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[Ipuka3z MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepannu ot 24.12.2018 . Ne 9111

(OdunmanbHbI HHTEPHET-MIOPTAI ITpaBOBOM nH(OpMaIu (Www.pravo.gov.ru) ot 19.06.2019
r., ct. 0001201906190017)

Ucxonnas penakuus

MUHUCTEPCTBO 3IPABOOXPAHEHMUA POCCUHUCKOM OEJEPALIUN
INPUKA3
MockBa

24 nexabps 2018 r. Ne 911n

00 yrBep:kaenun TpeGoBaHuii K rocylapCcTBeHHbIM HH(POPMALIMOHHBIM
cucreMam B cepe 31paBooxpaHeHus cyobekToB Poccuiickoit Denepanum,
MeIMIMHCKHUM HH(POPMALMOHHBIM CHCTEMAM MEAULUHCKUX OPraHM3aluil u
UH(OPMALUOHHBIM cHCTeMaM (apManeBTHYECKUX OPraHU3alui

3apeructpupoBad MuntoctoM Poccuu 19 utonst 2019 r.

Perucrpaunonnsiii Ne 54963

B coorBerctBuM ¢ yacTeio 4 ctatbu 91 PenepanbHoro 3akoHa oT 21 Hoa0ps 2011 .
Ne 323-®3 "OO0 ocHoBax oxpaHbl 310poBbs rpaxkaaH B Poccuiickoii ®enepaunn"” (Cobpanue

3akoHo/areNnbcTBa Poccuiickoit @enepanuu, 2011, Ne 48, ct. 6724; 2017, No 31, ct. 4791)
MIPUKA3bIBAIO:

1. YTBepautp TpeboBaHMs K rocy1lapCTBEHHBIM HUH(OPMAIIMOHHBIM CUCTEMaM B cdepe
3IpaBoOXpaHeHus cyObekToB Poccuiickoit ®Denepanuu, MEIUIUHCKAM WHGOPMAIIMOHHBIM

CUCTcMaM MCIAHUIIMHCKUX OpI‘aHI/ISaHI/Iﬁ " I/IH(I)OpMaHI/IOHHI)IM CUCTCMaM (bapMaHeBTI/ILIeCKI/IX
OpFaHI/ISaHI/Iﬁ COIIaCHO IMPUITOXKCHHUIO.

2. Hacrosamuii npuka3s Berymnaer B cuity ¢ 1 ssuBaps 2020 roxa.

Munuctp B.1.CkBoproBa
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YTBepKIAECHBI
prka3oM MuHuCTEPCTBA
3/IpaBOOXPaHEHUS
Poccuiickoii @enepanuun
ot 24 nekaOps 2018 . Ne 9111

TpeboBanus
K TOCY/IapCTBEHHBIM MH(POPMALIMOHHBIM CUCTEMaM B cepe 31paBOOXpaHEeHUs
cyonexToB Poccuiickoit deneparyu, METUIIMHCKUM HHPOPMAITMOHHBIM CHCTEMaM
MEIUIIMHCKUX OpraHu3aluii 1 HHHOPMAIIMOHHBIM CHCTEMAM
(apmaleBTUUECKUX OpraHu3aluii

[. O01me monoxeHust

1. Hacrosimue TpeOoBanus ycTaHaBIUBAlOT TPEOOBAaHUS K TOCYJapCTBEHHBIM
nH(OPMAIIMOHHBIM cHCTeMaM B cdepe 3apaBooxpaHeHus: cyobekToB Poccuiickoit deneparium,
MEAUIIMHCKAM UH(POPMAIITMOHHBIM CHCTEMaM MEIUIIMHCKUX OpraHu3aiuil 1 HHHOPMaIMOHHBIM
CHUCTEMaM bapmaleBTUUECKUX OpraHu3auuin (manee - TpeboBanus,
MH(OPMALIMOHHBIE CUCTEMbI COOTBETCTBEHHO).

2. TocymapcTBeHHble WH(GOPMAIMOHHBIE CHCTEMBI B cdepe 3apaBOOXpaHEHUS
cyobextoB Poccuiickoit ®enepanuu (mamee - MC cybwexkroB Poccuiickoit deneparym)
npelHa3HayeHbl Il cOopa, XpaHeHus, O0OpaOOTKM U TpelcTaBleHuss uH)opmalmy,
HEOOXOMMON i1 MH(QOPMAIMOHHOW MOAJEPKKU YNpaBIEHUS JEATEIbHOCTbIO B cdepe
OXpaHbl 370pPOBbs TpaxkaaH B cyOwbekTe Poccuiickoit denepanuu, BkIO4ass MHPOPMALHIO O
MEIULIMHCKUX U (hapMalleBTUUYECKUX OpraHu3alusx Ha TeppuTropun cyObekTa Poccuiickoii
®eneparuu 1 00 OCYIIECTBICHUU UMU MEAUIIMHCKON U (hapMarleBTHUECKON JESTEIHHOCTH Ha
TeppuTOopHH cyonekTa Poccuiickoii Peneparmn’.

3. MeaunuHackue uH(OPMAIMOHHBIE CUCTEMbl MEAUIIMHCKUX OpTraHu3aiuil (nanee -
MHUC MO) npenHa3HaueHbl A1 cOopa, XpaHeHus, 00pabOTKH U MpeacTaBIeHUS nH(opMaIiy,
HEOOXOIMMOM Il aBTOMAaTHU3aIliu MPOIECCOB OKa3aHUS M y4eTa METUIIMHCKOM TMOMOIIU H
UH(OOPMAIIMOHHON  TOMJEPKKH ~ MEAUIIMHCKUX  pPaOOTHUKOB, BKIIOYas  HMHQPOPMAIUIO
O TalKMeHTax, 00 OKa3bIBAEMOW UM MEIMIIMHCKON MOMOIIM U O MEIUIIMHCKOU JESATEIbHOCTH
METUITMHCKIX OPTaHM3aIHiA”.

4. B wunHpOpMalMOHHBIX cHUCTeMaX (apMaIEBTUUECKUX OPTaHHU3AIUN COIEPKUTCS
nHpopmanus, HeoOxXoauMast ISt aBTOMAaTH3aLINHU MPOIECCOB OCYIIECTBICHUSA
dbapmalleBTUUECKON JeATEeIbHOCTH W HMH(MOPMAIMOHHOW TMOAJIEPKKU (PapMaleBTUYECKUX
paboTHUKOB, BKIOUas MHPoOpMalKi0 O (apMalEeBTUYECKUX  OpraHu3alusx u o0
OCYIIIECTBIECHHH UMH (DapMalleBTHIECKOH IeITeTbHOCTH .

5. B cyuae ecniu ['IC cyObexTa Poccuiickoit deneparn obecrieunBaeT BBHITIOTHEHUE
¢ynkuit MUC MO, 10 x Takoit ['MC cyOnexta Poccuiickoit ®enepanuu NpUMEHSIOTCS
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TpeboBanus masbl III Tpebosanuit u tpeboBanuss k MUC MO, ycranoBieHHbie maBoil [V
TpeboBanuii.

