IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 31 okta0ps 2025 r. Ne 1706

MOCKBA

00 ycTaHOBJICHMH 3KCIIEPUMEHTAJIBHOI0 IPABOBOI0 PesKMMa
B cepe HUPPOBLIX U TEXHOJOIMYECKUX HHHOBALMH U YTBEPKACHUU
IIporpamMMbI 3KCIIEPUMEHTAJIBHOI0 IIPABOBOI0 pexxuMa B cepe uuppoBbIX
U TEXHOJOTMYECKUX HMHHOBAIMI MO MOANMUCAHUIO HMH(POPMUPOBAHHOIO
AO0OPOBOJILHOIO COTJIACHSI HA MEUIUHCKOE BMEIIATEJIbCTBO
WM 0TKA3a 0T MeJUIMHCKOr0 BMeIaTe/IbCTBA ¢ MCNOJIb30BAHUEM
3JIEKTPOHHOM IpapuyecKoi MoANMCH

IIpaButenscTBO Poccniickon Penepaiui MO CTAHOBJI A E T :

1. YcTaHOBUTH DKCIIEPUMEHTAIBHBIM TMPaBOBOM pexuM B chepe
U poBBIX 151 TEXHOJIOTUYECKUX VHHOBALINI o MOJITMCAHUIO
UH()OPMUPOBAHHOTO 700pPOBOJILHOTO corjlacust Ha MEJUIIMHCKOE
BMEIIATEIIbCTBO  WJIM  OTKa3a  OT  MEQUUMHCKOIO  BMEUIATEIbCTBA
C MCTIOJIb30BaHUEM DJIEKTPOHHOU rpadndecKOi O IIUCH.

2. YrBepauths  npwiaraemyro  [Iporpammy  3KCHEpUMEHTAIBHOTO
MpPaBOBOTO pexnMa B cdepe MUPPOBBIX U TEXHOJIOTHMUECKUX HHHOBAIUN
1o MOAIUCAHUIO UH(OPMHUPOBAHHOTO JI0OPOBOJILHOTO corJiacus
Ha MEIUUHMHCKOE BMENIATENBCTBO WJIM  OTKa3a OT  MEIUUIMUHCKOTO
BMEIIIATEIHCTBA C UCIMIOJIb30BAHUEM AIICKTPOHHOM TpaduuecKoil MOAMHICH.

3. Peanuzanus ITOJTHOMOYHH, IIPEyCMOTPEHHBIX HaCTOSIIUM
ITOCTAHOBJICHUEM, OCYIIECTBIISIETCS B npeaenax YCTaHOBJICHHOU
IIpaBurensctBOoM  Poccuiickorn  @Penepanuu  OpPEAEIbHOW  YUCIEHHOCTH
paboTHUKOB ~ MWUHHUCTEpPCTBA  DKOHOMHYECKOTO  pa3Butus  Poccuiickoi
@denepaniii U UHBIX (eAepaTbHBIX OPraHOB HWCIIOJHUTEILHON BIIACTH,



a TakkKe OIOKETHBIX aCCUTHOBAHWU, TNPEIYyCMOTPEHHBIX MUHHUCTEPCTBY
U UHBIM (eaepanbHbIM OpraHaM HCIOJTHUTEIBHOW BIACTH B (eaeparbHOM
Oro/KeTe Ha PYKOBOJICTBO W YIIpaBJieHHE B c(hepe YCTAaHOBIECHHBIX (PYHKITHI.

AOKYMEHT MOAMUCAH
3AEKTPOHHOWM NOAMUCHIO
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YTBEPXIEHA

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
ot 31 okts0pst 2025 r. Ne 1706

IIPOI'PAMMA

IKCIEPUMEHTAIBHOIO IPABOBOI0 pexuMa B cepe
MG pPOBBIX U TEXHOJOTNYECKMX HHHOBALUI 110 MOANUCAHUIO
UHGOPMHPOBAHHOI0 J00POBOJIBLHOIO COIVIACHA HA MEeIUIIUHCKOE
BMELIATEIbCTBO WJIH 0TKA3a 0T MeIMIUHCKOI0 BMeEIIATE/IbCTBA
C UCI0JIb30BAHMEM JIEKTPOHHOU rpaguuecKoi nNoam1ucu

I. HammpaBnenus pa3paboTku, anpoOaiui ¥ BHEAPEHNUS HU(DPOBBIX MHHOBAIIUI
B COOTBETCTBHUH C 4ACThIO 2 cTaThu 1 deaepanbHOro 3aKoHa
"O0 3KcIIepUMEHTaIbHBIX TPABOBBIX PEKUMaX B chepe HudpoBbIX
Y TEXHOJIOTMYECKUX MHHOBaLMil B Poccutickoit @eneparun”

1. HammpaBnenusiMu pa3paOOTKu, anpoOalvu U BHEAPEHUs LUPPOBBIX
MHHOBAaIlMd B COOTBETCTBMM C 4acTblo 2 crtaTthu 1 DenepanpHOro 3akoHa
"O6 DSKCHEpUMEHTABHBIX MPABOBBIX pexuMax B cdepe 1UPPOBBIX
u TEXHOJOTHYECKUX MHHOBAIMU B Poccuiickoit Oenepanyn’
(nanee - denepanbHbIl 3aKOH 00 SKCINEPUMEHTANbHBIX MPABOBBIX PEXKUMAX)
ABJISIIOTCSL MPEJOCTABICHUE TOCYJApCTBEHHBIX M MYHUIUNAIbHBIX YCIYyT
U OCYIIECTBIIEHWE TOCYJJAPCTBEHHOTO KOHTPOJIA (Haa30pa) 1 MyHUIIMIAIBHOTO
KOHTPOJIs, a TaKXe OCYIIECTBJIEHWE HHBIX TOJHOMOUYMA U  (QYyHKIMI
roCyJIapCTBEHHBIMU OPraHaMH U OpraHaMH MECTHOTO CaMOYITPaBJICHHUS.

II. Onucanue uu¢ppoBoil THHOBALIMK, KOTOpas TNIAHUPYETCS
K CO3JIaHHUIO, UCTIOIB30BAHUIO WJIM BBEICHUIO B yIIOTPEOJIEHHE B paMKax
AKCIIEPUMEHTAIILHOTO IIPABOBOTO pexknuMa B chepe 1udpoBbIx
Y TEXHOJIOTUYECKUX UHHOBALIUI

2. lludppoBoii wHHOBAIMEH SABIAETCA JEATEILHOCTh JlemapTaMeHTa
3IpaBOOXpaHeHUs Topoda  MOCKBBI, KOTOpPBIH  SBIAETCS  CYOBEKTOM
BKCIIEPUMEHTATLHOTO IIPaBOBOTO pexuMa B chepe UG POBBIX
1 TEXHOJOTHUYECKUX WHHOBAILMH (/1aJie€ COOTBETCTBEHHO - AKCIIEPUMEHTAJIbHBIMN



IPaBOBOM PEXUM, CYOBEKT JKCIIEPUMEHTAJIBLHOIO IIPAaBOBOIO PEXKHUMA),
0 OCYIICCTBJACHUIO IMOJHOMOYMH M (YHKIUHA TIO CO3JIaHHIO YCIIOBUM
JUISL Pa3BUTHUS MEJAMIIMHCKOM TIOMOIIM M OOECIeUeHUusi €€ JOCTYIMHOCTH
U TpaXKJaH  TOCPEJACTBOM  OpraHu3alldd  TIpoIriecca  MOAMUCAHUS
B MEIUIIMHCKUX OPTaHU3aIMUAX TOCYJIapCTBEHHON CHCTEMBI 3JpaBOOXPaHEHUS
r. MOCKBBI, TIOJBEJJOMCTBEHHBIX CYOBEKTY DJKCIEPUMEHTAIBLHOTO IIPAaBOBOIO
pexuMa (manee - MEIUIIMHCKHE OpraHU3alliu, MOJIBEJOMCTBEHHBIC CYOBEKTY
AKCIIEPUMEHTAJILHOTO TPABOBOTO PEXHUMA) U  SBISIOMIMXCS YYaCTHHUKAMH
AKCTIIEPUMEHTAIILHOTO TTPAaBOBOI'0 PEeKUMa, HHPOPMHUPOBAHHOTO T0OPOBOJILHOTO
corjacus Ha MEIUIIMHCKOE BMEIIATEILCTBO MJIM OTKa3a OT MEIUIIMHCKOIO
BMEIIIATEJILCTBA TPAXIAHUHOM, OJHUM U3 POJUTENICH WJIM WHBIM 3aKOHHBIM
npeACTaBUTENIeM JIUIA, YKa3aHHOTO B 4acTu 2 ctaThu 20 denepalibHOro 3aKOHa
"OO ocHOBax OXpaHbl 3JI0POBbs TrpaxkjaaH B Poccuiickoit denepanun" (nanee -
3aKOHHBIA TIPEJCTaBUTENb), C MCIOJb30BAHUEM DJIEKTPOHHOU TIpaduuecKoi
MOJAMKUCH, a TakKXe MEIUIIMHCKUM PaOOTHUKOM MEIMIIMHCKUX OpraHHU3allui,
MOJBEJIOMCTBEHHBIX CYOBEKTY DKCIIEPUMEHTAJIBLHOTO IIPAaBOBOIO peXKHUMa
U SBIAIONIUXCS YYAaCTHUKAMH DKCIIEPUMEHTAJIBHOTO IIPAaBOBOIO peKHMMa

(mamee - MEAMIIMHCKUNM pabOOTHHMK), C HCIOJIB30BAHUEM DJIEKTPOHHOM
rpaduyeckoil MOJANMUCH WU YCWICHHOW KBaJIU(UIMPOBAHHOW 3JIEKTPOHHOM
noanucu (Janee - YCWIGHHAs TMOJIUCh) M TMOCIEAYIOIIeH mnepenaveit

UH()OPMUPOBAHHOTO JI0OPOBOJILHOTO corjacus Ha MEIUIIMHCKOE
BMEIIATEILCTBO UJIN OTKa3za  OT  MEIUIIMHCKOIO BMeIIaTeIbCTBA
B aBTOMATH3UPOBAHHYIO MH(OOPMAIIMOHHYIO cHCTeMY ropojia Mocksel "EnnHas
MEJUIIMHCKAsT WH(OpMAIIMOHHO-aHAIUTHYECKasi cuctema ropoja MockBbl'"
(manee - enquHasI cCUCTEMA).

