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MockBa

OO0 yTBep:KICHHH
TpeGoBanmnii k rocyapcTBeHHbIM HHPOPMALIHOHHBIM CHCTEMaM
B cepe 3apaBooxpaHenns cyobexTop Poccuiickoii ®eaepannn,
MeIMLIHHCKAM HHPOPMALHOHHBIM CHCTEMaM MeIHIHHCKHX OpraHH3auHii
H HHPOPMAIIHOHHBIM cHCTeMaM (GapMaleBTHYECKHX OPraHH3alHi

B COOTBETCTBHH C 4acThio 4 crathu 91 MenepanpHoro 3akoHa oT 21 Hoa6ps 2011 .
Ne 323-®3 «O6 ocHOBax OXpaHBl 3[0poBbi rpaxiaH B Poccuiickoit @enepanuny»
(Cobpanne 3akoHomaTenscTBa Poccuiickoit ®enepaunu, 2011, Ne 48, cr. 6724; 2017,
Ne31,c1.4791) npuKka3bIBalo:

1. YrBepmuth TpeGoBanusi K TOCYJAapCTBEHHBIM HHGOPMAIMOHHBIM  CHCTEMaM
B chepe 3apaBooxpaHeHuss cyOnektoB Poccuiickoir @enepallvi, MEIHLIMHCKUM
MHQOPMAIHOHHBIM ~CHCTEMaM MEJMIMHCKHX OpraHu3alud H nHGOPMALIMOHHBIM
cucTeMaM (papMaleBTHYECKHX OpraHU3aliid COracHO MPUIIOKEHHIO.

2. Hacrosiuuii npuka3s Berynaet B cuity ¢ 1 sasapa 2020 roza.

MunucTp B.H. CkBopuosa




YTBepKIeHbI [IPUKA30M
MuHucTepcTBa 31paBOOXpPaHEHHUS
Poccuiickoli ®enepanuu

OT « 24 »gurqb’lpfl 2018 r. Ne 9/’/H

TpeGoBanus
K rocyJapcTBeHHbIM HH(OPMALHOHHBIM CHCTEMAM
B cepe 31paBooxpaHenns cyobekToB Poccniickoii ®Menepanuu,
MeAHIHHCKHM HHPOPMALMOHHBIM CHCTEMAM MeIHLHHCKHX OPraHu3anui
U HHPOPMALHOHHBIM CHCTeMaM (apMaleBTHYECKHX OpraHu3anui

I. O6mue mosroxenun

1. Hactosimue TpeGoBaHus ycTaHaBIMBAalOT TpeOOBaHHS K IOCYIapCTBEHHBIM
uHGOpMalLMOHHBIM cHCTEMaM B cdepe 3apaBooxpaHeHHs cyObekToB Poccuiickoi
®enepanyy, MEOUUUHCKUM HHOOPMAIMOHHBIM CHCTEMaM MEIULMHCKUX OpraHHu3alluii
1 MHPOPMAIMOHHBIM CHCTeMaM (apMalleBTHYeCKUX opranu3anuii (nanee — TpeGoBaHus,
HWH(GOPMAaLIMOHHBIE CHCTEMBI COOTBETCTBEHHO).

2. TocynapcTBeHHBIe WH(OPMALMOHHBIE CHUCTEMBI B Cdepe 3ApaBOOXpaHEHMS
cyonsexToB Poccuiickoit denepauuun (manee — ['MC cy6nrexToB Poccuiickoii @enepanun)
npeaHa3sHavYeHbl A cOopa, XpaHeHHs, OO0pabOTKM W TMpelacTaBieHUs HHQopMaluy,
HeoOXoauMO# i1 MHYOPMAMOHHON MOAJEPKKH YIPaBIEHUS IESITEIbHOCTHIO B cdepe
OXpaHbl 30pOBbs IpaxJaH B cyobekTe Poccuiickoit deneparyy, BKIo4as HHOOPMALIUIO
O MEIUIMHCKHX U (papMaleBTUYeCKUX OpraHM3alisix Ha TEpPpPUTOpUHM CyOBeKTa
Poccuiickoii ®enepaliii ¥ 00 OCYIIECTBICHHM UMU MEIHLIUHCKOW U (apMaleBTHYECKOM
JIeSTENbHOCTH Ha TePPUTOPHH cybhekTa Poccuiickoit Menepaun’'.

3. MeagumuHckue WHPOPMAIMOHHBIE CHUCTEMBI MEIULMHCKUAX OpraHHU3alui
(manee — MUC MO) npenHa3zHaueHs! i cOopa, XpaHeHus], 00pabOTKU U NpeACTaBIeHHUs
HHbOpMalY, HEOOXOAMMOW il aBTOMATHM3allMM IIPOLECCOB OKa3aHHs M ydeTa
MEIUIUHCKON IMOMOIIH W HHG)OPMAIMOHHON MONAEPKKHM MEIULMHCKUX pabOTHUKOB,
BKIIIOYass MHGOPMAIUIO O IaleHTax, 00 OKa3plBaeMONH KM MEIULMHCKON ITOMOIIH
¥ O MEIULUHCKON JESTebHOCTH MEIMIMHCKIX OpraHu3aIii’,

4, B wuHbOpMaUMOHHBIX  cHCTeMaX  (apMaleBTUYECKUX  OpraHHU3alui
comepxuTcs HHopmaius, HeobxoaumMas I aBTOMaTH3aLMHU [TPOLECCOB OCYIIECTBIICHUS
dapManeBTHYECKOH NeATENFHOCTH U WH(POpMalMOHHON NOANEPXKKM (papMaLeBTHYECKHX

"Yacru 1 u 2 crateu 91 denepanbHoro 3akona ot 21 wos6ps 2011 r. Ne 323-@3 «O6 0cHOBAX OXpaHbl 310POBbA TPAXIAH
B Poccuiickoit ®enepauuny» (1anee — @eepaibHelii 3akoH Ne 323-D3),
2Yactu 1 u 2 cratbu 91 denepainbHoro 3akona Ne 323-@3.



pabOTHUKOB, BKIOUas  MHGopMaIio O  (apMaleBTHYECKHUX  OpraHU3aluaX
1 00 OCyIIeCTBIICHUH MU (papMarieBTHIECKOM e TEIBHOCTH .

5. B cnyuae ecniu 'MC cyOwekta Poccuiickoit ®Denepanum obecrieduBaet
BeinojHenre pynkuuit MUC MO, 1o k takoit [ UC cybbekta Poccuiickoii ®enepanuu
npuMmenstorcs Tpebosanus rnaBel [l TpeGoanuit u TpeboBanus x MHC MO,
ycraHoBJIeHHBIe raBoii IV TpeboBanuii.

6. Oneparopamu UHGOPMAIOHHBIX CHCTEM ABJISIOTCA OpraHsl
UCIIOJHUTENbHOH Bractd cyOwsekta Poccmiickoii @enepauuy, YNOTHOMOYEHHBIE
BBICIIMMH  MCIOJHHUTEIBHBIMM ~ OpPraHaMM TOCYJapCTBEHHOW BIIACTH CyOBEKTOB
Poccuiickoii @enepany Ha co3JaHHe, pa3BUTHE M IKCIUTyaTallMIO TOCYJapCTBEHHOM
uHdopMalnonHoi cucTeMsl B cdepe 3apaBooxpaHeHUs cybObekra Poccuiickoi
denepauny, OpraHU3allid, Ha3HAYEHHBIC YKa3aHHBIMM OpraHaMH, MEIUIMHCKHE

OpraHHM3aluy U PapMaleBTUYECKHE OpraHM3aLMH".

II. TpeGoBaHus K 3amuTe HHGOPMANHH, CoaepKaLIeHCs
B HHPOPMALIMOHHBIX CHCTEMAX, H K IIPOrpaMMHO-TEXHHYECKHM
cpeAcTBaM HHPOPMANHOHHBIX CHCTEM

7. Hudopmaiys, comepkamasics B HHYOPMALMOHHBIX CHUCTEMaX, IOAJIEIKHT
3aIliTe B COOTBETCTBHHM € 3aKOHOAATeNnsCTBOM Poccuiickoii @enepanuu 06 nHpopmanuy,
UHGOPMAIIIOHHBIX TEXHOIOTHAX M O 3alluTe uHQOPMALM’ M 3aKOHONATETHCTBOM
Poccuiickoii @enepanny B 0671aCTH EPCOHANBHBIX JlaHHBIX6.

8. 3amura wuHbDOpMalMH, colepxkalleiics B HHPOPMALMOHHBIX CHCTEMaX,
IOJDKHA 00ECIEUMBATHCA IOCPEACTBOM NMPUMEHEHHs OPraHHU3alfHOHHBIX M TEXHHYECKHUX
Mep 3allUThI urdOpMAaLHH .

9. [TporpaMMHO-TeXHIHYECKHE CPEACTBA HHYOPMAIIMOHHBIX CHCTEM JTOJIKHBI

a) pacrionaratbcs Ha TeppuTopuu Pocculickoii ®enepauun’;

3Yacru 1 12 crathu 91 ®eaepanbHoro 3akona Ne 323-D3.
*Yacts 3 crateu 91 ®enepanbHoro 3akona Ne 323-03.

5 Crares 4 ®enepansHoro 3akona ot 27 mons 2006 r. Ne 149-03 «O6 nupopmaimy, HHGOPMALMOHHBIX TEXHOJIOTHAX
¥ o 3ammTe undopmauuu» (Cobpanue 3akoHoparenbctsa Poccuiickoit ®enepammu, 2006, Ne 31, cr. 3451; 2009, Ne 48,
cT. 5716; Ne 52, ct. 6439; 2010, Ne 27, cT. 3407; Ne 31, c1. 4173; 4196; Ne 49, cT. 6409; 2011, Ne 23, cT. 3263; Ne 31, ct. 4701;
2013, Ne 14, cr. 1651; Ne 30, cr. 4038; Ne 51, cr. 6683; 2014, Ne 23, cT. 2927; Ne 30, ct. 4217, 4243; 2016, Ne 27,
cr. 4164; 2017, Ne 9, cr. 1276; Ne 27, ct. 3945; Ne 31, cr. 4772; 2018, Ne 1, cr. 82) (nanee — Penepaibbiii 3aK0H
Ne 149-03).

