3apeructpupoBano B Munrocte PO 8 deBpans 2012 r. N 23164

MHUHHUCTEPCTBO 3IPABOOXPAHEHUSI 1 COOUAJIBHOI'O PA3BBUTHA
POCCUUCKOU ®ENEPALINN

ITPUKA3
ot 28 nexadpst 2011 r. N 16891

Ob YTBEPXJAEHUU ITOPAIKA
HAITPABJIEHUA I'PAXKJIAH POCCUMCKON ®EJEPAIIAN JIJISI OKAZAHUS
BBICOKOTEXHOJIOTHYHON MEIUIIMHCKOM ITOMOIIHA 3A CUET
BIOVKETHBIX
ACCHUTHOBAHUWMH, ITPEY CMOTPEHHBIX B ®EJIEPAJIBHOM BIOJI)KETE
MUHUCTEPCTBY 3IPABOOXPAHEHUSA U COHUAJIBHOT'O PA3SBUTUSA
POCCHUHUCKOM ®EJNEPAIIMA, C TIPUMEHEHUEM CIEIUAJIM3UPOBAHHON
WH®OPMAIIMOHHONW CUCTEMBI

B cootBercTBUM co ctatbelr 34 DenepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-@3
"OO6 ocHOBax OXpaHbl 37I0pOBBsi TrpaxkaaH B Poccuiickoit ®enepanuu" (CoOpanue
3akoHoaatenbcTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724) npukasbiBaro:

1. YTBepauTh nopsnok HampaBieHus rpaxiaaH Pocculickoit deneparuu uisi OKa3aHUs
BBICOKOTEXHOJIOTHYHOM ~ MEIUIIMHCKOM TOMOIIM 3a CYeT OIO/DKETHBIX AaCCUTHOBAHUIA,
MPEyCMOTPEHHBIX B (efiepalbHOM OrokeTe MUHUCTEPCTBY 3paBOOXPAHEHUS M COIUATIEHOTO
pazButusa  Poccuiickori  ®Denepanuu, IyTeM [IPUMEHEHHUS CHEeUaIN3UPOBAaHHOMN
MH(GOPMAIIMOHHOHN CUCTEMBI COTJIACHO MPHIIOKEHUIO.

2. KoHTposb 3a MHCIIOJIHEHHEM HACTOSIIEro NpHKa3a BO3JIOXKUTh HA 3aMECTUTEIN
Munuctpa B.1. CxkBopIioBY.

Bpuo Munucrpa
B.C.BEJIOB

[Ipunoxenue

K Npuka3zy Munucrepcrsa
3IpaBOOXPAaHEHUS U COLUAIBHOIO
paszButus Pocculickon @enepannu
ot 28 nexabdps 2011 r. N 16891

HHOPAIOK
HAITPABJIEHUA I'PAXKJIAH POCCUMCKOM ®EJEPAIIAN JIJISI OKA3ZAHUS
BBICOKOTEXHOJIOTMYHOM MEJUIIMHCKOM ITOMOIIHA 3A CUET
BIOVKETHBIX
ACCHUTHOBAHUWMH, ITPEJTY CMOTPEHHBIX B ®EJIEPAJIbHOM BIOI)KETE
MUHUCTEPCTBY 3IPABOOXPAHEHUSA U COHUAJIBHOT'O PA3SBUTUSA
POCCHUHUCKOW ®EJNEPAIIMA, ITYTEM IPUMEHEHUA
CIIEIIUAJIU3UPOBAHHOM
WH®OPMAIIMOHHONW CUCTEMBI



1. Hacrosmmit Ilopsanok ompenenser mnpasBwia HanpasieHUs TpaxiaH Poccuiickoit
®denepanyy, HYKIAOIIKUXCSI B OKa3aHUU BBICOKOTEXHOJIOTMYHOM MEAMIIMHCKON MOMOIIH (Jasee
- TAIMeHTbl), B MEAMIMHCKHE OpraHu3ally, OKa3bIBAIOLIUE BBICOKOTEXHOJOTHYHYIO
MEIUIUHCKYI0 momoilb (nanee - BMII) rpaxmanam Poccuiickoit ®enepanuu 3a CUET
OIO/DKETHBIX ACCHTHOBAHMH, IPEIyCMOTPEHHBIX B (eneparbHOM Orokere MUHHCTEPCTBY
3paBOOXpPAaHEHUS U COLMAIbHOrO pas3Butus Poccuiickon @enepauun, B TOM 4YHUCIE
MpeOCTaBIIEMbIX B BuAe cyOcuauii Oropkeram cyobekToB Poccmiickoit @eneparnun (nanee -
MEJUIMHCKUE OpraHu3anuu, okaspiBatoniue BMII), nmyrem nmpumeHeHHs crelUaaIn3upOBaHHON
uHpopManmoHHON cuctembl  "MHpopMannoHHO-aHAaIUTHYECKass cucTeMa MUHHUCTEpPCTBA
3IpaBOOXpAaHEHUS W  coluainbHOro  pa3BuTusi  Poccuiickoit  denepamuu"  (manee -
CrenMaTn3upoBaHHas HHPOPMaIMOHHas cucTteMa MuH3IpaBcoipa3Butus Poccun).

