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006 ycTaHOBJIEHUH 3KCIIE€PUMEHTAIBHOTO
IIPaBOBOro pe:xknuMa B cpepe mudpoBbIX
MHHOBAIUU U yrBep:kxaeHuu IlporpamMmmsbi
9KCIIEPMMEHTAJIbHOTO IIPABOBOI'0 PeKruMa B
cdepe mudpoBLIX HHHOBAIIUN 110 HAIIPABJIECHUIO
MEAUIINHCKOMU 1eATEeJIbHOCTH, B TOM YHCJIE C
NIpUMEeHEHHUEM TeJIeMEeIUIINHCKUX TEXHOJIOTUN !
TEXHOJIOTHU cOopa 1 00padbOTKHU CBEIEHUH O
COCTOSAHUH 310POBbA U JUATHO3aX IPaKAaH

B cooTBercTBUM C 4aCThIO 4 ctaThi 10 PesrepasibHOro 3akoHa "O0 SKCHEepUMEHTAIbHBIX
OPABOBBIX DeXUMax B cdepe mudpoBsiX HMHHOBAIMN B Poccuiickonn ®emeparun”
[IpaBuTenbcTBO Poccuiickoit ®enepanuu

IIOCTAaHOBJIAET:

1. YCTaHOBUTD SKCIIEPUMEHTAIBHBIA IPABOBOU pexkuM B cdepe nudpoBbIX UHHOBAIIUI
[I0 HaIpaBJeHUI0 MEeJUIIMHCKON JeATeJbHOCTU, B TOM 4YHCJIEe € HIpHUMeHeHUeM
TeJIEMEJUIIMHCKUX TEXHOJIOTUM U TEeXHOJIOTUH cbopa u 00pabOTKU CBeJeHHH O
COCTOSTHUH 3/T0POBbS U IMATHO3aX IPaKaH.

2. yTBepI[I/ITI) IIpujiaraemMyro IIporpaMMy SKCIEPUMEHTAJILHOIO IIPAaBOBOI'O PEKHMAa B
chepe MUdPOBLIX WHHOBAIUKA 110 HANPABJIEHWIO MEIUIIMHCKON JeATeJTbHOCTH, B TOM
Yycjae ¢ IPUMEHEHHeM TeJeMEIUIIMHCKUX TEXHOJOTHU W TEeXHOJOTHU C6ODa u

00pabOTKM CBEJIEHUH O COCTOSIHUM 3JI0OPOBbsl W JIMATHO3aX TpaxkaaH (mayee -
[Iporpamma).

3. YCTaHOBUTH, UTO:

nmoanyHKT "0" myHKTa 10 [IporpaMmBbl IEUCTBYET 10 1 CEHTAOPS 2023 T.;

n_mn

noAanyHKT "B" myHKTa 10 IIporpaMMBbl BCTYIIA€T B CHJTY € 1 CEHTAOPS 2023 T.

4. Peanmuzamuss MOJTHOMOYMH, IIPEyCMOTPEHHBIX HACTOSAIUM IOCTAHOBJIEHUEM,
OCYIIIECTBJISIETCA B TIpeJleJiaX YCTAaHOBJIEHHOW INTAaTHOM YHCJIEHHOCTA PaOOTHUKOB
(ezepabHBIX OPTaHOB UCHOJTHUTEIFHOU BJIACTU, a TaKKe OIO/PKETHBIX aCCUTHOBAHUH,
MPeAyCMOTPEHHBIX (eepaIbHBIM OpTraHaM HCIIOJIHUTEJIBHOU BJIACTH B (deJiepaibHOM
Oro/KeTe Ha PYKOBOJICTBO U YIIPaBJIeHUE B chepe yCTaHOBIEHHBIX (DYHKITUHT.

IIpencenarens IlpaBuTesbcTBA
Poccutickoit ®eneparnuu
M.MuiyctuH

YTBEPXXIOEHA
nocraHosneHnem lNpaeuTtenscrea
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Poccuickon ®enepauun
ot 18 utona 2023 rona Ne 1164

[Mporpamma aKkcnepnMeHTanbHOro NPaBoOBOro pexmnma B cpepe LmdpoBbIX
WHHOBAaLMW MO HanpasBSieHNIO MeOULIMHCKON OeATENTbHOCTU, B TOM YUCHE C
NPUMEHEHNEM TeNneMegULNHCKNX TEXHOMOMI 1 TEXHONOrMn cbopa u
06paboTkm cBeaeHNn O COCTOSAHUM 300POBbS U AMarHo3ax rpaxaaH

|. HanpaeneHwue pa3paboTku, anpobaunn n BHeapeHns LdpoBbIX
MHHOBALIUN

1. HampaByienueMm paspaboTKH, anpobaruu U BHEAPEHUs ITHMMPOBBIX HHHOBAIUU B
COOTBETCTBUM C YacThio 2 cratbi 1 ®PenepanpHoro 3akona "O6 sKCIepUMEHTATbHBIX
IIPABOBBIX pekrMax B cdhepe nudpoBbix HHHOoBaNUN B Poccutickord Pepepanun” (gaiee
- QenepanbHbI 3aKOH) SABJISETCA MEIUIMHCKAA JeATeJbHOCTh, B TOM UYHCIE C
IPUMEHEHNEM TeJIEMEUITUHCKUX TEXHOJIOTUH W TeXHOJIOTUH cbopa u 00paboTKu
CBeJIEHU O COCTOSIHUY 3/I0POBbS U JUATHO3aX TPAK/IaH.

Il. OnncaHne undpoBOMN MHHOBALIMKM, KOTOPAs NIIAHNPYETCS K CO3L4aHUI0,
NCNONb30BaHMIO UM BBEAEHMUIO B YNOTPeBNEHNE B pamkax
3KCNepUMEHTAarNbHOro NPaBoBOro pexuma B cdepe UMdpoBbIX MHHOBALUMA B
COOTBETCTBUM C MYHKTOM 2 cTaTbh 2 defepanbHOro 3akoHa

2. ODKCIIEDUMEHTAJIbHBIM IIPaBOBOM pexuM B cdepe OUPPOBBIX HHHOBAIUU II0
HANPaBJIEHUI0 MEAUIMHCKON JIEATEJIbHOCTH, B TOM UHCJIE C IPUMEHEHHEM
TeJIEMEJUIIMHCKUX TEXHOJIOTUH W TEXHOJIOTUH cbopa W 00pabOTKU CBEJNEeHHH O
COCTOSTHUM 37I0POBBS U JIMAarHO3axX TPpakAaH (ajee - SKCIIEPUMEHTAIBHBIA ITPABOBOM
peXXuM), HAIlpaBJIeH Ha pacIIMpeHre BO3MOXKHOCTEH MPOBEJEHUA KOHCYJIbTAIlHN
MAIMEHTA ¢ IPUMEHEHUEM TeJIEMeIUITUHCKUX TEXHOJIOTHH IIPU OKa3aHUU METUITUHCKON
IIOMOIIM B IUIAHOBOM (popMe Ipu oOpalieHuu 1o MoBOAY 3ab0sieBaHUA (COCTOSHUA),
ZIMaTHO3 KOTOPOTO ObLJI YCTAHOBJIEH NAIIMEHTY Ha OYHOM IIpHeMe JiedaliM BpauoM, 1
MPOIOJIKEHUH JIEUEHUS TI0 BHIOOPY IMAI[MeHTa APYTUM BpadyoM TOH K€ MeTUIIMHCKOMN
OpTraHU3aIUH, CTAK PabOTHI MO CIEIUATFHOCTA KOTOPOTO COCTABJIsIET HE MEHee 77 JIeT
(mayee - Bpau), 10 TOMY ke 3a00JIeBaHUIO (COCTOSHHIO) C BOBMOKHOCTBIO KOPPEKITUH
HA3HAYEHHOT'O JIeYeHUs] WU Ha3HAUEHUs JiedeHus (IIPU ero OTCYTCTBUU), a TaKXKe Ha
YCTAaHOBJIEHME BO3MOXKHOCTU Ha3HAUeHUs JUCTAHIMOHHOTO HaOJIOZleHus 3a
COCTOSTHUEM B3/I0POBbsI MaIlMeHTa IO pe3yJibTaTaM KOHCYJIbTAIlMM C IIPUMEHEHUEM
TeJIEeMEeIUITMHCKUX TEXHOJIOTHUH.

3. lna ueneit HacroAmel [IporpaMMbl HCTIOB3YIOTCA CJIEAYIONINE IOHATHUA:

"MOATBEPKAAIONINN  MEAUIMHCKUN  JIOKyMEHT - MEIUIUHCKHAE JOKYMEHTBHI,
OTpa’KaIoIIe COCTOSTHUE 30POBbs IMAIlMEHTa, WX KOIUM WA BBIMUCKU U3 TaKUX
MEIUITUHCKUX JIOKYMEHTOB, COJlepKalllieé B TOM 4YHCJIE CBEJEHHs O pe3yJbTarax
(pusrkanbHOrO 0OcMOTpa (€C/IM TAKOBOH IIPEIyCMOTPEH JIEUCTBYIOIUMH KJIMHUYECKUMU
PeKOMeHIAIUAMH (IIPOTOKOJIAMH JIEYEHMS ), a TAK)KE O JUarHO3€ IMallueHTa, pe3yIbTaTax
MIPOBEJIEHHBIX TUaTHOCTUYECKUX UCCIEOBAHU M, HA3HAUEHHOM IMaIlUeHTy JieueHUH (Ipu
€ro HaJUYUU), W IIOJIydeHHble IAIlUeHTOM B IIOPSAJKE M CPOKU IIPeOCTaBJIEHUS
MEIUITUHCKUX JIOKYMEHTOB (X KOIHU) M BBIMHCOK M3 HUX, KOTOPHIE yCTaHOBJIEHBI
MuHuCTEPCTBOM 37IpaBooXpaHeHus1 Poccuiickoit ®efepariui B COOTBETCTBHU C YACTBIO 5
craThu 22 PenepanpbHOrO 3akoHa "O0 0OCHOBAX OXPaHbI 3JI0POBbA rpaxkaan B Poccurickon

Denepanuu’;
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"pOTUBONIOKA3aHUe" - YCJOBHe, NMPU KOTOPOM OKa3aHWE MEeJUIIMHCKON IMOMOIIHU B
pamkax Hacrosmiei I[IporpaMmbl 3ampeleHO, a UMEHHO B OJHOM U3 CJIEAYIOIINX
CJIydaeB:

HEOAOCTHUXKECHUE ITAalTMEHTOM BO3pacCTa 18 JIET,

MIPOBE/IeHNEe KOHCYJIBTAIIUA C IPUMEHEHUEM TeJeMEIUITMHCKUX TEXHOJIOTUH C IEJIBIO
MPOBEJIEHUsT MEIUITMHCKUX OCMOTPOB, MEAUITMHCKUX OCBHUJIETEIbCTBOBAHUN U
MEJUINHCKUX SKCIIePTU3;

IIpOBEACHUE KOHCYJIbTaHI/Iﬁ C IIPUMEHEHHUEM TEJIeMEIUIINHCKUX TEXHOJIOTHH O0OJIBHBIX
I/IH(I)GKI_II/IOHHBIMI/I 3a6OJ'IeBaHI/IHMI/I;

BBISIBJIEHUE BpauoM 3a00JIeBaHUI, TPU KOTOPBHIX METUITMHCKAS IIOMOIIb B COOTBETCTBUU
C 4acThl0 4 cTaThi 32 PenepasipbHOro 3akoHa "Ob6 0OCHOBAX OXPAaHbI 3JI0POBbA IPAKIAH B
Poccutickoii @enepannu” oka3bIBaeTCs B SKCTPEHHOU WJIN HEOTJI0KHOU opMe, B TOM
YHCJIE B COOTBETCTBUU C IIOPSAJAKOM OKa3aHUSA CKOPOW, B TOM YHCJIE CKOPOH
CIeNUaTM3UPOBAHHON, MEIUIIUHCKON IIOMOIIM, YTBEP:KJAEHHBIM B COOTBETCTBHHU C
yacThlo 2 crathd 37 PemepasbHoro 3axkoHa "O0 OCHOBAaX OXpaHbl 3J0POBbA I'PAXKIAH B
Poccuiickont Pepepanuu’;

"peectp" - IlepeueHb HeEXKeJIaTeIbHBIX COOBITHN U HapYIIEHWH, BO3HUKIIIHUX B IIPOIlECCe
MPOBEZIEHUsT KOHCYJIbTAIlUM C IPUMEHEHHEM TeJIEMEUIIMHCKUX TEeXHOJIOTUH U
BBISIBJIEHHBIX CO3/IaHHON B MEIUIIMHCKOW OpraHU3ali KoMuccuel (cay»k00ii) Io
BHYTPEHHEMY KOHTPOJIIO KauecTBa 1 0€30ITaCHOCTH MEAUITTHCKOU IeATETbHOCTH (aiee
- komuccHs (cmy»k0a), a Tak»Ke CIydaeB, COMMPOBOKIAIOIIUXCSA Kaj00aMu IMarfueHTOB Ha
KauyeCcTBO OKa3aHUs MEIUIIMHCKON momoInu (masee - coObITHE), 3aDUKCUPOBAHHBIA B
YCTAHOBJIEHHOU MEIUITMHCKOU opraHusanueil dopme, cojiepkaileid B TOM YHCIIE
CJIETYTOIIHE TI0JIs, 00s3aTeIbHbIE JIJIS 3alI0OJTHEHUA:

JlaTa U BpeMs HACTYIUIEHUS COOBITHS (IIPOBEJEHUs KOHCYJIbTAIlUM C IPUMEHEHUEM
TeJIEMEIUIINHCKUX TEXHOJIOTHI);

davunusa, umsa, oTdyecTBO (IpU HAJIMYWM) Bpada, OCYIIECTBUBIIErO IIPOBeieHUe
KOHCYJIbTAllUU ¢ IPUMeHEeHUEeM TeJIeMeIUITUHCKUX TEXHOJIOTUH;

omucaHue cOOBITUS W TPUYUHBI €r0 BO3HUKHOBEHHS B IIPOIECCE TUATHOCTUKU,
IIpUMEHEHUsI JIeKaPCTBEHHBIX IpenapaToB W (win) npu obOpallleHudu NalueHTa ¢
»Kas10001 Ha Ka4eCTBO OKa3aHUA MEIUIITMHCKOI ITOMOIIH;

ONMCAaHWE TPUHATHIX MEJUIMHCKOW OpraHu3anyuedl Mep, B TOM YHCIIE JJIA
MUHUMU3AINHU [T0CJIEICTBUN HACTYIIEHUS COOBITHUS;

MIPUHATHIE TI0O UTOTaM PAcCMOTPEHUs COOBITHSA pellleH!s MeIUITUHCKOU OpraHU3aIluu;

"BKCIIepUMEHTaIbHBIN IPAaBOBOU pekuM B cdepe nudpoBbIx UHHOBaIUM' ', "nndpoBas
vHHOBaIuA", "akThl OOIIEro peryJaupoBaHUA", "peryJaupymooiuii opraH", "cyObekT
SKCHEPUMEHTAJILHOTO IPABOBOTO pexuma' - B 3HAUEHUAX, OMIpeeJIeHHBIX B
denepasibHOM 3aKOHE.

