MPABUTEJILCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHMWE

ot 9 nexabps 2022 r. Ne 2276

MOCKBA

00 ycTaHOBJIEHUN 3KCIIEPUMEHTAJIbHOI0 MPAaBOBOI0 pPe:KuMa
B cepe undpoBbIX HHHOBALUI U yTBep:KaAeHnu IIporpamMmmbl
JIKCMEPHUMEHTAJIBHOI0 MPABOBOro pe:xxuma B cepe nndppoBbIX HHHOBALUI
M0 HAMPABJIEHUI) MEIUIIMHCKOH 1eITeJIbHOCTH C MPHUMeHeHHeM
TEXHOJIOTHIT cO0pa B 00pabOTKHU CBeAeHUIT 0 COCTOSIHUM 310 POBbSI
U IUArHO30B I'Pa’KJIaH B OTHOIIEHHH Peaiu3alii UHUIHATHBbI
COLIMAJIbHO-3KOHOMHYECKOro pa3sutusi Poccuiickoiit @enepauun
"IlepcoHajibHBIE MEANIIUHCKHE TIOMOITHUKH"'

B coorBerctBum ¢ uacteio 4 crtatbu 10 @DenepambHOro  3aKkoHa
"O0 PKCIIEpUMEHTANBHBIX MTPABOBBIX PeXMMax B chepe MuppOBHIX WHHOBAIIHIA
B Poccumiickoit @®enepanuu’ IIpaButensctBo Poccuiickoit  ®deneparuu
MOCTAHOBJSAET:

1. YcraHoBUTE OKCIIEPUMEHTAJIBHBIM  MPaBOBOH pexkuM B cdepe
U(POBBIX WHHOBAIMKA TI0 HANPABJICHUIO MEIUITMHCKONW  JEATEIbHOCTH
C TMPUMEHEHUEM TEXHOJOruii cOopa W OOpabOTKM CBEAEHUH O COCTOSHUU
3I0POBbS M JHMArHO30B TPAXJAH B OTHOUIEHWHM PEAM3ALUU WHHUIIMATUBbI
COLMAIIBHO-3KOHOMHUYECKOT 0 pa3BUTHA Poccuiickon Oenepanun
"IlepcoHabHbIE METUIIMHCKHAE TIOMOUTHUKH" .

2. VTBepauTh  mpujaraemyro  lIporpaMmy — 3KCIEpUMEHTAIBHOTO
MpaBoBOro pexumMa B chepe UHUPPOBHIX HMHHOBANMIA 10 HAMPABICHUIO
MEIULMHCKON NEATEeIbHOCTU C MPUMEHEHHEM TEXHOJIOruii coopa u oOpaboTKu
CBEJICHUI O COCTOSSHUM 3J0POBbS M JIMArHO30B TpaxJaaH B OTHOIIECHUU
peanu3aiy UHUIMATUBBI COIUAIbHO-3KOHOMHUUYECKOTO pa3BuTus Poccuiickoii
®eneparuu "[lepcoHaibHbIE MEAUITUHCKUE TTOMOIITHUKH .



3. Peanmuzauus MMOJTHOMOYUH, MPETy CMOTPEHHBIX HACTOSIIUM
ITOCTAHOBJIEHUEM, OCYILECTBIISAETCA B npeaenax YCTaHOBJIEHHOM
IIpaBurensctBoM  Poccuiickoit  ®Depepanuy  IITAaTHOW  YKMCJIEHHOCTH
MuHucTepcTBa 3KOHOMHYECKOro paseutua Poccuiickoit denepannu, HHBIX
(denepabHBIX OPraHoOB HWCIIOTHUTENIPHONW BJIACTH, a TaKkKe OIO/DKETHBIX
ACCUTHOBAHU, MPEAYCMOTPEHHBIX MUHHUCTEPCTBY 3KOHOMHYECKOTO PA3BUTHSA
Poccuiickoit ®enepanmu, wWHBIM (denepasbHBIM OpraHaM HCTOJHUTEIBHON
BjIacTu B (eneparbHOM OIODKETe HAa PYKOBOJCTBO W yImpaBjieHHe B cdepe
YCTAHOBJICHHBIX (DYHKITHHA.

IIpencenarens [IpaBurenscTBa TIOKYMEHT NNONMCAH
SJIEKTPOHHOM NOANUCBIO

Poccuiickoii Oenepaun CBE[IEHNA O CEPTUDUKATE Il M.MuiryctuH
0BA6139BD47CFF2BDASOASBESDO781CFEAQOADA6
MocTasuyk: PefepansHoe KasHa4ecTBO
MNpasuTenbcTso Poccuiickoit Geaepauuun
[leiicteuTtenen ¢ 13.12.2021 no 13.03.2023




YTBEPXIEHA

nocTaHoBJieHHeM | IpaBurenbcTBa
Poccwuiickoii ®enepanuun
ot 9 nexabpsa 2022 r. Ne 2276

IHPOT'PAMMA

IKCIEPUMEHTAILHOTO MPABOBOT0 PEKUMA
B c(pepe nuppoBHIX HHHOBAIIHII 110 HATIPABJIEHUI) MEIUIIUHCKOM
AeSITeJIbHOCTHU ¢ MPUMEHEHUEM TeXHOJIoruii coopa u 00padoTKN cBeJeHnil
0 COCTOSIHUH 3/I0POBbSI H THATHO30B IPa’KAaH B OTHOIIEHHH Pea3aiun
HHHIHATUBBI COIHAJILHO-IKOHOMHYECKOTo pa3Butus Poccuiickoii
®enepanuu "'llepcoHabHbIE MeTUIIMHCKHE TOMOIIHUKHA '

I. Hammpapienue pa3paboTku, anmpoOaIiiu ¥ BHEAPECHUS
1iuppPOBBIX MHHOBAITUI

1. HammpaBriennem pa3paboTku, ampoOanuu W BHEAPSHHS MHQGPOBBIX
WHHOBAIIMi B COOTBETCTBMM C 4YacThio 2 cTatbu 1 DedepanbHOro 3aKOHA
"O0 PKCIIEpUMEHTANBHBIX MPABOBBIX PEKUMax B cepe mudpoBbHIX HMHHOBAIIAMA
B Poccuiickoii ®eneparun" (mamee - DenmepanbHBIA 3aKOH) SABIACTCA
MEUITUHCKAS JACSITEIbHOCTh, B TOM UYHCJIE ¢ MMPUMEHEHUEM TEXHOJIOTHi cOopa
1 00pabOTKU CBEJAEHUN O COCTOSIHUY 30POBbSI U IMArHO30B TPAXK/IaH.

II. Onucanne nugpoBoO HHHOBAIIMH, KOTOPAs IJIAHUPYETCS K CO3IaHUIO,
UCIIOIb30BAHUIO WJIA BBEJICHUIO B yNOTPEOJIEHHE B paMKax
AKCIIEPUMEHTAIBHOTO IMPABOBOTO pexkuMa B chepe muppOBbIX MHHOBAIIHIA
B COOTBETCTBUM C MyHKTOM 2 cTaThu 2 deaepaabHOTO 3aKOHA

2. lludpoBoii wmHHOBaIHMEH SBIAIOTCS MPOSKTUPOBAHUE, CO3TaHUC
¥ SKcIutyartanusa wHGopManuoHHoH cuctemsl (tuiatdopmser) "llepconanbabie
MEIUIIMHCKHAE TOMOIITHUKHU'", C TOMOIIBIO KOTOPOH OCYIIECTBIISICTCS TPHUEM,
00paboTKka, XpaHEHUE | IIepe/iada B MECIUIMHCKAE HWH(OPMAITMOHHBIE CHCTEMBI
MEIUIMHCKAX OpPTraHu3aIvid (Jaiee - MEIUIIMHCKUE WH(OPMAIIMOHHBIE CHCTEMBI)
MoKaszaTesield  MPOM3BEAECHHBIX  W3MEPCHWA  MEIWIIMHCKUX  W3JCINNA,
3apETUCTPUPOBAHHBIX B COOTBETCTBUMU ¢ [lpaBmmamm roCyaapCTBEHHOU



pEeTHCTpalid  MEAUIMHCKAX W3JENHi, YTBEPKICHHBIMA TOCTAHOBJICHHEM
ITpaButensctBa Poccuiickoit ®Denepaumu ot 27 nekabps 2012 r. Ne 1416
"O0 yrtBepxkaenuu IIpaBun rocygapCTBEHHOW PETHCTPAlMU MEIUIIUHCKUX
u3nenuit', B TOM uwcie wH(popMmarmuu 00 WCMONMB30BAaHUU YCTPOMCTB
MEPCOHATIFHBIX MEIUIIMHCKUX MTOMOIITHUAKOB (Jajiee - yCTPOHCTBA) MAIlMEHTAMH,
uHdopmarm o paboTe yCTPOICTB, CBUACTEIHCTBYIONICH 00 X MCITPABHOCTH.

3. JIna mwenedr Hactosmer I[IporpamMMbl HMCHONB3YIOTCS CIEAYIOIINE
TTOHSATHS

"aBTOMaTH3MpPOBAaHHOE padoyee MECTO Bpada"' - aBTOMATU3UPOBAHHOE
pabouee MecTo Bpauya W (WIM) MEIUIIMHCKOTO pPabOTHWUKA MEIUIHHCKON
OpraHu3aluy, Ha KOTOPOM OCYIIECTBIIICTCS TEXHUUECKOE W OPTraHU3alMOHHOE
o0OecrieueHue MPOBEACHUS JIEHAlllMM BPauyOM JIUCTAHIIMOHHOTO HAOMIOJAEHUS 3a
COCTOSIHUEM 370pPOBbSI TMANMEHTA C WCIOJIb30BaHUEM WH(OPMAIIMOHHOMN
m1aT(OPMHI;

"mexnapais 0 O€30MacHOCTH YCTPOWMCTBA, CHUCTEMBl MOIACPKKH' -
3aBJICHHC NPOWU3BOAUTEIA (M3TOTOBHTEIISI) YCTPOHCTBA, MPOW3BOIUTEIIA
(M3roTOBUTENS), pa3paboTUMKa CUCTEMBI TIOIEPIKKH, COCTABIICHHAS O (popme
CorjlacHO mpuyiokeHuto Ne 1, 0 ToM, 4TO cUCTEMA MOJACPKKU COOTBETCTBYET
TpeOOBaHUSIM O€30MACHOCTU CUCTEMBI MOJIIEPHKKH,

" TMarHOCTUYECKUM MOAYJIb" - COBOKYITHOCTh IPOTrPamMM, OCYIIECTBIIAIOITIX
MOWICK W JIOKAJW3allii0 HEWCIpPaBHOCTEH B pabore wH(pOpMAIMOHHON
m1aTOPMbI, YCTPOWCTB, TMOAKITIOYCHHBIX K WH(pOpMaAmoHHOW TmaTdopme,
CUCTEME MOJIIEPKKU B PEIKHUME PEAJIbHOTO BPEMEHHU,

"undopmarmonHas mwiatdopma’ - nHGOpManMOHHAA cucTema (Tratdopma)
"TlepcoHasbHBIE METUITMHCKIE TTOMOIIIHUKY ', WHAsT WH(OPMAIMOHHASA CUCTEMA,
UCTOb3yeMast  JUIi  OCYUIECTBJICHHS  JIMCTAHIMOHHOTO  HAOJOJCHUS
32 COCTOSHHMEM 3/I0pOBbs  TamueHToB. MHdbopmammonHas tmiatdopma
oOecrieunBaeT TModyueHHe, OOpabOTKy, XpaHEHUE U TMepenady JAaHHBIX
U3 YCTPOWCTB B MEIUIIMHCKUE WH(HOPMAIMOHHBIE CHUCTeMBbl. TpeboBaHus
K HH(GOPMAITMOHHOH T1aTdopMe YCTAaHOBJICHBI COTJIACHO MPHITOXKEHUEO No 2;

"MeIMIIMHCKAas ~ opraHu3anusa’ -  MEIUIMHCKHE  OpraHu3aluy,
OmpenesiieMble  aKTOM  BBICIIETO  HWCHOJHUTEIBHOIO OpraHa CcyObekTa
Poccuiickoit  ®enepanuu  (TEPpUTOPUH, HA KOTOPOW  yCTaHABIUBACTCA
AKCTIEPUMEHTAJILHBI  TIPAaBOBOW  pPEXWM) B paMKaX  TPEXCTOPOHHETO
COTJIAlIEHUSA 0 COTPYJTHUYECTBE MEKTY MuHucTepcTBOM
3apaBooxpaHeHuss Poccuiickoit @eaepanuu, BBICIIAM  HCHOJHUTEIbHBIM
opranoM  cyObekta  Poccuiickoit ~ ®Depepammu  u  ['ocynapcTBeHHOM
KOpropanueid 1Mo COACUCTBUIO pa3paboTKe, MPOU3BOJCTBY U SKCIOPTY
BBICOKOTEXHOJIOTUYHOM MPOMBIIIJIEHHON MPOIYKIUU "PocTex"



Mo  peaJm3alyl  WHWIAATABBl  CONMATBbHO-DKOHOMHYECKOTO  Pa3BUTHA
Poccuiickoii @enepanuu "[lepcoHanbHble MEIUIIMHCKUE TTOMOIIHUKHA'"

"000poT gaHHBIX 00 ycTpoiicTBax" - HH(POPMAIMOHHOES B3aUMOJICHCTBHE
YYACTHUKOB W CYOBEKTOB AIKCIIEPUMEHTATIBHOTO IMPABOBOTO pexuMma B cdepe
1M POBBIX MHHOBAIUH, 3aKITFOYAIOIIIEECS B!

XPaHEHUW JAHHBIX 3apPETHCTPUPOBAHHBIX CHM-KapT, SBIIIOIIAXCS
HEOTHEMJIEMON YaCThIO YCTPOMCTB, CCHIOK HA CBEAEHUS O COCTOSHUM 3/10POBbS
MAIUEHTOB B MEAUITMHCKAX MH(OPMAITMOHHBIX CHCTEMAX

UACHTU(UKAIIMA W  PETUCTpAIlU  OmepaTopoM  HWH(POPMAIMOHHOM
m1aTOPMBI YCTPOUCTB B MHGOPMAIIMOHHOH TU1aTdopme;

HarpasjIeHIH WHPOPMAITMOHHOHN TTaT(hOPMOIA TOTB30BATENIAM YCTPOUCTB
HalIOMUHAHUH W WH(POPMAITMOHHBIX YBEIOMJICHHH, CBA3AHHBIX C COCTOSHUEM
3I0POBBS 1 OKA3aHUEM YCITYT MO MPO(HIaKTHKE;,

ob6paboTke MHGOPMAMOHHOHN TIAT(OPMOH MOCTYMAOIINX B MTOTOKOBOM
pEeXMME TAaHHBIX O TEKYIIEM COCTOSHUU YCTPOMCTB;

JOJITOBPEMEHHOM XpaHeHWH B HHQPOPMAUOHHON IuiaTdopMe AAHHBIX
00 yCTpONCTBAX;

"onmepaTtop wuH@OpPMANMOHHOW ™IATGOPMBI" - IOPHAMYECKOE JIUIIO,
OCYIIECTBIISIONIEE  AEATEIBHOCTh IO  JKCIDIyaTanuv  WHGOPMAIMOHHON
miatopMbl, B TOM Ymcie 1Mo oOpaboTke wuHMOpMamu, coaepxKamencs
B ee Oasax manHbX. Omneparop wuH(OpMaAMOHHONW TIATGOPMBI SBISETCS
WHUIIAATOPOM IKCIIEPUMEHTATBHOTO MPABOBOTO PEKMMA,;

"marueHT" - (U3WYECKOoe JIMI0, KOTOPOMY YCTAHOBJIEH MEIUIIMHCKUM
pabOTHUKOM AWarHo3 "apTepuaibHas runepTeHsus” u (wnm) "caxapHsiidi muadet”
U KOTOPOMY JIeUallldM BpPAuoOM HA OYHOM TpHeMe (OCMOTpP, KOHCYJIbTAIUs)
Ha3HAYEHO MPOBEACHUE JUCTAHIMOHHOTO HAOMIOAEHUA 3a COCTOSTHUEM
€T0 3JI0POBBSI 10 PSITy MEAUITMHCKUAX TIOKA3aTeNeH;

"momb30BaTENh  YCTPOWCTBA' - (U3MUECKOE JIUIO, WCIOJB3YIOIIEe
YCTPOWCTBO;

"Ipou3BOANTENH (M3TOTOBUTEIND), Pa3padOTUNK CUCTEMBI MOIACPKKA' -
IOPUIMYECKOE  JIUIIO, OCYIIECTBIIAIONIEE TMPOW3BOJCTBO  (M3TOTOBIICHHE)
1 (vm) pa3paboTKy CHCTEMBI MOIACPKKA U (WJIHM) HAPaBUBIIEE IEKIIApaIHIO
0 6e30macHOCTH oneparopy HHGOPMAITMOHHOH TIaT(HOPMEI;

"mpousBoAMTENb (M3TOTOBHUTENIb) YCTPOUMCTBA" - IOPUIMYECKOE JIUIIO,
OCYIIECTBJISIOMIEE TIPOU3BOJICTBO (M3TOTOBJICHUE) YCTPOMCTB;

"curHajgpHas ~wWHpoOpMaruUA' -  ONOBEIICHMS, IIOCTyHAIoIIHe U3
nHopMaImoHHOH TIaTGOpPMBI, COACpPIKAITUE JAHHBIC U3 YCTPOKWCTBA MAIMEHTA;



"cucremMa MOJIEPXKKU' - CHUCTEMA MOJJIEPKKU TPUHATHUS BpavueOHbBIX
pelIeHui, IporpaMMHOE O0eCIieueHue, ABIAIONIECECS MEIUIUHCKUM U3JICIUEM,
OCYIIECTBIISIIOMEe  00pabOTKy  JaHHBIX  JUCTAHIIMOHHOTO  HAOMIOJEHMS
3a COCTOSIHUEM 310POBbA MAalUEHTOB, B TOM qucie
C MPUMEHEHUEM TEXHOJIOTHII MCKYCCTBEHHOTO WHTEIUIEKTa, 00eCIeunBaroiee
MOJIEP)KKY ~MPUHATHAA KIMHWYECKWX PENICHWA BpadyaMu ¢ JIPYTUMU
MEUITTHCKAUMH PaOOTHUKAMU,

"yCTpPOMCTBO" - 3apEerUCTPUPOBAHHOE B YCTAHOBJICHHOM TMOPSIKE
MEIULNHCKOE W3AENNe, NpUMEHseMoe i cOopa, XpaHEHHS W Mepeladu
uH(OpPMAIM O COCTOSIHWM 3J0POBbs MalMeHTa (IMOKa3aTean apTepUaTbHOTO
JABJICHUS, YaCTOTHl CEPACYHBIX COKPAIICHWHA, TJIMKEMUN), WH(POPMAIAN
0 paboTe yYCTPOMCTB, CBUIETEIBCTBYIOIIEH OO0 WX HCHPABHOCTH, a TaKXKe
uHdopMarmm 00 UCTIOJIb30BAaHUM YCTPOMCTB MAIUEHTAMHU.

YcrpoiicTBO  mpuMeHsAeTcss  AJis  JUCTAHIIMOHHOTO  HAOIIOJeHUA
32 COCTOSIHUEM 37J0POBbSI B3POCIIBIX MAIMEHTOB 10 IBYM HO3O0JIOTHAM (Tpymnmam
Ho3os10THi ) aprepuanibHas runeprensua (110, 111, 112, 113, 115), caxapusrid
mmaber (1 tum: E10.2, E10.3, E10.4, E10.5, E10.6, E10.7, E10.8, E10.9;
2tum: E11.2, E11.3, E11.4, E11.5,E11.6,E11.7, E11.8, E11.9);

"ygacTHUKH WH(POPMAIMOHHOTO OOMeHa" - CyOBEKTHI M YYaCTHUKH
AKCHEPUMEHTAJILHOIO MPABOBOTO PEXKUMA, MEKIY KOTOPBIMU OCYILECTBIISIETCS
000pOT JaHHBIX;

"3popoBbe", "MeAMIMHCKAs ~NOMOIIL"', "MEOUIMHCKas  yciyra',
"mpodunakTuka”’, "MeTMIMHCKASA AEATSIBHOCTH", "MEIUIMHCKAA PaOOTHHK',
"nevammit Bpau', "cocTosiHUE" - B 3HAUEHUSX, ONpEJeIeHHbIX B DeaepaibHOM
3akoHe "O0 ocHOBax OXpaHbl 310pOBbs rpaxaad B Poccuiickoii @enepanun’;

"IKCIIepUMEHTAIBHBINA MMPABOBOW PEKUM B chepe muppOBHIX HHHOBAITHI ',
"mudposas wmHHOBaIMsA', "aKThl OO0MIET0 perynMMpoBaHUA", "peryIUPYIOIIHA
opran", "uHunmaTtop", "CyOBEKT SKCIMEPUMEHTAIbBHOTO MNPaBOBOro pexuma',
"YUaCTHUK  SKCHEPUMEHTAJIBHOTO  NPaBOBOrO0  pexkuma', '"MOHUTOPHUHT
AKCHEPUMEHTAJILHOTO MPABOBOTO pexuma" - B 3HAUCHUSIX, OMPEIEICHHBIX
B DenepasibHOM 3aKOHE.