¢ Crarbs 4 denepanbHoro 3akona ot 27 mons 2006 r. Ne 152-@3 «O nepconanbHbX JaHHbIX» (CoOpaHue 3aKOHOIATENLCTBA
Poccuiickoit @epepanuy, 2006, Ne 31, c1. 3448; 2010, Ne 31, c1. 4196; 201 1, Ne 15, ct. 2038; Ne 30, ct. 4600; 2012, Ne 31, cr.
4328:; 2013, Ne 14, cT. 1658; Ne 23, cr. 2870; Ne 27, ct. 3479; Ne 52, cT. 6961, cT. 6963; 2014, Ne 19, cr. 2302; Ne 30, ct1. 4223,
4243; Ne 48, cT. 6645; 2015, Ne 1, cT. 84; Ne 27, ct. 3979; Ne 29, ct. 4389, 4390; 2016, Ne 26, cT. 3877; Ne 28, ct. 4558, Ne 52,
cT. 7491; 2017, Ne 18, cT. 2664; Ne 24, ct. 3478; Ne 25, ct. 3596; Ne 31, ct. 4790, cr. 4825, ct. 4827; Ne 48, cT. 7051; 2018,
Ne 1, ct. 66; Ne 18, cT. 2572; Ne 27, c1. 3956; Ne 30, c1. 4546; Ne 52, cT. 8101).
7 Cratba 16 ®enepanbHoro 3akoHa Ne 149-03.

8 Yacrp 2.1 crateu 13 @enepansHoro 3akona Ne 149-03.




6) COOTBeTCTBOBaTh  TpeOOBaHUSAM, IMPEOYCMOTPEHHBIM  IIOCTAHOBJIEHHEM
[MpaButensctBa Poccuiickoit ®enmepaun ot 16 HosOps 2015 1. Ne - 1236
«O6 ycTaHOBJIEHHMH 3alpeTa Ha JOMYCK MPOrPaMMHOro obecreyeH s, IPOUCXOSIIETO 3
HHOCTPAHHBIX TOCYJapCTB, NS Lelel OC}’H_ICCTBJICHI/IH 3aKyTOK JJsi o6ecnequn;1
FOCYJAPCTBEHHBIX M MYHHLAMATBHBIX HYHKI» ; '

B) ObITh cepTudupoBanHbiME DenepanbHoit ciyx0oii 6e3omacHoctn Poccuiickoii
®enepauun ¥ (wim) DemepanbHOM CIyXKO00H MO TEXHAYECKOMY M IKCIIOPTHOMY
KOHTPOIIO'© B OTHOIIGHHM BXOAIIMX B MX COCTaB CPENCTB 3alMThl MH(pOPMALHH,
BKIIOYAIOIIMX  NpOTrpaMMHO-allapaTHble  CpPeICTBA,  CPEACTBA  AHTHBHPYCHOM
U KpHUITOrpaduyecKkoil 3amuThl HHpOpMAUMH W CPEACTBAa 3aIlUTHl HHQOPMalKH
OT HECaHKI[HOHHPOBAHHOIO JOCTYNa, YHHUYTOXEHHS, MOIU(PHUKALUU KU OJIOKHPOBaHMS
JOCTYNa K HeH, a Takke OT HMHBIX HEINPaBOMEPHBIX ACHCTBUM B OTHOLIEHUH TaKOH
uHdopMaIyH (B TOM 4KCie CBeleHHs, COCTABIISIOIINE BpaueOHYIO TaiiHy);

r) obecreyuBaTh XpaHEHHE MEAUIMHCKOW NOKYMEHTAalUd B (OpMe 3IEKTPOHHBIX
JOKYMEHTOB, TpeXycMaTpuBas pe3epBHOE KOMMPOBAHME MEIMLMHCKON ITOKYMEHTAUH
B (OpMe DJJIEKTPOHHBIX JOKYMEHTOB M METAJAaHHBIX, BOCCTAHOBJICHHME MEIULMHCKON
JOKYMEHTAllMM B (OpMe DIEKTPOHHBIX NOKYMEHTOB M METAJ@aHHBIX U3 pE3ePBHBIX
Konnﬁ”;

1) obecrneynBaTh MPOTOKOJIMPOBAHUE M COXPAHEHUE CBEACHHUH O MPENOCTaBICHHMH
JOCTYIa U O APYTHX OMepanusix ¢ JOKyMEHTaMU U METaaHHBIMU B aBTOMAaTH3HPOBAHHOM
pexuMe, a Tak)Ke aBTOMaTH3UPOBaHHOE BEJICHHE 3JIEKTPOHHEIX XXYpPHAIOB y4eTa TOYHOIO
BpeMEHH M (DAKTOB pa3MelleHHs, U3MEHEHHA U yJaleHus HHPOPMalMH, COJEePKaHHA
BHOCHMBIX U3MEHEHHUM;

e) QYyHKIMOHMPOBATH B Oecriepe0OHHOM KPYTJIOCYTOYHOM PEXHUME, 38 HCKITIOYCHHEM
YCTaHOBJIEHHBIX IIEPUOIOB IPOBEACHHs DPaboT 1O OOCHYKHMBAaHUIO HWHGOPMAILMOHHEBIX
CHCTEM W YCTpPaHEHHIO HEHWCIIpaBHOCTeH B paboTe, cymMMapHas IIMTEIbHOCTh KOTOPBIX
He JOJDKHA MpeBbINIaTh 4 4acoB B Mecdll (3a HCKIIOYEHHMEM IIE€PEPBIBOB, CBSA3aHHBIX
¢ 06CTOATENILCTBAMH HEIPEOI0JIMMO# CHJIBL);

k) ofecneuynmBaTh pasMellleHHe WHQOpMAlMM B EOUHOM IOCYIapCTBEHHOM
uHGOpPMAaIMOHHON cucTeMe B cdepe 3IpaBOOXpaHEHHs B  COOTBETCTBHH  C
npunoxkedueM Ne 1 k T[lonoXeHHIO O €IHHOH TOCyJapcTBEHHOH HHQOPMAlMOHHOM
cucteMe B cepe 3ApaBoOXpaHeHUs, yTBEpPXKIEHHOMY NocTaHoBleHHeM [IpaBurenscTBa
Poccuiickoii ®eaepanun ot 5 masg 2018 r. Ne 555'% (nanee — IMonoxeHue o emUHOM
cucTeMe), M obecreynmBaTh AOCTYI K HHOOpMAIMH, COAEpKAIEHCSs B eJUHOU

o Co6panue 3akoHomatenscTBa Poccuiickolt denepanuy, 2015, Ne 47, ct. 6600; 2017, Ne 14, ct. 2062; Ne 52, cr. 8168; 2018,
Ne 49, ct. 7600.

19 TTocranoBnenue TIpasutenscta Poccuiickoii @epepanuy ot 26 moHsa 1995 r. Ne 608 «O cepTuduKay CpeaCcTB 3ALUTHI
uapopmarmi» (CobpaHue 3akoHOAaTENbCTBA Pocchiickon Denepaunn, 1995, Ne 27, ct. 2579; 1996, Ne 18, cT. 2142; 1999,
Ne 14, ct. 1722; 2004, Ne 52, ct. 5480; 2010, Ne 18, c1. 2238).

" MymxTer 11, 12 vactu 1 craten 79 @enepanbHoro 3akona Ne 323-@3.

12 Cobpauue 3axkononatensctsa Poccuiickoit Denepauuu, 2018, No 20, cr. 2849; Ne 49, cr. 7600; Ne 50, ct. 7755.
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rocyiapcTBeHHOM HHQoOpMalMOHHONW cucTeMe B cdepe 3ApaBoOXpaHeHUs (najiee —
EnuHas cucrema), B COOTBETCTBMM ¢ mpriiokeHreM Ne 2 k [lonoxeHHIO O eAWHOM
CUCTEME;

3) obecreunBaTh HWHGOPMALMOHHOE B3aUMOAEWCTBHE HH(POPMALMOHHBIX CHUCTEM
MeXIy coboi mnyTreM oOMeHa WH(POPMAIMOHHBIMH COOOIICHHUAM IOCPEACTBOM
GbopMUpOBaHUs, OTMPAaBKH, IMONy4YeHHsS, 0OpabOTKM 3alpocoB U OTBETOB, (popmMarsl
KOTOPBIX pa3pabaThlBAalOTCS OlepaTopaMd WH(POPMAIMOHHBIX CHCTEM B cdepe
3[paBOOXPaHEHHs Ha OCHOBE CIPABOYHHUKOB M KIIACCU(HUKATOPOB, COIEpXKALUXCS B
¢denepalbHOM  peecTpe  HOPMAaTHBHO-CIIpaBO4YHOM  wHpopmanun B cdepe
3/|paBOOXPAHEHHS

H) GOpMHUPOBAThH IEKTPOHHBIE TOJIMCH B aBTOMATHUYECKOM PEXUME U BKIIOYAThH
uX B UH(OpPMaIMOHHBIE COOOIIEHHs, MPOBEPATH coaepKaluecs B HHGOPMalUOHHBIX
COODIIEHUAX IJIEKTPOHHBIE MMOAMUCH OPraHU3aliii U (WIM) UX TOJDKHOCTHBIX JIHL, B TOM
4yuclie  OpraHu3aluii, SABIAIOMIUXCS — oleparopaMy  HHGQOPMALMOHHBIX  CHCTEM,
YYaCTBYIOLIUX B HHPOPMALHOHHOM B3aHMOICHCTBHH | ‘ o

K) oOecrme4wBaTh JOCTOBEPHOCTh M aKTyalbHOCTh CBEJACHUM O MEIUIUHCKHUX
OpraHu3alligX M MEAWIUHCKHX pabOTHHKAX TIOCPEACTBOM  HMH(OPMAIMOHHOTO
B3aUMOJICHCTBHUS C (elepajbHBIM PEECTPOM MEIULUHCKUX OpraHU3alHi, (penepam,HLIM
PETUCTPOM MeTULIMHCKUX paboTHUKOB EnnnHoil CHCTEMBI ; o
M) obecreynBaTh BO3MOXHOCTh BEJEHMS MEIMLMHCKONW TOKYMEHTalud B (opme

DJIEKTPOHHBIX JOKYMEHTOB.
HI. TpetoBanns k 'NC cyobexkToB Poccuiickoii @egepanum

10. OpraHbl HCTONHUTENbHOW BaacTd cybwexta Poccuiickoit ®Denepauuw,
YIIOJTHOMOYEHHBIE BBICIIUM HCIONHUTENBHBIM OpPraHOM TIOCYJApCTBEHHOW BJIACTH
cyobekta Poccuiickoil ®Dexmepauum Ha CO34aHUE, pPA3sBUTHE M IKCILTyaT2i[HIO
IT'NC cyoOwsexta Poccmiickoit ®enepauuu (gasee — YINOJIHOMOYEHHBIE OpIraHbI
UCHONHHTEIBHONR  Bnactd  cyObekra Poccuiickoir  @epepauuu), OpraHu3anyH,
Ha3HAUYECHHbIEC YKa3aHHBIMU OpraHaMu'’, TOIKHBI 06ecIeunBaTh:

a) co3manue, pasputde W 9kciutyarammio [TMIC  cybwexra Poccuiickoi
depepallii, a TaKXe COMNPOBOXAECHHE TEXHHYECKOTO M IPOrPaMMHOro obecreyeHus
I'C cy6nexra Poccuiickoii @enepanuu;

13 TMyukTol 23, 24 TNonoXeHUA 0 ENUHOMR CHCTEME.

" Mpuxas deaepanbHoit cyx6er Gesonacoctn ot 27 nexadps 2011 r. Ne 796 «O6 yTeepkaenun TpeGoBaHumii K cpeacTBaM
anexTpoHHOMN noanuck U TpeGoBakuii K CPeACTBAM YAOCTOBEPAIOLIETO LIEHTPa) (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHLIMHA
Poccuiickoi ®eaepaunu 9 dpespans 2012 r., peructpaluoHHblii Ne 23191).

