IMMPABUTEJILCTBO POCCHUMCKON ®EJEPALIU
ITOCTAHOBJEHUWE

ot 18 nronst 2023 r. Ne 1164

MOCKBA

OO0 ycTaHOBJ/IEHUM 3KCIIEPUMEHTAJBHOI0 IPABOBOro pe:knuMma B cepe
M poBbIX HHHOBALUIT U yTBep:kaAeHuu IIporpaMmbl 3KCrIepUMEeHTAILHOIO
NMPaBoOBOro pe;xkuMa B cepe undppoBbIX HHHOBALUII 110 HATIPABJICHUIO
MeINIUHCKOMH 1esITeJIbHOCTH, B TOM YHCJIe C IPUMEeHEHHeM
TeJIeMeIUIIHHCKHUX TeXHOJIOTH U TeXHO0JIoruii coopa u 00padoTKu
CBeJeHUI 0 COCTOSTHHH 310POBbsI H IMArHO3aX I'PaKIaH

B coorBerctBum ¢ uacteio 4 crateu 10 @DenmepanpbHOrO 3aKoHA
"O0 5KCIIEpUMEHTAITFHBIX MPABOBBIX PeXUMax B cdepe MudpPOBBIX WHHOBAIIHIMA
B Poccuiickoii ®enepauuu" IlpaButensctBo Poccmiickoit  ®Dexnepanuu
MOCTAHOBJISIET:

1. YcTaHOBUTh SKCIEPUMEHTAJIBHBIA TPABOBOM pexkuM B cdepe
UPOBBIX HMHHOBAIMA TI0 HANPaBJICHUIO MEIUIIMHCKOW JEATEITHbHOCTH,
B TOM YHUCJIC€ C NMPUMEHEHUEM TEJEMEIUIMHCKUX TEXHOJIOTUI U TEXHOJIOTHIA
cOopa 1 00pabOTKK CBEJICHUI O COCTOSTHUU 3JI0POBbS M IMArHO3aX FPakJaaH.

2. VrBepauTh  mpuiaraeMmyto  lIporpaMmy  3KCHEPUMEHTAIBHOTO
MPaBOBOro pexkuMa B chepe UHMPPOBHIX WHHOBAIMKA 110 HAIPaBJICHUIO
MEIMIIMHCKON NIEATEIbHOCTH, B TOM UHUCJIE C IPUMEHEHHEM TEJIEMEIUIIMH CKIX
TEXHOJIOTUA M TEXHOJOrui cOopa M 0O0pabOTKM CBEAEHUNW O COCTOSHUU
3I0POBbS M TMAarHo3ax rpaxkna (mamee - [lporpamma).

3. YcTanoBuTh, UTO:

noanyHkT "0" myHkra 10 [Iporpammsl neiictByeT a0 1 centabps 2023 r.;

| L

noanyHkT "B" myHkTta 10 [IporpamMmsel Betymnaet B cuity ¢ 1 centsiopst 2023 r.
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4. Peanmu3arus MTOJTHOMOYHIA, IIPe Ty CMOTPEHHBIX HACTOSIINM
TIOCTAHOBJICHUEM, OCYIIECTBIISIETCS B TIpelneiax yCTAaHOBJICHHON INTAaTHOW
YUCJICHHOCTH PAOOTHUKOB (heepalbHbIX OPraHOB HCIIOJIHMTEILHON BIIACTH,
a Takke OFO/UKETHBIX aCCHUTHOBAHMM, MPEIYCMOTPEHHBIX (heaepanbHbIM
opraHaM HCIIOJTHUTEIIPHOW BJIACTU B (heepalbHOM OFOKETe Ha PYKOBOJICTBO
U yIpaBjieHue B c(hepe YCTaHOBJICHHBIX (PYHKIIHIA.

IIpencenarens [IpaButenscTBa ZIOKYMEHT NTOANNCAH

o o 3JIEKTPOHHOM MOAMUCHIO
Poccuiickoi d)ez[epaunn CBEJEHWA O CEPTU®UKATE oIl MMI/IIJIy CTHUH

Homep: 2E6FI9CES3C464286636F3BAGA3D867E

MocTaswwmk: KasHaueiictso Poccun
MpasuTenscTso Poccuiickoit Gepepauuun
[leiicteutenen c 07.03.2023 no 30.05.2024
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YTBEPXIEHA

noctaHosyieaneM [ IpaBurenscTBa
Poccuiickoii @enepanuu
ot 18 mromsa 2023 r. No 1164

IHPOT'PAMMA

JKCMEPHUMEHTAJIbHOI0 MPABOBOro pe:xxumMa B cpepe nuppoBbIX HHHOBALIHI
10 HANPABJIEHUI0 MeIUIINHCKOM /1eTeJIbHOCTH, B TOM YHCJIe
C IPUMEeHeHNeM TeJIeMeTUIIHHCKUX TeXHOJIOTUil ¥ TeXHO0JI0THii cOopa
1 00padoOTKH CBeAeHHIl 0 COCTOSTHUH 3I0POBbSI M JUATHO3aX I'PAKIaAH

I. Hammpasnenue pa3zpaboTku, arpodaiyu
1 BHEAPCHHS ITU(DPOBBIX HHHOBAITAM

1. HampaBnenuem pa3paboTku, ampoOaruu W BHEIPEHUS MHQPPOBHIX
WHHOBALIMM B COOTBETCTBUM C 4YacThio 2 crTarbu | DeaepanbHOro 3aKoOHA
"O0 3KCIIEpUMEHTAIBHBIX MPABOBBIX PEKUMaxX B cepe mu@ppoBbIX MHHOBAIIMMA
B Poccuiickoii ®enepanun" (manee - DenepanbHbIA 3aKOH) SABIAECTCS
MEJUIIMHCKAS NEATEIBbHOCTh, B TOM UYHCJIE C TPUMEHEHUEM TEJIEMEIUITUMHCKIX
TEXHOJIOTUH M TEXHOJIOTM cOopa u 0OpabOTKM CBEICHUH O COCTOSIHUU
3I0POBbSI M TMArHO3aX rPak/IaH.

II. Onucanue nudpOBOM HHHOBALIMK, KOTOPas IJIAHUPYETCS K CO3aHUIO,
WCIIOJIb30BAHUIO WJIM BBEJICHUIO B yIOTPEOJIEHUE B paMKax
AKCIIEPUMEHTAIIFHOTO IMPABOBOTO pexkuMa B cdepe udpOBBIX WHHOBAIUH
B COOTBETCTBUU C MyHKTOM 2 cTarbu 2 DenepayibHOrO 3aKOHA

2. DKCTIepUMEHTAIbHBIA ~ TIPaBOBOW  pexkuM B cepe  mudpoBHIX
WHHOBAIIMH 110 HAMPABJIICHUIO MEIUIIMHCKON JEATENBHOCTH, B TOM YHCIIC
C TIPUMEHEHUEM TEJIEMEAWIIMHCKAX TEXHOJOTUA W TEeXHOJOruil cOopa
1 00pabOTKM CBEICHUI O COCTOSIHMM 370POBbS M JUArHo3ax rpaxkaad (mamee -
OKCIIEPUMEHTAIBHBI ~ TPABOBOM  PEXKHWM), HAMpPaBJIEH HA  PaCIIMPEHUE
BO3MOXKHOCTE TPOBEIEHUA KOHCYJIbTAIlMi TAlMEHTa ¢ TMPUMEHEHUEM
TEJIEMEAUIIMHCKAX TEXHOJOTUHA TPU OKa3aHWUM MEIUIIMHCKOHW TOMOIIA
B IUTAHOBOM (opme mpu oOpalieHuu 10 IMOBOIY 3a00jIeBaHUSA (COCTOSHUSA),
JIMArHo3 KOTOPOro ObUT YCTAHOBJICH MAIIMEHTY HAa OYHOM TMPHEME JIeUaluM
BPAvuOM, U TIPOJOJDKEHUH JICUCHHUS 110 BHIOOPY MAlMEeHTA IPYTUM BPAvuOM TOM K€
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MEIUIIMHCKONH OpraHu3alliK, CTaK PabOThl MO CHENUATBHOCTH KOTOPOTO
COCTaBJIIET HE MeEHee 7 JieT (nmajgee - Bpay), MO TOMY k€ 3a00JIEBAaHHIO
(COCTOSIHUIO) C BO3MOKHOCTBIO KOPPEKIMU HA3HAYEHHOTO JICYSHUS WU
HA3HAUEHUs JieyeHusi (MPU €ro OTCYTCTBUHU), a TaKKe Ha YCTAHOBJICHUE
BO3MOXKHOCTH HA3HAYEHUS JUCTAHIMOHHOrO HAOMIOJEHUA 34 COCTOSHUEM
3MI0POBbSl MAIlMEHTa 1O pPe3yJbTaTaM KOHCYJbTAllMd C TPUMEHEHUEM
TEJIEeMEUIIMHCKUX TEXHOJIOTHI.

3. Jlns meneli HacTosmer IIporpamMMbl HMCHONB3YIOTCS CIEAYIOIINE
TTOHATHS:

"MOATBEPKAAIOIIMK  MEIUIIMHCKUNA  JOKYMEHT' -  MEIUIIMHCKHE
JOKYMEHTBI, OTPaKAIOIINE COCTOSHUE 3J0POBbS TMAlWEHTA, WX KOMHWH WA
BBITTUCKA W3 TaKUX MEAWIMHCKAX JTOKYMEHTOB, COJEpJKallie B TOM YHCIIe
CBEJICHUS O Pe3yJIbTaTax (PM3UKAITBHOTO OCMOTPA (€CIIM TAKOBOU MPETyCMOTPEH
JNEHUCTBYIONIMMHI KIIMHAYECKAMHU PEKOMEHAANMAMHU (ITPOTOKOJIAMHU JICUCHHS ),
a TakXKe O JMUarHo3e MalMeHTa, Pe3yJbTaTax MPOBEICHHBIX NUAarHOCTHUYECKHX
WCCJICIOBAHMI, HA3HAUYCHHOM TAIMEHTY JiedeHWd (TP €ro HaJIWduu),
Y TIOJTyYCHHBIE TIAIMEHTOM B TIOPAJKE W CPOKHU MPEIOCTABICHUS METUITMHCKAX
JOKYMEHTOB (MX KOMHWW) W BBIACOK W3 HHUX, KOTOPHIE YCTaHOBJICHBI
MuHucTepcTBOM 31paBooxpanenus Poccuiickoit denepannu B COOTBETCTBUU
¢ yacTbio 5 cratbu 22 ®denepanbHOro 3akoHa "OO OCHOBaX OXpaHbI 340POBbs
rpaxkaan B Poccutickoit ®enepauun’;

"IPOTHUBOIOKAa3aHUe" - YCJIOBHE, MPU KOTOPOM OKa3aHUE MEAUIIMHCKOMN
MOMOIIM B pamMKax Hacrosuieit [Iporpammbl 3amperieHo, a UMEHHO B OJHOM
U3 CIICIYIONINUX CITy4aeB:

HEJIOCTH)KEHUE MaIlieHTOM Bo3pacTa 18 Jer;

NMPOBEICHUE  KOHCYJIbTAIlMM C NPUMEHEHHUEM  TEIeMEIUIIMHCKUX
TEXHOJIOTUHA C TIENBIO TPOBEACHHUS MEIUITMHCKUX OCMOTPOB, METUITMHCKHX
OCBHJICTEIILCTBOBAHUIA W METUITMHCKHUX YKCIIEPTHU3;

MPOBEICHUE  KOHCYJIbTAIMA C TPUMEHEHHUEM  TEIeMEIUIIMHCKUX
TEXHOJIOTHN OOJIbHBIX MH(PEKITMOHHBIMH 3200/ ICBAHU MU,

BBISIBJICHUE BpPAvuoM 3a00JI€BaHUI, TIPU KOTOPBHIX METUITMHCKAS TTOMOIITH
B COOTBETCTBMM ¢ 4YacTbio 4 crtarpm 32 depepanpHoro 3akona "OO ocHoBax
OXpaHbl 370pOBhA TpaxkaaH B Poccuiickoii @enepanuu" OKa3bIBAETCSA
B OKCTPEHHOW WM HEOTJIOXKHOW ¢opMe, B TOM YHCII€ B COOTBETCTBUU
C MOPSAAKOM OKa3aHWsA CKOPOW, B TOM YMCJIE€ CKOPOW CIENUAIM3UPOBAHHOM,
MEUITTHCKON MMOMOIIH, YTBEPKIEHHBIM B COOTBETCTBHH C YaCThIO 2 cTarbu 37
®enepanibHOro 3akoHa "OO OCHOBAX OXpaHbl 340POBbs rpakaaH B Poccuiickoit
denepanun’”;
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"peecTp" - TmeEpedYeHb HEXKEIATEIbHBIX COOBITUH W HaAPYIICHUM,
BO3HHMKIIMX B TMPOIECCE TMPOBEACHUS KOHCYJbTAlMM C TMPUMEHEHUEM
TEJIEMEAUIIMHCKAX TEXHOJIOTHUI M BBISBJICHHBIX CO3JAaHHOW B MEIUIIMHCKOU
OpraHu3anuu KoMuccuen (cimy:k00if) MO BHYTPEHHEMY KOHTPOJIIO KadecTBa
1 0e30MacHOCTH MEIUIMHCKON NEATENIbHOCTH (najee - Komuccus (ciry»xoa),
a Tak)Ke CIIy4aeB, COMPOBOXMAOIIMXCS KaJoO0aMH TMAlUEeHTOB Ha KauyeCTBO
OKa3aHWS MEIWIUHCKOW ToMomu (Jamee - coObiTHE), 3auKCHPOBAHHBIN
B YCTAHOBJICHHOW MEIUIIMHCKON opraHm3anmeit Qopme, comeprkamieil B TOM
YHUCJIe CIEAYIONINE MO, 00A3aTeTbHbIC IS 3O THEHUS:

JaTa W BpeMsA HACTYIUIGHUS COOBITHA (MTPOBEACHWS KOHCYJIBTAIAH
C MPUMEHEHHUEM TEJIEMETUITUHCKIX TEXHOJIOTH);

dbamunmga, wMsA, OT4ecTBO (NMPH HAJIMYWU) Bpada, OCYLIECTBUBIIETO
MIPOBEICHNE KOHCYJIBTAINH C IPUMEHEHUEM TEJIEMEUITMHCKAX TEXHOIOTHIA,

OMKCAHWE COOBITUA W TIPUYMHBI €T0 BO3HUKHOBEHHS B TIPOIECCE
JTMArHOCTUKH, TPUMEHEHHsS JIEKQPCTBEHHBIX TMpPenaparoB W (Wiau) TIpH
oOpalieHuy MalyeHTa C KajoO0oi Ha KayeCTBO OKa3aHWSA MEAUIIUMHCKON
MTOMOIIIH;

OMKCAHWE TPHUHATHIX MEIUIMHCKOW OpraHu3anueid Mep, B TOM YHCIIE
JUTSI MUHIMHU3AIIAN TTOCJIEICTBUI HACTYTUICHHS COOBITHS,

NPUHATBIE TI0 UTOTAM PACCMOTPEHUS COOBITHS PEHICHUS MEIUIMHCKON
OpraHu3alluu;

"IKCTIEPUMEHTAIBHBIN TIPABOBOI pexuM B cepe udpOBbIX MHHOBAIIHIA",
"mudposas mHHOBamMA', "aKThl OOIIEr0 peryJupoBaHusA’, '"peryaupyrOIIHii
opran", "CyOBEKT 3KCIEPUMEHTAILHOTO MPaBOBOIO pexuMma' - B 3HAYEHUSX,
onpeaeneHHbIX B DeaepaibHOM 3aKOHE.