4. Ina uenerr Hactosmien I[IporpaMmbl ycTaHaBIMBAIOTCS CJIEAYIOIINAE
MpaBUJia MPUMEHEHUSI TEXHOJIOTUH cOopa u 0O0pabOTKU CBEAEHUN O COCTOSHUU
3IOPOBhS W JUATHO30B TPHU OCYIICCTBICHWH IUCTAHIIMOHHOTO HAOIFOJACHUS
32 COCTOSIHUEM 3/I0POBbs MALIUEHTOB:

a) MPON3BOAUTEITD (M3rOTOBUTEITH) YCTPOMCTB, MPOU3BOIUTENH
(M3roTOBUTENH), Pa3pabOTUMK CHUCTEMBI TOMJEPIKKH HAMPABIIIIOT OMEPATOPY
nHopMarmoHHo# TUIaTOPMBI B JJEKTPOHHOW (opMe MmOoamuCcCaHHYIO



YCUJICHHOH KBaIM(UIIMPOBAHHOM SJIEKTPOHHOW ITOANUCHIO WIIM YCHUJICHHOM
HEKBAM(DUITUPOBAHHON AJIEKTPOHHON MOJIUCHIO JCKIApanuio 0 0e301macHOCTH
YCTPOHCTBA, CHCTEMBI TIOCPIKKH C YKa3aHUEM CEPUHHOTO HOMEpPA YCTPOUCTBA,
CUCTEMBI MOACPK KU (TIPY HATMIWH) IJIs1 PETUCTPAIIIN YKA3aHHOTO YCTPONCTBA,
CUCTEMBI TOJACPKKA B MH(POPMAIMOHHOM miaTdopme;

0) mpom3BoAUTENTs  (M3TOTOBUTENH)  YCTPOMCTBA,  MPOW3BOIAUTEID
(M3roTOBUTENH), pa3pabOTYMK CHUCTEMBI TOAMCPKKHA 10 TMOAAUd JEKJIaparun
0o Oe3omacHOCTH omeparopy HHOOPMAITMOHHOKH IUIaTGOPMBI  MPOBEPSIOT
YCTPORCTBO, CUCTEMY TTOIICPKKHA HA UCTTPABHOCTH;

B) omeparop  WH(pOpPMAIMOHHOW  MIATGOPMBI 1O  COTVIACOBAHHIO
C VYHOJHOMOYEHHHIM (pemepanbHBIM OpPraHOM WCIHOJIHATEIHLHOW BJIACTH,
OCYIIECTBJIMIOMMUM (YHKIIMM TIO KOHTPOJIIO M HaA30py B cdepe OXpaHbI
3M0pPOBbS  (Jajiee - YHOJIHOMOUEHHBIH oOpraH), B IeIiax oOecreueHus
6e3omacHOCTH, d(PPEKTUBHOCTA M KaueCcTBA MPUMEHEHUS YCTPOWCTB, CUCTEMBI
MOJICPKKA OJWH Pa3 B MECSAIl PETUCTPUPYET WX B UHQPOPMAIMOHHOU
wiaTopMe ¢ IPUCBOCHUEM MM HACHTH(PUKAIIMOHHOTO HOMEPA;

I') YIOJTHOMOUYEHHBIN OpraH B Mpejenax CBOWX MOJTHOMOYHI OMpeesieT
MPOLIETyPy COTJIACOBAHUS PETHCTPAIlUA YCTPOWCTB, CHUCTEMBI MOIACPKKA
ormepatopoM WHGOPMAITMOHHON TIATGOPMBI TIOCHE BCTYIUIEHUS B CHITY
cooTBeTCTBYIOIEro  akta  llpaButensctBa  Poccumiickoit ~ ®denepanuu
00 yCTaHOBJICHUU SKCIIEPUMEHTAILHOTO TIPABOBOTO PEKUMA.

5. B cnaydae oTka3za B perucrpanuvi yCTPOMCTBA, CUCTEMBI MOAAECPKKH
B nH(pOPMANMOHHOW TuIaTgopMe omeparop WH(POPMAIMOHHONW TUIATHOPMBI
HaIPaBJIsIeT MPOU3BOAUTENIO (W3TOTOBUTENIO) YCTPOWCTB, MPOU3BOIUTEIIO
(M3rOTOBUTENIO) M Pa3pabOTUMKY CUCTEMBI TIOIIEPIKKH MOTHBUPOBAHHBIN OTKa3
B T€UEHHE 5 pabouux AHEH.

6. B TeueHue ogHOro pabodero JHA C AaThl PETUCTpPaAlMd YCTPOMCTB,
CHUCTEMBI TOJJCPKKA B WH(OOPMAIIMOHHOW IIaTopMe B METUITMHCKUAX
WH(DOPMAITMOHHBIX ~ CHUCTEMax  TMOsBIsAeTCa WHGOpMAmuMs O  HaJIWYWAA
3apEruCTPUPOBAHHOTO YCTPOMCTBA - IS MANMEHTOB, U CHCTEMBI MOJUICPKKHA -
JUIs1 3aMpoca B aBTOMATU3UPOBAHHOM pabovyeM MecTe Bpaua.

7. Onmepatop  wH(GOPMANMOHHONW  TUIATQOPMBI  MPU  PETUCTPALHAH
YCTPOHCTB, CUCTEMBI TIOIIEPKKN B MHPOPMAITMOHHON TIaT(OPME TTOIKITIOYAET
ux K nH(pOPMAITMOHHOM miatopme yepes UICHTH(DUKALIAIO
UICHTU(UKAIMOHHOTO HOMEpPa YCTPONCTB, HACHTH(PUKANMOHHOTO HOMEpa
CUCTEMBI TTOACPIKKH.



8. MenuimMHCKas opraHu3aius OCyIIeCTBIISET:

a) o0e3TMUMBaHNE TEPCOHANBHBIX JAHHBIX TMANWCHTa, TPHUCBOCHUE
MAIUEHTy WASHTU(UKAIIMOHHOTO HOMEpPAa B MEAUIIMHCKAX WH(POPMAIMOHHBIX
cUCTEeMaXx;

0) IPUBSZKY UJIEHTU(PUKATTMOHHOTO HOMEpa ManyeHTa
K HUJICHTU(PUKAITMIOHHOMY HOMEPY YCTPOMCTBA B MH(OPMAITMOHHON TIaThopme;

B) WHIUBUIYATbHYIO HACTPOUKY MpeaeTbHBIX 3HaUCHUI
MOHUTOPUPYEMbIX TOKa3aTeJIed COCTOSHUS 30pOBbS MAllMEHTA B yCTPOUCTBE
(mpu HEOOXOAMMOCTH) U (UJTK) B MH(POPMALIMOHHON TIaTPopMe;

T') IO JKITIOYEHUE CUCTEMBI MO JICPKKA K METUTTAHCKAM
WH()OPMAITMOHHBIM CHUCTEMaM B CJIydae, €CJIM MPOU3BOIUTEND (M3TOTOBHUTEID)
CUCTEMbl MOJJIEP)KKA HAMpaBWJ B MEAMIMHCKYIO OpPraHU3alui0 3asiBKYy
Ha MOJKJTIOUCHHE.

9. Oneparop wmHpOPMAIMOHHON  TIATQOPMBI IS METUIIHHCKHX
OpraHu3aluu:

a) OCYIIECTBIIACT TEXHUYCCKOC obecricucHIE BO3MOYKHOCTH
VHAWBUIYAJIbHOM HACTPOMKHA TNPENENIbHBIX 3HAYEHUW MOHUTOPUPYEMBIX
MOKa3aTesiel COCTOSTHUS 3I0POBbS MAlMEHTA 10 UICHTU(DUKAITMOHHOMY HOMEPY
MalKUEHTA,;

0) oOecneunBaeT 00pabOTKYy, JOJITOBPEMEHHOE XPAHEHUE W Tepenady
B MEIUIIMHCKHEC WH(POPMAIMOHHBIE CHUCTEMBI TOCTYMAIOMUX B TOTOKOBOM
peKMME MAHHBIX O TEKYIIEM COCTOSHUM (DyHKIIMOHUPOBAHUS YCTPOWCTB,
MoKa3zaresel MPOU3BEICHHBIX MU U3MEPEHUM.

10. lns  mpuMEHEHWS  CHCTEMBl  TOIACPKKH  MEIUIIUHCKUMH
OopraHm3anusaMu  omneparop uHpopManmuMoHHOW  mIaTdOpMBI  pa3MeracT
B wmHPOpPMANMOHHOW TutatropMe CEepBHC JNaHHBIX 00  yCTpOWCTBax
JUIA B3aUMOJEMCTBUS MEIMUIMHCKOM OpPraHv3aluy € CHUCTEMOM IOIJIEPIKKH
1o MPUCBOCHHOMY omnepaTopoM nH(pOPMAITMOHHOM 1aThOPMBI
UICHTU(UKAITMOHHOMY HOMEPY CHCTEMBI TIOIIEPIKKH.

11. B mnpounecce o6opora maHHBIX 00 YCTPOWCTBAX YW MNPUMEHEHUH
MEIULIVMHCKUMHM  OpPraHW3alUsIMU  CHUCTEMbl  MOJJEPKKA  ONEepaTopoM
nHpopManMOHHOW TIAT(OPMBI  OCYIIECTBIIsICTCS 00paboTka 00€3TUUCHHBIX
MEPCOHATBHBIX TAHHBIX.

12. JIewammii Bpau:

a) pa3bACHIET  TAlMEeHTy  TpaBWja  TOJIb30BAHUA  MOOWIBHBIM
MIPWIOKEHUEM, COMPSIKEHHBIM ¢ WH(POPMAITMOHHON MIaT)OPMON, comepiKalme
B TOM YMCJIE€ CBEJICHHS O MOPSAKE BBIMOJHEHUS MAIUEHTOM CAMOCTOATEIbHBIX
JNEUCTBUMA B CIIydya€ OTKJIOHEHHMs MOKA3aTEJIEM COCTOSAHUA 310POBbsA NALMEHTA



OT TpEeNeNbHBIX 3HAUCHWN, a TAKKE Pa3bACHACT HEOOXOIUMOCTh
HEYKOCHUTEIPHOTO COOJTIOICHNSI YKa3aHHBIX MTPaBUII;

0) naopMupyeT marMeHTa 0 HEOOXOAMMOCTH YCTAHOBKH HA JIMUHOE
MOOWJIBHOE YCTPOWCTBO TMANMWEHTa MOOWJIFHOTO TPWIOKEHHS, KOTOPOE
oOecrieynBaeT aBTOMATHYECKYIO TIepenady TMOKas3aTelield COCTOSHHS 340POBbBS
MaIMeHTa U3 yCTpoicTBa B MH(POPMAIMOHHYIO TU1aTdopmy;

B) nHQOpMHUpYET ManueHTa o Hammumm cepBuca "KoHchepik-cepBuc',
MPETyCMOTPEHHOTO IyHKTOM 16 Hactosmieit [IporpaMmel, 115 €ro HCIOTb30BaHUS
MAlMeHTOM B MENAX  NOPAMOTO  B3aMMOJCHCTBUSA C  MEIUITUHCKAMH
WH(GOPMAIIMOHHBIMU CHCTEMaMHM, COOOIIAET O TPaBMIaX SKCIUTyaTalud JAHHOTO
cepBuca.

13. Jlevamuii Bpad (WM MEIWIIMHCKUN pPaOOTHUK, HEMOCPEICTBEHHO
OCYIIECTBJISIONNI  AUCTAHIIMOHHOE HAOMIOJCHWE TAIMeHTa B  MEPHOJ
OTCYTCTBHUA Bpadya Ha paboueM MeCTe) OCYIIECTBIISIET BhIIaYy MPEABAPUTEITHHO
3apETUCTPUPOBAHHOTO B MEIWIUHCKUX  WH(POPMAIMOHHBIX  CHCTEMax
n  uHpopmammonHoi  mrardopMe  ycTpoiictBa (MpH  COTVIACOBAHUU
C TANWEHTOM), TIPUBA3BIBACT WICHTU(DUKAIMOHHBI HOMEpP YCTpPOWMCTBA
K HJICHTU(PUKAITMOHHOMY HOMEPY MarfeHTa.

14. ITaumeHT OCYyIIECTBIISIET U3MEPEHUS MOKa3aTele COCTOSHUS CBOETO
30POBbS, YCTAHOBJICHHBIC JICUAlIUM BpadoM. Pe3ymbTarel u3MepeHui
MoKasaTesield COCTOSHUS 370POBhS TAIMEHTa aBTOMATUYECKH TMEPEAAFOTCS
U3 YCTpOWCTBA B MH(OPMANMOHHYIO IIAT(HOPMY M aHATU3UPYIOTCS MOIYJIIMU
nH(OpPMAITMOHHOHN TIAaT(OPMBI.

15. Jlevamuii Bpau yepe3 MEAUIIMHCKAEC WH(POPMAIMOHHBIE CHUCTEMBI
1 TH(OPMAIMOHHYIO TIaTHOPMY MOTyYaeT U3 yCTPOUCTBA, 3aPETUCTPUPOBAHHOTO
B nH(pOopMaImoHHOH! TIaTdhopMe, CeayIomue BU 16l HHPOPMAIIUH:

a) MOKa3aTeM COCTOSHUS 370POBbA TMAIMEHTA, CBUICTEIbCTBYIOIINE
O HAJIMYWH WA OTCYTCTBUM (DYHKITMOHAJIbHBIX HAPYIIICHHUIA,

0) mokazanmst pabOTBI  yCTPOHCTBA, CBUACTEIBCTBYIOMHE O  €T0
OoecniepeOOiHOM ()YHKIIMOHHUPOBAHUUM H 00 HCIOJIP30BAHMHM yCTPOMCTBA
MAIUEHTOM.

16. Monyne "KoHcbepik-cepBuC" sBIIIETCS YacThi0 WH(OPMAIMOHHON
m1aTOpMbI,  WCHONB3yeT  MU(POBBIE  WHTE/UICKTyaJIbHBIE  METOJbI
B3aHMOI[eﬁCTBHH C I/II[CHTI/I(l)I/IKaL[I/IOHHBIM HOMCPOM IIaMCHTA, HAIIPABJICHHLIC
HAa TIPIMOE B3aWMOJICHCTBUE MEIUIMHCKUX HWH(POPMANMOHHBIX CHUCTEM
C TAaOMEeHTOM TOCPEICTBOM  TelIe(OHHOW  CBSA3H, CMC-YBEJIOMJICHUIA,
B TOM YHCJIE C WCIOJb30BAHWEM TOJOCOBBIX POOOTOB, B YACTH TOJYUCHUS
JAHHBIX OT MAIUEHTa P UCTIOJb30BAHUY YCTPOUCTBA.



17. [TarueHT TPOXOAUT MHCTPYKTAXK MO OHKCILUTyaTallMu YCTPOMCTBA,
UH)OPMHUPYETCSA O TOM, UTO TEXHUUIECKOE 00CTy )KMBAaHNE W PEMOHT yCTPOMCTBA
OCYILIECTBIISIOTCS B MOPSIKE, MPEeyCMOTPEHHOM TEXHUYECKOU
1 (W) SKCINTyaTallMOHHOW JTOKYMEHTAIMe MPOW3BOAUTENS (M3TOTOBUTEIIA)
YCTPOMCTBA.

18. Ilpyu Hamuuuu y MEIUIMHCKONW OpraHu3anud 00OCHOBAHHBIX
COMHEHUI OTHOCUTEIBHO JMArHOCTUUYECKOW LEHHOCTH JAHHBIX, MOJIyYEHHBIX
U3 YCTpoWCcTBa, M (WIM) HEKOPPEKTHOW pabOoThl yCTPOWCTBA MEOMITMHCKAS
OpraHu3anys yCTaHaBJIMBACT CleAyIomue (DaKThl UIN WX OTCYTCTBHE:

a) HeTOOPOKAYECTBEHHOCTh YCTPOHCTBA, 3aBOJICKON OpaK yCTPOMCTBA;

0) ToJIOMKa yCTPONCTBA,

B) ommOKa B aJIrOpuTMax padoTsl HHGOPMAITMOHHON TIAaT(hOPMBI;

') HeCOOITIOICHNE MAIMeHTOM WHCTPYKITUH TI0JIh30BaTENA yCTPOHCTRA,

1) omrOKa BO BBEJAEHHBIX JAHHBIX, JOMYIICHHAS IOJIh30BATEIEM
YCTPOMCTBA.

19. Haymmuwme xoTs Ob1 01HOTO (hakTa, YKa3aHHOTO B moamyHkTax "a" u "0"
nyHkTa 18 nacrosmein [IporpaMmMsl, mOATBEPKIa€T 000OCHOBAHHOCTh COMHEHUI
B HM3KOM AUArHOCTUYECKOW LEHHOCTU AHHBIX, MOJYYEHHBIX M3 YCTPOMCTBA,
HEKOPPEKTHOCTh PabOThl YCTPONCTBA U CBUAETEILCTBYET O HEOOXOIUMOCTHU
3aMEHbI YCTPOKCTBA.

20. IlocnemoBaTenbHOCTh  ACHUCTBUH  YYACTHUKOB HWH(DOPMAIMOHHOTO
oOMeHa, TMpEeINpPUHUMAEMBIX B  ClIy4yae€ YCTAHOBJIEHUSA MEIUILIUHCKOMN
opraHmu3anuel ¢akra HeTOOPOKAYeCTBEHHOCTH YCTPOMCTBA, 3aBOJICKOTO Opaka
WJIU €r0 MOJIOMKY, IpuBeicHa B myHKTax 43 - 47 nacrosuiei [I[porpaMmsi.

21. B ciaydae ycTaHOBIICHHS] MEIUITMHCKON OpraHmu3aiueii pakra ommook
B aJIrOpuT™Max padoTel HHPOPMATMOHHOH TUIAT(HOPMBI MEWITMHCKAS OPTaHU3AIAS
uHdopmupyeT 00 3TOM onepaTopa HHGOPMAIMOHHOHN TIaT(OPMEL.

22. Onepatop 00si3aH OCYIIECTBUTH MPOBEPKY palbOThl aJrOPUTMOB
uHdopmarmonHo  TIaTGOPMBI W YCTPAHWTh HEMOJaAKu B pabore
nHOpPMAITMOHHOHN TIaT(OPMBI.

23.B cayyae yCTaHOBJEHHWS MEIWIMHCKOW opraHu3ammei dakra
HECOOMIOJIEHHUS] ~ MAIMEHTOM  WHCTPYKUMHM  MOJIb30BaTeii  yCTPOMCTBA
MEIUITMHCKAsT OpraHm3aus WHQOPMHUPYET mMalreHTa O HeoOX0AUMOCTH
cOOMOACHUS  TAIMeHTOM  WHCTPYKIIMU  TOJIb30BATENII  yCTPOWCTBA
u  0o0A3aTeNbHOTO0  MPOXOXIEHUA KM  MOBTOPHOTO  HMHCTPYKTa)a
[0 MCHOJIb30BAHUIO YCTPOWCTBA B MEIULMHCKOM OpPraHU3alMU, B KOTOPOWU
HaOJIr0AaeTCs MalUEHT.



24. B ciiydae yCcTaHOBJICHUS MEIUIIMHCKOW OpraHu3anueii gakra Iomycka
oonee 10 pa3 ommbOOK MONB30BATENIEM YCTPOWCTBA BO BBEICHHBIX JAHHBIX
MEIUITMHCKAsT OpraHm3arnus WHGOPMHUPYET MareHTa O HeoOX0AMMOCTH
MPOXOKJICHUS MM TOBTOPHOTO HMHCTPYKTaXka IO HMCIIOJH30BAHUIO yCTPOHCTBA
B MEJUIIMHCKOW OpTaHU3alMK, B KOTOPOl HAOMI0AeTCs MAlUEHT.

25. Uudopmarmonnas miaTdopma npu BBISBJICHUU cakta
HETMOCTYIJICHUST M3MEPEHUH TIoKa3zaTejaed COCTOSHUSA 3/I0POBbs IMAlMCHTA
U3 YCTPOHCTBA OCYIIECTBIISECT PeryssipHOe WH(pOpMUpoBaHUE (10 MOCTYIIIICHUS
JAHHBIX WM3MEPEHWH) MalnMeHTa 4Yepe3 MOOWIBbHOE TMPHIOKEHWE B IIENSIX
o0y ACHUS K BHITIOJTHEHUIO M3MEPEHUH, JISUalIero Bpayva - Yepe3 HanpaBJICHAE
nH(opMaIy B MEAUITMHCKAE WHPOPMAITMOHHBIE CHCTEMBI.

26. Eciu manueHT Mo HE 3aBUCAIIMM OT €ro BOJM OOCTOATEbCTBAM
HapymaeT HA3HAYCHHYIO JIeYallluM BpadyoM MPOTrpamMMmy JUCTAHIIMOHHOTO
HaOMIOACHWS 32 COCTOSTHMEM  370pPOBbS WM W3 €ro  yCTPOMCTBA
B MH(GOPMAIMOHHON TuIaTopMe HE TOCTYMAIOT M3MEPEHUs €ro IMoKa3aTelel
COCTOSIHUA 370pPOBbsI (B TCUCHUE BPEMCHHU, MPECAYCMOTPCHHOIO MOPSAKOM
JTUCTAHITMOHHOTO HaAOOIeHns ), nH(POpMaIMOHHON TUTaT(hOPMON HAMPaBIAETCS
uHpOpMaIVsl B METUIIMHCKIE MH(OPMAIIMOHHBIE CUCTEMBI T MH(OPMHUPOBAHUS
€ro Jieyamero Bpaya B IEIIX NPUHATAS MEp IO YCTPAHEHUIO JTaHHBIX
obcrosTenbcTB.  JIUCTAaHIIMOHHOE HAOMOACHHE MOXKET OBITh IMPOIOJIKEHO
10 JKEJIAaHUIO MAIlUEHTA.