"* IMynkTol 6-10, 53 Tonoxenus 0 exUHOM CHCTEME.

SYacrp 3 crathu 91 denepanshoro 3akona Ne 323-@3.




) npueM, xpaHenue W npenocrasienue gaHHbBIX [MIC cyObexta Poccuiickoit

®denepanuy; \

B) noakmoueHue W (unm) npepoctaBieHue gocryna k IMC  cyGbekra
Poccuiickoit ®enepanuu MUC MO;

r) noaxmouenue ' UC cybpekra Poccuiickoit @enepanuu k EnuHol cucreMe u

pa3MelleHre cBeleHWi B EnuHON cucTeMe B cOCTaBe M CpPOKH, IPELyCMOTPEHHBIE
IMpunoxennem Ne 1 k [lonoxenuro o enuHON cucreMe;

1) yuYeT M PETUCTPAIMIO BCEX JIEHCTBHH, a Takke HACHTUPHKAIMIO BCEX
YYaCTHHKOB, CBSI3@HHBIX C OOpabOTKOM NEpCOHAJbHBIX MAHHBIX IPU B3aMMOJEHCTBUH
UH(POPMAIIMOHHBIX CHUCTEM, YKa3aHHBIX B yacTax 1 u 5 crateu 91 denepanbHOro 3akoHa
ot 21 Hos16ps 2011 r. Ne 323-@3 «O6 ocHOBax oxpaHbl 310pOBbs I'paXkaaH B Poccuiickoit
Oenepamun»' | (nanee — OenepanbHblii 3akoH Ne 323-3), ¢ TUC cy6bekta Poccuiickoit
Qenepanyu.

e) METOAMYECKYI0 MOJAEPXKKY IO BOIPOCaM TEXHUYECKOIO HCIIOIb30BAHUSA
1 uHpopmanuonHoro HanonHeHus [ IC cydbexTa Poccuiickoil @enepaium.

11. [TocpenctBom I'MIC cyb6rexra Poccuiickoii ®@enepaiiiil B UeNIX pealn3alivu
NOJIHOMOYHH OpraHOB TOCYyAapCTBEHHON BiacTH cyObekToB Poccuiickoit Denepanuu
B cdepe oxpaHbl 30pOBbS, NMPEAYCMOTPEHHBIX 4acTblo 1 crateu 16 PepepanbHOro
3akoHa Ne 323-D3, obecrieunBaeTcs:

a) ToAAepXKa MPHUHATHS YIpPaBICHYECKUX PEIICHUH IO BOIPOCAM DPa3BHTHS
3paBOOXpaHeHus B cyObpekTe Poccuiickoit Penepanuy;

0) yrpaBiieHHe TIOTOKaMH MAalUeHTOB (3JIEKTPOHHAs PErUCTPaTypa);

B) yIlpaBieHHE CKOpOi, B TOM YHCIle CKOpPOH ClelHaTM3HpOBAHHON, MEIUIIMHCKOM
IIOMOIIIBIO (BKITIIOYAs CAaHUTAPHO-aBHALIMOHHYIO 9BaKyalHUIo);

I') BeIeHNE NHTETPUPOBAHHOMN 3JIEKTPOHHON MEIUIIMHCKON KapThl;

J) yYeT CBEJEeHHI O MOKa3aTessX CUCTEMBI 3[paBOOXPAHEHMs], B TOM YHCJIE MEIUKO-
neMorpaguyeckix Mmokasaresel 3J0pOBbs HACEIIEHUS;

€) BeJleHHE CIIeHHATM3UPOBAHHBIX PErUCTPOB MALMEHTOB 10 OTAE/IBHEIM HO30J0T UM
1 KaTeropusiM rpakIaH;

K) cOop, xpaHenue u obOpaboTka HHPopMmanuu 06 00ECNEYEHHOCTH OTAENBHBIX
KaTeropuif rpaxnad, B TOM 4YMCIe TIpax[aH, HMEUMUX IpaBO Ha IMOJy4YeHHe
TOCYJapCTBEHHOM  COLMAIILHOMN moMoINM'°,  JeKApCTBEHHBIMH  TpenapaTaMH,
CHELMAIM3UPOBAHHBIMH MPOAYKTAaMH JIeueOHOro MUTAHUs, METULIMHCKUMHU U3IE/HUAMHY,

3) OKa3aHHe MEIMIMHCKOM TIOMOLIH C TPUMEHEHHEM TeleMEIUIIMHCKIAX TEXHOJIOTHIA;

¥)  opraHM3ands  NpoQUIaKTUKH  3abosieBaHMi,  BKIIOYas  MPOBEICHHS
JUCTIaHCEPU3AIIHH, TPODHUITAKTHIECKUX MEAULIMHCKHUX OCMOTPOB;

17 Cobpanue 3akoHoaaTensctea Poccuiickoit @eneparu, 2011, Ne 48, cr. 6724; 2017, Ne 31, cr. 4791.
18 Crarbs 6.1 degepanbHOro 3ak0Ha oT 17 mons 1999 r. Ne 178-®3 «O rocyaapcTseHHol counanshoii nomoun» (Cobpanue
sakoHozaTenbcTBa Poccuiickoit ®eaepammn, 1999, Ne 29, cr. 3699; 2004, Ne 35, cT. 3607).
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K) OpraHu3alys UMMYHONPODIIAKTUKH HHOEKIIMOHHBIX 3a001eBaHMiA;

Jd)  BeleHHe  IEHTPAIU30BaHHOM  CHCTeMBI  (TIOJACHCTEMBI)  YIIpaBIEHHS
71ab0paTOPHBIMU HUCCIICJOBAHHUSIMY;

M) BeleHHE UEHTPATM30BAaHHON CHCTeMbl (TIOJCHCTEMBI) XpaHeHHS u 00paboTku
pe3yJIbTaTOB IMarHOCTUYECKUX HUCCIIeJOBaHUN (METUITMHCKUX U300paXKeHul);

H) ofecrmeueHHe aBTOMATH3alUHd MPOLIECCOB OKa3aHHUA MEJUIMHCKON ITOMOIIH
10 OTAEIIBHBIM HO30JIOTHIM M KaTerOpHsIM IrpaKiaH;

0) yueT oOpallleHdus MEeTUIMHCKOW TOKYMEHTAIWH, OpTraHHU3alHs 3JIEKTPOHHOTO
IOKYMEeHT0000poTa B cpepe OXpaHbI 3T0POBbS;

1) BEACHHE HOPMATHBHO-CIIPABOYHON HHQOpMannu B cdepe 3IpaBOOXpaHEHUs
B cyOBekTe Poccmiickoii @eneparuy;

p) HHble  QYHKIHOHAIBHBIE  BO3MOXHOCTH IO  PEUICHHIO  OIepaTopa
HHPOPMAIIMOHHONW  CHCTEMBbI, cooTBeTcTBylome HasHaueHnio [MC cyOBexToB
Poccuiickoit ®enepanvu, npeaycMoTpeHHOMY myHKTOM 2 TpeboBaHuii.

12.  Tlomnepika IpUHATHS YIpaBIeHYECKHX PELIeHUH B cepe 3[paBOOXPaHEHNUS
cyonekTta Poccuiickoii @eneparuyl BKIIOYAET:

a) aHaJM3 U 0OpabOTKYy HaHHBIX MOHHMTOPHMHIA IOKa3aTejell 310pOBbsl HACEJICHHS,
BKIIFOYAas OLEHKY 3a00JeBaeMOCTH, WHBAIUAHOCTH H CMEPTHOCTH Pa3IMYIHBIX
IIOJIOBO3PACTHBIX ~TPYMI  HaceJeHHs [0 HO30JOTHAM, M LeNed MPUHATH
yIpaBlieHUECKUX pellleHuid B cepe 3apaBooxpaHeHus cyobekra Poccuiickoi Penepaiiyu;

0) CpaBHHUTENBHBIH aHAIHU3 JAEATENPHOCTH MEAWIMHCKUX OpraHu3aluil cyOBeKTa
Poccuiickoii demepaiiny, a TakkKe aHATH3 00ECIIEYeHHOCTH M MOTPEOHOCTH B OCHOBHBIX |
BHUJAX MEOUIMHCKOM TIOMOINM, BKJIIOYas KOHTPOJH BBIOJIHEHHS TEPPUTOPHAIBHON
IpOrpaMMbl  TOCYAApPCTBEHHBIX TapaHTUH  OecIylaTHOro  OKa3aHus — IpaXIaHaMm
MeTULIMHCKOM TTOMOILIH;

B) OILIEHKY [TOKasarejiell, XapaKTepU3YIOIIMX CHUCTEMY OKa3aHHsd MEIULIMHCKON

TIOMOIIIM, ¥ UX TUHAMHKH.
13. VnpasieHde  IMOTOKAaMH  MAalMEHTOB  (JJEKTPOHHAs  PErucCTpaTypa)