3. dns peanuzanuu 1uppoBOM HMHHOBAIMM, YKa3aHHOWM B IYHKTE 2
Hacrosimerd [lporpaMmbel, CyOBEKT 3KCIEPUMEHTAIBLHOTO IPABOBOIO PEeKHUMaA
YTBEPXKIAET MOPSIIOK YUaCTHS METUIIMHCKUX OpraHU3alliii, MO IBEI0MCTBEHHBIX
CyOBEKTY SKCIHEPUMEHTAJIBHOTO IPABOBOTO pEXHWMa, M TOCYJapCTBEHHBIX
OpraHoB I. MOCKBBI B 9KCIIEPUMEHTAILHOM IIPABOBOM PEXUME, OMPECIISIOINIMA
B TOM 4HCJIe TPeOOBaHMS, KOTOPHIM OHH JOJDKHBI COOTBETCTBOBATD JIJIsl YUACTHUS
B OKCIIEPUMEHTAJIBHOM IPABOBOM pPEXKUME, TMOPAJOK HX IPUCOCTUHEHUS
K OKCIIEPUMEHTAJIbBHOMY IPABOBOMY PEKUMY, a TaKKe:

a) pa3Melaer Ha CBoeM OQHUIMAIBHOM caidTe B HWH(POpMAIIMOHHO-
TelleKOMMYyHUKalmoHHot cetn "WuTepuer" (manee - cerb "HHTepHer")
B paszaene "MeauuuHCKHE opraHuzanuu’  uHOOpPMAIMIO, COJACPKAIIYIO
CBEJICHHS 00 y4acTUU MEIUIMHCKUX OpraHu3alliuii, I0JIBEIOMCTBEHHBIX
CyOBEKTY JKCIIEPUMEHTAJILHOIO IPABOBOTO PEXHMa, B AKCIEPUMEHTAIBHOM



IPaBOBOM pEXKHMME, HAUMEHOBAHUE AKCIEPUMEHTAIBHOIO MPABOBOIO PEXKMMA,
PEKBU3UTBl HOPMAaTUBHOro ImpaBoBoro akrta IIpaBurtenscTtBa Poccuiickoi
®enepanuu, KOTOPbIM YCTAHOBIJIEH SKCIIEPUMEHTAIBHBIN IPAaBOBOM PEXKUM;

0) OCYIIECTBISIET AEATEIBHOCTD 10 pa3padboTKe, anpodaIi 1 BHEAPEHUIO
nupoBOl WHHOBAIMHM, YKa3aHHOW B TNyHKTe 2 Hacrtosmed [Iporpammei,
B JESATENbHOCTh MEIUIMHCKUX OpraHu3aliii, MOJBEJOMCTBEHHBIX CYOBEKTY
DKCHEPUMEHTAIILHOIO IPAaBOBOTO pPEXHMMa M SBISAIOMIMXCS YYaCTHHUKAMHU
DKCHEPUMEHTAIBHOIO IPABOBOTO PEXUMA, a TaKKE KOOPAMHALMI UX
JeSTENHLHOCTH B MpOIlecce MPUMEHEHHs YKa3aHHOHM IIU(POBOIl HHHOBAIINH;

B) B COOTBETCTBUM C MOPSAJKOM YYacTUs MEIUIIMHCKUX OpraHu3alluii,
MOJIBEIOMCTBEHHBIX CYOBEKTY OKCHEPUMEHTAIBHOIO IPABOBOIO PEXHUMA,
U TOCYJapCTBEHHBIX OpPraHoB I'. MOCKBBI B 3KCHEPUMEHTAIBHOM IPABOBOM
pekKUME TMPUHUMAET pElIeHHe 00 y4YacTMM MEAMIIMHCKUX OpraHu3alui,
MOJIBEIOMCTBEHHBIX CYOBEKTY OKCHEPUMEHTAIBHOIO IPABOBOIO PEXHUMA,
a TaKXe TOCYJIapCTBEHHBIX OpPraHoB T. MOCKBBI, HampaBUBIIMX CYOBEKTY
AKCHEPUMEHTAILHOIO IPABOBOTO PEXUMa 3asBICHHE O MPUCOEIUHEHUU
K DKCHEPUMEHTAJbHOMY IIPaBOBOMY pEXKHMY B KadyeCTBE Yy4YaCTHUKA
AKCIIEPUMEHTAJILHOTO  MPAaBOBOIO  pexuma  (Jajee -  IPETEHJICHT),
B DKCIEPUMEHTAJbHOM IIPAaBOBOM PEXUME B KA4eCTBE Yy4YAaCTHUKA
AKCHEPUMEHTAIILHOTO MTPABOBOr0 PEXUMA, BKIIHOYAs PEUICHUE O NMPEKPAILEHUU
CTaTyca y4aCTHUKA SKCIIEPUMEHTAIIBHOTO ITPAaBOBOrO PEKUMA;

r) opmupyer u BeAeT B CBOOOJHON (GopMe peecTp YYaCTHUKOB
AKCIEPUMEHTAIILHOTO MPABOBOT0O PEKUMA;

1) obecrieyrBaeT KOOPAMHAIMIO Tpolecca OO0ydYeHHs METUIMHCKUX
pabOTHUKOB TMpaBUJiaM M YCJIOBHSIM NPUMEHEHHUS LU(PPOBOH HHHOBAIUH,
yKa3aHHOM B MyHKTE 2 HacTosien [Iporpammer;

€) pa3MelaeT Ha cBoeM opulMaIbHOM caiiTe B cet "MHTepHET" mopsiI0k
ydacTuss ~ MEIUIMHCKUX  OpTraHM3alui, MOABEJOMCTBEHHBIX  CYOBEKTY
AKCHEPUMEHTAIILHOIO IPABOBOTO PEXUMA, M TOCYJAPCTBEHHBIX OpPraHoOB
r. MOCKBBI B 3KCIIEPUMEHTAJILHOM IIPABOBOM pEXHUME, a Takke HH(POpMaInio
00 J3KCHEPUMEHTAIBHOM IIPABOBOM PEXKHUME, B TOM 4YHUCIE 00 OTIWYHUAIX
CIEHHUAJIBHOTO PETYJIMPOBAHUs, MPEIyCMOTPEHHOro Hactosueil [Iporpammoii
U TIOJUIeKAIEr0 MPUMEHEHUIO K YKa3aHHbIM MPABOOTHOIICHUSIM, OT OOIIETro
peryJIMpOBaHMUs.

4. JIns ueneid Hacrogmed I[IporpaMMbl HMCHOJB3YIOTCS  CIIEAYIOLIUE
NOHSATHUA:

"cenuaNM3UpOBaHHbIA ~ TPOTPAaMMHO-aNMNapaTHbIA ~ KOMIUIEKC" -
NOPTATUBHBIA WM CTAlMOHAPHBIM KOMIUIEKC YCTPOWMCTB, HPUMEHSIEMBI



JUISE  O3HAKOMJIEHUSI C CoJiepKaHueM HHGOPMHUPOBAHHOTO J10OPOBOJIBLHOTO
corjacusi Ha MEJUIIMHCKOE BMEIIATENbCTBO WJIM OTKa3a OT MEIUIMHCKOIO
BMeEIIATEIbCTBA rpaXKJIaHUHOM WIH 3aKOHHBIM Ipe/ICTaBUTENIEM
U (WJIK) JUIsl TOJMCAHUS YKa3aHHBIX JOKYMEHTOB TPaXAaHMHOM HJIA 3aKOHHBIM
NPEJICTABUTENIEM C HCIOJIb30BAHUEM DJIEKTPOHHOW rpaduyecKkod MOAMKCH,
a TakXke MEIUIMHCKUM pa0OTHUKOM C HCHOJB30BAHHEM DJIEKTPOHHOM
rpaduyeckoi MOJNUCH WIH YCUICHHOU MOAIUCH;

"s7eKTpoHHAasT rpaduyeckas MOANMMCH' - TOANUCH TIpakJIaHWHA
WIM 3aKOHHOTO TMPEACTABUTENS, MEIUIMHCKOrO pPAOOTHUKA, BBINOJHsIEMAs
Ha CHeIUATU3UPOBAHHOM MTPOrpPaMMHO-AIMIAPaTHOM KOMILUIEKCE U Mpeodpazyemast
B DJIEKTPOHHBIA (opmaT st oOpabOTKH C HMCHOJIB30BAaHUEM JJIEKTPOHHBIX
BBIYHMCIIUTEIBHBIX MAIIUH, MPECTaBIAIoNas cO00M aHAIOr COOCTBEHHOPYYHOM
NOJAMUCH TpakJIaHWHA WJIM 3aKOHHOTO TMPEJCTABUTENS, MEIUIIMHCKOTO
paboTHUKa Ha OYMa)KHOM HOCHTEJIC.

[Tonstua '"MenuiuHckas opraHuzauus”, '"MeIMIIMHCKas TOMOIIb ",
"MEAUIIMHCKOE BMENIATENIbCTBO" M 'MalueHTt", UCHOJb3yeMble B HACTOSIIEH
[Iporpamme, uMEIOT 3HauyeHUsA, orpeaeneHHble DefepanbHbIM  3aKOHOM
"OO0 ocHOBax OXpaHbl 3I0POBbA rpaxkaaH B Poccuiickoit deneparnuu'.

[ToHsiTHS "MOHMTOPUHT HSKCHEPUMEHTAJIBLHOIO MPaBOBOrO pexuma',
"obmiee peryaupoBanue’, "opranu3anus IpeanIpUHIMATEILCKOT0 coo0IecTna",
"perynupyromuii opran", "cremuanbHoe peryaupoBaHue”, "yHOJIHOMOYEHHBIN
opran", "y4aCTHUK SKCIIEPUMEHTAJLHOIO IMPaBOBOro pexuma" u "nudpoBbie
WHHOBAIMKU'", HUCIONb3yeMble B Hacrosiileil IIporpamMme, uMerOT 3HadeHWs,
onpeneneHHbie denepaibHbIM 3aKOHOM 00 H3KCHEPUMEHTAIBHBIX TPABOBBIX
pexKUMax.

5.B MEOUIUMHCKUX OpraHu3alMsIX, MOJIBEJIOMCTBEHHBIX CYOBEKTY
HKCIIEPUMEHTAJILHOTO TPABOBOIO PEXHMMa U SBJISIONIMXCS  YYACTHUKAMHU
HKCIIEPUMEHTAJILHOTO TPABOBOT0 pexuMa, MHHOPMHUPOBAHHOE JI0OPOBOJIBHOE
corjacMe Ha MEIUIMHCKOE BMENIATEeNIbCTBO WM OTKa3 OT MEIUIMHCKOIO
BMeIaTeNbCTBA O(opmIIsieTcss B BHUJAE JOKYMEHTa Ha OyMaKHOM HOCHUTEJNe,
MOJIMUCAHHOTO TPAXKJAHUHOM WMJIM 3aKOHHBIM MPEICTaBUTENIEM, MEIUIIUHCKUM
paboTtHukOM, wuiu (opmupyercs B (HopMe DJIEKTPOHHOTO JOKyMEHTa
U COACPXKUT [laHHbIE TAlMEHTAa WM JIaHHbIE TMallUeHTa UM 3aKOHHOTO
IPEeJICTaBUTEIISA, TOJYYECHHBIEC U3 €IMHON CUCTEMBI.

6. MequuuHckuii  paOOTHUK HAa OYHOM IIpUEME  MPEIOCTaBISET
rpOXJAaHUHY WIM 3aKOHHOMY TMpPEACTaBUTENI0 B JOCTynHOW  ¢dopme
uH(poOpMaIlio, MpeaycMOTpeHHY0 yacThio 1 ctatbu 20 denepanbHOro 3akoHa
"OO ocHOBax OXpaHbl 3J0pOBbi rpaxaaH B Poccuiickoii ®denepanun",



1 o0eclieynBaeT O3HAKOMJIEHHE TPaKJAaHWHA WM 3aKOHHOTO MPEJACTABUTEINS
C coJepkaHueM c(QOpMUPOBAaHHOTO B (OpMe HIEKTPOHHOIO JAOKYMEHTa
NOCPEJCTBOM  (DYHKIIMOHAJIBHBIX ~ BO3MOXHOCTEH  €IUHOM  CHUCTEMBI
UH(OPMHUPOBAHHOTO J00pPOBOJILHOTO corjacus Ha MEIUITMTHCKOE
BMEIIATEIBCTBO MJIM OTKa3a OT MEIUIIMHCKOIO0 BMEIIATEIhCTBA MOCPEACTBOM
JEMOHCTpALMU Ha CHEIUATU3UPOBAHHOM MPOTPAMMHO-ANIAPATHOM KOMILIEKCE
cojiepKaHusi UHPOPMUPOBAHHOTO JOOPOBOJLHOIO COIIACHS HAa MEIUIIMHCKOE
BMEIIATEIHCTBO WM OTKA3a OT MEAUIIMHCKOIO BMEIIATEIbCTRA.

7. laHHbIC, yKa3aHHbIE B MH(POPMUPOBAHHOM JIOOPOBOJILHOM COTJIACHUU
HAa MEJUIMHCKOE BMEUIATEJILCTBO WJIM B OTKa3e OT MEIUIMHCKOTO
BMEIIATENbCTBA, KOTOPbIE CHOPMHUPOBAHBI B (DOPME IIIEKTPOHHOTO JOKYMEHTA,
MOTYT OBITh CKOPPEKTUPOBAHBI MEJIUIIMHCKUM paOOTHUKOM Ha 3Tare IpOBEPKH
KOPPEKTHOCTU 3alojHeHUs (QOpMbl JaHHBIMU TMAlMEHTa WIH JaHHBIMU
HalUeHTa U 3aKOHHOTO MPEJCTABUTENS.