27. Eciu mamMeHT MO 3aBUCSAIIMM OT €ro BOJIM OOCTOSATEIbCTBAM
HapyIaeT HA3HAUYCHHYIO JIeYallldM BpavuoM TMPOrpaMMy AUCTAHIITMOHHOTO
HAaOMIOACHWS 32 COCTOSTHMEM  370pPOBbA WM W3 €ro  yCTPOMCTBA
B MH(GOPMAIMOHHOM TIaTdhopMe HE MOCTYMAIOT TaHHbIE U3MEPECHHH (B TEUECHUE
BPEMEHU, TPEIYCMOTPEHHOTO TIOPSAIKOM AWCTAHIIMOHHOTO HAOIIOACHHUS ),
nHdopmarmonHoi tIaThopMoil HampasisieTcs: MHGOPMAKs B MEIUITTHCKAC
nH(OpPMAITMOHHBIE CHCTEMBI. [Ipw NpPWUHATAM JedYarmuM BpaduoM PpPEHIeHUS
O 3aBEpPIICHWM JUCTAHIIMOHHOTO HAOMIONCHUS 32 COCTOSHHEM 370POBbS
JAHHOTO TIAIIMEHTAa paHee TEepPeAaHHbIe €My MEIUIIMHCKOW OpraHu3anuen
yCTPOHCTBA MO/KHBI OBITh BO3BpAlIEHBI WM HA CKJIad MEIUIIUHCKOU
OpraHu3alyy B yCTAHOBJICHHBIE METUITMTHCKON OpraHU3alnueld CPOKH.

28. Pe3ynbraThl W3MEPEHUI u3 YCTPOMCTB MEPETAIOTCS
B MEIMIIMHCKUE WH(POPMAIMOHHBIE CUCTEMbI WIM B aBTOMATUUYECKOM PEKHME,
WM TI0Jh30BaTEIh YCTPOWCTB BBOJAWT 3HAYECHHS TOKa3aTeael COCTOSHUS
3JIOPOBbBSI CAMOCTOATENBHO € UCTIOIH30BAHUEM COMPSKEHHOTO ¢ MH(POPMAITMOHHOMA
m1aThopMoit MOOMITFHOTO TPUJIOKEHHSI HA CBOEM MOOMIIBHOM yCTPOHCTBE.
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29. [TarmeHT  MOKET  HKCHOOJB30BaTh  COOCTBEHHOE  UMEKOIIEECH
YCTPOKCTBO, KOTOPOE 3apEruCTPUPOBAHO B WH(GPOPMANMOHHOW TMIaTdopme
MPOU3BOAMTENIEM (M3TOTOBUTENIEM) YCTPOWCTB. MeaWIMHCKAs OpTraHU3aIus
HaIpaBJIseT oneparopy WH(POPMAMOHHOHN MIaT)OPMBI B 3JEKTPOHHOU (hopme
3ampoc Ui TPOBEPKH HAIWUWSA PETUCTPAIMK YCTPOHCTBA B MH(POPMAITMOHHON
matgopme.

III. CBenenust 0 TEXHONOTHUSIX, TPUMEHIEMBIX B paMKaX SKCIEPUMEHTATIbHOTO
MMPABOBOT'0 PEKAMA B COOTBETCTBUU C MEPEYHEM TEXHOJIOTUIA, YTBEPKACHHBIM
B COOTBETCTBUM C MyHKTOM 2 cTaThu 2 DeaepaibHOTO 3aKOHA

30. B pamkax 3KCHEpUMEHTAIBHOTO MPABOBOTO PEKUMA MPUMEHSIIOTCSA
CJIEIYIOIINE TEXHOJIOTUU:

a) HeHPOTEXHOJIOTMM W TEXHOJIOTMM HWCKYCCTBEHHOTO HMHTEJUIEKTA,
B TOM 4YuCjie B 00JIaCTH KOMIBIOTEPHOTO 3pEHUSA, 00paObOTKH €CTECTBEHHOTO
A3bIKA, PpACMO3HABAaHUS W CHHTE3a pPEYH, MAIIMHHBIX PEKOMEHIAIHA
Y TIOIJIEPIKKU TIPUHSTHS PEIICHUH

0) TEXHOJIOTUU POOOTOTEXHUKHU M CEHCOPUKH, B TOM UHCJIE B 00JIACTH:

CEHCOPOB M 00pabOTKH CEHCOPHOU MH(POPMAITUH,

CEHCOpOB U cucTeM cbopa n 00padoTkn mHpopMmanmu s 3HPEKTUBHOTO
(YHKIIMOHUPOBAHUA POOOTOTEXHUUECKUX CHUCTEM;

B) TEXHOJIOTUU OECIIPOBOIHON CBSA3H, B TOM YHUCIIE€ B OOJIACTH:

OecIpOBOAHBIX CETEH mepeaauu JaHHBIX;

3AIIUAIIEHHON TEJIEKOMMYHUKALIWH.

IV. Llenn ycTaHOBIIEHUSA S3KCIIEPUMEHTAIBHOTO MPABOBOr0 PEXKUMA
B COOTBETCTBUHM CO cTaTheid 3 denepanbHOro 3aKkoHa

31. llenssMu yCTaHOBJIEHHUS HKCIIEPUMEHTAIBHOTO TIPABOBOTO pEeXHMMA
SBIITFOTCSI:

a) pa3BUTHE KOHKYPCHIIWH,

0) pacimpeHne COoCTaBa, TOBBIIMIEHUE KadecTBA WJIM JAOCTYIHOCTH
TOBapPOB, pabOT U YCIIYT;

B) oOecrieueHne pa3BUTHS HAYKHA U COIMAIbHON cephl;

I') COBEPIICHCTBOBAHUE OOIIEro PEeryJupoBaHHs IO  pe3ysbTaram
peanu3aruy SKCIePUMEHTATHHOTO MPABOBOTO PEXKUMA,

1) cO3MaHWie OJarompHsITHBIX YCJIOBHWM I pa3pabOTKH W BHEIAPCHUS
TU(POBBIX WHHOBAITUHA.
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V. Cpok JieiicTBUS SKCIEPUMEHTAIBHOTO IPABOBOTO PEKUMa

32. Cpok nercTBUsA SKCIEPUMEHTAIIBHOTO MPABOBOT0 PEXKUMA COCTABJISET
2 roxa.

VI. Cpok yyacTus cyObeKTa 3KCIIEPUMEHTAIBHOTO TPAaBOBOTO PEKUMA
B SKCIIEPUMEHTAIbHOM MPaBOBOM PEXKUME

33. Cpok ydacTus CyObEKTa SKCHEPUMEHTAIBHOTO MPABOBOTO PEXHUMA
B SKCIIEPUMEHTAJIbHOM MPABOBOM PEXXHME YCTAHABJIMUBAETCA HA CPOK JIEHCTBUS
TAKOT0 SKCIEPUMEHTAIIBHOTO MPABOBOTO PEXUMA.

VII. Tepputopus, B paMKax KOTOPOl yCTaHABJIMBAETCS
SKCIIEPUMEHTAIBHBIA IPABOBOU PEKUM

34. DxcrnepuMeHTAIbHBIN MPaBOBOM pPEKAM YCTAHABJIUBACTCS
Ha Teppuropusx Pecmybmuku Tarapcran, Maramadackoit, HoBocubupckoi,
Psazanckoit, Camapckoit u TromeHckoi oOnacTei.

35. DKcriepUMEHTAJIbHBIM TPABOBOM PEXUM MOKET ObITh YCTAaHOBJICH
Ha TeppUTOpUsIX HHBIX CyOBeKTOB Poccuiickoit ®denepaiiuu, 3aKIFOYUBIINX
corjlaimeHue ¢ MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit ®denepanunu
u ['ocynapcTBeHHON KOpropamuei mo coaeicTBUIO pa3paboTKe, TPOU3BOJICTBY
Y SKCHOPTY BBICOKOTEXHOJIOTMYHOM MPOMBIIIJIEHHOM mpoaykiuu "Poctex".

VIII. ITonoxenus (TpeGoBaHUsA, IPEANMUCAHNS, 3aTIPETHI, OTPAHUICHHUS )
OT/AEJIbHBIX aKTOB OOIIEro PeryJMpoBaHUs, HE MOAJICKAIINE MPUMEHEHUIO
B paMKax 3KCIEPUMEHTAIbHOTO TPAaBOBOIO peKUMa

36. He nopjie:xkar TPUMEHEHHI0O B paMKaxX HKCIEPUMEHTAIBHOTO
MPaBOBOTO PpPEKMMA CJEAYIOIINE TMOJIOKEHUSI OTIAEIbHBIX AaKTOB OOIIEro
pEryJIMpOBAHUS:

a) ab3ar BTopoit moamynkra "u'" mynkra 6 [IpaBui B3auMo el CTBAS MHBIX
nH(OPMAIMOHHBIX CUCTEM, MPEHA3HAYCHHBIX T cOopa, XpaHeHus, 00paboTku
U TPENOCTABICHUS WH(OPMAIUHU, KaCaromeHCcs NeATeIbHOCTH MEIUIMHCKIX
OpraHW3anuii © TPEIOCTABISEMBIX HWMH YCIyr, ¢ WHGOPMAIMOHHBIMHU
cucteMamMu B cdepe 3ApaBOOXPAHECHHUS M MEAUIMHCKUMU OpTraHU3alUsIMU,
YTBEPKACHHBbIX TMocTaHoBJIeHUEeM [IpaBurensctBa Poccuiickoit ®denepauun
ot 12 anpensa 2018 r. Ne 447 "O06 yrBepxkaenuu [IpaBui B3auMo1eiCTBUSA UHBIX
WH)OPMAITMOHHBIX ~ CHCTEM, TPETHA3HAUCHHBIX JUIA cOopa, XpaHEHWs,
00paboTKM ¥ MpeaoCTaBlIeHHs WH(POPMAIMU, Kacaromehcs AeAITeIbHOCTH
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MEIULIMHCKHUX OpraHu3anui u MPEA0CTABIAEMbIX UMH  YCIYT,
¢ nH(pOPMAITMOHHBIMU CHCTEMaMH B cepe 3PaBOOXPAHCHUS U MEIUIIMHCKIMHU
opranm3anusiMu’" (nanee - [IpaBuna B3aumMomelcTBHS WHBIX WH(GOPMAITMOHHBIX
CHCTEM), B YacTH OOECIEUYCHUS 3aMUINEHHOTO KaHajla CBSI3W TPHU Tepeaade
CUTHAJTbHON MH(GOPMAIIMH U CMC-YBEIOMJICHHIA TTOJTh30BATEIISIM YCTPOICTB;

0) moamyHkt "n" MyHKTa 6 [IpaBun B3aNMMOAECHUCTBUA VHBIX
WH(OPMAITMOHHBIX CHCTEM B dYacTh oOecneueHuss oOMeHa wuHQpopMaruei
nHOpMaIMOHHON TIAT(OPMBI ¢ MEAUIIMHCKAUME OPTaHHU3AIUAMHA B TOPSIKE,
YCTAHOBJICHHOM ISl €IMHOW TOCYJapCTBEHHOW HWH(OPMAIMOHHONH CUCTEMBI
B cepe 3apaBOOXPaHSHHS,

B) TTOIMYHKT "H" MyHKTa 6 [IpaBun B3aMMOAECHUCTBUA VHBIX
WH(OPMAITMOHHBIX CHUCTEM B YaCTH MCIIOJH30BAHUS HOPMATHBHO-CIIPABOYHON
nHpopManyu B chepe 3ApaBOOXpPaHEHUS,

r) nyHkTel 8§ - 23 IlpaBwn B3amMoneWCTBHS WHBIX WH(OOPMAIMOHHBIX
CHUCTEM B YaCTH NOJKIIOYCHHWS WHOW WH(OPMAIMOHHOW CUCTEMHBI B cdepe
3IPAaBOOXPAHEHUS K E€IWHOW TOCyIapCTBEHHOW WH(OOPMAIIMOHHONH CHCTEME
B cdepe 3mpaBooxpaHeHWs, a Takke OQOPMIICHHS © PACCMOTPEHUS
COOTBETCTBYIOLLEH 3a5BKH;

1) TpeOOBaHMS K TIOPSIAKY CO3JaHMs, PA3BHUTH, BBOJA B AKCILTyaTaIlHIo,
AKCIUTyaTalliil ¥ BBIBOJIA M3 SKCILIyaTallMy TOCYIAapCTBEHHBIX MH(POPMAIIMOHHBIX
CUCTEM U JaJIbHEWIIEro XpaHEeHus cojeprkaimieiics B ux 0a3ax JaHHBIX
nHdopmaru, yTBEp)KACHHBIE MocTaHoBIeHHEM IIpaButenbcrBa Poccuiickoit
Oeneparuu ot 6 utosa 2015 r. No 676 "O TpeOGoBaHUAX K MOPSAKY CO3IAHMS,
pa3BUTHUA, BBOJIa B AKCIUTyaTalMIO, 3KCIUTyaTalldd W BBIBOJIA U3 3KCIUTyaTaluu
rOCYJapCTBEHHBIX HMH(OPMAIIMOHHBIX CHUCTEM U JAJIbHEWIIIET0 XpaHEHUs
conepxarieiicss B ux 0azax MaHHbIX WHGOpMauu', 3a UCKIIIOUCHUEM ITYHKTOB
1', 1%, 3, mommynkToB "a" 1 "6" myHkTa 14 yKka3aHHBIX TPeGOBAHHUII.

IX. ITonoxeHnusi, COOMIOIEHUE KOTOPBIX SABJAETCS 00s13aTeIbHBIM
B COOTBETCTBUM C HacTosueh [IporpaMmoii, eciiv Takue Moja0KeHUS
HE MPEAYyCMOTPEHBI aKTaMU O0IIETr0 PEryJIMPOBAHUS UK OTJIMYAOTCS OT HUX

37.B memsx BHITIOJIHEHWS TpeOoBaHW K 3amuTe WHOOpPMaIWH
pa3paboTuuk onpeaenseT TpeOOBaHMS K 3ammuTe WHPOPMALHMK, COAepIKaIehcs
B MTPOTOTHUTIE MHGOPMAMOHHOH TIaTGOPMBI, VIS U€TO OCYIIECTBIISCT:

a) ompeaeneHue WHGOPMAIINH, TTOUISKAIIEH 3aUTe OT HEMPABOMEPHBIX
J0CTyNa, YHAYTOXKEHUS, MOAM(UIUPOBAHUS, OJOKHPOBAHUS, KOTHMPOBAHUA,
MPENOCTABJIEHUSA, PACTIPOCTPAHECHUS, A TAK)KE WHBIX HEMPABOMEPHBIX JIEUCTBUI
B OTHOINIEHWH TaKO# WH(GOPMAIINH,
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0) aHajM3 HOPMATUBHBIX TMPABOBBIX aKTOB, METOJWYECKHUX JTOKYMEHTOB
¥ HAIMOHAJBHBIX CTAHJAPTOB, KOTOPHIM JOHKEH COOTBETCTBOBATH MPOTOTHUI
nH(}OpMaAITMOHHOHN TIIaT(hOPMEI;

B) Kjlaccuukanuio ~ mpoTtoTuna  WHGOPMAIMOHHOW  TUIaT(OPMBI
B COOTBETCTBUU C TPEOOBAHUSAMU O 3alTUTE HH(GOPMAIIHH,

T) ompeneeHne yrpo3 0e30MmacHOCTH WH(popMaIuu, peann3aius KOTOPhIX
MOKET TMPUBECTH K HAPYHICHWIO Oe3omacHOCTH HWH(OpPMAIMA B TMPOTOTHIIE
nHopmarmonHoi IaThopMbl, U Pa3pabOTKy HAa WX OCHOBE MOJIEIH YIPO3
6e3omacHOCTH HH(GOPMAIIHH,

n) ompeneneHue oOmmx TpeboBaHWii K WHGOPMAMOHHON CHCTEME
(momcucTeme)  3amuThl  WHpOpMAarMu,  coAepiKamieiics B MPOTOTHIIE
nH(OPMAITMOHHOHN TTaT(OPMBI.

38. Coznanmne undopmarmonnoit miardopmer B I u 11 kBapramax 2023 r.
OCYIIECTBJISIETC B COOTBETCTBHMM C pa3paboTaHHbIM MHHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit denepanuu TEXHUYECKUM 33JaHUEM C YUETOM
MOJCIIA Yyrpo3 0e30macHOCTH WH(POPMAIIMU, a TaKKEe YPOBHCH 3alUIICHHOCTH
MEPCOHATBHBIX JAaHHBIX TPW WX 00paboTke B WH(GOPMAIMOHHBIX CHCTEMax
MEPCOHAJIBHBIX TAHHBIX B 3aBUCUMOCTH OT yTrpo3 O€30MacHOCTH STUX JTaHHBIX.

Texanueckoe 3agaHre Ha MOACUCTEMY olecrieueHus WH(POPMAIMOHHOM
O0e3omacHOCTH B paMKax  Cco3MaHus  WHQOPMAIMOHHOW  TIATGOPMEI
u (W) Momenb  yrpo3  Oe3omacHOCTH  WHGOPMAIMH  COTJIACYIOTCS
¢ ¢denepaabHBIM OPraHOM HCIOJHHUTEIIFHOW BJIACTH B 001acTu oOecHeueHHS
O6e3omacHocT W (eAepaTbHBIM  OPTaHOM  WCIOJIHUTEIBHON  BJIACTH,
YIOJTHOMOYCHHBIM B OOJaCTH MPOTHUBOACHCTBUSA TEXHUUESCKUM Ppa3BEIKaM
¥ TEXHUUYECKOW 3amuThl WH(POPMANWH, B TPEAeNiax WX IMOJTHOMOYHK B YacCTH,
KACAIOIIECs  BBIMIOJHEHUS  yCTAHOBIICHHBIX  TpeOoBaHWUW O  3ammure
nHopmamu.

39.1lpu BBOge wHdOPMAMOHHON TUIATGOPMBI B AKCIUTyaTaIUIO
MmuHHCTEPCTBOM 31paBooXxpaHeHus Poccuiickoii denepamum hopMupyercst akT
0 BBOJIe MH(pOPMAITMOHHOH TIATGOPMBI B AKCILTYaTAIHIO, BKITIOUAOTITHIA

a) MEpOTIPHUSITHS. TIO pPa3pabOoTKe W YTBEPKIACHHUIO OpPTaHWU3AIMOHHO-
pactopsATUTEIHHBIX JOKYMEHTOB, OMPEACAIONINX MEPOTPUATHS TIO 3aIlHTe
nH(popManuu B X0J1¢ SKCIUTyaTauy HH(POpMaMOHHON I1aTgopMEbl, pa3paboTka
KOTOPBIX MPEAYCMOTPEHA HOPMATUBHBIMHU IIPABOBBIMH dKTAMH W METOAMYCCKHUMU
JTOKyMeHTaMu (heepalbHOrO OpraHa WCIOJHUTEIBHOW BIacTH B 00JacTu
obecrnieueHnss OE30IaCHOCTH U (peepaTbHOrO0 OpraHa MCHOJHUTEIBHOMN BIIACTH,
YIOJTHOMOYEHHOTO B 00JIAaCTH TPOTHUBOJEHCTBHUS TEXHUYECKAM PpPa3BEIKaM
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¥ TEXHWUUYECKOW 3aInThl MH(OPMAIWH, a TAK)KE€ HAIMOHAJIBHBIMHU CTaHAapTaMU
B 00J1aCTH 3aIUTH HHQPOPMAITUH,

0) MEpPOTIPUATUA TIO aTTECTAlMA CHUCTEMBI TIO TPEOOBAHHUSM 3aIIUTHI
uHopMaIu, B pPe3ynbTaTe KOTOPHIX B YCTAHOBJICHHBIX 3aKOHOIATEIIbCTBOM
Poccuiickoii ®enepanuu ciaydasx MOATBEPKAAETCS COOTBETCTBUE 3aIMTHI
uHdopmarmu, coaepxarieics B nHGopManuOHHOHN matdopme, TpeOOBAHUM,
MPEYCMOTPEHHBIM 3aKOHOJATEIbCTBOM Poccuiickoit denepanun
00 mHpopMaIuy, WHPOPMAITMOHHBIX TEXHOJOTHIX M O 3aluTe WH(POPMAIUH.
ATrecTanys CHUCTEMBI O COOTBETCTBHM TPEOOBAHUSAM 3aMUTHl WH(GOPMAIUN
OCYIIIECTBJISIETCS B COOTBETCTBHHM C TPeOOBAHWSIMHU O 3ammre WHGOPMAINAH,
HE COCTaBJIAIONICH TOCYJAPCTBEHHYIO TaliHy, COMIEPIKaIIelics B TOCYJapPCTBEHHBIX
WH(OPMAIIMOHHBIX CHUCTEMax, YCTaHAaBIWBAeMbIMU (eaepaibHbIM — OpPraHOM
UCTIOJTHUTEIPHON  BjacTH B oOjactu  oOecrneueHuss  O€30MACHOCTH
u (emepanbHBIM OPraHOM HWCIOJHUTEIBHONW BJIACTH, YIOJTHOMOYCHHBIM
B 00JacTH MPOTHBOJCHCTBUS TEXHHMUECKAM Pa3BEIKaM M TEXHUYECKOW 3aIIUTHI
nH(popManK, B COOTBETCTBHU C 4acThio 5 crtatbu 16 DenepanbHOTO 3aKoHA
"O6 napopMamu, HHOOPMAITMOHHBIX TEXHOJIOTHAX M O 3aIuTe HHOpMaImn' .