B 'MIC cyOnekrta Poccuiickoil @enepanyy BKIIOYAET:

a) (¢opMHpOBaHHE paclUCaHMs A 3alliCH Ha IPUEM K Bpady, BBI30BOB Bpaya
Ha JIOM ¥ 3alucCh I TPOXOXKIEHHS NPOPUIAKTHUECKHX MEIUIMHCKHX OCMOTPOB
M JUCITAHCEPHU3AIIMK C MCIIONB30BaHNEeM HH()OPMALMOHHO-TEIEKOMMYHHKAIIMOHHONW CETH
«HTepHeT;

0) BeleHHe JIMCTOB OXHUIAHHUA, AaHAIU3 OOCTY’)KMBAaEMBIX 3alMcedl ¢ y4eTOM
CHHXPOHH3AIVH C (pelepalbHOM 3NEKTPOHHOR perucTpatypoii'’;

B) MH()OPMHUPOBaHHE HACEJICHHU O NIPEJOCTABIISEMBIX MEAUIIUHCKUX yCIIyTrax;

19 ITynkr 11 [Honoxkenns 0 eIHHOHN CUCTEME.
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r) MJIAaHHPOBAaHME IIOTOKOB IALMEHTOB MpPH OKA3aHWM TEPBHYHOH MEIHKO-
CaHUTApPHOW TOMOLIM U CINELHATU3MPOBAHHOH MEIUIMHCKON MOMOIIM B CTAIMOHAPHBIX
YCJIOBHUSAX, YYET U IJIAHUPOBAHUE 3aHATOCTH KOSYHOrO (hOHAA;

1) MOHMTOPHHI JOCTYMHOCTH 3allHCH Ha MPHEM K Bpayy B CPOKH, YCTAHOBJIEHHbIE
IpOrpaMMO¥  TOCYJNapCTBEHHBIX TrapaHTHH OeCIUIaTHOrO OKasaHusd TCPaxJaHaM
MEIULIMHCKON ITOMOILIH.

14. YnpaeieHue CKOpoi, B TOM 4YHCIe CKOpOM CIeHHaJIu3UPOBAHHOM,
METULIMHCKOM MOMOLIBIO (BKIIOYas CAHUTAPHO-aBHAILIMOHHYIO 9BaKyalMIO) BKIIFOYAET:

a) y4eT JIaHHBIX M3 MHGOPMAIMOHHOM CHCTEMBI YIIPaBIEHHUs IIPUEMOM H 06paGoTKOM
BBI30BOB  CKOpPOHM  MEIUIMHCKOM TioMOIM (C  HCHOIB30BAHHEM  ITI00AIBHON
HABUTALMOHHON cryTHHKOBO# cuctembl [JIOHACC?) (manee — YIC CMII) o npuHATHIX
BBI30BaX CKOPOM MEIUIMHCKON MMOMOIIH, pe3yIbTaTax OKa3aHUs MEIULMHCKON IIOMOILY;

0) onepaTHBHOE (AMCHETYEPCKOE) YNpAaBJIE€HHWE BHI30BAMHM CKOPOH MeIMIIMHCKOH
MIOMOIIIM HA OCHOBE UX KapTorpau4eckoro pacrpeeieHus, a TakKe paboTol BEIE3[HBIX
Opuraj; ckopoit MEMIMHCKOHN TIOMOILH HA OCHOBE HH()OPMALMOHHO-KOMMYHHKAIIMOHHOM
TIOANEPXKKH (TIepesiada ayAuo -, BUEO - HHPOPMALMH MO CeTIM GeCIPOBOAHOMN CBS3H);

B) MpueM M 00pabOTKy IaHHBIX CHCTEM CIyTHHKOBOIO IIO3MLMOHMPOBAHHS
(I''TOHACC/GPS), uHdopMaIiOHHOe B3aHMOJAEHCTBHE C JEXKYPHO-IHMCIIETYEPCKUMH
CIly’k0aMH DKCTPEHHBIX ONEPATHBHBIX CIYX0; MHTErpamluio ¢ LEHTPaMH MIPOQUILHOro
MOHHUTOPHHIa CHCTEMEI 3[PaBOOXPAHEHHUS; ONEPATUBHOE YIpaBlIeHHE TPaHCIIOPTHBIMH
CPEICTBAMH B PEXUME pPEAJIbHOT0 BpPEMEHM NPH YCTPAaHEHWHM TPOHUCIIECTBHHA U
Ype3BhIYaWHBIX CUTYyallUi;

r) yHOpaBleHHE MENUIMHCKOH 3BaKyalueil MalMEeHTOB M HMX TOCIHTAIH3ALMEN
B MEJIULIMHCKWE OPraHU3allHH;

1) y4eT ¥ (popMHpOBaHHE CTATHCTUYECKUX (B TOM YHUCJIE ONEPATHBHEIX ) JaHHBIX.

15. Benenne MHTErpUpOBaHHOH 3JEKTPOHHOW MEIMIIMHCKON KapThl MalueHTa
BKJIFOYAET:

a) cOop, XxpaHeHHe, CHCTEMATH3alMI0O W 00pabOTKY CBEIEHHM, YKa3aHHBIX
B cratbe 94 @enmepanbHoro 3akoHa Ne 323-O3, o juuax, KOTOPBIM OKa3bIBACTCS
MEIUIMHCKasg TIOMOIIb, a TaKXe O JHIAX, B OTHOIICHHH KOTOPBIX TPOBOIATCS
MEIUIITHCKUE 3KCIIEPTHU3HI, MEIULIMHCKUE OCMOTPHI 17§ MEJIULIMHCKUE
OCBUJETEIBCTBOBAHNS,

0) oOMeH CTpPYKTypHpOBaHHOH MEAMLMHCKOH JOKyMEHTanueir B  QopMme
anekTpoHHBIX AokyMeHToB Mexay MUC MO, TYC cy6bpekra Poccuiickoit ®eneparuu
U QeacpalbHOM HWHTETPHUPOBAHHON 3JIEKTPOHHOM MeIWUMHCKOH Kaptodt EnuHoii
CHCTEMBI” .

2 yxa3 Ilpesunenta Poccuiickolt ®enepamyuu ot 17 Mas 2007 r. Ne 638 «O6 HCTONB30BAHME TIOGAIBHOMN HABHIALMOHHOM
cnyTHHKOBO# cructeMsl TJIOHACC B uHTEpecax coluaibHO-3KOHOMITecKoro pasBuths Poccuiickoit ®@enepauun» (Cobpanue
3akoHoaatenbcTBa Poceniickoit @enepaumm, 2007, Ne 21, ct. 249).

' [Tyukrst 14, 15 [osoxkeHus 0 eIMHON CHCTEME.



16.  Yuer cBefeHMA O TOKa3aTelsX CHCTEMbl 3[paBOOXPAaHEHHs, B TOM 4MCIIE
MEIUKO-AeMOorpapHUecKuX Mmoka3aTessax 340pOBbs HACEIECHNUS, BKIIIOYAET:

a) yd4eT OCHAIEHHOCTH MENUIMHCKUX OpraHu3alMii M HMX CTPYKTYPHBIX
Hozpas/esieHuii, B TOM YHCJIe CBeIeHUH 0 KoedHOM (oHIe, 06eCIeYeHHOCTH KaapOBBIMH
pecypcamMy, OCHAIEHWH MEIMIMHCKHMMHM M3eNMAMM W Iepefady  CBeICHHUMH
B (emepanbHBIi PErHCTP MEAWLMHCKHX PpabOTHHKOB M (eflepalbHBIi  peecTp
MeAMIIMHCKHAX opraHu3anuil EnuHol cucteMsl;

0) ydYeT YHMCIIEHHOCTH U IBIDKEHUS HAaceNIeHUs, aHAIN3 POXIAEMOCTH U CMEPTHOCTH
HacCeJIeHHUS,

B) aBTOMATH3MPOBAHHOE BEJEHWE CTaTUCTHYECKoro HabmoneHnus B cdepe
37paBOOXPaHEHHs MO (opMaM CTaTHCTHYECKOTO ydeTa H OT4YETHOCTH B coepe
31paBOOXpaHeHus, aHaiu3 d(PGEeKTUBHOCTH HCHOJIB30BAHUS  PECYPCOB  CHCTEMBI
3IpaBOOXPAHEHUS. |

17. IMocpenctBom I'MC cyGpexra Poccuiickoii ®enepanuu obecrieunBaeTcs
BEJicHHE DPErMOHAIBHBIX CErMEHTOB (efepanbHbIX CIEHAIU3UPOBaHHbIX PErHCTPOB
MALMEHTOB [0 OTJAEIbHBIM HO30JOTHMAM M KaTeropusM TpakAaH, yKa3aHHBIX B 4acTd 4
cratei 91.1 ®enepanbHoro 3akoHa Ne 323-@3.

18. IMocpencteom 'MC cy6bekta Poccuiickoit ®ezpepanmu 00ecrneunBarOTCs
c6op, xpaHeHne U ob6paborka HHPOpPMaUUK 00 0OECNIEUEHHOCTH OTAEIBHBIX KaTeropui
rpaxiad, B TOM 4uCIe TPaKAaH, MMEIOIIUX IIPaBO Ha MOJlyYeHHe TOCYNapCTBEHHOH
COLMANBHOM TMOMOLIM>>, JIEKAPCTBEHHBIMHM TpENapaTaMu, CELHAIN3UPOBaHHBIMH
IPOAYKTaMH JIe4eGHOr0 TMHTAHHUS, MEIHIMHCKAMH H3JeNMAMH (BKJIOYas CBEACHUS O
Ha3HA4eHHM, OTIyCKE W HAJHMYHH JIeKapCTBEHHBIX IIPENaparoB, CIEHaTIH3UPOBAHHBIX
IPOAYKTOB JIe4eGHOTO MUTAHWS ¥ MEJVLIHUHCKUX H3JeNuit B anTedHOH opraHusauuu), B
TOM YHUCIIE:

a) y4eT oOpallleHHs PeLeNTOB Ha JIeKapCTBEHHEIE IpenapaThl, CrieuaIi3UpOBaHHbIE
IPOIYKTHl JIe4eGHOTO NUTAHWs, MEIMUMHCKME H3JeNus, COOPMHUPOBAHHBIX B (opme
3IEKTPOHHBIX JOKYMEHTOB (B Cilydae IPUHATHA OPraHOM MCIIONHUTEIBHON BIaCTH
cy6pexTa Poccuiickoii Pesiepauuu peleHus 00 HCIONb30BaHMM Ha TEPPUTOPHH CyObeKTa
Poccuiickoii ®efepanuu Hapsoy ¢ pelienTaMM Ha JIeKapCTBEeHHbIE Ipenaparsl,
o(pOpMIICHHBIMH Ha OyMa)KHOM HOCHTeEJE, PELENTOB Ha JICKApCTBEHHBIC IIPEMNapatsl,
copMHUpPOBaHHEIX B (popMe IJEKTPOHHBIX OKYMEHTOB™); | _

6) OpraHH3aLMIO y4eTa aNTeYHbIMH OPTaHU3alMIAMH HUHQOPMALIHH O JIEKapPCTBEHHBIX
Tpenaparax, CHELUAIH3UPOBAaHHBIX MPOAYKTaX JIEYEOHOro THTAaHHUs, MEIHIMHCKHX
U3JIeHIX U UX 00CTy)KUBaHUMY;

2 Cratbs 6.1 ®enepanbHOro 3akona ot 17 wons 1999 r. Ne 178-@3 «O rocyAapcTBEHHOH COLMATILHOH TIOMOLLIAY (CoGpanue
3aKoHOJaTeNbcTBa Poccuiickoit ®enepaunn, 1999, Ne 29, ct. 3699; 2004, Ne 35, ct. 3607).