4. Jlna nenerd Hactosmeid I[IporpaMmbl ycTaHABIMBAIOTCS CIEAYIOIIHE
MpaBWjIa OpPraHWU3alMA W OKA3aHWS MEIUIIMHCKOW TOMOIIM C NMPUMEHEHHUEM
TEIEeMEAUIIMHCKUX TEXHOJIOTHIL:

a) MEIWIIMHCKAs OpraHW3aIis OKa3bIBACT MEIUIIMHCKYIO  ITOMOIIb
C TPUMEHEHHEM TEJIEMEIUIIMHCKAX TEXHOJIOTHH 1O BUAaM padoT (ycmyr),
YKa3aHHBIM B JIMIIEH3WM HAa OCYIICCTBIICHHE MEIUIIMHCKOW EeATEeThHOCTH,
B KaOWHETEe MEIUIIMHCKOW OPraHW3alWK IO aapecy, YKa3aHHOMY B JIUIICH3UU
Ha OCYIIECTBJICHUE MEAUIIMHCKOMN ACeITEITEHOCTH,

0) OCHOBaHWIEM i1 TPOBEACHUSA KOHCYJbTAlMM C TPUMEHEHUEM
TEJIEeMEAUIIMHCKUX TEXHOJIOTHI SBIISETCS:

VWHUIIMATUBHOE OOpallleHne MalueHTa B MEAWIIMHCKYIO OPTaHW3aIUIo
0 OJIHOMY W3 JOCTYNHBIX B MEIMIIMHCKOW OpPraHW3allMd KaHAJIOB CBS3U:
o HOMepy TeneoHa METUIIMHCKOW OpraHW3allud WM 4yepe3 O(HUIuaTbHBINA
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CalT MEOMIIMHCKON OpraHu3aiui B WHGOPMAIMOHHO-TEJIEKOMMYHHUKAITMOHHON
cetu "MnrepHer" (mamee cooTBeTCTBEHHO - ceTh '"MHTepHer", caiT
MEUIIMHCKON OpraHu3alluu), MOCPEACTBOM MOJIb30BATEIHCKOTO MPOTPAMMHOTO
oOecriedeHus1 MEIUIIMHCKON opraHu3auuu (MOOWIbHOTO MPUIIOKEHUS ),

HampaBjIeHUE MalMeHTa JieYalluM BpauoM Ha  KOHCYJIbTALHUIO
C IPUMEHEHHUEM TEJIEMEIUITMHCKUX TEXHOJIOTHIA;

B) MEIUITMHCKAs] OpPraHU3alMs MPEIOCTABISICT TMAalUeHTY B JOCTYITHOH
dopMe, B TOM 4UHCIIE MOCPEACTBOM pa3MmemeHus B cetu "HHrepHer",
uH(DOPMAIMIO, YCTAHOBJIEHHYIO TIOPSJKOM OpraHW3allid ®W  OKa3aHWs
MEIUIMHCKONH TOMOIIM C TIPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTUM,
YCTAHOBJIEHHBIM MUHUCTEPCTBOM 31paBooxpaneHus Pocculickont @enepannu B
cOOTBeTCTBMH ¢ uacThio | crathu 36> demepaspHoro 3akona "O6 OCHOBAaxX
OXpaHbl 30pPOBhA rpakaad B Poccuiickoit @enepanuu', B TOM YUCIIE:

HAaVMEHOBAHUE MEIUIIMHCKOW OpPraHU3allNi;

MECTO HaXOXKJICHHS MEIUIMHCKOM OpraHu3alvid B COOTBETCTBUU
C aJpecoM, YKa3aHHbIM B JIMIEH3UUM HA OCYIIECTBICHUE MEIULIMHCKOMN
NEATENIbHOCTH,

KOHTaKTHYI0 MH(pOpMaNNiO (KOHTAKTHBIN TenedoH, aapec 3JIeKTPOHHOM
HOYTHI);

JIMLEH3UI0 Ha OCYILIECTBJICHHE COOTBETCTBYIOLIUX BHUAOB JEATEIIBHOCTH
c mepeuyHeMm paboT (yCiIyr), COCTaBIISIONIAX MEIOWIIMHCKYIO JESITEIbHOCTh
MEIMIMHCKONM OpraHu3alyd B COOTBETCTBHUM C JIMLEH3UEH, WM KOMHUIO 3TOMU
JIIICH3UY,

MOPSAOK U YCJIOBUS TIPOBEJACHUA KOHCYJIbTAlUA C TPUMEHEHUEM
TEJEMEIUIIMHCKUX TEXHOJIOTUM, BKITIOYAS:

MOPSAOK 3aMKUCH HA KOHCYJIbTAILMIO, B TOM YHUCJIE BO3MOXKHOCTh 3aIUCU
C HWCIOJh30BaHWEM (emepanbHOW TOCYAAPCTBEHHOW WH(OPMAITMOHHON
cucteMmbl "EnuHbIA mOpTamT TrOCYyIApCTBEHHBIX W MYHMUIIUNAIBHBIX YCIIyT
(pynKumii)" (mpu HATMYUU TEXHUIECKOW BO3MOXKHOCTH);

MOPSIAOK CO3JaHUs M KCHOJIb30BAHMS JIMUYHOTO KaOWHETa MalueHTa
B MEIMIIMHCKOW WH(OPMAIMOHHON CHCTEME MEIMIIMHCKON OpraHW3allid WA
WHON WH(POPMAIIMOHHOM CHUCTEMe, YKa3aHHOM B dYacth S5 crateum 91
®denepasibHOro 3akoHa "OO OCHOBAxX OXpaHbl 340POBbs rpaxkaaH B Poccuiickoit
Geneparuu” (mamee - auuHBIA KaOuHET), odopmiieHre WHGOPMHPOBAHHOTO
NOOpPOBOJIBHOTO ~ COIIaCHs MAalMEHTa HAa MEIUIMHCKOE BMEIIATEIbCTBO
C  BO3MOXXHOCTBIO  IIOAMNMCAHUA  TPOCTOW  BJEKTPOHHOM  IOMINMCHIO,
dhopMupyemMoil ¢ UCMOIb30BAaHUEM HH(POPMAIMOHHOW CHUCTEMBI MEIUIIMHCKOMN
OpraHu3alvu, TOPANOK HWISHTU(UKAIMK ¢ ayTeHTU(PHUKAIMKA TAIMEHTa,
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oopmiIeHHE cOTJIacHsl TMalMeHTa Ha O0OpabOTKy TMEPCOHANBHBIX JIAHHBIX,
COAEpJKalller0 B TOM 4YHKCIE COIJIaCHE TMAllMeHTa Ha OCYILIECTBJICHUE
uH(OPMAIIMOHHOTO OOMEHA YKAa3aHHBIMU JAHHBIMH TIOCPEJACTBOM €IMHOMU
rOCy/IapCTBEHHONH WH(POPMAIMOHHOW CHUCTEMBI B cdepe 3ApaBOOXPAHCHUS
(manee - emuHas CHCTEMA) WJIM TOCYAAPCTBEHHOW MH(MOPMAIMOHHOW CHCTEMBI
B cdepe 3mpaBooxpaHeHHUs cyObekTa Poccmiickoit denepanuu, MOIIMUACAHUES
JOTOBOpPa HAa OKa3aHWE€ MEJMIIMHCKUX YCJIYr TAalUEeHTOM, TpeOoBaHus
K 00OpYJOBaHUIO W MPOTPAMMHOMY OOECIEUEHUIO MallMeHTa I MPOBEACHUS
KOHCYJIbTAllUM, TMOPAJOK OCYIIECTBJCHUS 3allMCHU HAa  KOHCYJIbTAIUIO,
€€ M3MEHEHUs M OTMEHBI, a TaKXKE€ MOPANOK TMOJIYUYCHHUS MEIUIIMHCKOTO
3aKJIFOUEHHUS TI0 Pe3yJIbTaTaM MPOBEACHHON KOHCYIbTAIUU,

CBEJICHWsS O BpadaXx MEIWIUHCKOW opranm3anuu (dbamumusa, wnuMms,
oTuecTBO (NP  HAJWYWHM), 3aHUMAaeMas JOJDKHOCTh, CTaX  paboOTHI
M0 CHEIUATBHOCTH (JIET), CBEACHUSA O KBATHM(UKAMMOHHON KATeTOPUU, YICHOU
crenieHu, rpaduke paboThl),

MOPSAOK MPEAOCTABICHUS CBEACHUN W3 MEIUIMHCKON KapThl MAlMEHTa
U TpeOOBaHUA K JOKYMEHTaM O COCTOSIHUM 3I0pPOBbS, MPEIAOCTABIISIEMBIM
MAIMEHTOM, a TaK)Ke K MPEIOCTaBICHUIO HH(GOpMAaIMK MalueHTa o cede, cBoeM
KJIIMHUYECKOM CJIy4ae;

CTOMMOCTh  KOHCYJbTAMM €  TNPUMEHEHHEM  TEIEMEIULIMHCKUX
TEXHOJIOTUHA M TOPSAJOK WX OIUIaThl IPH 3aK/IIOYEHUU JIOTOBOPOB OKA3aHUA
MEIMLIHMHCKUAX YCIIYyT, IPEAYCMATPUBAIOIIMX UX OIUIATY MALIMEHTAMU,

UHYI0O WHGOpPMAIMIO O TOPSAAKE TMPOBEACHUS KOHCYIbTAMHA C
NPUMEHEHUEM  TEJIEMEIUIIMHCKAX TEXHOJOTWA B paMKax peajlu3aluuu
AKCIIEPUMEHTAILHOIO MPABOBOT0 PEXKUMA;

T') IPU TIEPBOM OOpAIIEHUH TAIUEHTa 3a KOHCYJIbTAIMEH ¢ MPUMEHEHHEM
TEJIEMEAUIIMHCKAX TEXHOJIOTMH B MEIMIIMHCKOW WH(OPMAIMOHHOW CHUCTEME
MEIAIIAHCKOW OPTaHU3ALNH:

YKa3bIBAIOTCA CJICIYIOIINE CBEACHUS:

(dhaMusis, UM, OTYECTBO (TMPU HATUYHH ) TIAITUCHTA;

JaTa POKJCHUS MallUEHTa;

MIPUOPUTETHBIA KaHAJ CBSI3U (B TOM YHCJIC 3JIEKTPOHHAS 1MOYTA MAIlMEHTa,
HOMEp MOOMJIBHOTO TeNe(oHa MalKeHTa),

MAIUEHT MOANMMUCHIBAET MPOCTOM 3JIEKTPOHHOM IOANHUCHIO TOCPEICTBOM
€ONHOW CHCTeMbl UWIeHTU(UKAIMM W ayTeHTHdUKAMu 100 WHBIMU
crioco0aMu, MpeayCMOTPEHHBIMH TTOAMYHKTOM "M HACTOAIIETO MyHKTA:

JIOTOBOP HA OKA3aHKME MEIUIIMHCKUX YCIIYT (JIajee - 10roBop);
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uH(pOpMUPOBAHHOE  JOOPOBOJIBHOE  COTJIaCM€  HAa  MEAMIIMHCKOE
BMEIIATEIbCTBO;

coryiacueé Ha 00paOOTKy MEIMIIMHCKONW OpraHu3aiueld MepCOHATbHBIX
JAHHBIX MAlMEHTA, AHHBIX O COCTOSIHUM €ro 3J0POBbS B COOTBETCTBUU
c TpeboBaHMsIMU 3akoHonarenlbcTBa Poccuiickoii @denepanuu B 00acTH
MEPCOHAIBHBIX JIAHHBIX, COJEpJKAllee B TOM 4YHCIIE€ COIJIacue IMallueHTa
Ha OCYIIECTBJIeHHEe WH(POPMAIMOHHOTO OOMEHA YKa3aHHBIMUA JIAHHBIMU
MOCPEJICTBOM €IMHOW CHUCTEMBI WJIA TOCYJApCTBEHHON WH(OPMAITMOHHON
CUCTEMBI B chepe 3apaBooxpaHeHus cyobekTa Poccniickoit demeparuu;

MAlUEHT MPEIOCTABIACT MOJATBEPKIAONIME MEIUIUHCKUAE TOKYMEHTbI
(mpu Hamwmumu) B (OpME OIEKTPOHHBIX JOKYMEHTOB JHOO B BHIE
CKaHMPOBAHHBIX KOMWWA MEIUIUHCKUX JIOKYMEHTOB, O(OPMJICHHBIX Ha
OyMa:KHOM HOCHUTEJIE;

1) TOTOBOPp  JOJDKEH  coAepkaTh  YCJIOBHE O  HEOOXOIUMOCTH
MPEACTABIICHAs] HE TO3JAHEE MPOXOXKICHUS TMPOIEIyphl WACHTAPUKAIAN
1 ayTeHTH(PHUKAIMHU, TIPEIYCMOTPEHHOM HacTosmed [IporpaMmoii, manueHToM
U (WIM) TONy4eHHA TMOCPEACTBOM HH(OPMAMOHHOTO OOMEHa ¢ €IUHOU
CHUCTEMOM, TOCYJapCTBEHHBIMH HWH(POPMAIIMOHHBIMU CHUCTEMaMu B cdepe
3paBoOXpaHeHuss CyObekToB Poccuiickoit ®enepanuy, MEIUIUHCKUMU
UH()OPMAIIMOHHBIMU CUCTEMaMH, HH(POPMALIMOHHBIMU CUCTEMAMU, YKA3aHHBIMU
B yactu 5 crtateu 91 @enepanpHoro 3akoHa "OO OCHOBaxX OXpaHbl 3I0POBBS
rpaxgad B Poccuiickoit ®deneparuu", MOATBEPKAAOMIETO MEAUIIUTHCKOTO
JOKYMEHTA, COAEPIKAIIEro CBEASHHUS O pe3yJibTaTax (PU3MKAIBHOTO OCMOTpA
MalAeHTa, MPOBEACHHOTO HAa OYHOM MpHEME HE  TO3JHEEC YeM
3a 30 kajmeHIapHBIX JHEW 10 JHA TePBUYHOrO OOpalieHus MamueHTa
B MEIUIIMHCKYIO OPTaHU3AIMIO, ISl OCYIIECTBICHUS KOPPEKIIMA Ha3HAYEHHOTO
Ha OYHOM TIpHEMe JICUCHUS, Ha3HAUEHUS JICUeHUs (IIPH €T0 OTCYTCTBUH).