8. Ilociie  BBIMOJTHEHUS  MEIUIMHCKUM  PabOTHUKOM  TpeOOBaHUM,
NPEeIyCMOTPEHHbIX  MYyHKTOM 6  Hacrtosimied  [lporpammbl,  rpaxaaHuH
WIM 3aKOHHBIM MPEACTaBUTEIb HA OYHOM MpPHUEME MOJMUCHIBAET JIEKTPOHHOM
rpadguyeckoil  moAMMCHIO  MH(DOPMUPOBAHHOE  JOOPOBOJILHOE  COIJIacHe
Ha MEJUIIMHCKOE BMEIIATEIbCTBO MIM OTKAa3 OT MEJUIMHCKOIO BMEIIATeNIbCTBA,
KOTOpbIE ChOPMUPOBAHBI B (POPME JIEKTPOHHOI'O IOKYMEHTA.

9. Ucnionb3oBanue Qakcumuiie s MOIANUCAHUS HHPOPMUPOBAHHOTO
JI00pOBOJIBHOTO cOrjlacusi Ha MEAMIIMHCKOE BMEIATEeNbCTBO WJIM OTKa3a
OT MEJIMIIUHCKOTO BMEIATEeIbCTBA HE JI0MTYCKAETCH.

10. UadopmupoBaHHoe JOOPOBOJIBLHOE COIJIacCH€ Ha MEAUIIMHCKOE
BMEIIATEIbCTBO WM OTKa3 OT MEAMIIMHCKOTO BMENIATENbCTBA, KOTOPHIE
chopmupoBanbl B ¢GoOpMe  DJIEKTPOHHOIO  JOKYMEHTa M  IOJIIUCAHBI
IPOXJAHUHOM WM 3aKOHHBIM IMpEACTaBUTENEM, MEAUIIMHCKUM PaOOTHUKOM,
3arpy>kKaroTcsi MEAUIIMHCKUM PAOOTHUKOM B €IMHYIO CHUCTEMY M BKIIOYAIOTCS
B MEJUIIMHCKYIO JIOKYMEHTAIIMIO MalleHTa.

11. MeauuHCKMe ~ OpraHu3allid,  MOJIBEIOMCTBEHHbIE  CYOBEKTY
HKCIIEPUMEHTAJILHOTO TMPAaBOBOIO0 pEXUMa M ABJISIONIMECS YYAaCTHUKAMHU
HKCIIEPUMEHTAJILHOTO IPABOBOTO pPEXHUMa, OOecrneunBaroT WHOOpPMUPOBaHUE
rpaxjaaH 00 y4acTHH B IKCIIEPUMEHTAIBLHOM IPABOBOM PEXUME MOCPEACTBOM
pa3MellleHrus COOTBETCTBYHOIIEH HH(oOpManuu Ha HHPOPMAIIMOHHOM CTEHJIE
B TaKOW MEJMIIMHCKON opraHu3aluu M (WIM) Ha CBOEM O(HUIMAILHOM cailTe
B ceTu "MHTepHeT".



III. CBeneHust O TEXHONOTHUSIX, IPUMEHIEMBIX B PAMKaX 3KCIIEPUMEHTAIIBHOTO
IIPaBOBOIO PEKHUMa, B COOTBETCTBHUH C MIEPEUHEM TEXHOJIOTH, YTBEPKICHHBIM
B COOTBETCTBUU C IMMYHKTOM 2 yacTu | ctateu 2 @enepalbHOroO 3aK0Ha
00 IKCTIEpUMEHTATBHBIX MTPABOBBIX PEKUMAaX

12. B paMkax 3KCHEPUMEHTAIBHOTO MPABOBOTO PEXKMMA MPUMEHSIOTCS
oTpacieBbie  MUGPPOBBIE  TEXHOJOTHM, B TOM  YHCJIE€  TEXHOJIOTHH,
HalmpaBJeHHbIE HAa MHUGPOBYIO TpaHCPOpPMAIMIO OTpaciel SKOHOMHKH,
BKJIFOYAs] TEXHOJIOTHYECKYIO TPaHCHOPMAIMIO TPOIECCOB, 3a/1eHCTBOBAHHBIX
B CO3JaHUHU NPOAYKTOB (YCIyr), a TakKXe TEXHOJOTMH B3aHUMOJICUCTBUS
C KOHTpareHTaMH.

IV. Llenu ycTaHOBIEHUS SKCIIEPUMEHTAIIBHOTO IIPAaBOBOIO pPEKUMa
B COOTBETCTBUH €O cTaThel 3 DenepanbHOro 3aKkoHa
00 3KCIIEPUMEHTAIBHBIX MTPABOBBIX PEKUMAX

13. [lenmsMu yCTAHOBJIEHHUS] SKCHEPUMEHTAIBHOTO IPABOBOIO PEXHUMA
SABJISTFOTCS:

a) paCUIMpEHHE COCTaBa, IOBBIIEHWE KayecTBa WJIM JOCTYIHOCTH
TOBapoOB, padOT U yCIIyT;

0) COBEpIICHCTBOBAHME  OOIIEr0 PEryJMpoOBaHUs IO  pe3yjbTaTam
peanu3anuu SKCIEPUMEHTAILHOTO IPABOBOTO PEKUMA;

B) CO3/]aHHE OJIATONPUSATHBIX YCIOBUHM JUIsl pa3pabOTKH W BHEAPEHHUS
1 pOBON MHHOBAIIMH, YKa3aHHOU B MyHKTe 2 Hactosmiei [IporpamMmel.

V. Cpok AeMCTBHS KCIIEPUMEHTAIBHOTO IIPABOBOTO PEKUMA

14. Cpok nencTBUs SKCIIEPUMEHTAIBHOTO IPABOBOI'0 PEKUMA COCTABIISAET
3 rona.

VI. Cpok yuactusi cyObeKTa 3KCIEPUMEHTAIBHOTO MPABOBOI0 PEXXUMa
B OKCIIEPUMEHTAJILHOM IIPABOBOM PEXUME

15. Cpox yuactusi cyObeKTa 3KCIEPUMEHTAIBLHOIO MPaBOBOTO pEXHMa
B JKCIIEPUMEHTAIILHOM IIPABOBOM PEXUME yCTAHABIMBACTCS HA CPOK JIEUCTBUS
HKCIIEPUMEHTAILHOTO IPABOBOTO PEKUMA.



VII. Teppuropus, B paMKax KOTOPOW YCTaHABIUBACTCS
JKCIIEPUMEHTAJIBHBIN IIPABOBOM PEXKUM

16. DxcniepuMeHTaNbHBIN MIPaBOBOM peXKUM yCTaHaBIMBaETCSA
Ha TeppPUTOpUH T. MOCKBBI.

VIII. [Tonoxenus (TpeboBanus, MpeANUCaHUs, 3aIPEThI, OTPAHUYCHUS)
OTJICJILHBIX aKTOB OOIIETO PEryJIUPOBaHUS, HE MOJUICKAINE TPUMEHEHUTO
B paMKax 3KCIIEPUMEHTAIBLHOIO IPABOBOTO PEKUMA, C YKA3aHUEM PEKBU3UTOB
Y CTPYKTYPHBIX €IMHUI] HOPMATHUBHBIX IPABOBBIX AKTOB,
COAEpKAIIMX TAKUE MOJIOKECHUS

17.He mnomiexar NTPUMEHEHUI0O B pPAMKAX JKCIIEPUMEHTAIBHOTO
MPAaBOBOTO pEXUMa CIEAYIOIIUE TOJOXKEHHUS OTACTbHBIX AaKTOB O0OIIEero
pEryJINpOBAHUS:

a)yactb 7 ctarbu 20 ®DepepanpHOro 3akoHa "OO OCHOBaxX OXpaHBI
3M0poBbsl TpaxkaaH B Poccuiickoit @enxepanuu’" B OTHONIEHWH CIOCO0A
MOJMUCAaHUS WH(OOPMHUPOBAHHOTO JTOOPOBOJIBHOTO COTJIACHSA HA MEAHUIIMHCKOE
BMEILIATEIBCTBO WM OTKa3a OT MEIWIMHCKOrO BMeEIIATeabCcTBA B (opme
AIEKTPOHHOTO TOKYMEHTAa;

0) ab3al; BTOpOM MyHKTa 9 TpeOOBaHUN K coaepkaHUuO U (opme
npenocTaBieHus WHGOPMALUKA O JACATEIbHOCTH MEIUIIMHCKUX OpraHu3alu,
pa3MeniaeMoil Ha OQUIMANBHBIX calTax MUHUCTEPCTBA 3pPaBOOXpPAHEHUS
Poccuiickoii ®@exnepauny, OpraHOB TOCYJAapCTBEHHOM BIJIACTU CYOBEKTOB
Poccniickont @enepannn, OpraHoB MECTHOTO CaMOYIIPABICHUSI U MEAULMHCKUX
opraHuzanuii B WHPOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHON cetn "MHTepHet",
YTBEP)KIEHHBIX NpHKa3oM MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
@eneparmu ot 13 mapta 2025 r. Ne 118H, B wactu cocraBa mH(pOpMAaIuH,
pasMemaeMoll Ha OQUIIMANIBPHOM CcaliTe opraHa TOCYJAAPCTBEHHOW BIACTH
cyowekta Poccwmiickoit ®enmeparum B cetm  "UHTepHer" B paszmene
"MenuuuHCKHE OpraHu3anuu’’;

B)IyHKTBI 6, 9 wu a63am Tperuid mnyHkra 10 mopsaka gadu
MH(OPMUPOBAHHOTO I00POBOIIBLHOTO COTJIaCHs Ha MEJIUIIMHCKOE
BMEIIATENBCTBO U OTKa3a OT MEJULMHCKOTO BMENIATENBCTBA, YTBEPKICHHOIO
nmpukazoM  MwuHucTepcTBa  3apaBooxpaHeHus — Poccmiickonn  denepaunu
or 12 wmos6ps 2021 1. Nel1051m, B wactm cmocoba TOAIMHUCAHUS
MH(OPMUPOBAHHOTO I00POBOIIBLHOTO COTJIaCHs Ha MEJIUIIMHCKOE
BMEIIATENBCTBO MJIM OTKAa3a OT MEAUIIMHCKOTO BMEIIATEIbCTBA.



IX. Tlonoxxenust (TpeGOBaHMS, MPEMUCAHUS, 3aMPETHI, OTPAHUYCHU),
coOJI0/IeHNEe KOTOPBIX SIBISETCS 00A3aTENbHBIM B COOTBETCTBUU
¢ [IporpamMmoii, eciu Takue MOJ0KEHUS HE MTPETyCMOTPEHBI aKTaMU
00II1ero peryIupoBaHus WA OTIIMYAIOTCS OT HUX

18. Ha ocHOBaHum perieHusi CyObeKTa SKCIEPUMEHTAILHOTO MPaBOBOTO
pekuMa O TPHUCOCIWHEHUU TMPETEHJCHTa K IKCIEPUMEHTATHLHOMY IMPABOBOMY
peKUMYy, TPUHATOTO B  COOTBETCTBMM C  MOJAMYHKTOM "B"  MyHKTa 3
Hactosimerd IIporpamMMbl, B MEIUIIMHCKOM OpraHW3aluy, MOJABEIOMCTBEHHOMN
CyOBEKTYy  OKCHEPUMEHTAIBHOTO TMPABOBOTO pEXUMA H  SBISIOIICHCS
YYaCTHHUKOM JKCIEPUMEHTAILHOTO TPABOBOTO PEXKUMa, HHGOPMHPOBAHHOE
T00pOBOJILHOE COTJIaCME Ha MEIUIIMHCKOE BMEMIATENIbCTBO WM OTKa3
OT MEJUIIMHCKOTO BMEMIATEIbCTBA, KOTOPBIC COJACPKATCA B MEIUIIMHCKOM
JOKYMEHTAIMU TpakJIaHWHA, OPOPMIISIOTCS B BUJE JTOKYMEHTa Ha OyMa)KHOM
HOCHUTEJIC, TIOJIMUCAHHOTO TPAXIAHWHOM WU 3aKOHHBIM TPEJICTAaBUTEIIEM,
MEJTUIIMHCKUM DPAOOTHUKOM, JHO0 (opMupyroTcs B (GopMe SIECKTPOHHOTO
JOKyMEHTa, TOAMHCAHHOTO TPAXIAHWHOM WJIH 3aKOHHBIM IMPEACTABUTEIIEM
C HCHOJB30BAaHUEM  DJIJIEKTPOHHOW Tpaduueckod TMOAMHCH, a TaKxKe
MEJUIIMHCKAM pPaOOTHUKOM C HCIOIb30BAHUEM JJICKTPOHHOU TpaduiecKoit
MO/IIMACH WITW yCHJICHHOM TIOJIITUCH.