B Tlynkr 4 craten 6 ®enepaibhoro 3akoHa Ne 61-®3 «O06 oOpaumieHMM JIEKapCTBEHHBIX CPEJCTBY (Cob6panne
3aKoHOzaTeNbcTBa Poccuiickolt Penepauun, 2010, Ne 16, cr. 1815; 2017, Ne 31, cr. 4791) (aanee — denepanbHblii 3aKOH
Ne 61-D3).
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B) BeaeHWe 0a3 [aHHBIX JIEKAPCTBEHHBIX IPENapaToB, CIHEIMaTU3HPOBAHHBIX
MPOAYKTOB JIe4eOHOTO MMUTAHUSA ¥ METUITUHCKIX U3EIHAX;

r) ¢opmupoBaHHe OTYETHBIX ¢(opM s aHaIM3a HHQOpPMALMU MOTPEOHOCTH
B JICKAPCTBEHHBIX IIperaparax, CICIHATH3UPOBAHHBIX IPOJIYKTaX Je4eOHOTO MHUTAHMS
1 MEIULIMHCKHUX U3JIENUAX;

1) opranuzanuio ooOMeHa napopmaruei ¢ EnuHoit cucteMoi.

19. OkxaszaHvie MeIUIIMHCKOW TIOMOIIM C TPUMEHEHHEM TeleMeIULUHCKUX
texHosoruii ¢ ucnonszoBanneM ['IC cy6bekta Poccuiickoit deneparnun obecneuuBaeTcs
HA TeppUTOpUH cyOBekTa Pocchiickoif B COOTBETCTBHM C NOPSAKOM OpraHHU3alvH
H OKa3aHUs MEIUIMHCKOM MOMOINM C TMPUMEHEHHUEM TeleMEAULIMHCKUX TEXHOJIOTHI
(manee — Hopﬂnox)24.

20. Opranuzanus npodwiIakTHKH — 3a0oneBaHUM, BKIIOYas  I[IPOBEACHHUE
IMCTIaHCePH3aLHHU, TPOPUIAKTHIECKIX METUIIMHCKUX OCMOTPOB, BKIIIOYAET:

a) (¢GOpMHpOBaHHME CIHCKOB TIpaXIaH, KOTOPHIM  HEOOXOAMMO  IPOHUTH
IMCTIaHCEPU3alnIo, MPOodUIaKTHIECKHe MEIULMHCKAE OCMOTPBI, aBTOMAaTU3MPOBAHHOE
BBIABJICHHE Clly49aeB, TpPeOYIOIINX pearupoBaHUs M KOHTPOJSA IPEANPUHATHIX MeEp,
MOHHTOPHHT  HEOOXOAWMOCTH  HalpaBleHHWs  MaludeHTa Ha  BTOpOH  Jran
JUCIIAHCEPU3aLHH;

0) ananu3 oxBaTa HacejeHus cyOobekta Poccuiickoit denepanun qucnancepusanyen
U TpoQUIAKTHYECKMMH MEJULIMHCKHMMU OCMOTpaMHM ¢ pa3[paHHYEeHHEM 110 IOy
¥ Bo3pacTy-’;

B) HMH()OPMALMOHHYIO MOAACPXXKKY BpaueH IIpu MpPOBEACHUU IUCIIAHCEPHU3ALUH,
IPOMUIAKTHYECKUX MEAUITUTHCKIX OCMOTPOB;

r) OpraHM3alldl0 MOHHTOPHHIA pUCKOB Ppa3BHUTHA  COLHUAIbHO-3HAYMMEIX
3a6oneBaHn17127;

1) OLIeHKY 3(heKTUBHOCTH MPODUITAKTHKY;

€) INpUBJICUEHHE HACeJIEHWs K 3J0pOBOMY 00pa3y >KM3HHM U OXpaHe COOCTBEHHOIO
3JI0pOBbS MyTeM HHGQOPMHUPOBAHUS O HEOOXOIUMOCTH MPOXOXKICHUSA AHUCIAHCEPH3ALIUH,
NpoQUIAKTHYECKUX MEJUIHHCKAX OCMOTPOB B 3aBUCHMOCTH OT IPUHAUIEKHOCTH
K TpyIIIaM pUcKa.

* [pukas MunncTepcTBa 3ApaBooxpaHeHus Poccmiickoit Penepaunn oT 30 HoaOps 2017 r. Ne 965 «O6 yTBepKAeHHH
NOpsAKAa OpraHM3alMd W OKa3aHud MEIULMHCKOH IOMOIIM C TPUMEHEHHEM TENEMEAMUMHCKHX TEeXHONOTHI
(3aperucTpUpoBaH MUHUCTEPCTBOM OCTHIMH Poccuiickoli ®enepanun 9 supapa 2018 r., peructpauuonnsiii Ne 49577).

* [lpukas MunucTepcTBa 3apaBooxpaHeHus Poccuiickolt ®epepauuu ot 13 mapra 2019 r. Ne 124 «OG yTBEepXKACHHH
nopsAaKa NPoBeICHHs NPOQIIAKTHIECKOTO MEJIMLMHCKOrO OCMOTPa U JMCHAHCEPU3AlMK ONMpPEENCHHBIX TPYIN B3POCIOro
HaceJeHHA» (3aperucTpupoBaH MuHMCTEpPCTBOM FocTultii Poccuiickoii ®enepanuu 24 ampens 2019 r., perucTpaunoHHbIA
Ne 54495) (nanee — npuka3 Munzapaea Poccuu Ne 124H).

2 [Tynxr 24 Tlopsnka nposeneHus MPOQUIAKTHYECKOTO MEIHIMHCKOrO OCMOTpa M JMCTIAHCEPU3ALMH ONPEeICHHBIX FPYHH
B3POCIIOTO HACEEHHs, YTBEP)KICHHOTO MpHKazoM Munsapasa Poccun Ne 1241

%7 Tloctanoenenue ITpasutensctBa Poccuiickoii ®enepauun ot 1 nekabps 2004 r. Ne 715 «OG yTBepxAeHUH nepedHs
COLMANBHO 3HAYMMBIX 3aboneBanuit U nepeuns 3aboseBaHuil, NPEACTABIAIONMIMX ONACHOCTh M Okpyxatomux» (Cobpanue
3aKkoHOJaTeNbcTBA Poccuiickoit @enepanny, 2004, Ne 49, cr. 4916; 2012, Ne 30, cr. 4275).
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21. OpraEm3anys  MMMYHONPO(MIAKTAKH  HHOEKIHOHHBIX  OONe3He”
B cyObekTe Poccuiickoit ®enepanuu BKIIOYAET:

a) BeJEGHHE M Yy4YeT NEepCOHU(PUIMPOBAHHBEIX MJAaHHBIX II0 IIPOBEICHUIO
UMMYHOIIPOQHUJIAKTUKH B paMKaX HalHOHAJIBHOTO KajeHaapsd MNpoQHIaKTHIECKHUX
NMPUBHMBOK H KaJeHaaps MPOopHIaKTHIeCKHX IPUBHBOK 110 SIHAEMUYECKUM TTOKa3aHIsAM
BKIIIOYAsi JAaHHBIE MEIUIMHCKOrO OCMOTpa M MEIUIIMHCKOro oOcieoBaHHs Iepes
npopUIaKTUUECKUMHU TPUBHBKAMH;

6) BeleHHE M Yy4YeT NEPCOHHU(PHUIMPOBAHHBIX MJAHHBIX II0 MOCTBAKLIUHAIBHBIM
OCJIOXKHEHHUSM.

22. BenmeHue LEGHTPAIU30BAaHHOW  CHCTEMBI  (TIOACHCTEMEI)  yIpaBJICHUS
1abopaTOPHBIMU UCCEAOBAHUAMM BKJIIOYAET:

a) cOop, LIEHTPaJU30BaHHOE XpaHEHWE M OMNEPAaTUBHBIM NOCTYH K HMEIOIUMCS
OaHHBIM J1abOpaTOpHBIX HCCIIEHOBaHHH C aBTOMATH3MPOBAaHHBIX paboymx MecCT
MEJMIIMHCKAX pPabOTHHKOB TIpH OCYIIECTBIIEHHH HWMH CcBoel mnpodeccrnoHanbHON
IeSTEIBHOCTH B paMKax cyObekTa Poccutickoit @enepanuu, mpoBOIALIMX J1a0OpaTOPHYIO
ITUarHOCTHKY H JieueOHO-IHarHoOCTUYECKHi ITpoLIecc;

0) aHaM3 0OOCHOBAHHOCTH Ha3HaYeHUH 1abOpaTOpHBIX UCCNEI0BaHUM (B TOM YHUCHe
MTOBTOPHBIX).