4. s ueneir Hacrosmed IIporpaMMbl yCTaHABJIWBAIOTCA CJIEAYIONINE ITPABUJIA
OpraHu3aIuu U OKa3aHWA MEIHUIIMHCKOI ITOMOIIU C IIPUMEHEHUEM TeJIEMETUITTHCKUX
TEeXHOJIOTUH:
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a) MeIUIIUHCKAsA OpraHU3alusA OKa3bIBaeT MEIUIIUHCKYI0 IOMOIb ¢ IpUMeHeHUeM
TeJIeMeJUIIMHCKUX TEeXHOJIOTUH MO BUjaM paboT (yciIyr), yKa3aHHBIM B JIMI[EH3UU Ha
OCYII[eCTBJIEHUE MEUIIMHCKOU /IesITeJIbHOCTH, B KAOMHeTe MEAUIMHCKON OpraHu3aIluu
IO aJIpecy, YyKa3aHHOMY B JIMIIEH3UH HA OCYIIIeCTBJIEHIE MEAUITUHCKOH /1€ TeIbHOCTH;

0) ocHOBaHHWEM JJIs TIPOBENEHUSA KOHCYJIbTAIIUN C IIPUMEHEHHEM TeJIEMETUIIMHCKIX
TEXHOJIOTUH ABJIAETCA:

WHUIIUATUBHOE OOpallleHre MalieHTa B MEIUIIMHCKYI0 OPTaHU3aIlhi0 0 OJHOMY H3
JOCTYIIHBIX B MEIWUIMHCKON OpraHMU3aIllui KaHAJOB CBSI3U: II0 HOMepy TesnedoHa
MEIUIMHCKON OpraHW3alliyd WiId 4Yepe3 OQUIUAJIBHBIA CaUT MeIUIHMHCKOMN
opraHuzanuu B WH(POPMAIMOHHO-TEJIEKOMMYHHKAIIMOHHON ceTu "VHTepHeT' (masee
COOTBETCTBEHHO - CceTh "HTepHeT", calT MeAUITMHCKON OPTaHW3aIlH), IIOCPEACTBOM
II0JIb30BATEILCKOTO  IIPOTPAMMHOIO  O0ecIeYeHuss MEAUIIMHCKON  OpraHu3alliu
(MOOMIIPHOTO TPUJIOKEHUSA);

HallpaBjieHWe TaIMeHTa JedallliM BpadyoM Ha KOHCYJbTAIMI0O € MPUMEHEHHEeM
TeJIEMEeUIITHCKUX TEXHOJIOTH;

B) MEIUITMHCKAs OPTaHU3aIlUsA MPEAOCTABJISAET MAlleHTy B JIOCTYITHOU (GopMe, B TOM
YrcyIe TOCPEICTBOM pa3MellieHus1 B ceTu "MHTepHeT", nHOOPMAIHIO, YCTAaHOBJIEHHYIO
TOPSZIKOM OpraHu3aluil W OKa3aHWs MEeIUIIMHCKONW IIOMOINU C IIPUMEHEHUEM
TeJIEMEIUIIMHCKUX TEXHOJIOTUU, YCTAaHOBJIEHHBIM MUHHCTEPCTBOM 3/IPaBOOXPaHEHUS
Poccuiickoit Pesiepaniiv B COOTBETCTBUU € YACTHIO 1 CTaThu 36.2 PesiepaibHOTO 3aKOHA

"O0 ocHOBaxX OXpaHbI 3JI0POBbA rpazkaaH B Poccuiickoit ®enepamnuu”, B TOM YUCTIE:

HaMEeHOBAaHUE MEUITMHCKON OpraHu3aIum;

MECTO HAXOXK/IEHUS METUIIMHCKOU OPraHM3aI[U1 B COOTBETCTBUM C aJI[PECOM, YKA3aHHBIM
B JINIIEH3UU HA OCYIIIECTBJIEHUE MEAUITMHCKOM JeATeIbHOCTH;

KOHTAKTHYI0 HH(popMaIu0 (KOHTAKTHBIHN TesiedOH, aJjpec 3J1eKTPOHHOM! ITOYTHI);

JIMIIEH3UI0 Ha OCYIIECTBJIEHHE COOTBETCTBYIOIIUX BHU/IOB JESATEIBHOCTA C II€PEUHEM
pabor (yciayr), COCTaBJISIONIUX MEIUIIUHCKYIO JIeSITEIbHOCTh  MEIUIIMHCKOU
OpraHU3aI[UU B COOTBETCTBUH C JINIIEH3HUEN, UJIH KOIIUIO 3TOU JINIEH3UH;

MOPAOK U YCJIOBUA TIPOBEJIEHUS KOHCYJIbTAIUN C NPUMEHEHUEM TeJIeMeIUITNHCKUX
TEXHOJIOTHH, BKJIIOYAas:

MOPSAZIOK 3allUCH Ha KOHCYJIBTAIlMIO, B TOM YHCJIE€ BO3MOKHOCTh B3aIlllCU C
HUCHoJIb30BaHUEM  (deflepa/ibHON  TroCcylapCTBEHHONW HWHGPOPMAIIMOHHOW  CHUCTEMBI
"EAVHBIA TOpTaJl TOCY/IAPCTBEHHBIX U MYHUIUNAIbHBIX yoayr (dbyHkiuil)" (mpu
HIUYUU TEXHUYECKOU BO3MOKHOCTH);

TIOPSIZIOK CO3/IaHWSA M KCIOJIb30BaHUS JIMYHOTO KaOWMHETa MaleHTa B MEeIUIMHCKOU
nHGOPMAIIMOHHON CHCTEME MEAUITMHCKON OpraHU3alliy WJIM HHOU MH(MOPMAIIMOHHOU
crcTeMe, YKa3aHHOU B 4acTu 5 craTbhdl 91 PenepanpHoro 3akoHa "Ob6 OCHOBaX OXPaHbI
3710pOBbs Ipak/iad B Poccutickor @eneparun” (najee - THIHBIN KaOUHET), 0(hOpMIIEHUE
UH(GOPMHUPOBAHHOTO  JIOOPOBOJIPHOTO  COTJIACHS  IIal[MEeHTa Ha  MEIUITUHCKOE
BMEIIATEIbCTBO C BO3MOKHOCTHIO IIOJIITMCAHUSA IIPOCTON 3JIEKTPOHHOU ITOZIHCHIO,
dopmupyeMoii ¢ uUCHoJb30BaHHEM HWHMOPMAIMOHHON CHCTEMBI MEIHIIMHCKOU
OpraHu3aIuy, NOPsAA0K HUAeHTU(GUKAIIMYA U ayTeHTUDUKAIUY TTaleHTa, ohOpMIIeHHE
corJiacus IareHTa Ha o0pabOTKy ITepCOHAJIBHBIX JJAHHBIX, COAEPIKAIIEero B TOM YHCIIE
corylace TMalleHTa Ha ocylecTBieHrne WH(GOPMAIIMOHHOTO OOMeHa YyKa3aHHBIMU
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JTAHHBIMH ITOCPEACTBOM €MHON rOCyAapCTBEHHON MHGOPMAIIMOHHON CUCTEMBI B chepe
37 paBOOXpaHeHU (J1asiee - equHAsA CUCTEMA) WU TOCYAAPCTBEHHON MH(POPMAIIMOHHOMN
cucteMbl B cepe 3/paBooxpaHeHUs1 cyObekTa Poccuiickont ®esepariuu, MOAIIHCAHIE
JIOTOBOpA Ha OKa3aHWE MEIUITUHCKHUX yCIIYT MalleHTOM, TpebOBaHUA K 000PY/I0BaHHIO
U IPOrpaMMHOMY OOecIleueHUI0 IMaIlueHTa I IMPOBEJIeHUs] KOHCYJIbTAIlUH, TTOPSA0K
OCYIIeCTBJIEHUS 3aIMCH Ha KOHCYJIbTAINIO, €€ M3MEHEHUS U OTMEHBI, a TAKXKE MOPSAIOK
TIOJTIyIEHUs MEIUITMHCKOTO 3aK/TI0UEHHUS 110 Pe3y IbTaTaM IMPOBEAeHHOU KOHCYIbTAI[UH;

CBEJIEHWsI O Bpadax MEIUINHCKONW opraHuzanuu (pamumwius, uMsa, oTdecTBO (IIpu
HAJIUYWH), 3aHIMaeMasi IOJDKHOCTD, CTaK pabOTHI 110 CIIEUAIbHOCTH (JIET), CBEZIEHUS O
KBUIN(PUKAIIMOHHOMN KaTeropuu, yueHo creneHu, rpadrike paboTsl);

MOPS/IOK IIPeA0CTaBIeHNUA CBEJIEHNU U3 MEeUITMHCKON KapThI MaIfueHTa U TpeOOBaHU K
JOKYMEHTaM O COCTOSHHUU 3/I0POBbsl, IPEJOCTABJIAEMBIM IMAIMEHTOM, a TaKXe K
IIpejiocTaBeHno HGOpMaly nanueHTa o cede, cBoeM KJIMHUYECKOM CIIyJae;

CTOMMOCTH KOHCYJIBTAIUU C IPUMEHEHUEM TeJeMeJUITUHCKUX TEXHOJIOTUN U MOPAA0K
WX OIUIaThl NOpU 3aKJIYEHUHW JIOTOBOPOB OKa3aHUA MEJUIMHCKUX  YCJIYT,
MpeAyCcMaTPUBAIOIIUX UX OILIATY MTallUeHTaMU;

UHyI0O uWHPOpMALUI0 O MNOpAJAKEe IMPOBeJeHUs KOHCYJAbTAllUd C IpUMEHeHUeM
TeJIeMeJUIINHCKUX TeXHOJIOTUH B paMKaX peainu3aliiuy 5KCIIepUMeHTaIbHOTO IPAaBOBOTO
pexuma;

r) IIpu T[epBOM OOpallleHWHW TMalfeHTa 3a KOHCYJIbTallied ¢ IIPUMeHEHHEM
TEJIEMEIUIIMHCKUX TEXHOJOTHA B MEAUIIUHCKON HWHQMOPMAIMOHHOU CHUCTEME
MEIUITTHCKON OpTraHU3aIuu:

YKa3bIBAIOTCA CJIEAYIOIHUE CBEJEeHU:
dbamumus, uMms, oTuecTBO (MpU HAJTMYINU) MTAIUEHTA;
JlaTa POK/JeHUA NAIUeHTa;

MPUOPUTETHHIA KaHaJ CBA3HU (B TOM YHCJIE 3JIEKTPOHHAS IIOYTA HAlHEHTa, HOMED
MOOMIBHOTO TesiehOHA MAIHEHTA);

MaIMEHT TIOAIMCHIBAET IPOCTON SJIEKTPOHHOUW IOJMNHUCHIO0 IMOCPEACTBOM €IUHOU
cucTeMbl UJAeHTUDUKAIUM U  ayTeHTHUKAUU Jub0 HWHBIMH  crocobamu,
IpelyCMOTPEHHBIMU MOAIIYHKTOM "U'" HACTOAIIETO IIYHKTA:

JIOTOBOP HA OKa3aHUE MEIUITMHCKUX YCIYT (/1aee - J0TOBOP);
MHGOPMUPOBAHHOE JOOPOBOJILHOE COTJIacHe HAa MEAUIIMHCKOE BMEIIaTeIbCTBO;

cormacue Ha 00pabOTKy MEIUIIMHCKON OpraHusanueldl IepCOHAIBHBIX JTaHHBIX
MaIeHTa, JAaHHBIX O COCTOSIHUU €ro 3J/I0POBbsI B COOTBETCTBUH C TpPeOOBAHUIMU
3akoHoOmaTenbcTBa Poccuiickoit ®enepanyu B 00J1aCTU  MEPCOHAIBHBIX JAHHBIX,
coJiep:kaliiee B TOM UHCJIE COIJIacHe TMaIfueHTa Ha OocylllecTBieHne NHGOPMAIMOHHOTO
obMeHa yKa3aHHBIMHU JIAHHBIMU MTOCPEACTBOM €AUHOU CHCTEMBI MJIN TOCYAAapCTBEHHOMN
nHGOpPMAIIMOHHON cucreMbl B cdepe 3ApaBooxpaHeHUs cybbekTa Poccuiickoit
Qenepanuu;



MAIUEHT IIPEIOCTABIISIET ITOATBEPIK/IAIOIIE METUIIMHCKHE IOKYMEHTHI (ITPU HAJTUYHHN)
B ¢hOpMe 3JIEKTPOHHBIX IOKYMEHTOB JIN0O0 B BU/IE CKAHUPOBAHHBIX KOTTUH METUITTHCKUX
JTOKYMEHTOB, 0(pOPMJIEHHBIX Ha OYMaKHOM HOCHUTEJIE;

1) IOTOBOP JIOJKEH COJIEPKATh YCJIOBHE O HEOOXOAUMOCTH IIPE/ICTABJIEHUS HE TO3/JHEE
MIPOXOKJAEHUs IPONEAYPhl HAeHTU(MHUKAIIUN U ayTeHTU(UKAIIUK, IIPEyCMOTPEHHOU
Hactosmerr IIporpamMmo#, mamueHToM ©W  (WIHM) TOJY4YeHUS  IIOCPEICTBOM
UHGOPMAIIMOHHOTO obMeHa c eIUHOU CHCTEMOM, rocyZJapCTBEHHBIMH
WHPOPMAIMOHHBIMU CUCTEMaMU B cdepe 3/paBoOxXpaHeHUs CyOBeKTOB Poccuiickoil
denepani, MEAUIIMHCKUMU WHOOPMAIMOHHBIMH CHCTEMAaMH, HH(GOPMAIMOHHBIMU
CUCTEMaMHM, YKa3aHHBIMU B YacTU 5 craThél 91 PemepanpHoro 3akona "OO6 ocHOBax
OXpaHbl _3JI0POBbA _rpakiadn B Poccuiickoii ®Peznepanuu”’, HOATBEPKIAIOIIETO
MEUIIMHCKOTO JIOKYMEHTAa, COJIEPIKAILEr0 CBeJleHUs O pe3yJsbTaTax (PU3HUKAJIBHOTO
OCMOTpa TIaI[MEeHTa, IPOBEJEHHOr0O HAa OYHOM IIpHEMe He II03/[Hee 4YeM 3a 30
KaJIEeHJapPHBIX JHEH A0 JHSA IIEPBUYHOrO OOpallleHus IallueHTa B MEIUITMHCKYIO
OpraHMu3aIuio, JJIs OCYIIeCTBJIEHHUs KOPPEKIIMH Ha3HAaUeHHOTr0 Ha OYHOM IIpHEME
JieueHusl, HA3HAUYEeHUs JiedeHus (IIPU ero OTCYTCTBUM).

