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HUcTouHuk myOamkannu
OdunmanbHBII HHTEpHET-TIOpTal MpaBoBoi HH(opMaruu http://www.pravo.gov.ru, 19.06.2019

I[IpuMevyaHue K TOKYyMEHTY
Hauaino neiictBust nokymenta - 01.01.2020.

Ha3BaHue nokymeHTa

[Tpuxa3 Munzapasa Poccun ot 24.12.2018 N 9111

"O6 yrtBepxknaeHuu TpeOoBaHHMII K TOCYJapCTBEHHBIM HWH(GOPMAIMOHHBIM CcUCTeMaM B  cdepe
3npaBooXpaHeHus cyObekToB Poccuiickoit ®denepanuu, MEIUIIMHCKAM WHGOPMAIMOHHBIM CHCTEMaM
MEUIIMHCKUX OpraHu3auil 1 HHOOPMAIIMOHHBIM CUCTEeMaM (papMaIieBTUYECKUX OpraHu3ammii”
(3apeructpupoBano B Muntocte Poccun 19.06.2019 N 54963)
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3apeructpupoBaHo B Muntocte Poccun 19 urons 2019 r. N 54963

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINA

NMPUKA3
oT 24 pekabpsa 2018 r. N 911H

OB YTBEPXXOAEHWU TPEEOBAHUN
KToCYoAPCTBEHHbIM NH®OPMALIMOHHbIM CUCTEMAM
B COEPE 3JPABOOXPAHEHUA CYBBbEKTOB POCCUMCKOU ®EQEPALIMK,
MEAUWUNHCKUM NHO®OPMALIMOHHBIM CUCTEMAM MEOULUMHCKNX OPTAHU3ALIUUN
N UHOOPMALMOHHbLIM CUCTEMAM ®APMALIEBTUYECKUX OPTAHUSALIUU

B coorBerctBuu ¢ yacteio 4 crateu 91 denepanbhHoro 3akoHa ot 21 HosOps 2011 r. N 323-03 "O6
OCHOBaxX OXpaHbI 3710poBbs rpaxknan B Poccuiickoit denepanuu" (CoOpanue 3akoHomaTenbcTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724; 2017, N 31, cT. 4791) npukaspiBaro:

1. VYrtBepmute TpebGoBaHUsT K TOCYIapCTBEHHBIM HWH(DOPMAIMOHHBIM CHCTeMaM B  cdepe
3npaBooxpaHeHus cyObekToB Poccuiickoit ®denepanuu, MEIUIUHCKAM WHGOPMAIMOHHBIM CHCTEMaM
MEIUIIMHCKUX OpraHu3aluid U MH()OPMAIMOHHBIM cHCTeMaM (papMaIeBTUYECKHX OpraHU3aluil COTJIacHO
MIPUIIOKEHUIO.

2. Hacrosiuii npuka3 BcTymnaet B cuity ¢ 1 stuBapsa 2020 ropaa.

Munuctp
B.1M1.CKBOPLIOBA

YTBepKICHBI

IIPUKA30M

MuHuncTepcTBa 31paBOOXpaHEHUs
Poccuiickoit ®enepanun

ot 24 nexabps 2018 r. N 911n

TPEBOBAHUA
KTroCygAPCTBEHHbIM NH®OPMALIMOHHbIM CUCTEMAM
B COEPE 3JPABOOXPAHEHUA CYBBEKTOB POCCUMCKOU ®EQEPALMKN,
MEAUWUNHCKUM NHO®OPMALIMOHHBIM CUCTEMAM MEOULIMHCKNX OPTAHU3ALIMUN
N AHPOPMALUUNOHHBIM CUCTEMAM ®APMALIEBTUYMECKUX OPTAHU3ALUA

. O6wme nonoxeHus

1. Hacrosmme TpeOGoBaHus ycTaHaBiIMBalOT TpeOOBaHMSA K TOCYJApCTBEHHBIM HH(POPMAITMOHHBIM
cuctemaMm B cepe 3apaBooxpaHeHus CyObekToB Poccuiickoit Denepanuu, MEAUIIMHCKIM UH(HOPMAITMOHHBIM
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cHCTeMaM MEAMIMHCKUAX OpPTraHW3aluil M MH(POPMAIMOHHBIM CHCTeMaM (papMaIieBTUYEeCKUX OpraHu3aIfi
(nanee - TpeboBanus, HHPOPMALIMOHHBIE CUCTEMbI COOTBETCTBEHHO).

2. T'ocynapcTtBeHHble HH(OPMAIIMOHHBIE CUCTEMBI B cepe 3apaBooxpaHeHHs CyObekToB Poccuiickoit
Oenepannu (nanee - ['MMC cybwexkroB Poccuiickoit denepannn) npenHazHadeHsl uis cOopa, XpaHEHUs,
00paboTKM | TpeACTaBICHUsT HH(OpMAIH, HEOOXOAMMOM i MHOOPMAIIMOHHON MOIICPKKH yIPaBICHUS
JEATENIFHOCTBI0O B cdepe OXpaHbl 370pOBbS TIpaxkaaH B cyOwbekTe Poccuiickoii ®Denepanmu, BKIIOYas
MH(pOpMANNIO 0 METUIMHCKUX U (hapMalleBTUUECKHX OpPTaHH3alUsaX Ha TeppuTopuu cyObekta Poccuiickoii
®eneparu ¥ 00 OCYIIECTBICHUHM MUMHU MEIMIMHCKOW M (hapMaleBTHUECKON NIEATETbHOCTH Ha TEPPUTOPUHU
cyobekra Poccuiickoit @enepauun <1>.

<1> Yactu 1 u 2 crateu 91 denepansHoro 3akoHa ot 21 Hoa6ps 2011 r. N 323-03 "OO ocHoBax
OXpaHbl 370pOBbs IpakaaH B Poccuiickoit deneparun (nanee - eaepanbhblii 3akoH N 323-D3).

3. MenunuHckue HHPOPMAIMOHHBIE CHUCTEMBl METUIIMHCKUX opranm3anuii (mamee - MUC MO)
npeaHasHaueHsl sl cOopa, XpaHEHHUs, OoOpabOTKM M NpeACTaBICHHUS HHPOPMALUHU, HEOOXOAMMOU IJist
aBTOMATHU3allMM TPOIECCOB OKa3aHUS W ydeTa MEIMLMHCKON MOMOUIM U HWH(OPMALMOHHOW MOAAEPKKU
MEIUIIMHCKUX pabOOTHUKOB, BKIIOYas HH(AOpMALMIO O MalueHTaX, 00 OKa3blBaeMOM UM MEAMIIMHCKON
MOMOILY U O MEULIMHCKOM JESITEIIbBHOCTH MEULIMHCKUX OpraHu3anui <2>.

<2>Yactu 1 n 2 crateu 91 ®PenepanbHoro 3akoHa N 323-03.

4. B wHpOpPMANMOHHBIX CcHUCTeMax (apMaleBTHUECKUX OpPTaHM3alUi CONEPKUTCA HH(OpMAaIs,
HeoOxoaumasi JUIsi aBTOMATH3allM IPOLECCOB OCYIIECTBIEHUS (DapMaleBTUUYECKONW NEATEIbHOCTH U
UHQOPMALIMOHHON  MOMJEPKKM  (papMalleBTUYECKUX  paOOTHMKOB,  BKJIKOYas  HMHPOpPMALUIO O
(apMaeBTUYECKUX OPTaHU3aLMIX U 00 OCYIECTBIEHUH UMHU (papMalleBTUYECKOM e TeTbHOCTH <3>.

<3>Yactu 1 u 2 crareu 91 ®PenepanbHoro 3akoHa N 323-03.

5. B ciiyuae eciiu 'C cybwekta Poccuiickoit denepannn odecneunBaet BoinoinHenue ¢pyHkuuit MUC
MO, to k Takoit ' IC cyOobekTa Poccuiickoit deneparuu npuMeHsroTcst TpedoBanus riassl 111 TpeboBanuii u
tpeboBanus kK MUC MO, ycranosnenssle riaBoit [V TpeGosanuii.

6. OnepatopamMu HMH(GOPMAIIMOHHBIX CHUCTEM SIBJISIOTCS OPraHbl HCIOJHUTEIbHOM BJIAacTH CyOBEKTa
Poccuiickoit ®enepanyy, yHNOJHOMOYEHHBIE BBICIIMMM HCIIOIHUTEIBHBIMA OpPraHaMU TI'OCYAApCTBEHHOU
BiIacTu cyObekToB Poccuiickoil denepanyuu Ha CO3JaHUE, Pa3BUTHE M SKCIUIyaTallUI0 TOCYJAapCTBEHHOMN
nH(pOpMaAIIMOHHON cUCTEeMBI B cdepe 3npaBooxpaHeHUs: cyOwbekTa Poccmiickoit denepanuu, opraHU3aINH,
Ha3HauY€HHbIE YKAa3aHHBIMU OpraHaMM, MEIULIMHCKUE OPraHU3aliy U (apMalieBTUYECKHE OpraHu3alul <4>.

<4> Yactp 3 crateu 91 PenepanbHoro 3akoHa N 323-D3.

Il. Tpe6oBaHuA K 3awmTe MHpoOpMaLmK, cogepxallemcs
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B MH(pOPMaALIMOHHbIX CUCTEMAX, U K MPOrPaMMHO-TEXHUYECKUM
cpeacTBaM MH(OPMaALIMOHHbLIX CUCTEM

7. Nndopmanus, comepkamascs B HHOOPMAITMOHHBIX CHCTEMaX, MOJJICKHUT 3alIUTe B COOTBETCTBUU C
3aKoHOIaTenbCTBOM Poccuiickoit denepanun 06 nHGopmaiuu, HHHOPMAITMOHHBIX TEXHOJIOTHSIX U O 3aIHUTE
uHdopmaiuu <5> 1 3aKkoHOoIaTeILCTBOM Poccutickort Deaepanuu B 001aCTH MEPCOHATBHBIX JaHHBIX <6>.

<5> Crares 4 ®enepanbHoro 3akoHa oT 27 wmronsa 2006 r. N 149-®3 "OO6 wundopmarum,
MH(POPMALIMOHHBIX TEXHOJNOTUAX W 0 3ammre uHpopmarmu" (CoOpanue 3akoHonmaTenbcTBa Poccuiickoit
Oenepannn, 2006, N 31, ct. 3451; 2009, N 48, ct. 5716; N 52, ct. 6439; 2010, N 27, ct. 3407; N 31, cr.
4173; 4196; N 49, ct. 6409; 2011, N 23, ct. 3263; N 31, c1. 4701; 2013, N 14, ct. 1651; N 30, ct. 4038; N 51,
cT. 6683; 2014, N 23, ct. 2927; N 30, ct. 4217, 4243; 2016, N 27, c1. 4164; 2017, N 9, c1. 1276; N 27, cr.
3945; N 31, ct. 4772; 2018, N 1, ct. 82) (nanee - denepanbHbiii 3akoH N 149-D3).