23. BemeHue = UEHTpaIM30BaHHOH  CHUCTeMBl  (TIOJCUCTEMBI)  XpaHEHUs
u  0o0pabOTKM  pe3y/bTaTOB  JUArHOCTHYECKHUX  HCCIelOBaHMM  (MEIMIUHCKUX
H1300pakeHu ) BKIIOYAET:

a) LEHTPAJIM30BaHHOE XpaHEHHe B  DJJEKTPOHHOM  BHJE  pe3ysbTaToB
IUArHOCTHYECKHX HCCIIeTOBaHMi (MEIWLUUHCKAX H300paxeHuil, QopMupyemMbIx B
MEIUIMHCKUX opranmzanuax cyobexkta Poccuiickoii ®enepauyy, BbIIOJHAIOMINX
JHArHOCTUYECKHE UCCIIEAOBAHMUS);

0) omepaTMBHBIMH JOCTYH K HMEIOIUMCH pe3ylbTaTaM [JUarHOCTHYECKHX
uccienoBaHui (MEIUIMHCKAX H300pakeHWi) ¢ aBTOMATU3MPOBAaHHBIX pabodmx MecT
MEIMLIHUHCKUX pabOTHUKOB IIPH OCYIIECTBICHUH UMU IPOQECCUOHATIBHON AEATEIbHOCTH;

B) aHauu3 OOOCHOBAHHOCTH Ha3HAYEHHWH TUATHOCTHYECKUX MCCIENOBaHHHA (B TOM

YHCJIe TOBTOPHBIX ).

2 DenepanbHeiit 3akoH oT 17 centsbps 1998 r. Ne 157-®3 «O6 uMMyHONpoQwIaKTHKE HHOEKIHMOHHBIX OoNe3HEi»
(CoOpanwe 3akonomarenscTsa Poccuiickoii ®enepanuy, 1998, Ne 38, cr. 4736; 2000, Ne 33, c1. 3348, 2003, Ne 2, ct. 167,
2004, Ne 35, c1. 3607; 2005, Ne 1, cT. 25; 2006, Ne 27, ct. 2879; 2007, Ne 43, ct. 5084; Ne 49, ct1. 6070; 2008, Ne 30, cr. 3616;
Ne 52, cT. 6236; 2009, Ne 1, cr. 21; Ne 30, ct. 3739; 2010, Ne 50, ct. 6599; 2011, Ne 30, ct. 4590; 2012, Ne 53, cr. 7589; 2013,
Ne 19, eT. 2331; Ne 27, cr. 3477; Ne 48, c1. 6165; Ne 51, cr. 6688; 2015, Ne 1, cr. 48; 2018, Ne 11, cT. 1591).

» Tpukas MuHucTepcTBa 3mpaBooxpanenns Poccuiickoii ®enepamiu or 21 mapra 2014 r. Ne 125H «OG yTBepX)IeHUM
HALMOHATILHOrO KaJleHAaps npodiakTHIYeCKHX NMPUBHBOK H KaNCHAApA NPOMIIAKTHYECKUX NMPHBHBOK MO SMHACMHIECCKAM
NoKa3aHHAMY» (3aperucTpUpoBaH MuHKCTEpCTBOM tocTHIMK Poccuiickoit ®enepauyu 25 anpens 2014 r., perdcTpaliHOHHBIHA
Ne 32115) ¢ u3MeHeHMsAMH, BHECEHHBIMM nNpHKasamMu MHuHHCTepcTBa 3]paBooxpaHeHus Poccuiickoit ®enepanun
or 16 mons 2016 r. Ne 3701 (3apeructpupoBan MunucTepcTBoM foctuimu Poccwiickoii ®enepauun 4 mions 2016 r.,
peructpauronnsiii Ne 42728), or 13 anpesns 2017 r. Ne 1758 (3apervcTpupoBa MHHHCTEPCTBOM IOCTHLIMN Poccubickok
®enepauuu 17 mas 2017 r., peructpanuosHbiii Ne 46745).
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24. ObecrievueHne aBTOMATH3aIMK IIPOLECCOB OKA3aHUSA METUIIMHCKON IIOMOIIU
0 OTACIBbHBIM HO30JIOTHSM HM KaTeropusM TIpaxaaH BKIIOYAET aBTOMATH3ALUIO
IPOLIECCOB OpraHU3aliy OKa3aHHUA MEIHUIUHCKON MOMOIIHM OONBHBIM OHKOJIOTHYECKHMH
3a00/ieBaHUAMH, OOJBHBIM CEPJEYHO - COCYAMCTHIMH 3a00JIEBaHHAMH, TMAIMEHTOK,
HaxoAAIIUXCs MOJ AWCHAHCEPHBIM HaOmroJeHHeM B mepuoa OepeMEeHHOCTH, MaIEeHTOB,
HY>KJAIOIUXCS B OCYILECTBICHUHA MEAULIMHCKON peabMIMTAH, OKa3aHHH Na/UIMaTHBHON
MEIUIIMHCKON IIOMOIIM, BKIIOYas 00e30onuBaHuWe, a TaKKe I10 HHBIM HO30JIOTHSAM U
KaTeropHsM I'paX</aH.

25.  VYuyer obpaieHuss MeIUIIUHCKON JOKYMEHTALIMH BKJIFOYAET:

a) Yy4YeT HCIOJNIb30BaHUA OJIAHKOB MEIUIMHCKOW JIOKYMEHTAallUH: JIUCTKA
HeTpynocnocobHocTn>®, penenTypHeIX O6GIAaHKOB Ha JIeKAapCTBEHHBIM Ipemapar ),
CIIeLIMATIFHOTO PEleNTYpHOro OJllaHKa Ha HApKOTHYECKOE CPEICTBO MM IICHXOTPOITHOE
BEIECTBO?, PEILENTYpHOro OMaHKa Ha MEJWIMHCKHE H3JEIMA>., MeIUIUHCKOE
CBHJIETENLCTBO O POXKICHUM, MEMIMHCKOE CBHJIETENLCTBO O CMEPTH Y, HampaBieHus Ha
MeIUKO-COLHANBHYIO 3KCIIEPTU3Y >,

6) obecneyeHre 0OMeHa MEANIIMHCKOMN TOKyMeHTAIHEH.

26. Benenne HOpMaTHBHO-CIIPaBOYHOM MH(pOpPMAILIUU B cdepe 3apaBOOXpaHEHHUS
B cyOwsekte Poccuiickoit ®enepauun obecneunBaeT WHGOOPMALMOHHBIM 0OOMeEH
¥ CHHXPOHH3AIMI0 C (elepalbHBIM peecTpOM HOPMATHBHO-CIIPABOYHONW HHGOpMALNH

30 TIpukas MuHKCTEpCTBA 31PaBOOXPAHEHHA M COLMANBHOTO passuThs Poccuiickoii ®enepawmn ot 26 anpens 2011 r. Ne 347u
«O6 yTBepxIeHHN (hOPMEI Ol1aHKa TIMCTKA HETPYAOCHOCOOHOCTHY (3aperucTpupoBaH MHUHHMCTEPCTBOM IOCTHLIMH PoccHiickoi
Qepepannu 10 monsa 2011 r., perucrpaunonnslii Ne 21026).

31 TIpukas MunuctepcTsa 30paBooxpaHenus Poccuiickoii @enepauuu ot 14 suBaps 2019 r. Ne 41 «O6 yTBepxICeHHH OPAAKA
HA3HAYEHHs JIEKAPCTBEHHBIX NIPENapaToR, GOpPM PELENTYPHBIX 61aHKOB Ha JIEKAPCTBEHHbIE NPENapaThl, NOpsAKa OGOpMIEHHS
yKa3aHHBIX ONIAHKOB, MX Y4YeTa M XpaHeHWs» (3apercTpHUpoBaH MHHHMCTEPCTBOM FOCTHLMH Poccuiickoii ®eaepauun
26 mapTta 2019 r., perucTpaloHHbIi Ne 54173).

32 [Tpuka3s MuHuCTEpCTBa 3ApaBooxpaHenus Poccuiickoit ®exepatmu ot 1 arycra 2012 r. Ne 54u «O6 yTBepkaeHur OpMBI
ONaHKOB PELENTOB, COEpXKAllNX HA3HAYEHHE HAPKOTMYECKHX CPEACTB MM IICHXOTPONHBIX BEIIECTB, MOpAAKA UX
M3TOTOBJICHMS, DPaclpeleNieHds, PETMCTPAaLdK, yueTa M XpaHeHUs, a TaKke NpaBuad O(GOpMIEHHA» (3apPErHCTPHPOBAH
MunucTepcTBoM tocThuMd Poccuiickoit ®enepaunn 15 asrycra 2012 r. peructpaunoHHbii Ne 25190) ¢ n3MeHeHUAMH,
BHECEHHBIMM TpHKa3aMH MuHKCTepcTBa 31paBooxpaHeHms Poccuiickoit ®enepauuu ot 30 wmona 2015 r. Ne 385H
(3aperucTpupoBan MunucTepcTBoM locTrimK Poccuiickoit ®enepammm 27 nos6ps 2018 1., perucTpauroHHBIA No 39868),
or 21 anpens 2016 r. Ne 254u (3apeructpuposan MuHucTepcTBoM toctuimu Poccuiickoil ®enepauun 18 utons 2016 r.,
pernctpauoHHslii Ne 42887), ot 31 okrabps 2017 r. Ne 882 (3aperncTpupoBaH MHHHCTEPCTBOM KOCTHLMK Poccuiickoii
denepauuu 9 suBaps 2018 r., peructpauuonusii Ne 49561).

33 [Ipukas MunucTepcTBa 3paBooxpanenus Poccuiickoii ®enepauun ot 20 nexabps 2012 r. Ne 11811 «O6 yTBEepKOCHHU
MOPAIKA HA3HAUEHWS M BHINHCHIBAHHA MEIMIMHCKHX M3NENTHMH, a TakKe (OPM DELENTypHBIX ONaHKOB Ha MeNULIMHCKHUE
M3ENNA ¥ TOPSAKa OGOPMIIEHHs yKa3aHHbIX GIaHKOB, MX YU€Ta i XpaHeHus» (3aperucTpupoBaH MUHMCTEPCTBOM IOCTHLIMH
Poccuiickoii denepatuu 25 mons 2013 r., perucTpanuonHsiii Ne 28882).