2. Opraspl HCIOJHHUTEIHHONW BIACTH CyObekTOB Poccwmiickoii denepanuu B cdepe
3IpaBOOXPAHEHUs OCYLIECTBIISAIOT HAIPABJICHUE MALUECHTOB, MPOKUBAIOIIMX HA TEPPUTOPHUH
cyobekra Poccuiickoit denepamnmu, st okazanus BMIL, a Takke nHGOPMHUpPOBaHUE O TOPSIKE
n ycinoBusax okazaHus BMII Bo B3ammozeicTBuu ¢ MUHHCTEPCTBOM 3/IpaBOOXpPAHEHUS H
counanpHoro passutus Poccuiickoir @Penepanuu (manee - Mun3sgpaBcoupasButus Poccun)
MEIUIMHCKUMH OPTaHMU3aLHUsAMHI, B KOTOPBIX MPOXOJAT JeUeHHe U HaONI0JeHUE TMalUeHTHl, H
MEJIMIUHCKUMHU OpraHu3alusaMu, okassiBaronumu BMILL

3. OcHOBaHMEM JIJIsl HAIIPaBJICHUS MALIMEHTa B MEIULUHCKYIO OpPraHU3alMio Uil OKa3aHus
BMII sBnsiercst pemenne Komuccnn oprana MCIONHUTENBHON BiacTu cyowbekTa Poccuiickoit
Oenepannu B chepe 3ApaBOOXpAHECHUS MO OTOOpPY MamuMeHToB s oka3anus BMII (nmanee -
Komuccus cyobekra Poccuiickoit denepanun).

4. TlpoBeaenne oTOOpa MAIMEHTOB U HanpaBieHne ux B Komuccuro cyobekTa Poccuiickoii
@enepaniii  OCYIIECTBIISIETCS BpPAaueOHBIMH KOMHCCHUSIMH MEIMIIMHCKUAX OpraHu3aluii, B
KOTOPBIX TPOXOJAT JieUeHHE M HaAOIOeHWE MaIlMeHThl (nanee - BpaueOHas KoMmMuccHs), MO
PEKOMEHJALNY JIEHalller0 Bpaya Ha OCHOBAaHUM BBIMUCKU W3 MEIUIMHCKOW JOKyMEHTalluu
MalUEHTA.

5. BeInucka U3 MEIMIIMHCKON JOKYMEHTAIMH MaIMeHTa, o(popMIIeHHas JIeUallluM BpadyoM,
JOJDKHA COJIepKaTh JMarHo3 3a0ojieBaHus (COCTOsiHMS), koA auarHoza mo MKB-X <*>,
CBEICHHUSI O COCTOSSHUM 370pOBbsl IAlIMEHTA, IPOBEAECHHBIX JMATHOCTUKE W JICUCHUH,
PEKOMEHIalNU 0 HE0OX0IMMOCTH oka3zanusi BMIL.

<*> MexyHapoJHas CTaTUCTHUYECKas Kiaccupukanus 0osie3Hell u mpoodieM, CBI3aHHBIX
CO 3710poBbeM (X MepecMoTp).

K BbllluCKe W3 MEIUIMHCKON JOKYMEHTALlUM MAlMEHTa MpUiaralTcs pe3yiabTaTbl
71a00paTOPHBIX, UHCTPYMEHTAIBHBIX U APYTUX BUIOB UCCIEIOBAHUI 1O MPOQHITIO 3a00IeBaHUS
MalUeHTa, MOATBEPIKIAI0IME YCTAHOBIIEHHBIH TUarHo3.

6. BpaueOHasi KOMHCCHSI B T€UEHHE TpeX pabouMx JHEH CO JIHS MOJIyYEHHS BBIITUCKU U3
MEJUIIMHCKON JOKYMEHTAallMM [allMeHTa paccMaTpuUBAaeT €€ W IMPUHHUMAET pelIeHHe O
HampaBJIeHUU WM 00 OTKa3e B HANpaBJICHUH JOKYMEHTOB maiuenta B Kommuccuio cyObekra
Poccuiickoit ®enepanuu st pelieHUs BOMpPoca O HeoOXomuMocTH okazaHus emy BMIL
Pemenune BpauebHoit komuccuu 0hopMIISIETCS IIPOTOKOJIOM.

Kpurepruem npunstist BpaueOHoit komMuccHeil pemeHus aBiseTcss HATMIUe METUIIMHCKUX
nokazanuid s okazanwss BMII B cooTrBercTBHM C mepeuHeM BuaoB BMII <*> (manee -
Ilepeuens).

<*> CnpaBouHo: nipuka3 Munznpascorpazsutusi Poccun ot 28 nexadbps 2011 r. N 16901
"OO0 yTBEpXKICHWHM TIEPEYHS BHUJJOB BBICOKOTEXHOJOTMYHOW MEAMIIMHCKOW  TOMOIIH"
(3apeructpupoBan Muntoctom Poccun 08.02.2012 N 23163).

7. BpadeOHast KOMHCCHsI B Cllydyae HPHUHSATHS PEIICHUS O HAIMpPaBICHHH JOKYMEHTOB



narueHTa B Kowmwmccuro cyObekta Poccuiickoit ®Denmepammu st pemIeHHs BOMpPoca O
HeoOxoauMocTu okazanus emy BMII B Teuenue Tpex pabouux aHei GopMHUpPYET U HAMIPABISET B
Komuccuto cyonekra Poccuiickoit denepanyuu, B TOM 4YHCIE MOCPEACTBOM 3JIEKTPOHHOTO
B3aUMO/JICHCTBUS, KOMIUIEKT JTOKyMEHTOB, KOTOpBIH JOJKEH COJEpXaTh (Jajee - KOMIUIEKT
JOKYMEHTOB):

1) BeIUCKY U3 MPOTOKOJIA penieHns BpaueOHoit komuccnu;

2) MMCbMEHHOE 3asBJICHUE MAIMEHTa (€ro 3aKOHHOTO MPE/ICTaBUTEIS, IOBEPEHHOTO JIUIIA),
coJieprKaliee CIeaAyHoIINe CBEIEHUS O MalueHTe:

a) paMmTrs, UMs1, 0TYECTBO (MIPU HATTUIHH);

0) JaHHBIE O MECTE KHUTEIbCTBA;

B) PEKBU3UTHI IOKYMEHTA, YJJOCTOBEPSIOLIETO JINYHOCTD U IPa’kIaHCTBO;

I') IOYTOBBIN aJpec AJIs HaPABJICHUS MMCbMEHHBIX OTBETOB U YBEIOMIICHUI;