B ciiydae oTCyTCTBUA YKa3aHHOTO IIOJITBEPK/IAIONIETO MEAUITMHCKOTO JOKYMEHTa Bpad
MPOBOJIUT KOHCYJIbTAIIUI0 C IPUMEHEHUEM TeJIEMEAUITMHCKUX TE€XHOJIOTUH, B paMKax
KOTOPOH MOJKET Ha3HayaTh HeOoOXOoJMMble JIabopaTOpHble, WHCTPYMEHTAJIbHbBIE WU
HWHbBIE OIIOJHUTEJIbHBIE HCCIeI0BAHNA, B TOM YHCJIEe AUCTAHIIMOHHOE HAOJIIOJEHUe 3a
COCTOSTHMEM 37I0POBbsI IAI[EHTa, a TaKXKe PEKOMEHI0BATh MAIlMEeHTy OOpaTUTHCSA 3a
MEeUIMHCKOM IIOMOIIBIO OYHO B IeJIAX YCTAaHOBJIEHUS AUATHO34;

€) oIUIaTa MalnueHTOM KOHCYJIbTAIlUN ¢ MIPUMEHEHUEM TeJeMETUITUHCKUX TEXHOJIOTUHN
OCYILIECTBJISIETCSI B COOTBETCTBUU C IIOPAJKOM, YCTAaHOBJIEHHBIM JIOTOBOPOM,
MpeyCMaTPUBAIONIUM OIIATy MEIUITUHCKUX YCIYT MaIlUEHTOM;

’K) MAIMEeHT IIOCPEACTBOM JIMYHOTO OOpamieHusi B MEQUIIMHCKYI0 OPTraHU3aIUIo II0
UMeIoIMes B MEIUITMHCKOU OPraHU3ally KaHaJIaM CBSI3U OCYIIIECTBJISAET BHIOOP AAThI
U BpeMeHU IPOBe/IEHUs KOHCYJIbTAIIUU C IPUMEHEHUEM TeJleMeUIIMHCKHUX TeEXHOJIOTUH,
a Takke Bpadya MEAHWIIMHCKON OpraHu3alud, KOTOPBI OyAET OCYIIECTBIATH €€
IIPOBEJIeHNE;

3) IIPH YCJIOBUY YCTAaHOBJIEHUS JIEUall[iM BpauyoM JIHarHo3a Ha OYHOM IpreMe (0CMOTpe,
KOHCYJIbTAIIUM), IIPEIOCTABJIEHUSI TMAIMEeHTOM TOATBEPKAAIOIIEr0 MEIUIIMHCKOTO
JIOKYMEHTA, a TaK)Ke MPH HAJIUYUU JOCTATOYHOTO 00beMa MEIUIIMHCKUX CBEJIEHUHN O
MmanyeHTe BHIOPDAHHBIA IMAIMEHTOM Bpad MOXKET OCYIIECTBJISATh KOPPEKIHIO
Ha3HAYEHHOTI'0 Ha OYHOM IIpHeMe JiedeHUsl, Ha3HAUUTh JiedeHue (IIPU ero OTCYTCTBUH).
[Ipu 5TOM Bpay, OCYIIECTBIISIONUN KOHCYJIbTAIIUIO C IPUMEHEHHUEM TeJIEMETUITTHCKUX
TEXHOJIOTHUH, JOIKEH SIBJAATbCS PAOOTHUKOM TOM K€ METUITMHCKOW OpraHu3alluu, B
KOTOPOM IPOBOAMJICA OYHBIHN IpreM (0OCMOTP, KOHCYJIbTAIUA);

1) B COOTBETCTBHU C IMOPSAJKOM OPTaHU3AIMU U OKA3aHUSA METUITMHCKON ITOMOIIHU C
MPUMEHEHUEM TEJIEMEAUIIUHCKUX TEXHOJIOTUH, YTBEPIKIAEHHBIM MUHHUCTEPCTBOM
3apaBooxpaHeHusi Poccuiickoii @eyiepanii B COOTBETCTBHUU C YACTHIO 1 CTaTbU 36.2
®enepanpHoro 3akoHa "OO OCHOBax OXpPaHbI 3I0POBbSA TPaXKJIAH B POCCHICKOU
®enepanuu", B MesaX UAeHTHU(GUKAIIUA U ayTeHTH(GUKAIIUA YIaCTHUKOB KOHCYJIbTaIluU
¢ TIpUMEHEHWEM TeJIEMEIUIIMHCKUX TEeXHOJIOTUM (mammeHTa, Bpada) HCIOJIb3YETCS
denepanpbHass rocymapcTBeHHass uHGOpPMaIMOHHAs cucremMa "EauHas —cucrema
UIeHTUPUKAIMY U ayTeHTUGHKANMUU B HUHQPACTPYKType, obOecrieunBaromen
UH(POPMALIMOHHO-TEXHOJIOTUYECKOE B3auUMOJlelicTBUe WH(POPMAIIMOHHBIX CHCTEM,
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HCIIOJIB3YEMBIX JJIsI IIPEIOCTABJIEHUS] TOCYAAPCTBEHHBIX W MYHHUIIMIAIBHBIX YCIYT B
3JIEKTPOHHOU dopme".

B pamkax oKasaHWsA MEIUIIMHCKOU IIOMOINM C IPUMEHEHUEM TeJIEMEIUITNHCKIX
TEXHOJIOTHUH JIOITYCKAeTCsI:

MOAIINCAHNE JIOTOBOPA YCWJIEHHOW KBAJTU(MUIUPOBAHHON 3JI€KTPOHHON IMOIUCHIO
MaIyeHTa Wik yCUIeHHON HEKBUTN(PUITMPOBAHHOU 5JIEKTPOHHOM MOJIMUCHIO MTAITUEHTa,
cepTudUKAT KJIIOYa IPOBEPKU KOTOPOH CO3/I1aH U HCIIOJIb3yeTcs B MHQPACTPYKTYype,
obecrnieunBaromen MHOOPMAIIMOHHO-TEXHOJIOTHYECKOe B3aUMO/IefiCTBIE
MHOOPMAIIMOHHBIX CUCTEM, HCIIOJIb3YEMBIX JJIS MPEJOCTABIEHUs TOCYAAPCTBEHHBIX U
MYHUIUTIAJIbHBIX YCJIYT B 3JIEKTPOHHOU hopMe;

uieHTU(GUKAIMS Ha OCHOBAHUM CBEJEHHUN O IMPUHAJIEKHOCTU aDOHEHTCKOTO HOMEDPA,
YKa3aHHOTO TAIlMEeHTOM, OIpeAeeHHOMY (PU3UUYEeCKOMY JIUILY, IIOJIy4EHHBIX OT
orepaTropa HOABWKHOU pazinoTesie(pOHHOU CBA3U, WJIN CBEAEHUUN O IPUHAJIJIEKHOCTU
VHUKAJIPHOTO  HAeHTU(HUKATOpa B  CHCTEME JINCTAHIIMOHHOTO OaHKOBCKOTO
0O0CJIy’KMBaHHs, YKa3aHHOTO IAllHEHTOM, OIIpe/ieJIeHHOMY (U3UUECKOMY JIHILY,
MOJIyUeHHBIX OT KPEIUTHOU OpraHu3aIluy;

HCHOJIb30BaHUE WHBIX HAEHTU(PUKATOPOB, NPHUCBOEHHBIX MAIMEHTy MeIUIIMHCKOU
opraHm3aluey, BKJIIOUYAasA TMapoiau (IIOCTOSAHHBIE U BpPEMEHHbIE, IIOJIydaeMble
rocpeAcTBoM HamnpasseHuA B Bujie CMC-coob1ieHns Ha yKa3aHHBIU allueHTOM HOMep
TesepoHa), TPU YCJIIOBUHM IPEABAPUTEIHHOTO INPUMEHEHUs OJHOTO M3 YKA3aHHBIX
c10co60B UIeHTU(PUKAIIUH WV JIUYHOU IBKU NAEHTa B MEUIIMHCKYIO OPTaHU3AIUIO;

K) IIpU IPOBEJIEHUHM KOHCYJIbTAIIUU C IPUMEHEHUEM TeJIEMEIUITMHCKUX TEeXHOJIOTHH
Bpau pPYKOBOJICTBYeTCA NpodecCHOHATbHBIMU 3HAHUSIMU W HaBbIKaMH, OKa3bIBaeT
MEUIMHCKYIO IIOMOIIb B COOTBETCTBUU C ITOPAAKAMHU OKa3aHUA MEJUITMHCKOUN ITOMOIIHN
Ha OCHOBE KJIMHUYECKUX PEKOMEH IAIIU;

JI) B XOA€e KOHCYJbTAalMd C IPUMEHEHHEM TeJIEMEIUIINHCKUX TEeXHOJIOTUH Bpau
OCYIIECTBJISET COOP U aHAJIN3 3KaJI00 IMallueHTa, IaHHBIX ero aHaMHe3a. [Ipu BhIsIBJIeHUH
IpU TPOBEAEHUM KOHCYJIbTAIIUM C IPUMEHEHUEM TeJIEMEIUIIUHCKUX TEXHOJIOTHI
MIPOTUBONIOKA3aHUH K MPOBEJEHUIO KOHCYJIBTAIIUH C IPUMEHEHUEM TeJIeMEeIUIIMHCKIX
TEXHOJIOTUH Bpad 00513aH NpepBaTh IPOBe/leHNe TAKOU KOHCYIbTAllUU U PEKOMEH/I0BATh
MaIeHTy O0paTUThCA OYHO 3a MEAUIMHCKON TIOMOINbI0, HA3HAUUTH MPU
HeoOXOAMMOCTH JIabopaTopHble, WHCTPYMEHTAJIbHbIE WJIM HWHbBIE JIOTOJIHUTEJIbHBIE
HCCIeIOBaHUs, B TOM YHCJI€ JUCTAHIIMOHHOE HAOJII0/IEeHHE 32 COCTOSHHEM 37[0POBBS
MaryeHTa.

[lepBas KOHCYJIbTAIUSA C IPUMEHEHUEM TeJIEMETUIIMHCKUX TEXHOJIOTHHA B COOTBETCTBUU
¢ Hacrosmen IIporpaMMol OCYIIECTBJISETCA C HCIOJIb30BAaHHEM BUIEO-KOH(EpEHTII-
CBSI3H, TPOIOJKUTETBHOCTD TAKOW KOHCYJIBTAIIU COCTABJISIET HE MEHEE 20 MUHYT;

M) BCA HeO6XOI[I/IMa_H AJIA IIpoOBEACHUA KOHCYyJIbTalu1 C IIPUMEHEHUEM
TeJIEMEAUITNHCKIX TEXHOJIOTHH MeJUINHCKAaA AOKyMEHTalu4d, PE3YJIbTAaThI
J'Ia60paTOprIX, HHCTPYMEHTAJIPHBIX W HWHBIX JOOIOJIHHUTEJIbHBIX I/ICC]IGZLOBaHI/Iﬁ
CO6I/IpaIOTCH, XPpaHATCA U UCIIOJIb3YIOTCA IIPH IIPOBEJECHNU TAKUX KOHCYJIbTaIII/Iﬁ, B TOM
qHucCJiie B (l)opMe JJIEKTPOHHBIX TOKYMEHTOB;

H) pe3yJIbTaTOM KOHCYJIbTAalUd € IPUMEHEHUEM TeJeMeIUIINHCKUX TEeXHOJIOTUH
SIBJISIETCS MEQUIIMHCKOE 3aKJIIOUeHNe, MO/IIIUCAHHOE YCUIEHHON KBATN(PUIIMPOBAaHHON
BJIEKTPOHHOU TOJIMHUCHI0 MEJUIIMHCKOTO pabOTHMKA, B TOM YHUCJIE CcOoJieprKalllee IpHU
co0JTI0/IEHNH YCIOBUMH, YCTaHOBJIEHHBIX HacTosAel [IporpaMmoii, 3anich 0 Ha3HAUeHU N



HEOOXO/IMMBIX JIaDOPAaTOPHBIX, WHCTPYMEHTAJIBHBIX W HHBIX JIOTIOJTHUTEIHHBIX
HCCIIeIOBaHNM, Ha3HAUEHHOM (CKOPPEKTHUPOBAHHOM) JiedeHUH U (MJIH) Ha3HAYEHHOM
JINCTAaHIIOHHOM HaOJIIOJEHUH 3a COCTOSTHUEM 37I0POBbSA IMaleHTa (IIpu HaJTHYHU
MMOKa3aHUM);

0) cBefeHUs 00 OKa3aHHOU Tpa’kJaHaAaM MEIHUITMHCKON ITOMOINY YYHUTHIBAIOTCA B
MeIUIIMHCKON nHGOPMAITMOHHOM crucreMme MeIUIMHCKON OpraHu3aIuH,
roCy/IapCTBEHHON HH(MOPMAIUOHHOU cucTeMe B cdepe 3/IpaBOOXpaHEHUS CyObheKTa
Poccuiickoit Pesrepariuu, eTUHON CHCTEME B COOTBETCTBUM C ITOPSAKOM, YCTAaHOBJIEHHBIM
[Tos0KeHHMEM O eIWHOM TOCYJApCTBEHHOM HWHMOPMAIIMOHHON cHcTeMe B cdepe
37IpaBOOXPAHEHMsA, YTBEPIKIAEHHBIM HOCTaHOBJIeHUeM IlpaBurtenbcTBa Poccuiickoit
Qenepanyii oT 9  deBpanss 2022 1. N2 140 "O eaMHON TIOCYIapCTBEHHOU
uHGOpPMANIMOHHON cucTteMe B cdepe 3ApaBOOXpaHEHHWA', a TaKKe MOTYT
MIPEJIOCTABJIATHCS JIeYallleMy Bpady B YCTAHOBJIEHHBIX CYO'hEKTOM DKCIIEPHUMEHTAIBHOTO
IIPABOBOT'O PEXKUMA CJIy4asiX U MOPSIKE;

1) MeJUIMHCKass WHGOPMAIMOHHAs CUCTeMa JIOJIPKHA COOTBETCTBOBATH CJIEAYIOITUM
TpeOOBaHUSIM:

rapaHTUPOBaHHAas CKOPOCTh UHTEPHET-COETNHEHNS - HE MeHee 1 M6/c;

paspellieHre KaMepbl I Mepefayu n300pakeHuil - He MeHee 1920 X 1080 TOYeK
(mukcesteit) u 60 KapoB B ceKyH Ty (1080p60).

l1l. CBEAEHMS O TEXHOMOIUAX, NPUMEHSIEMbIX B paMKax 3KCMepPUMEHTAINbHOIO
NpaBOBOro peXnma B COOTBETCTBUM C NEPEYHEM TEXHOITOTUIA, YTBEPXKAEHHBIM
B COOTBETCTBUU C NYHKTOM 2 cTaTbn 2 PefepanbHOro 3akoHa

5. B pamMkax 3KCIIepUMEHTAJIFHOTO IPAaBOBOTO PEKUMA IPUMEHSIOTCS OTpAaCIeBbIE
UdPOBBIE TEXHOJOTHH, B TOM YHCJI€ TEXHOJIOTHH, HamIpaBJeHHble Ha ITU(GPOBYIO
Tpa"nchOpMaIUIo OTpacjiell 5KOHOMUKHU, BKJIIOUasA TEXHOJIOTUUECKYIO TpaHCHOpManuio
MIPOLIeCCOB, 3aJeICTBOBAHHBIX B CO3/IaHUM MPOJYKTOB (YCJIYT), a TaKKe TeXHOJIOTHUM
B3aMMO/IEMCTBUSA C KOHTPareHTaMu.

