NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHHME
oT 24 urousa 2021 r. N 986

OB YTBEPKIEHUU ITPABUJI
[TPEJOCTABJIEHUS CYBCUOUN 13 ®EIEPAJIBHOIO BIOIKETA
BIOJJKETAM CYBBEKTOB POCCUICKON ®EJEPAIIVU B LIEJIIX
COPUHAHCUPOBAHUS PACXOIHBIX OBSI3ATE/ILCTB CYBBEKTOB
POCCUNICKOM ®EIEPALIN, BOSHMKAIOIINVX ITPU MOJEPHU3ALINN
JIABOPATOPUI MEIUIIMHCKUX OPTAHU3ALIIM CYBBEKTOB
POCCUNCKOU ®EJEPALIMU, OCYIIECTBJISIOIINX
JOUATHOCTUKY MHOEKIIMOHHBIX BOJIE3HEN

[TpaButenbcTBO Poccuiickoit @enepaiiy IOCTAHOBIISIET:

VTBepAuUTb NpuiaraemMblie [IpaBuiia mpemocTaBieHus cybcuanit u3 gpenepaabHOro 6l0mKeTa 6101KeTam
cyobekToB Poccuiickoit @emepaiium B 1ieisix cCOGMHAHCHMPOBAHMS PACXOAHbBIX 00S13aTE/bCTB CYyOEKTOB
Poccuiickoit ®epepauyyt, BO3HUKAKIINX IIPY MOJepHU3ALM JIaO0OpaTOpuil MeIUIIMHCKUX OpraHu3aIui
cyobekToB Poccuiickoit @emepaliyy, OCyIeCTBASIOMNX AUMATHOCTUKY MHMEKIIMOHHBIX 00/1e3HEel .

IIpencenatens [IpaBuTe/bCTBA
Poccuiickoit @enepayin
M.MUIIYCTUH

YTBepKOeHbI

roctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepauyu

oT 24 uions 2021 r. N 986

[IPABUJIA
[IPEJOCTABJIEHUS CYBCUOUN 13 ®EIEPAJIBHOTO BIOIKETA
BIO/I)KETAM CYBBEKTOB POCCUMCKOV ®EIEPAIIVU B LEJISIX
COD®MHAHCUPOBAHNS PACXOOHBIX OBSI3ATEJIBCTB CYBBEKTOB
POCCUVICKOM ®EIEPALIVN, BOSHMKAIOIIVX ITPU MOJJEPHU3ALIIN
JIABOPATOPUI MEJIULIMHCKMX OPTAHU3ALINYM CYBBEKTOB
POCCUVICKOM ®EIEPALINU, OCYIIECTBJISIIOIINX
IUATHOCTUKY MHOEKIIMOHHBIX BOJIE3HEN

1. Hactosimiye ITpaBuia yCTaHaBIMBAIOT LIeJIN, TIOPSIIOK U YCJIOBUSI ITPeIOCTaBIeHUS CyOCUImit U3
dbenepanbHOro 610/aKeTa 610mKeTaM CyobekToB Poccuiickoit @enepaiinm B 1es1X COQMHAHCUPOBAHUS
pacxomHbIX 00s13aTeNbCTB CyObeKTOB Poccuiickoit ®epepaiiii, BO3HUKAWIIMX ITPU MOJepHU3ALINK
nmabopaTopuit MeIUITMHCKUX OpraHu3aiuit cyobekToB Poccuiickoit demepaiiyi, OCyIIecT BASIOMNX
OMarHoCTUKY MHQEKIVOHHBIX 60sie3Hel (nanee - cybcuamum).