1) HOMEp KOHTaKTHOTO TenedoHa (Ipy HAJTMYUN);

€) 2JIEKTPOHHBIN ajpec (IpU HAIUYUN);

3) cornacue Ha 00pabOTKY MEPCOHATBHBIX JJAHHBIX TPakIaHUHA (ITAlMEHTA);

4) KOIINU CIIETYIOUUX TOKYMEHTOB:

a) macnopt rpaxaanuHa Poccutickoit @enepannu;

0) CBUIIETEIILCTBO O POXKJICHUU MAIMeHTa (1J1s AeTeii B Bo3pacrte 1o 14 ner);

B) TIOJTMC 0053aTENILHOTO MEIUIIMHCKOTO CTPAaXOBaHUsI MAIeHTa (MIPH HAIWYHH);

T') CBUJICTENIECTBO 0053aTEIBHOTO MEHCHOHHOTO CTPaxXOBaHUsI NMAaMeHTa (py HAJTMYUN);

J1) BBIIMCKA M3 MEIUIMHCKON JIOKyMEHTAllMW MAalMEeHTa 3a MOIMNHCHI0 PYKOBOJUTEINS
MEIUIMHCKOW OpraHM3allid TI0 MECTYy JIEYeHUs W HaONIOACHUS NAaIMeHTa, COoAeprKalias
CBECHUs, yKa3aHHbIE B a03alle mepBoM MyHKTa 5 Hactosuiero [lopsiika (nanee - BBIIMCKA U3
MEUIIMHCKON TOKYMEHTAIMH MalleHTa);

€) pe3yabTaThl JIA0OPATOPHBIX, MHCTPYMEHTAIBHBIX W JPYTUX BHUJIOB HCCIEIOBAHUH,
MOATBEPKIAOLIME YCTAHOBIIEHHBIN TUarHo3.

8. B cmydae oOpameHuss OT WMEHHM MAalMEHTa 3aKOHHOTO TPEJCTABUTENS MaIlMeHTa
(1OBEpEHHOTO JUIIA):

1) B NMCbMEHHOM 3asBJICHUU JIOTIOJHUTENIBHO YKa3bIBAIOTCS CBEACHUS O 3aKOHHOM
npejcTaBuTeNe (JOBEPEHHOM JIMIIE), YKa3aHHbIE B IOJANYHKTE 2 MyHKTa 7 Hacrosumero [lopsaka;

2) JONOJHHUTEIHHO K MICEMEHHOMY OOpAIICHUIO MAlMeHTa MPHUJIAraloTCs:

a) KOIHA MacropTa 3aKOHHOIO MPEICTaBUTENS MallMeHTa (JJOBEPEHHOTO JIMIA MalleHTa);

0) Komusi JOKYMEHTa, TMOJTBEP)KJIAIOIIET0 IIOJIHOMOYHS 3aKOHHOTO TPEICTaBUTENS
MMaMEHTA, WIM 3aBEPEHHAas B YCTAHOBJIEHHOM 3aKOoHOJAaTenbCcTBOM Poccuiickont denepanun
MOPSIJIKE JOBEPEHHOCTh HA UM IOBEPEHHOTO JIMIIA TAI[UEHTA.

9. B cnyyae mpuHATHS pelIeHHss 00 OTKa3e B HANpABICHUU JOKYMEHTOB MAllMEHTA B
Komuccuto cyonexra Poccuiickoit ®denepanuu [uis pelieHdss BOIpoca O HEOOXOIUMOCTH
okazanus emy BMII BpaueOHasi koMHCCHS BBIIaeT MAIMEHTY (€r0 3aKOHHOMY IPEICTABUTEIIIO,
JIOBEPEHHOMY JIMIlY) BBIIUCKY M3 MEIUIMHCKOM JTOKYMEHTAllUHM MalUeHTa W BBIIUCKY W3
MPOTOKOJIA pereHns BpaueOHoM KoMHICCHU € yKa3aHUEM MPHYMH OTKa3a.

10. ITanueHT (ero 3aKOHHBIN MPENCTAaBUTENb, JOBEPEHHOE JIUI0) BIIPABE CAMOCTOATEIBHO
MPEJCTaBUTh KOMILUIEKT TOKyMeHTOB B Komuccuto cyonekra Poccniickoit denepanun.

B nmanHOM citydae BBIITUCKA M3 MPOTOKOJA pelleHns BpaueOHOM KOMUCCHU M BBINKCKA U3
MEJUIMHCKON JOKYMEHTAllMM I[Iallu€HTa BBIJAETCS HA pPYKU MalMEHTY (€ro 3aKOHHOMY
MIPEJICTABUTEINIO, IOBEPEHHOMY JIUILY).

11. Cpok moxarotoBku peuierans Komuccun cyosekra Poccuiickoit denepannu o HaTM9IUU
(OTCYyTCTBMM) MEIMUMHCKUX IOKAa3aHUM I HallpaBJICHHWs NAlMeHTa B MEIUIMHCKUE
opranm3anuu s oka3zaHus BMII He MOJDKEH MpeBBINIATh JECATH pabodmx ITHEH co JHS
MOCTYIUICHUSI B OpPraH HCIOJHHUTEIBHOW BiacTu cyObekTa Poccuiickoit denepanmm B cdepe
3/[paBOOXPAHEHUS] KOMILJIEKTAa JOKYMEHTOB, NPEAYCMOTPEHHOIO ITyHKTOM & HaCTOSILEro
[Topsnka.