IV. Llenn ycTaHOBNEHUSI aKCNEPUMEHTAaNbHOIO NPaBoOBOro pexuma B
COOTBETCTBUK CO cTaTben 3 OeaepanbHOro 3akoHa

6. I_IeJIHMI/I YCTAHOBJICHHUA SKCIIEPUMECHTAJIBHOI'O IIPABOBOTO pEXKMaA ABJIAIOTCA:

a) paclIupeHUe COCTaBa, MOBBIIIEHNE KAuecTBa WM JOCTYIHOCTH TOBApoOB, paboT u
YCIIyT;

6) coBepIIeHCTBOBaHHE OOIIEro peryJiMpoBaHus II0 pe3yjbTaTaM pealn3aIiuu
SKCIIEPUMEHTIHFHOTO IPABOBOTO PEKUMA;

B) co3laHue OJIaTONPUATHBIX YCJIOBUH i1 pa3pabOTKU U BHeJIpeHUs IHU(MPOBBIX
MHHOBAIUH.

V. Cpok gencTBus 3KCnepuMeHTanbHOro NpaBoBOro pexnma

7. CpOK ,Z[GﬁCTBPIH OKCIIEpUMEHTAJIPHOTO IIPABOBOI'0 peEXHWMa COCTaBJ/IAET 3 roJga Hu
HCUYHCIACTCA C 1 aBryCTa 2023 T.
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VI. Cpok y4acTusi cybbekTa akcnepmMeHTanbHoro NpaBoBoro pexmnma B
SKCNepMMEHTanbHOM NPaBoOBOM PeXume

8. Cpok yuactusa cyObeKTa OKCIEPUMEHTAIHLHOIO IIPAaBOBOTO pPeXHUMAa B
AKCIIEDUMEHTAJIPHOM IIPABOBOM pEKMME YCTAaHABJIWBAETCA HA CPOK JAeUCTBUA
AKCIIEPUMEHTAJIPHOTO IIPABOBOTO PEKIMA.

VII. Tepputopus, B pamkax KOTOPOU yCTaHaBNMMBAETCA SKCMepUMeHTasrbHbIN
NpPaBOBOWN PEXNM

9. JKCIepUMEeHTAJbHBIN MPAaBOBOM pEXUM yCTAaHABJIMBAETCA HAa BCEH TEPPUTOPUH
Poccuiickoit ®eneparum.

VIII. lMonoxeHus (TpeboBaHus, npeanncaHuns, 3anpeTbl, OrpaHNYeHuns)
OTAENbHbIX aKTOB 0OLLEro perynmpoBaHus, He nognexaline npuMeHeHMo B
paMKax aKCrnepnumMeHTasribHOro NpaBoOBOro pexunma

10. He mopayiexxar NpuMeHEHHIO B paMKax 3KCIIEPUMEHTAJIBHOTO MIPAaBOBOTO peKuMa
MIOJIOKEHUS OT/IEJIbHBIX AaKTOB OOIIETO PETYIUPOBAHUS:

a) YacTh 7 CTaThH 20, YACTU 2-4 cTaThi 36.2 PenepanbHoro 3akona "O6 0CHOBAX OXPaHbI
3710pOBbi rpakaaH B Poccurickoni ®enepanuu’;

0) HOJITYHKT HE JIEHCTBYET C 1 CEHTAOPSA 2023 ro/ia - MYHKT 3 HACTOSIIEro JIOKYMEHTA -
CM. IIPEJIBIAYIIYIO PEJIAKIIHIO;

B) IIYHKTBI 22 ¥ 25 [IpaBuj npegocTaBaeHNs MeUIIMHCKUMU OPTaHU3aIlUAMY IIJIATHBIX
MEIUINHCKUX VCJIVT, YTBEpKJIeHHbIX IocTaHoByieHHeM IIpaButenberBa Poccuiickoit

denepanyu ot 11 mMag 2023 r. N2 736 "O6 yrBepskaenuun IlpaBui IIpegocTaBJIEHUS
MEIUINHCKUMH OPTaHU3AIUAMU IUIATHBIX MEAUIIMHCKHUX VCJIVT, BHECEHUU N3MEHEeHUN
B HEKOTODBIE akThI IIpaBuTenbcTBa Poccurickor Pegepaniiv ¥ Ipu3HAHUY YTPATUBITUM
crty nocra”HoBsenns IIpasurenbersa Poceutickon @emepanuu or 4 OKT0ps 2012 1. NO
1006";

T) OYHKTHL 3, 47 U 51 NOPSAJKA OPraHW3aIlUU U OKA3aHUS MEIUITMHCKOW IOMOIIU C
NpUMEHEHUEM  TeJIEMEJINIIMHCKUX  TEXHOJIOTUH,  YTBEPKIAEHHOTO  IPUKA30M
MunucrepcTBa 371paBooxpanenuss Poccuiickort Pesepanmu oT 30 HOsAOps 2017 T. NO
QO65H;

J) OVHKT 6 1iopAnka jgadyyd  WHGOPMHUPOBAHHOIO JIOOPOBOJBHOIO COIJIACHSA Ha
MEAMIIMHCKOE BMEHIATEJIBCTBO M OTKd3d OT MEAHUIIMHCKOI'O BMEIIIATEJIbCTBA, d)ODMbI
I/IHd)ODMI/IDOBaHHOI‘O I[O6DOBOJII)HOI‘O coriacud Ha MEAHUIITMHCKOE BMeEIIaTeJIbCTBO U
(bODMbI OTKd34d OT MEAUIIMHCKOI'O BMENIATEJIBCTBA B OTHOIIIEHNU OIIpEAECJICHHBIX BIUJJIOB
MEAUINTMHCKUX BMENIATEJIbCTB, YTBep)KI[eHHOI‘O H[)I/IKaBOM MI/IHI/ICTG[}CTBEI
3apaBooxpaHeHus Poccuiickoit @eneparinu oT 12 HOAOPsA 2021 1. NO 1051H.

IX. MonoxeHus, cobnogeHne KoTopbiX ABAsSeTCA 0b6a3aTenbHbIM B
COOTBETCTBUN C HacTosiwen [NporpamMmon, ecrnvm Takme NoroXXeHUst He
npeaycMOTPEHbI akTaMm ODLLErO perynmMpoBaHns Unmn oTANYaTCA OT HUX

11. KOHCYJII)TaI_II/II/I IIanyeHTa BpadyoM C IIpDpUMEHEHHEM TeEJIEMEAUIIMHCKUX TEXHOJIOTHH
OCYIIILECTBJIAIOTCA B LEJIAX:
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a) mpoduiakTuku, cbopa, aHasm3a Kajao0 MmanueHTa W JAaHHBIX aHAMHe3a, OIeHKHU
addekTUBHOCTH JieueOHO-TMarHOCTUYECKUX MEPOIPUATHH, MEIUITTHCKOTO
HAOJTIOZIEHUS 32 COCTOSTHUEM 3/I0POBbSI IMAIUEHTA;

0) TIpUHATUSA pelIeHUus O HeoOXOAUMOCTH IPOBEIEHUs MOBTOPHOTO OYHOTO IpHeMa
(ocmoTpa, KOHCYJIBTAIINHN);

B) Ha3HaAUYeHHWs JabOpPaTOPHBIX, HHCTPYMEHTAJIbHBIX W HWHBIX JIOMOJTHHUTEIHHBIX
HUCCIeIOBAaHUH;

I) Ha3HAUYeHUS U OCYIIECTBJIEHUSA JUCTAHIIMOHHOTO HAOJIOJEHHsS 3a COCTOSHHUEM
37I0POBbS MMAIEHTA;

1) HazHaueHUs (KOppPEKINU) JIeUeHUs MPU YCJIOBUM YCTAHOBJIEHUSA JieJall[UM BpPauyoM
MUarHO3a U Ha3HAUYeHU:A JieueHUus (IpU ero HaJIMYWM) 10 TOMY JKe 3a00JIeBaHHUIO Ha
OYHOM ITpreMe (0CMOTpe, KOHCYJIbTAINH).

12. [Ipu mpoBefieHUM KOHCYJIBTAIIUUA C IPUMEHEHUEM TeJIEMEIUITMHCKUX TEXHOJIOTHUH
BPAuOM MOJKET OCYIIECTBJIATHCA KOPPEKIHs Ha3HAUEHHOTO Ha 0YHOM IIpHeMe JIeUeHUs,
Ha3HauyeHUe JieyeHus (IIPU ero OTCyTCTBUHU), B TOM uKciie GOPMUPOBAHUE PEIENITOB Ha
JIeKapCTBEHHbIE IpenapaTbl B (OpMe B3JIEKTPOHHOTO JIOKYMEHTa, IPU YCJIOBUH
yCTaHOBJIEHUS JIeYall[IM BpauoOM JIMarHO3a ¥ Ha3HAUeHUs JiedyeHus (TP ero HaJIMYKH)
10 TOMY >Ke 3a00JIeBaHHI0 HA OUHOM ITpreMe (0CMOTpe, KOHCYJIbTAIl|H).

13. /lucraHIMOHHOEe HAOJIIO/IEeHWE 3a COCTOSHHEM 37[0POBbs IAllMEHTa Ha3HAYaeTCs
JledaluM BpayoM IIOCJIe OYHOro IpweMa (OocMOTpa, KOHCYJIbTaI[uH), B TOM YHCJIE
BpauyoM, He IIPOBOJIMBIIMM OYHOTO IipueMa (OCMOTpa, KOHCYJIbTAIlUH) JAaHHOTO
MaIfeHTa, 110 UTOraM IPOBEJEeHUs] KOHCYJIbTAI[UN C IPUMEHEHHUEM TeJIEMETUITNHCKUX
TexHOJIOTUH. [IpM 3TOM Bpady, OCYIIECTBJAIONIMA KOHCYJIBTAIIUI0 C IPHUMEHEHHEM
TeJIEMETUIIMHCKUX TEXHOJIOTUH, JIOJDKEH SABJIATHCA PAOOTHUKOM TOU K€ MEIUIIMHCKOU
OpraHu3aIu¥, B KOTOPOU IIPOBOAWJICA OYHBIM mpueM (OCMOTD, KOHCYJIbTAIUA).
JlucraHIIMOHHOEe HAOJIIOZIeHNE OCYIIECTBJIsIeTCS HAa OCHOBAaHWHU JIAHHBIX O ITAIUEHTE,
3apEruCTPUPOBAHHBIX C IPUMEHEHNEM METUITUHCKUX U3/AEITUH, TpeAHa3HAYeHHbIX JIJIA
MOHUTOPHWHTA COCTOSIHUSI OpraHu3Ma 4YeJjioBeKa, W (Wad) HAa OCHOBAHWHU TaHHBIX,
BHECEHHBIX B €AUHYI0 TOCy/IapCTBEHHYI0 WHGPOPMAIIMOHHYI0 CcHCTEMY B cdepe
37pAaBOOXPAHEHUs, WJIH TOCYAAapCTBEHHYI0 WH(MOPMAIMOHHYI0 CHCTEMY B cdepe
3apaBooxpaHeHusi cyobekta  Poccumiicko — ®emepanuy, WM METUITTHCKYIO
WH(POPMAIIMOHHYI0 CHCTEMY, MJIM UWH(MOPMAIMOHHBIE CHCTEMBI, YKa3aHHbIE B YaCTU 5
cratbu 91 PesiepanpbHOTO 3aKoHa "O0 OCHOBAaX OXPAaHbI 3/I0POBbs rpakaaH B Poccuiickon

Denepanuu’.

14. JIoroBop B paMKaX 5KCIIEPUMEHTAIbHOTO ITPABOBOTO PEKHMMA MOMKET 3aKII0UAThCS
TIOCPEJICTBOM aKIIEIITa MAIUeHTOM O(pepPThl MEAUITUHCKON OpPTaHU3aIUH, pa3MeIeHHOU
Ha calTe MEeIUITMHCKOW OpTraHW3amyuu. AKIENT O TPUHATUU ODEPTHl METUIIMHCKOU
OpraHu3aIuy IOINCHIBAETCA MAIMEHTOM C HCIIOJIb30BAaHHEM IPOCTOMN 3JIEKTPOHHOU
MO IHCH.

[Togmucanue marUEHTOM WHQMOPMHPOBAHHOTO JOOPOBOJIBHOTO  COIVIACUS  Ha
MEIUITTHCKOE BMEIIaTeIbCTBO B ITOPSKE, IPEAYCMOTPEHHOM HacTosel [IporpaMmoi,
CUHTaeTCs aKIenTOM O(QepThl U IMOATBEPIKJAET 3aKJII0UYEeHHE MAIlMeHTOM JIOrOBOpa C
MeUIMHCKON OpraHu3aIen.

[TanmeHTy Takxe 0becrieunBaeTCs IUCTAHITMOHHBIN JOCTYII K /IOTOBOPY.
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15. 3alpelieH0 OKa3bIBaTh MEAUIMHCKYIO IIOMOIIb B COOTBETCTBUU C HACTOAIIEN
[TporpaMmoii Ipu BBISIBJIEHUH IPOTUBOIIOKA3aHMUA (IPOTUBONOKA3aHUIN) K IIPOBEAEHUIO
KOHCYJIbTaIliU C IPUMEHEHUEM TeJIEMeIUITNHCKUX TEXHOJIOTUH.

X. OueHKa pMCKOB NPUYMHEHUS Bpeaa XXN3HW, 340POBbI0 NN UMYLLLECTBY
yenoBeka nMbo MMyLLLECTBY OpMANYEeCcKoro nuua, ywepba obopoHe un (unum)
GesonacHOCTM rocygapcTea, UHbIM OXpaHseMbIM doefeparbHbIM 3aKOHOM
LEHHOCTAM

16. IIpu obOpareHnn mamyueHTa 3a KOHCYJIbTalluel ¢ IPUMEHEHUEM TeJIeMeUITMHCKUX
TEXHOJIOTHUH ITOBBINIAIOTCSA PUCKU IPUHATUSA PEIIEHUs O KOPPEKIIMU Ha3HAUYEHHOTO Ha
OYHOM IIpHEME JIeUYeHUS, Ha3HAaUeHUM JiedeHUsA (IpU ero OTCyTCTBHHU) 0e3 yuera
CBEJIEHUN O COCTOSIHUM 3/I0POBbsl IMAI[UEHTA 0 MPUYUHE OTCYTCTBUS BO3MOKHOCTU
MPOBEZIeHNsT BpadyoM (UBHUKAIBHOTO OOC/IeNOBAHUA TAIUEHTa, IIPEJICTABIEHUS
ManyeHToOM HEeMoJTHON NH(pOpMAITUU O COCTOSTHUH €T0 3/I0POBbs U OKa3aHHOU eMy paHee
MEIUIITNHCKOM ITOMOIIIU.

