKCNEPUMEHTAIBLHOI0 MPABOBOI0 PeKUMa, pa3MellleHus1 Takoil nHGopMalun nepea Bbe3aamu (mpo-

X01aMH) HA TEPPUTOPHUIO /IeiiCTBUS IKCIEPUMEHTAIBHOI0 MPABOBOI0 Pe:KUMA, Mepel BX0AaMH B MO-

MellleHUsl, B KOTOPBIX BBINOJIHAIOTCS Pa0d0oThl, 0Ka3bIBAIOTCS YCJIYTH B PAMKAX IKCIEPUMEHTAJIbHO-
ro MPaBoOBOI0 pe:KuMa

49. Heo0GXo1uMOCTb JTOTOJIHUTEIBHOTO OMYOIMKOBAaHUS CyObEKTOM 3KCIEPUMEHTAJIbHOIO IpaBo-
BOTO pEeXHMMa B CPEJCTBaX MaccoBOW MH(popManuu U pa3MenieHus B cetu "MHreprer" nnpopmanuu 06
YCTaHOBJIEHHHM U O COJAECPKAHUU SKCHEPUMEHTAIBHOIO MPAaBOBOrO pexxuMa Hactosueil [Iporpammoit He
YCTaHABJIMBAETCS.

XXX. ITos10:keHusi 0 CTPAXOBAHMHU I'PAKIAHCKONH OTBETCTBEHHOCTH YYACTHUKOB IKCIIEPUMEHTAJIb-
HOI'0 IPABOBOI0 PE:KUMA, ABJIAKIIMXCH OPUAMYECKUMHU JUIAMUA U HHAUBUAYAJIbHBIMHU NPeINPUHU-
MaTeJIsIMH, 32 IPUYNHEHHE BPela )KU3HHU, 310POBbI0 WM MMYLIECTBY APYIHX JIML NIPH PeaTu3anuu
IKCNEPUMEHTAJIBHOI0 MPABOBOI0 Pe:KMMAa, TPeOOBaAHMS K YCJIOBUSM TAKOI0 CTPAXOBAHUSI, B TOM
yHcJie K MUHUMAJBHOMY pa3Mepy CTPax0BOM CyMMBbI, a TaKKe 00 MHOM CTPAXOBAHUM

50. ITonoxeHnust 0 cTpaXOBaHUU IPAKIAHCKON OTBETCTBEHHOCTH YYAaCTHUKOB SKCIEPUMEHTAJIbHOTO
IIPABOBOI'0 PEXUMa, ABIAIOIUXCS IOPUANYECKUMH JIUIAMH U UHAUBUAYAIBHBIMU NPEANIPUHUMATEISIMH, 3a
IIPUYMHEHUE BpeJa KU3HH, 310POBbI0 MIIM UMYILIECTBY IPYTUX JHL IPU PEaTU3alUH YKCIIEPUMEHTAIBHO-
ro IIPABOBOTO PEXHMMa, B TOM YUCIIE B PE3YJIBTATE UCIONb30BAaHUS PELIeHUH, pa3pabOTaHHbIX C IPUMEHE-
HUEM TEXHOJIOTUH UCKYCCTBEHHOTO MHTEJUIEKTa, TPEOOBaHUS K YCIOBHUSIM TaKOT'O CTPAaXxOBaHUs, B TOM UHC-
Jie K MUHUMAaJIbHOMY pa3Mepy CTPaxOBOM CyMMBbI, IEPEYHIO CTPAXOBBIX PUCKOB M CTPAXOBBIX Cly4yaeB (B
MIPUMEHHUMBIX CiIydasx), Hactosiel [Iporpammoii He ycTaHaBIMBAaOTCS.