12. Pemenne Komuccuu cyobekra Poccuiickoit @enepanuu oGopMIIseTcss TPOTOKOJIOM,



COJIEpIKaLUM CIICAYIOUINE CBEICHUS:

1) ocnoBanme co3nmanusi Kommccum cyObekra Poccuiickoit ®deneparin  (peKBU3HUTHI
HOPMAaTUBHOT'O MPAaBOBOIO aKTa);

2) coctaB Komuccuu cyobekra Poccuiickoit @enepanmu;

3) mnacnoptHeie naaHHble manueHta (D.M.O., nata poxkaeHUs, JaHHBIE O MECTe
KUTEIIbCTBA);

4) muarao3 3a0o0JieBaHUs (COCTOSHUS);

5) 3zakmouenue Komuccun cyonekra Poccuiickoit @enepanuu, comepikaiiee Cieayomryo
UH(POPMAIIHIO:

a) 0 HAJIMYMM MEIUIMHCKUX INOKAa3aHWM /AJIs HalpaBiICHUS MalMEeHTa B MEIULIUHCKYIO
opranuzanuio i okazanus BMII, nuarnos, xox muarHo3a no MKbB-X, xkon Buma BMII B
cooTBeTcTBUM C IlepeuHeM, HaMMEHOBaHME MEIUIMHCKON OpraHu3alMyd, B KOTOPYIO
HaMpaBJseTCs NAaUUEHT 1 okazanus BMIT;

0) 00 OTCYTCTBMHU MEIMIIMHCKUX TOKA3aHUN JUTsl HAMIPABJICHUS MAllMEHTa B MEAUIIMHCKYIO
opranu3anuto s okazanuss BMIT;

B) O HaJIMYMU MEIUIMHCKUX IMOKa3aHWW JJI HalpaBieHUS IMAlMEHTAa B MEIULUHCKYIO
OpraHu3allMi0 C [EeNbI0 TPOBEACHHUS JIOTIOJHUTENBHOTO 00cienoBanuss (¢ yKa3aHHEM
HeoOxomuMoro oObeMa oOcienoBaHus), AUar€o3, kox muaraoza mo MKB-X, maumeHoBaHue
MEIUIMHCKOW OpraHu3aliuy, B KOTOPYIO HAIIPaBIseTCs MAIlMEeHT sl 00CIIeI0BaHMS;

I) 0 HAIMYUM MEAMIMHCKUX TOKA3aHUW JJs HalpaBieHMs IAlMEHTa B MEIULMHCKYIO
OpraHM3alMI0 s OKa3aHWs CHEeIUAJIN3UPOBAHHOW MEIMLMHCKON IOMOIIM, IUArHos3, KoJ
muarso3za no MKb-X, HauMeHOBaHME MEIMIIMHCKON OpraHW3alii, B KOTOPYIO HaIpaBlseTCs
MAIMEHT.

13. IIpotokoun pemenust Komucenn cyonekra Poccuiickoit @enepaninu XpaHUTCS B OpraHe
WCTIOJIHUTENNBHOM BiacTu cyonrekTa Poccuiickoit denepannu B chepe 3apaBOOXpaHEHUS.

Bemucka w3 mnporokona pemeHuss Komwuccun cyobekta Poccuiickoit ®Deneparuun
HaIpaBJIIeTCs B MEAMIIMHCKYIO OpraHU3alMIo, YKa3aHHYIO B ITyHKTe 5 Hacrosmero [lopsiaka, B
TOM YHCJIE€ TIOCPECTBOM AJIEKTPOHHOTO B3aUMOJICHCTBHS, @ TAKXKE BbIAETCS HAa PYKH MALUEHTY
(ero 3aKOHHOMY IIPE/ICTAaBUTENIO, JOBEPEHHOMY JIMIlY) WJIM HaIlpaBiisieTCs IAlHUEHTy (ero
3aKOHHOMY IIPEJICTABUTEII0) MOYTOBBIM OTIPABIEHUEM U (MJIH) IO 3JIEKTPOHHOM MoYTe.

14. B cnyuyae mpunartus Kommuccueit cyowekra Poccuiickoit ®expepanuu perieHus,
MpeAyCMOTPEHHOT0 TOJAMYyHKTOM "a" mnoamyHkra S5 mnyHkta 12 Hactosimero [lopsika,
npencenarens Komuccun cyonrekra Poccuiickoit @eneparu o0ecrieunBaeT:

1) obopmnenue Ha nmarnuenrta yaetHoi ¢opmbl N 025/y-BMII "Tanon Ha okazanue BMIT",
YTBEPKJACHHOW mpukazoM Munsapascoupazsutuss Poccuu ot 16 ampens 2010 r. N 2420
(3apeructpupoBan Muntoctom Poccum 17 wutons 2010 r. N 17565), ¢ usMeHeHUsIMH,
BHECEHHBIMH TIpuUKa3oM Mun3npaBcotnpa3zButusi Poccun ot 16 despans 2011 r. N 1381 "O
BHECEHUU HM3MEHEHWI B Ipuka3 MMHHCTEpPCTBA 3/IpaBOOXPAHEHUS U COLMAIBHOTO Pa3BUTHUS
Poccuiickoit @enepanuu ot 16 anpenst 2010 r. N 2421 "OO0 yTBEp>KIACHUU U MOPSIKE BEICHHS
(opM CTAaTHCTHYECKOTO ydeTa M OTUETHOCTH IO PEANM3allid TOCYJapCTBEHHOTO 3aJaHus Ha
OKa3aHUE BBICOKOTEXHOJOTMYHOM MEIUIMHCKON oMoy rpaxaanam Poccuiickoit ®enepanuun
3a cyeT OFO/KETHBIX acCCHTHOBaHMHU (hepepanbHOro OromkeTa" (3apeructpupoBaH MHHIOCTOM
Poccun 15 mapra 2011 r. N 20116) (manee - Tanon Ha oxazanue BMII), ¢ npumeHenunem
CHETMATM3UPOBAHHON WH(POPMAIMOHHON CHCTeMbl MuH3ApaBcolpa3BuTHs Poccun B TedeHue
Tpex pabouux JHEH CO JTHS MPUHSITUS PEUICHUS;

2) corjacoBaHUE€ C MEIUIIMHCKOW opranu3anuei, okaspiBatomieii BMII, npennonaraemoit
JaThl TOCIUTAIM3ALMKA ManueHTa ausd okaszanus BMII ¢ npumeHeHneM crnenuanu3upoBaHHOMN
nH(POPMAIMOHHOM cucTeMbl MuH3apaBconpa3suTus Poccun;

3) HampaBieHME IallMEHTAa B MEIULMHCKYIO oOpraHusanuio Juisi okaszaHus BMII B
3aIUIAHUPOBAHHBIN CPOK.