<6> Crarbs 4 ®enepanbHoro 3axkoHa oT 27 utonsgt 2006 r. N 152-®3 "O nepcoHalbHBIX JaHHBIX"
(Cobpanue 3akoHomaTenbeTBa Poccuiickoit @enepanum, 2006, N 31, ct. 3448; 2010, N 31, ct. 4196; 2011, N
15, cT. 2038; N 30, ct. 4600; 2012, N 31, cT. 4328; 2013, N 14, ct1. 1658; N 23, cT. 2870; N 27, ct1. 3479; N
52, c¢T. 6961, ct. 6963; 2014, N 19, cT. 2302; N 30, cT1. 4223, 4243; N 48, cT. 6645; 2015, N 1, cT. 84; N 27,
ct. 3979; N 29, ct. 4389, 4390, 2016, N 26, ct. 3877; N 28, cT. 4558, N 52, cT. 7491; 2017, N 18, cT. 2664; N
24, ct. 3478; N 25, c1. 3596; N 31, ct1. 4790, cT. 4825, cT. 4827; N 48, cT. 7051; 2018, N 1, cT. 66; N 18, CT.
2572; N 27, ct. 3956; N 30, cT. 4546; N 52, c1. 8101).

8. 3amuTa wHpOpPMAIIUHU, COJEpKaIIeics B WHPOPMAIMOHHBIX CHCTEMax, JIOJDKHA O0eCIeYMBATHCS
MOCPEICTBOM MTPUMEHEHHUS OPTaHU3AIIMOHHBIX U TEXHUYECKUX MEp 3aIUThl HHQOopManun <7>.

<7> Cratpg 16 ®enepanpHoro 3akoHa N 149-D3.
9. IlporpaMMHO-TEXHUYECKHE CPEACTBA HH(DOPMAITMOHHBIX CUCTEM JOJDKHBI:

a) pacrioyiaratbcs Ha Tepputopuu Poccuiickoit @enepanun <8>;

<8> Yacrtp 2.1 crateu 13 PenepanpHoro 3akona N 149-D3.

0) COOTBETCTBOBATh TPeOOBaHMAM, MPEAYCMOTPEHHBIM HocTaHoBiueHuem [IpaBurensctBa Poccuiickoit
@eneparu ot 16 HostOps 2015 1. N 1236 "OO ycraHOBIEHMM 3ampera Ha JOIMYCK IPOrpPaMMHOIO
o0OecnieyeHrs, NPOUCXOMSIIEr0 U3 HMHOCTPAHHBIX TOCYAAapCTB, AJS IieJied OCYIIECTBIEHHUS 3aKyIOK JUIs
o0ecrnevyeHns rocy1apCTBEHHBIX U MyHUIIUIAIBHBIX HY K" <9>;

<9> Cobpanue 3akoHonarenbcTBa Poccuiickoit denepanuu, 2015, N 47, ct. 6600; 2017, N 14, ct. 2062;
N 52, ct. 8168; 2018, N 49, ct. 7600.

B) OBITh cepTuduIupoBanHbiME DeepanbHON Ciry )00 6e3omacHoctr Poccuiickoit Denepariu u (Vm)
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denepanbHOI CITy:)KOOH MO TEXHHYECKOMY M DKCIOPTHOMY KOHTPOJO <10> B OTHOIICHHH BXOMSNIMX B HX
COCTaB CpEACTB 3allUThl HMH(OpPMAIMK, BKIIOYAIONUX MPOTPAMMHO-ANMapaTHbIe CPEICTBa, CpPEACTBa
AQHTUBUPYCHOW W KpuUNTOrpaduvecKord 3ammThl HHQOpPMAIMK W CpPEACTBA 3alUThl WHPOPMAIUU OT
HECaHKIIMOHUPOBAHHOTO JIOCTYIA, YHUITOXKCHHSI, MOAU(PUKAIIUU U OJIOKUPOBAHUS JJOCTyTA K HEH, a TAKXKE OT
WHBIX HEMPAaBOMEPHBIX JICHCTBUH B OTHOIICHWW TaKOW WHQOPMAIHH (B TOM YHCIIC CBEICHUS, COCTABJISIONINC
BpadycOHYIO TalHY);

<10> Ilocranosnenue IIpaButenscrBa Poccuiickoit ®epepanuu ot 26 uroHs 1995 r. N 608 "O
ceprudukanmu cpeactB 3ammrthl uHGopmanuu" (CoOpanue 3akoHOHaTensCcTBa Poccuiickoit ®eneparumy,
1995, N 27, ct. 2579; 1996, N 18, cr. 2142; 1999, N 14, ct. 1722; 2004, N 52, ct. 5480; 2010, N 18, cr.
2238).

r) obecneuyuBaThb XpaHEHUE MEIUIMHCKON JOKyMEHTalMM B (OpME 3JIEKTPOHHBIX JOKYMEHTOB,
npeaycMaTpuBas pe3epBHOE KOMUPOBAHUE MEAULIMHCKONW TOKYMEHTAUHU B (hOpMe AIIEKTPOHHBIX JOKYMEHTOB
U METaJaHHbIX, BOCCTAHOBJIICHHE MEIUIIMHCKON IOKyMEHTauuu B (OpMe SJICKTPOHHBIX JOKYMEHTOB W
METaJIaHHBIX U3 Pe3epBHBIX Konui <11>;

<11> [lynkrel 11, 12 yactu 1 crateu 79 ®enepanbHoro 3akoHa N 323-D3.

1) obecreynBaTh MPOTOKOIMPOBAHKUE U COXPAHEHUE CBEJICHUN O MPEIOCTABICHUU JIOCTYIA M O IPYTHX
onepauuax ¢ JOKYMEHTaMU U METAIaHHBIMU B aBTOMATU3UPOBAHHOM PEKHME, a TAKKE aBTOMATU3UPOBAHHOE
BEJICHHE DJICKTPOHHBIX JXYPHAIOB y4eTa TOYHOTO BpEeMEHU W (DAKTOB pasMENICHUS, U3MECHEHUS U yHaJICHUS
nH(popMaIuu, coepKaHusi BHOCUMBIX HU3MEHEHUI;

€) (pyHKUMOHUPOBaTh B OecriepeOOMHOM KPYIJIOCYyTOUHOM PEXHMME, 33 MCKIIOYEHHEM YCTAHOBJIEHHBIX
NepUOJIOB MPOBEIEHHS pabOT MO 00CTYKMBAHUIO HH(OPMAIIMOHHBIX CUCTEM M YCTPAaHEHHMIO HEHCIPAaBHOCTEH
B paboTe, cyMMapHas JJIUTEIbHOCTh KOTOPHIX HE JOJDKHA IMPEBBIMIATh 4 4acoB B MecAll (32 MCKIIOYCHHUEM
MIEPEPHIBOB, CBA3AHHBIX C OOCTOSATENILCTBAMH HETPEOJOTMMOM CHJIBI);

k) obecrieunBaTh pa3MelneHne HHpopMauy B €IUHOW TOCYIapCTBEHHONH HH(DOPMAIIMOHHOM CHUCTEME B
chepe 3apaBoOXpaHeHUs] B COOTBETCTBHH C mpuioxkeHneM N 1 k [lomoxeHuto o eIMHON roCynapCcTBEHHON
nH(OpPMAITMOHHOW cHcTeMe B cepe 31paBOOXpaHEHHUs, YTBEPKICHHOMY IOCTaHOBJIeHHEM [IpaBuTenbcTBa
Poccwuiickoit denepanuu ot 5 mas 2018 r. N 555 <12> (nmanee - [lomoxkenwe o eOUHON cUCTEME), U
obecrieunBaTh JAOCTYN K HWH(GOpPMAIMU, COIEpKalleiicss B €IUHOW ToCyJapCTBEHHOW HWH(POPMAIMOHHON
cucteme B chepe 3apaBooxpaHeHus (nanee - EnuHas cucrema), B COOTBETCTBUU C HpuiiokeHneM N 2 K
ITommosxeHnIo 0 eTMHOM CHCTEME;

<12> Cobpanue 3akoHogarenbcTBa Poccuiickoit denepanuu, 2018, N 20, cr. 2849; N 49, ct. 7600; N
50, ct. 7755.

3) obecneunBaTh MHPOPMALMOHHOE B3aUMOJICHCTBUE WH(POPMALMOHHBIX CUCTEM MEXAy co00il myTem
oOMeHa WH(POPMAIMOHHBIMHA COOOIIEHUSIM MOCPEICTBOM (POPMHUPOBAHHUS, OTHPABKH, TOTYYCHHUs, 00paOOTKH
3aMpocoB U OTBETOB, (OpMaThl KOTOPBIX pa3padaThIBalOTCs ornepaTopaMu HHGOPMAIIMOHHBIX CUCTEM B cepe
3/IpaBOOXPAaHEHMsI HA OCHOBE CIPAaBOYHHMKOB M KJIAcCU(UKATOPOB, COAEPXKAIIMXCS B (ellepalbHOM peecTpe

HanexHas NpaBoBas MoanepHKa www.consultant.ru CrpaHuua 5 u3 18


https://login.consultant.ru/link/?req=doc&base=LAW&n=99840&date=13.01.2021&demo=1
https://login.consultant.ru/link/?req=doc&base=LAW&n=99840&date=13.01.2021&demo=1
https://login.consultant.ru/link/?req=doc&base=LAW&n=356224&date=13.01.2021&demo=1&dst=100793&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356224&date=13.01.2021&demo=1&dst=100793&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356224&date=13.01.2021&demo=1&dst=100794&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356224&date=13.01.2021&demo=1&dst=100794&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371882&date=13.01.2021&demo=1&dst=100254&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371882&date=13.01.2021&demo=1&dst=100254&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371882&date=13.01.2021&demo=1&dst=100446&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=371882&date=13.01.2021&demo=1&dst=100446&fld=134
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H
"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
MHOPMALMOHHBIM cUcTeMaM B cdep...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

HOPMAaTHUBHO-CIPAaBOYHON MHpOpMaLuu B chepe 31paBooxpaneHus <13>;

<13> [lynktel 23, 24 [lonoxeHus: 0 €IUHON CUCTEME.