XXXI. ITepuoguuHOCTb NMpeaCTABIEHUS CBEAeHUI 15 1eJiell MPoBedeHNsI MOHUTOPUHIA IKCIIePH-
MEHTAJIbHOI'O NPABOBOI0 PEKUMA, OLeHKH 3P PeKTUBHOCTH U Pe3yJIbTATUBHOCTH PeaiM3alluu IKC-
NEePUMEHTAJIBHOIO PABOBOI0 PeKUMA

51. CBenenus g neneil NpOBEAEHHUST MOHUTOPUHIA 3KCIIEPUMEHTAIBHOTO IPAaBOBOIO peXHUMa,
OLEHKN 3((EeKTUBHOCTU U Pe3ylIbTaTUBHOCTH pealM3allii SKCIEPUMEHTAIBHOIO IPABOBOTO pEXHUMA
IPEACTABISIOTCSA HE PEXKE OIHOTO Pa3a B MOIYroAue, He nosanee 20-ro yucna Mecsua, caeIyromero 3a oT-
YETHBIM I1OIYTOAUEM.

XXXII. [Mopsiaok U yc1oBus 00e3THYUBAHNUS U MOCTIeAYIOIIeil 00padoTKH Cy0beKTOM IKCIepUMeH-
TAJbHOI'0 IPABOBOI0 PEeKMMA NEPCOHAIBHBIX JAaHHBIX NPH YCJI0BUH 00513aTeJILHOTO 00€3/1HYMBAHUSA
MEePCOHAJIBHBIX IAHHBIX, €CJIU IKCIEPUMEHTAJIBHBIH MPABOBOIl PesKUM MpeIycMaTPpUBaeT 00padoTKy

Cy0bEeKTOM 3KCIIEPUMEHTAIbHOI0 MPABOBOI0 PeKUMAa NMEePCOHAIbHBIX IAHHBIX, NOJIY4YEeHHBIX B pe-
3yJbTaTe 00€3MUHBAHMS, C Y4E€TOM TPeGOBAHMUIA, MPETYCMOTPEHHBIX MyHKTOM 13 ' wactu 5 crarbu 10

®enepabHOIO 3aKOHA 00 IKCIEPHMEHTAJIBHBIX MIPABOBBIX Pe:KMMAaX

52. [lopsAaok 1 yciaoBusi 00€3MMIMBAHUS U TTOCIEAYIOIEH 00pabOTKN CyOBEKTOM SKCIIEPUMEHTAb-
HOTO ITPaBOBOTO PeXHMMa MEPCOHANBHBIX JaHHBIX HacTosmeil [IporpaMmoii He ycTaHaBINBAIOTCSI.
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MNPUJIIOKEHUE

K [IporpaMmmMe 3xcnepMMeHTAJIbHOIO PABOBOIO
pexnmMa B cpepe nuPPOBHIX U TEXHOJIOTHIECKHX
WHHOBALU 110 NOANUCAHUIO HH(POPMHUPOBAHHOTO
JA00POBOJIBHOIO COIVIACUS HA MEIMIIMHCKOE
BMeELIATeIbCTBO UJIHM 0TKA32 0T MeAMUIMHCKOI0
BMENIATEIbCTBA C MCNO0JIb30BAHHEM
3JIEKTPOHHOM rpaguyecKoi NoANUCH

IMToxka3zarenun 3¢(PeKTUBHOCTH U Pe3yJIbTATHBHOCTH IKCIIEPHUMEHTAJIBHOIO MMPABOBOI0 pe:xuMa B cde-
pe uM(PPOBBHIX U TEXHOJIOTMYECKMX HHHOBALM 110 NOANMCAHUIO HH(OPMHUPOBAHHOIO 100POBOJIbHO-
ro COrIacusl HAa MeIMIMHCKOEe BMEIIATEJIbCTBO WM 0TKA3a 0T MeIMIMHCKOI0 BMelIaTe/IbCTBA C MC-

M0/1b30BAHHEM YIEKTPOHHOM rpadpuyeckoi moanucu

T'on neficTBUS SKCIEPUMEHTAIBLHOTO ITPABOBOTO PeXKUMa B cepe
UQPPOBBIX U TEXHOJIOTUIECKUX UHHOBAIMIA IO TIOATIMCAHUIO HH-
(bopMHPOBaHHOTO T0OPOBOJIBHOIO COMIACHsI HA MEJUIIMHCKOE BMe-
I1aTeIbCTBO WJIM OTKa3a OT MEIUIIMHCKOTO BMEIIATENIbCTBA C HC-
10JIb30BaHUEM IEKTPOHHOM rpaduyeckoil moanucu