B cinydae OTCyTCTBUSA yKa3aHHOTO MOJTBEPKIAIOIIETO MEIUIMHCKOTO
JIOKyMEHTA Bpad MPOBOJIUT KOHCYJIBTAIUIO C TPUMEHEHUEM TEJIEMEIUIIMHCKUX
TEXHOJIOTUH, B paMKax KOTOpPOM MOXKET Ha3HauaTb HEOOXOIUMBbIEC
J1a00paTOpHBIE, WHCTPYMEHTAJIbHbIE Wi UHBIE JOTIOJIHUTEJIbHBIC
UCCTICIOBAHUS, B TOM 4YHCJI€ JAUCTAHIMOHHOE HAOMIOJACHHE 3a COCTOSTHUEM
3I0POBbA MAllMEHTA, a TaKKE€ PEKOMEHAOBAaTh MAIMEHTy OOpaTUThCSA
32 MEAUIMHCKOM MOMOIIBIO OYHO B LIENIAX YCTAHOBJIEHUA IMArHO3Q,

€) oIUIaTa MANMeHTOM KOHCYJIbTAIMH C MPUMEHEHUEM TEIEMEIUIIMHCKUX
TEXHOJIOTUN OCYIIECTBJISIETCS B COOTBETCTBUHM C MOPSIKOM, YCTAHOBJICHHBIM
JOTOBOPOM, MPEIyCMATPUBAIOILIMM OIJIaTy MEAULMHCKUX YCIIYT MAllu€HTOM;
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) MAIIMEHT TOCPEJICTBOM JIMYHOTO OOpameHusi B METUIIUHCKYIO
OpPraHU3alMI0 MO0 MMEIOIUMCS B MEIUUMHCKOW OpraHu3allii KaHajgaM CBA3U
OCYILIECTBJISIET BBIOOpP Jarbl M BPEMEHHM TNPOBEACHUS KOHCYJIbTALlUU
C MIPUMEHECHHUEM TEJIEMEIUIMHCKUX TEXHOJIOTHM, a TaKKe Bpaya MEIULUHCKOMN
OpraHu3anuu, KOTOpbIii OyAEeT OCYIIECTBIIATh €€ MPOBEACHUE,

3) IPU YCJIOBUU YCTAHOBJICHUsI JIEUAIIIUM BPayoM AUArHo3a Ha OYHOM
npueme (ocMoTpe, KOHCYJIbTAIIVH ), MPEI0CTaBICHUS NaleHTOM
MOATBEPAKAAIOMIETO MEAUIIMHCKOrO JIOKYMEHTa, a TaKXke TMpU HaJu4uu
JOCTaTOYHOTO OO0BEMa MEIOUIMHCKUX CBEICHWH O mMalMeHTe BBhIOPAHHBIN
MAlUEHTOM Bpad MOXKET OCYIIECTBJIATh KOPPEKIUIO HA3HAYEHHOTO HA OYHOM
npreMe JICUCHHs, HA3HAYUTh JIedeHue (Tpu ero OTCyTcTBUM). [Ipm 3TOM Bpau,
OCYILECTBJISIFOIIMM ~ KOHCYJIBTALMIO € MNPUMEHEHHUEM  TEJIEMEIUIIMHCKUX
TEXHOJIOTUH, JIOJKEH SABJISATHCS PaOOTHUKOM TOW K€  MEIUIIMHCKON
OpraHu3alii, B KOTOPOH MPOBOIWICS OYHBIN MTPUEM (OCMOTP, KOHCYJIbTAIHA),

M) B COOTBETCTBUU C MOPSAKOM OPTaHU3AIMHN ¥ OKA3aHUS MEIUIIMHCKOM
MOMOIIM C TPUMEHEHHEM TEJIEMEAUIIMHCKUX TEXHOJIOTUH, YTBEPKIECHHBIM
MunucrepctBoM 3apaBooxpaneHust Poccuiickoit denepaunn B COOTBETCTBUH
¢ uacthio 1 crathu 36 ®enepanpHoro 3akoHa "O6 OCHOBAX OXPaHbI 30POBb
rpakman B Poccmiickoii  ®enepanuu’', B HmesSX — MACHTH(UKAIIAN
U ayTeHTU(PUKAIMKM  YYACTHUKOB  KOHCYJbTAIlMM C  NPUMEHEHUEM
TeJIEeMEAUIIMHCKUX TEXHOJIOTHH (TalMeHTa, Bpaya) UCmoib3yercs eaepaibHas
rocy1apCTBEHHAas UHGOPMAIMOHHAS cucrema "Enunas cucrema
uaeHTUUKAIMK W ayTeHTHuukanuu B WHEPPACTPYKType, OOeCreUrBaromei
UH(POPMAITMOHHO-TEXHOJIOTUIECKOEe  B3aWMOAEHCTBHE  WH(GOPMAIMOHHBIX
CHUCTE€M, HCIMOJIb3YEeMBbIX i1 MPEJOCTaBJIEHUS  TOCYJApPCTBEHHBIX U
MYHHUITUTAIBHBIX YCIYT B AJIEKTPOHHOM hopme".

B pamkax okazaHus MEIUIIMHCKOW TMOMOIIA C TPUMEHEHUEM
TEJIEMEIUIIMHCKUX TEXHOJIOTUN JTOMYCKAETCS:

MOANMMUCAHUE JIOTOBOPA YCWICHHOW KBANMM(UITMPOBAHHOW 3JIEKTPOHHOMN
MOJNMUCHIO TAIMEHTA WM YCUJICHHOW HEKBaIM(UIIMPOBAHHOW 3JIEKTPOHHOU
MOANMUCHIO TMANWeHTa, CcepTu(HUKAT KIOYa MPOBEPKH KOTOPOH CO3/MaH
W UCHoJib3yeTrcs B WHPpacTpykrype, oOecneumBaromeid WH(POpPMAIMOHHO-
TEXHOJIOTUYECKOE B3aUMOJCHCTBUE MH(POPMAIIMOHHBIX CHCTEM, MCTIOIb3YEMBIX
Ui TPEAOCTAaBJCHUS  TOCYJAApPCTBEHHBIX M MYHUUMNOAIbHBIX  YCIIYT
B 3JICKTPOHHOH (popme;

uAeHTU(UKAIMS HAa OCHOBAHMM CBEACHMA O TPUHAICKHOCTH
a0OHEHTCKOTO HOMEPA, YKa3aHHOTO MAIlMEHTOM, OTPEIEICHHOMY (PU3nYecKoMy
JIMITY, TIOJIYYEHHBIX OT OIeparopa MOJABMKHON pamuoTeneOHHON CBS3U, WIH
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CBEJCHUN O NPHUHAMICKHOCTH YHHKAJIHHOTO HWICHTU(PHUKATOpA B CHCTEME
JUCTAHIMOHHOTO OAHKOBCKOTO OOCIIy’KMBAHUS, YKa3aHHOIO MAllMEHTOM,
OTIPENEIICHHOMY (DPU3HUECKOMY JIMILY, TOTyYEHHBIX OT KPEIUTHOW OpraHu3alluiy;

UCIIOJIb30BAaHUE WHBIX HACHTU(UKATOPOB, TPUCBOCHHBIX ITAIIUCHTY
MEJUIIMHCKON OpraHu3alMel, BKIIOYas Napoju (MOCTOSHHBIE M BPEMEHHBIE,
mojydaemMble mocpeacTtBoM HampabieHus B Buge CMC-cooOmenuss Ha
yYKa3aHHBIA MAIlMEHTOM HOMep TejedoHa), IpH YCIOBUU IPEABAPUTEIIEHOTO
MPUMEHEHUS OJTHOTO M3 YKA3aHHBIX CHOCOOOB HMICHTHU(DHMKAIW WIH JTUIHOU
SBKH MAIIMEHTA B MEAUIIUHCKYIO OPTaHU3AIHIO;

K) TIPA TPOBEJICHUU KOHCYJbTAIlUA C TPUMEHEHUEM TEIeMeIUIIMHCKIX
TEXHOJIOTHUHA  Bpad  PYKOBOJCTBYETCA  TPO(PECCHOHATLHBIMU  3HAHUAMUA
Y HaBBIKAMU, OKa3bIBAET MEIUIIMHCKYIO MTOMOIIb B COOTBETCTBUU C MOPSIKAMU
OKa3aHUs MEIUIIMHCKON MOMOIIM Ha OCHOBE KJIIMHUUECKUX PEKOMEHIALINIA;

J) B X0JIe KOHCYJIbTAIlUU C TPUMEHEHUEM TEJIEMETUITMHCKIX TEXHOJIOTHIA
Bpay OCYIIECTBJISIET COOp M aHAU3 KO0 MalMeHTa, JAHHBIX €r0 aHAMHE3a.
[Ipy BBISIBJIEHUM TPU TPOBEACHUM KOHCYJbTAMU C MNPUMEHECHUEM
TEJIEMEIUIMHCKAX  TEXHOJOTWI  MPOTHUBONOKA3aHWA K  MPOBEACHUIO
KOHCYJIbTAllUM C MPUMEHEHHUEM TEJIEMEOUIMHCKUX TEXHOJIOTWil Bpad 00s3aH
MpEpPBaTh MPOBEACHUE TAaKOW KOHCYJbTALMM W PEKOMEHIOBATh NALUEHTY
00paTuThCs OYHO 32 MEIUIMHCKON MOMOIIBIO, HA3HAYUTh IPU HEOOXOAUMOCTH
71a00OpaTopHBIE, MHCTPYMEHTAJIbHBIE W WHBIE JOTOJIHUTEIIbHBIE
UCCIICIOBAHUS, B TOM 4YHCJIE AUCTAHIMOHHOE HAOIIOJIEHHE 3a COCTOSAHHEM
310POBBS MALUEHTA.

[lepBast KOHCyJIbTALlUsA C NMPUMEHEHUEM TEIEMEOULIMHCKUX TEXHOJIOTUN
B COOTBETCTBUU C HACTOAIIEH [Tporpammoit OCYILLECTBIIAETCSA
C WCIOJB30BAHMEM BHUACO-KOH(EPEHII-CBI3U, TPOJOJDKUTEIHPHOCTh TaKOU
KOHCYJIbTAllUM COCTABJISIET HE MeHee 20 MUHYT;

M) BCA HeoOXoawmasi Juisl MPOBEICHUS KOHCYJIbTAIIMN C TPUMEHEHHEM
TEJIEMEIUIIMHCKUX TEXHOJIOTUH MEIUIMHCKAs JOKYMEHTAlUs, pPe3yJbTaThl
71a00paTOPHBIX, UHCTPYMEHTAJIbHBIX W WHBIX JOMOJHUTELHBIX HCCIEAOBAHUN
COOMpAIOTCA, XPaHATCA M  MCHOJB3YIOTCS TNpPU  TPOBEAECHUM  TAKUX
KOHCYJIbTAIIA, B TOM YHCIIE B (POPME 3JIEKTPOHHBIX JOKYMEHTOB;

H) pe3yJbTaTOM KOHCYJbTAIlMA C TPUMEHEHUEM TEIEMEIUIIMHCKUX
TEXHOJIOTUN SIBJISIETCS MEIUIMHCKOE 3aKII0YEHUE, MOAMMCAHHOE YCWJICHHOU
KBATH(UITIPOBAHHON SJIEKTPOHHOW TOJIMUCHI0 MEIUIIMHCKOTO Pa0OTHHKA,
B TOM WYHCJIE COAEprKallee NpU COOMOAEHUU YCIOBUN, YCTAaHOBJIEHHBIX
Hacrosmen [IporpaMMoit, 3anuck 0 Ha3HAUEHUU HEOOXOAMMBIX J1a00OPATOPHBIX,
WHCTPYMEHTAJIbHBIX W WHBIX JIOMOJHUTEIBHBIX HCCIEAOBAHUNA, HA3HAYEHHOM
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(CKOpPPEKTUPOBAHHOM) JIEYEHMH W (WJIM) HA3HAYEHHOM JIWCTAHIIMOHHOM
HaOJIIOICHUH 32 COCTOSIHUEM 3/I0POBbS MAIlMEHTA (MPU HAJIMYUU MTOKA3aHUH);

0) cBeleHUsa 00 OKa3aHHOW TrpakJaHaM MEIUIUHCKOW  MOMOIIH
YUUTBHIBAIOTCS B MEIWIIMHCKOW WH(OPMAIMOHHOW CHUCTEME MEIUITUHCKOM
OpraHM3alid, TOCYJApPCTBEHHON WH(QOPMAIMOHHOW cucTtemMe B  cdepe
3apaBooXxpaHeHus cyObekTa Poccmiickoirt ®depepanuu, €IUHOW CHCTEME
B COOTBETCTBUHM C TIOPSAJIKOM, YCTAHOBJICHHBIM [lojlo)keHMEM O eauHOU
rocyJapCTBeHHONW WH(OPMAMOHHONH cucteMe B cdepe 3apaBOOXPAHCHUS,
YTBEP)KIICHHBIM TocTaHOBJeHUEM [IpaButensctBa Poccuiickoit ®Denepanun
ot 9 despansa 2022 r. Ne 140 "O eawHOM rocymapcTBEHHON MH(GOPMAIIMOHHON
cucteMe B cdepe 3aApaBooxpaHeHHs', a TakKe MOTYT IPEIOCTaBIIAThCS
JeJameMy Bpadyy B  YCTAHOBJIEHHBIX CyOBEKTOM 3KCIIEPUMEHTAIHHOTO
MIPABOBOTO PEKUMA CITydasX U MOPSIKE;

) MEIWIIMHCKAss WH(OpPMAIMOHHAS CHCTEMa JIOJDKHA COOTBETCTBOBATh
CJIEAYIOIINM TPEOOBAHUSAM

rapaHTUPOBAHHAsI CKOPOCTh MHTEPHET-COeNMHEHUS - HEe MeHee | MO/c;

paspemieHre KaMmepsl I Tepeaaud  M300pakeHWid - HE MeHee
1920 x 1080 Touek (mukceneit) u 60 kaapos B cekyHay (1080p60).