2. Cybcuaum mpegocTaBIIsSIOTCs 6101KkeTaM cyobeKToB Poccuiickoit @emepalium B mpefenax JMMUTOB
OIOIKETHBIX 00SI3aTEIbCTB, JOBEIEHHbIX B YCTAHOBJIEHHOM IOPSIAKE 10 MMHUCTEPCTBA 3/IpaBOOX PaHEHMS
Poccuiickoit ®epepaliny Kak ImojydaTesis CpeAcTB demnepaabHOro O10IKeTa Ha IMpegocTaB/IeHne cyocuamii
Ha Liein, yka3aHHble B yHKTe 1 HacTosmux [IpaBus.

3. YCJI0BUSIMU TIPeIOCTaBIEHUST CYOCUINTE SIBJISTIOTCSI:

a) HaJIM4ye IpaBoOBOTro aKTa cyobekTa Poccuiickoit ®emepaiiyy, yTBepsKIaoIIero nepedyeHb MepoIpusITHiA,
TIpU peaau3anyy KOTOPbIX BO3HMKAIOT PacxXoaHble 06s13aTeIbCTBa cyobekTa Poccuiickoit demepanyn, B
1essIX COPMHAHCUPOBAHMS KOTOPBIX MPEAOCTABSIOTCS CYyOCUINN;

0) Ha;muuMe B 610mKeTe cyobekTa Poccuiickoit ®enepanyiy O104KeTHbIX aCCUIHOBAHMIA Ha UCIIOJTHEHME



pacxoHOro 06s13aTeNIbCTBa CyobeKkTa Poccuiickoit ®emepanyy, cobuHaHCUPOBAHYE KOTOPOTO
OCyIIeCcTBIsIeTCS U3 emepaybHOTO OI0IKeTa, B 06beMe, He0OXOAVMOM JIJIS €T0 UCIIOJTHEHMS;

B) 3aKJII0UEHME COIJIallleHNsI O ITPeoCTaBIeHNM CyOCUaM MexXay MUHMCTepCTBOM 3 paBOOXpaHeHMsT
Poccuiickoit @emepaniyit ¥ BbICIIMM UCIIOJIHUTEIBHBIM OPraHOM IroCyJapCTBEHHO BJIaCTU CyObeKTa
Poccuiickoit @enepaiinu (fajiee - coriaiieHne) B COOTBeTCTBMM € TyHKTOM 10 [TpaBui ¢hopMupoBaHus,
TIpeI0CTaBIEHMS U paciipeneneHust cyocuanit 3 degepanbHOro 60/keTa 6010/1KeTaM Cy0ObeKTOB
Poccuiickoit @epepaunin, yrBep>kIeHHbIX IOocTaHOBIeHMeM [IpaBuTtenbcTBa Poccuiickoi ®enepanym ot 30
ceHTsI6pst 2014 1. N 999 "O dbopmMupoBaHuM, IIpeaOCTaBIeHUN U pacIipeeeHun Cyocuamnit us
(benmepanpHOro 610MKeTa OI0AKETaM Cyo'beKTOB Poccuiickoit ®emepanyn’” (ganee - [IpaBuia
dbopmupoBaHus, IpeIOCTaBIeHMS U pacpeneaeHus Cyocuanii).

4. Kputepuem ot6opa cyoberra Poccuiickoit ®epepariyu ajist mpeoCcTaBaAeHUs CyOCUANY SIBJISIETCS
Haymmume B cyobekTe Poccuiickoit @epepaiiu jabopaTopuit MegUIIMHCKUX OpraHU3aluii,
OCYIIEeCTBJISIONIVX TMarHOCTUKY MHPEKIVOHHbIX 60Ie3HE.

5. O6beM 6I0IKeTHBIX aCCUTHOBAHMIA (pemepaabHOro OI0KeTa, BhIAEISIeMbIX IJIsSI IIPeA0CTaBIeHNS
cyocuamnii Ha 1ieJiv, ykazaHHbIe B yHKTe 1 HacTosmumx [IpaBui, 1 pacripenesieHne Cyocuanii Mexmy
oromkeTaMu cyobekToB Poccuiickoit @emepanny yctaHaBauBaloTcs aktoM [TpaBuTenbcTBa Poccuiickoit
denepalyu.