6. OmneparopamMu HH(POPMAIIMOHHBIX CHUCTEM SIBJISIIOTCSI OpraHbl MCIOJIHUTEIbHON
BJacTu cyobekta Poccuiickoit denepaiiviv, yIOJIHOMOUYEHHbIE BBICHIUMHU HMCIOJIHUTEIbHBIMU
opraHaMu TOCYIapCTBEHHOW BIacTu cyObekToB Poccuiickoit @Penepanmu Ha Cco3gaHUeE,
pa3BUTHE M  OKCIUIyaTalldi0  TOCYJAapCTBEHHOM  MHMOPMAIMOHHOW  CHUCTEMBI B
ctepe 3mpaBooxpaHeHusi cyObekta Poccuiickort denepanuu, OpraHu3alvd, Ha3HAYCHHBIC
yKa3aHHBIMH OpTaHAMM, MEIUIIHHCKIE OPTaHM3alMH U (hapMalleBTHYECKIEe OPraHH3aIiH .

"Yactn 1 u 2 craten 91 denepansHOro 3akoHa or 21 mosdps 2011 r. Ne 323-
®3 "OO ocHOBax oOxpaHbl 310poBbs TpaxaaH B Poccuiickoit ®enepanuu" (nanee -
®denepanbHblid 3ak0H Ne 323-D3).

*Yacru 1 u 2 crarbu 91 denepanbHoro 3akona Ne 323-03.
*Yactu 1 u 2 craten 91 denepanpHoro 3akoHa Ne 323-D3.

*Yacre 3 crarem 91 ®enepanibHOro 3akoHa Ne 323-P3.

II. TpeboBanus K 3amuTe HHGOPMALIUU, COAEPKALLEHCs B MH()OPMAIIMOHHBIX
cUCTEeMax, U K IPOrpaMMHO-TEXHUYECKUM CPeACTBaM WH(OPMAIIMOHHBIX CUCTEM

7. Undopmanusi, conepxaiiasicsa B MHOOPMALIMOHHBIX CHUCTEMAaX, MOJJICKUT 3alIUTE B
COOTBETCTBMM C  3akoHozarenbcTBOM  Poccuiickoit  ®enepaunu o0  uHpopmaruuy,
MH(POPMAIMOHHBIX TEXHONOTUAX 1 O 3aIIUTe HHYOPMALMH® M 3aKOHOJATENbCTBOM Poccuiickoit
deneparuy B 06MACTH MEPCOHANBHEIX TAHHBIX .

8. 3ammuTa wHpOpMAIMH, COACpXKamIecs B HMHGOPMAIIMOHHBIX CHCTEMaX, IOJDKHA
o0ecrneunBaThCsl MOCPEIACTBOM IMPUMEHEHHS] OPTraHU3AIMOHHBIX U TEXHUYECKUX MEpP 3allUThI
vH(bOpMAIH .

9. [IporpaMMHO-TEXHHUYECKHE CPEICTBA MH(DOPMAIIMOHHBIX CUCTEM JOKHBIL:
a) pacronararhcs Ha Tepputopun Poccuiickoii ®eepanun’;

0) COOTBETCTBOBaTh  TPEeOOBaHUSM, NPEeIyCMOTPEHHBIM  TIOCTaHOBJICHHUEM
[TpaButennsctBa Poccuiickoit @enepannu ot 16 Hoa0psa 2015 . Ne 1236 "OO6 ycTaHOBICHUH
3ampera Ha JOMYCK NPOTrPpaMMHOTO OOCCIEUCHHS, TMPOUCXOASAIIETO €3 WHOCTPAHHBIX

TOCyZIapCTB, ISl TEeJIed OCYIIECTBICHUS 3aKyMOK Il OOECIEeUeHUs] TOCYIapCTBEHHBIX U

9
MYHHUIUIIAIBHBIX HYXK1'" ;

B) ObITh ceprudummpoBanubiMu DenepanbHoit cityx00i 6e3omacHocT Poccuiickoi
denepanyu u (nan) deaepaabHON CITY)KOOH MO TEXHUYECKOMY M OKCTIOPTHOMY KOHTPOJTIO g
OTHOIICHUHM BXOASIIMX B HX COCTaB CPEACTB 3allUThl WH(OPMALMH, BKIIOYAIOLIUX
IpOrpaMMHO-aNapaTHble CPE/ICTBA, CPEACTBA aHTUBUPYCHON M KpUNTOTrpaduyeCcKoil 3aluThl
uHpopMauM W CpeAcTBa 3alUThl HMHGOPMAIMU OT HECAHKIMOHUPOBAHHOTO JIOCTYIIA,
YHUYTOXKEHUS, MoaupuKanuu W OJOKUPOBAaHMUS JOCTyNa K HEH, a TakkKe OT HHBIX
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HEMPAaBOMEPHBIX JEHCTBUI B OTHOIICHWH TakoW wHGopMaruyd (B TOM YHCIIE CBEICHHS,
COCTaBIIAIOIIME BpaueOHYIO TaliHy);

r) oOecrneuyMBaTh XpaHEHUWE MEIULMHCKOM JOKYMEHTalUUU B (POpPME 3IIEKTPOHHBIX
JIOKYMEHTOB, TIPelyCMaTprBas pe3epBHOE KOMUPOBAHNE MEIUIIMHCKON TOKyMEHTAIuU B (hopme
JJEKTPOHHBIX JOKYMEHTOB M METAJAaHHBIX, BOCCTAHOBJIECHNE MEAULIMHCKOM JTOKYMEHTAllUU B
(opMe FMIEKTPOHHBIX JOKYMEHTOB H METAIAHHBIX M3 PE3EPBHBIX KOIHil

n) obecrnieunBaTh MPOTOKOJMPOBAHHWE M COXPAHEHUE CBEICHUN O TPEIOCTaBICHUU
JIOCTyIIA U O JAPYTUX ONepanusax ¢ JOKYMEHTaMH W METAJaHHbIMM B aBTOMAaTHU3UPOBAHHOM
pEeXUME, a TaKK€ AaBTOMATU3UPOBAHHOE BEICHUE SJICKTPOHHBIX KYPHAJIOB Yy4e€Ta TOYHOIO
BpeMEeHH U (AKTOB pa3MelIeHUs, W3MEHCHHMs U yhaajdeHus WHGOpPMAIMU, COACpKaHMS
BHOCHMBIX U3MEHEHUH;

¢) pyHKIHOHUpOBaTh B OecrnepeOOHOM KPYIIIOCYTOUHOM PEKHUME, 32 HMCKIIIOUYEHUEM
YCTaHOBIJICHHBIX MEPUOIOB MPOBEICHUS pa0dOT MO 00CTYKUBAaHUIO WH(OOPMAIIMOHHBIX CUCTEM U
YCTpaHEHHWIO HEWCIPAaBHOCTEH B paboTe, CyMMapHas UIMTEIHHOCTh KOTOPBIX HE JODKHA
MpeBbIIaTh 4 4acOB B MecdIl (32 UCKIIOYECHUEM TIEPEPHIBOB, CBS3aHHBIX C 00CTOSTEIHLCTBAMHU
HEIPEOI0TMMOM CUJIBI);