NudopmupoBanHoe  100pOBOJIBHOE  cOTJlacMe HAa  MEAUITMHCKOE
BMEIIIATEJICTBO WJIM OTKa3 OT MEIUIIMHCKOIO BMENIATEIbCTBA 3aKOHHOTO
MPEICTaBUTEINSI MOTYT OBITH COPMHUPOBAHBI B (DOPME IIIEKTPOHHOTO JOKYMEHTA
IPY HATMYUU B MEAUIIMHCKON JTOKYMEHTAIIUU TAIMEHTa CBEJECHUN O 3aKOHHOM
npeacrasutene. [lpu  odopmienun UHOOPMUPOBAHHOTO JTO0OPOBOIHHOTO
corjacusi Ha MEJIUIIMHCKOE BMEMIATENIbCTBO TPaXIaHUH WA 3aKOHHBIN
MPEJCTaBUTENIb BIPABE OIMPEICINUTh JIMIl, KOTOPHIM B HHTEpEcax IMalueHTa
MOXET ObITh TepefaHa uWHGOpPMAIUS O COCTOSHHH €T0  3JI0POBbS,
B TOM YHCJIIE TIOCJIC €r0 CMEPTH.

19. Ha ocHOBaHum pemnieHusi CyObeKTa SKCIEPUMEHTAILHOTO MPaBOBOTO
pekuMa O TPHUCOCIWHEHUU TMPETEHJCHTa K IKCIEPUMEHTATHLHOMY IMPABOBOMY
PEKUMY, TPUHATOTO B COOTBETCTBUHU C IMOJIMYHKTOM "B" IMyHKTa 3 HacTosIIeH
[Iporpammbl, B MEAWIIMHCKON OpraHU3alluH, MOABEIOMCTBEHHOW CYOBEKTY
AKCIIEPUMEHTAJIFHOTO TIPABOBOTO pEXUMa U SIBJISIONMIEHCS yYaCTHUKOM
AKCIIEPUMEHTAJIFHOTO TIPABOBOTO peXuMa, WHHOPMHPOBAHHOE JTOOPOBOJIHHOE
corjacMe Ha MEIUIIMHCKOE BMEMIATEIbCTBO WM OTKAa3 OT MEIUIIMHCKOTO
BMeIIaTeIbCcTBA  odopmisieTcss B BUAE  JOKyMEHTa Ha  OyMa)XHOM
HOCHUTEJIC, TIOJIMUCAHHOTO TPAXIAHWHOM WU 3aKOHHBIM TPEJICTABUTEIIEM,



MEJUIIMHCKUM pabOTHUKOM, 100 ¢dopmupyercss B (popMe dIeKTPOHHOIO
JOKYMEHTa, MOAMUCAHHOTO TPaXJIaHWUHOM WJIM 3aKOHHBIM IPEACTaBUTEIEM
C  HCHOJIb30BaHUEM  DIJIEKTPOHHOM Tpaduyueckod MOAMHCH, a  TaKxKe
MEIUIIMHCKUM PAOOTHUKOM C HCIIOJIb30BAHUEM DJJIEKTPOHHOUN TIpaduueckoit
NOJAMUCH WJIM YCWIEHHOW TMOAMMCH, U BKJIIOYAETCS B MEIUIUHCKYIO
JOKYMEHTAIIUIO MallUeHTa.

20. Ha odunuansHOM cailTe cyObeKTa 3KCIEPUMEHTAIBLHOTO MPaBOBOTO
pexuma B cetu "HMHtepHer" B pasnpene "MeauuuHCKHME oOpraHu3anuu”
pasMemiaerca UH(OpMalusA, cojaepXamias CBEJAEHUS O  JIeITEeIbHOCTHU
MEIUIIMHCKUX OpraHu3alui, Y4acTBYIOIIMX B TEPPUTOPHAIBHOW MpOrpaMmme
roCyJapCTBEHHBIX TapaHTUil OECIUIATHOTO OKa3aHWs IpakJaHaM MEIUIIMHCKOM
NOMOIIM, BKJIIOYasl TOJHOE HAMMEHOBAaHUE, MECTO HaXOXICHHS, MOYTOBBIMI
aZipec, KOHTAKTHBIE Tele(pOoHbI, HOMepa TeJaedOHOB CIIPABOUYHBIX CIYKO, aapeca
AJIEKTPOHHOM TMOYTHI, BUABl MW MNPOPUINM OKa3bIBAEMOW MEIUIIMHCKOM
OMOIIM, CChUIKM Ha OQUUHUATIbHBIE CAUThl MEIUIMHCKUX OpraHU3aIMi
B cetu "MHTepHeT", a Tak)Xke yKa3aHME Ha Y4YacTUE TaKOW MEIUIIMHCKOU
OpraHu3allud B DKCIIEPUMEHTAJILHOM TIPABOBOM pEXHMME, HaUMEHOBAaHHE
HKCIIEPUMEHTAJILHOTO IPABOBOIO pPEXMMa M PEKBU3UTHI HOPMATUBHOTO
npaBoBoro akra IIpaBurenscrBa Poccuiickon  ®expepanuu, KOTOPHIM
YCTaHOBJIEH SKCIIEPUMEHTAJIbHBIN IPABOBOM PEKUM.

X. OrneHka pUCKOB MPUYUHEHUS Bpeia )KU3HU, 3]J0POBBIO
WM HMYIIECTBY YeJIOBEKa JIN0O0 UMYIIICCTBY FOPHIMYSCKOTO JIUIIA,
yiiep6a o6opoHe u (Mau) 6€301acCHOCTH rOCy/1apCTBa,
HUHBIM OXPaHICMBIM (eIepaabHbIM 3aKOHOM IICHHOCTSIM

21. B xonme peanu3aiuy dKCIEPUMEHTAILHOTO TIPABOBOTO PEKHUMaA MOTYT
BO3HHMKATh PUCKH TIOJIOMKH CHEIHAIM3UPOBAHHOTO MPOTPaMMHO-ANApaTHOTO
KOMITJIeKca, cOos B paboTe MPOTrpaMMHOTO OOECMEYEHUs, YCTAaHOBJICHHOTO
Ha CHEIUATN3UPOBAHHOM IMPOTPAMMHO-aNMNapaTHOM KOMILIEKCE, B PE3yibTaTe
TEXHUYECKOTO cOO0s1, HApYIICHUS TIPABWII SKCIUTyaTaIliu CHECIUATM3UPOBAHHOTO
MIPOTrPaMMHO-AIIIAPATHOTO KOMITJIEKCA.

22. 1lpyn yCTaHOBICHHM MEAWIIMHCKAM pPaOOTHUKOM (aKTa IOIOMKHU
CHEIUATN3UPOBAHHOTO  MPOTPAMMHO-AIMIIAPATHOTO KOMIUIEKCAa WM COOs
B paboTe MporpaMMHOTO 00ECTICUeHHs], YCTAHOBJIEHHOTO Ha CTICIIUATH3UPOBAHHOM
MPOTrPaMMHO-AIITAPATHOM KOMITJIEKCE, MEIUIMHCKUN paboTHUK odopmiIseT
WH()OPMUPOBAHHOE TOOPOBOIIHLHOE COTJIAacHe HAa MEIUIIMHCKOE BMEIIATEIHCTBO
WM OTKa3 OT MEIUIIMHCKOTO BMEIIATENIbCTBA B BUJIC JIOKYMEHTA Ha OyMaKHOM
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Hocutene.  CrHenualu3upoOBaHHBIA  MPOTPAMMHO-AMIAPATHBIA  KOMILJIEKC,
B paboTe KOTOPOTO BO3HHKIIA MOJIOMKA, TIOJJIE)KUT 3aMEHE.

23.B caydyae cbos B paboTe MPOrpaMMHOTO  OOecreueHus,
YCTAaHOBJICHHOTO  HA  CHCIHATU3UPOBAHHOM  IIPOrPaMMHO-aIapaTHOM
KOMIUIEKCE, MEAMIIMHCKUI PabOTHUK COOOIAET O BO3HHUKIIEM cOO€ CyOBeKTy
OKCIIEPUMEHTAIHLHOTO MTPABOBOT0 PEKUMA.

XI. Mepsl, HanrpaBJIEHHbIE HA MUHUMU3AIIMIO PUCKOB, YKa3aHHBIX
B pazaene X [Iporpammel, siBistonuecs 00s13aTeIbHBIME 17151 CyOBbeKTa
DKCIEPUMEHTAIIBHOTO ITPABOBOI0 PEKUMA

24. Mepsbl, HanpaBl€HHblE Ha MUHHMH3ALUIO PHUCKOB, YKa3aHHBIX
B pazgene X Hacrosamed IIporpammel, sBisitomuecs: 00s13aTeIbHBIMU
i cyOBeKTa IKCIEPUMEHTAIBHOTO MTPABOBOIO PEKKUMA, BKITIOYAIOT:

a) mojiepKaHue B pabOTOCIIOCOOHOM COCTOSIHUM CTICIIHATU3UPOBAHHBIX
IIPOTrPaMMHO-AIIAPATHBIX KOMIIEKCOB;

0) oOyuyeHue MEIUUMHCKUX pa0OTHUKOB IMpaBUjaM 3KCIUTyaTaluu
CHEUATU3UPOBAHHOIO IPOrPAMMHO-AIIIAPATHOTO KOMILIEKCA C MOCIEAYIOIIEH
IIPOBEPKOU UX 3HAHUU U HABBIKOB.

XII. [TepeueHpb CyOBEKTOB 3KCIEPUMEHTAIBHOTO TIPABOBOTO pPeXUMa

25. CyOBbeKkToM DJKCHEPUMEHTATBHOTO TMPABOBOTO pEeXUMa SBISETCS
HenaprameHT 3apaBooxpanenus ropoga Mocksel (OI'PH 1037707005346).

XIII. Ilepedens aui U3 npeaycMoTpeHHbIX [IporpaMMoil y4acTHUKOB
HKCIEPUMEHTAIBHOIO IIPABOBOI0 PEXKUMA, K KOTOPBIM B paMKax
HKCIIEPUMEHTAIILHOIO IIPABOBOT0 PEKUMA MIPENBABIIACTCS
TpeOoBaHHE 00 OTCYTCTBUU CYIUMOCTHU

26. TpeboBanue 00  OTCYTCTBHM  CYIUMOCTH K  y4YacTHHUKaM
AKCIIEPUMEHTAJILHOTO TIPABOBOTO PEKUMA HE TIPEIBSABIISACTCS.
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XIV. Ilepeuenb TpebOBaHM, IPEABIBIIEMBIX K CYyOBEKTaM
DKCIEPUMEHTAIIBHOTO IIPABOBOI'0 PEKUMA, KOTOPBIM OHU JOJIKHBI
COOTBETCTBOBATh HAPALY C TPEOOBAHUSMU, TTPETYCMOTPEHHBIMU
nyHkTamu | - 4 yactu 1 crareu 8 denepanbHOro 3aKoHa
00 AKCTIEpUMEHTATBHBIX MTPABOBBIX PEKUMaX