III. CBenenust 0 TEXHOIOTHUSX, IPUMEHIEMBIX B paMKaX SKCIEPUMEHTAIBHOIO
IIPABOBOI'0 PEKUMA B COOTBETCTBUU C MEPEYHEM TEXHOJIOTUIA, YTBEPKACHHBIM
B COOTBETCTBUU C MyHKTOM 2 cTatbu 2 DeaepajibHOro 3aK0Ha

5. B pamkax SKCHEpPUMEHTAIBHOTO MPABOBOIO PEKMMA MPUMEHSIOTCS
oTpaciieBbie MU(PPOBBIE TEXHOJIOTMH, B TOM YHCIIC TEXHOJIOI'MH, HAPaBJICHHBIC
Ha  mudpoByl0  TpaHCHOPMANMIO  OTpaciie  AKOHOMHMKH,  BKJIIOYas
TEXHOJIOTUUECKYIO TPAHC(OPMAITUIO MPOLIECCOB, 3aCHCTBOBAHHBIX B CO3AaHUN
IPOAYKTOB (YCIIyT), @ TAK)KE TEXHOJIOTHI B3aUMOICHCTBHUS C KOHTPareHTaMu.

IV. llenn ycTaHOBIIEHUS S3KCIIEPUMEHTATBHOTO MPABOBOIO PEXKUMA
B COOTBETCTBUM CO cTaTbeid 3 denepanbHOro 3aKkoHa

6. llensMu yCTAaHOBIEHUSA OKCIIEPUMEHTATILHOTO TIPABOBOTO PEKUMaA
SABIIFOTCS:

a) paCIIMPEHUE COCTaBa, TMOBBIIIEHUE KA4eCTBA WJIA JOCTYIMHOCTH
TOBApPOB, Pa0dOT U YCIIYT;

0) coBepIIEHCTBOBAaHWE OOIIET0 PEryJUpOBaHMs TIO  pe3yjbTaram
peaM3auy SKCIEPUMEHTATHBHOTO MPABOBOTO PEXKUMA,;

B) CO3JaHNe OJIAarOMPUATHBIX YCJIOBUH Ui pa3pabOTKu U BHEAPECHUS
1 (POBBIX UHHOBAIUH.
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V. Cpok neicTBUs 3KCIEPUMEHTAIBHOTO IPABOBOIO PEKUMA

7. Cpok NEWCTBUSA IKCIIEPUMEHTAIBHOTO MPABOBOTO PEKMMa COCTABIISET
3 roga u ucumcisiercs ¢ 1 asrycra 2023 r.

VI. Cpok yuacTtusi cyObeKkTa SKCIIEPUMEHTAIBHOTO TPABOBOTO PEKUMA
B 9KCIIEPUMEHTAIbHOM MPABOBOM PEKUME

8. Cpok ydyacTus CyObEKTa 3KCIEPUMEHTAJIbHOTO MPABOBOTO pPEKHUMA
B OKCIIEPUMEHTAIFHOM TIPABOBOM PEXMME YCTAHABIIMBACTCS HA CPOK JCHCTBUSA
AKCIIEPUMEHTAIIBHOTO IMPABOBOT0 PEKMMA.

VII. Tepputopusi, B paMKax KOTOPOM yCTAaHABJIMBAETCS SKCIIEPUMEHTAIbHbBIN
MPaBOBOM PEKUM

9. DxcnepuMeHTaIbHbII MPaBOBOM peKAM YCTAHABJIUBAETCS
Ha Bcel Teppuropun Poccuiickoin Oenepanuu.

VIII. [Tonoxenus (TpeOoBaHUA, TPEANMMCAHNS, 3aTTPETHI, OTPAHUYCHHUS )
OTAENIbHBIX aKTOB OOLIEro PEryJMpOBAHUS, HE MOAJICKAIINE TPUMEHEHUIO
B PaMKax 3KCIEPUMEHTAIbHOTO ITPAaBOBOrO PEKUMA

10. He mnomiexxar MNpPUMEHEHHIO B pPaMKax SKCIEPUMEHTAJIBHOTO
MIPABOBOr0 PEKUMA IMOJIOKEHHS OTJIEIIbHBIX AKTOB OOIIEr0 PEryJIMPOBAHMS:

a) gacte 7 cratbu 20, gactu 2 - 4 crateu 36° DeaepaabHOrO 3aKOHA
"O06 ocHOBax OXpaHbI 3A0POBh rpakaad B Poccutickoit deneparun’;

O)myaktel 16 wm 18 [IlpaBunm mpemocTaBiaeHUS MEAWIIMHCKAMUA
OpraHu3aIusIMHU TJIATHBIX MEIUIIMHCKUX YCIIYT, YTBEPKJICHHBIX
noctaHoBjeHueMm IIpaButenscrBa Poccuiickoit ®depepanmun ot 4 okTAOps
2012 r. No 1006 "OO6 ytBepxkaenuu [lpaBusi mpenocTaBieHUs MEAUIIUHCKUMHU
OpraHU3alUAMHU MJIATHBIX MEIUIUHCKUX YCIIyT";

B)myHKTHI 22 wm 25 [IlpaBmwim mpemnocTaBiaeHUs METUITUTHCKAMHU
OpraHu3alusIMU TJIATHBIX MEIULMHCKHUX YCIIYT, YTBEPKJICHHBIX
noctaHoBjeHueM I[IpaBurenbctBa Poccuiickoit @enepanuu ot 11 mas 2023 r.
Ne 736 "OO6 ytBepkaenun  IIpaBus  MpenoCTaBICHUS  MEIULMHCKUMHU
OpraHu3alUsAMM IUIATHBIX MEOUIMHCKUX YCIYI, BHECEHHH W3MEHEHUI
B HekoTopble akThl IlpaBurenscTBa Poccumiickoii @denepauvii M NPU3HAHUU

yTpaTUBIIUM Cujy noctaHoBieHus lIpaBurenbctBa Poccuiickoit ®enepanuu
oT 4 okta0ps 2012 r. Ne 1006";
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r) nyHKTH 3, 47 u 51 mopsiaka opraHu3anuy U OKa3aHUs MEIUIIMHCKON
MOMOIIM C MPUMEHEHUEM TEJIIEMEAUIIMHCKIUX TEXHOJIOTHI, YTBEPKIACHHOTO
npukazoM MuHHCTEPCTBA  3apaBooxpaHeHus  Poccuiickoit  Denepanuu
ot 30 Hos0pst 2017 1. Ne 965H,;

1) MyHKT 6 mopsinka naun MHGOPMUPOBAHHOTO TOOPOBOJIBHOTO COTIIACHS
Ha MEIMIIMHCKOE BMEMATEIbCTBO U OTKAa3a OT MEIUIIMHCKOTO BMEIIATEIhCTBA,
dbopMbl  THPOPMUPOBAHHOTO JTOOPOBOJIBHOTO COTJIACHsl Ha MEIUITUHCKOE
BMEIIATEILCTBO M (OPMBI  OTKa3a OT MEIUIIMHCKOTO BMEIIATEhCTBA
B OTHOILIEHUM  OMNPEACICHHBIX BHUJIOB  MEIUIMHCKUX  BMEIIATEJIbCTB,
YTBEPKACHHOIO TpUKa3oM MMUHUCTEPCTBA 3[IpaBOOXpaHeHus Poccuiickoit
®eneparyu ot 12 HOs0ps 2021 r. Ne 1051 4.

IX. ITonoxenus, cOOMIOIEHNE KOTOPBIX SABJAETCS 003aTEIbHBIM
B COOTBETCTBUM C HacTosueh [[porpaMmoii, eciii Takue MoJI0KEHUs
HE MPEAYCMOTPEHBI aKTaMU OOIIETO PEryJIUPOBAHUS WIH OTJIUYAIOTCS OT HUX

11. Koncynpranmum manueHTa BpauoM ¢ MPUMEHEHUEM TEIeMeIUIIMHCKUX
TEXHOJIOTUN OCYIIECTBIISIOTCS B IEIIAX:

a) mpodunakTuku, cOOpa, aHaIu3a Kajno0 malueHTa U JaHHBIX aHAMHE3a,
OLICHKH s pexTuBHOCTH ne4eOHO-AMArHOCTUIECKUX MEPOTPUSTHIA,
MEIUIIMHCKOTO HAOMIOACHHS 32 COCTOSTHUEM 30POBbS MAIlMEHTA;

0) IpUHATHSA pEeHIeHUsT O HEOOXOAUMOCTH TMPOBENCHUS MOBTOPHOTO
OYHOTO Mpuema (0CMOTpa, KOHCYJIbTALIUN ),

B) Ha3HAUCHHUA  JJAaOOPATOPHBIX,  MHCTPYMEHTAJIBHBIX W  HHBIX
JOTIOTHUTEITEHBIX MCCIICOBAHUIA;

I) HA3HAUCHWSIT W  OCYIIECTBJCHUSA AUCTAHIIMOHHOTO  HAOJIOJACHHS
32 COCTOSIHMEM 37J0POBBSI TTAIUEHTA;

1) HA3HAUCHHUS (KOPPEKIMM) JICYCHUS TP YCJIOBUU YCTAHOBJICHHS
JIeYaIIM BpayoM JMArH03a W Ha3HAYCHWS JICUSHUA (TTPU €r0 HAJIMYHH ) TI0 TOMY
e 3a00JIEBaHHIO HA OUHOM TMpUEMe (OCMOTPE, KOHCYJIbTALIUN ).

12. Tlpn mpoBeaeHNM KOHCYJIBTAIMA C MPUMEHEHUEM TEJIEMEIUIIMHCKUX
TEXHOJIOTHHA BpPAa4OM MOXKET OCYIIECTBIIATECS KOPPEKIMS HA3HAYCHHOTO
HA OYHOM TIpHEME JICUCHUS, Ha3HAUCHHE JICUCHHs (TIPU €ro OTCYTCTBUHU), B TOM
gyncie (opMupoBaHHWE pENENTOB Ha JIEKAPCTBEHHBIC Mpemaparsl B (Qopme
AJIEKTPOHHOTO JOKYMEHTA, TPH YCJIOBUU YCTAHOBJICHUS JICUAlIUM BpPavuoM
JIMArHo3a ¥ Ha3HAUCHUs JICUECHUA (MPU €ro HAIMYWN) 10 TOMY K€ 3a00JICBaHUIO
Ha OYHOM TIpueMe (OCMOTpE, KOHCYJIbTAIIUHN ).

13. JluctaHMOHHOE HAOJIOJIECHUE 3a COCTOSHUEM 3J0pPOBbA MallMEeHTA
Ha3HayaeTcs JieyalluM BpayoM IIOCiA€ OYHOro mpuema  (0cMoTpa,
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KOHCYJIbTAllUM), B TOM YHCJIE BPAuoOM, HE MPOBOAMBIIAM OYHOTO MpHUEMA
(ocMOTpa, KOHCYJbTAllMM) MJAHHOTO TAIMEHTa, [0 WTOraM MPOBEACHUS
KOHCYJIbTAlMM C TNPUMEHEHUEM TEJIEMEIUIUHCKAX TexHoiorul. llpm stom
Bpay, OCYIIECTBJSAIONINI KOHCYJIbTAIMIO C NPUMEHEHHUEM TEIEMEIULIMHCKUAX
TEXHOJIOTUM, JIOJDKEH ABJIATHCA PAOOTHUKOM TOHM K€  MEIUIUHCKOU
OpraHu3aIyu, B KOTOPOW MPOBOJIUJICA OUYHBIM MpHeM (OCMOTP, KOHCYJIbTAIIHA).
JlucTaHIIMOHHOE HAOMIOJIEHUE OCYIIECTBISETCS HAa OCHOBAHWM  JIAHHBIX
O TAIMEHTE, 3aPETUCTPUPOBAHHBIX C MPUMEHEHUEM MEIULMHCKUX W3JETUH,
MpeHA3HAYCHHBIX IS MOHUTOPUHTA COCTOSTHUS OpPraHu3Ma 4ejioBeka, u (UJjn)
HAa OCHOBAaHMM JAHHBIX, BHECEHHBIX B EIUHYID TOCYJAapPCTBEHHYIO
MH(POPMAIMOHHYIO CHCTEMY B cepe 3IpaBOOXpAHECHUS, WIIH TOCYIaPCTBEHHYIO
nH(DOpPMAIMOHHYIO cUCTEMY B cdepe 3mpaBooxpaHeHus cyOobekTa Poccutickoi
Gdeneparuu, WM MEIUIUHCKYI0O  HWH(POPMANMOHHYIO  CHCTEMY,  WIIH
nH(}OPMAIIMOHHBIE CUCTEMBI, YKa3aHHbIE B 4acTh 5 ctatbu 91 denepasbHOTrO
3akoHa "O0 0CHOBax OXpaHbl 30POBbs rpakaad B Poccutiickoit @enepamun’.

14. JloroBop B paMKax 3KCHEPUMEHTAJIBLHOIO MPABOBOIO PEKUMA MOKET
3aKJTI0YATHCS  TOCPEACTBOM  AKIENTa TMAIMEHTOM O(epThl METUITMHCKOU
OpraHu3aluy, pa3MEIICHHOW Ha caiTe MEIUIIMHCKOW opraHu3amuu. AKIENT
O TIPUHATHU O(PEepTHl MEAUIIMHCKON OPraHU3aIlMy TOMMUCHIBAETCS MAIMEHTOM
C UCIIOJIb30BAHUEM MTPOCTOM 3JIEKTPOHHOM MOAIUCH.

[Toanucanue manueHTOM WH(OOPMUPOBAHHOTO JTOOPOBOJIBLHOTO COTJIACHS
Ha MEIUIHMHCKOE BMEUIATEJIbCTBO B MOPAJKE, MPEIyCMOTPEHHOM HACTOAIIEH
[Iporpammoii, cumTaercs akmenToM OQepThl W IMOATBEPIKIACT 3aKITIOUCHUE
MAlMEHTOM JI0TOBOPA C MEUIIMHCKOM OPraHU3aIuei.

[TauenTy  Takxke obecrieunBaeTcsl  JUCTAHIIMOHHBIA  JOCTYII
K JIOTOBOPY.

15. 3ampenieHo OKa3bIBaTh MEAMIIMHCKYIO TIOMOIIb B COOTBETCTBUU
¢ Hacrosmed  [IporpamMmmoii  mpu  BBISBJICHUUM  MPOTUBOINOKA3AHUS
(MPOTHBOTIOKA3aHMI) K TPOBEIEHUIO KOHCYJNbTAIMK C TPUMECHEHHEM
TEJIEMEIUIIMHCKUX TEXHOJIOTHH.