XK) obecrieunBaTh pasMelieHne HWHGOpPMAaNMK B €AMHOW  TOCYJapCTBEHHOM
UH(OPMAIIMOHHOM CUCTEME B cepe 3APaBOOXPAHEHHS B COOTBETCTBUU C MpuioxkeHneMm Ne 1
[TomoxxeHuto 0 e€OWHOHW TOCyHapCTBEHHOW HWHGOPMAIMOHHOW cucTtemMe B cdepe
3IpaBOOXPAaHEHMs,  YTBEPXKIACHHOMY  IocrtaHoBiieHMeM  IIpaBurensctBa  Poccuiickon
deneparmn or 5 masg 2018 ©. Ne 555" (nmamee - ITomoxkeHMe O emMHON cHCTeMe), M
obOecreunBaTh JOCTYyHn K HWHPOpMAIMK, COMASpKAIIEHCS B €IMHOW TOCyJapCTBEHHOM
nHpopManmoHHON cucteMe B cdepe 3apaBooxpaHeHus (manee - Emgunas cucrema), B
cooTBeTCcTBUM C mpuiiokeHrueM No 2 k [1oJIoeHHI0 0 €AMHON CUCTEME;

3) obecneunBaTh HMHGOPMAIMOHHOE B3aUMOJIEUCTBUE WHOOPMAIMOHHBIX CHCTEM
MEX]ly co00i myTeM oOMeHa MH(POPMAIIMOHHBIMHU COOOIEHUSIM MTOCPEACTBOM (POPMHUPOBAHHUS,
OTIIPaBKH, MOTY4YEHUs, 00pabOTKU 3alpOCOB M OTBETOB, JOPMAThl KOTOPHIX pa3padaThIBAIOTCS
orepatopaMu HHGOPMAIIMOHHBIX CHCTEM B c(pepe 37apaBoOXpaHEHUSI HA OCHOBE CIPABOYHHKOB
U KJIacCU(PUKATOPOB, COIEpKalIUXcsi B (eaepalibHOM peecTpe HOPMATUBHO-CIPABOYHOM
wHpOPMAINHK B cepe 3APaBOOXPAHEHNS

1) (opMUpOBaThH IEKTPOHHBIE MOAMKUCH B aBTOMATUYECKOM PEXHMME U BKJIIOUATh UX B
uH(OPMAIIMOHHBIE COOOIICHMSI, TIPOBEPATH ColepKaIiuecs: B HHPOPMAITMOHHBIX COOOIICHUSIX
ANIEKTPOHHBIE TOANMUCH OpraHu3aluii W (WIM) WX JODKHOCTHBIX JIMI, B TOM YHUCJE
OpraHu3allii, SBISIIOUIMXCSA OleparopaMu HH(OPMAIIMOHHBIX CHUCTEM, YYaCTBYIOIIUMX B
HH(POPMAITMOHHOM B3aUMOJIEHCTBIH

K) o0OecreunBaTh JIOCTOBEPHOCTh M AaKTyallbHOCTh CBEIEGHHW O MEIUIIMHCKHUX
OpraHU3alUgX U MEIUIIMHCKUX PAaOOTHUKAX MOCPEACTBOM MH(POPMAITMOHHOTO B3aUMOICHCTBUS
¢ deaepanbHbBIM pEEeCTPOM MEIULMHCKUX OpraHu3anuil, QenepajbHbIM PETUCTPOM
MEITUIMHCKNX paboTHHKOB EnuHO# crcteMsl';

J'I) oOecrieunBaTh BO3MOXKHOCTH BEJICHUSI MEIUIIMHCKON JOKYMCHTAallUU B (I)opMe
OJICKTPOHHBIX TOKYMCHTOB.
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> Crares 4 ®enepanbHoro 3akoHa oT 27 mrons 2006 . Ne 149-d3 "O6 undopmarun,
MH(OPMALIMOHHBIX TEXHONOTUAX U O 3ammTe uHpopmanuu" (CobOpaHue 3aKOHOIATENHCTBA
Poccuiickoii @enepaunu, 2006, No 31, ct. 3451; 2009, Ne 48, ct. 5716; Ne 52, ct. 6439; 2010,
Ne 27, ¢1. 3407; Ne 31, ct. 4173; 4196; Ne 49, ct. 6409; 2011, Ne 23, ct. 3263; Ne 31, ct1. 4701;
2013, Ne 14, ct. 1651; Ne 30, ct. 4038; Ne 51, ct. 6683; 2014, Ne 23, ct1. 2927; Ne 30, ct. 4217,
4243: 2016, Ne 27, c1. 4164; 2017, Ne 9, c1. 1276; Ne 27, c1. 3945; Ne 31, ct. 4772; 2018, Ne 1,
cT. 82) (nanee - ®enepanbHbIil 3aKk0H Ne 149-D3).

® Crartea 4 ®enepanbHOro 3akoHa or 27 wmions 2006 T Ne 152-®3 "O mepcoHaTbHBIX
nanubix" (Cobpanue 3akoHonatenbctBa Poccuiickoit @enepaunu, 2006, Ne 31, ct. 3448; 2010,
Ne 31, ct. 4196; 2011, Ne 15, ct. 2038; Ne 30, ct. 4600; 2012, Ne 31, ct. 4328; 2013, Ne 14,
cT. 1658; No 23, ct. 2870; Ne 27, c1. 3479; Ne 52, cT. 6961, cT. 6963; 2014, Ne 19, ct. 2302;
Neo 30, cT. 4223, 4243; Ne 48, cT. 6645; 2015, Ne 1, ct. 84; Ne 27, c1. 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, ct. 4825, c1. 4827; Ne 48, cT. 7051; 2018, Ne 1, cT. 66; Ne 18,
CT. 2572; Ne 27, c1. 3956; Ne 30, ct. 4546; Ne 52, ct. 8101).

7 Crarps 16 denepansHoro 3akona Ne 149-d3.

8 Yacte 2.1 crareu 13 ®denepanbHOro 3akoHa Ne 149-P3.

’ CobOpanue 3akonomarenbcTBa Poccuiickont deneparnuu, 2015, Ne 47, ct. 6600; 2017,
Ne 14, ct. 2062; Ne 52, ct. 8168; 2018, Ne 49, ct. 7600.

' TMocranosnenue IlpasutensctBa Poccuiickoii ®enepannn or 26 wmroms 1995 .
Ne 608 "O cepruduxanuu cpencts 3amuthl uHGopmaruu" (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @enepanuu, 1995, Ne 27, ct. 2579; 1996, Ne 18, ct. 2142; 1999, Ne 14, ct. 1722;
2004, Ne 52, ct. 5480; 2010, Ne 18, ct. 2238).

"' Tynkrer 11, 12 gactu 1 craren 79 ®enepansroro 3akoHa Ne 323-D3.