27. CyOBeKT  SKCIEpUMEHTAIBHOTO  IPaBOBOIO  peXUMa  HapsIy
Cc TpeOOBaHMSIMH, TMPEAYCMOTPEHHBIMU MyHKTamu 1 -4 wactu 1 crarbu 8
denepalbHOTO 3aKOHA 00 OKCHEPUMEHTANbHBIX TPABOBBIX  PEXHUMAX,
JOJDKEH COOTBETCTBOBATH TPEOOBAHMSAM, MPETYCMOTPEHHBIM OCOOCHHOCTSIMHU
npuMeHeHus: monoxeHudt dexepanbHoro 3akoHa "OO SKCHIEPUMEHTATBHBIX
MPaBOBBIX peXXUMax B cepe nundpoBsix nHHOBaIMi B Poccuiickoit @eneparmn”
K [OpPaBOOTHOIICHMSM, BO3HHMKAIOIIUM B CBS3M C  YCTaHOBJICHHEM
U peanu3alMedl SKCHEpPUMEHTAIbHOIO IPAaBOBOrO pexumMa B cdepe
u(POBHIX WHHOBAIMI MO HAMpPaBIEHUIO "TPEAOCTABICHHE TOCYAAPCTBEHHBIX
M MYHUUMIAJIBHBIX  YCIYT M OCYLIECTBIEHUE  TOCYAapCTBEHHOTO
KOHTpOJIsL (HaJa30pa) MU MYHHUIMIAIBHOIO KOHTPOJS, OCYIIECTBIEHUE HHBIX
MOJTHOMOYHM U (PYHKUIUN TOCYJapCTBEHHBIMH OpraHaMu M OpraHaMé MECTHOTO
caMoOylpaBiieHusA",  yTBEPXKJIEHHbIMM  IocTaHoBiIeHMeM  IIpaBurenbcTBa
Poccutiickoit ®eneparun ot 1 gexadps 2020 . Ne 1978 "O6 ycraHOBICHHUH
0COOEHHOCTEH IIPUMEHEHUS ITOJI0KEHU I denepanbHOTO 3aKOHa
"O0 3KCIepUMEHTANIBHBIX MPABOBBIX peXHMax B chepe MUPPOBBIX WHHOBALIMIA
B Poccuiickoii =~ ®Depepanuu" K  NPaBOOTHOUIEHUSM,  BO3HHUKAIOIIUM
B CBSI3M C YCTAHOBJIEHHWEM M peaju3allMedl 3KCIEePUMEHTAIBHOTO IPABOBOTO
pexxuma B chepe muppOBBHIX MHHOBALMK MO HAMPABIECHHUIO "MpEIOCTaBIICHHE
rOCyJapCTBEHHBIX M MYHUUMIAJIBHBIX  YCIyT M OCYLIECTBJICHHE
rOCyJJapCTBEHHOTO KOHTpOJisi (Haa30pa) W MYHMIIMIAILHOIO KOHTPOJIS,
OCYIIECTBIICHNE MHBIX MMOJHOMOYUN M (PYHKIMA rOCYAapCTBEHHBIMH OpraHaMH
Y OpraHaMu MECTHOI'0 caMOynpaBieHus" .

XV. Bo3MOXXHOCTh MMPUCOCTUHEHUS UHBIX CYOBEKTOB
K OKCIIEPUMEHTAIBHOMY IIPAaBOBOMY PEXKUMY,
MOPSIAOK TAKOTO MPUCOECTUHEHUS

28. [IpucoenvuHenne  HUHBIX  CYOBEKTOB K  SKCIEPUMEHTATBHOMY
MIPaBOBOMY pPEXKHMY BO3MOXHO B TMOpAJKE, YCTAaHOBJICHHOM cTarheu 11
®denepanbHOTO 3aKOHA 00 SKCIIEPUMEHTAIBHBIX MMPABOBBIX PEKUMAX.
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XVI. OcHoBaHUs U CPOKH MPUOCTAHOBJICHUS CTaTyca CyObeKTa
AKCIEPUMEHTAIIBHOTO MPABOBOTO PEKMUMA B COOTBETCTBUU
c yacThio 1 cratbu 12 @enepanbHOro 3aKOHa
00 AKCTIEpUMEHTAIBHBIX MTPABOBBIX PEKUMAaX

29. Ctatyc CcyOBEKTa HSKCIEPUMEHTAJIBHOTO  IPABOBOTO  pEXKUMA
IIPUOCTAHABIIMBAETCA B CIEAYIOIIMUX CIIydasx:

a) HETIPEJCTaBJICHUE CYOBEKTOM  HKCIEPUMEHTAIBHOTO  MPaBOBOTO
pexuma cBeJeHUH 00 uTOorax JAesATeNIbHOCTH B paMKaxX pealn3aluu
AKCIIEPUMEHTAJIBFHOTO MPaBOBOTO peXuMma M (WJIH) CBEICHHA O JIeATEIbHOCTH
B paMKax peaJu3alid  3KCIEPUMEHTAJIbHOTO  MPAaBOBOIO  peXUMA,
MPEyCMOTPEHHBIX COOTBETCTBEHHO pazfenamu XXVII m XXXI nHacrodiein
[Iporpammel, a Takke MNPEACTaBICHUE HEMOJHBIX W (WIM) HEIOCTOBEPHBIX
cBeneHui. B TakoM ciydae ctatyc cyOBEKTa 3KCIEPUMEHTAIBHOIO MPABOBOTO
peXuMa MPUOCTAHABIMBAETCA JO MOMEHTa MPEICTaBIEHUs HEOOXOIUMBIX
CBEJICHUIA;

0) BbIsIBIGHWE ~ XOTd  Obl  OZHOTO  HApylIeHWs  TpeOOBaHUM,
npeaycMotrpeHnbix  pasgenamu [X - XI wacrosmenn Ilporpammel. B 3Tom
clyyae CTaTyc CyOBeKTa HSKCHEPUMEHTAIBHOTO  MPABOBOTO  PEXKHUMA
MIPUOCTAHABIMBAETCS /10 YCTPAHEHHUS BBIABICHHBIX HApPYIIEHUH CYOBEKTOM
AKCIIEPUMEHTAIBLHOTO IPABOBOTO PEKUMA;

B) YCTaHOBJIEHUE (DaKTa HECOOTBETCTBUSL CYOBEKTa HKCIIEPUMEHTAIBLHOTO
MIPaBOBOr0 peKMMa TpeOOBaHUSM, YCTAHOBICHHBIM ITYHKTOM 3 OCOOEHHOCTEM
MpUMEHEHUs1 ToJoxeHu @PenepanbHOro 3akoHa "OO HKCHEpUMEHTATbHBIX
MPaBOBBIX pexxHMax B cepe uudpoBbix nHHOBaLMM B Poccuiickoit denepanun’
K TIPABOOTHOILIEHUSIM, BOSHUKAIOIUM B CBSI3U C YCTAHOBJIEHUEM U peajiu3alueit
AKCIIEPUMEHTAJIBFHOTO TMPABOBOrO pexuma B cdepe HUPPOBBIX HHHOBALMIMA
[0 HAIpaBJIEHUIO "TPEJOCTABIECHHE TOCYAAPCTBEHHBIX WU MYHHIIMIAIbHBIX
YCIYyr M OCYHIECTBIEHHME  TOCYAApCTBEHHOIO  KOHTpois  (Haza3opa)
Y MYHHUIMIAIBHOTO KOHTPOJIS, OCYIIECTBICHUE WHBIX MOJTHOMOYMN U (DYHKIIHIA
roCyJapCTBEHHbIMM OpPraHaMM W OpraHaMHd MECTHOIO CcaMOyIpaBieHud",
YTBEPKACHHBIX MocTaHoBIIeHWEM IIpaButensctBa Poccuiickoit ®Peneparuu
ot 1 mexabps 2020 r. No 1978 "OO6 ycTaHOBIEHUM OCOOEHHOCTEW MPUMEHEHUS
nosnoxkeHudt ®PenepanbHoro 3akoHa "OO HKCIEPUMEHTAJIBHBIX MPABOBBIX
pexumax B cdepe uudppoBeix uHHOBaNUWU B Poccuiickoit ®enepanun”
K TIPAaBOOTHOIIIEHUSIM, BOZHUKAIOIUM B CBSI3U C YCTAaHOBJIEHUEM U pealiu3alfeit
AKCIIEPUMEHTAJIBFHOTO TMPABOBOrO pexuma B cdepe HUPPOBBIX HHHOBALMIMA
[0 HAIpaBJIEHUIO "TPEJOCTABIECHHE TOCYAAPCTBEHHBIX WU MYHHIIMIAIbHBIX
YCIYyr M OCYHIECTBIEHHME  TOCYAApCTBEHHOIO  KOHTpois  (Haa3opa)
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Y MYHUIIMITAJIbHOTO KOHTPOJIS, OCYIIECTBICHHE WHBIX MOJHOMOYMI U (QYyHKIIHIA
rOCyJJapCTBEHHbIMU OpraHaMM MW OpraHaMM MECTHOrO CaMOYNpaBieHUs'".
B sTom cnyudae craryc cyOBeKTa HKCIEPUMEHTAJIBLHOTO IMPABOBOIO PEKUMA
PUOCTAHABIIMBAETCS JI0 YCTPAHEHHUs BBISBIICHHBIX HApYIIEHUH CYyOBbEKTOM
AKCIEPUMEHTAIILHOTO MPABOBOT0O PEKUMA;

r) MOCTyIUIeHne B MUHHUCTEPCTBO  AKOHOMHUYECKOTO  Pa3BUTHS
Poccuiickoit  depeparuun  oOpaleHuss  CyObEKTa  AKCIEPUMEHTAJILHOTO
OpaBOBOrO  pEeXHMMa O  TMPUOCTAHOBJIEHHMM €ro  craryca cyObekTa
HKCIIEPUMEHTAJILHOTO MPaBOBOTO pexkuma. B aTom ciyuyae cratryc cyObekTa
AKCIEPUMEHTAIIBHOIO MPABOBOTO PEXUMa IPUOCTAHABIMBAETCS Ha CPOK,
yKa3aHHbBIA B TAKOM OOpAIllEHUH.

XVII. OcHoBaHust BO30OHOBJICHHS cTaTyca CyObeKTa
HKCIEPUMEHTAIIBHOTO IPABOBOI0 PEKUMA

30. Cratryc cyOBeKTa OSKCHEPUMEHTAIBHOTO  MPABOBOTO  pEeXUMa
BO300OHOBJISICTCS TIO CIICAYIOIIUM OCHOBAHUSIM:

a) mpeacTtaBieHue B  MUHHUCTEPCTBO  3KOHOMHUYECKOTO  Pa3BUTHUSA
Poccuiickonn @enepann 1 MuUHHCTEPCTBO 3apaBooxpaHeHus Poccuiickon
denepanuu, a TakkKe B OPTaHHU3AIMI0 MPEANPUHUMATEIBCKOTO CO00IIecTBa
CBeJIeHUH 00 UTOTax JMEATEeILHOCTH B PAMKaX peau3aiii dKCIEPUMEHTATHHOTO
MIPAaBOBOIO pEXUMa M CBEJACHUU O JEITEJIBbHOCTH B paMKaxX pealn3aluu
AKCIEPUMEHTAILHOTO MPABOBOI0 PEXUMA, MPEyCMOTPEHHBIX COOTBETCTBEHHO
pazgenamMun XXVII m XXXI Hacrosmen IIporpammsl, Win yTOYHEHHBIX
CBEJICHWH,  COJEpXKallUX  TOJHYO M  JIOCTOBEpHYIO  HH(pOpMAaInIo
0 JICSITEJIbHOCTH B pPaMKaxX 3KCIIEPUMEHTAIBHOTO MPABOBOTO pexuma (B ciaydae
€CM  CTaTyc  CyOBbeKTa  JKCHEPUMEHTAIBHOTO  TPABOBOTO  PEKHUMa
MIPUOCTAHABIIMBAETCA 110 OCHOBAHMIO, YKa3aHHOMY B MOANyHKTE "a" myHkTa 29
Hacrosen [Iporpammer);

0) mpeacraBieHre B~ MUHHCTEPCTBO  DKOHOMHYECKOTO  Pa3BUTHS
Poccuiickoii  ®enmepanun  wHbOpMAMK 00  YCTPAaHEHHH  CYOBEKTOM
AKCIEPUMEHTAIILHOTO MPABOBOTO PEXUMa HApyUICHUU (B cllydae €CJM CTaTycC
CyOBeKTa JKCIIEPUMEHTAJIHLHOTO TMPABOBOTO PEKMMa TMPHUOCTAHABINBACTCS
[0 OCHOBaHUSAM, YKa3aHHBIM B TOJMyHKTax "0" m "B" myHkTa 29 Hacrosmiei
[Iporpammsi);