15. K Tanony Ha okazanune BMII npunaratorcss M HanpaBiIsIOTCd B MEIULUHCKYHO
OpraHu3alil0 C [PUMEHEHHEM  CIEeHUAIN3UPOBAHHONW  MH(OPMAIIMOHHONW  CHCTEMBI



Munsapascoupassutus Poccun:

1) Komus BBIMMCKHU U3 METUIIMHCKOMN TOKYMEHTALUU MTAIlUEHTA;

2) pe3ynbTaThl J1A0OPATOPHBIX, MHCTPYMEHTAJIBHBIX W JPYrUX BHJOB HCCIEIOBAHMI,
MPOBEACHHBIX MalMeHTy B lensax npuHsatus Komuccueit cyowsexta Poccuiickoit deneparmm
pelieHNs O Haluyuu (OTCYTCTBMM) MEAMLMHCKHUX IOKa3aHWM Ui HamlpaBiCHHs IalUeHTa B
MEIMIHUHCKYIO OpraHu3anuio s okazanus BMIL.

16. B cnyuyae mpunsartus Kommuccueit cyowsekra Poccuiickoit ®exnepanuu perieHus,
MPEeIyCMOTPEHHOTO0 NoAnyHKkToM "B" moamyHkra 5 myHkra 12 Hacrosumiero [lopsinka, opran
WCTIOJIHUTENBHOW BiacTu cyobekra Poccuiickoit @enepanuu B cdepe 31paBOOXpaHEHHS
oOecrieynBaeT HampaBJiICHUE TAllME€HTa Ha TpPOBeIeHHE JTa0OpaTOPHBIX, HHCTPYMEHTAIBHBIX U
APYruX BUJOB MCCIIEOBAHUN B paMKax MPOrpaMMbl TOCYAapCTBEHHBIX TapaHTU OeCIuIaTHOTO
okazaHusi rpaxnaHaMm Poccuiickoit @enepanuy MEIULIMHCKOM ITOMOIIH, YTBEPXKIAeMOU
[TpaBurensctBoM Poccuiickoit @epepanun <*>.

17. B cnyuyae mpunartus Kommuccueit cyownekra Poccuiickoit ®exepanuu perieHus,
IIPEIyCMOTPEHHOTO NOANYHKTOM T moamyHkTta 5 myHkra 12 Hacrosimero [lopsinka, opran
WCTIOJTHUTENBHOW BiacTu cyobekra Poccuiickoit @enepamuu B cdepe 31paBOOXpaHEHHS
oOecrieynBaeT HarpaBJIEHUE NaIMEHTa IS OKa3aHUS CHEIHAIM3UPOBAHHON MEIUIMHCKON
MIOMOIIIX B paMKaX MPOTPaMMBbI TOCYIapCTBEHHBIX TapaHTUI OECIUTATHOTO OKa3aHUs IpaxJIaHaM
Poccniickoit @eaepannu MEIUIIMHCKONW IOMOIY, yTBepKaaeMon IIpaBurensctBom Pocculickoin
Oeneparn <*>.

<*> B cooTBercTBUH ¢ YacThio 4 ctatbu 80 DenepanbHoro 3akona ot 21 HosOps 2011 r. N
323-®3 "OO0 ocHOBax OXpaHbI 370pOBBs rpaxknaan B Poccwuiickoit ®enepamuu” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724).

18. Kommuccusi cyowekra Poccuiickoit ®enepanuu OCYIIECTBISET BEACHHE YydeTa
HyKJarommuxcss B okazanun BMII mamueHTOB, TPOXUBAIONIUX HA TEPPUTOPHH CyOBEKTa
Poccuiickoit ®epepaunu, ¢ coOironeHHeM TpeOOBaHMN 3aKOHOJATENbCTBA PoccuiicKoi
@enepannuy 0 MEPCOHAIBHBIX TaHHBIX.

19. OcHoBanueMm Ui TOCHUTAIM3ALMU [allMEHTa B MEAULUHCKYI0 OpPraHU3alUIo,
okaseiBaton(yro BMII, sBisercs pemenne Komuccum  MEIMIIMHCKOM — OpraHU3allVH,
okaspBatonieir BMII, mo otbGopy mnamueHntoB Ha okasanne BMII (manee - Kommccuns
MeAUIMHCKOM opranu3anun, Komuccus denepaibHON METUIIMHCKON OpraHu3alinm).

20. Komuccust MeIUIIMHCKON OopraHu3anuu (popMupyercss pyKOBOIAUTEIEM METUIIMHCKOM
opraHusanuu, okaseiaromei BMII, ¢ 4nciIeHHOCTBIO COCTaBa HE MEHEE TPEX YEIIOBEK.

IIpeacenarenem Komuccun MEAMIMHCKOM OpraHU3alUuM  SIBJIETCS  PYKOBOJUTEIb
MEIMIUHCKON OPraHU3alliy WU OJIUH U3 €T0 3aMECTUTENCH.

[Tonmoxxenne o Komuccmu METWIIMHCKOW OpraHW3aliy, €€ COCTaB, MOPSAIOK pabOTHI
YTBEPKAAOTCS IPUKA30M PYKOBOIUTEINSI MEAUIIMHCKON OpraHu3alyiH.