12 Cobpanue 3akoHOmarenbcTBa Poccuiickoit deaepanuu, 2018, Ne 20, ct. 2849; No 49,
ctT. 7600; Ne 50, cT. 7755.

P Tynxrer 23, 24 IonoxeHns 0 eMHOMN CHCTEME.
14

[Ipukaz @epepanbHOil CcaykO0bl Oe3omacHocTH oT 27 naekabps 2011
Ne 796 "OG6 ytBepxkaenun TpeOGoBaHMil K CpEeACTBAM AIEKTPOHHOUW moamucu u TpeboBaHui K
CpeICTBAaM  YAOCTOBEPSIONMIETO IleHTpa" (3aperucTpupoBaH MUHHCTEPCTBOM  FOCTHIIMH
Poccuiickoit ®enepannu 9 despans 2012 ., peructparmonnsiit Ne 23191).

15 [TynxkTe! 6 - 10, 53 Ilon0KEHUS O €TUHOW CUCTEME.

II1. Tpebosanust k 'C cyOobekroB Poccuiickoit denepannu

10. Opransl UCHONMHUTENBHOM BiacTu cyObekta Poccuiickoit  ®Denepanuu,
YIOJTHOMOYEHHBIE BBICIIMM HCIOJHUTENBHBIM OPraHOM TOCYJIAPCTBEHHON BJIAcCTH CyObeKTa
Poccuiickoit @enepanuu Ha coznanue, passutue u skcruryaranuio ['MC cyowekra Poccuiickoit
@enepanuu  (nanee - YNOJIHOMOYEHHBIE OpraHbl HCIOJHUTEIBHOM BIIACTU CyOBEKTa
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Poccuiickont deneparmu), opranm3aniy, Ha3HAUYECHHBIE VKAa3aHHBIMHA O ragamm’’ JTOJDKHBI
b 9 y b

o0ecrneynBarhb:

a) co3nanue, pazsutue u skciuryarauuto ['MC cyobexta Poccuiickoit ®enepanuu, a
TaKke€ COMPOBOXKJIEHUE TeXHUYeckoro u mporpammHoro obecneuenuss [MC cyObekra
Poccuiickonn denepanuuy;

0) mnpueMm, xpanenue u npenocrapieHue gaHHeix [MIC cyOwekra Poccuiickoit
denepannu;

B) monkiatodeHue u (win) mpenocraBinenue goctyna k ['MC cyowekra Poccuiickoit
®enepanun MUC MO;

r) noakmouenne ['MIC cybOwekra Poccuiickoit ®enepanun k EaunHoil cucreme u
pa3melenue cBeaeHUt B EnuHON cuctemMe B cOocTaBe W CPOKH, MPEIyCMOTPEHHBIE
[Tpunoxennem Ne 1 k [T0T0XKEHHIO O €TUHON CUCTEME;

1) YY4eT U PErucTpaluio BCEX JCHCTBUH, a TaKKe MIACHTU(PHUKAIUIO BCEX YYACTHUKOB,
CBS3aHHBIX C 00pabOTKOM MEPCOHANBHBIX JAHHBIX MPU B3aUMOAECUCTBUHM WH(OPMAIIMOHHBIX
CHUCTEM, yKazaHHBbIX B yacTsax 1 um 5 crarbu 91 ®enepanbHoro 3akoHa or 21 Hos6ps 2011 r.
"7 (nanee -

Ne 323-®3 "OO6 ocHOBax OxpaHbI 3M0pOBbs TpaxkaaH B Poccuiickoit deneparmu
®enepanbubiii 3ak0H Ne 323-D3), ¢ TUC cyonsexra Poccuiickoit deneparuu.

€) METOAMYECKYI0 TMOAJEPKKY IO BOMpPOCaM TEXHUYECKOTO WCMOIb30BaHUS U
uHpopmannonHoro HanonHenust ' UC cyowekra Poccuiickoit denepanmu.

11. TlocpenctBom I'MC cybOwekra Poccuiickoit ®denepauuu B LEIAX peaau3auu
MTOJTHOMOYHMM OPTaHOB TOCYIAPCTBEHHOU BJacTH cyObekTOB Poccmiickoit deaeparuu B chepe
OXpaHbl 310pOBbs, MIPEAYCMOTPEHHBIX YacThio | crarbu 16 denepanpHoro 3akoHa Ne 323-P3,
oOecrieunBaeTcs:

a) TMOAJEpXKKA TMPUHATHUS YIPABICHUYECKUX pEIICHUW I10 BOMNpPOCAM pPa3BUTHUS
3npaBooxpaHeHus B cyobekTe Poccniickoit denepanuu;

0) ynpaBiieHrue NOTOKaMH MAlMEHTOB (JIEKTPOHHAs PETUCTPaTypa);

B) YIpaBJIE€HUE CKOPOH, B TOM YHUCJIE CKOPOH CHEIUATIU3UPOBAHHON, MEIUIMHCKOU
MOMOIIIBIO (BKIIIOYAsi CAHUTAPHO-aBUAIIMOHHYIO IBAKyaIlHio);

T') BeJICHUE UHTEIPUPOBAHHON AIEKTPOHHON MEIUIIMHCKOMN KapThl;

,ZI) y4ceT CBC,Z[GHI/II\/’I 0 IIOKAa3aTeJIAX CHUCTEMbI 3APABOOXPAHCHHA, B TOM YUCIIC MCIHKO-
,Z[CMOFpa(bPI'—IGCKI/IX rokKazarejiaeu 300POBbA HACCIICHUAA,

€) BEJICHHE CTEIMATM3UPOBAHHBIX PETUCTPOB MAIMEHTOB MO OTACIBHBIM HO30JIOTHSIM U
KAaTEeropusM I'PakJ1aH;

’K) cOop, xpaHeHue U 00paboTka wuHPoOpMau 00 O00ECNEYEHHOCTH OTACIbHBIX
KaTeropuii TpaxxJaH, B TOM YHUCJIE Tpa)KaaH, UMEIONINX MPaBO Ha MOITYYEHUE TOCYyIapCTBEHHOM
COIMAJIBFHOM TIOMOIIH' ", JIEKAPCTBEHHBIMH IIPENIapaTaMy, CIIeHaTH3HPOBAHHBIMU TTPOTYKTaMH
Je4eOHOTO MUTAHUS, METUIIUHCKUMHU U3/ICTUSIMU;

3) OKa3aHHe MeﬂHHHHCKOﬁ oMoy ¢ IpUMEHCHUCM TCIICMCINITNHCKUX TCXHOJ’IOFI/II\/JI;

u) opraHu3anus pOPUIAKTHKN 3a00JICBaHUH, BKJTFOUAst MIPOBEACHHUS
JTUCITAHCEPHU3ALNH, MPOYUIAKTHICCKIX METUIIMHCKAX OCMOTPOB;
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K) OpraHu3anus UMMYHOTIPO(DUIAKTUKN HHPEKIIMOHHBIX 3a00JI€BaHMIA;