1) GopMUPOBATh JJIEKTPOHHBIE TOJMUCH B ABTOMATUYECKOM peXHUME M BKIOYATh HX B
UH(QOPMALMOHHBIE COOOIEHHs, TPOBEPSTh COAEpKAIIMECcs B NH(POPMALIMOHHBIX COOOIECHUSIX JIEKTPOHHbIE
HOJMKMCH OPTaHU3aLMi U (MIM) UX JOJKHOCTHBIX JIMII, B TOM YHCII€ OpraHU3alUii, SBISAIOIINXCS OllepaTopaMu
MH(OPMAIMOHHBIX CHCTEM, YUYaCTBYIOIINX B HH(OPMAITMOHHOM B3auMojeiicTBun <14>;

<14> Ilpuka3 dOenepanbHOl Ciryx)0b1 O6e3omacHocTH OT 27 nexadbps 2011 r. N 796 "O06 yTBepkIeHUN
TpebGoBanmii K cpefCcTBaM AJIEKTPOHHOM monanucu U TpeGoBaHMI K CPEACTBAM YJIOCTOBEPSIIONIETO IeHTpa"
(3apeructpupoBan MunucrepctBoM  toctunuu  Poccuiickoir  ®eneparmuu 9 depans 2012 1.,
peructpanoHssiii N 23191).

K) o0ecrneuuBaTh JOCTOBEPHOCTh M AaKTyaJbHOCTb CBEACHUH O MEIULMHCKUX OpraHu3alusx u
MEIMIMHCKUX Pa0OTHHKAX TOCPEICTBOM HH(OPMAIIMOHHOTO B3aUMOICHCTBUS C (efepabHBIM pPEecTpOM
MEIUIIMHCKUX OpraHu3anuil, GpenepaabHbIM PETUCTPOM MEAUIIMHCKUX paboTHUKOB EnuHol cuctemsl <15>;

<15> [lynktsl 6 - 10, 53 [TonoxxeHus o0 €IUHON CUCTEME.

Jq) obecreynBaTh BO3MOXKHOCTh BEICHHMS MEIUIMHCKON JOKyMEHTalMu B (OpME BIIEKTPOHHBIX
JOKYMEHTOB.

lll. Tpe6oBaHusa k T’NC cy6bekToB Poccuinckon ®epnepauum

10. Opranbl UCIIONHUTENBHON BiacTH cyObekTa Poccuiickoit deneparyy, ynoIHOMOYEHHbIE BBICIINM
WCTIOJHUTENIBHBIM OPTaHOM TOCYNapCTBEHHOW BiacTH cyOwbekra Poccuiickoit ®denepanum Ha CO3IaHHE,
passute u skciuryatanuto [MC cyOnekra Poccuiickoin ®enepanyu (nanee - yIMOJTHOMOYEHHBIE OPTaHbI
WCIIOJIHUTENbHON BiacTu cyObekTa Poccuiickoit ®enepanuu), opraHuszaliy, Ha3HAYCHHbIE YKa3aHHBIMU
oprasamu <16>, 10JKHBI 00€CTIEUUBATS:

<16> Yacts 3 crateu 91 ®enepanpHoro 3akoHa N 323-D3.

a) cosmanue, paszButue u Okciyaramuio [UC cyobekta Poccuiickoit ®epepanmn, a Takxke
COTIPOBOXICHUE TEXHUYECKOTO U nporpammuoro odecnieuenust [ UC cyOnekta Poccutickoit ®denepariy;

0) nmpueM, xpanenue u npeaocrapienue nanubix [ IC cyobekTa Poccuiickoit denepanuu;

B) moakiroueHue u (wnm) npegocrasieHue goctymna k ['MC cybwekra Poccuiickoit denepannu MUC
MO;

r) noakimouenue 'MC cyowekra Poccuiickoit @enepanuu k EnnHoi cucteMe U pa3MelieHUe CBeICHUH B
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MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H
"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
MHOPMALMOHHBIM cUcTeMaM B cdep...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

Enunolt cucreme B cocrtaBe M CpokH, npexycMmorpeHHble [Ipunoxennem N 1 k [lonoxkenuto o eguHon
CUCTEME;

J) Y4eT W PETHCTPAlMIO BCEX JCUCTBHMA, a TaKkkKe MACHTU(UKALUIO BCEX YYACTHHKOB, CBS3aHHBIX C
00pabOTKO MepCOHAFHBIX TAHHBIX MTPH B3aMMOACHCTBIH HH()OPMAIIMOHHBIX CUCTEM, YKa3aHHBIX B 4acTsax |
u 5 _crareu 91 ®enepanbHoro 3akoHa oT 21 HosiOps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHbI 3/I0POBBS
rpaxaan B Poccuiickoit @enepanuu" <17> (manee - denepanpubiii 3akoH N 323-D3), ¢ TUC cyObekra
Poccuiickoit deneparuu.

<17> Cobpanue 3akonoaarenbctBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2017, N 31, cr.
4791.

€) METOIMYECKYI TOJJEPKKY IO BOMPOCAM TEXHUYECKOTO HCIIOIb30BaHUS M WHOOPMAIMOHHOTO
HanonHeHus: [ UC cyOwekrta Poccuiickoit @eneparum.

11. HocpenctBom 'MC cyOnekTa Poccuiickoit @enepaninu B LesIX pean3alii MOJHOMOYUN OpPraHOB
roCyJIapCTBEHHOH BiacTH cyObekToB Poccuiickoit denepaun B cepe 0XpaHbl 310pOBbsI, IPEyCMOTPEHHBIX
yacThio 1 ctathu 16 Peaepanbuoro 3akoHa N 323-D3, oGecrieunBaercs:

a) TOJJEP)KKa TPHUHATHS YIPABJICHUECKUX PEIICHUH IO BOMPOCAM Pa3BUTHS 3/IPAaBOOXPAHEHUS B
cyowsekTe Poccuiickoit denepanuu;

0) ynpapieHHe NOTOKaMH NAllMEHTOB (3JIEKTPOHHAsI PETHCTPATypa);

B) yIIpaBJEHUE CKOPOI, B TOM YHUCJIE CKOPOU CHEIHUAIN3UPOBAHHOM, MEAUIIMHCKOMN MOMOIIIbIO (BKJIIOYAst
CaHUTAPHO-aBUALIMOHHYIO IBAKYaIHI0);

I') BeJIcHUEe UHTEIPUPOBAHHOM 3JIEKTPOHHON METUIIMHCKOMN KapThl;

1) y4eT CBEJACHMI O MOKa3aTeIsX CUCTEMbI 3PaBOOXPAHEHHUS, B TOM YHCIIE MEIUKO-IeMOrpapruiecKux
IIOKa3aTeJIeH 310pPOBbsl HACEIICHUS;

e) BCACHHUC CIICHUAIIM3UPOBAHHBIX PETHUCTPOB IMALMCHTOB IO OTACJIBHBIM HO3O0JIOTUAM U KATCTOPUAM
TpaxxJaH;

k) cOop, XxpaHeHue u 00paboTka HPOpMAIUU 00 0OECIICUEHHOCTH OTMEIBHBIX KAaTETOpUN TpaxIaH, B
TOM 4YHCJE TPaKJaH, MMEIOIIMX MPaBO Ha TMOJYYEHHE TOCYJApPCTBEHHON CcOIMaibHOM momomu <18>,
JICKAPCTBCHHBIMU IIpCriapataM, CIICHHAIIN3UPOBAHHBIMHU MPOJAYKTaMHU J1e4e0HOr0 nuTaHus, MECIUIIMHCKHUMU
U3JICITHSAMU,

<18> Crarbsa 6.1 ®epepanbHoro 3akoHa ot 17 wutons 1999 r. N 178-®3 "O rocynapcTBeHHOI
conuanbHou nomotu" (Cobpanue 3akonoaarenbctBa Poccuiickoit @enepanuu, 1999, N 29, cr. 3699; 2004, N
35, ct. 3607).

3) OKa3aHue MGHHHHHCKOﬁ IIOMOIIM C MPUMEHCHUEM TCIICMCIUITNHCKUX TGXHOJ’IOFHﬁ;
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MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H
"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
MHOPMALMOHHBIM cUcTeMaM B cdep...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

I/I) OopraHu3anunsa Hpoq)HHaKTHKH 3&60HeBaHI/II\/'I, BKJIIO4as IMPOBCACHUA AUCIIaHCEpU3alluu,
HpO(bI/IJ'IaKTI/I‘-IeCKI/IX MCIUIIUHCKUX OCMOTPOB;

K) OpraHu3aius UMMYHONIPO(UIAKTUKHA HHPEKIIMOHHBIX 3a00JI€BaHU;
J7) BeZICHUE IIEHTPAJIM30BaHHON CHCTEMBI (TIOJCUCTEMBI) yIIPaBICHUS JTa00PaTOPHBIMH UCCIICOBAHUSIMH,

M) BEICHHE IICHTPAIM30BAHHOM CHUCTEMBI (TOJCUCTEMBI) XpaHEHHUS W O0OpabOTKU pe3yibTaTOB
JMarHOCTHUYECKUX MCCIIEA0BAaHUHN (MEIUIIUHCKUX U300paKeHu ),

H) obecrieyeHune aBTOMAaTu3aluu TIIPOLECCOB OKa3aHUA MEIUIIMHCKOM ITIOMONIIM MO OTACIbHBIM
HO30JIOTHUAM U KaTCrOpUAM I'paKIaaH;

0) yueT oOpalleHus MEIUIMHCKON TOKYMEHTAllMW, OpraHu3als 3JEKTPOHHOTO JOKYMEHTO00OpOoTa B
chepe oxpaHbl 310POBbS;

1) BeJIeHHe HOPMaTHUBHO-CIIPaBOYHON MH(popmanuu B cepe 3apaBooxpaHeHus B cyobekte Poccuiickoit
denepanuu;

p) uHble (YHKIMOHAJIBHBIE BO3MOXKHOCTU [0 pPEIIEHHIO oreparopa HH()OPMAIMOHHOW CHCTEMBI,
cootBercTBytone HazHaueHHio [ MIC cyObekroB Poccuiickoit deneparyu, mpeIycMOTPEHHOMY MyHKTOM 2
TpeboBanwmii.