17. B mesnax ycrpaHeHUs BO3MOXKHBIX IOCJIEJICTBUMA PUCKOB, YKa3aHHBIX B IIYHKTE 16
Hacrosinierd [IporpamMMpl, IPU YCTAaHOBJIEHUM (PaKTa NMPUHATHS BPAuOM peEIIEeHUS O
KOPPEKIIMHA HAa3HAYEHHOTO HAa OYHOM IIpUeMe JIeueHUs], Ha3HAUYEeHUHU JieueHus (IIPU ero
oTcyTcTBUH) O€3 ydyeTa CBEJEHUHN O COCTOSIHUU 37/I0POBbs MAI[UEHTA, COEPKAIIUXCA B
MTOATBEPKAAIOIIEM METUIMHCKOM JIOKYMEHTE, MEAUIIMHCKASA OPTaHU3aNNsA B CPOK /10 3
KaJIeHJIapHBIX JIHEW co JHsA oOOHapy»KeHUs yKaszaHHOTo ¢pakTta obecrednBaeT
paccMOTpeHHne JIaHHOTO ciaydyas komuccueid (ciry:x0oii). Ha ocHOBaHUM pe3yJsIbTaTOB
pacCcMOTpeHUs YKa3aHHOTO (akTa KOMHUCCHEN (Cry:KO01) MEeIUIUHCKAs OpPTaHU3aIlHs
MPUHUMAET pelleHre O MPUHUMAEMBIX Mepax I0 IpecedyeHuio U (WIn) yCTpaHEHHIO
MOCJIEJICTBUA ¥ TPUYUH BBIABJIEHHBIX (DAKTOB, B TOM YHCIE O BO3MEIIEHUHN
MPUYMHEHHOTO TAIMEHTYy BpeZa B IIOJHOM O0beMe B TOPS/KE, YCTAaHOBJIEHHOM
3aKOHOZIaTeabcTBOM Poccutickoil @enepanuy, u n3BemaeT 06 3TOM MaryeHTa.

XI. Mepbl, HanpaBneHHbIE HA MUHMMM3ALMIO PUCKOB, YKa3aHHbIX B pasgene X
HacTosilen MNMporpammbl, siBnsoLmecs obsisatenbHbIMU AN cybbekTa
SKCMEePUMEHTAsNIbHOrO NPaBOBOrO peXnma

18. B nensfx MUHMMHU3AIUU PUCKOB, YKa3aHHBIX B IIyYHKTe 16 HacrodAmel ITporpaMmel,
MEIUIMHCKOUN OpraHu3anueil IpUHUMAIOTCS CJIEAYIOIINE MePHI:

a) OCyllecTBJIeHHe B paMKax IIpOBeJeHUs KOHCYJIbTAallU C NpHUMeHeHUeM
TeJIeMeUIINHCKUX TEXHOJIOTUY KOPPEKIIUN Ha3HAUeHHOI'0 Ha OUHOM IIpHeMe JieueHus,
Ha3HaAueHUs JiedeHHs (IpU €ero OTCYTCTBUHM), Ha3HA4YeHUsA J1abOpaTOPHBIX,
WHCTPYMEHTAJIbHBIX U WHBIX JIOTIOJIHUTEJIBHBIX WCCJIEIOBAHUN B COOTBETCTBHHU C
Hactosmed [IporpaMMoi TOJBKO NP YCJIOBHUH IPEACTABIIEHUS Bpady MeTUIIMHCKON
OpPraHU3aIlU B YCTAHOBJIEHHOM IIOPsAAKE IMOATBEPKAAIOIIEr0 MeAUIIMHCKOTO
JIOKyMEHTa, COJlep>Kallero B TOM YHCJIe CBeIeHUSA O pe3yIbTaTax PU3NKaIbHOTO OCMOTpPA
(ectu TAKOBOW IIPEAYCMOTPEH KJIMHUYECKMMHU PEKOMEHIANUAME (IIPOTOKOJIAaMU
JiedeHus1), IPOBEJIEHHOTO HAa OYHOM IIPHEMe He MO3/IHee YeM 3a 30 KaJIeH/TapHbBIX THen
0 JHS TIEPBUYHOrO oOpaiieHus NamueHTa B MEAUIHHCKYI0 OpraHusamuo, o0
YCTAaHOBJIEHHOM JIEUaIll[UM BpayoM JIMar€Ho3e W Ha3HAUeHHOM JieueHUHW (Ipu ero
HAJIMYUM) IO JAHHOMY 3a00JIeBaHUI0 HA OUHOM IpueMe (0cMOTpe, KoHcy bTanun). [Ipu
S5TOM Bpay, OCYIIECTBJISIOMINNA KOHCYJIBTAIUIO C IPUMEHEHUEM TeJIeMeIUITMHCKUX
TEXHOJIOTUH, JIOJDKEH SIBJIAThCSI PAOOTHUKOM TOM K€ MEIUIMHCKON OpraHu3aIud, B
KOTOPO¥ IIPOBOAMJIICS OYHBIN IpHeM (OCMOTP, KOHCYJIbTAIUS);
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6) ocylecTBiIeHHe MEAUIMHCKON opraHusanueid (CyObeKTOM 35KCIIepUMEHTATIBHOTO
MIPaBOBOTO PeKHMMa) BHYTPEHHEr0 KOHTPOJISI KauecTBa M 0€30IMaCHOCTU MEIUITMHCKON
ZeATeIbHOCTU, BKJTIOYAs:

BeJleHHe MEIUIIMHCKON opraHusanueid (CyObeKTOM SKCIEePUMEHTAIBHOTO ITPABOBOTO
pekuma) peecTpa, B KOTOPOM (MOUKCHUDPYIOTCSI Bce HeXKeJlaTeJIbHble COOBITHA U
HapyIIEHWsI, BO3HHUKIINE B IIPOIECCE IPOBEAEHHsS KOHCYJIbTAlUU C IPHMEHEHHEM
TeJIEMETUIINHCKUX TEXHOJIOTUH U BbISIBJIEHHbIE KOMHCCHEH (CTy»K001), a TAKKe CJIyJaH,
COIIPOBOKAAIOIIMECS JKaJo0aMK IIAI[MEHTOB HAa KauvyeCcTBO OKa3aHUSA MEIHUITMHCKOU
TIOMOIITH, 3a(pUKCHPOBAHHBIE B YCTAHOBJIEHHON MEAUITMHCKON opraHu3anued ¢opme, ¢
VKa3aHUEM NPUHATHIX MEAUIIUHCKOW opraHusanueid mep (B TOM Yucie Ajs
MHUHUMU3AIUNA IIOCJIEACTBUH HACTYIUIEHHs YKa3aHHBIX COOBITHH) W PE3yJIbTaTOB
MIPOBEJEHHBIX KOPPEKTUPYIOIIUX MEPOIPUSITHI;

OCYIIIECTBJIEHHE MEJIUIUHCKOU opraHuzanuell (CyObeKTOM 5SKCIIEPUMEHTATIHLHOTO
MIPABOBOTO PEKMMa) BHYTPEHHETO KOHTPOJISA KauecTBa U 6e30MacHOCTH MEIUITUHCKOMN
JlesITEeJIbHOCTH, IPOBOAUMOU B COOTBETCTBUU ¢ HacrosAmied IIporpammoi, c
COCTaBJIEHHEM I10 pe3yJIbTaTaM OCYIIeCTBJIeHUs KOHTPOJIA 3aKII0UeHUs He pexe 1 pa3a
B KBapTajJ. BHyTpeHHeMy KOHTPOJII0O KadecTBa M 0€30MaCHOCTH MeAUIMHCKOMN
NeATeJIbHOCTH TOZJIeKaT Bee cyIydau, 3apuKCUpPOBaHHBIE B peecTpe, a TakKe B IeJIAX
SKCIEPTHOU OLIEHKU MEeJUIIMHCKOU JOKYMEHTAI[UU He MeHee 100 IPOIEHTOB IIePBBIX
2000 KOHCYJbTallUd C INpPUMEHEHUEeM TeJeMeIUIINHCKUX TEXHOJIOTHM, IMPOBEIEHHBIX
CyOBEKTOM SKCIIEPUMEHTAJIPHOTO IIPABOBOTO peKMMa B COOTBETCTBHHU C HACTOSAIIEH
[TporpaMmmoii, 1 He MeHee 50 IPOIEHTOB IMOCIIEAYIOIINX KOHCYIbTAI[UN ¢ IPUMEHEHUEM
TeJIEMEJUIIMHCKUX TEXHOJIOTUU, IPOBEAEHHBIX CYOBEKTOM HKCIEPUMEHTATIHLHOTO
MPABOBOTO PEXXHUMa B COOTBETCTBUU C HacTos el [Iporpammoi;

nHQOPMUpPOBaHNE MEIUITMHCKON opranusanueil ®eiepasbHON CIIy:KOBI IO HAZ30pPY B
chepe 3apaBOOXpaHEHUs O BBIABJIEHHBIX Komuccued (cayk00i) OCHOBAaHUAX
MPUOCTAHOBJIEHHUS CTaTyca CyObEeKTa SKCHEPUMEHTAJIBLHOTO IIPABOBOTO PEXKUMA,
YKa3aHHBIX B HoANMyHKTe "0" myHKTa 23 HacTosmed [IporpaMMbl, B TeueHUE 5 pabounx
JTHEH ¢ 1aThl TAKOTO BBIABJIEHUS;

B) KOHCYJIbTAalUM C NPUMEHEHUEM TeJEMEJUIIMHCKIUX TEXHOJIOTUH IIPU IMEPBOM
obpameHnM TaNUeHTa B MEIUIIUHCKYI0 OpraHM3alui0 B paMKaxX HaCTOAIIeH
[Iporpammsl MIPOBOJATCA ¢ HCII0JIb30BAHUEM BHU/I€0-KOH(pEpeHII-CBA3H,
MPOJIOJKUTENBHOCTh TaKUX KOHCYJIBTAlUM C IIpPUMEHEHUEeM TeJleMeIUIIUHCKUX
TEXHOJIOTUU COCTaBJIsIeT HE MeHee 20 MUHYT.

XIl. NepeyeHb CyOBHLEKTOB 3KCNEPMMEHTANTBHOIO NPaBOBOMO pexmma

19. Cy6’beKTaMI/I IKCIIEpDUMEHTAJIbBHOTO IIPABOBOT'O PEXHNMaA ABJIAIOTCA:

a) aknuoHepHoe obmectBo "['pynma komnanuii "Mezacu'', OI'PH 5067746338732;
0) akimonepHoe o61ecTBO "Menacu 2", OI'PH 1037704021992;

B) 00IIeCTBO C OorpaHUYeHHOU oTBeTcTBeHHOCThIO "Mencu Cankrt-IletepOypr”, OI'PH
1027810326774;

r) OOIlecTBO ¢ OTpaHUYEHHOU OTBeTCTBeHHOCTHhIO ''KimmHmka Ha IleTporpajckoii
cropone”, OI'PH 1197847081585;
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1) OOIIeCTBO ¢ OTrpaHHMYEHHOUW OTBeTcTBeHHOCThIO 'Mencu-Ilepms”, OI'PH
1165958102529;

e€) o00mecTBO C OrpaHUYEHHOW OTBeTCTBeHHOCTHhIO '"Mencu-Mxkesck", OI'PH
1191832017893;

k) OOIecTBO C orpaHmyeHHON oTBeTcTBeHHOCTHI0O "MK J[lokTop psgom", OI'PH
1157746867464;

3) o0OIecTBO € OrpaHUYEHHOW OTBeTcTBeHHOCThIO "JlokTop psgom”, OI'PH
1027739819898;

1) OOINEeCTBO ¢ OrpaHHYEHHOH OTBETCTBEHHOCThIO "Xopoinee Hactpoenue', OI'PH
1137746423979;

K) oOILIeCTBO C OrpaHMYEeHHOH orBeTcrBeHHOCThIO "KJIMHUKA HA MAPOCEMKE',
OTI'PH 1107746885399;

JI) OOIIecTBO ¢ OrpaHuueHHON oTBeTcTBeHHOCThI0O 'BEPKAHAME/IVKA", OI'PH
1167746741359;

M) akipoHepHoe o6mectso "HAITMIOHAJIBHBIN MEJUITMHCKUN CEPBUC", OT'PH
1047796105170;

H) o0mecTBo ¢  orpaHudYeHHOW  oTBercTBeHHOCThI0O "MHHOBAIIMOHHASA
MEJIUWIIMHA", OT'PH 1197746310618;

0) 06IIEeCTBO ¢ OTPaHHYEHHOH oTBeTcTBeHHOCThI0 "M-JIATH", OT'PH 1117746482391;

Im) oOImecTBO C OrpaHUYEHHOW oOTBeTcTBeHHOCThIO "PenKimauka", OI'PH
1207800111474;

p) axkmuoHepHoe ob6mectBo "EBpomeiickuii  Megunumuckuii  ILlentp", OI'PH
1027739031418;

C) 4YacTHOe YYpekJeHue 3apaBooxpaHeHus ' KiuHudeckas OospHua "PXK/I-
MEJIUVIIMHA" ropoga Cmostenck”, OT'PH 1046758318683;

T) YaCTHOe y4UpexJeHue 37/[paBooxpaHeHus 'lleHTpasbHasdA KJIWHUYecKass OOJIbHUIA
"PXKI-MEJIUNIIMIHA", OI'PH 1047796593525;

y) 4YacTHOe yupexaeHue 3apaBooxpaHenus "Kinunuueckasa OospHuna "PIK/I-
MEJIUWIIMHA" ropoga PocroB-ua-/{ony", O'PH 1046164020385;

¢) wuactHOe yupexzeHue 3ApaBooxpaHeHus KiumHudeckasa OospHuna "PXK/I-
MEJIUWIIMHA" ropoga IOxxuHo-Caxanmuuck”, OI'PH 1046500632650;

X) 4YacTHOe YyupexaeHue 3apaBooxpaHenus "Kiunauueckasa OospHuia "PIK/I-
MEJIUWIIMHA" ropoga Omck", OT'PH 1045509004716;

1) YacTHOe YUpexJeHue 3apaBooxpaHeHus KimHwmueckas OosibHuna "PXK]I-
MEJUWIIMHA" ropoga Kpacuozap", OI'PH 1042306436468;

Y) 00OIIECTBO C OrPaHUUYEHHOU OTBeTCTBEHHOCTHIO "Meopua", OI'PH 1217700180390;



m) OoOIecTBO ¢ OrpaHHYeHHOW oTBeTcTBeHHOCThIO "Kimmuuk-Typ", OI'PH
1047796538833;

1) oOIecTBO C OrpaHHYeHHON oOTBeTcTBeHHOCThIO '"Pediexc ILmoc", OI'PH
11906952005612;

bI) ODIECTBO C OrPpaHUYEHHOUN OTBeTCTBEHHOCTHIO "J[:keHepanm Menukan Ilentp-CIT",
OI'PH 1197847090847;

3) akIMOHepHOe 001ecTBO MeaumuHckui 1eHTp "Bpaus", OT'PH 1066164204347;

10) o00IecTBO ¢ orpaHuueHHOH otBercTBeHHOCTRI0O "BOCTOK 3AIIA/I", OI'PH
1157746312360;

s1) OOIIecCTBO C OrpaHWYEHHOW OTBETCTBEHHOCTHhIO "Memwriokc-TM", OI'PH
1037700249872.