J) BEACHHE LEHTPAIU30BAHHOW CHCTEMbI (IIOJCUCTEMBI) YIpPaBIEHUsS J1a0OPaTOPHBIMU
UCCIIEZIOBAaHUSIMU;

M) BEICHHME LEHTPAIN30BAaHHOM CHUCTEMBI (TOACHCTEMBbI) XpaHEHUs M 00paboTKH
Pe3yabTaToB JUArHOCTUYECKUX UCCIIEI0BAaHUMN (MEIUIIMHCKUX U300paKeHU );

H) obecrieueHne ABTOMATH3allU1 TIPOLCCCOB OKa3aHUsI MGI[I/ILIHHCKOﬁ IIOMOIIIN I10
OTACJIbHBIM HO3O0JIOTHAM WU KATCTOPHAM I'paXIaH,

0) ydeT oOpamieHUs MEIUIMHCKOW JIOKYMCHTAIIMH, OpraHU3alMs JJICKTPOHHOIO
JTIOKyMEHTO0000pOTa B chepe OXpaHbl 370POBbSI;

1) BElICHHE HOPMATHBHO-CIIPAaBOYHOW HH(pOpMANUU B cdepe 3apaBOOXpPAHCHUS B
cyonexTe Poccuiickoit deneparuy;

p) uHble (QYHKIIMOHAIBHBIE BO3MOKHOCTH MO PELICHUIO oreparopa MHGOPMalOHHOM
cuctembl, cooTBeTcTByromue HazHaueHutro [UC cyOwpektoB Poccuiickoit  ®Deneparium,
peayCMOTPEHHOMY MYHKTOM 2 TpeGoBaHuUiA.

12. Tlomnmepkka TPHUHATHS yHpPaBIEHYECKHX pelieHUu B cdepe 3apaBOOXpaHEHUS
cyobexTa Poccuiickoit @eneparuu BKIIIOYAET:

a) aHanu3 U oOpabOTKy JaHHBIX MOHUTOpPUHIA IOKa3aTejed 3/10pOBbsl HaceJIeHus,
BKJTIOYAsl OLIEHKY 3a00J1€Ba€MOCTH, MHBAJIUIHOCTH U CMEPTHOCTH PA3JIMYHBIX MOJIOBO3PACTHBIX
TPy HaceleHUs MO HO30JIOTHSM, NS IeJiel MPUHATHS YNPaBICHUYECKUX PEHICHUH B cdepe
3npaBooxpaHeHus cyobpekTa Poccniickoit denepannu;

0) CpaBHUTENbHBIA aHaIU3 JEATEIbHOCTH MEIULUMUHCKUX OpraHu3aluil cyObeKTa
Poccuiickoii deneparuu, a Takxke aHaIN3 00ECIIEYCHHOCTH U MOTPEOHOCTH B OCHOBHBIX BUAX
MEIULMHCKOW IOMOIIM, BKJIIOYash KOHTPOJIb BBIMIOJHEHHS] TEPPUTOPUATBHON MPOrpaMMbI
TOCyIapCTBEHHBIX TapaHTUI OECIIaTHOTO OKa3aHMs rpakJIaHaM METUITMHCKON MTOMOIIIH;

B) OIICHKY MOKa3aTeliel, XapaKTepU3yIOLIUX CUCTEMY OKa3aHUsI METUIIUHCKOM MTOMOIIIH,
U UX TUHAMUKH.

13. YopaBienue moTokamu ManueHToB (d7eKkTpoHHast peructparypa) B [ UC cyObekTa
Poccuiickont @enepanuy BKIHOYAECT:

a) popMUpOBaHME pACIIMCAHUS JJISl 3alIMCH Ha MPUEM K Bpauy, BBI30BOB Bpaya Ha JOM U
3aMuch ISl IPOXOXKJIECHUS TPO(YUIAKTUYECKUX MEAUIIMHCKUX OCMOTPOB M JUCIAHCEPHU3aLUU C
UCTOJIb30BaHUEM UH(POPMAIIMOHHO-TEJIEKOMMYHUKAIIMOHHOM cetn "UHTepHet";

0) BeleHHE JIMCTOB OXMJAHUS, AaHaJIW3 OOCIY)KMBAa€MbIX 3allUCed C Yy4YEeTOM
. . .19
CUHXPOHU3ALNHU ¢ (heepalibHON AEKTPOHHOM PErucTpaTypou ;

B) I/IH(bOpMI/IpOBaHI/Ie HACCJICHUA O IMPCAOCTABIIICMBIX MCAUTTNHCKUX YCIIYyTIaX,

') MJIAaHUPOBAHUE TIOTOKOB MAIIMEHTOB MPU OKA3aHUH TMEPBUYHON MEIMKO-CAHUTAPHOU
MOMOILH U CHEHHAITM3UPOBAHHON MEIUIMHCKON MOMOIIM B CTALIMOHAPHBIX YCIOBHUSAX, YUYET U
IUTAHUPOBAHUE 3aHATOCTH KOEYHOTO (POH/a;

J1) MOHUTOPUHT JIOCTYITHOCTU 3allCHM Ha MPUEM K Bpayy B CPOKH, YCTAHOBJICHHBIE
POrpaMMO TOCYTApCTBEHHBIX TapaHTUW OECIUIaTHOTO OKa3aHWs Tpa)KAaHaM METUITUHCKOM
ITOMOIIIH.
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14. YnopaBneHue CKOpOi, B TOM YHCIE CKOPOH CIEHUATU3UPOBAHHOW, MEIMIIMHCKON
MOMOIIBIO (BKJIIOYAsi CAHUTAPHO-aBUAIIMOHHYIO ABAKYaIMIO) BKIIIOYAET:

a) yyeT JaHHBIX U3 MH(OPMALIMOHHON CHCTEMBI YIPAaBICHUS MPUEMOM U 00pabOTKOM
BBI30BOB CKOPOW MEIUIIMHCKOW TOMOIIM (C HCIOJb30BAHMEM [IIOOATbHON HABUTAIMOHHOMN
ciyTHHKOBO# cucteMbl TJIOHACC?) (manee - IC CMII) o NpHHATBIX BBI30BaX CKOPOd
MEJIUIIMHCKON IIOMOILH, PE3yJIbTaTax OKa3aHUs MEIUIIMHCKOW MTOMOILIH;

0) omepaTuBHOE (AMCIETYEPCKOE) YMPABIECHUE BBI30BAMU CKOPOM MEIMIIMHCKON
IIOMOILIM HAa OCHOBE HMX KapTorpauueckoro pachpeleseHHs, a Takxke paOoTON BBIE3IHBIX
Opurag CKOpOW MEIWIIMHCKOM TIOMOIIM Ha OCHOBE HWH(GOPMAIMOHHO-KOMMYHHKAITMOHHON
MOJIZICPKKH (TIepeada ayIno-, BUe0- HHGOPMAITUH TT0 CETSIM OSCIPOBOIHON CBSI3H);