X. OueHka pucKOB MPUIMHEHHS Bpeia )KU3HU, 3I0POBBIO
WA UMYIIECTBY YEJIOBEKA JIMOO UMYIIECTBY IOPHINIESCKOTO JIUIIA,
ymep6a o6opoHe u (nn) 6€30MacHOCTH TOCYAapCTBa,
WHBIM OXPaHSIEMBIM ()eiepabHBIM 3aKOHOM IIEHHOCTSIM

40. B xoze peanu3aiuu 3KCIEPUMEHTAIBHOTO MPABOBOTO PEKUMA MOTYT
BO3HHMKATh PUCKU YTEUKU TMEPCOHATBHBIX JTAHHBIX MAIMEHTOB W WH(POpPMAIAN
OTPAHWYEHHOTO JIOCTyna B pe3yjbTare KuOepaTak, TEXHHUECKOTro c0os,
HapylIeHUs1 TpaBuwl OOpabOTKM MEpPCOHAJIBHBIX JAHHBIX, PEKUMA 3alIUTHI
uadopmarmn u  wHGOPMANMOHHONH O€30MaCHOCTH, TMPAaBWI SKCIUTyaTalluu
nHOpMaIMOHHON TIaTGOPMBI, YCTPOHUCTB, MEAWIIMHCKAX HH(GOPMAITMOHHBIX
CUCTEM, CHCTEMBbI TOIACPKKH, HEIOOPOCOBECTHBIX JEUCTBUN CYOBEKTOB
Y YUYACTHUKOB 3KCIEPUMEHTAIBHOTO MPAaBOBOIO PEKUMA.

4]1. Pucku TpUYMHEHWS Bpena JKA3HU W 30POBHIO TMAIMEHTA MOTYT
BO3HUKATH MO CJIEAYIOIIUM NPUUUHAM:

a) HA3HAYCHWE HETPABWIBHOTO JICUEHUS JICUAIIUM BPAUOM BCJICICTBHE
HU3KOM JUArHOCTUYECKOW LEHHOCTH JAaHHBIX, IMOJYYEHHBIX W3 YCTPOMCTBA
M0 MPUYMHE HEKOPPEKTHOM pabOThl yCTPOUCTBA;

0) HEMOCTYIJICHNE CUTHAJIBbHOW MH(pOpMaIuu no npuanHe c00st B paboTe
nH(}OpPMAITMOHHOH TUTaT(GOPMBL;



15

B) cOoii B pabore wuHPOPMAMOHHON TMIATHOPMBI, KOTOPBIA MOKET
MIPUBECTHU K MPUOCTAHOBKE 000pPOTA TAHHBIX YCTPOUCTB;

r) MOJIOMKa MOOWJIBHOTO YCTPOWCTBA TMAaNWEHTa, HAa KOTOPOM OBLIO
YCTAHOBJICHO COMPSDKEHHOE C WH(pOpMAMOHHOW TIaTdhopMoil MOOMIBHOE
MPUIOKEHHE, TTO3BOJISAIONIEE OCYIECTBIIATE TIEpeaady JAHHBIX B aBTOMATHYECKOM
U PYIHOM peKUMaxX.

42. B nensx ycTpaHEHHUS BO3MOXKHBIX MOCTEACTBUN ONMMCAHHBIX PHUCKOB
JUTSI TIEJIe OKa3aHMs YCIYT B paMKax AKCIIEPUMEHTAIbHOTO MPAaBOBOTO PEeKUMa
CyOBeKTaMM W YYACTHUKAMU OSKCIEPUMEHTAIFHOTO IPABOBOTO PEXKHMMA,
KOTOPBIE SBIITIOTCS oTrepaTopaMu WH(pOPMAITMOHHBIX CHCTEM,
MPEANPUHAMAIOTCS MEpPhl 1O 00ecTneueHnt0 Oe30MacHOCTH TEPCOHATBHBIX
JAHHBIX B COOTBETCTBUHM C TIOJOKCHHMSIMHU 3aKOHONaTenbcTBa Poccuiickoi
deneparuu 0 MEPCOHATHHBIX JTAHHBIX.

43. Tlpm ycTaHOBIICHUH MEIWIIMHCKON opraHm3arueil akrta HazHAYCHUS
JeYamyM BpauoM HEMPABUJIBHOTO JICUCHHUS TAIMEHTY BCIEACTBUE HHU3KOU
I[HaFHOCTquCKOﬁ IOCHHOCTHU JaHHDbIX, IIOJIYYCHHBIX n3 YCTpOﬁCTBa
M0 MPUYMHE €ro HEKOPPEKTHOW paboThl, MEIUIMHCKON OpraHusanuen
MPUHUMAETCS PEIIEHWE O 3aNpelleHWd €ro JalbHEHIero WCIOJMb30BaHMS,
0 gem MEIUIMHCKAS OpraHu3anus YBEJOMIIAET MarueHTa
1 oreparopa nHGOPMAIIMOHHOHN TIaThOpPMBI B 3JIEKTPOHHOM (popme, coobmaeT
MAIMEHTy 0 HE0OXOIMMOCTH 3aMEHBI YCTPOMCTBRA.

44. HemoOpokauyeCTBEHHOE YCTPOMCTBO, MJIM YCTPOMCTBO € 3aBOJACKHM
OpakoM, WM B KOTOPOM BO3HHKJA TIOJIOMKA, TMEPEAACTCS MEIUITMHCKOM
OpraHu3anueld TMPOW3BOAWTENNIO (M3TOTOBUTENIO) JUis 3ameHbl. [lanmmeHty
0€3BO3ME3THO BBIIAETCA HOBOE YCTPOMCTBO MEAUIIMHCKOW OpraHu3aIuei.

45. Tlocnme 3aMeHbl MAUMEHTY YCTPOMCTBA MEIUIIMHCKAs OpraHu3aius
cooOmaer omeparopy HHPOPMAMUMOHHOW IIATGOPMBI O HEOOXOIUMOCTH
MIPUBS3KA HOBOTO YCTPOMCTBA K UACHTU(DMKAIIMOHHOMY HOMEPY IMAIMEHTA.

46. Oneparop  mHpopMammoHHOW  1IaThopMbl B OTHOIICHUU
HEOOPOKAYECTBEHHOTO  YCTPOWCTBA MPOCTABIseT B  WMH(POpPMAIMOHHOU
matopMe OTMETKY O MTPEKPAIICHUH HCTIOIb30BAHMS.

47.1lpm BBIIA4e HOBOTO YCTPOWCTBA TMANMEHTY WACHTH(DUKAIIMOHHBIN
HOMED IMAIMEHTA, JaHHBIE TPEIBITYIIET0 YCTPOUCTBA COXPAHSIOTCS ONEPATOPOM
nH(pOpMAITMOHHOM 1aTopMbl B nH(POPMAITUOHHO miatdopme
C MPUBSI3KON K HICHTU(PUKAITMOHHOMY HOMEPY TIAIlMeHTa HOBOTO YCTPOHCTBA.

48.B cmywae c6os B pabore WHPOPMANMMOHHON IIATHOPMBEI,
MIPUOCTAHOBKU 000pOTa MaHHBIX 00 YCTPOWCTBAX ormeparop WHOOPMAIMOHHON
m1aTOPMBI:
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nH(POPMUPYET METUITMHCKIE OPTaHU3AINH, TAITIEHTOB O BO3SHUKHOBEHUH
c6os B padote nH(poOpMaIMOHHON TUIAT(GOPMBI, TPUOCTAHOBKE 000POTA TAaHHBIX
00 yCTpOMCTBax B AJICKTPOHHOH hopMme;

BOCCTAHABJIMBAET OOOPOT [JaHHBIX 00 YCTPOMCTBAX, B TOM YHCJIC
U3 CHCTEM PE3ePBHOTO KOMMMPOBAHUS,

JIOKAJIU3yeT cOoit B MPOTpaMMHO-aNapaTHOM KOMIIJIEKCE
nHdopMaImoHHO# TIaTGopMBbI (IPU HATMYWN );

yCTpaHsAeT OMOKM B PaboTe aJIrOpuTMOB MPOrPAMMHOIO OOECreYeHus
nHdopMaImoHHOH TIaTGOPMBI (TIPU HANMYWN );

MPOBEPSAET KOPPEKTHYIO pabOTy CErMEHTOB COTOBOW CETH CBSI3U OOMIETO
MOJIb30BaHUS (TIPA HEOOXOAMMOCTH).

49. Tlpm BoccTaHOBICHUH PadbOTHl WH(POPMAIMOHHOW  TLIATPOPMEI
oneparop uH(pOpMaMOHHOK ILIAaTGOPMBI B 3JIEKTPOHHOR ¢dopMme coolIaeT
MEIUIIMHCKAM  OpPraHW3alysM, TMalueHTaM O BO300OHOBJIICHHH  PalbOTHI
nH(popMaImoHHOH TIaTGopMbl M 000POTa TaHHBIX 00 YCTPOMCTBAX.

50.B cmyuae ycraHoBieHus ~(akTa HEMPABOMEPHOW Mepenadu
(mpemocTaBieHHs, PACTPOCTPAHECHUS, JIOCTYMAa) NEPCOHAIBHBIX JIAHHBIX,
MOJIYYCHHBIX B pE3yJbTaTe OOE3TMYMBAHUS, CYOBEKT SKCIEPUMEHTAIEHOTO
MPaBOBOr0 pexuMa 00s3aH yBenoMuUTh DenepalbHyIO0 CIyKO0y MO HAA30py
B cdepe cBia3u, WHPOPMAITMOHHBIX TEXHOJIOTHI W MAaCCOBBIX KOMMYHHKAITU
B IIOpSIKE, YCTAHOBIGHHOM uacThio 3' crathu2] DemepanbHOro 3akoHa
"O nepcoHaIbHbIX TAHHBIX "

51. Oneparopsl WHPOPMAITMOHHBIX CHUCTEM SBJISIOTCS OTBETCTBEHHBIMU
3a COOJIIOJIEHHE COCTaBA U COACPIKAHUS OPTaHU3AIMOHHBIX U TEXHUYECKUX MEp
no oOecnedyeHut0 0OE€30MacHOCTH MEPCOHANIbHBIX JIAHHBIX MPU UX 00paboTke
B HMH(POPMAIMOHHBIX CHUCTEMaxX IEPCOHABHBIX MAHHBIX C HWCIOJIb30BAHUEM
cpencts  kpunrtorpaduueckoid  3ammuThl  WHGOPMAIMK,  HEOOXOIMMBIX
JUIA BBINIOJTHEHUA YCTaHOBJICHHBIX lIpaButensctBOoM Poccuiickoit denepanuu
TpeOOBaHMIA K 3aIMUTE TEPCOHANBHBIX MAHHBIX IS KaKIOTO W3 YpPOBHEU
3aMUIIEHHOCTH, YCTAaHABIMBAEMBIX (pemepanbHBIM OPTraHOM WCHOJHUTEIHHON
BJIACTH, YIIOJHOMOYEHHBIM B oOjactu  oOecrmedyeHus  O€30MacHOCTH,
u (emepanbHBHIM OPraHOM HWCIOJHUTEIBHONW BJIACTH, YIOJHOMOUYEHHBIM
B 00J1aCTH MPOTUBOJACHCTBHUS TEXHUUECKUM Pa3BEIKaM M TEXHUYCCKOM 3aIUThHI
nH(popManuu, B cOOTBETCTBUU ¢ YacThio 4 crathu 19 denmepanpHOrOo 3aKoHa
"O nepcoHaIbHbIX TAHHBIX".
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XI. Mepsl, HanpaBJICHHbIE HA MUHUMM3ALIUIO PUCKOB,
yKa3aHHBIX B pazzaene X Hacrosmen [[porpamMel, sBIsromumecs
00s13aTeNIbHBIMU 7151 CYyOBEKTA SKCIIEPUMEHTAJIBHOTO MPABOBOI0 PEKUMA

52. Mepbl, HampaBlieHHbIE HAa MHWHUMHU3AIMIO PHCKOB, YKa3aHHBIX
B pazaene X Hactosmen [IporpamMmMel, BKIIOYAKOT:

a) coOMr0ACHNEe MEAVIIMHCKAMH OPTaHU3aIUsIMHA MOPsIAKa 00€3TMINBAHAS
MIEPCOHAJIBHBIX TAHHBIX

0) ocymectrienne denepanpHoil cyk00# MO Ham30py B cdepe CBSI3M,
WH()OPMAITMOHHBIX TEXHOJOTUA W MACCOBBIX KOMMYHHKAITUH KOHTPOJIS
32 MOPSAKOM OOE3TMIMBAHUAS MEIUIIMHCKUMHU OPTAaHU3ANMMSAMHU TEPCOHATBHBIX
JAHHBIX W HMX Mocjieayroleil o0paboTKoN CyOBEKTaMH SKCIEPUMEHTAIBHOTO
MIPABOBOTO PEIKNUMA;

B) O3HAKOMJIEHUE PAOOTHUKOB CYOBEKTa SIKCIIEPUMEHTAITEHOTO TTPABOBOTO
pekrMa, HEMOCPEJACTBEHHO OCYIIECTBIIIIOMMX 00padoTKy MepPCOHATBHBIX
JAHHBIX, C TIOJIOKEHUAMHM 3akoHojarenbcTBa Poccuiickoin  Deneparuun
O TEPCOHAITBHBIX JTAHHBIX;

r) ekerogHoe OOyYEeHHWE COTPYIHHKOB TMOAPA3ACIICHUNA MEIUIIMHCKIX
opraHuzaiuii, omneparopa HWH(POPMAIMOHHON 1IaThOPMBI B 3aBUCHMOCTH
OT KaTeropuu oOpabaThIBaEMbIX JAHHBIX MpaBUjiaM oOecIieueHuss 0€301MacHOCTH
npu paboTe ¢ TMEPCOHATBHBIMH JAaHHBIMU W WH(GOPMANKMEH OTrpaHUYEHHOTO
J0CTymNa, MpaBWIaM 3alUATHl WH()OPMAIIMOHHBIX CHUCTEM OT BHEIIHHUX YyTPo3
C TIOCJIEYIOIIEH MMPOBEPKOI WX 3HAHWI W HABBIKOB (BKITIOYAS €KEKBAPTATHHYIO
MTPOBEPKY 3HAHWI W HABBHIKOB),

1) BHEAPEHUE OmepaTopoM WHOOPMAIMOHHONW TIAT(OPMBI TOICUCTEMBI
MOHUTOPUHTA WH(GOPMANMOHHON  TUIATGOPMBI, OCYIIECTBIIFONIEH TOUCK
W JIOKQJIW3aIii0 HEWCIPaBHOCTEH, cOO0eB, OmMuOOK B WH(PpOPMAITMOHHON
matdopMe, yCTPOMCTBAX, CHCTEME TMOAACPIKKHA B PEKUME PEATbHOTO BPEMEHHU,

€) OpPTaHMU3aINIO PETYIISIPHOTO TEXHUYECKOTO o0OCy)KUBaHUS
¥ JTMArHOCTUKA WH(POpMAIMOHHON TIaTdOPMBI OrepaTopoM WH(OPMAITMOHHON
m1aTOPMBI;

) OCYIIECTBIICHHE KOHTPOJISA 32 CPOKOM SKCIUTyaTallid, TapaHTHHHBIM
CPOKOM  3KCIUTyaTallil  yCTPOWCTB TMPOW3BOIUTENSIMH  (WM3TOTOBHUTEIISIMU)
YCTPORCTB B YaCTH MPEIOCTABICHUS HH(OPMAIIMH O TEXHHUECKOU MOIICPIKKE;

3) oOydeHre MEIUIMHCKAX PAOOTHUKOB MEIWITMHCKAX OpTaHU3aIHAMA
C TIOCTIEYIOIICH MPOBEPKOH MX 3HAHWH W HABBIKOB (BKIIIOYAS MEPHOIUIECKYIO
MPOBEPKY 3HAHWK ¥ HABBIKOB) B3aWMOJEHCTBUS ¢ WH(POPMAITMOHHON
m1aTOPMOii;
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1) MPOBEACHUE MEAWIIMHCKAM PAOOTHUKOM MEIUIIMHCKOW OpraHu3aIiy
MHCTPYKTA)Ka MalMEHTA MO 3KCIUTyaTalliy yCTPOUCTBA;

K) OCYIIIECTBIIEHNE MEIUIIMHCKOW OpraHW3aliueid BHYTPEHHETO KOHTPOJIS
KauecTBa M 0O€30MACHOCTH MEIUIIMHCKOW TMOMOIIM, B TOM UYHCJIE BEICHUE
MEIUITMHCKONW OpraHW3alue peecTpa, B KOTOPOM (UKCHPYIOTCA CiIydau
HETMPaBUJILHOW, HEKOPPEKTHOW WH(OpPMAIMU, TOCTYNUBINEH W3 YCTPOMCTB,
XKajo0bl MAlMEHTOB Ha cOOM B pabOTe YCTPOMCTB, C YKa3aHUEM MPUHSITHIX
MEIUITMHCKONW oOpranm3anueid mep (B TOM 4Yuciae Uil MHHWUMH3AIAA
MOCJIC/ICTBAM HACTYIUICHUS YKA3aHHBIX COOBITHII) U PE3YIbTaTOB MPOBEICHHBIX
KOPPEKTUPYIOIIUX MEPOIPUATHUH.

53. MenuuuHcKas OpraHu3anus NOPEANPUHUMAET KOMIUIEKC  MeEp,
HaIpaBJICHHBIX HA CHWKEHHE PUCKOB MPUYMHEHHS BPEJa 3I0POBBI0 M JKU3HU
MAlKUEHTOB. B IeNsIX CHUKEHUs pPUCKA MPUYUHEHUS Bpelia 3J0POBbIO U JKU3HU
MalUeHTa MEAMIIMHCKAs OpraHu3alus MOXKET NPUMEHATh TEXHOJIOTUU
MCKYCCTBEHHOTO WMHTEJUIEKTA WJIM CUCTEM MOAJEPKKU MPUHATHUS BpPayeOHBIX
PCIICHUN W MHBIC TCXHOJOTHH JUTSI MUHAMH3AIMH PUCKOB BPA4COHBIX OIMINOOK
(YKa3aHHBIE CHCTEMBI MOTYT MPUMEHSATHCS BPAauoOM JJII MUHUMU3AINHN PHUCKA
BpaueOHOM OommMOKH MTpU aHANM3€e WHHOPMAITIH, TOCTYTHUBITEH U3 YCTPOICTB).

54. IToncucrema MOHUTOPHHIA (IMarHOCTUYECKHIA MO/TyJIb)
nH(popMaoHHON TIaTGOopMBI 00ECIICUNBACT PEATTU3AIUIO CIICIYIOMHNX MEp:

a) CBOCBPEMCHHAs Tepefavya CUTHAIbHOW WHQOpPMAIMKM ydaCTHUKAM
nH(}OpPMAITMOHHOTO 0OMEHa;

0) coxpaHHOCTh WH(OPMAIIUK MPU BOZHUKHOBEHUH aBAPUHHBIX CUTYaIlUi
(cboeB B paboTe ammapaTHBIX CPEACTB, MPOTPAMMHBIX H TPOTrPAMMHO-
amnmapaTHbIX CPEACTB, CEPBEPHOTO o0opynoBaHus, CETEBOTO,
TEJIEKOMMYHUKAIIMOHHOTO 00OPYJAOBAaHUA M KAHAJIOB CBS3U, OOIIECUCTEMHOIO
MPOrpaMMHOr0 00€CTHEeYeHUsl, MPUKIAJHOTO MPOrPAMMHOI0 OOECIEUEHUS,
cOoeB B pe3ysibTare OmuOOK OOCTYKMUBAIOIIETO MEePCOHANA W TOJb30BaTesei)
C TIOMOIIBIO PE3EPBUPOBAHUSI CUCTEMHBIX JAHHBIX U WX KOMNHUPOBAHUSA
Ha BHEIIHUE HOCUTEJIH;

B) aBTOMAaTHYECKOE  BOCCTAHOBJEHWE  PAOOTHI, (PYHKIMOHATILHOCTH
JAHHBIX TIOCIIe CO0EB B KOMIOHEHTAaX MH(OPMAITMOHHON TUTaT(hOPMBI;

) perucTpanus JIeWCTBH YYaCTHUKOB WH(OPMAIMOHHOTO OOMeHa
B MH(OPMAITMOHHOM 1uTaThopMe, CUCTEME TTOAACPIKKH.

55. UadopmanmonHass MOAEITb TPUMEHSIEMBIX YCTPOUCTB COOTBETCTBYET
I'OCT P 56843-2015/ISO/IEEE 11073-10201:2004. "HanuoHanpHBIN cTaHAAPT
Poccutickoit ®enepanmu. HMudopmaruzamms 310poBba.  MHopmanmonHoe
B3aUMO/IEHCTBHUE C IEPCOHAIBHBIMU MeIUIIMHCKUMHU niprbopamu. Yacts 10201",
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B COOTBETCTBUM C KOTOPhIM B ciiydae c0Od W TeHepaluu CcoObITUM
uHdopmarmonHort mnaTtdopmpl  Jedammii  Bpad © (WIM) MEOUITMHCKUN
PabOTHUK, HEMOCPEACTBEHHO OCYIIECTBIISIFONINE HUCTAHIIMOHHOE HAOMIOJACHUE
MaIryeHTa, UMEIOT TIPABO TOCTYIA K JTaHHBIM TaruenTa ('mepBuyHbie” JaHHbBIC,
MOKA3aHMs, TMOKA3aTeii COCTOSAHUS 3J0POBbS  MAIlMEHTa, IMOJYyYEHHbIE
U3 YCTPOWCTB, aBTOMATHYECKH C(hOPMUPOBAHHBIE TPAUKH, TAOTHUIIH ) B THTHOM
KaOMHeTe METUIIMHCKON WH(GOPMAIMOHHONW CUCTEMBI B (hOpME, TOArOTOBICHHOM
JUIA OTMEPAaTUBHOTO aHajM3a W TPHUHITAA WMH PEIICHUS O KOPPEKINH
HA3HAYEHHOTO JICYEHU .