B) UCTEUCHHE Cpoka PUOCTAHOBJICHUS craryca cyOBekTa
AKCIIEPUMEHTAJILHOTO TIPABOBOTO PEXUMA, YKA3aHHOTO B 0OpaleHnu cyObheKTa
AKCIEPUMEHTAIILHOTO MPABOBOTO PEXMMa O MPUOCTAHOBJIEHWHM €ro craTyca
CyOBeKTa HKCIIEPUMEHTAIHLHOTO TMPABOBOTO pPEXUMa (B CIydae €CIH CTaTycC
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CY6’L€KTa OKCIICPUMCHTAJIBHOTO IIPABOBOI'0 PCKHMaA IMMPHUOCTAHABINBACTCA
n_n

10 OCHOBaHWIO, yKa3aHHOMY B moAmyHkTe 'r" myHkTta 29 HacTosmei
[Iporpammubr).

XVIIIL. OcHoBanus ¥ CPOKHU MIPEKPAIICHHS cTaTyca CyObeKTa
AKCIIEPUMEHTAIBHOTO IPABOBOr'0 PEXKUMA B COOTBETCTBUU
C 4acThio 2 cTtathi 12 denepanbHOro 3aKoHa
00 AKCTIEpUMEHTATBHBIX MTPABOBBIX PEKUMaX

31. Cratyc cyObeKTa O3KCIEPUMEHTAJIBHOTO IPABOBOTO  pPEXKUMA
IIPEKPAIAETCs] IO OCHOBAHWIO, YKa3aHHOMY B IIyHKTE 2 4acTh 2 cTaTbu 12
denepalbHOTO 3aKOHA 00 OKCHEPUMEHTANbHBIX TPABOBBIX  PEXHUMAX,
a TaKkkKe B COOTBETCTBHHM C 3asBIIEHUEM CYOBEKTa SKCIEPUMEHTAIBLHOTO
NpaBOBOTO  peXHMMa O  MOPEeKpaleHuH  ero  craryca  cyObekTa
AKCIIEPUMEHTAIBHOTO IPABOBOr0 PEKUMA.

32. Ilpekpaimienne craryca CyObEeKTa HKCIEPUMEHTAILHOTO IPaBOBOTO
peXumMa  OCYIIECTBII€TCA B  CpPOKH, YycTaHOBJIeHHble IlonoxeHuem
O npuHATHM MUHHCTEPCTBOM JKOHOMMYECKOIO pa3BUTHA Poccuiickoi
denepanyu pemieHns 0 MPUOCTAHOBICHUN WM MPEKPAILEHUH CTaTyca CyObeKTa
AKCIIEPUMEHTAJIBHOTO IMPABOBOrO0 pexuma B cdepe LUPPOBBIX HHHOBALMIA
B OKCIIEPUMEHTAJbHOM IIPAaBOBOM pEXUME B cdepe LUPPOBBIX HHHOBALMIA
1 00 yBeIOMJICHUH CyOBEKTa SKCIIEPUMEHTAIBHOTO TIPABOBOTO PeKnUMa B cdepe
nU(GPOBBIX HWHHOBAIIMM O TMNPUHATHH TaKOrO PELICHHS, YTBEPKICHHBIM
nocraHosneHreM [IpaButensctBa Poccuiickoii @enepaunu ot 19 Hos0ps 2020 r.
Ne 1888 "OO ytBepxaenun IlonoxkeHus o mnpuHATHH MUHUCTEPCTBOM
DKOHOMUYECKOI0 pa3sBUTUA Poccuniickon ®enepanun pelLeHus
O MPHUOCTAHOBJICHUN WJIM MPEKPAIICHUH CTaTyca CyObeKTa SKCIEPUMEHTATLHOIO
MPaBOBOTO pexuMa B chepe IMUPPOBBIX HMHHOBALMN B JKCHEPUMEHTAIBHOM
NpaBOBOM pexuMe B chepe HUDPOBHIX HHHOBAIMK U 00 YBEIOMIIEHUHU
CcyOBbeKTa OHKCIEPUMEHTAJIbHOTO TMPABOBOTO pexuMa B cdepe HUDPOBBIX
WHHOBAIM{ O NPUHSATUU TAKOTO perieHus".

33. Pemienne 0 MpEKpaIIeHUH CTAaTyca CyObEKTa IKCIEPUMEHTATIHLHOTO
MPABOBOTO PEKMMa Ha OCHOBAHWUHU 3aABIIEHUSI CyOBEKTa 3KCIEPUMEHTAIBHOTO
NpaBOBOTO  peXHMMa O  MOPEKpalleHuH  ero  craryca  cyOBbekTa
AKCIIEPUMEHTAJIBHOTO IPAaBOBOIO pPEXHMMa MNpUHUMAETCs MUHUCTEPCTBOM
HKOHOMHUYECKOTO pa3BuTHs Poccuiickoit @enepanuu B TeueHre 5 pabouux nHel
CO JIHS, CJIEIYIOLIEro 3a JHEM IOJIy4YeHUs MHUHHUCTEPCTBOM 3KOHOMHMYECKOTO
pasButusa Poccuiickoit denepanyu Takoro 3asBJICHUS.
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XIX. Kputepun HapyumeHus monoxenuit IIporpamMmmsr

34. Kpurepuem HapylleHUs IOJOXKEHUH Hacrosmer IIporpaMmsl
(3a uckIIroUeHHEeM TpyOoOro HapyiieHus MoJoKeHu Hactosmeld [Iporpammer)
aBisieTcs HecoOmoaeHue Tpebopanuit pazgenoB I, III, XI w XXVII
Hactosien [IporpamMmel.

XX. Kpurepuii rpyboro HapyuieHus mnonoxenuit [Iporpammer

35. Kputepuem rpy0oro HapyIieHus MooxeHui HacTosmiei [IporpamMmbl
SABIISICTCSI  HApYIICHUE  OOS3aTeNbHBIX  JJIsi  BBIMIOJHEHHUS  CYOBEKTOM
AKCIIEPUMEHTAILHOTO TIPABOBOTO pEeXUMa HOPM, YKazaHHBIX B pazzaene [X
Hactosimen [Iporpammel.

XXI. OcHOBaHUA U CPOKU IPHUOCTAHOBJIEHUS AEHCTBUSA
AKCIEPUMEHTAIBHOIO MPABOBOTO PEXUMA B COOTBETCTBUNU
c yacthio 1 cratbu 16 @enepanbHOro 3aKOHA
00 AKCTIEpPUMEHTAIBHBIX MTPABOBBIX PEXKUMAaX

36. lelictBue AKCIEPUMEHTAIIBHOTO IIPaBOBOTO pexuMa
MPUOCTAHABIIUBACTCS:

a) 10 OCHOBAHMSIM, TMPEAYCMOTPEHHBIM MyHKTamMu 1 u 2 yactu 1
ctatbu 16 @enepanbHOro 3aKk0Ha 00 SKCIEPUMEHTAIBHBIX MIPABOBBIX PEXKUMAX;

0) Ha OCHOBaHUM 3aABJICHUS] CYOBEKTa SKCIEPUMEHTAILHOIO MPaBOBOTO
pEeKKMa O IPUOCTAHOBIICHUH JEMCTBUS SKCIIEPUMEHTAIBHOTO MPABOBOTO PEXKHUMA.

37. JleiicTBHME SKCIEPUMEHTAIBLHOTO IPABOBOIO PEKHMMa MOXKET OBITh
IIPUOCTaHOBJIEHO HA CPOK JI0 3 MECSLIEB.

38. CpoK NpUOCTAaHOBJICHHS JIEWCTBUS IKCIIEPUMEHTAIBHOIO IPaBOBOIO
pekrMMa  yCTaHABJIMBAE€TCA B  COOTBETCTBUM C TOyHKTOM 6 [lpaBun
MIPUOCTAHOBIICHUS ACUCTBUS SKCIIEPUMEHTAIBHOTO MIPABOBOTO peKuMa B cdepe
UM(POBBIX WMHHOBALMWA, MPEKpalleHUs] JEUCTBUS  SKCIEPUMEHTAIbHOTO
MpaBOBOr0O pexuma B chepe HUPPOBBIX MHHOBALMN, YBEIOMIICHHS CyObEKTa
AKCIIEPUMEHTAJILHOTO TMPABOBOrO pexuma B cdepe HUPPOBBIX HHHOBALMIA
WIM  CyOBEKTOB 3KCHEPUMEHTAJIBHOIO MpPaBOBOTO pexuMa B cdepe
HM(POBBIX HMHHOBALMK O MPUOCTAHOBJICHUM WJIM MNPEKPAIIEHUN JEHCTBUS
AKCIIEPUMEHTAJILHOTO MPAaBOBOIO pexuMa B cdepe HUPpPOBBIX MHHOBAIUH,
YTBEPXKJIECHHbIX TocTaHoOBIeHUEM IlpaBurenscrBa Poccuiickon ®Denepanuu
ot 15 nexabps 2020 r. Ne 2116 "O6 yrBepxkaenun [IpaBusl npuocTaHOBICHHUS
JNEUCTBUS D3KCHEPUMEHTAIBHOIO TIPABOBOTO pekUMa B cdepe HUPPOBBIX
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WHHOBAIMH, MPEKpaIleHUus JeHCTBUS SKCIEPUMEHTAIIBHOTO MPABOBOTO PEKUMaA
B c(epe nudpoBbIX UHHOBAILIMM, YBEIOMJIEHUS CyOBEKTa 3KCIEPUMEHTAIBHOTO
OpaBOBOro pexuma B cdepe UUGPOBBIX MHHOBAIMK WM CyOBEKTOB
HKCIIEPUMEHTAJILHOTO TPABOBOrO0 pexuma B cdepe HUPPOBBIX HHHOBAILIMIMA
O TPUOCTAHOBJICHUU WM TMpPEKpPAlIeHUH JEHCTBUA DKCIEPUMEHTAIBHOTO
IPaBOBOTrO pexuMa B cpepe nudpoBbIX MHHOBALIUN'".

XXII. OcHOBaHUA TOCPOYHOIO MPEKpaIeHUs JeUCTBUS
AKCIIEPUMEHTAIBHOTO IPABOBOr'0 PEXKUMA B COOTBETCTBUU
C 4acThio 2 cTtatbu 17 DenepanbHOTo 3aKOHA
00 AKCTIEpUMEHTATBHBIX MTPABOBBIX PEKUMaX

39. JleiicTBME SKCHEPUMEHTAILHOIO IPAaBOBOIO pPEKHUMA JOCPOYHO
IIpEKpaIaeTcss MO OCHOBAaHUSAM, HPEIyCMOTPEHHBIM IIYHKTOM 1, a03amamu
NEPBBIM - YETBEPTHIM MOANYHKTa "a" M moamyHKTOM "O" myHKTa 2 4YacTu 2
ctatbu 17 @enepanbHOTO 3aKOHA 00 HKCIEPUMEHTAIBHBIX MPABOBBIX PEKHUMAX,
a TaKkkKe B COOTBETCTBHHM C 3asfBIIEHUEM CYOBEKTa SKCIEPUMEHTAIBLHOTO
IIPABOBOr0 PEXHUMa O JTOCPOYHOM IPEKPALIEHUH JIEHCTBHS 3KCIEPUMEHTAIBHOIO

IMpaBoOBOI'o pCXKnuma, IMoJJaHHbIM B ynOHHOMOquHBIﬁ OopraH.

XXIII. ITopsnok 1 yClnoBUs UCIIOIb30BaHUS POLYKIIHH,
MPOU3BEAECHHON U (UJIM) anpoOHpyEMOil pU peain3anuu
JKCIEPUMEHTAIBHOIO MPABOBOTO PEXUMA

40. [Tpou3BOACTBO  HPOAYKUMH B  paMKax  AKCIEPUMEHTAIbLHOTO
MIPaBOBOTO PEKKUMA HE MPEAYCMOTPEHO.