B) mnpueM U 0O0pabOTKy JaHHBIX CHUCTEM CIIyTHUKOBOIO TO3UIMOHUPOBAHUS
(ITTOHACC/GPS), wuHpOpMallMOHHOE  B3aUMOJIEHCTBUE C  JICKYPHO-AUCIETUYSPCKUMHU
CIyk0aMH OSKCTPEHHBIX OINEPATUBHBIX CIIY)KO; HHTErpaluio C IMeHTpaMHu MPOPUIHLHOTO
MOHHUTOPUHTA CHUCTEMBI 37PaBOOXPAHEHUS; OMNEPATUBHOE YMPaBIECHHWE TPAHCIOPTHBIMU
CPEIICTBAMHU B PEXKHUME PEaTbHOTO BPEMEHH MPH YCTPAHEHUH MPOUCHIECTBUN U YPE3BbIUAMHBIX
CUTYAaLU;

r) YIOpaBJI€HUE MEIMUIIMHCKON 5BaKkyaldeid MAalMEeHTOB W WX TOCHHUTAIM3alHuel B
MEIUIIMHCKUE OPTaHu3allNu;

1) yueT U (GOpMUPOBAHUE CTATUCTUUECKUX (B TOM UHCIIE OTIEPATUBHBIX) JTAHHBIX.

15. BeneHue HHTErpUPOBAHHOM JJIEKTPOHHOW MEIMIIMHCKOM KapThl NalMEeHTa
BKJIFOYAET:

a) cOop, XpaHEHUE, CUCTEMAaTHU3aIMI0 U 00pabOTKy CBEJCHUM, YKa3aHHBIX B cTaTthe 94
®enepanbHoro 3akoHa Ne 323-P3, o nuax, KOTOPbIM OKa3bIBAETCS MEAUIMHCKAs TTOMOIIb, a
TaKXe O JIUIAaX, B OTHOUIEHUU KOTOPBIX MPOBOASATCS MEIUIIMHCKUAE IKCIIEPTU3bI, MEAUIIUHCKUE
OCMOTPBI U MEJIUIIMHCKHUE OCBUETEIHLCTBOBAHMUS;

0) oOMEH CTPYKTYpHpPOBAaHHOW MEIHUITMHCKON JITOKyMEHTarueld B (opMe 3JIeKTPOHHBIX
nokymentoB mexay MUC MO, TUC cyObekra Poccuiickoit ®denepanuu u QenepaibHOM
MHTETPUPOBAHHOI MEKTPOHHON MEIUITMHCKOH KapToii EauHol cuctemsr .

16. Yder cBeneHUN O TOKA3aTENsIX CUCTEMBI 3[IpaBOOXPAHEHUs, B TOM YHCIIE MEIUKO-
neMorpaduyecKrx MoKazaressx 340pOBbs HACEICHHUS, BKIIIOUAET:

a) y4eT OCHAIICHHOCTH MEIUIIMHCKUX OpraHu3aluidi W HUX CTPYKTYPHBIX
MoJIpa3/ieJIeHui, B TOM YHCII€ CBEJAECHUUA O KOEYHOM (OoHAE, 00ECIEUEeHHOCTH KaJIPOBBIMU
pecypcaMu, OCHAIIEHUW METUIIMHCKUMH HW3ICIUSIMH U TIepenady CBeleHUW B ¢erepaibHbIi
PETUCTP MEIWIIMHCKHX PAOOTHUKOB W (elepalbHBId pPEeCTp MEIUIMHCKHX OpraHu3aIui
Enunoii cuctemsl;

6) Y4€T YMUCIICHHOCTH W JABHIXCHHA HACCICHUA, aHAJIN3 POXKIACMOCTH WU CMCPTHOCTHU
HaCCJICHMUA,

B) AaBTOMAaTU3MPOBAHHOE BEJEHHE CTaTHCTUYEeCKoro HalmofeHus B cdepe
3IpaBoOOXpaHeHUsT 1o (opMaM CTAaTUCTUYECKOTO Yy4yeTa U OTUETHOCTH B  cdepe
3[paBOOXpPAaHEHUsA,  aHaiu3  ASPQPEKTUBHOCTU  HUCIOJIB30BAHMUSI  PECYpCOB  CUCTEMBI
3IpaBOOXPAHEHUSI.
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17. TlocpenctBom I'MC cybwekta Poccmiickoit denepannm obecrieunBacTCs BEACHUE
PErMOHANBHBIX CETMEHTOB (elepaibHbIX CHEHUATHU3UPOBAHHBIX PETUCTPOB IMAIMEHTOB IO
OTJEJIBbHBIM HO30JIOTHSIM M KareropusM TpaxkJaH, yKa3aHHbIX B yactu 4 crareu 91.1
denepanbHOro 3akoHa Ne 323-P3.

18. ITocpenctBom I'MC cyOnekta Poccuiickoit denepanmu obecrneuuBarorcs cOop,
xpaHeHue u 00paboTka mHbopMaIu 00 00ECIIEUeHHOCTH OTMIEIbHBIX KaTeTOPUM TPaKJaH, B
TOM 4HCIIe TpaxkJaH, HUMEIONIMX MPaBO Ha TOJIYYCHHE TOCYJapCTBEHHOW COIMAIBLHOM
TIOMOIIM >, JIEKAPCTBEHHBIMU MPENapaTaMy, CIeIMaIN3UPOBAHHBIMU MPOLYKTAMHU JIE4eOHOTO
MUTAHWS, MEAMIIMHCKUMHU U3ICIIUAMHU (BKJIIOUAsl CBEICHUS O HA3HAYCHUH, OTIYCKE U HAIUYHH
JICKAQpPCTBEHHBIX TMPENapaToB, CIHCIHATU3UPOBAHHBIX TPOMYKTOB JICYCOHOTO TMUTAHUS W
MEIUIMHCKAX W3/ICIMI B aITEUHOW OpTaHHU3aIliH), B TOM YHUCIIC:

a) y4deT oOpallleHusl PEelEenTOB Ha JIEKAPCTBEHHBIE Mpenaparbl, CHelUaTIn3uPOBAHHbBIC
IOPOAYKTHl JIe4eOHOrO MUTaHUS, MEAMLUHCKHE u3aeius, chOpMUPOBaHHBIX B (opme
AIIEKTPOHHBIX JOKYMEHTOB (B Cilydae MPUHSATHS OPraHOM HCIOJHUTEIHHOM BIACTH CyOBEKTa
Poccuiickoit @enepanuu pemieHuss 00 MCIONB30BAaHUU HA TEPpUTOpUHU CcyObekTa Poccuiickoii
@denepanuu  HapsALy C pelenTaMd Ha JIEKapCTBEHHBIE IMpenaparbl, OQOPMICHHBIMH Ha
OyMa)KHOM HOCHTEJIe, PELENTOB Ha JIEKapCTBEHHBIE IMpenaparbl, CPOPMUPOBAHHBIX B (opme
MEKTPOHHBIX JOKYMEHTOB );

0) opraHu3alMi0 ydeTa anTeYHbIMU OPTraHU3aIUsIMU WH(OPMAIMH O JEKAPCTBEHHBIX
npenaparax, CrlelHalIn3upOBAHHBIX MPOIYKTAX JIEYEOHOrO MUTAHUS, METUIIUHCKUX U3JEIHUIX U
uX 00CIIy)KBaHUU;

B) BeZicHHE 0a3 TaHHBIX JIEKAPCTBEHHBIX MPETMapaToB, CIICIIUATN3UPOBAHHBIX MTPOAYKTOB
JIE4eOHOro MUTAHUS U METULIMHCKUX U3IEIIHH;

r) ¢dopMmupoBaHuE OTYETHBIX (opM Juisi aHanu3a WHGOPMALUU TOTPEOHOCTH B
JIEKapCTBEHHBIX IIpernaparax, CHEeUUaJU3UpPOBAHHBIX MPOAYKTaX JEe4eOHOro MUTAHUS U
MEIULMHCKUX U3EITHIX;

1) opraHu3aiuoo ooMeHa nHpopManueit ¢ EnnHol cuctemoi.