X. OneHka puCKOB MPUIMHEHUS BPEIA KU3HH, 3J0POBBIO WU UMYIIECTBY
YeJI0BeKa MO0 MMYIINECTBY FOPUANIECKOTO JIIIA, yimepoa o0opoHe u (Min)
0€30MacHOCTH TOCYAAPCTBA, MHBIM OXPaHSAEMBIM (heIepaTbHbIM
3aKOHOM IIEHHOCTSIM

16. [Ipu oOpaiieHnr mNalWEeHTa 3a KOHCYJIbTAlMEH € NPUMEHEHUEM
TEJEMEIULIMHCKAX TEXHOJOTUNA TMOBBIIAIOTCA PUCKA TPUHATUSA PELICHUSA
0 KOPPEKUMH HA3HAYEHHOTO HA OYHOM NIpHEME JICUYEHUS, HA3HAUYCHUH JICUCHUS
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(mpu ero oTCyTcTBUM) O€3 yueTa CBEJACHHU O COCTOSHUU 3J0POBbS IMAIMCHTA
10 TPHYUHE OTCYTCTBUS BO3MOXKHOCTH TIPOBEACHHS BpaduoM (PH3UKATBHOTO
oOclieToBaHusI MAIMEHTa, MPEICTABICHUS MAIlMEeHTOM HEIOJIHOW WH(opManuu
O COCTOSIHMH €T0 3/I0POBbA U OKA3aHHOW €My PAHEE MEIUIMHCKON TOMOIIIH.

17. B nensax ycTpaHEHHs BO3MOKHBIX IOCIICIICTBHIA PUCKOB, YKAa3aHHBIX
B nyHkTe 16 Hacrosimed I[TporpamMmbl, mpu ycTaHOBJIEHWH (aKTa HPUHSTHS
BpPauOM pEIICHUS O KOPPEKIMH HA3HAYCHHOTO HA OYHOM IIPHEME JICUCHMS,
Ha3HAYCHHHU JICUeHHUs (IIPH ero OTCYTCTBUHM) 0e3 ydeTa CBEJCHUN O COCTOSIHUM
3I0OPOBBSl MAIMEHTA, COACPIKAIMUXCS B TMOATBEPKIAIOMEM MEIUIIUHCKOM
JOKYMEHTE, MEIMIMHCKAs OpraHM3alus B CPOK JIO0 3 KaJeHIApHBIX JHEH
CO JIHs OOHApY’KEHUs YKa3aHHOTO (hakTa 00eCreyrBacT paCCMOTPEHUE JaHHOTO
ciydas komuccuen (cimyk0oii). Ha ocHOBaHMM pe3ynbTaToOB pPacCMOTPEHUS
ykazaHHoro (akra Komuccuen (Cayk00i) MeEmUIMHCKAs OpTraHW3aIus
NPUHAMAET pEIICHHEe O NPHHUMAEGMBIX MeEpax I10 MPECCUYCHHI0O W (WJIH)
YCTPAHCHHIO TTOCIICACTBUI W TPWUYUH BBIABJICHHBIX (DAaKTOB, B TOM YHCIIC
O BO3MEIIECHUN NMPHYUHEHHOTO MAIMEHTY BpeJa B MOJIHOM 00BEME B MOPSJIKE,
YCTAaHOBJICHHOM 3aKOHOJATENLCTBOM Poccwiickoit denepanmu, W W3BEMACT
00 3TOM MalKEeHTa.

XI. Mepsl, HanpaBJICHHbIE HA MUHUMM3ALUIO PUCKOB, YKAa3aHHBIX B pazaerne X
Hacrosmen [[porpammel, SBIAIOMIMECS 0053aTEIbHBIMU 711 CYOBEKTa
JKCIIEPUMEHTAJIBHOI'O IIPABOBOI0 PEKUMa

18. B nensx MUHUMM3aUKA PUCKOB, YKAa3aHHBIX B MyHKTE 16 HacTosmen
[Tporpammbl, METUIIMHCKOW OPraHU3aIMeil MPUHUMAIOTCS CJICIYIONTUE MEPHI:

a) OCYIIIECTBIICHHE B paMKaX MPOBEJICHUS KOHCYJIbTAMA ¢ MPUMEHEHUEM
TEJIEMEAUIIMHCKAX TEXHOJIOTHIA KOPPEKIIMW HA3HAYEHHOTO HAa OYHOM IIpPHUEME
JICUCHHS, Ha3HAUeHWs JiedeHUus (P €ro OTCYTCTBWHM), Ha3HAUYCHHUS
7a00paTOPHBIX, UHCTPYMEHTAJIBHBIX W WHBIX JTOTIOJTHUTEIBHBIX HCCIICIOBAHUN
B COOTBETCTBMM C Hacrosmed [IporpaMmoii TONBKO TpPU  YCIIOBUA
MIPEICTABIICHUS Bpady MEIUIIMHCKOW OPraHW3alliyd B YCTAHOBIICHHOM TOPSIKE
MOATBEPIKIAIOMIETO MEAUIIMHCKOTO JOKYMEHTA, COJCPKAIIEro B TOM YHCIIE
CBEJICHUS O Pe3yJIbTaTax (PM3UKAIIBHOTO OCMOTPA (€CIIM TAKOBOU MPETyCMOTPEH
KIIMHAYECKAMH PEKOMEHIANUSIMH (TIPOTOKOJIAMU JICUEHUST), TIPOBEIEHHOTO Ha
OYHOM TIpHeMe He mo3aHee yeM 3a 30 KajaeHTapHBIX THEH 10 THSA MEPBAYHOTO
oOpamieHusl MAaMEeHTa B MEIUIMHCKYIO OpTraHW3aluio, 00 yCTaHOBJIICHHOM
JIeYaliM BPAyoOM JMArHO3€ W HA3HAYCHHOM JICUYEHUH (MPU €ro HAJIMYUH) TI0
JaHHOMY 3a00JI€BAaHUIO HA OYHOM IpreMe (0OCMOTpe, KOHCYbTanuu). [lpu stom
Bpay, OCYIIECTBJISIONIMNA KOHCYJIBTAIIMIO C TMPUMEHEHUEM TeJIEMEeIUIIMHCKIX
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TEXHOJIOTUM, JOJDKEH SABJATHCS PA0OTHUKOM TOM K€  MEAUIMHCKOM
OpraHu3alyu, B KOTOPO# MPOBOIWICS OYHBIN MPUEM (OCMOTP, KOHCYJIbTAIIHA);

0) OCyIIECTBIICHUE MEIULIMHCKON opraHu3anuen (cyObekTOM
HKCIIEPUMEHTAIIBHOTO TMPABOBOTO PEXKUMA) BHYTPEHHETO KOHTPOJISI KayecTBa
1 0€30MaCHOCTH MEIUIIMHCKON IEATENbHOCTH, BKITIOYAS:

BEJICHNE MEIUIIMHCKOW OopraHu3amnueii (CyOheKTOM SKCIEPUMEHTATBHOTO
MIPABOBOTO PEXHMMa) peecTpa, B KOTOPOM (DUKCHPYIOTCS BCE HEKeaTeIbHBIC
COOBITUA W HAPYIICHUS, BO3HHMKIIWE B TMPOIECCE MPOBEACHUS KOHCYJIbTAIIUU
C MNPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTUHA W BBISIBIICHHBIE KOMHCCHUEN
(cmy>x00#1), a TakXke CiIydau, CONPOBOXIAIONIUECS >KajJo0aMH TAIMEHTOB
HAa Ka4eCTBO OKa3aHWUS  MEJWIIMHCKOW  TMOMOIH, 3a(UKCUPOBAHHBIS
B YCTAHOBJICHHOW MEIWIIMHCKOM OpraHu3amnueit opMe, ¢ yKa3aHUEM TPUHSATHIX
MEIUITMHCKON opranm3anueid mep (B TOM dYHCIEe U1  MUHUMU3AINAH
MOCJIC/ICTBUI HACTYTUICHUS YKA3aHHBIX COOBITHII) U PE3YIbTaTOB MPOBEIECHHBIX
KOPPEKTUPYIOIIUX MEPONPUATHUH;

OCYILECTBJICHUE MEIULIMHCKON OopraHu3anuen (cyOBeKTOM
HKCIIEPUMEHTAIILHOTO TMPABOBOTO PEXMMA) BHYTPEHHETO KOHTPOJISI KayecTBa
1 0Ee30MacCHOCTH MEOUIMHCKON NEeATEIbHOCTH, MPOBOAMMON B COOTBETCTBUU
¢ Hactosmeit [IporpaMmoii, ¢ cOCTaBIEHHEM MO pe3yJibTaTaM OCYIIECTBJICHUS
KOHTPOJISI 3aKJIIOUEHHSI HE pexke | pa3a B kBapTail. BHyTpeHHeMY KOHTPOIIIO
KauecTBa U 0€30MacHOCTH MEIULUHCKON AEATEIbHOCTH MOJJIEKAT BCE CIIydaw,
3auKCpOBaHHBIE B peecTpe, a TaKkKe B MEIIX OKCIEPTHOH OLEHKH
MeIUIMHCKONH nokymeHtanmu He wMeHee 100 mnporentoB mepseix 2000
KOHCYJIbTAllU ¢ IPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTUM, MPOBEICHHBIX
CyOBEKTOM SKCIEPUMEHTAIbHOTO TMPABOBOTO PEXKUMa B COOTBETCTBUU
¢ Hacrosimed IIporpammo#, m He MeHee 50 MPOIEHTOB MOCIEIYIOIIUX
KOHCYJIbTAllU ¢ MPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTUH, MPOBEICHHBIX
CyOBEKTOM SKCIEPUMEHTAIbHOTO TMPABOBOTO pPEXKUMA B COOTBETCTBUU C
Hactosmei [Iporpammoit;

nH(pOPMUPOBAHWE MEIUIIMHCKOW opraHm3armedi denepaabHOR CITyKObI
1o HaA30py B cdepe 3ApaBOOXpaHEHUS O BBISBICHHBIX KOMHCCHEH (CITyk00i)
OCHOBAHUAX NPUOCTAHOBJIEHUSI CTaTyca CyOBbeKTa SKCIEPUMEHTAIBHOTO
MPaBOBOTO pPeXXMMa, YKa3aHHbIX B MOANyHKTe "O" myHkTa 23 HacTosmen
[Tporpammel, B TeueHUE 5 paboumMX THEH C JaThl TAKOTO BBISIBJICHUS,

B) KOHCYJIbTAllUM C TIPUMEHEHHEM TEJIEMEIUIIMHCKUX TEXHOJIOTHI TIpH
nepBoM OOpallleHWH TalUMeHTa B MEAMIIMHCKYIO OpraHu3aliilo B paMKax
HacTosme [IporpaMmel TPOBOIATCSA C HWCIOJB30BAHUEM BUIEO-KOH(EPEHII-
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CBA3H, IMpOAOJIKUTCIIbPHOCTD TaKHX KOHCYJ'IBTaHI/Iﬁ C IIPUMCHCHHUCM
TCIICMCIUITNHCKHUX TEXHOJIOTHI cocTaBiisieT He MmeHee 20 MUHYT.

XII. TTepeuenn cyOBEKTOB SIKCHEPUMEHTAILHOT'O MPABOBOT0O PEXKUMA

19. CyObekTaMu S3KCIEPUMEHTAILHOTO TIPABOBOTO PEIKUMA SIBJISIOTCA:

a) aKIIMOHEPHOE 00111eCTBO "I'pymnima KOMIIAaHU "Mencu",
OI'PH 5067746338732;

0) akmmonepHoe o6mectBo "Meacu 2", OI'PH 1037704021992;

B) 00IIECTBO c OTPAHUYEHHOU OTBETCTBEHHOCTBIO "Mencu
Cankrt-ITetepOypr", OI'PH 1027810326774,

r) o0mecTBO ¢  OrpaHWYEHHOW  OTBETCTBEHHOCTHhIO  "KimmHuka

Ha [leTporpanckoii cropone”, OI'PH 1197847081585;

1) OOIMEeCTBO ¢ OrPaHWYEHHON OTBETCTBEHHOCTHIO "Mencu-Ilepmp",
OI'PH 1165958102529;

€) o0mecTBO ¢ OrpaHWYEHHOW OTBETCTBEHHOCTHIO '"Mencu-Ixesck",
OI'PH 1191832017893;

) 00IIeCTBO ¢ orpaHu4eHHON OTBETCTBEHHOCTHIO "MK JlokTOp psimom”,
OI'PH 1157746867464,

3) OOIIECTBO C OTrPAaHMUYEHHOW OTBETCTBEHHOCTHhIO '"J[okTOp psigom”,
OI'PH 1027739819898;

1) OOIMEeCTBO ¢  OrPAaHUYEHHON  OTBETCTBEHHOCTHIO  '"Xopoiee
Hactpoenue", OI'PH 1137746423979,

K) O0ImecTso ¢ orpaHudeHHor  orBeTcTBeHHOCTHIO "KJIMHUKA
HA MAPOCEHUKE", OI'PH 1107746885399;

1) 00IIeCcTBO c OrpaHUYEHHON OTBETCTBEHHOCTHIO
"BEPKAHAMEJIUKA", OI'PH 1167746741359;

M) akuonepHoe obmectso "HAITMOHAJIBHBIM MEJUITMHCKUN
CEPBUC", OI'PH 1047796105170;

H) OOIIECTBO c OTrpaHUYEHHON OTBETCTBEHHOCTHIO
"MHHOBAIITMOHHAA MEJIUTTMHA", OI'PH 1197746310618;

0) OOIIECTBO ¢ OTrpaHMWYEHHON  OTBeTCTBeHHOCThIO "M-JIAMH",
OI'PH 1117746482391

1) OOIECTBO ¢ OTPAHWYEHHOW OTBETCTBEHHOCTHIO ''PenKimauka",
OI'PH 1207800111474;

p) akimonepHoe oOmectBo "EBpomeiickuii  MemunuHckmii  [lenTp",
OI'PH 1027739031418;

C) 4aCTHOE YyYpexIeHue 3apaBooxpaHeHus "KimHudeckas OosbHHIA
"PXKI-MEJJUITNMHA" ropona Cmonenck", OI'PH 1046758318683,
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T) 4YaCTHOE YUpekIeHue 3apaBooxpaHeHusa "lleHTpanpHas KIMHHYECKas
6ompauma "PXKJ[-MEJIMIIUHA", OI'PH 1047796593525,

y) 4aCTHOE Y4YpexkaeHue 3apaBooxpaHenus "KimHuueckas OonbpHHUIA
"PXKI-MEJIUILIMHA" ropona Pocros-na-/{ony", OI'PH 1046164020385;

¢) yactHOE yupexmeHue 3apaBooxpaHeHus "Kiwamueckas OosibHHIIA
"PXXJI-MEJIUIINMHA" ropona FOxuo-Caxanunack”, OI'PH 1046500632650;

X) 4aCTHOE Yy4pexkaeHue 3apaBooxpaneHus "KimHuueckas OobHUIIA
"PXKJI-MEJIUITMHA" ropona Omck", OI'PH 1045509004716;

1) YaCTHOE YyUpekneHue 3apaBooxpaHeHus "Kmmamueckas OompHHUIA
"PXKI-MEJIUIIMHA" ropona Kpacuonap", OI'PH 1042306436468,;

9) O0IECTBO ¢  OTPAHWYEHHOW  OTBETCTBEHHOCTHIO  "Memopma”,
OI'PH 1217700180390;

1) O0IMEeCTBO ¢ OrpaHWYCHHOW OTBETCTBEHHOCThIO "Kimaumk-Typ",
OI'PH 1047796538833;

1) 00IMEeCTBO C OTpaHWYCHHOW OTBETCTBEHHOCTHIO '"Pedmexc Ilmoc",
OI'PH 1196952005612;

bI) OOLIECTBO C OIPAaHUYEHHON OTBETCTBEHHOCTHIO "JlikeHepan Memukan
Hentp-CII", OI'PH 1197847090847

) aKIMOHEPHOE 001IECTBO MemuuHCcKkui LEHTP "Bpaun",
OI'PH 1066164204347,

10) o01miecTBO ¢ orpanndeHHoi oTBeTcTBeHHOCTHIO "BOCTOK 3AITA/",
OI'PH 1157746312360.