56. lna obecrieuyeHUs COOTBETCTBYIOIIETO YPOBHA 3alIUIIEHHOCTH
oObeKTa 3amuThl (MOJACUCTEMBI TSI aBTOMATH3UPOBAHHOTO OOMEHA NaHHBIMHU
nHOpPMAIMOHHOH MIaT(OPMBI), aBTOMAaTU3UPOBAHHOTO paboUyero MecTa Bpaua,
CEPBEPOB M KOMMYHUKAIIMOHHOTO 000pYAOBaHUS, HHPPACTPYKTYPHI BHEAPEHUS
1upoBOI MHHOBAIMK B PaMKaxX peaUu3aliy SKCIEPUMEHTAIEHOTO MPaBOBOTO
pexuMa, KpOME BBINOJHEHHUS TpPeOOBaHUI K COCTaBY U COAEPKAHUIO
OpraHU3alMOHHBIX W TCXHUYCCKUX MEpP, YKa3aHHbIX B MyHKTe 51 Hactosmieit
[Iporpammbl, yCTaHOBJIEHHBIX ()eAepaTbHBIM OPTraHOM  HWCIOJIHUTEIHHOM
BJIACTH, YIIOJHOMOYEHHBIM B oOjactu  oOecrmedyeHus  O€30MacHOCTH,
u (emepanbHBIM OPraHOM HWCIIOJHUTEIBHONW BJIACTH, YIOJHOMOYEHHBIM
B 00J1aCTH MPOTUBOJACHCTBUS TEXHUYECKUM Pa3BeIKaM M TEXHUYECKOM 3aIUThI
uH(opMaImm, B COOTBETCTBUHM ¢ YacThio 4 crateu 19 denepanmpHOro 3akoHa
"O mepcoOHANBHBIX JAHHBIX', TPUMEHSIOTCS MOIYJIM 3aIIUTHI (PEITyCMOTPEHBI
BO BCex mojacuctemMax WHPOPMAMOHHON miatrgopmer) s GOpHOBI
C peaiu3alueil yrpo3 HapyleHus 1eJIOCTHOCTH, JOCTYIMHOCTH U Ay TEHTUYHOCTH
uH(opMaIM, OCHOBAaHHBIE HA MOJEIM HAPYIIUTEII ©W MOJAEINA YIrpo3
6e3omacHocTy nHGopManuu B EnnHOM 11MpoBOM KOHTYpPE 3paBOOXPAHCHHUS.

XII. IlepeueHb CyOBEKTOB SKCIEPUMEHTAIBHOTO TIPABOBOI'0 PEKUMA

57. CyOBEKTOM 3KCIMEPUMEHTAIPHOTO TIPABOBOTO PEXMMa  SBIACTCA
akiroHepHoe o6mecTBo "OObenuHeHHAss TPUOOPOCTPOUTEIbHAS KOpHopanus ',
OI'PH 1147746324340.

XIII. TpeGoBanus, KOTOPHIM CYOBEKTHI ¥ YYACTHUKH IKCIIEPUMEHTATIBHOTO
MPABOBOTO PEXUMA JIOJIKHBI COOTBETCTBOBATH

58. CyObeKkT 53KCIEpUMEHTAJIBHOTO MPABOBOTO  pPEXKUMA  JIOJIKEH
COOTBETCTBOBATb TPEOOBAHUAM, MPEAYCMOTPEHHBIM YacThio 1  crarbu 8
®denepanbHOrO 3aKOHA.
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59. Hple  y4aCTHUKHM  SKCHEPUMEHTAJIbHOTO MPABOBOrO  PEKUMA,
BBITIOJTHSIOIIINE dhyHKIIHA MEIULIMHCKUAX OpraHu3anuu, JIOJIYKHBI
COOTBETCTBOBATh CJICAYIOMIUM TPEOOBAHUSAM

a) OCYIIECTBJIATH NEATCIbHOCTh B COOTBETCTBUHU ¢ MyHKTOM 46 wactm 1
cratbu 12 @enepampHoro 3akoHa 'O JUIEH3UPOBAHMHM OTIEIBHBIX BHJIOB
JIeSITeTEHOCTH

0) obmamars MEIULIMHCKON nH()OPMAITMOHHOM CUCTEMOM,
COOTBETCTBYIOIIEH TpeOOBAHUSM, YCTAHOBJICHHBIM MuHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoii ®exnepanid B COOTBETCTBUM C 4YacThio 4
cratbu 91 ®enepanbHoro 3akoHa "OO OCHOBaX OXpaHbl 30POBbS TPAXKIAH
B Poccuiickoii @enepanuun’;

B) 00JlagaTh ~ TEXHOJIOTHYECKAMH  BO3MOXXHOCTAMH ¥ PeCypcamu
JUTSI TIOAKJTIOUEHUS K MH(POpMAIMOHHOM 11aTdhopme;

T) IPUHATH  3asABKy  omeparopa  HWH(GOPMAIMOHHOW  TIaT(OPMBI
Ha TOJIKJTIOYCHHE K MEAUIIMHCKAM WH()OPMAITMOHHBIM CHCTEMAM;

1) IOJaTh 3asABJICHHEC B CBOOOMHOW (hopMe B BBICIINKA HCTIOJTHHUTCITBHBIN
opran cyObekra Poccuiickoii @Denepaiiuu, Ha TEPPUTOPUH  KOTOPOTO
YCTAHABJIMBACTCSA SKCIIEPUMEHTAIBHBIA IPABOBOM PEIKUM,

€) BXOOUTh B TEPEUYCHb YUYACTHUKOB HKCIEPUMEHTAIHPHOTO MPABOBOTO
pexKuMa, YTBEPKACHHBIN aKTOM BBICHIETO MCIOJIHUTEIBHOIO OpraHa CyObeKTa
Poccuiickoit ®enepanuu,

’K) YCTAaHOBUTh  JOTOBOPHBIE  OTHONIICHWS C  MPOU3BOJIUTENIEM
(M3roTOBUTEIEM) YCTPOWCTB W (WHM) MPOW3BOAUTENEM (WU3TOTOBUTEIIEM),
pa3pabOTYMKOM  CHUCTEMbl  TOJJIEPKKH, OTOOpPAaHHBIMU Uil y4acTusd
B SKCIIEPUMEHTAILHOM MPABOBOM PEKUME, MPUHATH €r0 MOCTaBKy MEIUIIMHCKUX
u3nenuii ¥ (WIM) WCIONBh30BAaTh CUCTEMY TMOIACPKKH B OCYIIECTBIIAEMON
NEATEIHOCTH.

60. uple  y4aCTHHUKM  SKCIEPUMEHTAJIbHOTO  MPABOBOTO  PEXUMA,
BHITIOJIHAIOIIME (DYHKIIUA TPOW3BOJUTENEH (M3TOTOBUTENEH) YCTPOWCTB,
MPOU3BOAMTENICH (M3TOTOBUTENEH), pPa3pabOTUMKOB CHUCTEM  TOIIACPIKKH,
JOJIKHBI COOTBETCTBOBATH CJICIYIOMIUM TPEOOBAHUSAM:

a) OCYIIECTBIIATh MPOM3BOACTBO, M3TOTOBIICHUE YCTPOMCTB, pa3pabOTKy
CUCTEM TOJAEPKKM B COOTBETCTBHM C 3aKOHOAATEIbCTBOM Poccuiickoi
denepauu;

0) yCTaHOBHTH JIOTOBOPHBIE OTHOILICHHUS c MEIULUHCKUMU
OpraHu3alUsIMHU, OTOOPAaHHBIMU ISl YUaCTHsI B SKCIEPUMEHTAILHOM MPABOBOM
peXKUME, OCYIIECTBUTH MOCTABKY UM MEIUITMHCKUX W3ACTANA U (WMJIN) W3ICITHA,
HE 3apETUCTPUPOBAHHBIX B YCTAHOBJIEHHOM MOPSIKE.
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61. YyacTHUKM 5KCIEPUMEHTAIBHOTO MPABOBOTO PEKUMA, SBJISIOMINECS
MalUEHTaMU, JOJIKHbI COOTBETCTBOBATH CJICIYIOIIUM TPEOOBAHUSM:

a) WMEThb YCTAHOBJICHHBIA JWArHo3 'apTepualibHas THIEPTEH3HUS"
u (unm) "caxapHblii nuabet";

0) obmagarh MOOWIIBHBIM YCTPOMCTBOM C JTOCTYTIOM B MH(OPMAIMOHHO-
TE€JIEKOMMYHUKAIIMOHHYIO ceTh "MHTepHeT";

B) MPOXKuBaTh B cyObekTax Poccuiickoit denepanwu, HA TEPPUTOPHIX
KOTOPBIX YCTAHABJIMBAETCSA SKCIIEPUMEHTAJIbHbBII MPABOBOM PEKUM.

XIV. Bo3MOXHOCTbh MTPUCOEANHEHUS UHBIX CYOBEKTOB U YYACTHUKOB K
3KCIEPUMEHTAJIBHOMY MPABOBOMY PEXKUMY, TOPAIOK UX MPUCOECAUHECHUS

62. [IpucoequHeHre MHBIX  CYOBEKTOB K  SKCHEPUMEHTAIbHOMY
MPaBOBOMY PEKHUMY BO3MOXKHO B TOPSIKE, YCTAaHOBJIEHHOM 4YacThio 8 cTathu 11
denepanbHOrO 3aKOHA.

63. lHple  y4aCTHHUKM SKCIEPUMEHTAJIbHOTO MPABOBOTO  PeXUMA,
BHITIOJIHAIOIINE (DYHKIIMA MEIWIMHCKUX OpTaHW3aluid, MPOW3BOIUTEICH
(M3rOoTOBUTEECH ) YCTPOMCTB, MPOU3BOIUTENIEH (M3roTOBUTENEH ),
pa3pabOTYMKOB CHUCTEM TOJJICPKKH, HA JOOPOBOJIBHONM OCHOBE TMOJAIOT
B BBICIIME WCHOJIHUTENIbHBIE OpraHbl cyObekTOoB Poccuiickoit ®enepanuu,
Ha TEPPUTOPUU KOTOPBIX YCTAHABJIMBAETCA SKCHEPUMEHTAJIbHBIA MPAaBOBOM
pexuM, B CBOOOHOW (hopMme 3asBICHHS HE TO3JHEE OJHOTO MECAIA IMOCIe
u3naHus akrta llpaButensctBa Pocculickoit ®enepanuu 00 yCTaHOBJIEHUU
AKCHEPUMEHTAJILHOTO MPABOBOIO PEXKUMA U YTBEPKIAECHUU MPOrpaMMBbl TaKOTO
AKCIEPUMEHTAJILHOTO MPABOBOT0 PEXKUMA.

64. Briciiie  UCHOIHUTEIbHBIE OpraHbl  CcyOBeKTOB  Poccuiickoit
denepaiy, Ha TEPPUTOPUU KOTOPBIX YCTAHABJIMBAETCA SKCIIEPUMEHTAIbHBIN
MPAaBOBOM PEXKUM, B paMKaX TPEXCTOPOHHETO COIJIAICHUS O COTPYAHUYECTBE
Mexay MuHuCTEpCTBOM 3apaBooxpaHeHusa Poccuiickoil denepaiuu, BhICIIAM
WCTIOJTHUTEIbHBIM OpraHoM cyOBekTa Poccuiickoit denepanuu
u ['ocynapcTBeHHOM KOpropaiuei mo coaeicTBUIO0 pa3paboTKe, TPOU3BOJACTBY
U SKCIOPTY BBICOKOTEXHOJOTUYHON MPOMBINUIEHHON npoaykiuu "Poctex" u B
HeasAX peain3aldyd WHUIMATUBBL  COMUAIbHO-3KOHOMHYECKOTO  Pa3BUTHSA
Poccutickoit @enepanun "[lepcoHanbHbIe MEIUIIMHCKHAE TTOMOIIHUKH' KaXKI0€
MOJIyTOJANE 1O OKOHYAHUS CPOKa JEHCTBUS SKCHEPUMEHTAIBbHOIO MPABOBOTO
pexuMa MpPU HAJIMYUKM COOTBETCTBYIOIIMX MPEITOKEHUNU MO JIOMOJHEHUIO
MEepeYHsi MEAUMLMHCKUAX OpPraHu3aivid TOCYJApCTBEHHOM M YAaCTHOW CHUCTEM
3IpaBOOXpaHEHWs  (majee - TepedeHb MEIUIWHCKUX  OpraHu3aIvii),
MPOU3BOIUTEINICH (u3roroBUTENIEH) YCTPOMCTB, MPOU3BOINTEIICH
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(M3rOTOBUTEJIEH ), pa3pabOTUMKOB CUCTEM MOANIEPKKHA (POPMHUPYIOT U YTBEPKAAIOT
nepeyeHb MEJAWLIUWHCKAX OpTraHW3alMid, NPOU3BOAUTENEH (M3roTOBUTENEH)
YCTPONCTB, TPOU3BOJMUTENCH (M3TOTOBUTENEH), pa3pabOTUUKOB  CHCTEM
MOAACPKKM - YYACTHUKOB  SKCIEPUMEHTAJIBHOTO MPABOBOTO  PeXuMa
JUTSE UX TIPUCOCIMHEHUS K SKCIIEPUMEHTAILHOMY TIPABOBOMY peXuMy (majee -
nepeyeHb). Jlo BHECEHMS MEOUIIMHCKOW OpraHW3aliH, TMPOU3BOIUTEINS
(M3roTOBUTENS) YCTPONCTB, MPOW3BOAUTENS (M3TOTOBUTENS), pa3paboTumka
CUCTEMbl TOJIEPKKH B  COOTBETCTBYIOIIMN  MEPEYEHb  MEIUIIMHCKUX
OpraHu3anuii, MPOU3BOAUTENICH (M3TOTOBHUTENEH) YCTPONCTB, TPOU3BOAUTEIICH
(m3rotoBUTENEH), pa3pabOTINKOB CUCTEM IOMIEPIKKA BHICIINN WCTIOTHUATEITLHBIN
opran cyobsekra Poccuiickoit denepaiiv npoBepsAeT COOTBETCTBHE MEIULIMTHCKOM
OpraHM3aliy, MPOU3BOAUTENA (M3TOTOBUTENSA) YCTPOWCTB, MPOU3BOIUTENA
(m3rotoBUTENs), pa3padoTYMKa  CHCTEMBl  TOIJNCPKKA  TPeOOBAHUSM,
ycTaHoBjeHHbIM pazaenom XIII nactosmei [Iporpammer.

65. IlepeueHb He mo3aHEe 5 pabouux AHEH MOCJE JHSA €r0 YTBEPXKICHUS
BBICIIMM HCIIOJHUTCIIBHBIM opraHoM cyObekta Poccuiickoii ®enepaumnu
HaIpaBJISIETCS BBICIIMM HCIOJHUTEIbHBIM OpraHoM cyOwekTa Poccuiickoi
Odenepalin = B pEryJUpyIOIWA  OpraH Uil  NPUHSATUSA  PELICHUS
O MPUCOEANHEHUN METUIIMHCKUX OPTaHU3alri, TPOU3BOAUTENEH (M3rOTOBUTENEH )
YCTPONCTB, TPOU3BOJMUTENCH (M3TOTOBHUTENEH), pa3pabOTUNKOB  CHCTEM
MOAACPKKHU K SKCIEPUMEHTAIbHOMY ITPABOBOMY PEKUMY .

66. Perymupytommii opran B TeueHue 30 KaJIeHHApHBIX JHEW TMocie
MOCTYIUICHUSI TEPEUHs MPUHUMAET PEIICHHE O MPUCOCIUHEHUH, YACTUUYHOM
MPUCOEAUHEHUN  WIM  HENPUCOCIUHEHUM  MEIUIIMHCKUX  OpraHu3aluu,
MPOM3BOANTENEH (M3rOTOBHUTENEH) YCTPOWCTB, MPOU3BOIUTENICH (M3rOTOBUTENEH ),
pa3padOTUMKOB CHCTEM MOJIEPKKHM K SKCHEPUMEHTAIBHOMY MPaBOBOMY
pEXUMY M B T€UEHHE 5 pabouux IHEW HANpaBIISIET COOTBETCTBYIOIIEE PELICHUE
BBICIIIEMY HCIIOJIHUTEIBHOMY oOpray cyobekta Poccuiickoii ®enepanuu,
oreparopy HH(GOPMAMOHHO MIaT(OPMBI, YIIOTHOMOYEHHOMY OpPTaHy.

67. MequnuHCKass ~ OpraHW3anus, TPOU3BOAMUTENH  (WM3TOTOBUTEID)
YCTPOMCTB,  MPOU3BOAUTEND  (M3TOTOBUTENB),  pPa3pabOTUMK  CHCTEMBI
MOAACPKKH, BHECCHHBbIE B TIEPEUYEHb, BIPABE OTKA3aTbCA OT Yy4aCTHs
B SKCIIEPUMEHTAJIbHOM TNPAaBOBOM pEXKHUME, MOJAaB OOpallleHHEe B MUChbMEHHOU
dbopMe BrICIIIEMY HCTIOJTHUTEILHOMY Oprany cyonsekra Poccutickoit deneparumu.

XV. OcHOBaHUA ¥ CPOKH MPUOCTAHOBJICHUS CTAaTyca CyObEeKTa
3KCIIEPUMEHTAIIBHOTO MPABOBOr0 PEXKUMA

68. Cratyc cyOBEKTa  HSKCIEPUMEHTAJILHOTO  TPABOBOIO  PEXKUMA
MIPUOCTAHABIIMBACTCS B CICTYIOMINX CIydasX:
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a) HETIPpEJCTaBJeHUE CyOBEKTOM  SKCHEPUMEHTAIBHOTO  TPABOBOTO
pexuMa OT4YeTa O ACATEIbHOCTU B paMKax peajau3alluu SKCHEPUMEHTAIbHOIO
MPaBOBOTO pekuMa W (WiM) oTueTra 00 WTOTrax MJCATENHbHOCTH B pamMKax
peanu3aly  SKCHEPUMEHTAJIbHOTO MPABOBOrO PEXHUMA, MPETyCMOTPEHHBIX
HacTosameit [lporpamMMoii, a Takke TPENCTaBICHHE HEMOMHBIX H (WJIH)
HEJIOCTOBEPHBIX CBEIECHWM B oTyeTtax. B 3TOoM caydae craryc cyObekTa
SKCHEPUMEHTAJILHOTO MPABOBOr0 PEXUMA NPUOCTAHABIMBACTCSA 10 MOMEHTA
MpEACTABJICHUS]  OTYeTa O  JEATEJIbHOCTH B paMKax  peau3aluu
OKCIIEPUMEHTAJIbHOTO TPABOBOTO pexuMa © (Wiau) oTrdeta 00 wurorax
NEATEIbHOCTUA B PaMKaxX peaji3alliy SKCIEPUMEHTAIbHOIO MPABOBOT0O PeXUMa
WHHOBAIMI WM NPEICTABICHUSA YTOUHEHHBIX OTYETOB;

0) BBISIBIICHWE HE MEHEE OJHOTO HApYIIEHWS, YKa3aHHOTO B MYyHKTE 72
Hactosmeir  [Iporpammbl,  koTopoe  OBLJIO  JOMYIIEHO  CYOBEKTOM
AKCHEPUMEHTAJILHOTO MPABOBOIO PEXKUMA, B COOTBETCTBUU C MOJMYHKTOM 0"
nyHkTa 2 [lonoxkenus o NpuHATUN MHUHUCTEPCTBOM 3KOHOMUYECKOTO PA3BUTHS
Poccuiickoit ®enepaimu pemieHus O NPUOCTAHOBICHUH WA IPEKPaLCHUA
cTaTtyca CyObeKTa SKCIIEPUMEHTAIIBHOTO MPABOBOTO pekuMa B cepe mudpoBIx
WHHOBAIIMH B AKCIIEPUMEHTAJILHOM MPABOBOM peknMe B cdepe 1mudpoBbIx
WHHOBAIlMi U 00 YyBEIOMJIEHUU CYOBEKTa SKCHEPUMEHTAIBLHOIO IMPABOBOTO
pexnma B cdepe TUPPOBBHIX HWHHOBANWK O NTPUHATHU TaKOTO PEIISHUS,
YTBEPKACHHOro TmocTtaHoBiaeHueM [IpaButensctBa Poccuiickoit ®denepanun
ot 19 Hosa0ps 2020 r. Ne 1888 "OO6 yrtBepxkneHuu llonoxkeHus 0 MPUHATHH
MuHUCTEPCTBOM SKOHOMUYECKOTO pa3Butus Poccuiickoi denepannu pemeHus
0 MIPUOCTAHOBJICHUU W MpEKpaIICHU N craryca cyObekTa
AKCIIEPUMEHTAJIbHOTO TPABOBOTO pPekmMa B cdepe NudpoBBIX HWHHOBAIUAN
B OKCIIEPUMEHTAJIbHOM TPABOBOM pekuMe B cdepe NudpoBbIX WHHOBAIUN
1 00 YBEIOMJICHHHU CyOBEKTa SKCIIEPUMEHTAIFHOTO MPABOBOr0 PexkuMa B cdepe
1uPOBBIX WHHOBAIMIA O TMPWHATHU Takoro pemreHus'. B sTom ciaydae craryc
CyObeKTa 3KCIEPUMEHTAJIbHOTO MPABOBOTO PEXUMA MNPUOCTAHABIIMUBAETCS
0 YCTPAHEHUs BBISBJICHHBIX HAPYLIEHUH CYOBEKTOM 3KCIEPUMEHTATBHOTO
MIPaBOBOI'O PEKUMA,