19. Oxazanue MEAMUMHCKON MTOMOIIH C MPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTHI
¢ ucnonb3zoBanueM ['MC cybwekra Poccuiickoit @enepanun oOecrnednBaeTcsi Ha TEPPUTOPUU
cyobekra Poccuiickoil B COOTBETCTBUM C MOPSIKOM OPraHU3allMKd M OKa3aHUS MEAMIIMHCKON
TIOMOIITY C TIPUMEHEHNEM TeJIeMeTHITMHCKIX TeXHONOTHi (anee - [Topsaok)™.

20. Opraamzanuss ~ npodUIAKTHKA  3a00JIeBaHUH, BKJIFOYAasi  MPOBEICHUE
JUCIIAHCEPU3ALNH, TPOYUIAKTUIECKUX MEIUIIMHCKUX OCMOTPOB, BKIIFOUAET:

a)  ¢GOpMHpOBaHME  CIUCKOB  TpaXJaH, KOTOPBIM  HEOOXOJUMO  IPOUTH
TUCITAHCEPH3alNI0, MPO(UIAKTHICCKUE MEIUIIMHCKHE OCMOTPBI, aBTOMATH3WPOBAHHOE
BBISIBIICHHE CITy4aeB, TPEOYIOMIUX pearupoOBaHUsI U KOHTPOJISI TPEANPUHSITHIX MEP, MOHUTOPUHT
HEOOXOMMMOCTH HAIPABJICHHS TIAIMEHTA HA BTOPOi ITall AUCIIAHCePH3aLHH ;

0) aHanu3 oxBara HacejeHusi cyobekra Poccuiickoit denepanuu qucraHcepu3aluet u
npo(prIaKTUYECKUMU MEAUIIMHCKUMU OCMOTPaMU € Pa3rpaHUYEHUEM TI0 MOy U Bo3paCTy26;

B) MHGOPMALMOHHYIO TMOAJAEPKKY Bpaue MpU MPOBEACHUH JUCIAHCEPU3ALINH,
npOo(PHUIAKTUYECKUX METUIUHCKUX OCMOTPOB;
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I') OPraHM3aIHI0 MOHUTOPUHTA PUCKOB Pa3BUTHS COLUAIBHO 3HAYMMBIX 3a00ICBAHMUI" ;
1) OLIEHKY (P (HEKTUBHOCTH MPODUIIAKTUKH;

€) TPHUBJICYCHUE HACENEHUs K 3A0POBOMY 00pa3y JKM3HU U OXpaHEe COOCTBEHHOTO
3I0POBBbsI TTyTeM HWH(OOPMUPOBAHUSA O HEOOXOAMMOCTH TIPOXOXKICHHS JHCIIaHCEPU3AIlUH,
MPOPUIAKTUUECCKUX MEIUIIMHCKUX OCMOTPOB B 3aBUCHMOCTH OT MPUHAIC)KHOCTH K TPYIIIIamM
pHUcKa.

21. OpraHmsanmysi MMMYHONPO(HIAKTHKA HMHMEKIHOHHBIX OoJe3Heil™ B CyObeKTe
Poccuiickont @enepanum BKIIOYAECT:

a) BEIGHME M Yy4YeT [MEpPCOHU(PUIMPOBAHHBIX JAHHBIX IO  MPOBEACHUIO
UMMYHONPO(PUIAKTUKHA B paMKaxX HAllMOHAJIBHOIO KajeHaaps NpouIakTUYeCKUX MPUBUBOK U
KaneHAaps TPo(GHUIAKTHIECKUX TIPHBUBOK IO ITHAEMAYECKHM MOKA3aHUAM  , BKIIOUAs JAHHbIE
MEJIUIIUHCKOTO OCMOTpa 51 MEJIULUHCKOTO oOcrenoBaHus nepen
npouIakTUIeCKUMU TPUBUBKAMH;

6) BCACHHUC HU YUCT HepCOHI/I(I)I/II_II/IPOBaHHLIX JaHHBIX II0 IIOCTBAKLIMHAJIBHBIM
OCJIOKHCHUAM.

22. Benenuve 1eHTpaIn30BaHHON CUCTEMBI (ITOJICUCTEMBI) YIIPaBIEHUS Ja00paTOPHBIMU
VICCIIEIOBAaHUSIMU BKJIFOUAET:

a) cOop, EHTPATU30BAHHOE XPaHEHUE U OMEPATUBHBIN JOCTYI K UMEIOIIMUMCS TaHHBIM
71a00paTOpPHBIX ~ MCCIEAOBAaHUN C aBTOMATH3MPOBAHHBIX pPAa0OYMX MECT MEIUIIUHCKUX
paOOTHHUKOB TNPHU OCYIISCTBICHUA WUMH CBOEH MPOQECCHOHAIBHON JEATEIBPHOCTH B paMKax
cyonekta Poccuiickoit deneparuu, TpOBOASIIUX JaOOPATOPHYIO JAMATHOCTUKY U JieueOHO-
JIUATHOCTUYECKUH MPOLIECC;

0) aHanu3 0OOCHOBAHHOCTHU HA3HAUYECHMM JTAOOPATOPHBIX HMCCIECTOBAHUM (B TOM YHCIIE
MOBTOPHBIX).

23. Benenue UEHTpaIM30BaHHOW CHUCTEMbI (TIOJCUCTEMBI) XpaHEHHUS U OO0pabOTKU
pe3yabTaToB AUArHOCTUYECKHUX MCCIeI0BaHUM (MEIUIIMHCKUX U300paKeHN) BKITIOYAET:

a) LIEHTPAJIM30BaHHOE XpaHEHUE B JJIEKTPOHHOM BHJIE PE3YJBTATOB JUATHOCTUYECKUX
UCCleIOBaHUN (MEAUIIMHCKUX U300pakeHuH, (HOPMUPYEMBIX B METUIIMHCKUX OPTraHU3aIUsIX
cyonekta Poccuiickoit denepanyiul, BBITIOTHSIONINX THATHOCTHYCCKUE UCCIICTIOBAHMUS ),

0) onepaTuBHBIN JTOCTYN K UMEIOIIMMCS pe3ybTaTaM JUarHOCTUYECKUX MCCIeI0BaHUN
(MEIMUMHCKUX M300pa)KeHWil) C aBTOMAaTU3MPOBAaHHBIX pabdOYMX MECT MEIULUHCKHUX
pabOTHUKOB MPU OCYLIECTBIEHUU UMHU IIPO(HECCUOHAIIBHOMN 1€ATEIbHOCTH;

B) aHaiM3 OOOCHOBAHHOCTHM HA3HAYCHHUH JMArHOCTUYECKUX HCCIENOBaHUN (B TOM
YHUCJIE TTIOBTOPHBIX).