XIII. TpeGoBanwus, mpeabsIBIIEMbIE K CyOBEKTY SKCIIEPUMEHTAIIBHOTO
IIPABOBOTO PEKUMA, KOTOPHIM OH JIOJIKEH COOTBETCTBOBATH

20. CyOBEKT SKCHEPUMEHTAIbHOTO  MPABOBOTO  pEXHUMa  JOJDKEH
COOTBETCTBOBATH CJICAYIOIINM TPEOOBAHUSAM

a) TpeboBaHUs, TpemxyCMOTpeHHbIe MyHKkTamu | - 4 gactu 1 cratem 8
denepanbHOro 3aK0HA,

0) HanMUWe JTUIEH3UHA HA OCYIIECTBICHNE MEUITUHCKON JeATEIIbHOCTH,

B) COOTBETCTBHE WH(POPMAITMOHHOW CHUCTEMBI, HWCHOJIB3yeMOW IS
OKa3aHUsl MEAMIIMHCKOM TMOMOIIM C NPUMEHEHHEM TEJIEMEIUIUHCKUX
TEXHOJIOTHN, TPeOOBAaHUAM K TOCYAAPCTBEHHBIM WH(POPMAIMOHHBIM CHCTEMaM
B cepe 3mpaBooxpaHeHHs CyObpekTOB Poccuiickoit denepanyn, MeaUIITHCKIAM
WH()OPMAITMOHHBIM CUCTEMaM MEIUIMHCKUX OpPTaHu3aIuii 1 nHHOPMAIMOHHBIM
cuctemMaMm (apManeBTHUECKUX OpraHU3aluii, MPeIyCMOTPEHHBIM cTaThei 91
®enepanibHOro 3akoHa "OO OCHOBax OXpaHbl 340POBbs rpaxkaaH B Poccuiickoit
denepanun’”;
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') COOTBETCTBHUE MEIULMHCKON OpraHu3aluu TpeOOBaHUAM
K OpraHu3allid W T[POBEICHHI0 BHYTPEHHET0 KOHTPOJIS  KauecTBa
1 0€30MACHOCTH MEAUIMHCKOMN AEATEIbHOCTH, YTBEPKAECHHBIM MHUHUCTEPCTBOM
3napaBooxpaHeHus Poccuiickoit ®enmepanuu B COOTBETCTBHM €O cTaTheit 90
®enepanbHOro 3akoHa "OO OCHOBAX OXpaHbI 3I0POBbs rpakaaH B Poccuiickoi
denepanuu’, a Takxke TpeboBaHUAM HacTosIIeH [IporpaMmer.

21. JInsa uenei yCTaHOBJICHHUSI COOTBETCTBUSI MEAUIIMHCKOW OpraHuU3alyiu
TpeOoBaHUsM, yKa3aHHbIM B  myHkTe 20  Hactosmeidt  [Iporpammsi,
MPEACTABIISIOTCA CIAEAYIONUE JOKYMEHTHI U CBEICHUS:

a) 3aBepeHHAsT KOMWs JINIICH3UW Ha OCYMIECTBIICHUE MEIUIIMHCKOM
NEATEIbHOCTH,

0) cBenmenus (HOMep, JAaTa, HANMEHOBAHUE MPOTPAMMHOTO 00ECTICUCHUS,
npaBoo0IaIaTeb) O BKIIOYEHUN MPUMEHIEMOTO MPOTPAMMHOIO 00eCreueHus
B €AUHBIA PEECTP POCCUUCKUX MPOrpaMM Jif 3JIEKTPOHHBIX BBIYMCIIMTEIbHBIX
MalmMH W 0a3 [JaHHBIX, WIA 3aBEPEHHAs KOMHUS PErUCTPALMOHHOIO
YIOCTOBEPEHUS HA METUIMHCKOE m3Aenre (METUIIMHCKYI0 HH(OPMAIMOHHYIO
CUCTEMY), WJIM CBUACTEIICTBO O TOCYNAPCTBEHHON PETHCTPAIMU MPOTPAMMEI
JUISl 3JIEKTPOHHBIX BBIYMCJIMTENBHBIX MAIIUH WA 0a3bl JAHHBIX, BBIJTAHHOE
denepanbHOM CIyKO0W MO HWHTEIUICKTYaJTbHOWM COOCTBEHHOCTH, WJIM HHBIE
JOKYMEHTBI, TMOJATBEPKIAIONIME HAJIMYWE MPOTrPaMMHOr0  00eCredyeHus,
UCIOIB3YEMOrO JUIsl OKAa3aHWUs MEIUWLHMHCKOW TMOMOIIM C HIPUMEHEHHEM
TEJIEMEIUIMHCKAX TEXHOJIOTUWA, M JOKYMEHT, NOATBEPKAAOIINNA IPABO
M0JIb30BAHUSI COOTBETCTBYIOIIMM MPOrPAaMMHBIM OOecrieueHueM (€Ciau CyOBeKT
AKCIEPUMEHTAJILHOIO IMPABOBOTO PEKMMa HE SABIISIETCS IPaBOOOJIaaTesieM),
a TaKXKe CIpaBKa C yKa3aHWUEM CBEICHUN 00 YHUKAJIBHOM HWICHTH(UKATOPE
WH(DOPMAITMOHHONW CHCTEMBI B TIEPEUYHE WHBIX WH(POPMAIMOHHBIX CHCTEM,
MOAKTIOUCHHBIX K €IUHOW CHCTEME, WU PEKBU3UTHI JIOTOBOpPA C OMEPATOPOM
WM BIIAJENbIIeM HWH(POPMAIIMOHHON CHCTEMBI, HAXOJSIICHCS B TIEPEUHE WHBIX
WH(DOPMAITMOHHBIX CHUCTEM, TOJKIIOUCHHBIX K EIUHOW CHUCTEME, KOTOPOU
MOJIB3YETCST MEAWIMHCKAs OpraHm3anus il WH(OpMarmoHHOr0 oOMEHa
C €IMHOM CHUCTEMOI,

B) 3aBEPEHHAS KOIHSI MOJIOKEHUS MEAUITMHCKON OPTaHU3aIliN O TTOPSJIKE
OpraHU3alMy U MPOBEJCHUS] BHYTPEHHETO0 KOHTPOJIA KauecTBa U 0€30MacHOCTH
MEIULIMHCKON NEATEIbHOCTH, Pa3pabd0TaHHOIO B COOTBETCTBUU C TPEOOBAHUSIMU
K OpraHu3allid W T[POBEICHHMIO BHYTPEHHET0 KOHTPOJS  KadyecTBa
u 0e3onmacHOCTH MEIULMHCKON NEeATEJIbHOCTH, YTBEPKJAECHHBIMU
MunucTepcTtBOM 31paBooxpanenus Poccuiickoin denepanyu B COOTBETCTBUM
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co crarbeit 90 enepanbHOro 3akoHa "OO OCHOBaX OXpaHbl 30POBbS IPaXkaaH
B Poccuiickoii @enepanun’;

) 3aB€peHHasl KOMUA YTBEPKIACHHBIX MEIUIIMHCKONW OpraHu3amuei
MpaBUJI TPOBEJACHUS KOHCYJbTAMH C TPUMEHEHHEM TeJEeMEIUIIMHCKIX
TEXHOJIOTUHA TpPU OpraHu3alMil W OKa3aHUM MEIUIIMHCKOW  IMOMOIIU
C MIPUMEHEHUEM TEJICMEIUIIMHCKUX TEXHOJIOTHIA B COOTBETCTBHU C HACTOSIICH
[Tporpammoii (B Tom uucie ¢gopmer peectpa, hopmbl orieHKH 3(P(HEKTUBHOCTH
U pPe3yJIbTAaTUBHOCTA SKCIEPUMEHTAIFHOTO IIPABOBOTO PEKHMMA, a TaKKe
TIEPEUCHb MPOTHBOIIOKA3aHUM ).

XIV. Yka3zanue Ha BO3MOKHOCTh MPUCOECIUHEHUS HOBBIX CYyOBbEKTOB
K 3KCIIEPUMEHTAIbHOMY MPABOBOMY PEKUMY, TOPSIIOK TAKOTO MPUCOCIUHEHUS

22. IlpucoenvHeHre HOBBIX CYOBEKTOB K  SKCIEPUMEHTAIbHOMY
MPAaBOBOMY PEXUMY BO3MOXKHO B TIOpPSIKE, YCTAHOBJIEHHOM cTarbeil 11
denepanbHOro 3aKOHA.

XV. OcHOBaHUS ¥ CPOKH MPUOCTAHOBJIEHUS CTATyCa CYOBEKTA
SKCMEPUMEHTAJIBHOIO MMPABOBOr0 PEKMMa B COOTBETCTBUU C YacThIO 1
crarbu 12 @enepaibHOrO 3aKOHA

23. Cratyc cyOBeKTa H3KCIEPUMEHTAJIBHOTO  MPABOBOIO  PEXKUMaA
MIPUOCTAHABIIMBAETCSA B CIEAYIOIIUX CIydasX:

a) HETIPEACTaBICHUE CYOBEKTOM  SKCHEPUMEHTAIBHOTO  MPABOBOIO
pexuMa OT4eTa O ACATEIbHOCTH B paMKax peaju3aluy SKCIEPUMEHTATbHOIO
MPaBOBOIO pEKMMa B COOTBETCTBUU C TPEOOBAaHUAMH ¢  CPOKaMHU,
npeaycMoTpeHHbIMHU TTyHKTamu 35, 36 u 40 nacrosmeit [Iporpammel, a Takxke
NPEACTABIICHUE MEOULMHCKON OpPraHW3alleld HEMOJHOW WM HEOOCTOBEPHOMU
uH(dOpPMAIH B OTUETE.

B »stom cnyuae craryc cyObeKkTa SKCHOEPUMEHTAJIbHOIO MPaBOBOTO
pexuMa MPUOCTAHABIIMBAETCA A0 JHS MPEACTABJICHUS OTYETA O ACATEIbHOCTHU
B paMKax peaju3aliy 3KCIEPUMEHTAIBHOTO MPABOBOTO pEXUMa WU
MPEACTABJICHUS] YTOYHEHHOI'O OTYETA;

0) BBISIBJICHWE HE MEHEE OJHOTO HapYIICHUs, MPEIyCMOTPEHHOTO
nyaktamu 26 u (wm) 27 macrosmeit [IporpamMmel, koTopoe OBUIO AOIYIICHO
CyOBEKTOM 3KCHEPUMEHTAIIBHOTO MTPABOBOIO PEXKUMA, B CIIydae, OMPEAETICHHOM
B mnonamyHkre "0" myHkra 2 IlonokeHus O m0OpuUHATHM MHUHHCTEPCTBOM
SKOHOMHUYECKOTO pa3BuUTUA Poccuiickon Oenepaunn pelieHus
0 MPUOCTAHOBJIEHUU 158105 MPEKPALLICHU T craryca CyOBeKTa
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SKCIIEPUMEHTAJILHOTO TMPABOBOTO peXuMa B cdepe Hu(pOBbIX WHHOBALUN
B OKCIIEPUMEHTAJIbHOM IPABOBOM pEXUMe B cdepe Hu(pOBBIX HWHHOBALUN
1 00 yBeIOMJICHUH CyOBEKTa SKCIIEPUMEHTAIILHOTO MPABOBOTO pexnMa B cepe
nU(dPOBBIX MHHOBAIMI O TMPUHATHM TAKOrO PEHICHUsA, YTBEPKIACHHOTO
noctranosyieHueM IIpaButensctBa Poccuiickoit ®enepaumu ot 19 HOsA0ps
2020 r. Ne 1888 "O6 yrBepxxaeHuu [lomoxeHus o npuHATHU MUHHCTEPCTBOM
3KOHOMHYECKOTO pa3BUTHA Poccuiickoit denepaunn pelieHus
0 MIPUOCTAaHOBJICHUU W MpEeKpaICHU N craryca cyObekTa
AKCIIEPUMEHTAILHOTO TPABOBOTO pekuMa B cdepe NHU(PpPOBHIX WHHOBAIWAN
B OKCIIEPUMEHTAJIbHOM IPABOBOM pekuMe B cdepe Nu(pOBHIX WHHOBALUN
1 00 YBEIOMIJICHUHU CYyOBEKTA SKCIIEPUMEHTAIFHOTO IPABOBOro pexkuMa B cepe
1u(POBBIX UHHOBAIMI O MPUHATHAN TaKoro permenus’ (nanee - [lomoxenue).

B »stom cayudae cratyc cyObekTa SKCHEPUMEHTAILHOTO MPaBOBOIO
pexuMa TPUOCTAHABIMBAETCA JO VYCTPAHEHUS BBISBJICHHBIX HapyUIECHUN
CyOBEKTOM 3KCIIEPUMEHTAIIBHOTO MMPABOBOT0 PEKUMA.