12. Tlogneprkka IpUHATHS YIPaBICHUYECKUX pPelIeHnid B cepe 31paBooxpaneHus cyobekra Poccuiickoi
denepanyy BKIOYAET:

a) aHanu3 M 0OpabOTKy NaHHBIX MOHMTOpPMHIA IOKa3aTeJeH 370pOBbsl HACEJIEHMs, BKIIOYAs OLECHKY
320071€Ba€MOCTH, HWHBAJIUAHOCTH W CMEPTHOCTH PpA3JIMYHBIX IOJOBO3PACTHBIX TIPYMIl HACEJIEHUs IO
HO30JIOTHSAM, Ui LeJied NpUHATHS YHpPaBICHUYECKHX peleHud B cdepe 3ApaBOOXpaHEHHUs CyObeKTa
Poccuiickoit @enepanuu;

0) CpaBHUTENBHBIA aHANU3 MACATEIBHOCTH MEAWIMHCKUX OpraHm3anuii cyobekra Poccuiickoi
@Denepanyu, a TakkKe aHaIu3 00ECIIEYEHHOCTH U MOTPEOHOCTH B OCHOBHBIX BHJAaX MEAMULMHCKON MOMOIIHY,
BKJIIOYasi KOHTPOJIb BBIIOJIHEHUS TEPPUTOPHAIBHOM MPOrpaMMbl I'OCYJApCTBEHHBIX TApaHTUIl OECIIaTHOTO
OKa3aHus IpakJlaHaM MEIULUHCKON TTOMOILH;

B) OIICHKY TMOKa3aTeled, XapaKTepU3YIOIIMX CUCTEMY OKa3aHHUs MEIUIMHCKOM TOMOIIM, U UX
JTMHAMUKH.

13. VmpaBnenue norokamMu mnanueHToB (dnekTpoHHast peructparypa) B I'MC cyOwekra Poccuiickoit
denepanny BKIOYAET:

a) popMHUpOBaHUE pacHUCaHUs JUId 3allUCH HA IPHUEM K Bpady, BbI30BOB Bpaua Ha JOM U 3alUCh i
NPOXOXKICHUS NPOPUIAKTUYECKUX MEJUIMHCKUX OCMOTPOB M JUCIIAHCEPU3ALUU C HCHOJIb30BAHHUEM
MH(POPMAIMOHHO-TEIEKOMMYHUKAITMOHHOU ceTn "VHTepHeT";

0) BemeHHE JHCTOB OXHMIAHHSA, aHAIU3 OOCITY>KMBAaeMbBIX 3allUCE C YYETOM CHHXPOHHU3AIMH C
(benepambHON SIEKTPOHHOM peructparypoit <19>;
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MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H
"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
MHOPMALMOHHBIM cUcTeMaM B cdep...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

<19> [lynkr 11 ITonoxxeHust 0 €AMHOM CUCTEME.
B) MHPOPMUPOBAHNE HACEIICHUS O MPEIOCTABIIEMbIX MEAUIIMHCKUX yCIyTrax;

I') TUIAHUPOBAaHWE IOTOKOB TAIIMCHTOB TPU OKA3aHWH TEPBHYHOW MEIMKO-CAaHUTAPHOW TOMOIIH U
CTICIIMATM3UPOBAHHON MEIUIIMHCKON MTOMOIIY B CTAIIMOHAPHBIX YCIOBUSIX, YUET M IUIAHHPOBAHHUE 3aHITOCTH
KOe4yHOro GoH/Ia;

I[) MOHUTOPUHT JOCTYIIHOCTU 3allMCU Ha IIPUCM K Bpadyy B CpPOKH, YCTAHOBJICHHBLIC HpOI‘p&MMOfI
TOCYdJapCTBCHHBIX FapaHTI/Iﬁ OCCIIJIaATHOI'O OKa3aHUs TpaxxJjaHaM MEIUIIMHCKOM ITOMOIIIH.

14. VYnpapineHwe CKOpod, B TOM YHCIE€ CKOPOM CHEHHATM3UPOBAHHOM, MEAUIIMHCKONW MOMOIIBIO
(BKJIFOUAsI CAHUTAPHO-aBUAIIMOHHYO YBAKYaIIUI0) BKITIOUYALT:

a) y4eT JaHHbIX U3 MH(GOPMAIMOHHON CHCTEMBI YIPABIIEHUS PUEMOM U 00pabOTKOI BBI30BOB CKOPOI
MEUITMHCKON MTOMOIITH (C UCITOJIb30BaHUEM T100aIbHON HaBUTrallMOHHOM cryTHHKOBOM cucteMbl [ JIOHACC
<20>) (manee - UC CMII) o mpuHATHIX BBI30BAaX CKOPOMl MEAMIIMHCKOW IMOMOIIH, pe3yibTaTax OKa3aHUs
MEIHMIIMHCKON ITOMOIIIH;

<20> VYka3 Ilpesunenra Poccuiickoit @eneparuu ot 17 mas 2007 r. N 638 "OO6 ucnonab30BaHUU
ro0anbHOM HaBUTAIMOHHOW cryTHUKOBOM cuctembl [ JIOHACC B mHTEpecax COIUaIbHO-3KOHOMUYECKOTO
pasButus Poccuiickoit @enepanun" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @enepanun, 2007, N 21, cT.
249).

0) omepaTuBHOE (AMCIIETYCPCKOE) YIPABICHIE BHI30BAMH CKOPON MEIUITMHCKOW TTIOMOIIM Ha OCHOBE UX
KapTorpaduuecKkoro pactpeeieHns, a TaKxke paboTol BBIE3IHBIX OpHUTraj CKOPOH MEIUITUHCKON MOMOIIH Ha
OCHOBE MH(OPMAITMOHHO-KOMMYHUKAITMOHHOW TMOJJACPKKH (TIepeada ayano-, BUACONHGOPMAITIH IO CETSIM
OECIIPOBOTHOM CBSI3H);

B) IpueM U 00paboTKy JdaHHBIX cuUcTeM chnyTHUKoBoro mnosunuonupoBanus (I'JIOHACC/GPS),
MH(POPMAIIMOHHOE B3aUMOJICHCTBUE C JEKYPHO-AUCHETUYEPCKUMHU CIIy)KOaMH 3KCTPEHHBIX ONEpPaTUBHBIX
CIIy’k0; MHTETpaluio C LEHTpaMH MPO(UIBHOTO MOHMTOPHUHIA CHCTEMBI 3JpPaBOOXPAHEHUS; ONEPAaTHBHOE
yIpaBJIeHUE TPAHCIIOPTHBIMH CPEICTBAMH B PEXKHMME PEaIbHOTO BPEMEHH IPH YCTPaHEHUH MPOUCIIECTBUN 1
YPE3BBIYANHBIX CUTYAIUH;

F) YHpaBJICHUEC MCI[HHHHCKOﬁ 3Bal<yaunel71 NanuCHTOB M HX FOCHHTaHI/I3aHHeﬁ B MCIHUIIMHCKHEC
OpraHu3alunu,

1) y4eT u (OpMHUPOBAHNUE CTATHCTUYECKUX (B TOM YHUCIIC OTIEPATUBHBIX ) TAHHBIX.

15. Beaenue nHTErpupOBaHHOM 3JEKTPOHHOW MEAUIIMHCKON KapThl NAIIUEHTA BKIIIOYAET:

a) cOop, XpaHeHHe, CUCTEMATU3AII0 U 00pabOTKy CBeJeHUM, yKa3aHHBIX B cratbe 94 denepanbHOTO
3akoHa N 323-D3, 0 numax, KOTOPbIM OKa3bIBAETCS MEIUIIMHCKAsT TOMOIIb, a TAK)KE O JIMIAX, B OTHOIICHUHU
KOTOPBIX  NPOBOJAATCS ~ MEAMIMHCKHAE  OKCIEPTU3bl, MEAUIMHCKHE OCMOTPBl M  MEIHUIMHCKHUE

OCBHACTCIBCTBOBAHMUA,

0) oOMEeH CTPYKTYpHUPOBAaHHOM MEIMIIMHCKOM MOKyMEHTauueil B (opme 3JIEKTPOHHBIX JOKYMEHTOB
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mexxny MUC MO, THUC cybwekra Poccuiickoit denepanyu u eaepalbHON MHTETPUPOBAHHOM 3JIEKTPOHHOM
MeJMIUHCKON kapToi Equnoit cuctemsr <21>.

<21> [lynktel 14, 15 [onoxeHus: 0 €eIMHON CUCTEME.

16. Yuer CBe,Z[eHI/Iﬁ 0 IMOKa3aTejIaX CUCTEMBI 3APpaBOOXPaHCHH, B TOM YUCIIC MCI[I/IKO-I[GMOFpa(l)I/I‘IeCKI/IX
IMMOKAa3aTeJIdX 3J0pOBbs HACCIICHUS, BKIIFOYACT:

a) y4eT OCHAIICHHOCTH MEJMIIMHCKUX OpTaHW3aluil U UX CTPYKTYPHBIX MOJpa3JelieHHui, B TOM YHCIIE
CBEJCHHI O KOeYHOM (QoHIe, 00ECIEeYeHHOCTH KaJIpOBBIMU pEeCypcamMH, OCHAIECHUH MEIUIIMHCKUMU
V3NICIVSIME | TIepeady CBEISHWH B ()eepaibHBIN PErucTp MEIUIUHCKHX PAaOOTHUKOB M (herepaabHBIN
peecTp MEIUIIMHCKUX OpraHu3anuii EnMHON cuCTEeMBI;

6) YUET YUCIICHHOCTH U IBUXKCHHUA HACCIICHUA, aHATINU3 POXKIAECMOCTH U CMEPTHOCTH HACCIICHUSA

B) aBTOMAaTHU3HPOBAHHOE BEJIEHNE CTATUCTUYECKOTO HAaOMoIeHus B cepe 3ApaBOOXpaHEHuUs Mo popmMam
CTaTHCTUYECKOTO yueTa U OTYETHOCTH B cdepe 3ApaBOOXpaHCHUs, aHaTu3 d(PPEKTUBHOCTH HCTOIH30BAHUS
PECYPCOB CUCTEMBI 3/IpaBOOXPAHEHUS.

17. TlocpenctBom 'MC cybOwekra Poccuiickoit @enepannu obecrieunBaeTcs BEICHHE PETHOHAIBHBIX
CErMEHTOB (elepalibHbIX CHEeIMATU3UPOBAHHBIX PETUCTPOB MAIIMEHTOB IO OTAEIbHBIM HO30JIOTHUSAM U
KaTEropusM I'pakJlaH, yKa3aHHbIX B yacTu 4 ctathu 91.1 denepanbHoro 3akona N 323-03.