B) yCTaHOBJIEHHE (PaKTa HECOOTBETCTBUS CYOBEKTa HKCIIEPUMEHTAIHHOTO
MPaBOBOTO pekuMa TpeOOBaHWUAM, YCTAHOBJIEHHBIM dYacThio 1  crTarhu 8
denepanbHOro 3aKoHA. B 3TOM ciydae ctaTtyc CyOBEKTa SKCIIEPUMEHTAIBHOTO
MPAaBOBOTO pEXMMa TMPUOCTAHABJIMBACTCS [JI0 YCTPAHEHUS BBIABICHHBIX
HapylIeHU CyObEeKTOM KCIEPUMEHTAIILHOTO MPABOBOT0 PEXKUMA.
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XVI. OcHoBaHus BO30OHOBJIEHUS CTaTyca CyObeKTa
AKCIEPUMEHTAILHOTO MPABOBOTO PEXKMMA

69. Cratyc cyObekTa SKCHEPUMEHTAJIbBHOTO MPAaBOBOrO  pPEKUMA
BO300HOBJIAETCS MO CIAETYIOIIUM OCHOBAHUSIM:

npeacTaBieHne B MUHUCTEPCTBO SKOHOMUYECKOT0 pa3suTusa Poccuiickoi
Oenepanuu, MuHuCTEpCTBO 3apaBooxpaHeHus Poccuiickoin ®denepaiuu,
a TakkKe B OpPraHM3alUi0 MPEANIPUHUMATEIBCKOTO COOOIIECTBA OTYETA
O JEATENbHOCTHM B paMKax peajln3aludl 3KCIEPUMEHTAIbHOIO MPAaBOBOTO
pexuMa W oTrdyeta 00 WUTOrax [JeATEIbHOCTHM B paMKax peain3aluu
AKCIIEPUMEHTAJILHOTO TIPABOBOTO peknMa B cdepe MudpOBBIX WHHOBAUN WU
YTOYHEHHBIX OTYETOB, COACPIKANMX MOJHYIO W JOCTOBEPHYIO WH(OpPMAIMio o
JEATENHHOCTH B PaAMKaX 3KCIEPUMEHTAIIBHOTO MPABOBOTO PEXUMa (€CIIH CTaTyC
CcyObeKTa SKCINEPUMEHTAJIBLHOIO MPABOBOTO PEKMMA MPUOCTAHABIMBAETCS IO
OCHOBAHMWIO, YKa3aHHOMY B MOAMyHKTE "a" myHkTa 68 Hacrosmei [Iporpammer);

nojydyeHrue MMHHCTEPCTBOM SKOHOMHUUYECKOro pa3BUTHs Poccuiickoit
®deneparuu wHGOPMAIMK OT OpPTraHa TOCYAAPCTBEHHOTO KOHTPOJIS (Ham30pa)
00 ycTpaHEHHH CYOBEKTOM SKCIEPUMEHTAJIBHOTO [MPABOBOTO  pPEKUMA
HapyImeHu# (eciu CTaTyc CyObeKTa SKCIEPUMEHTAIIBHOTO MPaBOBOTO PEKUMa
MPUOCTAHABJIMBAETCS MO OCHOBAHUIO, YKA3aHHOMY B MOANYHKTE "0" myHkTa 68
Hacrosmie [Iporpammer);

nojiyaeHue MMHUCTEPCTBOM SKOHOMHMYECKOro pa3Butusi Poccuiickoit
Geneparuu mHPOpMaIK 00 YCTpaHEHWH CYOBEKTOM HKCIEPUMEHTAIHHOTO
MIPABOBOTO peKMMa HAPYIIEHWH (ecii cTaryc CyOBeKTa SKCIEPUMEHTAIBHOTO
MPaBOBOTO pEKUMAa MPUOCTAHABIMBAETCA IO OCHOBAHUIO, YKA3aHHOMY
B moamyHkTe "B" myHkTa 68 HacTtosmei [Iporpammer).

XVII. OcHoBaHus ¥ CPOKU MPEKPaIIeHU cTaTyca CyobekTa
AKCHEPUMEHTAIIBHOTO MTPABOBOTO PEKUMA B COOTBETCTBUU C YaCThIO 2
cratbu 12 denepaibHOrO 3aKOHA

70. Ctatyc cyObeKkTa SKCIHEPUMEHTAJIbBHOTO MPAaBOBOrO  PEKUMA
MIPEKPAIAETCS MO CIEIYIOUUM OCHOBAHUAM:

a) OCHOBAHUS, yKa3aHHbICe B MyHKTax 1, 2 w mommyHkrax "a" - "B"
myHKkTa 3 yactu 2 ctareu 12 degepanpbHOro 3aKoHa;

0) MOBTOpPHOE HapyIlIeHNe TPeOOBAHMIA, YKa3aHHBIX B MYHKTE 72 HACTOAIICH
[Iporpammbl, B TeueHHE 3 KaJEHIAPHBIX MECSIEB CO JHA COBEPIICHUA
MpeapI AYIIEro HapyuieHusa. PemeHue o0 TmpekpaiieHun craryca cyObekTa

OKCIICPUMCHTAJIbHOI'O IIPABOBOIO PCXKHMa B YKA3dHHOM CJIy4dac IMPUHUMACTCA
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MUHHCTEpCTBOM  3KOHOMHMYECKOro pa3Butuss Poccuiickoit  Denepanuu
B TeueHue S5 pabouux JHEH CO JHS, CJEAYIONIEro 3a JHEM TMOJy4eHUs
nHdopmarmu o hakTe HAPYIICHHS.

71. IlpekpailieHne cTaryca SKCIEPUMEHTAIBHOTO MPABOBOTO PEXHUMa
OCYILIECTBJISIETCA B CPOKU, YyCTaHOBJIEHHbie B I[loj0K€HUHM O TPUHATHU
MuHUCTEPCTBOM SKOHOMUYECKOTO pa3Butus Poccuiickoin Denepanuu pemeHus
0 MPUOCTAHOBJIEHUU 7M1 MPEKpaEHU N craryca cyObekTa
AKCIIEPUMEHTAJIPHOTO TPABOBOTO pekuMa B cdepe Nu(pPOBHIX WHHOBAIUAN
B OKCIIEPUMEHTAJIbHOM TPABOBOM pexkuMe B cdepe Nu(poBHIX WHHOBAIUN
1 00 YBEOMJICHHHU CyOBEKTa SKCIIEPUMEHTAILHOIO MPABOBOTO peXkuMa B cepe
mU(POBRIX WHHOBAIMKA O TPUHATAW TAKOTO PEIICHUSA, YTBEPKICHHOM
noctaHoBieHueM [IpaButensctBa Poccuiickoii ®enepanuu ot 19 HoAOps
2020 r. Ne 1888 "OO6 ytBepxkaeHuu [lomoxeHuss o npuHATUU MHUHUCTEPCTBOM
SKOHOMHUYECKOIO Ppa3BUTHA Poccwuiickoii Oenepaunn peLienus
0 MPUOCTAHOBJIEHUU 7M1 MPEKpaEHU N craryca cyObekTa
SKCICPUMCHTAJIFHOTO TMPABOBOTO pekuMa B cdepe mudpoBbIX HWHHOBAIUN
B OKCIIEPUMEHTAJIbHOM TPABOBOM pekuMe B cdepe Nu(poBHIX WHHOBAIUN
1 00 YBEIOMJICHHH CyOBEKTa SKCIIEPUMEHTAIFHOTO IPABOBOro pexkuMa B cepe
1U(POBBIX UHHOBAIUH O PUHATHAN TAKOTO PEIICHHS .

XVIII. Kputepuun HapyieHus MOJIOKEHUH HacTosmel [ [porpaMmmbl

72. Kputepusimu HapymieHus (3a HCKIIOYEHUEM TpyOOro HapyIICHW)
MOJIOKEHW HacTosmie [IporpaMmbl SBASIOTCS NPUYMHEHUE BpeAa KU3HU,
3I0POBBIO UEJIOBEKA, YTE€UYKA MEPCOHAJIBHBIX JAHHBIX W (W) WH(POpPMAIAN
OTPAaHUYEHHOTO JOCTYIA BCJIEACTBUE HECOOMOaAeH s TpeboBanuii pasaenos 111,
VIIL, IX - X1, XXVI u XXVII Hactosmmeit [IporpamMmmer.

XIX. Kputepuit rpy06oro HapyiieHus M0JI0XKEHU HacTosmiel [Iporpammbl

73. Kputepuem  rpy0oOro  HapylmieHUsT  MOJOKEHUH  HacTosuen
[TporpamMmebl SBASETCA HapyUIEHUE 00SA3aTENbHBIX VIS BBHIOJHEHUSA CYOBEKTOM
AKCHEPUMEHTAJILHOIO MPABOBOTO pEXKUMa HOPM, YKa3aHHBIX B pazzene [X
Hacrtosen [IporpaMmel, eciivd Takoe HAPYIIEHUE MPUBEJIO K CMEPTHU YEJIOBEKaA.

74.B cnyyae TOpPUYMHEHUS CMEPTH YEJIOBEKY TMPUMEHSIOTCS MEPbI
IPaKIAHCKO-IIPABOBOM, YrOJOBHOM W  HWHBIX BUJOB OTBETCTBEHHOCTHU
B COOTBETCTBHUH C 3aKOHOAATENIbCTBOM Poccuiickoit denepanuu.
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XX. OcHOBaHUS U CPOKHM MPUOCTAHOBJICHUS ACHCTBUA SKCIIEPUMEHTAILHOTO
MPaBOBOTO PEKUMa B COOTBETCTBHUU € YacThio 1 cTtaTem 16
denepanbHOro 3aKOHA

75. JleiicTBHE 3KCHEPUMEHTAIBHOTO MPaBOBOTO pexuMa
MPUOCTAHABJIUBAETCA MO OCHOBAHMAM, MPEAYCMOTPEHHBIM NyHKTamMu 1 u 2
yactu 1 crateu 16 @enepanbHOTO 3aKOHA.

76. CpoK TPUOCTAHOBJICHUS JNEHUCTBUS 3KCIEPUMEHTAIBHOTO MPABOBOTO
peXuMa  YCTAaHABJIMBAETCS B  COOTBETCTBUM ¢ nyHKTOM 6  IlpaBun
MIPUOCTAHOBJICHUS NEUCTBUS SKCIIEPUMEHTAILHOTO TIPABOBOTO pexkuMa B cepe
mU(POBBIX WHHOBAIMH, TPEKPAMCHUS JEHCTBHS  SKCIEPUMEHTAIBHOTO
MPaBOBOro pexnma B cdepe MudpoBbIX WHHOBAIMEN, YBEAOMIIEHUS CyOBeKTa
AKCIIEPUMEHTAJIbHOTO TMPABOBOTO pekuMa B cdepe Tu@pOBHIX WHHOBAIWAN
WM CYyOBEKTOB SKCIEPUMEHTATEHOTO TIPABOBOTO pexuMa B cdepe mudpoBBIX
WHHOBAIlMi O  TMPUOCTAHOBJIICHUM  WJIM  NPEKpPallEHUH  JCHCTBUSA
AKCIIEPUMEHTAJIPHOTO TPABOBOTO pexkuMa B cdepe IudPOBBIX WHHOBAIWMA,
YTBEPKACHHBIX TMocTaHoBJIeHUEM [IpaBurenscTtBa Poccuiickoit ®denepanun
ot 15 nexabps 2020 r. Ne 2116 "OO0 yrBepxknenuu IIpaBun npuocTaHOBICHUS
NEHCTBUA OSKCIEPUMEHTAILHOTO TMPAaBOBOTO pexkuMa B cdepe mmdpoBbIX
WHHOBAIMH, TPEKPaALIEHUS IEUCTBUSA SKCIEPUMEHTAIBHOTO MPABOBOTO PEXKUMA
B cepe nmndppoBEIX WHHOBAIWMA, YBETOMIICHHS CYyOBEKTa SKCIIEPUMEHTATLHOTO
MpaBoOBOro pexkmMa B chepe MMAGPOBHIX WHHOBAMKA WM CYOBEKTOB
SKCIIEPUMEHTAJIbHOTO TPABOBOTO pekuMa B cdepe u@pOBHIX WHHOBAIUAN
O TPUOCTAHOBJIEHUU WJIM TPEKPAIECHUH JEHUCTBUS SKCIEPUMEHTAIBHOTO
MIPaBOBOTO peknuMa B cepe mmudpoBsIx HHHOBAIH" .

XXI. OcHOBaHUA TOCPOUYHOIO MPEKpaIIeHUs JeHCTBUS SKCIEPUMEHTAIBHOTO
MPaBOBOTO PeKUMa B COOTBETCTBHUH € YacThiO 2 cTaThu 17
denepanbHOroO 3aKOHA

77. IeWCTBHE SKCIIEPUMEHTAJIBHOIO IPABOBOT0 PEKUMa JOCPOUYHO
MPEKPAIAETCS MO OCHOBAHUSAM, YKAa3aHHbIM B MyHKTe 1, a03amax mepBoM -
YeTBepTOM MojanyHkra "a", moanmyHkre "O" myHkTta 2 wactu 2 cratbu 17
denepanbHOro 3aKOHA.

XXII. TTopsimok MCOIb30BaHUS POAYKIIUM, ITPOU3BEICHHOM U allpoOHpyemMoit
B YCIIOBHSIX SKCIIEPUMEHTAIFHOTO MPABOBOTO PeXMMa (TIOPSAIOK MCIIOTb30BAHMS
1r(poBOit THHOBAITHH )

78. Ilopsiaox HCITOJIb30BAHHUSA NPOAYKIIHAH, MPOU3BEIECHHOU
U anpoOMpyeMoll B YCIOBHUSX HKCIEPUMEHTAIBHOTO TMPABOBOTO PEXUMA,
Hactosen [ [porpaMmMoil HE yCTaHaBIMBAETCS.



ZT7

XXIII. ®enepanpHblii OpraH UCHOJHUTEIBHOW BJIACTH,
OCYIIECTBIISIONTNI (DYHKITAN IO BRIPAOOTKE TOCYMaPCTBEHHON MOJIUTHKH
Y HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBAHUIO 110 HATTPABJICHUIO
3KCIEPUMEHTAIIBHOTO MPABOBOr0 PEXKUMA

79. ®enepanbHBIM OPraHOM WCHOJIHATETFHOM BIIACTH, OCYIIECTBIISIONIAM
¢yaknur 1O BBIPAOOTKE TOCYNApCTBEHHON TOJUTHKH W HOPMATUBHO-
MIPAaBOBOMY  PETYJIMPOBAHHWIO IO  HAMpPABJICHWIO  OKCIEPUMEHTAIHLHOTO
MPABOBOTO pexuMa, sBisieTcss MuHHCTEpCTBO 3apaBooxpanenus Poccuiickoit
denepanum.

XXIV. Opranbl, 0CyIIECTBIISIONTNE KOHTPOIbHBIC (HaA30pHbBIE) (DyHKIUN
B paMKax SKCIMEPUMEHTATBHOTO MPABOBOTO PEXKMMA, a TAKKE YKa3aHUE
Ha TIOPAJIOK OCYIIIECTBICHUS dTUX (DYHKIIHI, B TOM YHCJI€ HA TTOPSII0K

OpraHu3alluy U MPOBEICHUS POBEPOK COOJIIOICHHS TTOJIOKEHUMA
Hactosmen [ IporpamMmmel

80. KonTponbabie (Hag30pHbIE) (PYHKIMH B paMKaX 3KCIEPUMEHTAIBHOTO
MPABOBOTO PEKHMMA, B TOM 4YHCIIe (DYHKIIMWA MO OPTraHU3AN W MPOBEIACHUIO
MTPOBEPOK COOITIOICHUS TTOIOKEHUI HacTosmIeH [[porpaMMebl, OCyIIECTBIIAIOTCS:

a) ®enepanpHOi ciy>k00#1 MO HAM30py B cpepe 3apaBOOXPAHCHHS, B TOM
yyuciie B 00macTh oOpamieHuss YCTPOHCTB Kak MEIUIIMHCKUAX —H3JEIHM,
MOAKIIOYaeMBbIX K wmH(pOpManmmoHHOW  mIaTdopme, METUITTHCKAM
WH()OPMAITMOHHBIM CHCTEMaM, MEIWIIMHCKOTO TPOTrpaMMHOTO 0oOecTedeHus
B TIOPAJAKE, YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoin deneparuu
U npeaycMoTpeHHoM DenepanbHbiM 3aKOHOM "O TrocyJ1apCTBEHHOM KOHTPOJIE
(Ham3o0pe) M MyHUITATIAIFHOM KOHTposie B Poccuiickoit deneparun’;

0) ®enepanbHoil cmyxOoii  Oe3omacHoctn  Poccmiickoit  depepanumn
nu @enepanbHON CIYKO0M MO TEXHHUYECKOMY M HSKCHOPTHOMY KOHTPOJIIO
32 JIEATEIIbHOCThIO CYOBEKTOB SKCHEPUMEHTAILHOTO IPABOBOTO pEXKUMa, B
YaCTU KOHTPOJIS 3a BBIMOJHEHWEM OPTAaHU3AIMOHHBIX W TEXHUYECKUX MeEp
no oOecneyeHur0 OEe30MacHOCTH MEPCOHAIbHBIX JIAHHBIX MPU UX 00paboTke
B HMH(POPMAIMOHHBIX CHUCTEMAX NEPCOHAIBHBIX MTAHHBIX, MO OOECIECYCHHIO
nH(}OPMAITMOHHON 0€30MaCHOCTH M 3aIUTH WH(OPMAIINH, B TOM YUCJIE B YaCTH
WCIIOJIb30BAHUS HMHHUIIMATOPOM  HKCIIEPUMEHTAJIBHOTO MPABOBOTO  pPEeXUMa
U omepatopoM HH(POPMAITMOHHOH TUTaT(OPMBI MOAYJIEH 3aIUATH U TPUMEHEHUS
METOJIOB 3amuThl WHGOPMAUK HA OCHOBE MOJACIHA HAPYIIUTENS WM MOJACIN
yrpo3 OeszomacHocTH wHpoOpMammu B EamHOM  1HM(pPOBOM  KOHTYpE
3IPaBOOXPAHEHUS IS MOCIEAYIOMEro BpIOOpa CPEACTB 3aUThl HH(POPMAITUH,
CTaHJAPTH3AMK TP BHEAPEHUW IMGPOBONM WHHOBAIMM B TOCTOSHHYIO
OKCIUTyaTallMI0 W B YaCcTH TIOJIYYCHHS aTTecTtara COOTBETCTBHS TIOCIE



28

3aBEPIICHUSA  JIKCIIEPUMEHTAJIbHOTO  TMPABOBOTO  peXWMa B TOPSIKE,
YCTAaHOBJIECHHOM mnocTaHoBJieHWeM [IpaButenscrBa Poccuiickoit ®enepanumn
ot 30 centsa0ps 2021 r. No 1657 "OO6 ytBepxknenun [lpaBusi OCyIleCTBICHUS
(denepaTbHBIM OpPTraHOM MCTHOJIHATEIFHOM BIACTH, YITOJTHOMOYEHHBIM B 00J1aCTH
obecrnieueHuss Oe3omacHOCTH, W (eaepaabHBIM OpPraHOM HCIOJIHUTEILHON
BJIACTH, YIOJIHOMOUYCHHBIM B O0NacTH TPOTHBOJCUCTBHUS TEXHUUIECCKUM
pa3BenKaM W TEXHWYECKOW 3amuThl WH(pOpMANWWA, KOHTPOJS W HaAA30pa
32 BBINIOJIJHEHWEM  OpraHaMH,  OpPraHW3ANMSAMH,  WHIWBHYATTbHBIMU
MPEANPUHAMATEIAMH ¥ HOTApHYCaMHM, YKa3aHHBIME B wacti 18 crarem 14’
denepanpHoro 3akona "OO wuHoOpManmu, WHGOPMAIMOHHBIX TEXHOJIOTHIX
u o 3amure wHGOpMANWH', OPraHU3AIMOHHBIX W TEXHUYECKAX Mep
no oOecneyeHuto 0e30MaCHOCTH MEPCOHAIBHBIX JAHHBIX U MCIOJIb30BAHUEM
CpeACTB 3amuThl WHGOPMAIMK, YKa3aHHBIX B wactu 18’ cratem 14
®enepanpHoro 3akoHa "OO wHpopManuu, WHOOPMAIMOHHBIX TEXHOJOTHIX
1 0 3ammre nHopmarun';

B) @enepanbHOil cmyx060i Mo HaA30py B cepe cBs3u, MHPOPMAITMOHHBIX
TEXHOJIOTMA W MaCCOBBIX KOMMYHUKAIMA 3a JESITEIBHOCTHIO CyOBEKTOB
AKCHEPUMEHTAJILHOIO IMPABOBOIO pexXuMMa MO 00paboTKe NEePCOHATbHBIX
JAHHBIX, B TOM YWCJIE TIOJyUYEHHBIX B PE3yJIbTare 00€3MMUUBAHUS, HA TIPESIMET
coOMoOACHUsI MOpsAaKa ¢ YCJIOBHM 00paOOTKM TEPCOHAIBHBIX JIAHHBIX,
YCTAHOBJICHHBIX 3aKOHOAATEIbCTBOM Poccuiickoit ®enepauuu, B TMOPSIKE,
npeaycmoTpeHHoM [lomoxkeHneM o deepaibHOM TOCYIapCTBEHHOM KOHTPOJIC
(mam3ope) 3a 00pabOTKOW  MEepPCOHANBHBIX  JIAHHBIX, YTBEPKICHHOM
noctaHoBjeHueM [IpasutensctBa Poccuiickoit @enepanuu ot 29 uronsa 2021 r.
Ne 1046 "O ¢enepanpHoM rocynapcTBEHHOM KOHTPOJIE (HAA30pe) 3a 00paboTKOM
MEPCOHAIBHBIX TAHHBIX .