XVI. OcHoBaHus BO30OHOBJIEHUS CTaTyca CyObeKTa
AKCTIIEPUMEHTAILHOTO IMPABOBOT0 PEKMUMA

24. Cratryc cyObEKTa H3KCIEPUMEHTAJIBHOTO IPABOBOTO  PEXUMA
BO300HOBJIAETCA MO CIEAYIOIUM OCHOBAHUAM:

a) IPe/CTaBJICHUE OTYeTa O [JEATeNIbHOCTM B paMKax pealu3aluu
HKCIIEPUMEHTAIIBHOTO TPABOBOTO PEKMMA B COOTBETCTBHM C TPeOOBAHUSAMH,
npeaycMoTpeHHbiME IyHkTamMu 35, 36 u 40 wmacrosmeit [Iporpammel, wumu
MIPE/ICTABJIEHNE YTOUYHEHHOI'O OTUETa, COAEPIKAIIETrO MOJHYI U JOCTOBEPHYIO
uHdOpPMAIMIO O ACITEIIBHOCTH B paMKaX AKCIIEPUMEHTAIBHOTO IPABOBOTO
pexxrMa (eciau CTaryc CcyOBeKTa 3KCIEPUMEHTAIBHOTO IMPAaBOBOIO PEKUMA
MIPUOCTAHABIIMBAETCS MO OCHOBAHMIO, YKa3aHHOMY B MOJIYHKTE "a" myHkTa 23
Hacrosimiei [Iporpammer);

0) mosyuenrie WHGOPMAMK OT OPraHa TOCYJAPCTBEHHOTO KOHTPOJISA
(Ham3opa) 00 YCTpaHEHWH BBIABJICHHBIX HAPYIICHUNA, KPUTEPUH KOTOPBIX
yKazaHel B myHKTax 26 w (wm) 27 wacrosmieit [lporpammer (ecnmm craTyc
CyOBEeKTa SKCIEPUMEHTAJFHOTO TMPABOBOTO PEKMMA MPUOCTAHABIMBACTCS TIO
OCHOBAHMIO, YKa3aHHOMY B moanmyHkTe "0" myHkTa 23 HacTosme# [Iporpammsr).
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XVII. OcHOBaHUA U CPOKH MPEKPAILIECHUS CTaTyca CyObeKTa
SKCMEPUMEHTAIBHOIO ITPABOBOT0 PEKMMA B COOTBETCTBUM C YACTHIO 2
crarpu 12 @enepaibHOrO 3aK0HA

25.Craryc cyOBeKkTa SKCHEPUMEHTAJIBHOTO  MPABOBOTO  PEXHUMa
IpeKpamaercs B CiIy4yasX, MPeIyCMOTPEHHBIX B  MyHKTax 1, 2,
noAnyHkTax "a" - "B" mynkra 3 yactu 2 ctarbu 12 denepaabHOro 3aKOHa.

[Ipekpamenue craryca CcyObeKTa HKCIEPUMEHTAJIBHOTO IPABOBOIO
peKMMa OCYIIECTBJISIETCS B TOPSAKE W CPOKH, KOTOPHIE YCTAHOBJICHBI

ITonoxenuem.

XVIII. Kpurepun HapyimeHus nosioxeHni Hacrosmen [ [porpaMmmel

26. KputepusiMu HapyllleHHs TOJIOKeHUN Hacrosmehd I[Iporpammbl
ABJISIFOTCSL:

a) Hapymieane TpeOoBanuii myHktoB S5, 9, 18, 20 wm 37 Hacrosmiei
IIporpammet,

0) HECOOTBETCTBHE CYOBEKTa SKCIIEPUMEHTAJILHOTO IMPABOBOTO PEKUMA
TpeOOBaHUAM, YCTAHOBJICHHBIM 4acThio 1 cTaThu 8 denepaibHOrO 3aKOHA.

XIX. Kputepun rpyooro HapymeHus nojioxkeHuid Hactosmen [Iporpammel

27. Kputepusimu  rpy0Oro  HapylleHUs  TOJIOKEHHMIl  HACTOALIEH
[IporpaMmel sBIsSE€TCA HapyLWIEHUE O0SA3aTENbHBIX I BBIOJIHEHUS CYOBEKTOM
AKCIIEPUMEHTAIIBHOTO MPABOBOI0 PEXKUMA MOJI0KEHMI, YKa3aHHBIX B pazaene [X
Hacrosimed [IporpamMmel, €ciii Takoe HaApyIICHWE MPHUBEIO K MPUIMHEHUIO
BpE/Ia KU3HU U (WJIH ) 3I0POBBIO YEJIOBEKA.

XX. OcHOBaHUS ¥ CPOKH MPUOCTAHOBJICHUS EHCTBUS SKCIIEPUMEHTAIILHOTO
IIPaBOBOTO PEKUMa B COOTBETCTBHUU € YacThio 1 ctateu 16
®denepabHOrO 3aKOHA

28. JleiicTBue 3KCIMEPUMEHTAITBHOTO MPaBOBOrO pexuMa
MPUOCTAHABIIMBAETCA MO OCHOBAHUSM, YKa3aHHBIM B MyHKTax 1 m 2 gactu 1
cratbu 16 denepanbHOro 3aKOHA.

[Topssmok W CpOK MPUOCTAHOBJICHHUS NEUCTBUA HSKCHEPUMEHTAIBHOIO
MPaBOBOIO pEXKMMa YCTAHABJIMBAKOTCA B coOoTBeTCTBUM ¢ [IpaBunamu
MIPUOCTAHOBJICHUS ICUCTBUS SKCIEPUMEHTAILHOTO TIPABOBOTO pexuMa B cepe
U(dPOBBIX WHHOBAIMK, TMPEKPAMICHUS JOCUCTBUS  AKCIEPUMEHTAIBHOTO
MPaBOBOro pexknma B cdepe nudpoBBIX MHHOBAIMA, YBEAOMJIEHUS CyOBEKTa
SKCIIEPUMEHTAIIBHOTO TPABOBOr0 pekuMa B cdepe MudpOBBIX WHHOBALMNA WU
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CyOBEKTOB 3KCHEPUMEHTAIIBHOTO TPABOBOrO pekuMa B cdepe IudpoBBIX
WHHOBAIlMA O  TPHUOCTAHOBJICHUM  WIM  TPEKpPAlICHUH  JEHCTBUA
HKCIIEPUMEHTAIIBHOTO TPABOBOTO pexknma B cdepe HUdPOBHIX HWHHOBALUA,
YTBEPKAEHHbIMU mnocTaHoByieHueM [IpaBurensctBa Poccuiickoit ®enepanuun
ot 15 mexabpst 2020 r. Ne 2116 "OO6 yrBepxknenuu [IpaBun nmpuocTaHOBICHHS
NEHCTBUSA OSKCIEPUMEHTAILHOTO TMPAaBOBOTO pekuMa B cdepe mmdpoBbIx
WHHOBAIMH, PEKpPAIIEHUs IEeHCTBUS SKCIIEPUMEHTATLHOTO TPABOBOTO PEKUMa
B chepe nmudppoBEIX HHHOBAIMK, YBEIOMIICHHS CYOBEKTa SKCIIEPUMEHTATLHOTO
MpaBOBOro pekmMa B chepe MUGPOBHIX WHHOBAIMKA WM CYOBEKTOB
AKCIIEPUMEHTAIIBHOTO TPABOBOTO pPekMMa B cdepe TH(PPOBHIX WHHOBAIUAN
O TPUOCTAHOBJICHWHM WJIA TIPEKPAMICHUNA JEUCTBHUS OKCIIEPUMEHTAIHLHOTO
MIPaBOBOTO pekuMa B cepe rmudpoBsIx HHHOBAIHI" .

XXI. OcHOBaHUS TOCPOYHOTO MPEKPAIICHUs IEHCTBUS SKCIEPUMEHTATIBHOTO
MPaBOBOTO PEKUMa B COOTBETCTBUU € YaCThIO 2 cTaThu 17
®enepabHOrO 3aKOHA

29. JleiicTBue SKCIEPUMEHTAIBHOTO MPABOBOTO PEXKMMa IpeKpamiaeTcs
JOCPOYHO IO OCHOBAaHMSAM, YKa3aHHBIM B NyHKTe 1, a03amax mnepBoMm -
YEeTBEPTOM MOANyHKTa "a", moanmyHkre "O" myHkTa 2 yactu 2 crarbu 17
denepaibHOTO 3aKOHA, a TaKXKe B CiIydyae MNPUAAHUS HOPMaM, yKa3aHHBIM
B myHKTax 11 - 15 Hacrosmeit [Iporpammel, cBolicTBa 00IIEr0 peryanupoBaHus
B COOTBETCTBHM cO cTarheld 18 denepanbHOro 3aKkoHa OO OKOHYAHMS CPOKa
NEUCTBUSA  AKCIEPUMEHTAJIBHOTO  MPABOBOTO  PEXKHUMA, YCTAHOBJIEHHOTO

MyHKTOM 7 HacTosen [ [porpaMmer.

XXII. TTopsimok uCOMb30BaHMS TPOAYKIIMH, TPOU3BEICHHON 1 allpoOupyemMoii
B YCJIOBHSIX SKCIEPUMEHTAJILHOTO ITPABOBOT0 PEKMUMA
(TIOpsAIOK MCTIONTb30BaHUS ITU(PPOBOI HHHOBAIIHH )

30. ITopsaox HCIOJIb30BaHUS MPOIYKIIHH, MPOU3BEICHHON
U anpoOupyeMoil B YCJIOBHUSX SKCHEPUMEHTAJIBHOIO MPABOBOIO PEKUMA,
Hactosmen [[porpaMMoil He yCTaHABIMBAETCA.

XXIII. ®enepanpHblid Oprad UCIIOJHUTEIBHON BJIACTH,
OCYIIECTBIISIONTNH (DYHKITUA TTO BRIPAOOTKE TOCYTaPCTBEHHOMN MOJUTUKH
Y HOPMATUBHOMY MPABOBOMY PETYJIMPOBAHUIO MO HATIPABIICHUIO
JKCIIEPUMEHTAJIBHOTO MTPABOBOI0 PEXKUMA

31. @enepanibHBIM OPraHOM HCIIOJHUTEIBHON BJIACTHU, OCYIIECTBIIIOIINM
¢yHKIMM TIO BBIPAOOTKE TOCYAAPCTBEHHOW TIOJUTUKH U HOPMATUBHOMY
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MIPAaBOBOMY PETYJMPOBAHMIO 1O HAMPABJIEHUIO YKCIIEPUMEHTAIBHOTO MPABOBOTO
pexnma, saBisieTcss MuHUCTEPCTBO 3apaBooxpanenus Poccuiickoit @enepanuu.

XXIV. Opransl, 0CyIIECTBIISIONINE KOHTPOJIbHBIC (HAA30pHBIC) PYHKITUU
B paMKax 3KCIEPUMEHTAIIbHOTO TPABOBOI'0 PEKMUMA, a TAKKE TMOPSITOK
OCYIIECTBJICHHS 3THX (DYHKIIHMIA, B TOM YHCJIE TTOPSIOK OpTraHU3aIiH
Y IIPOBEACHUS MMPOBEPOK COOJIIOICHHUS MOJIOKEHUI HacTosme [ IporpaMmer

32. KonTtponpHbie  (HAg30pHBIE)  MEPONPHATHS B OTHOIICHHH
MEUITTHCKON OpTraHU3aliy B paMKaX SKCIIEPUMEHTAILHOTO TIPABOBOTO PEKUMaA
ocymecTBisiroress  DenmepanmpHold  cimy00ff 1o Ham3opy B cdepe
3IPAaBOOXPAHEHUS C YYETOM OCHOBAHH, CPOKOB W TMOPSAKA WX TPOBEICHUS,
yCTaHOBJICHHBIX DenepanbHbiM 3akoHOM "O TroCyJapCTBEHHOM KOHTPOJIE
(Ham3ope) W MYHUIUINAJIBHOM KOHTpojie B Poccwiickoit ®enepammn”
u llonoxxennmem o ¢denepanbHOM TOCYTapCTBEHHOM KOHTpOJe (HAI30pe)
KauecTBa ® O€30MACHOCTH METUIIMHCKOW JEATEIbHOCTH, YTBEPKICHHBIM
noctaHoBjeHueM [IpaButensctBa Poccuiickoit @eneparuu ot 29 utonsa 2021 r.
Ne 1048 "O6 yrBepxnennu Ilonmoxkenuss o denepasbHOM TOCYIApPCTBEHHOM
KOHTpoJIe (Ha130p€) KauecTBa U O€30IMAaCHOCTH MEAUIIMHCKOM TeITEIIbHOCTH .

33. KouTposnpHbie (HAaA30pHBIE) (PYHKIIMM B OTHOIIEHWH MEIUIIMHCKON
OpraHu3alid B  paMKax  OSKCIEPUMEHTAJbHOTO  MPABOBOTO  pexUMa
OCYIIECTBJISIFOTCA B CIydasx, NPEAyCMOTPEHHBIX HJisi NPUOCTAHOBJICHUS U
MPEKPALEHUS CTaTryca CyObeKTa SKCIEPUMEHTAIIBHOIO MPABOBOIO PEKUMA,
YKa3aHHBIX COOTBETCTBEHHO B IMyHKTax 23 u 25 Hacrosmeil I[Iporpamwmsi, a
TaKXKe B CJIydasx HapylmIeHUH W rpyObIX HApYIICHWHA MOJOKEHUH, YKa3aHHBIX
COOTBETCTBEHHO B MyHKTax 26 u 27 Hactosied [IporpaMmbl, B TOM YHUCIE B
crnydasx Hammuus y DenepanbHOi CiTy:KOBI TT0 Haa30py B cepe 3apaBoOXpaHECHUS
B paMKax SKCIIEPUMEHTATIBHOTO MPABOBOTO PEKUMAa CBEICHUI:

a) 0 HapYIIEHWH MEIWIMHCKOW OpraHW3aluell MOopsaKa PacCMOTPEHUS
CyOBEKTOM SKCIIEPUMEHTAJIFHOTO IMPABOBOTO peknMa B cdepe IMdPOBBIX
WHHOBAIIMH TIOCTYMAIOMMKX B €ro ajpec »ajo0 Wi, TpaBa W 3aKOHHBIS
WHTEPECH KOTOPHIX HAPYIICHBI B CBSI3W C YCTAHOBJIICHHEM W peanu3aiuei
SKCIIEPUMEHTAIIBHOTO TPABOBOTO pexkuMa B cdepe IudPOBBIX HHHOBAIWA,
YTBEPKJIACHHOr0 MuHHCTEpCTBOM 3apaBooxpaHeHusi Poccuiickoir denepanum
B COOTBETCTBUU C MyHKTOM 3 yacTtu 1 crateu 14 DenepaibHOro 3aK0Ha,

0) 0 TPEIOCTAaBJICHWUW HEMOJIHOTO WJIM HEJOCTOBEPHOTO  OTYETa
O JeATEIbHOCTH B paMKaxX peaju3alid SKCIEPUMEHTAILHOTO TPaBOBOTO
pexnma, mpeaycMoTpeHHoro [IpaBuiiaMu MOHMTOPHHIA 3KCHEPUMEHTATBHOTO
MIPABOBOrO pekuMa B cdepe nu(poBbIX WHHOBALMKA, ONEHKHA 3(PPEKTUBHOCTU
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¥ PE3yJbTAaTUBHOCTU PEAM3AlMU SKCIEPUMEHTAILHOTO MPABOBOTO PEXUMA
B chepe mudpoBeIXx HHHOBAIMH, OOIIECTBEHHOTO OOCYKIEHUS BOIPOCOB
3 (PEKTUBHOCTH U  PE3YJIbTATUBHOCTH pPeAM3allMU  SKCIEPUMEHTAIBHOTO
NpaBOBOTO pexuma B cdepe TUGPOBBIX WHHOBAIMKA, YTBEPKICHHBIMA
noctanosyienueM [IpaBurensctBa Poccuiickoit ®enepammu ot 3 gexadps
2020 . No 2011 "O6 yrBepxxaeHuu [IpaBusi MOHUTOPUHTA SKCTIEPUMEHTATBHOTO
IIPABOBOrO pekuMa B cdepe nmudpoBbIX WHHOBALMK, ONEHKHA 3(PPEKTUBHOCTH
U PE3yJbTaTUBHOCTH peaM3allid AKCIIEPUMEHTAILHOTO TPABOBOTO PpPEXKUMa
B chepe mmdpoBHIX HWHHOBAIMI, OOIIECTBEHHOTO OOCYKIEHUS BOMPOCOB
3 (PEKTUBHOCTH ® PE3YJBTATHBHOCTH PEaNM3allii  SKCIEPUMEHTAIBHOTO
MPaBOBOTO pekuMa B cepe 1udpoBeIX MHHOBAIUN "

B) O TPUYMHCHWHM BpeJa JKW3HW W 30POBBIO MAIMEHTA B pPaMKax
MIPOBEICHUsSI KOHCYJIbTAIIUHU C IPUMEHEHHEM TEJIEMETUITMHCKIX TEXHOJIOTHH.