XXIV. Ilopsaaok v yCI0BHS UCIIOJIb30BaHUS PE3YIILTATOB
VHTEJUICKTYaJIbHOU JESATEIIbHOCTH, CO3/1aBAEMBIX B TOM UHCIIE
C IPUMEHEHHUEM TE€XHOJIOTUN UCKYCCTBEHHOT'O UHTEJUIEKTA
IIPU peAIN3alNHU SKCIIEPUMEHTAIIBHOTO IIPABOBOI0 PEKUMA

41. IopsiioK M YCIIOBHS MCTIOJIb30BAHUS PE3YJIbTATOB UHTEILIEKTYJIbHOM
JNEATENBHOCTH, CO3JaBa€MbIX B TOM YHUCJIE C MPUMEHEHUEM TEXHOJIOTHI
HMCKYCCTBEHHOI'0 MHTEJUIEKTA MPU pealnu3alyi SKCIEPUMEHTAIBHOTO MPABOBOTO
pexxnma, Hactosiuier [IporpaMmoit He yCTaHaBIMBAKOTCA.



17

XXV. ®enepanbHblil Oprad UCIOJIHUTEIBHON BIACTH,
OCYIIECTBIISIOMUN (DYHKIIMH 11O BEIPAOOTKE TOCYJaPCTBEHHOM MOTUTHKA
Y HOPMATUBHO-IIPABOBOMY PETYJIMPOBAHUIO 110 HAIIPABJICHUIO
3KCIIEPUMEHTAJIBHOTO IPABOBOr0 PEXUMA

42. ®enepaabHBIM OPraHOM MCHOJHHUTEIIBHON BJIACTH, OCYIIECTBIISIIOIIAM
GyHKIMM 1O BBIPAOOTKE TOCYJAPCTBCHHOW TMIOJIMTHKA W HOPMAaTHUBHO-
IIPaBOBOMY PETYJIMPOBAHUIO 10 HANIPABICHUIO YKCIIEPUMEHTAIIBHOTO MPABOBOTO
pexuma, siBisieTcst MUHUCTEPCTBO 3/1paBooxpanenus Poccuniickoit denepannu.

XXVI. Opran, ocymiecTBIAIOMUN KOHTPOJIbHbIE (HaA30pHBIE) HYHKIUU
B pPaMKax 3KCIIEPUMEHTAIbHOI0 MPABOBOr0 PEXKUMA, a TAKKE MOPAIOK
OCYIIECTBICHUS 3TUX (PYHKIIHH, B TOM YUCJIE TTOPSAIOK OPTaHU3AINN
Y TIPOBEJICHUS MPOBEPOK COOMIOAEHUS nosiokeHui [IporpamMmmbl

43. KonTposapHble (Haa30pHbIe) GYHKLIHUN B PaMKax SKCIIEPUMEHTAIbLHOTO
MPaBOBOTO PEXHMa, B TOM YHCJIEe (PYHKIHMH MO OPTaHHU3aIUN U TPOBEICHHUIO
MPOBEPOK COOMIOACHHSI TOJOKEHUH HacTosmel [IporpaMMel, peamu3yroTcs
TEPPUTOPHAIBHBIM OpraHoM @PenepanbHOl CiIykObl 1O Haa30py B cdepe
3npaBooxpaHeHusa mo r. MockBe u MOCKOBCKON 00J1aCTH, OCYIIECTBIISIONIUM
(dbenepanbHbIN TOCYJAPCTBEHHBIM KOHTPOJb (HAA30p) KayecTBa U OE30MaCHOCTH
MEAWIMHCKOW JESITeNTbHOCTH B TMOPSAIKE, ycTaHOBICHHOM llomoxkeHnem
o (enepalbHOM  TOCYJApCTBEHHOM  KOHTpoJie  (HAA30pe)  KayecTBa
u 0e30IacHOCTH MEAUIIMHCKON JeSITeIbHOCTH, YTBEPKICHHBIM
noctaHoBiieHneM lIpaBurensctBa Poccniickoin @enepannn ot 29 uronsa 2021 r.
Ne 1048 "O6 ytBepxkaenuu llomoxxenuss o (enepanbHOM TrOCYIapCTBEHHOM
KOHTpoOJIe (HaA30pe) KauyecTBa U 0€30MaCHOCTH MEIUIIMHCKON IeATeIbHOCTH .

XXVII. TpeboBaHus Kk oueHKe 3PPEeKTUBHOCTU U PE3YIbTATUBHOCTH
AKCIIEPUMEHTAJILHOTO TIPABOBOTO PEXKUMA, B TOM UKCIIE TIOKA3aTeIn
(HanMEHOBaHME U IUIAHOBOE 3HAUYEHUE), B COOTBETCTBUU
C KOTOPBIMU MPOBOJUTCS YKa3aHHAs OLIEHKA

44. Ouenka >QGEeKTUBHOCTH U Pe3yJIbTaTUBHOCTU HKCIIEPUMEHTAIBLHOTO
IIPaBOBOTO pexuMa OCYILIECTBIISIETCS B paMKax MOHUTOPHUHTA
AKCIEPUMEHTAIIBHOTO MPABOBOTO PEXUMA.

45.B Xxome MOHUTOpPHHIA 3KCIEPUMEHTAIBHOTO MIPAaBOBOIO PEXKUMA
OLICHMBAETCS. COOTBETCTBUE JCSATEIBHOCTU CYOBEKTa HSKCIEPUMEHTATBHOTO
MPaBOBOTO peXUMa Moka3areiasiM dS(OPEKTUBHOCTH U PE3yIbTATUBHOCTH
DKCHEPUMEHTAIBHOTO MPAaBOBOIO  pPEKHMa, YCTAHOBJIEHHBIM  HACTOSIIEH
[Tporpammoit.
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46. OueHka COOTBETCTBUA JIEATEILHOCTH CYOBbEKTa AKCIIEPUMEHTAIBLHOTO
IPABOBOIO PpEXHUMa TMoKazaTeiasiM JS((PEKTUBHOCTH U PE3YJIbTATUBHOCTH
HKCIIEPUMEHTAJILHOTO TPABOBOTO  PEKHMMa, YCTAHOBJIIEHHBIM  HACTOSIIEH
[Iporpammoii, ocyiiecTBiIseTCss Ha OCHOBaHMM CBEAEHUMHM 00 wuTOrax
JESTENHHOCTH B paMKaX peaju3allii SKCIIEPUMEHTAIBLHOTO MPAaBOBOTO PeXUMa,
NOCTYMUBIIUX B TIOpPSAJKE, yCTaHOBJIEHHOM [IpaBuiamMu MOHHUTOpPHHTA
AKCIIEPUMEHTAJILHOTO MPAaBOBOrO pexuMa B cdepe HUPpPOBBIX HHHOBAIUH,
OLICHKHU 3¢ HeKTUBHOCTH u pe3yJIbTaTUBHOCTHU peanu3anuu
AKCIIEPUMEHTAJILHOTO MPAaBOBOrO pexuMa B cdepe HUPpPOBBIX HHHOBAIUH,
OOIIECTBEHHOTO 00CYXIEHUSI BOMPOCOB 3(DPEKTUBHOCTU U PE3YIHTATUBHOCTH
peanu3aluy SKCIEPUMEHTAIBHOIO MPAaBOBOrO pexkuMa B cdepe IUPPOBBIX
WHHOBAIMd M TOJATOTOBKHM TPEUIOKEHUS O BHECEHWUM H3MEHEHUH B of1iee
pEryJIupoBaHue, YTBEPKJIEHHBIMU IOCTAHOBJIEHUEM [IpaBuTenbcTBa
Poccuiickoit ®@enepaniun ot 3 aexabps 2020r. Ne 2011 "OO6 yTBepaeHUH
[IpaBun MOHUTOpPWHIA HKCIEPUMEHTAJIBLHOTO IPAaBOBOTO pexuMa B cdepe
nU(GPOBBIX HMHHOBAIIMM, OLIEHKK dS(PPEKTUBHOCTH U  PE3YJIbTATUBHOCTH
peanu3aluy SKCIEPUMEHTAIBHOIO MPAaBOBOrO pexkuMa B cdepe IUPPOBBIX
WHHOBAIMH, OOIIECTBEHHOTO  OOCYXJACHUS  BOMPOCOB  3(PHEKTUBHOCTH
U pPE3yJIbTATUBHOCTU pPeATH3allMU SKCIEPUMEHTAIBLHOTO MPaBOBOTO PEXUMA
B chepe uudpoBbIX HMHHOBAIMA M TMOJATOTOBKH MPEIJIOKEHUS O BHECEHHUHU
M3MEHEHHI B o01iee peryaupoBaHue’.

47. Ilokazarenu 3 (EeKTUBHOCTH U pPE3YNBTATUBHOCTH
HKCIIEPUMEHTAIILHOTO TIPABOBOTO PEXKUMA MIPUBEIEHBI B MPUIIOKEHUU.

XXVIII. CriocoObl nHGOPMUPOBAHHUS CYOBEKTOM SKCIIEPUMEHTAIBHOTO
IIPABOBOI'0 PEKHUMA JIUII, BRIPAXKAOIIUX HAMEPEHUE BCTYIIUTh C HUM
B IPABOOTHOUICHHS B pAMKaX 3KCIIEPUMEHTAIBHOIO IIPAaBOBOT'O PEXKUMA,
0 HaJIMYUHU U COJAECPKAaHUU SKCIIEPUMEHTAIBHOIO IIPABOBOTO PEKUMA,
B TOM 4HCJIe 00 OTIMYUAX CHEIHUATBFHOTO PETYIHPOBAHHUS, IPETYCMOTPEHHOTO
[IporpamMmmoii 1 mouIeKamero NPUMEHEHHIO K YKa3aHHBIM ITPABOOTHOLICHUSAM,
OT OOILEro peryaupoBaHus

48. UudopmupoBanrue CyObEKTOM JKCIEPUMEHTAIBLHOTO IPaBOBOIO
peXuMa JIWIl, BBIPAXKAIOIIMX HAMEPEHUE BCTYNMHUTh C HUM B MPABOOTHOIICHUS
B paMKaX dKCIEPUMEHTAILHOTO MPABOBOTO PEXXUMA, O HAJIMYUU U COJICPIKAHUU
AKCIEPUMEHTAJILHOIO TMPABOBOIO pEXHUMa, B TOM 4YHUCIE 00 OTIMYHUAX
CIIELUAIIBHOTO PETYJIUPOBAHUS, MPEIyCMOTpPEHHOro Hactosmei [Iporpammoii
W TOJJIeXKAllero  MNPUMEHEHWI0 K  yKa3aHHbBIM  MPaBOOTHOLICHUSIM,
OT OOILIero peryJupoBaHUs OCYLIECTBISETCS TMOCPEIACTBOM pa3MEILEeHHUS
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COOTBETCTBYMIOIEH HH(pOpManMu Ha  oQUIMAIbHOM caldTe cyObeKTa
AKCIIEPUMEHTAJIBHOTO MPABOBOI0 pexxuMa B cetu "MHTepHet".

XXIX. Heo6xoauMocCTh JOTOJIHUTEIHHOTO OMyOJIUKOBAHUS CYOBEKTOM
HKCIIEPUMEHTAJILHOTO TIPABOBOTO PEKMUMA B CPEACTBAX MACCOBOM MH(MOpMAIUU
u pa3MmenieHus B cetu "MuaTtepuer" nndopmarim o0 yCcTaHOBICHUN
1 0 COJIEp’KaHUH SKCIIEPUMEHTAIBHOTO MTPABOBOr'O PEKUMA,

B TOM 4YHCIie 00 OTIMYUSAX CHEIUATBHOTO PEryIUPOBAHUS, MPETyCMOTPEHHOTO
[Tporpammoii, OT OOIIIETO PETYIHPOBAHUS, & TAK)KEC HAHSCCHUS
COOTBETCTBYIOIIECH MH(OPMALIMKU HA TOBAPHI, TPOU3BOAUMBIC
B pPaMKax 2KCIEPUMEHTAIBHOTO MTPABOBOT0 PEKUMA, Pa3MEILICHUS
Takoi MH(opMaIuu nepes Bbe3aamMu (MpoxogamMu) Ha TEPPUTOPHUIO JEHCTBUS
AKCHEPUMEHTAIBHOTO MPABOBOTO PEXUMA, ITEPE] BXOAaMU B IOMEIIECHMUS,

B KOTOPBIX BBIMOJIHSAIOTCS pa0OThI, OKa3bIBAIOTCS YCIYTU
B paMKax 3KCIEPUMEHTAIBHOTO IIPABOBOT0 pPEKUMa

49. HeoO6X0AMMOCTh  JIOTIOJIHUTENILHOTO  ONMYyOJIMKOBAaHUSI  CYOBEKTOM
AKCIIEPUMEHTAJIFHOTO TIPABOBOTO PEXUMa B CPEICTBaX MacCOBOM MHGOpMAIINH
u pasmemnienuss B cetu "Uutepner" wuHbopmanuu 00 yCTaHOBJICHHH
U O COAEpPXKaHUU SKCIEPUMEHTAIIBHOTO MPAaBOBOIO pPEXHMa HACTOSIIEH
IIporpamMmmoi1 He yCcTaHaBIUBAETCS.