21. OcHoBaHueM Juid paccMoTpeHus: Ha KoMuccnn MeIuIMHCKOM opraHu3aiyy Bompoca o
HaYuK (00 OTCYTCTBMH) MEAMIMHCKUX TOKA3aHUN JUIS TOCHUTAIM3AIMK TAaMEHTa B X
okazannss BMII saBnsiercs Tamon Ha okaszanne BMII ¢ npuinokeHueM B 3IEKTPOHHOM BHUIE
JOKYMEHTOB, YKa3aHHBIX B IIyHKTE 15 Hacrosmero ITopsaka.

22. Komuccns MEIMLIMHCKON OpraHu3aliuy MPUHUMAET pelIeHHe O HAIWYUM (OTCYTCTBUN)
MEIMIUHCKUX MMOKA3aHUW JUIsl TOCIUTAIM3alMK MMalMeHTa B LeisIxX okazanus BMII ¢ yderom
OKa3bIBAEMBIX MEIUIMHCKOW opranu3auneil BugoB BMII, BkiatoueHHbIX B [lepedens, B Cpok, HE
MIPEBBIIAIONINNA AeCATH pabounx THEeH co THS odopMIIeHMs Ha ManuenTa TajoHa Ha OKa3zaHHe
BMIL

23. Pemenue Komuccum MeIMIIMHCKOW OpraHU3anud OQOPMIISETCS TPOTOKOJIOM,
COJIEpIKAIIUM CIIEYIOIIUE JAHHBIE:

1) ocHoBanue co3manus KomMccun  MEOMIMHCKOW — OpraHu3aluu  (pEeKBU3UTHI
HOPMAaTHUBHOT'O aKTa);



2) nata npuHATHS perieHuss KoMuccuenn MeIMIMHCKON OpraHu3aluy;

3) coctaB KoMuccun MeIMIMHCKON OpraHu3aluy;

4) macmopTHBIE JaHHBIC manueHTa (haMuausa, WM, OTYECTBO (MPU HATUYMHU), JaTa
POKJIEHUS], CBEJICHUS O MECTE JKUTEIbCTBA);

5) nuarHo3 3a0oneBaHus (COCTOSIHHUS);

6) 3akmouenne Komuccum MeAMIIMHCKON OpraHu3allum:

a) O HAIMYMU MEIUIMHCKUX MOKAa3aHWW JUIsl TOCIUTAIN3ALUU NAlMeHTa B MEIULIUHCKYIO
opranuzaruio s okazanuss BMII ¢ ykasanuem nuarnosa, koja auarnoza no MKB-X, kona
Buna BMII B coorBercTBuU ¢ [lepeunem, INTaHUPyEeMOM 1aThl TOCIUTAIN3ALUH [TAlIUECHTA;

06) 00 OTCYICTBMM MEIWIIMHCKUX TIOKa3aHW JUIS TOCTIHTANIM3AIMU TalMeHTa B
MEIMLMHCKYIO OpraHusanuio i okasanuss BMII ¢ pexoMeHmanusMu IO AaJbHEUIIEMY
MEJIUIMHCKOMY HAOTIOACHUIO U (MJTH) JICYSHUIO MAIIMEHTA 110 MPO(UITIO ero 3a00IeBaHuUs;

B) O HaJIMYMU MEIUUMHCKUX IOKa3aHUM Ui HaIlpaBJICHMs NAlleHTa Ha MpPOBEACHUE
JOTIOTHATEIHFHOTO OO0CiieIoBaHus (C YKa3aHWEeM HEOOXOIMMOro o0bhema oO0CIeoBaHUS), C
yKa3zaHHEM JHarHosa, kojaa auarsosa no MKb-X;

I) 0O HAIMYUM MEAMIMHCKUX TOKAa3aHUW JJIs HalpaBieHMs IMAlMEHTa B MEIULMHCKYIO
OpraHM3alMI0 A OKa3aHUs CHEUAIN3HPOBAHHOW MEAMIIMHCKOW IOMOIIM, C yKa3aHUEM
IrarHo3a, kojaa auarsosa mo MKb-X.

24. Tlpotoxon pemenus Komuccum MeAMIMHCKOW oOpraHm3anud odopmisieTcss Ha
OyMa)XHOM HOCHTEJIE€ B OJHOM D3K3eMIUISIPE M XPAaHUTCS B MEIUIIMHCKONW OpraHu3aIuw,
okassiBaroniert BMII, a Takke npunaraercs B 2J€KTpOHHOM Buje K Tasony Ha okazanue BMIL.

Komuccun cyobekroB Poccuiickoit ®exepanmuu obecnieunBaloT UHGOPMHPOBAHUE
MAMEHTOB (MX 3aKOHHBIX NPEJICTaBUTENIEH, JOBEPEHHBIX JIMI) O PEHIEHUH, MPUHITOM
Komuccuenn MeTMuuHCKOW OpraHu3alyu.

25. MenuuuHCcKHe opraHu3alum, okassisaromue BMIT:

1) oxaszpiBator BMII marmeHTy B COOTBETCTBHMU C TOPSAKAMU OKA3aHHUS MEIUIIMHCKOMN
IIOMOIIM M Ha OCHOBE CTAaHJApTOB MEIUIMHCKOM TIIOMOIIM, KOTOpBIE YTBEPXKJIAIOTCS
Munsapasconpas3sutus Poccun <*>;

<*> B cooTBeTCcTBUH C YacThio 2 ctaThu 37 PenepanbHoro 3akona ot 21 HosOps 2011 r. N
323-®3 "OO0 ocHOBax OXpaHbI 370pOBBs rpaxknaan B Poccwuiickoit ®enepamuu” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724).