HaumeHoBaHue noka3aress

1-i1 ron 2-i1 o1 3-i1 ron
nepBoe BTOpOE nepBoe BTOpOE nepBoe BTOpOE
MOJIyTO- | TOJYTo- | TOJYro- | TMOJIYyro- | TOJYyro- | TOJyTo-
e e e e e e
Homns nHpOPMUPOBAHHBIX J10- 10 20 30 40 50 60

OpOBOJBHBIX COTVIACHIA HA ME/IU-
UHCKOE BMENIATEIbCTBO MIIH
OTKa30B OT MEJIULIMHCKOTO BMeE-
11aTeIbCTBA, C(HOPMUPOBAHHBIX
B (hopMe BIIEKTPOHHOTO JIOKY-
MEHTA, MOJIMMCAHHBIX C UCIIOJIb-
30BaHHMEM HJICKTPOHHOM rpadu-
YeCKOW MOJIHICH, TPEIOCTaBICH-
HBIX TPaKJIlaHAMU, OTHUM U3 PO-
JUTeNel WM UHBIM 3aKOHHBIM
MpeICTaBUTENIEM JINIIA, YKa3aH-
Horo B 4acTtd 2 ctatbu 20 Dene-
panpHOTro 3aKoHa "OO0 ocHOBax
OXpaHbI 310pPOBbs I'PaX/JIaH B
Poccwuiickoit ®enepanuu", B 00-
nieM o0beMe TaKuX JOKYMEHTOB,
MOJIITUCAHHBIX TPAKIAHAMH, O
HUM U3 POAUTENEH WIH UHBIM
3aKOHHBIM TIPEJICTABUTEIIEM JIH-
11a, YKa3aHHOIO B 4acTH 2 cTa-
TbU 20 ®enepanbHOro 3aKoHa
"OO6 oCcHOBaxX OXpaHBI 3I0POBBS
rpaxnaaHn B Poccuiickoit @exnepa-
nuu", B MEIUIIMHCKUX OpraHu3a-
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LUSIX, SIBJISFOLIMXCS yYaCTHUKA-
MU SKCIIEPUMEHTAILHOTO TPaBO-
BOTO pexxnmMa B cepe mudpo-
BBIX M TEXHOJIOTHYECKUX WHHO-
BalMii O MOANUCAHUIO HH(DOP-
MHUPOBaHHOTO JJOOPOBOJILHOTO
corviacus Ha MEAULIMHCKOE BMe-
IaTeTLCTBO MIIM OTKa3a OT Me-
JUIMHCKOTO BMELIATEeNIbCTBA C
HCITOJIB30BAaHUEM DIIEKTPOHHON
rpaduueckoil MOANUCH, ycTa-
HOBJICHHOTO TTOCTaHOBJICHHEM
IIpaBurenscTBa Poccuiickon ®e-
nepanuu ot 31 oktsOps 2025 1.
N 1706 "O6 ycTaHOBIEHUH HKC-
NEePUMEHTAIBLHOTO ITPABOBOTO
pexxuMa B cepe nudpoBbIX U
TEXHOJIOTHYECKUX WHHOBAIUH 1
yTrBepxkaeHuu [Iporpammsl skc-
NEPUMEHTAIHLHOTO ITPABOBOTO
pexxuMa B cepe nudpoBbIX U
TEXHOJIOTHYECKUX WHHOBAIHHA
0 OANUCAHUIO UH(OPMHUPO-
BaHHOTO JOOPOBOJIBLHOTO COTJIa-
CHsl Ha METUIIMHCKOE BMellla-
TEJICTBO WJIA OTKa3a OT MEIH-
IIMHCKOTO BMEIIATeIbCTBA C UC-
II0JIB30BAHUEM DJIEKTPOHHOU
rpaduueckoii moamucu" (mpo-
LICHTOB)