XIll. TpeboBaHus, NpeabaBnsgemble K CYyObeKTy aKCnepuMeEHTanbHOro
NnpPaBOBOro pexunma, KOTOPbIM OH OOSKEH COOTBETCTBOBATb

20. CyOBEKT S5KCHEPHMEHTAJIBHOTO IIPABOBOTO pEXHUMa JOJIKEH COOTBETCTBOBATH
CJIEAYIOIINM TPEOOBAHUM:

a) TpeboBaHUs, MPEAYCMOTPEHHbIE IYHKTAMU 1-4 YacTH 1 craTbu 8 PenepasbHOTO
3aKOHAa;

0) HaJTM4UKe JIMIIEH3UH Ha OCYIIeCTBJIEHHe MEAUIINHCKON IeTeIbHOCTH;

B) COOTBETCTBHE WH(MOPMAIUOHHOA CHCTEMBI, WCIOJb3yEMOH JJIsI OKa3aHWUSA
MEIUIMHCKOH ITOMOIIY C IPUMEHEHHEM TeJIEMETUITUHCKUX TEXHOJIOTUH, TPeOOBaHUAM
K TOCyIapCTBEHHBIM HWH(POPMAIIMOHHBIM cHUcCTeMaM B cdepe 3/IpaBOOXpaHEHUS
cyopekToB Poccuiickoit ®Penmepanuu, MeIUIIMHCKUM HWHMOPMAIMOHHBIM CHCTEMAaM
MEIUIIMHCKUX OpraHu3anuid U WHAOOPMAIMOHHBIM cHucTeMaM QapMaleBTHUECKUX
OopraHu3aIruii, IIpelyCMOTPEHHBIM cTaTthell 91 PemepanbHOro 3akoHa "OO OCHOBaAx
OXpAaHBbI 37I0POBbs rpaxkiaH B Pocentickort Pentepanuu’;

T) COOTBETCTBHE MEJUIIMHCKOU OpraHu3anuu TpeOOBaHUSIM K OpraHU3aIlud U
MPOBEJIEHUI0 BHYTPEHHETO KOHTPOJIA KauecTBa H 0E€30MacHOCTA MEHIMHCKOU
NIesITEJIbHOCTH, YTBEPKAEHHBIM MHWHHCTEPCTBOM  3/IPaBOOXPaHEHHs PoccuiicKou
denepanii B COOTBETCTBUM CO CTaThel 90 PesrepasibHOrO 3akoHAa "O6 OCHOBAX OXPAHbI
3710POBbsI_TpaskiaH B Poccuiickori ®eneparnuu”, a Takke TpeOOBAHUAM HACTOAIIEH
IIporpamMMmBel.

21. I[.HH Heﬂeﬁ YCTaHOBJIEHHUA COOTBETCTBUA MEHI/IIII/IHCKOﬁ OpraHu3annu Tpe6OBaHI/IHM,
YKa3aHHbIM B IIYHKTE 20 HacTosIen IIporpaMMel, IIPpEACTABJIAIOTCA ClIeAylolue
AOKYMEHTDBI 1 CBEICHU A

a) 3aBepeHHas KOIHSA JIMIIEH3UN Ha OCYIIECTBIEHUE MEIUITMHCKOU J1esITETbHOCTH;

06) cBemenus (HOMep, [laTa, HaWMEHOBaHHWE IIPOTPAMMHOTO OOecIeueHwus,
MpaBo00J1a/iaTesIb) O BKJIIOYEHUH NPHUMEHSEMOr0 ITPOTPAaMMHOTO OOecIlieueHus B
€/INHBIA PEECTP POCCUMCKUX MPOTPAMM JJIsl 3JIEKTPOHHBIX BBIUYMCIUTEIBHBIX MAIIUH U
0a3 [JaHHBIX, WJIN 3aBepeHHas KOIHUS PErucTPAallMOHHOTO Y/IOCTOBEPEHHs Ha
MEIUITUHCKOe  u3zenne  (MeaUuIUHCKYI0 HWHMOPMAIMOHHYI0  CHUCTEMY), WA
CBHUJIETEJILCTBO O TOCY/IaPCTBEHHOUW PpETHCTPAIlUM TPOTPAaMMBbI JJIsI 3JI€KTPOHHBIX
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BBIYMCJIUTEJIFHBIX MAIllMH WX 0a3bl IAHHBIX, BbIZJaHHOEe PesepasbHON CIIy»KOOU 1O
MHTEJUIEKTYAJIbHOU COOCTBEHHOCTH, WJIH HHBIE IOKYMEHTBI, IO/ITBEPK/IAIOIIIE HATHYNE
IIPOrpaMMHOT0 obecIieueHusI, UCI0Ib3yEeMOTO JIJIsI OKa3aHUSA MEIUITMHCKOU ITOMOIIH C
IIPUMEHEHHUEM TeJIeMEIUITMHCKUX TEXHOJIOTUH, U JOKYMEHT, IOATBEPIKAAOIIUNA IIPaBO
I0JIb30BAHUS COOTBETCTBYIOIIIMM ITPOTPAMMHBIM obOecrieyeHreM (ecu  CyOBEKT
SKCIIEPUMEHTAIFHOTO MIPABOBOTO PEXKMMa He SIBJISIETCS IPaBoo0JaziaTesieM), a TaKKe
CIIpaBKa C yKa3aHUEM CBeZleHHU 00 YHUKaJIbHOM HAeHTUUKaTOpe NHPOPMAIIMOHHOMN
CHUCTEMBI B IepeyHe WHBIX WHOOPMAIMOHHBIX CHCTEM, IMOJKJIIOUYEHHBIX K €eJUHOUN
CUCTEMeE, WJIU PEKBU3UTHI JIOTOBOPA C OIIEPATOPOM HJIH BJIAJIeJIbIleM WH(OPMAITHOHHON
CUCTEMBI, HAXO/IAIIENCSA B IepeYHe WHBIX MH(OPMAIIMOHHBIX CUCTEM, ITOJIKJTFOUeHHBIX K
€IMHON  CHUCTEME, KOTOPOH TIOJIb3yeTCs  MENUIIMHCKAs  OpraHu3amus i
nHGOPMAIIMOHHOTO OOMEHa C eITHHOU CUCTEMOM;

B) 3aBepeHHas1 KOS MMOJIOKEHUS MEAUIMHCKON OPTaHU3aI|H O MOPsI/IKE OPraHu3aIun
U TPOBEAEHHWS BHYTPEHHEr0 KOHTPOJISI KayecTBa M 0€30MacHOCTH METUIIMHCKOMN
JIesITeJIbHOCTH, pa3pabOTaHHOTO B COOTBETCTBUM C TPEOOBAHHAMU K OPTraHU3AIUHA U
MPOBEZIEHUI0 BHYTPEHHET0 KOHTPOJISI KadecTBa M 0e30IaCHOCTH MEAMIIMHCKOMN
NEATEIbHOCTH, YTBEPIKAEHHBIMU MUHUCTEPCTBOM 37[paBOOXpaHeHus Poccuiickoi
denepanuu B COOTBETCTBUH CO cTaThedl 90 PestepasibHOrO 3akoHa "OO OCHOBAX OXPAHBI
3710pOBbs rpakaaH B Poccurickoni ®enepanuu’;

I') 3aBEPEHHAs KOIHSA YTBEPKAEHHBIX MEAUIIMHCKON OpraHU3aIl1el TPaBuJI IPOBEAEHUS
KOHCYJIbTAIIUU C IPUMEHEHUEM TeJeMeJUITUHCKUX TEeXHOJOTHUU IPU OpPTaHU3aluHu U
OKa3aHUM MEJUIIMHCKOUN IOMOIIY ¢ IPUMEHEeHUEM TeJIeMEeIUIIMHCKUX TEXHOJIOTUH B
COOTBETCTBUU C HacrosIel [Iporpammoii (B Tom ynciie Gopmsel peectpa, GOpMbI OIIEHKU
3¢ peKTUBHOCTU U Pe3yJIbTATUBHOCTH 3SKCIEPHMEHTAJILHOIO IIPABOBOTO peXUMa, a
TaK>Ke IlepeueHb IPOTUBONOKA3aHU).

XIV. YKkazaHne Ha BO3MOXHOCTb npmncoeanHeHnd HOBbIX Cy6'beKTOB K
JAKCnepmmeHTaribHOMYy npaBoOBOMY PEXMNMY, NOPAOOK TAaKOro npucoeamnHeHnA

22. [IpucoeauHeHNE HOBBIX CYOBEKTOB K JKCIIEPUMEHTIHHOMY IPABOBOMY DPEXUMY
BO3MOKHO B IIOps/IKe, YCTAHOBJIEHHOM cTaThel 11 ®erepasbHOTO 3aKOHA.

HYACTDb XV. OCHOBAHHUA 1N CPOKHU
ITPUOCTAHOBJIEHUA CTATYCA
CYBBEKTA KCIIEPUMEHTAJIBHOTI'O
IIPABOBOI'O PEXKMIMA B
COOTBETCTBUHA C HACTbBIO 1 CTATbHU 12
OEJEPAJIBHOI'O SAKOHA

23. Cratyc cyObeKTa SKCIEpUMEHTAIbHOTO IIPABOBOTO peXXKUMa IIPHUOCTAHABIUBAETCS B
CJIEAYIOINX CITydasax:
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a) HEIIpeacTaBJICHUE CY6’beKTOM OKCIIEpDUMEHTAJIBHOTO IIPABOBOTIO pPEXHMa OT4YeTa O
ACATECJIbHOCTH B PpaMKaX pe€a/in3allil J3SKCIIEPDHMEHTAJIBHOI'O IIPAaBOBOIO pEXHMa B
COOTBETCTBHH C Tpe6OBaHI/IHMI/I H CpOKaMH, IIPeAYCMOTPEHHBIMHU IIYHKTAMHU 35, Bé Hu 40
Hacrosamen IIporpaMmbl, a TakKe ImpeacraBJIcHUE MGHHHHHCKOﬁ OpFaHI/IBaHI/Ieﬁ
HENOJIHOU WJIU He,Z[OCTOBepHOfl I/IH(I)OpMaIlI/II/I B OTYETE.

B »sTom cjiydyae CTaTycC C}’6’beKTa OKCIIEpDHUMEHTAJIbHOTO IIPAaBOBOI'0  pEXHMa
IIPHUOCTaHABJIUBAECTCA [0 AHA IIpEeACTaBJICHHA OT4YETAa O [AEATECJIbHOCTH B PpPaMKax
peasin3daliiiid  SKCIIEPUMEHTA/IPHOTO IIPABOBOI'O  peEXHMa WM  IIPEACTABJICHHA
YTOUHEHHOTI'O OTUETA;

0) BBIIBJIEHHE HE MEHEe OJTHOTO HapyIIeHUs, Pe/lyCMOTPEHHOTO IIYHKTaMU 26 U (HJIx)
27 HacrosAIen [IporpaMMbl, KOTOPO€E OBLIO JIOIMYIIEHO CYyOBEKTOM SKCIIEPUMEHTAIBHOTO
IPABOBOTO PEKUMA, B CJIydae, onpeAeeHHOM B moanyHkTe "6" myHkTa 2 [Tos0xKeHusd 0
OpUHATHYA MUHHCTEDCTBOM 3KOHOMHUYECKOTO pa3BuTus Poccuiickout Penepannu
eIIeHNs O  TPUOCTAHOBJEHWHW  WJIM  TPEKpAIlleHWH  CcTaTyca  CcyObekTa
DKCIIEDUMEHTAJIbHOTO TPABOBOTO pexknMa B cdhepe 1M@POBBIX WHHOBAIMK B
DKCIIEPDUMEHTAJIbHOM IIPAaBOBOM pekuMe B cdepe 1HMGPOBBIX WHHOBAMUA U 00
YBEJIOMJIEHUH CyOheKTa SKCIEePUMEHTATBHOTO IIPABOBOTO pexkuMa B cdhepe IMTUdPOBBIX
WHHOBAIIMA O TPUHATHHW TAKOTO PeIIeHWs, YTBEPIKAEHHOTO II0CTAHOBJIEHHEM

[IpaButesnbcTBa Poccuiickoit Penepamuu or 19 HOosAO6pa 2020 1. N° 1888 "O6

yTrBep:k/ieHnn [loyiokeHnss 0 TPUHATHU MUHUCTEDCTBOM 5KOHOMHYECKOTO DA3BUTHSA
Poccutickoni ®@efepaniiy peleHud O IPUOCTAHOBJIEHHHU WX IPEKpAaIlleHUH CcTaryca

CcYOBEKTa SKCHEPUMEHTAJILHOIO IIPABOBOr0 pexuMa B chepe mudpoBhIX HHHOBAIIUN B
JKCIIEDUMEHTAJILHOM IPABOBOM pexkume B cdepe mMudpOoBLIX HWHHOBAIIMU U 00

YBEJIOMJIEHUH CYO'hEKTa SKCIIEPUMEHTAIBLHOIO ITPABOBOTO peskrMa B cdepe mudpoBbIX
WHHOBAITWMH 0 HPUHATHU TaKOTO pelenus” (sanee - [losmoxxeHue).

B sTOM ciywyae craTyc CcyObeKTa SKCIEPUMEHTAJIBHOTO IIPAaBOBOTO peXuMa
MPUOCTAHABJINBAETCA 0 YCTPAHEHUs  BBIABJIEHHBIX HAPYIIEHUH CYOBEKTOM
SKCIEPUMEHTAJIBHOTO IPABOBOI'O PEXKUMA.