3 TIpuxas MHHHCTEPCTBA 3APAaBOOXPaHEHHA M CONHMANBLHOrO PA3BUTHA Poccuiickoii ®enepammu o1 26 nexabps 2008 r.
Ne 782H «O6 yTBepIE€HHH M TNOPAIKE BENCHHs MEIULMHCKOH IOKYyMEHTaUuy, yAOCTOBEpAIOWIEil Cirydad POKAECHHA
A cMepTi» (3aperHcTpupoBaH MHHHCTEPCTBOM IOCTHLMH Poccuiickoit ®enepamuu 30 gexaGpst 2008 T., peruCTpaUMOHHBIA
Ne 13055) ¢ M3MEHEHHAMH, BHECEHHBIMHU NPMKa30M MUHHCTEPCTBA 3/PABOOXPAHEHAS U COUMANLHOTO Pa3BATHA Poccuiickoit
®egepaund oT 27 nekabps 2011 r. Ne 1687w (3apeructpupoBaH MHUHHCTEPCTBOM OCTULIUH Poccuiickoit ®eaepaumu
15 mapra 2012 T., peructpauuonHblii Ne 23490).

35 [Ipukas MUHHMCTEPCTBA TPYAa ¥ COLMAIBHOM 3aIMThl Poccuiickoii ®enepaunu Ne 578H, MUHUCTEPCTBA 3PABOOXPAHECHUS
Poccuiickoii ®enepauuu Ne 606 or 6 centaops 2018 r. «O6 yrBepxaeHIH ¢opMb! HanpapJeHHs Ha MennKP-counanLHylo
3KCMIEPTH3y MEIMLMHCKOH opranmsauyeii» (3aperucTpupoBaH MunucrepctBoM toctuimu  Poccuiickoll  @enepanuu
26 HosGps 2018 r., perucTpauuoHHbii Ne 52777).
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36
B cepe 3IpaBOOXpaHEHUS , LEJOCTHOCTh JaHHBIX, AKTyalu3alHi0 H paclIdpeHue
JaHHBIX PETHOHAIBHOM CHCTEMBI BEICHUS HOPMATUBHO-CIIPaBOYHOM HHGOpMaIMY.

IV. TpebGoBanusi kK MeAHHMHCKHM HH(POPMAIHOHHBIM CHCTEMAM
MeAHIMHCKHX OPraHu3anuii

217. IMocpencreom MUC MO o6ecnieunBaercs:

a) uHQOpMalMOHHAas  I[OANEepP)KKa MNpPUHATUS  YIPABICHYECKMX  PEIIECHHUA
B MEJIUIIMHCKOIN OpraHu3alluy;

6) MOHMTOPHHT ¥ yIpaBJieHre TIOTOKaMU TTALHCHTOB (3IEKTPOHHAA PETHCTPATypa);

B) BeJICHHE DJIEKTPOHHOM MEAMLIUHCKON KapThl AI[MEHTa,

I') OKa3aHH€e MEIUIUHCKOM OMOIIH ¢ IPUMEHEHHEM TeJIeMEUILIMHCKUX TEXHOJIOTHIA;

A)  opramu3auds  NpPOQUIAKTHKH  3a00JieBaHWM,  BKIOYas  MPOBENeHHE
IUCIIAHCEPH3ALMH, TIPOPHUIAKTHUECKUX MEIULMHCKUX OCMOTPOB,;

€) OpraHu3alks KIMMYHOTIPO(UIAKTUKH HHGEKLHOHHBIX OOJIE3HEH;

) HWHble (QYHKUMOHAIbHBIE  BO3MOXKHOCTM [0  DEIICHHIO  OllepaTopa
MHQOPMALMOHHOW  CHCTEMBI,  COOTBeTCTBylomMe  HasHavennro MHC MO,
IpeIycMOTpeHHOMY ITyHKTOM 3 TpeboBanuii.

28. WudopManroHHas TOAJEepKKa IPHHATHS  YNPABICHYECKUX  PeleHUH
B MEIMIIMHCKOM OpraHn3aliiy BKIIOYAET:

a) aBTOMAaTU3MpOoBaHHOe ¢(opMmupoBaHHe (OPM  CTATUCTUYECKOrO  ydeTa
M1 OTYETHOCTH B cdhepe 34paBOOXpaHEHNUS;

6) dbopMHupoBaHHE CUETOB (peecTpa CUETOB) 332 OKA3aHHYIO MEAMIMHCKYIO MOMOIIb
M HHTErpanyio ¢ HMHODOPMAUMOHHBIMM CHCTEMaMHM TEPPUTOPHATBHBIX  (HOHIOB
00%3aTeIFHOTO MEIUIMHCKOTO CTPAXOBaHWs U CTPAXOBBIX MEIULUHCKMX OpraHd3alii
WM aBTOMaTHYECKYIO Iepeavy JaHHBIX O MEJUIIMHCKON MOMOIIM, OKa3aHHOW B paMKax
00s13aTeIbHOT0 MeUIIMHCKOTO cTpaxoBanus, 3 MUC MO B HHPOPMaLMOHHBIE CHCTEMBI
TEPPUTOPUATBEHBIX (DOHIOB 0053aTENBHOTO MEIMIMHCKOTO CTPAXOBaHMUS M CTPaXOBBIX
MeIULMHCKUX OPraHM3allii, a TakXkKe oOeclieueHre BO3MOXHOCTH NMPOBEICHUsI KOHTPOJIA
KayecTBa MEAVIUHCKONW IOMOIIM W MeIHUKO-3KOHOMHMYECKON JKCIIEPTH3bI CTPaXOBBIMH
MEINIUHCKAMH OPraHM3alMsiM{ HA OCHOBE NAHHBIX 3JIEKTPOHHOM MENWIMHCKON KapThl
TalueHTa;

B) paGoTy CHCTEMBI MONNEPXKKH JEATENHHOCTH PYKOBOAHMTENS MEXUIMHCKOH
OpraHW3alldd, BKJIIOYas TMoaydeHHe, (OpMHpOBaHME H  IIPEICTABICHUE dbopMm
CTATHCTMYECKOTO ydeTa W OTYETHOCTH B cdepe 3ApaBOOXpPaHEHHUS, a TaKKe IyTeM
GOpMUPOBaHHS aHATUTHIECKON CIIPABOYHON HH(POPMALUH;

36 MMynkr 10 yactn 3 cratsn 91.1 GenepanbHoro 3akona Ne 323-03.
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r) cbop, xpaHeHue W 00paboTKy HHboOpManuu 00 00ecre4eHHOCTH OTAEIBbHBIX
KaTeropui TpaxaaH, B TOM 4HCIe TpaxIaH, HMEIIIUX [paBO Ha MOIy4YeHHE
roCyAapCTBEHHOMN COLUaTbHON ITOMOIIIH, JIeKapCTBEHHBIMU npenapaTamy,
CHEHATM3UPOBAHHBIME TMPOIYKTaMH Jie4eOHOTO MUTaHMsI, MEIULUHCKUMHU H3JEIHAMH
(BKiTIOYAsl CBEJEHHS O Ha3HAYEHUH, OTIIyCKE M HAIMYMM JIEKAPCTBEHHBIX IPEIapaTos,
CHELMATM3UPOBAHHBIX MPOAYKTOB JieueOHOro MUTaHUS M MEIMLMHCKUX H3JIEIHKH B
anTevyHOM OpraHu3allim);

1) aBTOMATH3alMI0 Yyd4yeTa 3alacoB, CIHCaHUS JIEKAPCTBEHHBIX IPENapartos,
CIIEUANTM3UPOBAHHBIX TNPOIAYKTOB JIeYeOHOr0 MUTaHWd W MEIUUMHCKUX U3JEIHi
1 (GOpMHpOBaHME OTYETHBIX (opM i aHauM3a HHOOPMAlMH O IOTPEOHOCTH
B JIEKAPCTBEHHBIX TIpernaparax, ClelHaIH3HPOBaHHBIX MPOLYKTaX J1€4eOHOro NMUTAHHA U
MEIVIIMHCKUX U3AETHUIX.

29. MOHHTOpPMHT H  ympaBieHHe MOTOKaMH TMalUeHTOB  (3IEKTPOHHAas
perucTpaTypa) BKIIOYaeT:

a) ympaBiieHHe W IUIAHHPOBaHHWE IOTOKOB IAIMEHTOB NPH OKa3aHMM IIEPBUYHOM
MEIMKO-CAaHWTAPHONH TIOMOIIM M  CIEHHAJHU3UPOBAHHON MEIUIMHCKONH  ITOMOIIM
B CTAI[MOHAPHBIX yCIOBHAX (POpMHUpOBaHKE paclUCaHMs [IPHEMA CIEIMAIUCTOB, YYET U
IUIAHHPOBAHUS 3aHATOCTH KOe4HOro (hoHIa);

0) MOHMTOPHHT JOCTYIIHOCTH 3alliCH Ha IIPUEM K Bpady B CPOKH, YCTaHOBIICHHBIC
TEPPUTOPUATIBHOM TMPOrpaMMOM TOCYAapCTBEHHBIX TrapaHTHi OECIUIaTHOrO OKa3aHWUs
rpakjaHam MeJULIMHCKOH TOMOIIH;

B) yd4eT IPUKPEIUIEHHOTO K MEAMIMHCKOM OpraHu3alud M MEAHIHHCKOMY
paGOTHHKY HaceJeHHs, HanpaBleHue HHQOpMalUM O IPHKPEIJICHHH I[AllUeHTOB B
MHGOPMALIMOHHBIE CHCTEMBl TeppHTOpHalbHOro (oHAa 00A3aTENLHOTO MEAULMHCKOIO
CTpaxOBaHUS M CTPAXOBBIX MEIULIMHCKIX OPraHU3alMi,

') MOHUTOPHHT AOCTYNHOCTH MEAUIIUHCKOH TOMOIIIH.