6. [IpemocraBaeHne CyoCUANM OCYIIECTBISIETCSI HA OCHOBAHMM COTJIallleHM s, 3aK/II0UeHHOro B hopme
3JIEKTPOHHOTO JJOKYMEHTa IMOCPeICTBOM TOCYAAapPCTBEHHO MHTErPUPOBAHHOM MHGOPMALMOHHON CUCTEMBI
yIpaBieHUs 00IIeCTBeHHbIMY BMHAHCAMM "DJI€KTPOHHbIV OIO/IKET" B COOTBETCTBUM C TUIIOBO GOpPMOI,
yTBepkaeHHo MuHuctepcTBoM puHaHcoB Poccuiickoit Demeparimm.

7. PesynbTaTamMu UCIIOJIb30BAHMS CYOCUINIA SIBIISIIOTCSI :

a) 17151 cyobekToB Poccuiickoit demepaly ¢ HaceaeHueM OT 1 MJTH. YeJIOBEK - KOJIMYECTBO JlabopaTopuit 3-
I'0 YPOBHS (KpYIIHbIE JIJAOOPATOPUM MHOTOIPO(PUIbHBIX MEIUIIMHCKMUX OPraHM3alnii,
crielManmM3upoBaHHble, [IEHTPAIM30BaHHbIE U MeKpaiioHHbIe 1abopaTopum, obecrieunBalone
BBITIOJIHEHME PA3/IMYHBIX, B TOM UMCJIe YHUKAIbHBIX M BBICOKOTEXHOJIOTUYHBIX, BULOB UCCIeIOBAHUM
(IMarHoCTUYeCKMe IEeHTPbI, KpaeBble, 061aCTHbIE U TOPOJICKME OOJbHULIBI U APYTYE MEeIUIIMHCKIE
OpraHu3alyn) B MeIUIIMHCKMUX OpraHu3aiusax cyobekTa Poccuiickoii @emepaliny, OCyIe CTBISIOIIUX
IMArHOCTUKY MHQEKIMOHHBIX 60/Ie3Hel, OCHAIIIEHHBIX B COOTBETCTBUM CO CTAHAAPTOM OCHAIIEHMS
MMKPOOMOIOrMYeCcKoii 1abopaTopun, IpeyCMOTPEHHBIM YTBEPKIAeHHBIMY MUHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enmepaiiuy mpaBuiaMy MpoBeAeHMs TabopaTOPHBIX UCC/IeIOBAHMIA;

6) niia cyobekToB Poccuiickoit @enepaiiny ¢ HacejeHeM A0 1 MITH. YyeJIOBeK - KOJIMYeCTBO JIabopaTopuii
He HIKe 2-TO YPOBHS (JlabopaTopuy cpeiHeli MOITHOCTM, BHITTOTHSIONIVE KIMHUKO- IMarHOCTUYECKMe
JabopaTopHbIe UCCAeTOBAHMS /1T MEAUIIMHCKUX OPraHM3aIii, MUMEIOIMX B CBOEM COCTaBe
IMarHocTuueckue otaeneHus (PyHKIMOHAIbHOM, YAbTPa3BYKOBOI, TaO0PAaTOPHO AMAaTHOCTUKY U
PEHTTeHOIMArHOCTUKM), TIOMUKINHUK, CTAI[MOHAPOB U CIIelaIn3MPOBaHHbIX J1ab0paTOpUiA,
obecIeuBalOMIMX BbITOJHEHME UCCAeq0BaHMIi 10 OTAEJIbHBIM BUIAM KIMHUYECKMX JTA60PaTOPHBIX
MCCIeOBaHMIT) B MEIUIIMHCKMUX OpraHu3aIusIx cyobekTa Poccuiickoit @emepalinyt, OCyIeCTBIISIIONINX
IMarHOCTUKY MHQEKIMOHHBIX 60/Ie3Hel, OCHAIIEHHbIX B COOTBETCTBMUM CO CTAHAAPTOM OCHAIIEHMS,
YKa3aHHBIM B IOANYHKTE "a" HACTOSILEero MmyHKTa.