81. IIpoBenenue KOHTPOJIbHBIX (HaI30PHBIX ) MEpOTPUATHIA
B BHJE BBIC3THBIX, IUTAHOBBIX, BHEIJIAHOBBIX MPOBEPOK B OTHOIICHUU
CyOBEKTOB 3KCIEPUMEHTAILHOTO MPABOBOTO PEXUMA HA MPEAMET COOJIIOICHUS
o0s13aTeNbHbIX ~ TPEOOBAaHUM, YCTAHOBJICHHBIX OOIIMM  PEryJMpPOBAHUEM
u Hactosmen [Iporpammoit, momxHO ocymiecTBiaAThes B 2023 roamy, nanee -
C IEPUOANYHOCTHIO 1 pa3 B roj.

XXV. TpeboBanus k oneHke 3((HEKTHBHOCTH U PE3YIbTATHBHOCTH
SKCIEPUMEHTAIIFHOTO MPABOBOTO PEKMMA, B TOM YHCJIC TTOKA3aTeIIH,
B COOTBETCTBUM C KOTOPBIMH MPOBOJUTCSA YKa3aHHAS OIIEHKA

82. Omnenka 3>(ppeKTUBHOCTH W PE3yIbTATUBHOCTH SKCIEPUMEHTAILHOTO
MPaBOBOIO  pEeXUMa  OCYIIECTBISIETCS B paMKax  MOHUTOPUHIA
SKCHEPUMEHTAJILHOTO MPABOBOT0 PEXKUMA.
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83.B xoJe MOHHMTOpPUHIa HKCHEPUMEHTAJIBHOIO TMPABOBOTO PpPEKUMA
OLICHUBAETCS COOTBETCTBUE JCATEIBHOCTU CYOBEKTa H3KCIEPUMEHTAIBHOIO
MIPABOBOTO peKMMa TMOKazaTesiM  d(PPEeKTUBHOCTH W PE3yIbTATHBHOCTH,
YCTAHOBJIEHHBIM HacTosmen [Iporpammoii.

84. OueHKa COOTBETCTBUA JEATEIBHOCTH CYOBEKTOB 3KCIIEPUMEHTAIbHOTO
MPABOBOTO pEKMMa TOKazaTesiM  3((EKTUBHOCTH U PE3yJIbTaTUBHOCTH
SKCHEPUMEHTAJILHOTO MPABOBOTO  PEKMMA, YCTAHOBJICHHBIM  HACTOAIIEH
[Tporpammoii, OCYIIECTBJAETCS HAa OCHOBAaHWUM TMOCTYNUBIIMX B TOPSIKE,
yCTaHOBJIECHHOM IIpaBuiamMyu MOHMTOpPUHIA S3KCHEPUMEHTAIBHOTO IPABOBOIO
pexuma B chepe 1mMGPOBBIX HMHHOBAIWM, ONEGHKH A(PdeKTUBHOCTH
U PE3yJIbTAaTUBHOCTH PEAIM3ALNU SKCHEPUMEHTAILHOIO IPABOBOTO PEXKUMA
B chepe mudPOBEIX HMHHOBAIWM, OOIIECTBEHHOrO OOCYXICHUS BOIPOCOB
3 (PEeKTUBHOCTH ® PE3yJbTATUBHOCTH pPEAM3aIlMU  SKCIEPUMEHTAIEHOTO
MpaBOBOro pexumMa B cdepe MUGPOBBIX HWHHOBAIMKN, YTBEPKICHHBIMU
noctranoByienneM IIpaButenbctBa Poccuiickoit @enepauuu ot 3 nexadps 2020 r.
No 2011 "O6 yrBepxkacHun IlpaBua MOHHTOPUHTA SKCICPUMCHTAIBHOTO
MPaBOBOrO pekuMma B cdepe nmudpoBbIX WHHOBANMKA, ONEHKHA 3(PPEKTUBHOCTH
U PE3yJIbTAaTUBHOCTH pPEATM3ALMNKN SKCIEPUMEHTAIBHOTO MPABOBOTO pPeXUMa
B cdepe mudPOBBIX HHHOBAIMMA, OOIIECTBEHHOrO OOCYKISHHS BOIPOCOB
3 (PEeKTUBHOCTH ® PE3yJIBTATUBHOCTH pPEAM3AIMU  SKCIEPUMEHTAILHOTO
IIPaBOBOro pexuMma B cdepe 1mudpoBEIX HMHHOBAIUKA"', OTYETOB 00 HTOrax
NEATEIbHOCTUA B PaMKaxX peaji3alliy SKCIEPUMEHTAILHOTO MPABOBOT0O PeXUMa
B c(hepe 1 poBBIX MHHOBAITUH.

85. Ilokazarenun s pexTuBHOCTH u PEe3yJIbTaTUBHOCTH
AKCHEPUMEHTAJILHOTO MPABOBOT0 PEKUMA U UX MJIAHOBBIE 3HAUCHUS TTPUBEICHbI
B npujioxkeHuu Ne 3.

XXVI. Crioco6s1 nHGOPpMHUPOBAHUSA CYOBEKTOM SKCIEPUMEHTATLHOTO
MPABOBOI0 PEKUMA JIUL, BBIPAKAIOIINX HAMEPEHUE BCTYNUTh C HUM
B MPAaBOOTHOIIEHHUS B PAMKAX 3KCIEPUMEHTAIIBHOTO NPABOBOTO PEKUMA,
0 HAJIMYMU U COJICPIKAHUU SKCIEPUMEHTAIIBHOTO MPABOBOI0 PEKUMA, B TOM
yycie 00 OTIMYUAX CHENUATIbHOTO PEryJIUPOBAHUS, IPEAYCMOTPEHHOTO
Hactosmeln [IporpaMMoit 1 mouieKamero NPUMEHEHUIO K YKa3aHHBIM
MPABOOTHOIIEHUSIM, OT OOIIIETO PEeryJIUpOBaHUs

86. UndopmupoBanne CyOBEKTOM OSKCIEPUMEHTAJTLHOTO IPABOBOTO
peX)uMa JIUIl, BHIPAXKAIOIINX HAMEPEHUE BCTYMUTh C HUM B MPABOOTHOIICHUS
B paMKaX 3KCIEPUMEHTAJIbHOIO MPABOBOT0 PEKUMA, O HATMYHUKU U COJAEPKAHUU
AKCHEPUMEHTAJILHOTO TPAaBOBOTO PEXUMa, B TOM YHCiIEe 00 OTJIMYUAX
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CIELUAJIBHOTO PETYJIMPOBAHUS, MPEAYCMOTPEHHOro Hactosmei [Iporpammoit
U [OJUIeKAlIero  MPUMEHEHUI0O K  YKa3aHHBIM  MPABOOTHOIICHUSIM,
oT OOIIEro peryJvupoBaHus, OCYIIECTBJISAETCS MOCPEACTBOM pPa3MEMICHUS
COOTBETCTBYIOMEH HHMOPMAITIH:

Ha OQUIMAIBPHOM caliTe CyOBeKTa SKCHEPUMEHTAIBHOTO TPaBOBOTO
pexuMa B HH(OPMAITMOHHO-TEJICKOMMYHHMKAIMOHHON ceTH "MHTEepHET";

B MEJIUIIMHCKOW OpraHu3anuy Ha WHPOPMAITMOHHOM CTEHJIC.

XXVII. Heo0xoauMoCTh AOMOTHUTEIBHOIO Oy OJIMKOBAHUS CyObEKTOM
SKCIIEPUMEHTAIbHOTO MPABOBOTO PEXKMUMa B CPEACTBAX MAacCOBOI mHMOpMam
1 pa3MeIIeHus B MHGOPMAIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTtn "MHTepHeT"

nHdopmarmu 00 YCTAaHOBJIEHUHU U O COACPKaHUU SKCTIEPUMEHTAILHOTO
MPaBOBOTO PEKUMA, B TOM YHCJIE 00 OTIIMUMAX CIEIMAILHOTO PETYJIUPOBAHUA,

MpeyCMOTPEeHHOTO HacTosIel [IporpaMmmoii, oT 001Iero peryimpoBaHus,

a Tak)Ke HAHECEHUS COOTBETCTBYIONIEH MH(POPMAIIMK HA TOBAPHI,
MPOU3BOIMMBIE B PaMKaX AKCIIEPUMEHTAILHOTO ITPABOBOTO PEKUMA,
pa3MeIeHHS Takoi HH(GOPMAIUHY ITepeT Bbe3aaMu (IPoXoaaMu)

Ha TEPPUTOPHUIO AEHCTBHUS IKCIIEPUMEHTAILHOTO TIPABOBOTO PEKUMa, TIepe/T
BXOJIaMH B MIOMEIIEHHU I, B KOTOPHIX BBITIOJHSIOTCS PA0OTHI, OKa3bIBAIOTCSA
YCJIYTY B paMKaxX YKa3aHHOTO SKCIEPUMEHTAJILHOIO MPABOBOTO PEXKMUMA

87. CyOBbeKThl SKCIIEPUMEHTAJILHOTO MPABOBOTO PEKKMMA, OKA3bIBAIOIINE
YCIIYTM B PaMKaX SKCIEPUMEHTAJIBHOTO MPABOBOIO PEKUMA, yCTAHABJIMBAIOT
nH(OPMAITMOHHBIE BBIBECKHA, CTEHIBI C yUE€TOM BUIUMOCTH W JOCTYIHOCTH
nHdopmarmm 00  yCTpoOiCTBaX HA  TEPPUTOPHUAX  COOTBETCTBYIOIIMX
OpraHu3aluu.

88. HeoOxoauMocTh  JOMOJMHUTENIBHOTO — OMYyOJIMKOBAHUS  CYOBEKTOM
AKCIIEPUMEHTAIBHOTO MPABOBOTO PEXKMMa B CPEJACTBAX MACCOBOM WH(pOpMaIUN
1 pa3MeIIeHus B MH(POPMAIMOHHO-TEICKOMMYHHKAITMOHHOK cetn "MHTepHeT"
uHopmarmm 00 YCTAHOBJICHMHM ¥ O COJEPKAHUHM OSKCIEPUMEHTAIHLHOTO
MIPABOBOTO pEeXMMa, a Takke pa3MenieHus WHGOpMAuu Ha TEPPUTOPUIX
JNEUCTBUS  SKCHEPUMEHTAJILHOTO TPABOBOrO PEXUMa, MPEIyCMOTPEHHBIX
nmyHKTOM 34 HacTosmiei [IporpaMMbl, He YCTaHABJIMBAETCS.

XXVIII. IleppoandHOCTh MPEACTABICHUA CBEACHUMN 1A LEJIEH MPOBEICHUS
MOHUTOPHHTA SKCIIEPUMEHTAIBHOTO TTPABOBOT0O PEXUMa, OLIEHKH
3((EeKTUBHOCTH U Pe3yIbTaTUBHOCTH peaT3aivuu
3KCMEPUMEHTAIBHOTO MPABOBOTO PeKUMa

89. OTuer 0 NeATEeNIbHOCTH B pAMKax peaiM3alllui 3KCIEPUMEHTAIbHOTO
MPAaBOBOr0 PEXKUMA, COAECPKAIIAM CBEACHHUSA JUI LEIEeW TPOBEACHUS
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MOHUTOPUHTA 3KCIEPUMEHTAITBHOTO MPaBOBOTO pexumMa, OILICHKH
3(pPEKTHBHOCTH U  PE3yJbTaTUBHOCTH pPEau3alldd  SKCICPUMEHTATBHOIO
MPaBOBOTO PE&XKUMa MPEACTABIACTCA CyObeKTaMH OSKCIEPUMEHTAIbHOTO
MPAaBOBOTO  peXKMMAa C NEPUOAWYHOCTBIO OJMH pa3 B MOJTOJQ,
HE MO3JHEE MOCeNHero paboyero HS KaJeHJApHOTrO MecsIa, CJIEAYIOIIEro
3a OTYETHBIM MOJIYTOJUEM.

XXIX. Topanok u ycaoBust 00€3IMUMBAHUA U MOCTEAYIOIEd 00paboTKu
CyOBEKTOM IKCIIEPUMEHTATIFHOTO TIPABOBOT0 PEKUMA MEPCOHATBHBIX JAaHHBIX
MIPY YCIIOBUH 0053aTETFHOTO 00€3TMUNBAHMS TIEPCOHANBHBIX JAHHBIX, €CITN
AKCIIEPHUMEHTAJIbHBIM MPABOBOM PEXXUM TMpeaycMaTpuBaeT 00paboTKy
CyOBEKTOM SKCITEPUMEHTATIHHOTO MPABOBOTO PEKUMA MIEPCOHATIBHBIX JAHHBIX,
MOJIYYCHHBIX B PE3yJIbTaTe 00€3MMUNBAHMS, C YIETOM TPEOOBAHMIA,
npeaycMOTpeHHbIX myHKToM 13" wactn 5 crarsu 10 PenepanbHOro 3akoHa

90.B wunadpopMammoHHyr0 mIaTGopMy TOCTymarloT 0O0e3TMYeHHBIC
MEPCOHAIBHBIE JTAHHBIC, KOTOPHIE NPHUBA3BIBAIOTCA K HWACHTU(PUKAIMOHHOMY
HOMEpY MalMeHTa.

91. OGe3nuuuBanue MEPCOHAJIBHBIX JTAHHBIX OCYIIECTBIIIETCA
MEIUIMHCKUMH OpPraHU3alusMU B COOTBETCTBUU C TPEOOBAHUIMU U METOAAMU
1o 00€3TMINBAHUIO MEePCOHATBHBIX JAHHBIX, YCTAHOBJICHHBIMHU
YIOJIHOMOUYEHHBIM OPTaHOM IO 3aIIUTE MPaB CyOBbEKTOB NEPCOHAIBHBIX JAHHBIX
u OenepanbHbiM 3aKOHOM 'O MEPCOHAJIBHBIX JAHHBIX .

92. MeIMIIMHCKUMM  OpraHM3aldsIMU B  MOpOILECCE  OO0E3TUUMBAHMS
MEPCOHAIBHBIX  JAHHBIX TMPUMEHSETCA METOJ W3MEHEHUsA CEMAHTHKH,
YCTAHOBJICHHbIH ~ TpeOOBaHMSAIMU U  METOAAMU MO  OOE3JIMYKMBAHUIO
MEPCOHAIBHBIX JAHHBIX, KOTOPbIE YCTAHOBJIEHBl YMOJHOMOYEHHBIM OpPraHOM
MO0 3alMTe MpaB CYOBEKTOB TMEPCOHAJBHBIX JIAHHBIX, B COOTBETCTBUU
¢ ®enepasibHbIM 3aKOHOM "O MEPCOHATBHBIX TAHHBIX .

93.Ilepenaya TEPCOHAIBHBIX  JAHHBIX, TMOJYYEHHBIX CyOBEKTOM
AKCHEPUMEHTAJILHOTO MPABOBOI0 PEXXMMA B pe3yJbTare 00e3IMUUBAHUS, UHBIM
JulaM, HE SBISAIOMMMCA CyObEKTaMH SKCHEPUMEHTAJIBLHOIO IMPaBOBOIO
peXKrMa, 3anpereHa.

94. Coop u mocnenyromas o0padoTka MEPCOHATbHBIX IJAHHBIX, B TOM
YUCIE TIOJYUSHHBIX CYOBEKTaMH SKCHEPUMEHTAIEHOTO TPABOBOTO PEXKUMA
B pe3yJibTare 00e3IMUUBAHUS, C UCTIOJIb30BAHUEM 0a3 TAHHBIX, PACTIONOKEHHBIX
3a npeaenamu Poccuiickoin Denepanuu, 3anpeiieHsl.
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95.B cnyyae mnpekpaiieHus cTaTyca CyObeKTa HKCHEPUMEHTAJIbHOIO
MPAaBOBOTO PEXUMa TOJYUYCHHBIE B pe3yJibTaTe O00E3MWUMBAHUSA CyOBEKTOM
SKCIEPMMEHTAJIbHOTO MPaBOBOT0 PEXMMa IMEPCOHAIbHBIC JAaHHBIE ITOJJICKAT
YHUUTOKEHUIO.




[MTPUJIOKEHHME Ne 1

K [Iporpamme 3KkCEpUMEHTAIBHOTO
MPaBOBOTO peknMa B chepe nudpoBbIx
VHHOBALWAN 110 HAIPABJIEHUIO MEIULUHCKON
NEATEJIbHOCTU C MPUMEHEHUEM TEXHOJIOTUi coopa
1 00pabOTKM CBEJEHUM O COCTOSTHUU 3I0POBbA
Y TUArHo30B FPak/JaH B OTHOIIICHUH peaiu3aliuu
WHUIIMATUBBI COIUATIbHO-3KOHOMUYECKOTO
pasButus Poccuiickoit Oenepanun
"TlepcoHanbHBIC MEIUITUHCKUE TTOMOITHUKA "

(bopma)
JIEKJIAPALIMSA O BE3OITACHOCTU

YCTPOHCTBA MEePCOHAIBLHBIX MeINIUHCKHX MOMOIIHUKOB (WU CUCTEMbI
MoJAePKKH MPUHATUS BPaueOHbIX PelIeHuii/IporpaMMHOro odecreueHus)

(HOTHOE HAMMEHOBAHUC FOPHINICCKOTO JIHIA, (DAMULTHA, UM, OTYECTBO (TPH HATHYIUI)
MHINBUAYATbHOTO MPEITPHUHUMATES)

aJIpeC OPUANYECKOTO JINIA, UHAUBAAYAJTbHOTO MPEANPUHUMATEIIS
B IIPEAEJIaxX MECTA HAXOXKICHUSA FOPUIAYECKOTO JIUIA, UHIUBUAYAJTBHOTO
MPETPUHUMATE]IS
OI'PH:

TenedoH:
aJIpEC BJIEKTPOHHOM TTOYTHI:

B JINIIC:
((paMmrws, M4, OTHCCTBO (TPY HANHYHMN), JOLKHOCTH JTUIIA, IMCIOMIETO MPABO 0C3 TOBCPECHHOCTH ACHCTBOBATH
OT UMCHHU IOPUAWICCKOTO JTUIa, HHOIUBUIY AJTbHOTO Hpe,I[HpI/IHI/IMaTeJ'I}I)

3aSBJISIET, YTO CIEAYIOIEe YCTPOWUCTBO TEPCOHAIBHBIX  MEIMIIMHCKUX
noMomHukoB (wm wHpopmanuonHas cuctema (matdopma) "llepconanbabie
METUITUHCKHUE TIOMOIITHUKH"):

Wudopmamms
N 00 aHATIOTHYHOM
WneHTn(puKannoHHbIIT N
YCTPOICTEE,
HOMED B Bug no Knacc pucka no
o . N HMCIOIIEM
HH()OPMALMOHHON | HOMEHKJIATYPHOM | HOMCHKJIATYPHOI
Kommepueckoe PETHCTPALHOHHOE
Hasnauenme | cucteme (miargopme) | KiacCH(UKALUMH | KIACCH(PUKALAU
HAUMCHOBAHUC i YAOCTOBEPCHHE
TlepcoransHBIC MEIUIUHCKUX MEIUIIUHCKUX
. . Poc3npasranzopa
MEIULIUTHCKUE u3aeIun u3ACIun
" AT MOATBECPIKACHUA
IIOMOIITHUKH
pe3yIbTaToB
H3MEPEHUit
1 2 3 4 5 6




1. YcTpoiicTBO OCHAIIIEHO aBTOMATU3UPOBAHHOW CUCTEMOW yMNpaBJICHUS,
KOTOpAas:

OCYIIECTBIISIET ~ KOHTPOJIb  WH(OPMAIMOHHOTO  B3aUMOJCHCTBHSI,
0e30macHO W TPENCKa3yeMO B3aMMOJIEHCTBYET ¢ MH(GOPMAIMOHHONW CHCTEMOWM
(mmaropmoii) "llepcoHarmpHBIE  MEOWIIMHCKAE TMOMOINMHWKH"' — (mamee -
uHdopmarmonHas miatdopma);

Oe3omacHeIM  00pa3oM pearupyeT Ha TMOJb30BATENIbCKUE OIIMOKU
MOJTb30BATEISI, MAIMEHTA, JOITYyCKaeMble TIPH MUCTIOJIb30BAHNH,

uMeeT BO3MOIKHOCTb JTMATHOCTUPOBAHUS HEUCITPABHOCTEH
aBTOMATHU3UPOBAHHOW CHCTEMBI YIIPABJICHUS HA JTFOOOM 3Tarle SKCILTyaTalluH,

oOMeHHMBaeTCsI ¢ CyObEeKTaMHM H YyYaCTHUKAMHU OJKCIEPUMEHTAIBHOTO
MIPABOBOTO PEXHMMa JOCTOBEPHOM, TOJIHOH, CBOEBPEMEHHOW wWH(OpMaIeH,
KACAOIIEHCs COCTOSHUA 3J0POBbSl TAIMEHTOB, TOJb30BaTENIEH yCTPOICTB
MEPCOHATIFHBIX METUITMHCKUX TTOMOIITHUKOB (J1ajiee - YCTPOUCTBO).

2. YcTpoicTBO sABIsSeTCS 0€30MAaCHBIM I Y4acTus B WH(OPMAIIMOHHOM
B3aUMO/JICHCTBUH ¢ HH(OPMAITMOHHOH TIIaT(OPMOi:

yCcTporcTBOM (Mau wH(POPMAITMOHHOW TUIaT(OPMOM) JUIsl HEMPEPhIBHOMN
HEKOPPEKTUPYEMO# perucrpamnuu, coopa W mepeaayd 'MEepBUYHBIX' JTaHHBIX
COCTOSIHUSA 340POBbs NALIMEHTOB, MOJIb30BATEJIEN YCTPOMCTB,

yCTpOHCTBOM (Miu WH(GOPMAIMMOHHOHN TIAT()OPMOIi) T HEMPEPHIBHOTO
HEKOPPEKTUPYEMOTO AWCTAHIIMOHHOTO MOHHUTOPUHTA COCTOSIHUSI 370POBBS
MAIMEHTOB, MOJIb30BATEJIEN YCTPOUCTB.