XXX. [TosoxkeHus: 0 CTpaxOBAHUU IPAXKIAHCKONW OTBETCTBEHHOCTH YYACTHUKOB
AKCIIEPUMEHTAIIBHOTO MPABOBOI0 PEXKUMA, SIBIISIOIINUXCS FOPUIUYECKUMU
JVLAMU U UHAUBUAYAIBHBIMHA PEANPUHUMATEIAMU, 38 TPUUNHEHUE
Bp€1a )KU3HU, 3I0POBbIO WIIM UMYIIECTBY APYTHUX JIUL IPH pEATU3ALUN
AKCIEPUMEHTAIILHOTO MPABOBOTO PEKUMA, TPEOOBAHUS K YCIOBUSIM
TAKOT'0 CTPaXxOBaHMs, B TOM YHCJIE K MUHUMAIbHOMY pa3Mepy
CTPaxoBOM CYMMBI, a TaKke 00 MHOM CTpaxOBaHUU

50. ITonoxkeHHst O CTPAaXOBAHWUM TPAXKIJAHCKOM  OTBETCTBEHHOCTHU
VYaCTHUKOB  3KCIIEPUMEHTAIBHOTO  MPABOBOIO  PEXUMA,  SBISIOLIUXCS
IOpUIMYECKUMU  JIMIAMM ¥ WHIUBUIYAIbHBIMA  MPEINPUHUMATEISIMH,
3a TNPUYMHEHUE Bpela KU3HH, 3J0POBBI0 WIM HMMYIIECTBY JAPYTHX JIMII
npu peanuzanuu AKCIIEPUMEHTAIBLHOTO IPaBOBOTO pexuma,
B TOM 4YHCI€ B pe3yJbTaTe UCIOJb30BAaHUS PEIICHU, pa3pabOTaHHBIX
C TMPUMEHEHHEM TEXHOJIOTMI MCKYCCTBEHHOTO WHTEIUIEKTa, TpeOOBaHUS
K YCJOBHUSIM TaKOro CTPaxOBaHHUsS, B TOM YHCIE€ K MUHUMAJIbHOMY pa3Mepy
CTPaxOBOM CYMMBbI, NEPEUHIO CTPAaXOBBIX PHUCKOB M CTPAXOBBIX CIy4YaeB
(B IpMMEHUMBIX CiTy4asx), HacTosuiel [I[porpaMMoii He yCTaHABIMBAIOTCA.
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XXXI. IlepnoguHOCTh NPEACTABICHUS CBEACHUM JJIS LIEJICH
IIPOBEJCHUSA MOHUTOPUHTA SKCIIEPUMEHTAILHOTO MIPABOBOIO PEXKUMA,
o11eHKH 3 (HEKTUBHOCTH U PE3yIbTATUBHOCTHU PeaTTU3aAINH
AKCIIEPUMEHTAIBHOTO TTPABOBOTO PEKUMA

51. CBenenus VIS uenen IIPOBEICHUS MOHUTOPWHTA
HKCIIEPUMEHTAJIBLHOTO  MPABOBOTO  PEXKMMa,  OHEHKH  3(P(HEKTUBHOCTHU
U pe3yJbTaTUBHOCTH peaJH3alMi 3KCIEPUMEHTAIBHOIO IPAaBOBOTO pEXKUMa
MPEACTABIAIOTCA HE PEXE OJHOTO pa3a B MOIyroaue, He no3aHee 20-ro yucia
MecsIa, CIEAYIOMETo 32 OTYETHBIM MOTYTOIUEM.

XXXII. Topsamok 1 ycIioBUs 003 TUIMBAHUS U TIOCIICTYIOIIEH 00paboTKH
CyOBEKTOM AKCIEPUMEHTAILHOTO MPABOBOTO PEKUMA MEPCOHATBHBIX JTaHHBIX
IIPU YCIOBUM 00S3aTEIBLHOI0 00€3IMUUBaHUS MEPCOHANIbHBIX JaHHBIX,
€CJIU DKCIIEPUMEHTAIBLHBIN MTPABOBOU PEXKUM IMpelycMaTpruBaeT o0paboTKy
CyOBEKTOM HKCIIEPUMEHTAILHOTO IIPABOBOTO PEKMUMA MEPCOHANBHBIX JAHHBIX,
MOJIYYEHHBIX B pe3yJibTaTe 00€3TMUUBaHUS, C YIETOM TPEOOBAHUIA,
peyCMOTPEHHBIX TyHKTOM 13! wactu 5 crareu 10 @enepanbHOro 3akoHa
00 AKCTIEpUMEHTAILHBIX MMPABOBBIX PEKUMAX

52. Tlopsimox u ycioBusl 00€3JIMYMBAHUS M TOCeayromeid o0paboTku
CyOBEKTOM 3KCHEPUMEHTAIBHOTO MPAaBOBOTO PEKHUMA MEPCOHATBHBIX JTAHHBIX
Hactosen [IporpaMmoi He yCTaHABIMBAKOTCA.




[MTPUJIOXXEHUE

k [Iporpamme sKCIEpUMEHTAIBHOTO TPABOBOTO
pexuMa B chepe uPpoBhIX U TEXHOJIOTHIECKUX
MHHOBALIUN MO MOMMCAHUIO HHPOPMHUPOBAHHOTO

JI0OOPOBOJIBHOTO COTJIACHSL HA METUIIUHCKOE
BMEIIATEIBCTBO WM OTKa3a OT MEAUIIUHCKOTO
BMEIIATENbCTBA C UCOJIb30BAHUEM
AIIEKTPOHHOM TpaduuecKor MOAMUCH

HNOKA3ATEJHU

3¢ PeKTUBHOCTH U Pe3yJIbTATUBHOCTH IKCIIEPUMEHTAJIBHOIO
MPaBoOBOIo pexuMa B cepe un@poBbIX U TEXHOJIOTHYECKUX HHHOBALM I
10 MOANUCAHUIO HHPOPMHUPOBAHHOIO 100POBOJILHOIO COIIACHUSA
HA MeJIMIIUHCKOE BMEIIATEJIbCTBO WIH 0TKA32 0T MeUIIMHCKOI0
BMeEIIATEJIbCTBA ¢ UCNOJIb30BAHUEM JJICKTPOHHOU rpapuyecKoil moaAnucHu

Ion meficTBUS HKCIIEPUMEHTAIFHOTO MPABOBOTO PexknMa B cdepe P POBBIX
Y TEXHOJIOTNYECKUX MHHOBAIMH 110 MONMCaHUI0 HHPOPMUPOBAHHOTO
JOOPOBOJILHOT'O COTJIacHs HA MEAUIIMHCKOE BMEIIATEILCTBO I OTKa3a

HaumenoBanue OT MEIUITMTHCKOTO BMEIIIATEIhCTBA C HCIIOTH30BAHUEM 3JICKTPOHHON TpadUIeCKOM
IOKa3aTes TOIITUCH
1-firox 2-H roJ 3-iiron
nepBoe BTOpOE nepBoe BTOpOE nepBoe BTOpOE
MTONYTOME | TIONYTOAWE | TMOJIYTOAMEe | MONYTOAHe | TONYTOMHE | TONYTOIHe

Jomnst nHbOPMIPOBAHHBIX 10 20 30 40 50 60
JOOPOBOIBHBIX COTTIACHIA

Ha MEIHIHCKOE
BMEIATENbCTBO HIIH
OTKa30B OT MEJMIUHCKOTO
BMEIIATENBCTBA,
c(hOpPMHUPOBAHHBIX

B (hopMe 3IIEKTPOHHOTO
JIOKyMEHTA, ITO/IITHCaHHBIX

C HCTIOJIb30BaHHEM
ANEKTPOHHOH TpaduuecKoit
TIOATIIICH, TIPEIOCTaBICHHBIX
rpakIaHaMH, OJJHUM

U3 POAUTEINEH WK MHBIM
3aKOHHBIM NIPEACTABUTENICM
TN, YKa3aHHOTO B 9acTu 2
ctatbhk 20 PenepanbHOTO
3akoHa "O0 OCHOBax OXpaHbl
3JI0POBBSI IPAXKAaH B
Poccuiickoit ®eaepanun’,

B 00mIeM 00beMe TaKuX
JOKyMEHTOB, IOATTNCAHHBIX
rpaX<IaHaMH, OJJTHUM

U3 POAUTEINEH NI MHBIM
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HamMmenoBanne
MOKa3aTes

I'on meficTBUS SKCIIEPHMEHTAIBHOTO MIPABOBOTO PeXXnMa B cepe I poBEIX
1 TEXHOJOTUYECKUX MHHOBAIMH 10 MOANNCAHUIO HHPOPMHUPOBAHHOTO
J0OPOBOJILHOTO COTTIACHS HA MEANIIMHCKOE BMEIIATEIHCTBO HITH OTKa3a
OT MEJMIIMHCKOr0 BMELIATENBCTBA C UCIIOIb30BAHUEM NIEKTPOHHOM IrpaduuecKoit

MOJIITHCH
1-#i ron 2-1i rof, 3-ii rox
nepBoe BTOpOE nepBoe BTOpOE nepBoe BTOpOE
MOJIYTOIME | TIOAYTOJIMe | MONYTrojue | MOJNYTroAue | MOJAYrojue | MOJIyrojue

3aKOHHBIM MpeCTaBUTEIEM
JIMIA, YKa3aHHOTO B 4acTH 2
ctatbk 20 PenepanbHOTO
3akoHa "O0 OCHOBax OXpaHBbI
3/I0POBBSI TPAKAaH B
Poccuiickoit ®enepanun’,

B MEJULINHCKUX
OpraHM3aIHAX,
ABJIAIOUINXCS YIaCTHUKAMHU
9KCHEPUMEHTAIBHOTO
IIPaBOBOTO PEKUMaA

B cepe nudpoBbIX

U TEXHOJIOTNYECKUX
WHHOBALMI 110 TIOAITUCAHHIO
HHPOPMHUPOBAHHOTO
J0OPOBOJILHOTO COTIIACHS
Ha MEIUIIMHCKOE
BMEIIATEIECTBO

WM OTKa3a OT MEAUIIHHCKOTO
BMEIIATENbCTBA

C UCTIOJIb30BAHUEM
9JIEKTPOHHOI rpaduyeckoit
MIOJITUCH, YCTAHOBIEHHOTO
IIOCTaHOBJICHUEM
IIpaBurenscTBa
Poccuiickoii @eneparyu

ot 31 okTs0pst 2025 1.

Ne 1706 "O6 ycraHOBICHHH
9KCTIEPUMEHTAIBHOTO
MIPaBOBOTO PEXNUMa

B cepe mdpoBHIX

U TEXHOJOTUYECKUX
WHHOBAIHN

u yTBepxkaeHuH [IporpamMmsl
SKCHEPUMEHTANIBHOTO
IIPaBOBOTO pPeKUMa

B cepe dpoBBIX

1 TEXHOJIOTUYECKUX
WHHOBALMI 1O TIOAITUCAHHIO
HHPOPMHUPOBAHHOTO
JOOPOBOIBHOTO COTIACHS
Ha MEIUIMHCKOE
BMEIIATENbCTBO UIIH

0TKa3a OT MEJULUHCKOTO
BMeIIaTeNIbCTBA

C UCIIOJIb30BaHUEM
9JIEKTPOHHOH rpaduyeckoi
noAnucu” (IPOLEHTOB)