18. IlocpenctBom I'MC cy6wbekra Poccuiickoit ®enepauuu obecneunBaroTcsi cOOp, XpaHEHUE U
obOpabotka uH(popManu 00 00eCNEeYeHHOCTH OTICNIBHBIX KAaTEropui TIpakiaaH, B TOM YHUCIE Tpa)kaaH,
HMEIOLUX IpaBO Ha IIOJy4EHHE TOCYAAPCTBEHHOW COLMAJbHOM mnoMomu <22>, JeKapCTBEHHBIMU
npernapaTamy, CIEUUaIU3UPOBAHHBIMU MPOAYKTaMU JI€4eOHOro MHUTaHUS, MEAULMHCKUMH H3AEIUIMU
(BKJIIOYAsi CBEJIEHUS! O HA3HAYEHMHU, OTITYCKE M HAIMYUU JIEKAPCTBEHHBIX MPENapaToB, CHEIUAIN3UPOBAHHBIX
IPOIYKTOB JIEYeOHOr0 MUTAHUS M MEJULIMHCKUX U3JeJIUH B allTEUHONW OpraHu3aliu), B TOM YHCIIE:

<22> Cratbs 6.1 ®epepanbHoro 3akoHa ot 17 wutons 1999 r. N 178-®3 "O rocynapcTBeHHOI
conanbHoi nomotu" (Cobpanue 3akonoaarenbctBa Poccuiickoit @enepanuu, 1999, N 29, cr. 3699; 2004, N
35, ct. 3607).

a) ydeT oOpallleHHMsl pPELENTOB Ha JIEKapCTBEHHbIE Ipernaparbl, CHELHMAIM3HUPOBAHHBIE HPOAYKTHI
J1e4yeOHOro MHUTAHMs, MEIULIMHCKUE H3Jenus, cpOPMHUPOBAHHBIX B (hOpME HIEKTPOHHBIX TOKYMEHTOB (B
cllydyae TpPUHATHS OpPraHOM MCIIOJHUTENbHOM BiacTu cyOwbekTa Poccuiickoit ®enepauuu pemieHus o0
WCIOJB30BAHUHU Ha TeppuTopuu cyonrekTa Poccuiickoit @enepanuu Hapsy ¢ pelenTaMy Ha JIEKapCTBEHHBIE
npenaparel, OQOPMIICHHBIMM Ha OyMa)XHOM HOCHTENE, pEleNTOB Ha JIEKapCTBEHHBIE MPEapaTsl,
c(OpMHUPOBAHHBIX B (DOPME ANEKTPOHHBIX TOKYMEHTOB <23>);

<23> Ilynkr 4 crateu 6 denepanbHoro 3akoHa N 61-O3 "OO obpalieHuM JTeKapCTBEHHBIX CpelCcTB"
(Cobpanue 3akoHomaTenbeTBa Poccuiickoit @enepanuu, 2010, N 16, cr. 1815; 2017, N 31, ct. 4791) (nanee -
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®enepanbHblii 3ak0H N 61-D3).

0) opraHu3amMIO y4yeTa aNTEYHBIMH OpPraHM3alUsSMH WH(POpPMAIMK O JIEKAPCTBEHHBIX IMperaparax,
CHEMATM3UPOBAHHBIX MTPOIYKTaX J€UeOHOr0 MUTaHUS, METUIIMHCKUX U3JIEIHIX U UX 00CITYKUBAHUY;

B) BEACHUC 0a3 JaHHBIX JICKAPCTBCHHBIX IIPEIapaToB, CIICHUATIU3UPOBAHHBIX IMPOAYKTOB JIeueOHOTO
IMUTaHUusA U MCAUITUHCKHUX I/IS,Z[GJ'II/II\/'I;

r) ¢opMmMHpoBaHHE OTYETHBIX (opM i aHamu3a HHQOpMaIMKM MOTPEOHOCTH B JIEKAPCTBEHHBIX
npernaparax, ClelMaIn3uPOBaHHBIX MTPOAYKTaX J€YECOHOT0 MUTAHUS U MEUIIMHCKUX U3IENIUAX;

1) opranu3zaiiio ooMeHa napopmaiueit ¢ EquHoi cucremoi.

19. Okazanwe MEIUIIMHCKOW TOMOIIM C TPUMEHEHHEM TEJIEMEIUIIMHCKUX TEXHOJOTUMA C
ucnons3oBanueM [MC cy6bekta Poccuiickoit ®enepanuu obecriedynMBaeTcsl Ha TEPPUTOPUU CyOBEKTa
Poccuiickoil B COOTBETCTBUM € OPAJIKOM OpPraHU3ALMKM U OKa3aHUSA MEIULMHCKOHN MOMOIIM C MPUMEHEHUEM
TeJIEMEIMLIMHCKUX TeXHoJIorui (nanee - [opsaok) <24>.

<24> [1puka3z MuHnucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 Hoa0pst 2017 r. N 9651
"OO yTBEpXKIEHUU TIOpSAKA OpraHU3alMK ¢ OKa3aHWsS MEIUIHUHCKOM TOMONIM C MPUMEHEHHEM
TeJIeMEIUIMHCKUX TeXHosoruid" (3apeructpupoBan MunucrepctBoMm toctunuu Poccuiickoit denepanuu 9

ssaBapst 2018 1., peructpanuonusiii N 49577).

20. Opranmzanus 0OpodWIaKTUKKA — 3a00JIeBaHUIl, BKIOYas MNPOBEACHUE  IUCIIaHCEpU3AIUM,
NpOoPUIAKTUIECKUX MEUIIMHCKAX OCMOTPOB, BKIIIOYAET:

a) (GOpMHpPOBaHME CIHUCKOB TpaXkJaH, KOTOPhIM HEOOXOAMMO TMPOUTH JUCHAHCEPHU3ALHUIO,
MPOPUITAKTHYECKUE METUIIMHCKUE OCMOTPBI, aBTOMAaTU3WPOBAHHOE BBHISBICHHWE CIIy4aeB, TPEOYIOIINX
pearupoBaHusi U KOHTPOJI NMPEANPUHATHIX MEP, MOHUTOPUHI HEOOXOAMMOCTH HAampaBieHHs MallleHTa Ha
BTOPOM 3Tan AUCHaHCEpHU3aunuu <25>;

<25> [Ipuka3z MunuctepctBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 13 mapra 2019 r. N 124n
"OO0 yTBepKICHHH TOpsAJIKA MPOBEACHUS MPO(PHIAKTHIECKOTO MEIUIIMHCKOTO OCMOTpa U JIUCIIaHCEpU3AIIN
OTIPEICJICHHBIX TPYIIT B3POCIOT0 HaceleHHs" (3aperucTpupoBaH MUHHUCTEPCTBOM IocTUIMHM Poccuiickoi
Oenepannu 24 anpens 2019 r., peructpanuonnsiii N 54495) (nanee - npuka3z Munzapasa Poccun N 124H).

0) anamu3 oxBaTa HaceleHus cyOwekta Poccuiickoit ®enepanum  qucnaHcepuzaned  u
NpOoPUIAKTUIECKUMU METUIIMHCKUMHU OCMOTPAaMU C pa3rpaHMYeHHEM 10 TIOJTy M BO3pacTy <26>;

<26> Ilynmkr 24 [Ilopsinka mpoBeneHuss MNpO(UIAKTUYECKOTO METUIIMHCKOTO OCMOTpa U
JUCIIAHCEPU3alMU OINPEACIEHHBIX TPYIIl B3POCIOrO HACEJICHHUs, YTBEPXKACHHOIO IPHUKa3oM MuH3npasa
Poccun N 124n.
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B) MH(OPMALMOHHYIO MOAJEPKKY Bpadeld NpHU MPOBEACHUU ANUCHAHCEPH3aLMU, NPOPHIAKTHYECKUX
MEJUIIMHCKUX OCMOTPOB;

I') OpraHU3aIi0 MOHUTOPUHTA PUCKOB PA3BUTHS COIMATBHO 3HAYMMBIX 3a001eBaHmii <27>;

<27> ocranosnenne [IpaButensctBa Poccuiickoit ®enepanuu ot 1 gexadps 2004 r. N 715 "O6
YTBEP)KICHUH TIEPEYHs COIMAIbHO 3HAYUMBIX 3a00JI€BaHUNA W TEpedyHs 3a00JICBAHHMM, IPEICTABIISIONINX
omacHOCTh A okpyxaromux" (CoOpanue 3akoHogatenscTBa Poccuiickoit denepanuu, 2004, N 49, ct. 4916;
2012, N 30, ct. 4275).

1) o1ieHKY 3D PeKTUBHOCTH TTPODUITAKTUKY;
€) TPUBJICYCHHE HACEJICHUS K 3I0POBOMY 00pa3y XH3HH M OXpaHe COOCTBEHHOTO 3/I0POBBS ITyTEM
UHPOPMHUPOBAHUSI O HEOOXOJIUMOCTH MPOXOXKICHUS ITUCIAHCEPHU3ANNHU, NPOPHIAKTUICCKUX MEIUITMHCKHX

OCMOTpPOB B 3aBUCUMOCTHU OT IIPUHAAJICIKHOCTH K I'pYIIIIaM pUCKaA.

21. Opranuzanuss UMMYHONPO(PUIAKTHUKN HH(EKIMOHHBIX Oone3Heil <28> B cyOwekTe Poccuiickoii
denepanyy BKIOYAET:

<28> ®epepanbHbli 3ak0H OT 17 centsaops 1998 1. N 157-®3 "OO6 wuMMyHONpPOPHIAKTHKE
nHpexmoHHbIx 0osne3nei" (Cobpanue 3akoHomarenbcTBa Poccuiickort denepammu, 1998, N 38, ct. 4736;
2000, N 33, ct. 3348; 2003, N 2, c1. 167; 2004, N 35, c1. 3607; 2005, N 1, ct. 25; 2006, N 27, c1. 2879; 2007,
N 43, ct. 5084; N 49, ct. 6070; 2008, N 30, c1. 3616; N 52, c1. 6236; 2009, N 1, cT. 21; N 30, cT. 3739; 2010,
N 50, ct. 6599; 2011, N 30, cT. 4590; 2012, N 53, ct. 7589; 2013, N 19, ct1. 2331; N 27, c1. 3477; N 48, cT.
6165; N 51, ct. 6688; 2015, N 1, ct. 48; 2018, N 11, cT. 1591).

a) BeJIeHUE U y4YeT NMepCOHU(ULIMPOBAHHBIX JAHHBIX MO MPOBEICHUI0 UMMYHONPODUIAKTUKY B paMKax
HAI[MOHAJBHOTO KalleHJaps MpOo(HUIAKTUYECKUX MPUBUBOK U KalleHAaps MPOo(HUIaKTUYECKUX MPUBUBOK IO
SMUJEMUYECKUM TMOKa3aHusM <29>, BkJouyas JaHHbIE MEIUIMHCKOTO OCMOTpa W MEAUIMHCKOIO
oOcieoBaHus nepes] NpopUIaKTHYECKUMH TPUBUBKAMU;

<29> [Ipuka3z MunuctepcTBa 3apaBooxpanenusi Poccuiickoin @enepaunn ot 21 mapta 2014 r. N 1251
"OO yTBEp)KICHMM  HALMOHAJIBHOIO  KaleHJaps MNpOQUIAKTHYECKUX HPUBHBOK M KajeHAaps
NpOQHUIAKTUUYECKUX TNPUBUBOK IO SHHMJIEMHUYECKUM TOKa3aHusAM" (3aperucTpupoBaH MUHHUCTEPCTBOM
toctuiimu  Poccuiickoit ®deneparu 25 ampenst 2014 r., peructpaunonssii N 32115) ¢ u3MeHeHHsIMH,
BHECEHHBIMHU IIpHKazaMu MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepanuu ot 16 urona 2016 r. N
370n (3apeructpupoBaH MunHucTepcTBoM foctuiiuu Poccuiickoit ®eneparuu 4 wurons 2016 1.,
peructpanonHslii N 42728), ot 13 ampens 2017 r. N 1751 (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®eneparuu 17 mas 2017 r., peructpanuorssiii N 46745).