8. OreHka 3¢HEeKTUBHOCTY UCIIOAb30BaHMS CYOCUANIT OCYLIeCTBsIeTCSs MUHMCTEPCTBOM
3apaBooxpaHeHMs Poccuiickoit @emepaiiyy myTeM CpaBHEHMS YCTAaHOBJIEHHOTO COIVIAallleHMEeM IIJIAHOBOTO
3HAUeHMs pe3yabTaTa UCIIOIb30BaHMSI CYOCUANM U PaKTMUECKU TOCTUTHYTOTO 3HAUEHMS pe3yibTaTa
MICITOTb30BaHMUS CyOCUIUMN.

9. OpraH MUCIOTHUTEIbHO BJIacT cyobekTa Poccuiickoit ®emepaniyiu, yroJHOMOYEHHBI BbICIINM
MCIIOJIHUTEIbHBIM OPraHOM roCyIapCTBEHHOI BacTu cyobekTa Poccuiickoit @enepanyy, pasMmelaeT B
rOCyIapCTBEHHOI MHTEr PUPOBAHHOM MH(POPMAIMOHHON CUCTeMe YIIpaBJIeHNs 06IeCTBe HHbIMU



dbuHaHCcaMM "DIeKTPOHHBIN OI0IKET" IO YCTaHOBJIEHHOJ corianieHneM Gopme:

a) OTUeT 0 pacxopax OiojskeTa cyobekTa Poccuiickoit demepanim, B measix COQMHAHCUPOBAHMS KOTOPBIX
TIpeoCTaBIIsSIeTCS CyOCU M, - esxkeMecsuHo, He mo3gHee 10-ro uncia Mecsia, caeayioIlero 3a OTYeTHbIM
MecsI1eM;

6) OTYET O JOCTUMIKEHIMU 3HAUECHHUA pe3yiibTaTa UCIIOJIb3OBAHUS CY6CI/I,H,I/II/I - B CPOKMH, IIPeaAyCMOTpE€HHbIE
CorJialieHMeM.

10. Pa3mep mnpepocTaBiisieMoit 610/1keTy i-ro cyobekTa Poccuiickoit @emepanyu cyocuamm (Vi)
orpepessieTcs 1o opmyiie:

rae:

Vib - 0611t 06beM GI0AKETHBIX aCCUTHOBAHMIA, ITPeAyCMOTPEHHbIX B hefepaibHOM OI0KeTe Ha
npefocTaBieHe CyoCcuanii Ha COOTBETCTBYIOIINIT (PMHAHCOBbIN IO

Li - mpemenbHbIN ypOBeHb COGMHAHCUPOBAHMS PACXOTHOTO 00S3aTe/NbCTBA i-ro cydbekTa Poccuiickoii
depepatnu 13 dpeaepaabHOro OI0IKeTa, OIpeie/iieMbIil B COOTBETCTBUM C TYHKTOM 13 ITpaBu
dbopMupoBaHMSs, IpeIOCTaBIeHUS U pacIpeneaeHus: CyoCUamii;

k - BecoBoi1 KO3 GULIMEHT UMCTEHHOCTY HaceJeHNsI B COOTBETCTBYIONEM cyObeKkTe Poccuiickoit
denepaly COTJIACHO TaHHBIM PenepaabHOI CTYKObI TOCYAAPCTBEHHOM CTATUCTUKY (85 CYOBEKTOB
Poccuiickoit @enepaiyu, UCKaro4das r. MOCKBY, pa3fessitoTCS HA 3 TPYIINLI B 3aBUCUMOCTU OT YUCTIEHHOCTU
HaceJIeHUs):