2) AalT pEeKOMEHJAIMH [0 JAJbHEHIIEeMy JICYCHHI0O W MEIUIMHCKON peaduiIuTaiuu
MMAIMEeHTOB mociie oka3zauus BMII;

3) MmO OKOHYAaHWM JICYCHHs TAIeHTa B TEUeHHE NATH padouyux JHEH BHOCAT
COOTBETCTBYIOIIYIO MH(pOpMaIio B 0OpMICHHBIN Ha manueHta TajaoH Ha okazanue BMII u
NpUIAraloT K HEMY KOMHUIO BBIMUCKA U3 MEIMIIMHCKOW KapThl CTAllMOHAPHOTO OOJILHOTO C
NPUMEHEHHEM CHEIHMaIN3UPOBAHHON HMH(OPMAIIMOHHONW CcHCTeMBbl MUH3IpPaBCOLPA3BUTHS
Poccun.

26. OpraH HCIOJHHUTEIBHONW BIAcTH CcyObekTa Poccuiickoit ®enepanuu B cdepe
3/IpaBOOXpaHEHHsI O0ecleunBaeT B CiIydae HEOOXOJMMOCTH HAlpaBiICHHWE TAlUEHTOB B
MEIULMHCKUE OPraHMu3alliyd Ui [POBEICHUs JAJbHEUIIEro JIEYEHHUs U MEIULHUHCKOMN
peabmmtanuu nocie okazanusi BMII cornmacHo pekoMeHAanusM MEIUIIMHCKONW OpraHU3alluy,
okassiBaroniesi BMII.

27. Munzapascolnpa3Butust Poccuu oCcyiiecTBisieT HalpaBJIeHHE MAIlMEHTOB JUIsl OKa3aHUs
BMII B MemuuuHCKME  opraHmsanuy, okaspBaomue BMII,  noaBegoMcTBeHHBIE
Munsapasconpassutus Poccun, @enepanbHOMY MEIUKO-OMOJIOTMYECKOMY areHTCTBY U
Poccuiickoii akazeMun MEIMIMHCKUX HayK (majee - (emepanpHas MEAUIIMHCKAS OpraHU3alns),
B Clly4dasX, €CJIH:

1) manmeHT He MpoXkuBaeT Ha TeppuTopun Poccuiickoit deneparuu;

2) MalyeHT He COCTOUT Ha PETUCTPALlMOHHOM YUYETE M0 MECTY )KUTEIbCTBA;



3) opraH WUCHIOJHUTENBFHOW BIacTh cyowsekta Poccuiickoir @enepamuun B cdepe
3/IpaBOOXpaHEHHsI HE 00ECHeuns HampaBJIeHHE MAIMeHTa B MEAWLIWHCKUE OpPraHM3aluu JUIs
okazanust BMII B cooTrBercTBHM ¢ HacTosmuM [Topsakom.

28. OcHOBaHMEM JUIsl pPELIEHUs] BOIIpOca O HalpaBieHHMH Munszapascoupa3sutus Poccun
nanueHTa B (eJepatbHYI0 MEAMIIMHCKYI0 OpraHu3anuio Juis okasanus BMII sBisercs
MUCHbMEHHOE OOpalleHne TpakJaHMHA (€ro 3aKOHHOTO IPEJICTABUTENs, JOBEPEHHOTO JIMIA) B
Munsapascoupassutusa Poccun.

29. TlpweM wu perucrpanusi MUCBMEHHBIX OOpalleHHWN TpaxkIaHWHA (ero 3aKOHHBIX
IIpe/CTaBUTENEH, JOBEPEHHBIX JUI) B MuH3apaBcoupa3zsutus Poccun ocymecTBisercs
COTJIaCHO TpeOOBaHUSAM AIMHUHHUCTPATHBHOTO periiaMeHTa MUHHUCTEPCTBA 3/IpaBOOXPAaHEHUS U
coluanbHOTO pa3BuTUsl Poccuiickoit denepanuyl M0 MCIOTHEHUIO TOCYAAPCTBEHHON (YHKIIUU
"Opranuzanusi MpuemMa rpaKIaH, CBOEBPEMEHHOTO M IOJIHOTO PAacCMOTPEHUsS MX OOpalieHuH,
MOJIAaHHBIX B YCTHOW WJIM NMHCHMEHHOW (opMme, NMPHUHITHE MO0 HUM pEIICHWH W HaIlpaBlieHHE
OTBETOB B YCTAaHOBJIEHHBIN 3aKOHO1aTeIbcTBOM Poccuiickoit @enepariu cpok", yrBepKA€HHOTO
npukazom Munzapascoupa3sutus Poccun ot 11 ampenst 2011 r. N 293n (3apeructpupoBan
Muntoctom Poccun 24 mast 2011 r. N 20850).

30. IMucebmenHoe oOpamieHHe TrpakaaHWHa B MMH3IpaBcOIpa3BUTUs Poccum JOIKHO
COJIep)KaTh CBEICHMsS, yKa3aHHble B TNOJANYHKTe 2 myHKTa 7 Hacrosmero Ilopsaka, u
nHOpMAIIHIO 0 TPUYHHAX oOpaiieHus B MuH3apaBcolpa3BuTus Poccuu ¢ 1eNbio HanpaBiIeHHS
B (penepanbHyr0 METUITMHCKYIO OpTaHM3aIliIo sl oka3zanus BMIL.

B cnydae oOpameHuss OT WMEHM TMAIMeHTa €ro 3aKOHHOTO TMPEICTaBUTENsS HIIH
JIOBEPEHHOTO JIMIIa B TMHUCHMEHHOM OOpalleHNH JOTMOJHHUTEIHHO YKA3bIBAIOTCS CBEICHHS,
IpelycCMOTpeHHbIE IOANYyHKTOM | nmyHkTa 8 Hactosuiero Iopsaxka.