6) BCACHHUC U YUCT HepCOHI/I(bI/IL[I/IPOBaHHLIX JaHHBIX I10 IMTOCTBAKIIMHAJIbHBIM OCJIOKHCHUSAM.

22. BegeHue  UEHTPAIM30BAHHOM  CHUCTEMBI  (IIOJCHUCTEMBI)  YHpaBICHUS  JaOOPAaTOPHBIMH
UCCIIEIOBAaHUSIMU BKIIIOYAET:
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a) cOop, LIEHTPAIM30BAHHOE XPAHEHUE U ONEPATUBHBIN TOCTYN K MMEIOIIMMCS JaHHBIM Ja00paTOPHBIX
UCCIIEZIOBAaHUM ¢ aBTOMATH3MPOBAHHBIX Pa0OYMX MECT MEIUIMHCKUX PaOOTHUKOB MPH OCYIIECTBICHUH MU
CBOEH MpOoQecCHOHANbHON NeATeNbHOCTH B paMmkax cyObekra Poccuiickoii @enepanuu, MPOBOISIIMX
1a00PaTOPHYIO JUATHOCTUKY U JICUeOHO-ANAarHOCTHYECKHUI IPOoIiece;

0) aHaJIM3 0OOCHOBAaHHOCTU Ha3HAUYECHUI J1a00PaTOPHBIX UCCIIEOBAHUMN (B TOM YHCII€ TTIOBTOPHBIX).

23. BeneHue LEHTpalM30BaHHOM CHUCTeMbl (IIOJCHUCTEMBI) XpaHEHHUS M 00pabOTKU pe3yibTaToB
JTUArHOCTHYECKUX MCCIEA0BaHUHN (MEIUIIUHCKUX U300paKEHUH) BKITFOYALT:

a) LHEHTPAIM30BaHHOE XPaHCHHE B AJIEKTPOHHOM BHJIE PE3yJIbTATOB AMArHOCTHMUYECKUX HCCIIEIOBaHUN
(MEeTUIMHCKUX H300pakeHu#, (QopMUpyeMBIX B MEIMIMHCKUX OpraHM3anusax cyowsekta Poccuiickoit
®denepaliiy, BHIIOIHIIOUINX JUArHOCTUYECKUE UCCIIEIOBAHMNS);

0) OmepaTHBHBIN JIOCTYN K UMEIOIUMCS pe3yIbTaTaM JUArHOCTUYECKUX MCCIIEIOBAHUMA (METUITMHCKUX
M300pakeHUii) C aBTOMAaTU3UPOBAHHBIX PA00YMX MECT MEIUIUHCKUX PAOOTHUKOB IPU OCYLIECTBICHUU UMU
npohecCUOHATBLHOM e TeNbHOCTH;

B) aHaln3 000CHOBAaHHOCTH Ha3HAYCHMI JHArHOCTUYECKUX MCCIIeOBaHUI (B TOM YHUCIJIC HOBTOpHBIX).

24. OOecrnieueHue aBTOMATH3AIMK TIPOIECCOB OKA3aHWsS MEAWIIMHCKOW IMOMOIMU M0 OTJCIBHBIM
HO30JIOTHSIM W KaTEropusM TpaXKIaH BKIIOYACT aBTOMATH3AIUIO IIPOIECCOB OPraHU3alWd OKa3aHWUs
MEIUIIMHCKOW TIOMOIIM OOJBHBIM OHKOJOTHYCCKUMH 3a00JICBaHUSIMH, OOJBHBIM CEpACUHO-COCYTUCTHIMU
3a00JICBaHUSMH, TMAIMCHTOK, HAXOMSIIMXCS IMOJl JUCIAHCEPHBIM HAOJIOJCHUEM B TIEPUOJ] OCPEMEHHOCTH,
NAIMEHTOB, HYXIAIOIIUXCS B OCYIICCTBICHUM MEIUIIMHCKOW peaOWIUTAlMU, OKa3aHWH TMaJUIMATHBHON
MEUIIMHCKON MTOMOIIH, BKJIOYast 00e300/IMBaHNe, a TAKKE TT0 UHBIM HO30JIOTHSIM U KaTETOPHUSIM TPak/IaH.

25. Y4er oOpalieHus MeIUIIMHCKON TOKYMEHTAIUN BKIIOYALT:

a) y4eT HCIIOJIb30BaHMs OJaHKOB MEIMIIMHCKOW JOKYMEHTAIMH: JINCTKA HeTpyaocrmocoOHocTH <30>,
pelenTypHbIx OJaHKOB Ha JICKAPCTBEHHBIN mpemapaT <31>, cnenuagbHOTO pEIenTypHOTro OJlaHKa Ha
HapKOTUYECKOE CPEJCTBO HIIM ICUXOTPOIHOE BEUIeCTBO <32>, pelenTypHOro OJaHKa Ha METUIIMHCKUE
u3nenuss <33>, MEIUUMHCKOE CBHUJAETEIBCTBO O POXKACHUHM, MEAMIIMHCKOE CBUIETENBCTBO O CMEpPTU <34>,
HaIpaBJIEHUsI Ha MEIUKO-COIIMAIbHYIO KCIEPTU3y <35>;

<30> [Ipuka3z MuHHCTEpCTBA 3APaBOOXPAHECHUS M COLMAIBHOTO pa3BuTusi Poccuiickoit denepanuu oT
26 ampenss 2011 1. N 3470 "OO yrBepxkaennu ¢GopMbl OJaHKa JIMCTKAa HETPYIOCTOCOOHOCTH"
(3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit @eneparun 10 utonst 2011 r., peructparioOHHBINA
N 21026).

<31> [Ipuka3z MuHnucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 14 suBaps 2019 r. N 41
"OO0 yTBEpXIECHUHM TOpPsJIKAa HA3HAYCHUS JICKAPCTBEHHBIX IPENaparoB, (OpPM pelenTypHbIX OJAaHKOB Ha
JIeKapCTBEHHbIE Ipenaparbl, Mopsiaka oO(OpMIIEHUS YyKa3aHHbIX OJIaHKOB, HX Yy4yeTa M XpaHeHus"
(3apeructpupoBan MunHCTEpCcTBOM FocTuiinu Poccutickoit @enepanuu 26 maprta 2019 1., perucTpaioOHHBINA
N 54173).

<32> [lIpuka3z MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n
"O6 yTtBepkaeHUU (OpMbI OJAHKOB PELENTOB, COJEpKAIIMX Ha3HAuCHHE HAPKOTHMYECKHX CPEJCTB WM
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MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H
"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
MHOPMALMOHHBIM cUcTeMaM B cdep...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

IICUXOTPOIHBIX BEILECTB, NMOPSAAKA UX HM3TOTOBIEHUS, PACHpPENEICHUs, PETUCTPALMY, yUeTa U XPAHEHHUs, a
TaKke npaBuil opopmieHus" (3apeructpupoBan MunucTepcTBOM roctuiuu Poccuiickoit ®enepauuu 15
aBrycra 2012 r., peructpauuonsbsii N 25190) ¢ n3MeHeHHMAMH, BHECEHHBIMHU IpuKa3aMu MuHHCTEpCTBA
3npaBooxpaneHus: Poccuiickoit ®enepanuu ot 30 utons 2015 r. N 385H (3apeructpupoBad MUHHUCTEPCTBOM
rocturmu Poccuiickoit @enepanuu 27 HossOpst 2018 1., peructpanuonusiii N 39868), ot 21 anpens 2016 r. N
2541 (3apeructpupoBaH MunucTtepcTBoM toctunmu Poccuiickoit ®eneparmu 18 wmroms 2016 1.,
peructpanonsbiii N 42887), ot 31 okrabps 2017 r. N 882H (3apeructpupoBadH MHUHHUCTEPCTBOM IOCTHIIMU
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpanuonnsiii N 49561).

<33> Ilpukaz MunucrtepctBa 3apaBooxpanenus Poccuiickoit ®@eneparuu ot 20 gexadbps 2012 r. N
11811 "OO6 yTBepkIeHHH TOpsIKa HAa3HAYCHUS W BBITUCHIBAHUS MEAWIIMHCKUX H3JENHH, a Takxke (opMm
pelenTypHbIX OJaHKOB Ha MEAMIIMHCKHE W3JENHs U Mopsaaka opopMIIeHUsI YKa3aHHBIX OJAaHKOB, UX y4eTa U
xpaHeHus" (3apeructpupoBaH MuHucTepcTBOM toctuiiuu Poccuiickonr ®Pepepanmm 25 wurons 2013 1.,
peructpannoHHbd N 28882).

<34> lIpuka3z MuHHCTEpPCTBa 34paBOOXPAHEHNS U COLMAIBHOTO pa3BUTHs Poccuiickoit ®denepanuu oT
26 nmexabps 2008 r. N 782 "OO yTBepKIECHUM W TOPSAKE BEIACHHS MEAWIIMHCKOW JIOKyMEHTAIIHH,
YAOCTOBEPSIONICH CIIydau POKICHUS U cMepTu" (3aperucTpupoBaH MUHUCTEPCTBOM tocTHIMHM Poccuiickoii
Oenepanmu 30 mexabps 2008 r., peructpamuonasii N 13055) ¢ m3MeHEHHMSIMH, BHECEHHBIMH MPUKA30M
MuHucTepcTBa 3IpaBOOXpPAaHEHUS U COIMANIbHOTO pa3BuTusi Poccuiickoit deaepanuu ot 27 aexadbps 2011 r.
N 1687n (3apeructpupoBaH MuHuctepcTBoM toctuuuu Poccuiickoit ®epepaumu 15 mapra 2012 r.,
peructpanoHHblii N 23490).

<35> [lpukaz MwunHucrepcrBa TpyAa Hu couuanbHoil 3ammuthl Poccuiickoit ®enepamuu N 578H,
Munucrtepctsa 3apaBooxpanenus Poccutickoit ®eneparuu N 606H ot 6 cenTsiops 2018 r. "O06 yTBepKIeHUN
(hopMbI HarpaBIeHUs Ha MEAUKO-COLMATIBHYIO 3KCIEPTU3Y MEIUIMHCKON opranuzanueil” (3aperucTpupoBaH
MunuctepctBoM toctunuu Poccuiickoit @eneparuu 26 Hosopst 2018 1., peructpanuonusiii N 52777).