k paBen 1 g cy6bekToB Poccuiickoit @emepanyu ¢ HaceiaeHueM 10 990 ThIC. Ue/IOBEK;
k paBeH 2 g1t cyobekToB Poccuiickoit ®emepannu ¢ HaceneHueM 6osee 990 ThiC. U MeHee 3 MJTH. UeJIOBeK;
k paBen 3 g1t cy6bekTOB Poccuiickoit @emepaiinm ¢ HacejaeHeM OT 3 MITH. UYeJIOBeK;

n - KOJUYeCTBO Cy0obeKTOB Poccuiickoit @emeparum - moayuatenein cyocuamm (84 cyorekra Poccuiickoit
OQenepauun).

11. TlepeuncneHue cyocuauit OCyIIeCTBISIETCS B YCTAHOBJIEHHOM TOPSIIKE Ha eIHbIe cueTa OI0KeTOoB,
OTKpbIThle GMHAHCOBBIM OpraHaM cyobekToB Poccuiickoii Defepaliuy B TeppUTOPUATbHBIX OpraHax
®enepasbHOroO Ka3HavyencTea.

12. B cryuae HapymeHus cyobekToM Poccuiickoit @enmepanyy 006s13aTeNIbCTB 110 AOCTUKEHUIO 3HAUEHUI
pe3yIbTaTOB UCITOIb30BaHMSI CYOCUAMM, YCTAHOBJIEHHBIX COTJIAllIeHMEM, U B CIydae HeyCTpaHeHUS
YKa3aHHbIX HapyIIeHi1 A0 MepBOii AaThl MPeCTaBAeHMSI OTUETHOCTU O JOCTUKEHUM 3HAUEeH U
pe3yJbTaTOB MCIIOb30BaHMS CYyOCUANY 00BEM CPEICTB, ITOAJIEKAIINI BO3BPATy 13 O10[IKeTa CyObeKTa
Poccuiickoir ®enpepannm B pemepasbHbIi OI0IKET, pACCUMTHIBAETCS B IMTOPSIAKE, YCTAHOBJIEHHOM ITYHKTaMM
16 - 18 ITpaBua hopMupoBaHMs, TIPeIOCTaBIEHMS Y pacIpefeeHUsI CyOCUamit.

13. B csiyuae HapymeHus 11eJ1ei, yCTaHOBJIEHHBIX IIPU IPeAoCTaBIeHn cyocuaum, K cyobekTy Poccuiickoi
denepany MPUMEHSIOTCS OI0/I>KeTHbIe Mepbl TPUHYKIEeHMS, TPeIyCMOTpPeHHbIe OI0[5Ke THBIM
3aKOHOmaTe/bcTBOM Poccuiickoit @emepaniyn.

14. OTBeTCTBEHHOCTD 33 JOCTOBEPHOCTD IIpeICTaB/IsieMbIX B MMHMCTEPCTBO 34paBOOXPaHeHUs
Poccuiickoit @epepauny MHGoOpMaLuu 1 JOKYMEHTOB, IpelyCMOTPeHHBIX HacTosumMu [IpaBuiamu,
BO3JIaraeTcsl Ha BBICIINIA MCITOJIHUTEIbHBIN OpTraH rocyqapcTBEHHOI BiacTu cyobekTa Poccuiickoii
denepanymn.



15. KoHTposb 3a cobimogeHmem cyobektamu Poccuiickoit demepaliyn yea0BUi peaoCcTaBIeHusT CyOCuanii
ocCyIecTB/sIeTCsI MMHMCTEPCTBOM 3apaBooxpaHeHus Poccuiickoit ®emeparnyn, @emepanbHOI CITYsKO0I 11O
Ha/30py B cdhepe 31paBOOXpPaHEHMS M YIIOTHOMOYEHHBIMM OpraHaMy rocyapCcTBeHHOTro (MHAHCOBOTO

KOHTPOJISL.