34.B pamkax SKCHEPUMEHTAJIbHOTO MPABOBOrO PEKUMA MPOBOASITCS
TJTAHOBBIE Y BHETJIAHOBBIE KOHTPOJIbHBIE (HAT30PHBIC) MEPOTIPUSITHS.

XXV. TpeboBanus k oneHke 3(hHEKTUBHOCTH U PE3YIbTAaTHBHOCTH
SKCTIEPUMEHTAJIBHOIO MPABOBOr0 PEXKUMA, B TOM YHUCJIE MOKA3aTeNH
(HaMMEHOBAHME W IUITAHOBOE 3HAYEHHE), B COOTBETCTBUU C KOTOPHIMU
MPOBOAUTCS Takasi OLICHKA

35. lma  ueneét  oueHku APEGEKTUBHOCTH U  PE3YJHTATUBHOCTH
HKCIIEPUMEHTAIIBHOTO MTPABOBOTO pexrMa (POPMUPYETCS NEPEeUeHb TOKa3aTenen
sadpekTuBHOCTH 1O (POopME, YCTAHOBIIEHHOW MEIUIIMHCKOW OpraHW3anuei,
BKJTIOYAOIIEH MmokazaTes 3()(PeKTUBHOCTH, KOTOPHIE XapaKTePU3YIOT KaueCTBO
NPOBEJACHHBIX B  pamMkax  Hacrosmed  [IporpaMMbl  KOHCYJIbTaIlANA
C TPUMCHEHHEM  TEIIEMEAWIIMHCKUX  TEXHOJIOTHH,  YIOBJIETBOPEHHOCTH
MAlMEHTOB W TPEEMCTBEHHOCTh B OKAa3aHUW MEIUITUHCKOW  ITOMOIIIH,
U TPOBOAWTCS WX TOCTOSHHBI MOHUTOPWHT, TO pe3yJbTaraM KOTOPOTO
dopMupyeTcss  BBIBOA O  JOMYCTUMOCTH  TPHUAAHWS  CHEIUATBHOMY
PEryJIMpOBaHUIO, YCTAHOBJIEGHHOMY HacTostieit [Iporpammoii, cBoiicTBa oO1iero
peryJiMpoBaHusi B COOTBETCTBUU CO cTaThell 18 denepanpbHOro 3aKoHa.

36. Jlma mueneét  oneHkn  3PEGEKTHBHOCTH W PE3yJBTATHBHOCTH
AKCIIEPUMEHTAIILHOTO MTPABOBOTO PEXMMa MPUMEHSIOTCS CIEAYIONIHNE IEICBhIC
NOKa3aTeJH:

a) ©KEKBAPTAJIbHO HE MeHee 95 mpOIEeHTOB KOHCYJIbTAIUKA C
MPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTUN B COOTBETCTBHH C pe3yJbTaTaMu
BHYTPEHHETO KOHTPOJS KadecTBa M 0O€30MacHOCTH MEIAMIIMHCKON TOMOIIH,
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OKa3aHHOM B paMKaxX SKCIIEPUMEHTAJIBHOIO IPABOBOIO PEKHAMA, IPOBEIEHO
0e3 nepexToB, AOMYyIIEHHBIX B TOM YHCJIE MPH:

Ha3HAYEHUU U OLEHKE PE3yJIbTaTOB JUArHOCTHUKH,

OLICHKE MPUMEHEHUS (Ha3HAYCHM ) JIEKApCTBEHHBIX MPENapaToB;

0) y1OBJIETBOPEHHOCTh MAlUEeHTOB pe3yJIbTaTOM POBEACHHUS
KOHCYJIbTAllUM ¢ TPUMEHEHHEM TEJIIEMEAUIIMHCKUX TEXHOJIOTUNA COCTaBJIsSET
He MeHee 70 TPOLEHTOB €XErogHo IO pe3yJbTaTaM HPOBEIEHHOTO
AHKETUPOBAHUS MAIMEHTOB B COOTBETCTBUU C YCTAHOBJICHHBIM B MEIUIIUHCKOMN
OpraHU3aIUU MOPSIKOM;

B) B COOTBETCTBUU C MOAIMYHKTOM "3" myHKTa 4 Hactosmei [IporpaMmmer
npoBefeHO He MeHee 30 TPOUEHTOB KOHCYJbTAMA C NPUMEHEHUEM
TEJEMEIUIIMHCKUX TEXHOJIOTHUM, B paMKaX KOTOPbHIX OCYIIECTBJICHA KOPPEKIIUs
HA3HAYEHHOTO Ha OYHOM NpHUEME JICUEHUS WIM HAa3HA4YeHO JIeYeHUe (IPH €ro
OTCYTCTBHH).

XXVI. Cioco6s1 nadopmMupoBanus cyObEeKTOM
SKCIEPUMEHTAJIBHOIO MPABOBOT0 PEKUMA JIUII, BBIPAXKAOIINX HAMEPEHHE
BCTYIIUTh C HUM B MIPABOOTHOIIEHUS B PAMKAaX SKCIEPUMEHTAIIBHOTO MTPABOBOTO
peXKUMA, O HATMYKMH U COJIEPIKAHUU SKCIIEPUMEHTAIIBHOTO
IIPABOBOTO PEKUMA, B TOM YHCIIE 00 OTIMYUAX CHELUAIBHOTO
peryJIMpOBaHus, PEIyCMOTPEHHOTO HacTosen [ IporpamMmmoii
Y TIO/JIEKAIIETO NPUMEHEHHIO K YKa3aHHBIM OTHOIIEHUSM,

OT OOIIEro peryaupoBaHus

37.B memsax wHOGOPMHUPOBAHUSA MEAMIIMHCKON OpraHWU3alMer JIWII,
BBIPAKAIOIIMX HAMEPEHUE BCTYNUTh C HEW B IPABOOTHOLICHHUS B pPaMKax
OKCIIEPUMEHTAJIBHOIO MPABOBOIO PEKUMA, O HAJIMYUM M COJAEpPKAHUU
AKCIEPUMEHTAJILHOIO TPABOBOTO pPEXUMA, B TOM 4YHCIE 00 OTIMUMSIX
CIICLIMAJIBHOTO PETYJMPOBAHUs, NPEAYCMOTPEHHOro Hactosmen [Iporpammoint
U TOMJICKAIIET0 MPUMEHEHUIO K YKA3aHHBIM OTHONICHUsIM, OT OOIIero
pEryJIMpoBaHUsI, MEIUIMHCKAsT OpraHu3alus 00s3aHa Pa3MECTUTh YKa3aHHYIO
uHdopMarMio  Ha ~ calTeé  MEIWIIMHCKOW  OpraHW3amud, a  Takke
B wH)OPMHUPOBAHHOM  JOOPOBOJIFHOM  COTJIaCMM  HA  MEIUIIMHCKOE
BMEIIATENIbCTBO, MOAINUCBIBAEMOM TNALMEHTOM C MCIIOJb30BAHUEM IIPOCTOU
DJIEKTPOHHOM MOANMCH A0 IIPOBEACHUA KOHCYJIbTAllUM C NPUMEHEHUEM
TEJIEMEIULIMHCKUX TEXHOJIOTUH.

2077(13




25

XXVII. Heo6x0auMOCTh JOMOJIHUTEIBHOTO Oy OJIMKOBAHUS CyOBEKTOM
HKCIIEPUMEHTAJIbHOTO MPABOBOTO PEXKUMA B CPEACTBAX MACCOBOM MHMOpMAIIIH
u pa3menieHus B cety "Unateprer" nHpopManuu 006 yCTAHOBICHUH U O
COJIEp’KaHUH SKCIEPUMEHTAIIbHOTO ITPABOBOIO PEKUMA

38. HeoOX0MMOCTh  JOMOJHUTEIIFHOTO  OMyOJHMKOBAaHUS CyOBEKTOM
AKCIIEPUMEHTAILHOTO IPABOBOT'0 PEXUMa B CPEJICTBAX MAcCOBOM MH(popMaIum
u pasmemenus B cetn 'MHTepHer" wmWHpOpManmmm 00 yCTaHOBIICHUH
U O COJIEPKAHUU HKCIEPUMEHTAIBHOTO IMPABOBOTO PEXUMA, B TOM UHUCIIEC
00 OTIMUMSIX CHENHATBHOTO PETyJIUPOBAHUA, MPEAYCMOTPEHHOTO HACTOSIICH
IIporpammotii, OT OOIIEro peryJIupoBaHus, a TaKkKe HEOOXOIUMOCTh HAHECEHUS
COOTBETCTBYIOMIEH WH(GOPMAIMA HA TOBApPHI, MPOW3BOAMMBICE B paMKax
AKCIIEPUMEHTAIIBHOTO TPABOBOTO PEXUMa, Pa3MENICHHs] Takod HWH(pOpMaIun
nepea Bbe3aaMu (MMPOX0aaMu) Ha TEPPUTOPHUIO EHCTBHS SKCTIEPUMEHTATLHOTO
MPaBOBOI0 PEXUMA, MEPE] BXOAaMU B MOMEIICHUSA, B KOTOPHIX BBITIOJIHSAIOTCS
paboThl, OKa3bIBAOTCA YCIYTM B pPaMKaX YKA3aHHOTO 3KCHEPUMEHTAJIbHOIO
MIPaBOBOIO PEKMMa, HE YCTAHABJIUBACTCS.

XXVIII. Heo0x0auMoCTh CTpaXxOBaHUs CyOBEKTOM SKCIEPUMEHTATIBHOTO
IIPABOBOT'0 PEKUMA IPaKJAHCKOM OTBETCTBEHHOCTH 3a MPUYUHEHUE BpPEaa
JKW3HU, 3I0POBBIO WJIM UMYILIECTBY YEJIOBEKA JINOO UMYIIECTBY IOPUIAYECKOTO
JIMLA TIPYU pean3aliy SKCIIEPUMEHTAIBHOTO MPABOBOTO PEKUMA

39. HeoOX0MMMOCTh  CTPaxOBaHUA CYOBEKTOM SKCIEPUMEHTAIBHOTO
NPABOBOTO PEXHMMa TPaKJAHCKOW OTBETCTBEHHOCTH 3a NPHUMHEHWE Bpeaa
’KM3HH, 3JI0POBBIO MM MMYIIECTBY YeJOBEKa JIMOO MMYIIECTBY FOPHIAYECKOTO
JWIIa TPH  peaju3alii  SKCIEPUMEHTAIBHOTO  MPABOBOTO  peXuma
HE YCTAHABJIMBACTCSI.

XXIX. [Tepnoan4HOCTH MPEACTABICHUS CBEACHUMN I LEIen
MPOBEICHUA MOHUTOPUHTA S3KCIIEPUMEHTAIBHOTO MPABOBOIO PEKUMA,
orieHKH 3((PEKTUBHOCTH M PE3YIbTaTUBHOCTH PEaTU3AIAH
SKCIEPUMEHTAJIBHOTO MTPABOBOT0 PEKUMA

40. OtdeTr 0 AEATEIBPHOCTH B paMKaxX peaju3alluy SKCIEPUMEHTAIbHOIO
MPAaBOBOrO PEXMUMA, COAEPKAIIUM CBEACHHUSA UI LEJIEW TPOBEACHUS
MOHUTOPHUHTA AKCIIEPUMEHTATIBHOTO MPAaBOBOTO  PEKUMA, OLIEHKH
3 (PEKTUBHOCT ® PE3yJbTATUBHOCTH pPEAM3AIMU  SKCIEPUMEHTAIBHOTO
MPaBOBOIO PEXMMA, MPEACTABIISIETCS OJWH pa3 B KBapTal HE TO3JHEE
MOCJIEAHETO pabouero MHsS KaJE€HIAPHOTO MeECsIa, CIEAYIOIIETO 3a OTYETHBIM
KBapTaJIOM.
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XXX. ITopsiaok 1 ycaoBUs 00€3TMUUBAHMS U TTOCTIEIYIONIEH 00paboTKu
CyOBEKTOM SKCIIEPUMEHTAIIBHOTO MPABOBOT'0 PEKUMA MEPCOHATBHBIX JAHHBIX
IIPH YCJIOBHH 005A3aTEIbHOTO 00€3IMUYUBAHUS IEPCOHATIBHBIX JAHHBIX, €CIIN
SKCIEPUMEHTAJIBHBINA TPABOBOM PEKUM MPETYyCMATPUBAET 0OPabOTKY
CyOBEKTOM SKCIEPUMEHTATIBHOTO MPABOBOI0 PEKUMA MEPCOHATIBHBIX JAHHBIX,
MOJIYYCHHBIX B pe3yJibTare 00€3IMUMBAHMS, C YUETOM TPEOOBAHMIA,
IpeaycMOTpeHHbIX myHKTOM 13" wactn 5 crarsu 10 MdemepanbHOro 3aKoHa

41. Ilopsamok W ycioBus OO€3NMUMBAHUA U TOCIEAyromelt oOpaboTku
CyOBEKTOM SKCIEPUMEHTAIEHOTO MPABOBOTO PEKUMa TMEPCOHAIBHBIX JTAHHBIX
IIPY  yYCIIOBUHM OO0S3aTEIIPHOTO 00€3MUMBAHUS TEPCOHAIBHBIX JTAaHHBIX, €CIIH
SKCIEPUMEHTAJIBHBIA  MPABOBOM  pEXKUM  MpeaycMaTpuBaeTr  00pabOTKy
CyOBEKTOM 3KCIIEPUMEHTAIBHOTO MPABOBOTO PEKMMA MEPCOHATBHBIX JaHHBIX,
MOJIYYCHHBIX B pe3ynbrare oOe3nuumBaHusA, Hactosmed [Iporpammoi
HE YCTAHABIIMBAIOTCS.
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