XVI. OcHoBaHUs BO30OHOBIEHNA cTaTyca CybbekTa aKCnepuMeHTanbHOro
NnpaBoOBOro pexuma

24. CraTyc cyObeKTa SKCIIEPUMEHTAIbHOTO ITPABOBOTO pEXHUMAa BO30OHOBJIAETCS IIO
CJIETYFOIIIM OCHOBAHHUSIM:

a) TIpe/iCTaBJIEHHE OTYETA O JAeATEIbHOCTA B PaMKax peain3ariy SKCIIePUMEHTATbHOTO
MIPAaBOBOTO PEKHMa B COOTBETCTBUU C TPEOOBAHUSAMU, IPEAYCMOTPEHHBIMU IIYHKTAMU
35, 36 m 40 Hacrodmed IlporpamMMbl, Wi MpPeACTaBJIeHHE yYTOUHEHHOTO OTYETa,
coJlepsKallero IOJHYI U JIOCTOBEPHYI0 HUH(OpMAIUI0 O /IeATeJbHOCTH B paMKax
AKCIIEPUMEHTAJIPHOTO MTPABOBOTO PEXKUMA (EC/TH CTATYC CYOBEKTA SKCIIEPUMEHTATIBHOTO

n_n

MIPaBOBOTO PEXXMMa IMPUOCTAHABIUBAETCSA M0 OCHOBAHUIO, YKA3aHHOMY B IIOJITYHKTE "a
IYHKTa 23 Hacrosgmen [TporpaMMel);

6) mosryueHue MHGOpPMANUU OT OpraHa TroCy/apCTBEHHOTO KOHTPOJiA (Haazopa) ob
yCTpaHEHUU BBISABJIEHHBIX HApPYIIEHUN, KPUTEPUH KOTOPBIX YKa3aHbl B IOYHKTax 26 U
(wmm) 27 wacrosmeid IlporpamMmbl (ecim cratyc cyObeKTa SKCIEpUMEHTATIHHOTO
MIPABOBOTO PEXXUMa IMPUOCTAHABINBAETCS 1I0 OCHOBAHUIO, YKa3aHHOMY B IoanyHkKTe "6"
IIYHKTa 23 HacTosAmen [IporpaMmst).
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HYACTDb XVII. OCHOBAHUA U CPOKHU
IIPEKPAIIEHNA CTATYCA CYBBEKTA
OKCIIEPMMEHTAJIBHOI'O ITIPABOBOTO
PEXVMUMA B COOTBETCTBHUU C HACTbHIO
2 CTATbU 12 OEAEPAJIBHOI'O SAKOHA

25. CTaTyc CY6’I>€KTa IKCIIEpDUMEHTAJIbHOTO IIPABOBOTO PEXHNMa IIPpEKpallaeTCd B
n_mn n_mn

ciay4dyadx, nIpeayCMOTPEHHBIX B IIYHKTAaX 1, 2, IIOAIIYHKTAX a B TIYHKTA 3 YaCTu 2
cratbu 12 PeepaabHOro 3aK0OHA.

[Tpekpamienue craryca CyObeKTa SKCIEPUMEHTAJIBHOTO IIPABOBOTO  PEXXUMA
OCYIIIECTBJIAETCA B IIOPA/IKE U CPOKU, KOTOPBIe YCTaHOBJIEHH! [1o0oxeHneM.

XVIII. Kpntepun HapyLLueHust NonoxXeHnn Hactosiwen MNporpammel

26. Kputepuamu HapylieHUs I010KeHUH HacroAel [IporpaMmbl ABIAIOTCA:

a) HapyIIeHue TpeOOBaHUU IYHKTOB 5, 9, 18, 20 1 37 HacTosme# [TporpaMmmer;

0) HeCOOTBETCTBHE CyOBEKTa HKCIIEPUMEHTAIIFHOTO MIPABOBOTO peKMMa TPeOOBAaHUAM,
YCTaHOBJIEHHBIM YacThIO 1 ctaThbu 8 PesrepasibHOTO 3aKOHA.

XIX. Kputepum rpyboro HapyLleHus nonoxeHnn Hactoswen Nporpammbl

27. Kpurepusamu rpyboro HapyllleHHUs IOJIOKeHUU HacTosmel [IporpaMmebl sBjseTcs
HapylleHue o00s3aTeJIbHbIX JJid BBINOJHEHUS CYOBEKTOM 3SKCIIEpUMEHTAIBHOTO
IIPaBOBOT'O peXXMMa IO0JIOKEHUM, yKa3aHHBIX B pasjiesie IX Hacrosmelr [Iporpammel,
ecJIM TaKoe HapyllleHHWe MPUBEJIO K MPUYMHEHWIO BpeAa KU3HU U (WIH) 30POBHIO
YeJI0BeKa.

HYACTDb XX. OCHOBAHHUA U CPOKHU
IIPUOCTAHOBJIEHUA JEVCTBUA
OKCIIEPMUMEHTAJIBHOI'O IIPABOBOTI'O
PEXVMA B COOTBETCTBHUU C HACTbHIO
1 CTATbU 16 PEAEPAJIBHOTI'O SAKOHA

28. I[eﬁCTBHe IKCIIEPUMEHTAJIbHOI'O IIPAaBOBOI'O0 PEXHKMMa IIPHOCTAHABJJINUBAETCA IIO
OCHOBAHUAM, YKa3aHHBIM B IIYHKTAX 1 1 2 YaCTH 1 CTaTbH 16 denepabHOrO 3aKOHA.
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[Topsi/IOK 1 CPOK MPUOCTAHOBJIEHUS JENCTBHS SKCIIEPUMEHTAIFHOTO IIPABOBOTO PEXKUMa
YCTAaHABJIMBAIOTCA B COOTBETCTBMHM ¢ [IpaBWJIaMW TPUOCTAHOBJIEHUS JIEWCTBUS
SKCIIEPUMEHTAJIbHOIO  IIPABOBOIO exxruMa B cdepe UGPOBBIX MHHOBAIIUU
IIpeKpaIleHnd JIeHCTBUSA DKCIEPUMEHTAJILHOI0 IPABOBOro pexkrMa B cdepe mudpoBhIX
WHHOBAIIUH, YBEJIOMJIEHUS CYOhEeKTa D9KCIePUMEHTAILHOTO IIPABOBOTO PekuMa B cepe
HU(GPOBBIX MHHOBAIIMK WIN CYOBEKTOB SKCIEPHMEHTAJIBHOTO IIPABOBOTLO DEXXKHMAa B
chepe 1HUGPOBLIX HHHOBAIMKA O IMIPHUOCTAHOBJIECHHUM WIN MPEKpPAIleHUHN IeHCTBUI
SKCIIEPUMEHTAJIbHOIO  IIPABOBOIO exruMa B cdepe MGPOBBIX HHHOBAIIUMH,
YTBEpP:KJAEeHHBIMU IOCTaHOBJIeHUeM IIpaBuTenbcTBa Poccuiickoii ®Penepanyu ot 15
nexabpa 2020 r. N2 2116 "O6 yrBepxkaenuu I[IpaBuj IIPUOCTAHOBJIECHUA JEeHCTBUS
SDKCIEPUMEHTAJIBHOTO  IIPABOBOTO  pexxuMa B cdepe  1MdPOBBIX HMHHOBAIIWH,
IIpeKpalleHus AeHCTBUA SKCIEPUMEHTATIBHOTO IIPABOBOI0 peskrMa B cdhepe IHMPOBBIX
MHHOBAIIUH, YBEJIOMJIEHHUS CYOBhEeKTa DKCIEePUMEHTAIbHOTO IPABOBOI0 pexknMa B chepe

[!Hgl)[!OBbIX I/IHHOBa!!I/Iﬁ HJIN Cy()"b@KTOB OKCIIEPUMEHTAJIbBHOI'O ITPABOBOT'O DPEXNKMA B
cglge[ze !!I/ISIQ[QOBIJIX I/IHHOBa!!I/Iﬁ O TIIPDHUOCTAHOBJIEHWHW WJINW TIPEKPAINCHUN Z!eﬁCTBHH
OKCIIEPUMEHTAJIBHOT'O IIPABOBOT'O PEXKMA B cglgepe !!Hgl)[!OBbIX HHHOBa![Hﬁ".

HYACTb XXI. OCHOBAHNUA JOCPOUYHOTIO
IIPEKPANNIEHUA JEUCTBUA
OKCIIEPMUMEHTAJIBHOI'O IIPABOBOTIO
PEXKMMMA B COOTBETCTBUU C HACTbHIO
2 CTATbU 17 PEAEPAJIBHOT'O 3AKOHA

29. JlelicTBHE 3KCIEPUMEHTAJIBHOTO MIPABOBOTO peKMMa MMpeKpaliaercs JOCPOUYHO IO
OCHOBAHUAM, YKa3aHHBIM B IIYHKTe 1, ab3amax MepBOM - YeTBEPTOM HOANYHKTa "a'",
moAnmyHKTe "0" MyHKTa 2 YacTHh 2 craTh¥ 17 PesiepasbHOTO 3aKOHA, a TAK¥KE B CIIydae
MpUIAHUSA HOPMaM, YKa3aHHbIM B IIYHKTaxX 11-15 Hacrosied [IporpamMMbl, CBOHCTBA
OOIIETO PEryJIMpoOBaHUs B COOTBETCTBUM CO CTaThedl 18 ®PenepasbHOrO 3aKOHA 0
OKOHUYAHHUS CPOKA JeUCTBUS SKCIEPUMEHTATLHOTO ITPABOBOTO PEXKUMA, yCTAHOBJIEHHOTO

IOVHKTOM 7 HaCTOHIIIeIL/'I IIporpamMmMBsbI.

XXII. Tlopssigok ncnosnb3oBaHNA NPoayKLmMn, Nponu3BeaeHHo n anpobupyemonm
B YCNOBUAX SKCNEPUMEHTanNbLHOro npaBoBOro pexunmMa (nopsagok
MCNonb30BaHUs LMPOBOM NHHOBALINK)

30. [Topaok ucnoIb30BaHUA MPOAYKIIUY, IPOU3BEJeHHOU U aTpoOUPyeMOil B yCJIOBUAX
SKCIEPUMEHTAJIPHOTO  IPAaBOBOTO  pexuma, Hacrosameid  IIporpammoit  He
yCTaHABJIUBAETCA.

XXIIl. depepanbHbln opraH UCMOSTHUTENBHOW BNacTu, OCYLLEeCTBNAILLNN
dyHKUKUKM 1Mo BblpaboTke rocygapCTBEHHOM NOSINTUKN U HOPMATUBHOMY
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npaBoOBOMY peryrimpoBaHuto no HanpasfeHUO 3KCNepmMmeHTasibHOro
NnpaBoOBOro pexunma

31. ®eepasbHBIM OPraHOM HCIOJHUTEJIBHOU BJIACTH, OCYIIECTBIIAIIINM (PYHKINU 10
BBIPAOOTKE TOCYZJApCTBEHHOU MOJIUTUKN U HOPMATHBHOMY IIPABOBOMY PeryJIUPOBAHUIO
[0 HAIIPABJIEHUIO SKCIIEPHMEHTAJIBHOTO IPABOBOIO peKUMA, ABjdeTcd MUHNCTEPCTBO
3apaBooxpanenus Poccuiickoit Penepanyu.

XXIV. OpraHbl, OCyLLEeCTBNAIOLWMNE KOHTPOSTbHbIE (HaA30pHbIE) (PYHKLUUM B
pamMKax 3KCrnepumMeHTaribHOro NpaBOBOro PeXxmnma, a Takke nopsaaok
OCYLLIeCTBIIEHUS 3TUX (PYHKLUWUIA, B TOM YMCIe NOPAL0K OpraHn3auum n
npoBeaeHnsi NPOBEPOK cOBNoaeHMs1 NONOXEHU HacTosILen MNporpammel

32. KoHTposbHBIe (HAA30pHBIE) MEPONPUATHS B OTHOIIEHWU MEIUIIMHCKOU
OpraHu3anuu B PaMKax 5KCIHEPUMEHTAJILHOTO IIPABOBOTO PEXUMA OCYIIECTBIIIOTCS
DenepanbHON CITy:k00U IO HAZB30PY B cdepe 3/[paBOOXPAaHEHUS C yUETOM OCHOBAHHH,
CPOKOB W IIOPSJIKA WX IIPOBEJIEHUs, yCTaHOBJIEHHbIX PenmepasbHbIM 3akoHOM "O
roCy/IapCTBEHHOM KOHTpOJIe (Haa30pe) M MYHUIIUOAJIBLHOM KOHTpPoJie B Poccuiickou
®enepanuu” u IloaoxkeHreM o deaepaJbHOM TOCYIAaPCTBEHHOM KOHTpoJie (Haazope)
KayecTBa W 0e30MAaCHOCTH  MEIMIIMHCKOW  JIeTEJIbHOCTH,  YTBEPKIAEHHBIM
nocranopsienrueM IlpaBurtenbcTBa Poceniickor Peepaniyy ot 29 UioHS 2021 1. N2 1048
"O6 yrBep:kaennu IlooxkeHus o deaepaibHOM rocy/IapcTBEHHOM KOHTpoJIe (HaziBope)

KauecTBa ¥ 6€300aCHOCTH MEAUIIMHCKON NeATeIbHOCTH" .

33. KouTposbHble (Haz30pHBIE) GYHKIIMY B OTHOIIEHUH MEIUITUHCKON OPTraHU3AI[UN B
paMKax 3KCHEepUMEHTAJIBHOTO IIPABOBOTO peXHUMA OCYILIECTBJIATCA B CIydasdx,
MPEAYyCMOTPEHHBIX JIJII TPUOCTAHOBJIEHUS W TPEKpAllleHus craryca cyObekTa
SKCIIEPUMEHTAJIbHOTO IIPABOBOTO PEKMMA, YKa3aHHBIX COOTBETCTBEHHO B IIYHKTAX 23 U
25 Hactosmed I[IporpaMmebl, a TakKe B CIydasx HapyIIeHUN U TpyObIX HapyIIeHUH
MIOJIOKEeHUH, YKa3aHHBIX COOTBETCTBEHHO B IIYHKTaX 26 U 27 HacrosAllel [IporpaMmel, B
TOM 4YHCJIe B ciaydasx Hamuunsa y PenepasnbHOU Ciry:kObl 1O Haz3opy B cdepe
37IpaBOOXpAaHEHUA B paMKax SKCIePUMEHTAJIbHOTO IPABOBOI'O PEXKUMA CBeJIeHUN:

a) O HApYIIEHUH MEJUIIMHCKOW OpraHu3amnuedl IMOpsA/AKAa PacCMOTPEHUS CyOBEeKTOM
SKCIEPUMEHTAJIbHOTO MPaBOBOro pexumMa B cdepe 1UPPOBBIX HWHHOBAIUMI
MOCTYIAIIIUX B €ro azpec Kajiobd JIUI, MpaBa W 3aKOHHbIE HHTEPECHl KOTOPBIX
HapYIIEHbI B CBA3H C YCTAHOBJIEHHEM U peajn3aliieil SKCIIepIMEeHTaIbHOTO ITPABOBOTO
pexxuma B cdepe 1ubpPOBBIX HWHHOBANWN, yTBEp:KAEeHHOr0o MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @ezreparniiv B COOTBETCTBUM C IIYHKTOM 3 YaCTH 1 CTaThbU
14 PenepasbHOIO 3aKOHA;

6) O IIpeaO0CTaBJIEHUHU HEIIOJTHOI'O MJIN HEJOCTOBEPHOT'O OTUETA O AE€ATCJIbHOCTH B paMKax
peain3anuu OKCIIEPUMEHTAJIBHOTO IIpaBOBOTO pPexuma, npeayCMOTPEHHOTO
[IpaBujiaMu MOHHMTODHHIA 3KCIEPHUMEHTAJILHOIO HIPAaBOBOro pexkmMma B cdepe
UGPOBLIX WHHOBAIIMH, OIEHKH 3M(EKTUBHOCTH U PE3YJILTATUBHOCTH DPean3aIuu
DKCIIEDUMEHTAJILHOTO  IPABOBOIO  pexkuMa B cdepe  1MAPOBBIX  HHHOBAIIUMH,
O6III€CTB€HHOI‘O O6CV)KI[€HI/IH BOIIPOCOB _ 3(pDEKTUBHOCTA U PE3YJIbTaTUBHOCTH

peasim3any SKCIepUMEeHTAJIbHOT0 MPABOBOr0 pexkrMa B cdepe b POBLIX HHHOBALIUH,
YTBEP2KJIEHHBIMU IocTaHoByieHUeM IlpaButesnbctBa Poccuiickoit ®Penepanuu oT 3

mexabpa 2020 1. NO 2011 "O6 yrBepkaeHnuw [IpaBWii  MOHHTODPUHTA
S5KCIIEPUMEHTAJILHOTO IIPABOBOrO pexkuMa B cdepe nudpoBbIX MHHOBAILIWMN, OIIEHKU

5P DEKTUBHOCTH U Pe3YJAbTATUBHOCTH peaTN3aluU SKCIIEPUMEHTAILHOTO IPaBOBOTO

pexkuma B cdepe 1nGpPOBBIX WHHOBAIIUHN, OOIECTBEHHOTO OOCYK/IEHWS BOIIPOCOB
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3 dHEKTUBHOCTH U PE3VJIbTATUBHOCTU PEAIU3AINU SKCHEPUMEHTAJIBLHOIO IIPAaBOBOIO
pesknma B chepe nudpoBbIX HHHOBAIIUK'

B) O IPpUYMHEHHH Bpe€da XKHU3HK HW 3J0POBbBI0O ITAIlMEHTA B pPaMKaX IIPOBEACHUA
KOHCYJIbTAIlUU C IIDUMEHEHHEM TeJIEMEANITNHCKHNX TEXHOJIOTHH.