30. BeneHne DJIEKTPOHHOM MemWIMHCKONW KapTel mamueHTa B MHMC MO
BKJIIOYAET:

a) cOop, cucTeMaTU3alMi0 U 00pabOTKYy CBEJEHHH O JIMLAX, KOTOPHIM OKa3bIBaCTCS
MEIULMHCKas IIOMOIIb, a TaKXe O JIMIaX, B OTHOIIEHHMH KOTOPBHIX IIPOBOISATCS
MeIULIMHCKUE DKCTIEPTHU3BI, MEMLITHCKHE OCMOTPBI " MEIUIIMTHCKUE
OCBHIIETEJILCTBOBAHMS NPH OKA3aHWUM MEIHUIMHCKOM MOMOIIM C BEJCHHEM MEIUIMHCKOM
JTOKyMEHTAIlUM, yKa3aHHBIX B cTatbe 94 OenepanpHoro 3akoHa Ne 323-03;

6) Ha3HAYEeHHe AUATHOCTHUECKUX MCCIe0BaHui U GOpPMHUpOBaHHe HalpaBICHUS Ha
JIUATHOCTHMYECKHE HCCIIEJOBaHMS ¢ pabouero Mecra Bpaya, pealM30BaHHOE JUIsI BCEX
nojpasielicHiii MEAULUHCKOM OpraHU3alluM, MOJTydeHHe Pe3ybTaToOB JHarHOCTHYECKHX
MCCIIeJOBAHHH B JIEKTPOHHOM (hopMe, MEJIMIMHCKUX 3aKIIOYeHHH M (WIM) CCBUIOK Ha
M300paXEHHs M3 CHCTEMBI XPaHEHHs PE3yNbTaTOB JHATHOCTHYECKHUX HCCIeNOBaHHH
(apxuB ~ MEIUIMHCKMX  M300paxkeHHil), KoTopas MOXeT ObITh  y/aleHHOH,
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CaMOCTOSATEIbHOM M He Bxogsueit B coctaB MHC MO, nomHOCTbIO HHTETPUPOBAHHOM C
MHC MO unu SBISTHCS €€ YacThIO;

B) Ha3sHa4YeHHe J1abOpaTOPHBIX HCCICNOBAHUM U (GopMHpOBaHHE HaIpaBJIEHUs
Ha J1ab0paTOpHBIE HCCIIEAOBaHHs, TONyYEHHE Pe3yIbTATOB 1ab0paTOPHBIX HCCIIEOBAHMIMA
M3 CHCTEMb] XpaHEHHUs Pe3yJIbTaToB NabOpaTOPHBIX UCC/IeOBAHUM, KOTOPas MOXET OBITh
yIalleHHOM, CaMOCTOSTEIbHOM M He BXomsmieir B cocraB MUC MO, nomaHOCTBIO
unTerpupoBanHoii ¢ MHUC MO unu gBisThCS ee 4acTbio, NP 3TOM B 3IEKTPOHHYIO
MEIUIUHCKYIO KapTy MalMeHTa IIOCTYNAarT Bce nabopaTopHble JaHHBIE IS BceX
noJipas/ieIeHN MEOULIMHCKOM OpraHU3alIiH; ‘

T) Y4Y4eT BPEMEHHOH  HETPYAOCTOCOGHOCTH  (BKIIOUAs BbIJaYy  JINCTKA
HETPYA0CIIOCOOHOCTH Ha GyMa’kHOM HOCHTeNe WX B (OpMe 3I€KTPOHHOTO NIOKyMEHTa,
JOrHYE€CKHMM KOHTPOJIb 3aI0IHEHHS JaHHEIX ),

J) peal13amuio HHANBHAYAILHEIX IPOrPaMM aGHITHTALIMHE M peab IuTaLHN;

€) BblJadYy MEJMIMHCKUX 3aKIIOYEHMi, CIOpaBOK, PELeNTOB Ha JIEKapCTBEHHBIE
Npenaparsl ¥ MeTULMHCKKE U3JeHs B popMe 3IeKTPOHHBIX JOKYMEHTOB;

’K) BBIAYy OTPAXKAIOIIUX COCTOSHHUE 3I0POBbS MALUCHTA MeIHIIUHCKHUX JIOKYMEHTOB
(MX KOMMit) ¥ BBIMHCOK U3 HUX B (hOpPMeE 3JIEKTPOHHBIX JOKYMEHTOB" .

31. OkaszanWe MEJHMIMHCKOM IIOMOINM ¢ NPHMEHEHHEM TelleMeIUIIMHCKHUX
TEXHOJIOTHI OCYLIECTBIAETCS B COOTBETCTBUH ¢ [TopsiaxomM.

32. Opranusauns npoQuIakTUKM  3a00N€BaHMil  BKIIOYAET  IIPOBEJCHHUE
JUCIIaHCePHU3AIIMH, PO IIAKTHYECKHX MeIUIUHCKHX OCMOTpOB, HHBIX
NPOQUIAKTHYECKAX MEPONPUATH, y4eT Tpak[aH, NpPOINEAINX MPODHIAKTHIECKHE
MEIULMHCKHE OCMOTpBI, JHCIAHCEPU3ALUIO, B3aUMOAEHCTBHE CO  CTPaXOBBLIMH
MEJMIUHCKUMH OpraHM3alUMsMM U OOECIEYHBAECTCS MOCPEICTBOM (OPMHPOBAHUS
CIIICKOB I'P)XAaH, KOTOPBIM HEOOXOAMMO IIPOUTH TUCIaHCEPU3ALIUIO, TPO(UIAKTHIECKHE
MEJMIUHCKUE OCMOTPBI, a TAK)XE aBTOMATU3UPOBAaHHOE BBIBJIICHHUE CIIydaeB, TPEOYIOIMUX
pearupoBaHUs H KOHTPOJIS NPEANPUHATBIX Mep, MOHHTOPHHI HEOOXOAUMOCTH
HanpasJIeHHs NTAl[UEHTa Ha BTOPOH 3Tall AUCTIaHCEpU3al[Uu.

33. Opranunzanys ”MMYHONIPOOHIAKTHKYA MHOEKIMOHHBIX GoJe3Hell BKIIOYaeT
BEJICHNE U YYeT AAHHBIX II0 OCYIIECTBICHHIO HMMMYHONPOQHUIAKTHKN HHOPEKIMOHHBIX
OonesHell, B TOM 4YHCIE IOAHHBIX MEIMIMHCKMX OCMOTPOB M IOCTBAKIHHAIBHBIX
OCJIOXXHEHMHA B pPaMKaX HalMOHAIbHOrO KaleHIaps NPOQUIAKTHYECKHX IPUBHBOK
W KajeHaaps NpOQUIaKTHUECKUX TPUBHBOK II0 DIHAEMHYECKMM [IOKa3aHUAM,
CTaTUCTMYECKOM M aHAJIMTUYECKOM OTYETHOCTH I KOHTPOJS M aHajiM3a oxBaTa
MMMYHU3aIUeR HaceeHHs.

37 IMpukas MmunwuctepctBa 3apaBooxpanenus Poccuiickoit @enepaunn ot 29 mions 2016 r. Ne 4250 «O6 yTBEpKACHUH
IMopsaka 03HAKOMIICHUS NAUMEHTa JHO0 €ro 3aKOHHOIO NPEACTABHTENA C MEAMLMHCKOM NOKyMEHTalHei, oTpaxarouiei
COCTOSIHHE 30POBbs MalMEHTa» (3aperucTpuposad MuHKcTepCTBOM tocTriuK Poccuiickoit @epepanyun 14 Hos6pa 2016 r.,
peructpauoHHblii Ne 44336).
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V. TpebGoBanus k HHPOPMANHOHHBIM CHCTEMAM
(¢apManeBTHYECKHX OpraHU3aLMii

34.  TlocpenctBoM MHGOPMALMOHHOM CHCTEMBI (papMaleBTHUECKOH OpraHi3aLiim
o0ecrieYnBaeTC: AR

a) y4eT pelenToB Ha JEeKapCTBEHHbIE MpeapaTsl, CleUHalH3HPOBaHHbIE POy KTl
JIe4eOHOro MATaHHs, MEMIMHCKAE H3/eIIUs, B TOM YHCJIE PELENTOB, COPMUPOBAHHBIX B
GopMe BEKTPOHHBIX JOKYMEHTOB™® (B clydae NPUHATUS OPraHOM HCIIOIHUTENLHOMN
BIacTH cyObekra Poccuiickoit ®@enepanuu peleHust 06 HUCIONB30BaHUM HA TEPPUTOPHI
cybbekra Pocculickoii Deziepanuy Hapsfy ¢ peLenTaMd Ha JIEKapCTBEHHBIE IIPenaparhl,
opopMIICHHBIMA Ha OyMaKHOM HOCHTENe, PELENTOB Ha JIEKAPCTBEHHBIE MpeHaparsl,
c(OpMUPOBAHHBIX B HOPME DTEKTPOHHBIX JOKYMEHTOB’ );

6) yd4eT OTIycKa JEKapCTBEHHBIX MpENapaToB , CreUAIH3HPOBAHHBIX NIPOLYKTOB
ne4eOHOro MUTAaHUS U MEUIUHCKUX M3/IEITHIA;

B) (OpMHpPOBaHHE YUETHBIX, OTYETHBIX M HHBIX JOKYMEHTOB, XapaKTEpH3yIOLIMX
NEATENBHOCTh (hapMalleBTHIECKOH OpraHH3allli IO OITOBOH TOProBJIE JIEKAPCTBEHHBIMU
CpeICTBaMM, HX XPaHEHHUIO, IePEBO3KEe M (M) PO3HHYHOU TOProBiie JIEKAPCTBEHHBIMU
nmpermapaTaMi, HMX OTIYCKY, XPaHEHHIO, I€PeBO3KE, H3TOTOBJICHHUIO JIEKAPCTBEHHBIX
Ipenaparos;

r) uHele  (QYHKUMOHAIBHBIE  BO3MOXKHOCTH [0 PEUIEHHI0  ONEparopa
UH()OPMAIMOHHON CUCTEMBI, COOTBETCTBYIOIIME HA3HAYECHUIO HH)OPMAIIMOHHON CHCTEMBI
(apMalnieBTHUECKOH opraHu3alyy, NpeaycMOoTpeHHOMY yHKTOM 4 TpeGoBaHuii.

3 IMynkr 16 yactn 2 crateu 14 GenepansHoro 3akona Ne 323-03.

% [TyHkr 4 cTaThy 6 denepaabHOro 3akona Ne 61-03,

* TIpuxa3s MuHnCTepCTBa 31paBooxpanenus Poccuiickoit denepatum ot 11 mons 2017 1. Ne 4031 «O6 yTBEpACHRH TPaBui
OTHyCKa JIEKAPCTBEHHBIX MPENApaToB I MEAUIMHCKOro NPUMEHEHHS, B TOM YHC/Ie HMMYHOOHONIOrHYECKHX JIEKAPCTBEHHMX
npenapaToB,  anTeYHbIMU  OPraHU3alMAMY, WHAUBUIOYAIbHBIMM  NPCANPUHHAMATEIAMH, UMEIOINMMH  JHIEH3NIO
Ha (apMaleBTHUECKYIO AEATENBHOCTHY  (3aperucTpupoBaH MuHMCTEpCTBOM FOCTHUME — Poccmiickoii  @edepanan
8 centsa6pa 2017 r., peructpaudonHbiii Ne 48125).