3. YCTpoHCTBO JOJIKHO SKCILTYaTUPOBATHCS CyObEKTAMU U yUaCTHUKAMU
AKCIIEPUMEHTAIBHOTO MPABOBOT0 PEXUMA MPH YCIIOBUH, YTO UM:

JOCTYITHBI WHCTPYKINHT MOJTb30BATEIICH, SKCIUTyaTaIl[HOHHAS
U TEXHWUYeCKasd JAOKYMEHTalWs Ha YCTPOWCTBO (wnm WH(POPMAIMOHHYIO
matgopmy);

obecrieueHbl TEXHWYECKAs TOICPKKA, TEXHUUYECKOE COMPOBOXKICHHE
ycTpoiictBa (nnu wH(POPMAITMOHHOW TUTATGOPMBI) C yUETOM TapaHTHIHHOTO
CpOKa 3KCIUTyaTaluH,

HE OCYIIECTBJISIOTCS TPAHCTPAHWYHAA Tepeaada MepCOHATbHBIX JaHHBIX,
B TOM YHCIIC TOJYYCHHBIX B pE3ynbTare OOE3IMUMBAHUA, W WX XPaHEHUE
3a npeaenamu Poccuiickoi denepanuu.

4. HpOTOKOHBI TEXHUUECCKHUX HCHBIT&HHIZ, TOKCUKOJIOTHUYCCKUX
UCCiIeI0BaHmiA (TTPY HEOOXOIUMOCTH JIJIS1 YCTPOMCTB) TPUIIATA0TCA.

5. JlomoguuTenbHO K  Hacrosmed Jlexkmapammu o0 G€30MacHOCTH
HEOOXOAUMO TIPWIOKUTH I CHUCTEMBl TOMJIEPKKU TPHHITHS BpadeOHBIX
PELIEHNI:



TEXHUYECKYI0 W  OKCIUTyaTallMOHHYIO  JOKYMEHTAIMIO  WM3ICIUA,
pa3pabOTaHHYIO B COOTBETCTBUU ¢ TPEOOBAHUSAMH K COACPIKAHUIO TEXHUUECKOU
U DKCIUIyaTalHOHHOW  JOKYMEHTallud  TMPOW3BOAMTENS  (M3TOTOBHUTEIIA)
MEUITUHCKOTO W3CNHs, YCTAHOBJIEHHBIC YIOJIHOMOYEHHBIM (emeparbHbIM
OpPraHOM HWCIOJHUTEJIbHOW BJIACTH, B COOTBETCTBHMM CO cTaTheld 38
®denepanpHOro 3akoHa "OO oCcHOBaX OXpaHbI 30POBbs IpaxaaH B Poccuiickoi
Oenepanun’;

MPOCKT IUIAHA KJIMHWYECKUX HWCIBITAHUH MEIUIIMHCKOTO W3S
¢ 000CHOBBIBAIOIIMMHY €T0 MaTepuajiaMu (B CIIydae, €CJIA UMEeTCs).
Jlexnapanus MpuHATa HA OCHOBAHWH:

JlomomauTebHas HH(POpPMAITUS:

ABTOMaTH3UPOBAHHASA CHUCTEMa YMPABIICHUs, YCTAHOBJICHHAs B YCTPOWCTBE
(nmm nH(pOpMAaIMoHHOH TUTaT(hopMe), COCTOUT U3

(mepeYncIuTh KOMIIOHCHTHBIN COCTAB
C YKa3aHHEM MOIYJIEH,
0003HaYCHHUH MOy ICH)

JIOCTOBEPHOCTh YKa3aHHBIX CBEAECHUMN NOATBEPKIALO.
[Ipunoxxenue: Ha JL.

M.IL
(TIpy HAJTAYHH )

(moxmuce) ((pamumias, M, OTHCCTBO (TIPH HAJTHYINH),
JOJDKHOCTS JIMIA, UMEIOIIETO IPABO
0c¢3 TOBCPCHHOCTH ICHCTBOBATH
OT MMEHH IOPUIMICCKOTO JINIIA, (pamums,
M1, OTYECTBO (IPH HATHYHUH)
MHINBUAYAIbHOTO MPEIIPHHUMATEIIA)

Jlexnapanus 1edCTBUTEIbHA CO AHS PETUCTPALIUH.

M.IL
(TIpy HAJTAYHH )

(moxmuce) ((pamremis, MM, OTYCCTBO (TPH HAJTITIIN)
YIOJHOMOYEHHOTO JIHIA,
MPUHUMAOIIETO JIEKIAPALIHIO)

(perucTpaioHHbI HOMEP JCKIApaLUn)

(mara perucTpanuy JCKJIAPALMH)




[MTPUJIOXKEHHE Ne 2

K [Iporpamme sKCEpUMEHTAIBHOTO
MPaBOBOTO peknMa B chepe nudpoBbIx
VHHOBALWN 10 HAIPABJIEHUIO MEIULAHCKON
NEeATEJIbHOCTU C MPUMEHEHUEM TEXHOJIOTui coopa
1 00pabOTKH CBEJEHUI O COCTOSTHUU 3I0POBbA
Y TUArHo30B FPakJaH B OTHOIICHUM peaiu3aliuu
WHUIMATUBBI COLUATTIbHO-3KOHOMHUYECKOTO
passutus Poccutickoit ®enepanun
"IlepcoHanbHBIC MEIUITMHCKUE TIOMOIITHUKH "

TPEBOBAHMUA

K HH(popManuoHHOI cucreme (rmiargopme)
"IlepcoHa/IbHBIE MEIUIIUHCKHE MOMOIITHUKH "

1. Uadopmanmonnas cucreMa (rumardopma) "ITepcoHabHbIE
MEUITMHCKIE TIOMOITHUKH'' (manee - mHpopManuoHHas miatgopma) saBIseTCs
WHOW WH(HOPMAIMOHHON CHUCTEMOW [UIi OCYIIECTBJICHUS IUCTAHIIMOHHOTO
HaOJII0JIEHHS 32 COCTOSHUEM 3JI0POBbS MAIMEHTOB, B COOTBETCTBUM C YACTHIO 5
crtatbu 91 ®enepanpHoro 3akoHa "OO OCHOBax OXpaHbl 3J0POBbSA T'PaKAaH
B Poccuiickoit deneparun’.

2. OyHknMoHUpOBaHWe WH(GOPMANMOHHONW TIaTGOpMBl B paMKax
AKCHEPUMEHTAJILHOIO MTPABOBOI'0 PEKUMA OCYIIECTBIISIETCA B PEXKUME OMBITHON
skcruryaranuu.  OmeparopoM  HWHGOPMAIMOHHONW — IIAaTOPMBI  SBIISETCS
WHULIMATOP SKCIEPUMEHTAIBHOIO MPABOBOT0 PEKUMA.

3. Uadopmarmonnas matdopma obecrieunBaeT cOop m  00pabOTKy
CBEJICHUI O COCTOSIHUU 3JI0POBbSA M JMArHO3ax TPaKJaH MPU OCYIIECTBJICHUN
JUCTAHIIMOHHOTO HAOJIOACHUS 32 COCTOAHUEM 310POBbSI MAIIUEHTOB.

4. UadopmanmonHnas miardopMa OCyIeCTBIIACT:

nH(OPMAIIMOHHOE B3aUMOJICHCTBHE ¢ MEAWIIMHCKAMU WH(HOPMAITMOHHBIMHU
cucTeMaMd W JApyruMu  WHQPOPMAIMOHHBIMH  cHUCTeMamMu B cdepe
3IPABOOXpAHEHUsA (majiee - MEIUIMHCKUE WH(POPMAIMOHHBIE CHCTEMBI)
B TOpsake,  ycTaHOBIeHHOM  [IpaBuiamMm ~ B3auMONEHCTBHS ~ WHBIX
WHGOPMAIIMOHHBIX CUCTEM, MPETHA3HAYSHHBIX TS cOOpa, XpaHEeHUs, 00padoTKH
U TPENOCTABIICHUS WH(OpPMAIUuU, Kacaromeics NeATeTbHOCTH MEIUIMHCKIX
OpraHW3anuii ©W TPEIOCTABISEMBIX WMH YCIyr, ¢ WHGOPMAIMOHHBIMHU



cuctemMamMu B cepe 3IpaBOOXpPAHEHUS W METUIIMHCKUMHU OPTaHHU3AIUSIMUA,
YTBEPKJICHHBIMU MocTaHoBJieHUEeM IIpaButenscTtBa Poccuiickoir ®enepanuu
ot 12 anpensa 2018 r. Ne 447 "O0 yrBepxkaenun [IpaBust B3auMoaeicTBUS HHBIX
WH(OPMAITMOHHBIX ~ CHCTEM, TNPETHA3HAUCHHBIX JUIA cOopa, XpaHEHWs,
00paboTKM MW MpeaocTaBlieHHs WH(OPMAIUU, Kacaromehcs AeATeIbHOCTH
MEIUIUHCKUAX OpraHu3auui " MPEIOCTABIISIEMBIX MU YCHYT,
¢ nH(pOPMAITMOHHBIMU CHCTEMAMH B chepe 3PaBOOXPAHCHUS U MEIUIIMHCKIMHU
OpraHu3anusIMu';

nH(POPMAITMOHHOE B3aWMOJCHCTBHE C YCTPOWCTBAMHU IEPCOHATBHBIX
MEUITMHCKAX TOMOITHUKOB (Jajiee - yCTPOMCTBA), 3aperuCTPUPOBAHHBIMU
B nH(pOpMaIMOHHOH TaTdopme;

nepeaady CUTHAIIBHOW WHQOpMaMd B MOOWJIBHOE MPHIOKCHHE
MaIMeHTa, CONPsHKeHHOE ¢ MHPOPMATMOHHONW TUTaT(hOPMOH, M B MEAWIIMHCKUE
WH(OPMAITMOHHBIE CHUCTEMBI (COTJIaCHO TPOTrPaMME SKCHEPUMEHTATEHOTO
MIPABOBOTO PEKUMA U TOPAJIKY JUCTAHITMOHHOTO HAOIOIEHNUS);

00paboTKy MOCTYyNamIMUX B MOTOKOBOM PCKHME IJAHHBIX O TCKYIICM
COCTOSIHUA YCTPOMCTB W PE3yJIbTaTax W3MEPEHUM TMOKA3aTEIEeN COCTOSAHUS
3J0POBbSl MALUKMEHTOB, MNPOMW3BEACHHBIX C MOMOIIBID YCTPOMCTB, Mepenady
YKa3aHHBIX CBEICHUH B MEAUITUHCKIX WH(POPMAITMOHHBIX CUCTEMAX;

JOJITOBPEMEHHOE XPAaHEHHWE PE3YyJIbTaTOB M3MEPEHHUN MOKa3aTelsei
COCTOSIHMSI 3JI0POBbSI TMALMEHTOB, NPOW3BEAEHHBIX C MOMOIIBIO YCTPOMCTB,
JAHHBIX 00 YCTpPOMCTBax, JAHHBIX O CHUM-KapTaX, SBJISIONIMXCS COCTABHOMU
YaCTbIO YCTPOWCTB.

5. TexHudeckoe peryJampoBaHue JIsI YCTPOWMCTB, a Takxke A
3aIIMIICHHOTO KaHaja CBSI3M, HCHOJIb3YEMOIO IIPU TMEpPeAadye CUTHAIBHOU
uH(}OpPMAIH TOJIE30BATENSIM YCTPONUCTB U B MEIUITMHCKUE WH(OPMAITMOHHBIE
CHUCTEMBI, B CUCTEME TEXHUYECKOro peryiupoBaHus Poccuiickoir Deneparuun
HE MPENyCMOTPEHO.

B cBa3u ¢ OTCYyTCTBMEM B CHCTEME TEXHHYECKOrO PEryJIupOBAHUSA
Poccuiickoii ®enepanun TpeOOBaHUN K yCTPOMCTBAM, 3alIUIIEHHOMY KaHATy
CBS3M MEXKIy WHOW WH(OPMAIMOHHOW CHCTEMOW U 3alMINCHHON CETHIO
mepeayn  JaHHBIX CJIMHOW TIOCYJAapCTBEHHOH WH(POPMAIIMOHHON CHCTEMBI
B chepe 3apaBooxpaHeHus wiM WHOOPMAIMOHHOW cucTeMOd B cdepe
3IPABOOXPAHEHUS MPH Tepeaade CUTHATBHON WH(OPMAIUU IOJIB30BATEIISIM
YCTPONCTB M B MEIUITMHCKHE WH(OPMAIIMOHHBIE CUCTEMBI (DYHKITMOHUPOBAHUE
nHopMarMoHHOH TIAaTOPMBI B pPaAMKaxX HSKCIEPUMEHTAIBHOTO IPABOBOTO
peKHMa OCYLIECTBIISIETCS B PEKUME OMBITHOM 3KCIUTYaTAllM B KAYECTBE MHOU
WH(OPMAITMOHHON CUCTEMBI.



6. B pexxume ombITHON HKCIDIyatanuu WH(GOPMAMOHHOW TUIaT(GOpPMBI
(myskt 3.10 "T'OCT P 59792-2021. HanmonameHbiii ctanmapt Poccuiickoit
Oeneparuu. Mapopmanmonasie  TexHOJOTMH. KOMIUIEKC  CTaHIApPTOB
Ha aBTOMATU3UPOBAHHBIE CUCTEMbI. BUIIbI UCHBITAaHUN aBTOMATU3UPOBAHHBIX
cucteM",  yTBEp)KJACHHBIH W  BBEACHHBIM B  JICCTBUE  MPHUKA30M
YIOJHOMOUYEHHOTO  (heiepabHOTO  OpraHa  WCIOJIHWTENIHOW  BIIACTH
Poccuiickoit  ®enepanmm, ocCymecTBIsmOmero (QyHkmum 1m0 BRIPabOTKe
rOCYJIapCTBEHHOW TOJUTUKAM W HOPMATUBHO-IIPABOBOMY  PETyJIMPOBAHUIO
B c(pepe TEXHUUECKOTO PEryITUPOBAHMS M METPOJIOTHH) OTIPEACIITIOTCS:

(hakTHUeCKHE TEXHUUECKNE 3HAUECHUS KOJMYECTBEHHBIX M KaueCTBEHHBIX
XapakTepUCTHK  WHGOpPMANMOHHON  TuiatopMbl  aia  obecrneueHus
3alIUIIEHHOr0 KaHaJla CBS3H,

TOTOBHOCTh HMH(OpMAMOHHONH T1IaThOpMbl K  WH(GOPMAMOHHOMY
B3aUMO/JIEHCTBUIO ¢ YYACTHUKAMU SKCIEPUMEHTAILHOTO MPABOBOTO PEXUMA;

dakTraeckas 3¢pheKTUBHOCTh MHGOPMAIMOHHOH TUTaTGOPMBL;

HEOOXOJIMMOCTh ~ KOPPSKTHUPOBKH (IO  pe3yjbTaTaM MOHHTOPHHTA
AKCIIEPUMEHTAJIbHOTO TPABOBOTO PEXKMMa W OIEHKH ero 3(PQdeKTuBHOCTH
U pEe3yJAbTAaTUBHOCTH)  JOKyMEHTAlMu  WH(POPMANMOHHON  MIaT(hOpMbI
st opmupoBaHWs — TpeOOBaHWUN O  TEXHHYECKOM  PETYJIMPOBAHUU
JUIsi YCTPOMCTB, 3alIMIIEHHOTO KaHajla CBA3M MpU TNEepefadye CUTHAIbHOM
uH(}OpPMAIH TOJIE30BATENSIM YCTPONUCTB M B MEIUIIMHCKHAE WH(POPMAIMOHHBIC
CUCTEMBI.

7. OnbITHAs SKCIDTyaTanuss WHGOPMANMOHHON TUTAaTGOPMBI MPOBOAUTCS
B IEJIX ONpENejeHUs COOTBETCTBHS pa3paboTaHHONW WH(POPMAITMOHHON
m1aT)OPMbl MHHUITMATHBE COIMAIBHO-IKOHOMHUYECKOTO pa3Butus Poccuiickoi
Oenepannu "llepcoHanbHbIE MEIUIIMHCKHAE ITOMOIIHUKU', OIIEHKH KauecTBa
dbyakuuonupoBanuss WH(POpPMAIMOHHONW TUTAaTGOPMBI W pEHIEHUS BOMpOca
O BO3MOXKHOCTH BBOJa WH(MOPMAIIMOHHOW TMIAaTGOPMBI B  MOCTOSHHYIO
skcmryaramuio (myHkT 3.11 "T'OCT P 59792-2021. HaumonanpHbINA CTaHIAPT
Poccuiickoit  ®eneparmu. Madopmammonnsie  TexHojorun.  Komrmiekc
CTAaHJAPTOB HA  ABTOMATU3UPOBAHHbIE CUCTEMbl. Buabl  ucnbITaHU
ABTOMATU3UPOBAHHBIX CHUCTEM', YTBEP)KICHHBI M BBEJICHHBIA B JIEHCTBUE
MIPUKA30M YIIOJIHOMOUYEHHOTO (heepaIbHOr0 OpraHa WCIOJHUTEIHHOW BIIACTH
Poccumiickoii ®Denepanmm, OCYHIECTBISIOMEro (yHKuM 1Mo  BBIPaOOTKE
rOCYJJapCTBEHHOM TOJUTUKM W HOPMATHUBHO-IIPABOBOMY  PETYJIMPOBAHUIO
B c(pepe TEXHUUECKOTO PETYIUPOBAHUS M METPOJIOTHH).



8.Ilocne 3aBeplieHUss SKCIEPUMEHTAJIBHOTO IPABOBOTO  pEeKUMaA
WHULIMATOPOM  SKCHEPUMEHTAJbHOIO  MPABOBOIO  pEKMMa  COBMECTHO
C YIIOJTHOMOYEHHBIM OPTraHOM B YCTAHOBJICHHOM MOPSAJIKE OCYILECTBIISIOTCS:

MPOBEJCHUE OIICHKW IMeJeCO00pPa3HOCTH BBOJMAa HWH(OPMAIMOHHOM
1aT(OPMBI B IOCTOSHHYIO AKCIUTyaTaIlMio U onpeaecHne (pu HeOOXOIMMOCTH )
mopsA/Ka W YCJIOBHA BBOJA WH(POPMANMOHHOW TUIATGOPMBI B TOCTOSHHYIO
AKCIUTyaTalMio, B TOM YHUCJIE CEPBUCHOW MOJENIN OCYIIECTBICHHUS (DYyHKITAN
ee omneparopa;

MOATOTOBKA W Tojada B (eAepabHbIii OpraH HUCIIOJTHUTEIBHON BJIACTH,
YIOJIHOMOUYEHHBI HA OCYIIECTBJICHUE TOCYJIApPCTBEHHOMN MOJIUTUKU B 00JaCTH
WHBECTUIIMOHHON NIEATENIbHOCTH, TMPEJIOKEHUSI O peaiu3alud IPOeKTa
rocyJIapCTBEHHO-YaCTHOTO MapTHEPCTBA;

pa3paboTka COOTBETCTBYIOIIUX TOKYMEHTOB JJIi CUCTEMbBI TEXHUYECKOIO
perynupoBanus B Poccuiickoit @enepanum.




[MTPUJIOXKEHHME Ne 3

K [Iporpamme 3KkCEpUMEHTAIBHOTO
MPaBOBOTO peknMa B chepe nudpoBbIx
VHHOBALWM 110 HAIPABJIEHUIO MEIULMHCKON
NEATEJIbHOCTU C MPUMEHEHUEM TEXHOJIOTui coopa
1 00pabOTKM CBEJEHUM O COCTOSTHUU 3I0POBbA
Y TUArHo30B rPak/JIaH B OTHOIICHUH peaii3aliuu
WHUIIMATUBBI COIUATIbBHO-3KOHOMHUYECKOTO
passutus Poccutickoit Oenepanun
"IlepcoHanpHBIC MEIUITMHCKUE TIOMOIITHUKH "

IHOKA3ATEJN

3¢ ¢eKTHBHOCTH U Pe3yJIbTATHBHOCTH IKCIIEPUMEHTAJIHLHOT0 MIPABOBOI0
pe:xkuMa B chepe @ poBbIX HHHOBALUI 110 0PraHU3aLUN 0KA3AHUS
METHIIMHCKHX YCJIYT ¢ HCMO0JIb30BaHHEM HH(OPMAITMOHHOMH CHCTEMBI
(uiatgopmei) "'IlepconabHbIe METUIIMHCKHE TOMOIHUKH''
(MHUIIUATHBA COLUAJILHO-)KOHOMHYECKOT0 Pa3BUTUS
Poccuiickoii ®eaepaumyu "'l[lepcoHaibHbie MeTHIIMHCKIE MOMOIIHUKH'")

I'on nelicTBHs SKCIEPUMEHTANIBHOIO IPABOBOI'0 pPEXKNUMaA

Haumenosanue 1-i1 rox 2-nrox
MOKa3aTess epBoe BTOpOE nepBoe BTOpPOE

MOJIyroaue MOJIyroaue MOJIyrofue MOJIyroaune

Konudectso 4000 7700 12000 25000
MOIKJTFOYEHHBIX

K UHGOPMALIMOHHON
cucreme
(maTdopme)
"TlepcoHanbHbIC
MEIUIIMHCKIE
MOMOIIHUKH"
YCTPOWCTB,
MpeaHa3HAYSHHBIX
IUTSE TUCTAHIIMOHHOTO
HaOFOeHUsT

3a COCTOSIHUEM
3I0pPOBbsI MMALIUEHTA