34. B pamkax 5KCIepHMEHTAJIbHOTO IMPAaBOBOTO PeXUMa HPOBOAATCA IJIAHOBBIE U
BHEIJIAHOBbIE€ KOHTPOJIbHBIE (HA/I30pHbIE) MEPOIIPUATHSA.

XXV. TpeboBaHus K oueHke ahPEKTUBHOCTU N pe3ynbTaTUBHOCTU
3KCrnepnMeHTasibHOro NPaBoOBOro peXxumMa, B TOM YuUCre nokasartenu
(HanmeHoBaHMe 1 NIaHOBOE 3HAYeHME), B COOTBETCTBUM C KOTOPbLIMU
NPOBOOMTCS Takasi OLeHKa

35. Jna neneill oneHkU 3(P@PeKTUBHOCTH U Pe3yJIbTaTUBHOCTH SKCIIEPUMEHTAJIBHOTO
MIPaBOBOTO pexxnuMa (popMupyeTtcs nepedeHb MokasaTesieil apdexTuBHOCTH 110 PopMe,
YCTAaHOBJIEHHOW  MEJUIIMHCKOM  OpraHusalnueld,  BKJIIOYAOIENd  IOKa3aTesn
3¢ peKTUBHOCTH, KOTOpble XapaKTePU3YIOT KA4ecTBO IIPOBEJEHHBIX B paMKax
HacrosAmel IlporpaMMbl KOHCyJbTalUd ¢ TNPUMEHEHUEM TeJleMeJUIIUHCKUX
TEXHOJIOTUM, Y/IOBJIETBOPEHHOCTh NAIIMEHTOB U IPEeeMCTBEHHOCTb B OKa3aHUU
MEIUIMHCKOU ITOMOIIIY, ¥ ITPOBOAUTCA UX IMOCTOSSHHBIM MOHUTOPHUHT, IO pe3yJIbTaTaM
KOTOporo ¢QopmupyeTrcsi BBIBOA O JOIMYCTUMOCTH TPHAAHUA CIEIUATbHOMY
pPEeryJINpOBaHUIO, YCTAaHOBJIEHHOMY Hacrosmed IIporpammoii, cBoiicTBa 0OIIEero
peryJimpoBaHUsA B COOTBETCTBUU O cTaThel 18 PesrepasibHOTO 3aKOHA.

36. lna mesiell onieHKU 3(Q@EKTUBHOCTU U Pe3yJAbTATUBHOCTU SKCIIEPHMEHTAIBHOTO
IIPABOBOT0 PeXXKMMa IPUMEHSI0OTCA CyIeIyIoIye IiejieBble II0Ka3aTesu:

a) eXeKBapTaJIbHO HE MeHee Q5 MPOIEHTOB KOHCYJIbTAIlMA C IIpUMEHEHUEM
TeJIEMETUIIMHCKUX TEXHOJIOTHUU B COOTBETCTBHUU C Pe3yIbTaTaMU BHYTPEHHETO KOHTPOJIA
KayecTBa U 0€30IaCHOCTH MEJUIIMHCKOM TIOMOINY, OKa3aHHOHW B paMKax
AKCIEPUMEHTAJILHOTO IIPABOBOTO PEKHMa, MMPoBeieHO 6e3 /edeKTOB, JAOMYIeHHBIX B
TOM YHCJIE TIPH:

HAa3HAYECHUHU U OICHKE PE3YJIbTATOB JUAT'HOCTHUKU;
OILI€EHKE ITPUMEHEHUA (HaBHa‘-IeHI/IH) JIEKAPCTBEHHLIX ITPEIIapPaTOB;

0) YyIOBJIETBOPEHHOCTh TAIUEHTOB PE3yJIbTATOM HPOBEAEHUSA KOHCYJIbTAIIUH C
MIpUMEHEHUEM TeJIEMEIUITMHCKUX TEXHOJIOTUH COCTaBJIAET HE MeHee 70 IMPOIEHTOB
€KerofHO IO pe3yJibTaTaM IIPOBEeJIEHHOTO AaHKETUPOBAHUSA MAIUEHTOB B COOTBETCTBUU C
YCTaHOBJIEHHBIM B METUIIMHCKOU OPTaHU3AINHU ITOPSIKOM;

B) B COOTBETCTBUU C HOANYHKTOM "3" myHKTa 4 HacTosmel [IporpaMMbl MpOBEIEHO HE
MeHee 30 IIPOIEHTOB KOHCYJIbTALUI ¢ IPUMeHeHNeM TeJleMeIUIIMHCKUX TEXHOJIOTUH, B
paMKax KOTOPBIX OCyIlleCTBJIeHAa KOPPeKINA Ha3HAUeHHOTO Ha OYHOM IIpUeMe JIeueHU s
WJIN Ha3HAUYeHO JieueHue (IIPU ero OTCYTCTBUN).

XXVI. Cnocobbl NHOPMUPOBAHNSA CYOBLEKTOM SKCMEPUMEHTASIbHOIO
NpaBOBOro pexnumMa nuu, BblpaXkatowmx HaMepeHne BCTYNUTb C HAM B
NPaBOOTHOLLEHMSI B pamMKax 9KCMNEPMMEHTanbHOro NPaBoOBOro pexuma, o
HaNU4MM N cogep>KaHNn SKCNEPUMEHTANbHOIO NPaBOBOrO PeXnma, B TOM
yucne o6 oTANYMSX cneumanbHOro perynmpoBaHng, NpeayCMOTPEHHOIO
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HacTosiLen NMporpaMmmMmon 1 noaneXxallero NPUMMEHEHUIO K YKa3aHHbIM
OTHOLLIEHMSIM, OT 00LLEero perynmpoBaHus

37. B menax uHDOpMUpOBaHHA MEAUIIMHCKON OpTaHU3AIlUelN JIUI], BhIPAKAIOIIHNX
HaMepeHue BCTYIUTh C HEW B IIPABOOTHOIIEHHWS B PaMKax SKCIEPUMEHTATIHHOTO
MMPAaBOBOTO PEXHUMA, O HAJIUYUHU U COJEPIKAHUU HKCIEPUMEHTAJIBHOTO ITPABOBOTO
peXrUMa, B TOM YHCJIe 00 OTJIMYUAX CIIEIUAIBHOTO PETYJIUPOBAHUSA, IPEAYCMOTPEHHOTO
HacTrosed [IporpaMMo¥ U Imojjiekaiero IpuMeHeHUIO K YKa3aHHBIM OTHOIIIEHUSIM, OT
00111ero peryJiupoBaHusl, MEAUIMHCKAas OpraHu3anusa 00s13aHa pa3MeCTUTh YKa3aHHYIO
nHOpMaNHMI0 HA caliTe MEJUIIMHCKON OpraHu3alyy, a Takke B MH(POPMUPOBAaHHOM
I00POBOJIPHOM  COTJIACMM HAa MEAUITMHCKOE BMEIIATeIbCTBO, IIOIIIMCHIBAEMOM
MAIlHEHTOM C WCIIOJIb30BAHHEM IIPOCTON 3JIEKTPOHHOMW IIOJIIIUCH O MPOBEIEHUS
KOHCYJIbTAIIUH C IIPUMEHEHUEM TeJIEMETUITMHCKUX TEXHOJIOTHH.

XXVII. HeobxoamMmocTb JOMNOMHUTESNBHOMO ONyOnnkoBaHnsa cybbeKkToMm
3KCNEPUMEHTANbLHOro NPaBoOBOro peXxmmMa B CpeacTBax MaccoBOM
MHGOPMaLNKN U pasMeLLeHns B ceTn "MIHTepHeT" nHdopmaunm od
YCTaHOBMNEHUN U O COOEP>KaHUM IKCNEPUMEHTANbHOro NPaBoOBOro pexnma

38. HeobxomuMmocTh MOIIOJIHUTEIHbHOTO OITyOJITMKOBAHHUSA CyOBEKTOM
SKCIEPUMEHTAJILHOTO IIPABOBOTO pPEXMMA B CPEACTBAX MaccOBOH wWHGOpPMAIUN U
pasmelienuss B cetu "'MHTepHeT' mHpOpMaInuu 00 yCTAHOBJIEHHWH U O COJIEp:KaHUU
SKCIIEDUMEHTIFHOTO IIPABOBOTO PEXKHMA, B TOM YHCJIe 00 OTJIUYHAX CHEIHATBLHOTO
peryJupoBaHusA, MpeAyCMOTPEHHOTO HacrosAmeid IIporpammoii, ot  o01iero
peryJiupoBaHusA, a TaKXKe HEOOXOAMMOCTh HaHECEHUs COOTBETCTBYIOIIEN MHMOpMAINU
HAa TOBapbl, IMPOM3BOJIMMbIE B PpaMKax BSKCIEPUMEHTAJIBHOTO IPABOBOTO PEXUMA,
pasmMelieHus Takou uHGoOpMaIUu mepef Bbe3amMu (IIPOXoZlaMU) Ha TEPPUTOPHIO
JENCTBUSA HKCIIEPUMEHTIHBHOTO IIPABOBOTO PEXKHUMA, IIEPE/ BXOJIAMHU B ITOMEIIEHUSA, B
KOTOPBIX BBINOJHAIOTCA PabOThI, OKA3BIBAIOTCA YCIAYTM B paMKaX YKa3aHHOTO
SKCIIEPUMEHTIFHOTO IIPABOBOTO PEKUMA, HE YCTaHABINBAETCS.

XXVIII. HeobxoammocTb cTpaxoBaHNSA CyOBHLEKTOM SKCNEPUMEHTaNbHOIo
NpPaBoOBOro peXxuma rpaxgaHckon OTBETCTBEHHOCTU 3a NPUYMHEHWE Bpeaa
XW3HW, 300POBbLIO NN NMYLLIECTBY YernoBeka NiMbo MMyLLecTBy OPUANYECKOrO
nuua npu peanuaaumm sKCnepMMeHTanbLHOro NPaBoBOro pexnma

39. Heo0xoqumMoCTh CTpaxoBaHUsA CyOBEKTOM 3KCIIEPUMEHTATIFHOTO IIPABOBOTO pPeKMMa
TPa’K/IaHCKOM OTBETCTBEHHOCTU 3a NPUYMHEHUE Bpela JKU3HU, 370POBBI0 WU
MMYIIECTBY UeJIOBeKa JHUO0 WMYIIECTBY IOPUAAUYECKOTO JIHIA IIPU PpeaTu3aIiuu
SKCIIEPUMEHTAJIBHOTO IPABOBOTO PEKMMa He YCTaHABJIUBAETCA.

XXIX. lNepnognyHocTb NpeacTaBneHnsa cBeaeHn Ana uenen nposeaeHus
MOHUTOPMHIa 3KCNEePUMEHTaNbHOIO NPaBOBOro PeXnMMa, OLEHKN

9P PEKTUBHOCTU M Pe3YNbTAaTUBHOCTU peanu3aunm aKCnepmMeHTanbHoro
NpPaBOBOro pexnma

40. OTUeT O AeATEeJbHOCTH B paMKax peajiu3alluyd SKCIEePUMEHTAJIbHOTO IIPaBOBOTO
pexuMa, CcojepiKalluil  CBeleHus JJisi  IleJled  TpOoBeJleHUs  MOHUTOPHHTA
9KCIIEPUMEHTAIHBHOTO IIPaBOBOTO pexxuma, OLIEHKU 3¢ GeKTUBHOCTH U
pE3YIbTaTUBHOCTH  peajin3aldyl  HKCIEPUMEHTAJIbHOTO  IIPABOBOTO  PEXHMMA,



IIpeAcCTaB/JIAC€TCA OJHMH pa3 B KBapTaJl HE€ II03AHEeE IIOCJIEAHErO pa6oqer0 JAHA
KaJIEHOAPHOT'O MeECAIa, CJIEAYIOIIEro 3a OTYETHBIM KBapTaJIOM.

XXX. Mopsagok u ycrosusi obes3nuumnBaHna n nocneqytoien obpadboTkm
CYyOBEKTOM 3KCNEPUMEHTASTIbHOIO NPaBOBOro peXxnmMma nepcoHanbHbIX JaHHbIX
npu ycnosumn obasaTtenbHOro obes3nnynBaHms NepcoHarbHbIX AaHHbIX, eCnu
9KCNnepuMeHTanbHbI NPaBOBOKM PEeXUM npegycmaTpmaeT o0paboTky
CYOBHEKTOM 3KCNEPUMEHTANbHOIO NPaBOBOro peXxmuma nepcoHarnbHbIX
OaHHbIX, NOSTy4YEHHbIX B pe3ynbTaTe 06e3nnumBaHuns, ¢ ydeTom TpeboBaHu,
npeaycMOTpPeHHbIX NyHKTOM 13.1 yactu 5 ctateun 10 PegepanbHOro sakoHa

41. Iopsagoxk u ycioBUsA O0OE3JIMUMBAHHUA U TOCAEAYIOIed 0OpabOTKH CyOBEKTOM
SKCIIEPUMEHTAIPHOTO IIPABOBOTO PEXHWMa IEPCOHAIBHBIX JaHHBIX IPU YCJIOBUHU
00s13aTETLHOTO O0E3JIMYHUBAHUS TEPCOHATBHBIX JAHHBIX, €CJTU 3KCIIEPUMEHTATbHBIN
MPAaBOBOH PEXUM IIpeAyCMaTpPUBaeT 00pabOTKy CYyOBEKTOM 3SKCIIEPHUMEHTAIHBHOTO
MIPAaBOBOTO  pEXHMMa IEPCOHAJIBHBIX JIAHHBIX, IIOJy4€HHBIX B  pe3yJbTaTe
obe3yimurBaHusA, HacToserd [IporpaMMoi He yCTaHABJIMBAIOTCA.
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