31. K mnucebMeHHOMY OOpalleHHI0 TmanueHTa B MuH3apaBcolnpa3Butusi  Poccun
MIPUIIAraroTCs:

1) B ciydasix, mpeyCMOTPEHHBIX NoAnyHKTamMu 1 1 2 nmyHkra 27 Hactosiuero Iopsaka:

a) BBIMMCKA W3 MEJWIIMHCKOW JOKyMEHTAllUWM TAIMeHTa, BbIJAHHAA (eaepanbHOi
MEJMLIUHCKON OpraHu3alyel, OKa3pIBAOIIEH CIIEHHAIM3UPOBAHHYI0 MEIUIMHCKYIO ITOMOLIb, U
MOANNCAaHHAs €€ pYKOBOAUTENEM (JIMIIOM, €ro 3aMellalolluM), COJeprXallas CBEICHHUS,
yKa3aHHbIe B a03aile mepBoM nyHkTa 5 Hactosero [lopsiaka, u ko Buna BMII B cooTBeTcTBHM
¢ [lepeunewm;

0) TOKyMEHTHI, yKa3aHHbIE B TIOJMYHKTax 3 U 4 myHkTa 7 Hacrosmero [lTopsaka;

B) JIOKYMEHTBI, yKa3aHHble B NOJIYHKTe 2 myHKTa 8 Hactosuiero llopsaka (B ciyuae
oOpamieHns 0T UMEHH MaIMeHTa €ro 3aKOHHOTO MPEJICTABUTENSI MM IOBEPEHHOTO JIUIIA);

2) B ciaydae, IpeLyCMOTPEHHOM IMOANYHKTOM 3 myHKTa 27 Hactosuero [lopsaka:

a) TOKYMEHTBI, yKa3aHHbIe B moanyHkTax 1, 3 u 4 mynkra 7 Hacrosimero [lopsika;

0) MOKYMEHTHI, yKa3aHHbIE B MOAINYHKTe 2 MyHKTa & Hactosimiero llopsiaka (B cimydae
oOpamieHns 0T UMEHH NaIlMeHTa ero 3aKOHHOTO MPEJICTABUTENSI UM IOBEPEHHOTO JIUIIA).

32. JlemapTaMeHT BBICOKOTEXHOJIOTMYHON MEIUIMHCKON noMolnu MuH3IpaBcolLpa3BUTHUS
Poccuu B Teuenue gecsaTi pabounx THEH co JHS perucTpaiu B MuH3apaBconpa3BuTis Poccun
MUCHbMEHHOTO OOpalmieHusi MareHTa (ero 3aKOHHOTO IPEJCTaBUTENs, JOBEPEHHOTO JIHUIA) H
IpUJaraéMblXx K HEMY JIOKYMEHTOB, MpEeAyCMOTpeHHbIX NMyHKTOM 31 Hactosimero Ilopsinka,
MyTeM MPUMEHEHUs CIIENUAIN3UPOBAHHON WH(POPMALMOHHON cucTeMbl MUH3IpaBCOLPa3BUTHS
Poccun o6ecrieunBaet opopmitenne Ha manuenrta Tamona Ha okazanue BMII u HanpaBnieHue ero
C TpWIaraéMoil KOMUEH BBIMUCKH W3 MEIMIMHCKOW KapThl CTAllMOHAPHOTO OOJBHOTO B
denepalbHYI0 MEIMIIMHCKYIO OpraHHU3aIuio, okaspiBaomyo BMII mo nmpoduiio 3a0oneBanus
MalMEHTA.

33. Ilocne nomyuenust u3 JlemaprameHTa BbICOKOTEXHOJOTMUYHOM MEAMIIMHCKONW MOMOIIU
Munsnpascoripazsutusa Poccun Tanona Ha okazanne BMII ¢ npunaraemoii Konuen BbITUCKU U3
MEIUIMHCKOW KapThl cranuoHapHoro OosibHOro Komuccust denepanbHOH MEIMIIMHCKOM
OpraHu3alui TMPUHUMAET U OQOPMIISET pelIeHHEe O HaIMYUU (OTCYTCTBHUH) MEIMIIMHCKUX
MIOKA3aHUM U1 TOCHMTAIM3ALMU TAlUeHTa B Leisax okazanus BMII B cooTBercTBHM ¢



MOJIOKCHUSIMH ITYHKTOB 22 - 24 Hacrtosero [lopsimka.

O pemenun, npuasToM Komuccuei genepanbHON MEAUIIMHCKON OpraHU3aIiH, TallUEHTHI
(MX 3aKOHHBIE TMPEJCTABUTEIH, JIOBEPCHHbIE nwia) wuHpopMupyoTes JlemaprameHToOM
BBICOKOTEXHOJIOTUYHON MEIUIIMHCKON momoiu MuH3apascoupas3sutus Poccun, B ToM yucie
MyTeM MPUMEHECHHsI CIIeUaTN3UPOBAHHON HHPOPMAIIMOHHOW cucTeMbl MUH3IPABCOLIPA3BUTHS
Poccun.

34. Hanpaienue nanueHTOB M3 uucia rpaxkiaaH Poccuiickoit ®denepanuu, MeIuKo-
CaHWTAapHOE O0OECIEeYCHHEe KOTOPBIX B COOTBETCTBHU C 3aKOHOJATEILCTBOM Poccuiickoit
denepanuu OTHOCUTCS K BeJcHHIO DeepalbHOT0 METMKO-OMOIOTMIeCKOro areHTCTBa (Janee -
O®MBA Poccun), B mnonsenomcrBennele DOMBA Poccum QenepanbHble MEIUIIMHCKUE
opranusainuu Juist okazanust BMII ocymectsnsiercs ®MBA Poccun.

35. TlammeHt BmpaBe O00KaJOBAaTh PEIICHUS, NMPHUHATHIE B XOJC €ro HAMpaBICHUS B
MEIUIIMHCKYI0 OpraHu3anuio i okazaHuss BMII wa mro0om dtame, a Takxke JeHCTBUS
(Oe3nelicTBME) OPraHOB, OPraHU3AINM, JOKHOCTHBIX U WHBIX JIUIl B MOPSIIKE, YCTAHOBICHHOM
3akoHo1atenbcTBOM Poccuiickoit denepanmm.