0) obecrieueHne 0OMeHa METUIIMHCKOM TOKYMEHTalue.

26. Benenwme HOPMAaTHBHO-CIPAaBOYHOW HH(OpManuu B cdepe 3ApaBOOXpaHEHUS B CyOBEKTe
Poccuiickoit ®Denepannu obecnieunBaeT HHOOPMAIMOHHBIA OOMEH M CHHXPOHHM3ALUIO C (emeparbHbIM
peecTpoM HOPMATHUBHO-CIPABOYHON HHQOpMAIMK B cepe 3ApaBoOXpaHEHUs <36>, LEIOCTHOCTh JaHHbIX,
aKTyaJIM3allUl0 M pacCIIMPEHUE [aHHbIX pPErMOHAJBHOW CHCTEMBl BEJEHUS HOPMATHBHO-CIIPABOYHOMN
uHbOpMaIUu.

<36> Ilynkr 10 yactu 3 cratbu 91.1 ®enepanpHoro 3akoHa N 323-D3.

IV. TpeboBaHuA K MEAULIMHCKUM MHDPOPMAaLMOHHbLIM CUCTEMaM
MeAULMHCKMUX opraHu3aummn

27. Ilocpencteom MUC MO obecrieunBaercs:
a) "HPOPMALIMOHHAS TOIEP)KKA PUHATHS YIIPABICHYECKUX PEIICHUH B MEIUIIUHCKON OpraHU3aIiHg;

0) MOHUTOPHHT W yNPABIICHUE MOTOKAMHU MAIUEHTOB (JIEKTPOHHASI PETUCTPATYPA);
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MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H
"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
MHOPMALMOHHBIM cUcTeMaM B cdep...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

B) BEJICHHE AJIEKTPOHHON MEIUIIMHCKON KapThl MAIlMEHTa;
') OKa3aHUE MEJUIIMHCKON MTOMOIIU C TPUMEHEHUEM TEIEMEAUIIMHCKUX TEXHOJIOTUIA;

) OpraHuM3anus NpPOPWIAKTHKH  3a00NEBaHUM, BKIIOYAas NPOBEACHHE  JUCIAHCEPU3AIINU,
MPOQHIAKTHIECKUX METUIIMHCKUX OCMOTPOB;

€) opraHu3anusi UMMYHOIPO(MUIAKTUKY MHPEKINOHHBIX 00JIe3HEH;

) MHble (PYHKUIMOHAIbHbIE BO3MOXXHOCTU II0 PELICHUIO olepaTopa HH()OPMAIMOHHOW CHUCTEMBI,
cooTBeTcTBYMoIMe HazHaueHnto MUC MO, npenycMoTpeHHOMY ITyHKTOM 3 TpeGoBaHuii.

28. UndopmanroHHas Nojiep>KKa NPUHATHS YIIPABICHUYECKUX PEUICHUN B MEAMIIMHCKOW OpraHU3aIiu
BKJIIOYAET:

a) aBTOMAaTU3UMPOBAaHHOE (OpPMHUPOBaHKHE (OPM CTATUCTHUUECKOIO ydeTa W OTYETHOCTH B cdepe
3/IPaBOOXPAHECHMUS;

0) ¢opmupoBaHUE CUETOB (peecTpa CUETOB) 3a OKA3aHHYIO MEIMIMHCKYIO IOMOIIb U MHTErpaluio ¢
UH(POPMALMOHHBIMUA CHCTEMaMM TEPPUTOPUANIBHBIX (DOHIOB 0053aTEIBHOT0 MEAMLIMHCKOTO CTpaXxOBaHUS U
CTPaxOBbIX MEIMLMHCKUX OpPraHMU3alMi MM aBTOMATUYECKYIO Nepeady JaHHBIX O MEIUIMHCKOW IOMOIIH,
OKa3aHHON B paMKax 00s3aTeNnbHOr0 MeauuuHCcKoro crpaxoBanusa, 3 MHUC MO B wunpopManuoHHbIE
CHCTEMBI TEPPUTOPUANBHBIX (OHIOB 00S3aTEIBHOTO MEIUIIMHCKOTO CTPaXxOBaHHA W CTPAXOBBIX
MEIUIIMHCKUX OpraHu3aluid, a Takke oOecleyeHre BO3MOXKHOCTU TIPOBEACHUS KOHTPOJS KauecTBa
MEIUIUHCKON OMOIIY ¥ MEJUKO-9KOHOMHYECKON IKCIIEPTH3bl CTPAXOBBIMU MEAULIMHCKUMH OpraHU3aLUsiIMU
Ha OCHOBE JIaHHBIX IEKTPOHHON METUIIMHCKOMN KapThl NallUeHTa;

B) pabOTy CUCTEMbI MOIJIEPKKU ACATEIbHOCTH PYKOBOIUTENS MEIUIIMHCKON OpraHu3aliM, BKIIOYas
nony4yeHue, (opMupoBaHHEe M TpeAcTaBiIeHHE (OPM CTATUCTUYECKOTO ydeTa M OTYETHOCTH B cdepe
3/1paBOOXpAHEHUs, a TAaKXKe IMyTeM (OPMUPOBAHUS AHAIUTUYECKON CIIPaBOYHON MH(OpMaLIUK;

r) coop, Xxpanenue u o6paboTky nHPopManuu 06 00E€CTICUEHHOCTH OTACIBHBIX KaTeropuid rpakjiaH, B
TOM YHCJIE TpaXJaH, HWMEIOIMIMX NPaBO Ha IMOJYYCHHE TOCYJAapCTBEHHOW CONHMAIBHOW ITOMOIIIH,
JICKApCTBCHHBIMH TIpeNiapaTaMu, CHCIHaIH3HPOBAHHBIMU MPOJYKTaMHU JICYCOHOTO MHUTAHUS, MEIUITMHCKHUMU
3enusiMi  (BKJTIOYAsl CBEACHHMS O HAa3HAUCHWHW, OTIYCKE W HAIWYUU JIEKAPCTBEHHBIX IPEraparos,
CHEIMATM3UPOBAHHBIX MMPOTYKTOB JICYCOHOTO MUTAHUS U MEIUIIUHCKUX H3/ICIUHN B alITEYHOU OpraHU3aIiN);

J1) aBTOMAaTHU3allMI0 YYeTa 3alacoB, CIMCAaHUS JIEKapCTBEHHBIX IPENapaToB, CIELHAIN3UPOBAHHBIX
MPOJIYKTOB JIEUeOHOr0 MUTAHUSI U MEAMLMHCKUX H3AeNud U (GopMHpOBaHHE OTUETHBIX (OpPM JUIs aHaIM3a
UHQOPMALMU O MOTPEOHOCTU B JICKAPCTBEHHBIX IpenapaTax, CHelHaIU3UPOBAHHBIX MPOIYKTaX JIEUeOHOTOo
[IUTaHUSA U MEJULIUHCKUX U3AEIIUAX.

29. MOHUTOPHHT M yIpaBJieHUE MOTOKAMHU MALMEHTOB (3JEKTPOHHAS PErUCTpaTypa) BKIOYAET:
a) ynpaBj€HUE U IUIAHUPOBAHUE MOTOKOB IMALMEHTOB IPH OKAa3aHUU NEPBUYHOM MEIUKO-CAaHUTApHOMN
MOMOIIM W CHEIHAIH3UPOBAHHON METUIIMHCKON TIOMOIM B CTAllMOHAPHBIX YCIOBUSX ((hopMHUpOBaHHE

pacnucaHus MpyueMa CreluaiicToB, YUeT U IUTAaHUPOBAaHUS 3aHATOCTH KOEUHOTO (OH[A);

0) MOHUTOPHUHT AOCTYIHOCTH 3allUCH HA MPUEM K Bpady B CPOKH, YCTAaHOBJICHHbIE TEPPUTOPHAIBHOMN
IPOrpaMMOi TOCYAapCTBEHHBIX TapaHTHU OECTIATHOTO OKa3aHUs IpaKIaHaM MEIUIIMHCKOW MTOMOIIIH;
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

B) YUET NPUKPCINICHHOIO K MEIUIIUHCKOM opraHu3alvi U MCIULIHUHCKOMY pa6OTHI/IKy HaCCJICHUA,
HaIpaBJICHUC I/IH(bOpMaI_[I/II/I O MMPUKPCIVICHUH MMAalUCHTOB B I/IH(I)OpMaLII/IOHHBIG CUCTCMbBI TCPPUTOPHUATIBHOT'O
q)OHHa 00513aTEIILHOTO MCIUITMHCKOI'O0 CTpaxoBaHUA U CTPAXOBbIX MCAULUMHCKUX opraHmauMﬁ;

I') MOHUTOPHHT JOCTYITHOCTH MEAUITUHCKON TTOMOIIIH.
30. Benenue aneKTpOHHOM MeAUIMHCKOM KapThl nanenta B MUC MO Bkirouaer:

a) cOop, cucTeMaTH3aIMi0 U OO0pabdOTKY CBEICHUH O JIMIAX, KOTOPHIM OKAa3bIBACTCS MEIMIIMHCKAsS
TIOMOIIb, & TAKXKE O JINIAX, B OTHOIIEHHH KOTOPBIX MPOBOMAATCS MEAMIMHCKUE AKCIEPTH3bI, MEIUIIMHCKUE
OCMOTpPBl ¥ MEIUIMHCKHE OCBUACTEIHCTBOBAHUS TPU OKA3aHUU MEAUIIMHCKONH TIOMOIIM C BEICHUEM
MEJIMIUHCKON IOKYMEHTAllUU, YKa3aHHBIX B cTaThe 94 denepanbHoro 3akoHa N 323-D3;

0) Ha3HAUEHHWE IUArHOCTUYECKHUX HCCIEeNOBaHWN M (OPMHPOBAHME HANPABICHUS HAa JTUATHOCTUYECKHE
UCCIIEIOBAaHMsI C paboyero Mecra Bpaya, pPEaIM30BaHHOE [UId BCEX MOJPA3JEICHUN MEIULIUHCKON
OpraHu3aliy, IOJlyYeHHE pe3yJbTaToOB JUATHOCTHUECKUX MCCIEJOBaHUI B  3JIEKTPOHHOH (hopme,
MEIUIMHCKUX 3aKIIOYeHUH M (WIM) CCBUIOK Ha HU300paKeHMs M3 CHUCTEMbl XpaHEHUs pe3yJIbTaToB
JIMarHOCTHYECKUX HCCIIEOBAaHUM (apXUB MEAMIMHCKUX H300pa’keHHit), KOTOpas MOXET OBITh yAaJleHHOM,
camocTosTeNbHOM U He Bxojsauie B coctaB MUC MO, nonHocTbto uHTErpupoBaHHo ¢ MUC MO ummn
SBIISATHCS €€ YACThIO;

B) Ha3HAuUeHHE JabOpaTOPHBIX HCCIEAOBaHWN H (opMUpOBaHWE HaMpaBlICHUs Ha JabopaTOpHBIE
UCCJIEJIOBAHMSI, TIOJyYEeHUE PE3yJIbTaTOB Ja00OpaTOPHBIX HCCIEAOBAHUN M3 CUCTEMBl XpaHEHHS Pe3yJIbTaTOB
71a00paTOPHBIX HCCIENOBAaHUM, KOTOPask MOKET OBITh YAallEHHOM, CAaMOCTOSATEIHHON U HE BXOASIIEH B COCTaB
MUC MO, nonxocteio unrerpupoBanHoii ¢ MUC MO uiu ABISTBCS €€ 4acTbio, IPU 3TOM B BJIEKTPOHHYIO
MEIUIIMHCKYIO KapTy IMalKMeHTa MOCTYyNaloT Bce TabOopaTopHbIE MJaHHBIE I BCEX MOApa3IeIICHUN
MEIUIMHCKON OpraHu3alni;

I) ydeT BpPEMEHHOW HEeTPYyAOCHOCOOHOCTH (BKJIIOYAsl BbIJAUy JIMCTKA HETPYIOCIOCOOHOCTH Ha
OyMa)KHOM HOCHUTEJIE I B (popMe 3JIEKTPOHHOTO TOKYMEHTA, JIOTHYECKUHA KOHTPOJIb 3aI10JIHEHHSI JaHHBIX);

1) pean3alio HHIMBUYaTbHBIX IPOTpaMM aOWIUTALIUY U peadMIUTaIlUY;

e) BblJa4y MCIUIHNHCKUX BaKHIOquHﬁ, CIIpaBOK, PpPCLCIITOB Ha JICKAPCTBCHHBLIC IIpCmapaTbl H
MCIUIIMHCKUEC U3CIINA B (popMe OJICKTPOHHBIX JTOKYMCHTOB,

) Bblady OTPaKaloLUX COCTOSHUE 3/I0pOBbs MAallMEHTAa MEIULUHCKUX JOKYMEHTOB (MX KONHiIl) U
BBIIIMCOK U3 HUX B ()OpME AIIEKTPOHHBIX JOKYMEHTOB <37>.

<37> llpuka3 MunucrepcrBa 3apaBooxpanenus Poccuiickoin @enepanun ot 29 utons 2016 r. N 4251
"O06 ytBepxkaeHuu [lopsaka o3HAKOMIIEHHUS MalMEHTa JTUOO ero 3aKOHHOTO NMPEICTaBUTENS C MEIUIIMHCKOM
JNOKYMEHTAllMel, OTpa)karollell COCTOSHUE 370pOBbs NAalMeHTa" (3aperucTpupoBaH MMHHUCTEPCTBOM
toctunuu Poccuiickoit @enepanyu 14 Hosi0ps 2016 1., peructpanmonnslii N 44336).

31. Oka3zaHure MEIUITMHCKON MTOMOIIY C MPUMEHEHHEM TEJIEMEAUIIMHCKUX TEXHOJIOTHIH OCYIIECTBIISICTCS
B COOTBETCTBUU C [{opsikoMm.

32. Opl" aHu3anus HpO(bI/IJ'IaKTI/IKI/I 3a00JIeBaHUI BKJIIO4YacT IMPOBCACHUC JAUCITaHCCPpU3alliu,
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"06 yTBepxaeHun TpeboBaHUii K FoCyAapCTBEHHbBIM
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 13.01.2021

NpOPHUIAKTUYECKUX METUIMHCKUX OCMOTPOB, HHBIX NPOPHUIAKTHUYECKUX MEPOINPUATUH, Y4eT TIpaxkaaH,
NPOIICAINX NPOPUIAKTHUECKUE MEIUIMHCKHE OCMOTpbI, JHUCHAHCEPHU3alllio, B3aHMMOJCUCTBHE CO
CTPaxOBBIMH MEJHMIMHCKAMHU OpPTaHMU3aLUsMH U O00ECIEUMBACTCS IMOCPEICTBOM (OPMHPOBAHUS CIIMCKOB
rpaXkJiaH, KOTOPHIM HEOOXOIUMO TPONTH AMCIIAHCEPU3AIHIO, MPOPMIAKTUIECKHE MEIUIIUTHCKIE OCMOTPHI, a
TaKk)K€ aBTOMAaTH3MPOBAHHOE BBIABIICHUE CIIydaeB, TPEOYIOIIUX pearupoBaHUS U KOHTPOJS MPEAIpUHSATHIX
Mep, MOHUTOPUHI HE0OXOAUMOCTH HAIIPABJICHUS MTAL[EHTa Ha BTOPOM 3Tall IMCIaHCEePU3aLIUU.

33. Opranu3zanyst MIMMYHOIIPO(GMIAKTUKN HHPEKIIMOHHBIX 00JIe3HEH BKIIOYAeT BEACHUE U YUeT JaHHbIX
M0 OCYIIECTBJICHUIO UMMYHOIIPO(MUIAKTUKA MHPEKIIMOHHBIX 0OJIe3HEeH, B TOM 4MCiIe JaHHBIX MEIUIIUHCKHX
OCMOTPOB U MOCTBAKUMHAIBHBIX OCJIOXHEHHH B paMKax HAI[MOHAJIBHOTO KaJeHIAps MpO(QUIAKTUYECKUX
MPUBHUBOK U KaJeHIaps MPO(UIAKTUYECKUX MPUBUBOK MO SMUIEMHUYECKAM MOKA3aHHUAM, CTATUCTHUECKOW U
AQHAIUTUYECKOW OTUETHOCTH AJIi KOHTPOJIS U aHAJIM3a 0XBaTa UMMYyHH3aIUel HaceIeHHUs.

V. TpeboBaHusa K NHPOPMALMOHHLIM CUCTEMAM
c¢phapmaLeBTUYECKMX OpraHn3aumm

34. TlocpencTBoM HH(POPMAIIMOHHOM CUCTEMBI (hapMaIleBTHUSCKON OpraHn3auy 00eCIeYHBaCTCS:

a) y4eT pelenToB Ha JIEKapCTBEHHbIE IIPenapaThl, ClelUaIn3upOBaHHbIE IPOTYKThI JIeUeOHOro MUTaHUS,
MEIUIUHCKHIE U311, B TOM YHCJe PeLenToB, CPOPMUPOBAHHBIX B (HOPME IEKTPOHHBIX TOKYMEHTOB <38>
(B ciaywyae mpUHATHS OpraHOM HCHOJHMTENBbHOM BiacTu cyObekra Poccuiickoit denepanmu peuieHus o6
UCTOJIb30BAHUHU Ha TeppuTopuu cyobekTa Poccuiickoit @enepanuy Hapsly ¢ pelenTaMy Ha JIEKapCTBEHHBIE
npenaparel, OQOPMICHHBIMM Ha OyMa)XHOM HOCHTENE, pELEeNTOB Ha JIEKAPCTBEHHBIC IPEraparsl,
c(OpMHUPOBAHHBIX B (HOPME ANEKTPOHHBIX TOKYMEHTOB <39>);

<38> [lynkr 16 yactu 2 crateu 14 ®eaepanbHoro 3akoHa N 323-D3.

<39> [lyHkT 4 cratbu 6 @enepanbHoro 3akoHa N 61-D3.

0) yder OTIycKa JIGKApCTBEHHBIX mpernapatoB <40>, cHenuanu3upOBAHHBIX MPOAYKTOB JIE4EOHOTO
MUTaHUS U METULIMHCKUX U3JIEIHH;

<40> [Ipukaz MunucrepctBa 31paBooxpanenusi Poccuiickoit @enepaunu ot 11 urons 2017 r. N 4031
"OO0 yTBep:KIECHUU MpPaBWJI OTIyCKa JIGKAPCTBEHHBIX MPEMapaToB IS MEAUIIMHCKOTO MPUMEHEHHS, B TOM
yucie UMMYHOOHOJIOTHIECKHIX JIEKAPCTBEHHBIX npenaparos, anTeYHBIMU OpraHu3aIusIMu,
WHIUBUAYATBHBIMU TIPEIIPUHUMATEISIMYI, MMCIOIIMMHU JIMIICH3UI0 Ha (apMaleBTHYECKYIO ACSITeIbHOCTD'"
(3apeructpupoBan  MuHHCTEpcTBOM  toctunuu  Poccmiickoit  ®enmepammu 8  centsiops 2017 .,
peructpanonHblii N 48125).

B) (OpPMHpPOBAHUE YYETHBIX, OTYETHBIX M HHBIX JIOKYMEHTOB, XapaKTEpPU3YIOIUX JesITeIbHOCTb
(apMareBTUYECKOW OpraHu3alMi 10 ONTOBOM TOProBi€ JIEKApCTBEHHBIMU CPEJACTBAMHU, HMX XPaHEHHUIO,
IepeBO3Ke U (WJIM) pO3HUYHON TOPIOBJIE JIEKAPCTBEHHBIMU IIpENapaTaMu, UX OTIIYCKY, XpaHEHUIO, IEPEBO3KE,
M3TOTOBJICHUIO JIEKAPCTBEHHBIX IPENapaToB;

r) uHble (YHKUMOHAJIbHBIE BO3MOXHOCTH IO pELIEHUIO olepaTopa HH()OPMALMOHHOW CHUCTEMBI,

www.consultant.ru Crpanvua 17 n3 18
HafeXHasa npaBoBan noaAepXxkKa


https://login.consultant.ru/link/?req=doc&base=LAW&n=356224&date=13.01.2021&demo=1&dst=225&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356224&date=13.01.2021&demo=1&dst=225&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356223&date=13.01.2021&demo=1&dst=767&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=356223&date=13.01.2021&demo=1&dst=767&fld=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=13.01.2021&demo=1
https://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=13.01.2021&demo=1
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuH3gpasa Poccum ot 24.12.2018 N 911H

Y, KOHCYJ/IbTAHTIITIOC
"06 yTBepxaeHnn TpeboBaHU K rocyaapCTBEHHbLIM Aokyment npeAOCTaZQTe.: c';fp::e:;ﬁgwggf
MHMOPMaLMOHHBLIM cucTeMaM B cdep...

COOTBCTCTBYIOIIINC Ha3Ha4YCHUIO HH(I)OpMaHHOHHOﬁ CHUCTCMbI

(dapManieBTHUECKOH  OpraHM3aluy,
peaycMOTpeHHOMY TyHKTOM 4 TpebGoBaHuii.
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