24. OOecrieyeHue aBTOMATH3AIMK TPOILIECCOB OKa3aHMsSI MEIUIIMHCKOW IMOMOIIM 10
OTACIBbHBIM HO30JIOTUSIM W KaTEropusiM TPaKJaH BKIIOYACT aBTOMATU3alMIO0 IPOIECCOB
OpraHM3aIlid OKa3aHWS MEIUIIMHCKON MTOMOIIM OOJbHBIM OHKOJOTHUYECKUMH 3a00JICBaHUSIMU,
OOJTBLHBIM  CEPACYHO-COCYAUCTBIMU  3a00JICBAaHUSMH, IMAIIUCHTOK, HAXOMSIIMXCA IO
JUCIIAaHCEPHBIM HAOMIOJIECHHEM B TIEPUOJ OEPEeMEHHOCTH, TMAIlUEHTOB, HYKIAIOIIUXCS B
OCYIIIECTBICHUN MEAUIMHCKON peaOuIuTaly, OKa3aHWU NaUIMAaTUBHOW MEIUIIMHCKOM
MOMOIITH, BKJTIO4asi 00€300JIMBaHKe, a TAKXKE TI0 MHBIM HO30JIOTHSM U KaTETOPHSIM Tpak/IaH.
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25. Ydet obparieHusi MEAUIIMHCKON JOKYMEHTAIIUN BKITIOUAET:

a) y4eT WCHOJb30BaHUS  OJAHKOB  MEIUIIMHCKOW  JOKYMEHTAllUM:  JIUCTKA
HeprI[OCHOCO6HOCTI/I3O, pelenTypHbIX OJJAHKOB Ha JICKAPCTBEHHbBIN HpenapaT3 ! crenmaipHOTO
perienTypHoro OjlaHKa Ha HApPKOTHYECKOE CPEICTBO WM TCHXOTPOIHOE BEIIECTBO 2,
peltenTypHoro OJlaHKa Ha MEIUITMHCKUE M3IENHUS ", MEIUIUHCKOE CBUIETEIBCTBO O POXICHUH,

34 35
MEIUITMHCKOE CBUIACTEIHCTBO O CMEPTH , HAIPABIICHHS HA MEIUKO-COIMATBHYIO IKCIIEPTURY ;
0) obecrieyeHue 0OMeHa MEAUIIMHCKON JOKYMEHTAIIUEH.

26. Benenume HOpPMAaTUBHO-CIPABOYHOM HH(OpMaMu B cdepe 3IpaBOOXpAHEHHUS B
cyonexte Poccuiickoit @enepannn odecneunBaeT UHPOPMAITMOHHBI OOMEH ¥ CHHXPOHH3AIUIO
¢  (enepalbHBIM  PEECTPOM  HOPMATUBHO-CIPABOYHOW  uMHPopmMamuu B cdepe
37PABOOXPAHEHHS , 1IeJOCTHOCTh JAHHBIX, AaKTyalM3alMi0 ¥ pacllMPeHHe JaHHBIX
pPETrMOHANILHOM CUCTEMBI BEICHHUS HOPMATUBHO-CIIPABOYHON HH(POPMAITIH.

" Yacre 3 craren 91 denepanpHoro 3akona Ne 323-D3.

17 Cobpanue 3akononarensctBa Poccuiickoit ®denepanun, 2011, Ne 48, ct. 6724; 2017,
Ne 31, cT. 4791.

" Crarps 6.1 ®enmepanpHoro 3akoHa or 17 wmoms 1999 1 No 178-

®3 "O rocynapctBeHHoi coruaibHoi momonu" (CoOpaHue 3akoHomaTenbcTBa Poccuiickoi
®enepannn, 1999, Ne 29, ct. 3699; 2004, Ne 35, ct1. 3607).

P Tynxr 11 IonoxKeHns o enuHOM cucTeMe.
20

Vka3z Ilpesunmenra Poccumiickoii @epeparum  or 17 wmas 2007  r.
No 638 "O0 ucrnosib30BaHUU N100ATBLHON HaBUTAIMOHHOW criyTHUKOBOM cuctembl [JIOHACC B
WHTEpECaxX COIMATbHO-dKOHOMUYECKOro pa3Butus Poccuiickoii @Peneparuu" (Cobpanue
3akoHoaresbcTBa Poccuiickoit @enepanuu, 2007, Ne 21, ct. 249).

*! TIynxtsr 14, 15 TonoKeHns 0 eMUHOM cucTeMe.
22

Crarbss 6.1 ®enepanbHoro 3akoHa or 17 wrong 1999 1 Neo 178-
®3 "O rocymapcrBeHHoi comnmanbHoi momomu" (CoOpanue 3akoHOAaTenbcTBa Poccuiickoit
denepanun, 1999, Ne 29, ct. 3699; 2004, Ne 35, ct1. 3607).

* Tlynkr 4 crarbeu 6 ®enepanpHoro 3akoHa Ne 61-D3 "O6 06paleHHH JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akononarensctBa Poccuiickoit @enepanuu, 2010, Ne 16, ct. 1815; 2017,
No 31, ct. 4791) (nanee - @enepanbubliii 3akoH Ne 61-D3).

* TIpuka3z MuHnCTepcTBa 37paBooXpaHeHus Poccuiickoit ®eneparmu ot 30 HOAGpS

2017 . No 9651 "OO yTBep>KIeHUU NOPSIKA OpraHU3aAlNN U OKA3aHHsI MEIUIIMHCKON TOMOIIIH C
IPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTHi" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTULIMU
Poccuiickoii @enepannu 9 ssaBapst 2018 1., peructpauronssiii Ne 49577).

* TIpuka3 MuHHCTepcTBa 3apaBooxpaHenust Poccuiickoit ®eneparmn or 13 mapra
2019 ©. Ne 124u "OO yTBep>KIEHUU MOPSAKA TPOBEACHUS MPOPUIAKTUIECKOTO MEIUIIMHCKOTO

OCMOTpa U JAMCIAHCEPU3AIUU ONPEIEICHHBIX IPYII B3POCIOro HaceaeHus" (3aperucTpupoBan
MunucrepctBom toctunmu Poccuiickoit @enepanuu 24 anpens 2019 r, peructpaimoHHbIN
Neo 54495) (nanee - npukaz Munszapasa Poccuu Ne 124n).
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26 [Tynkr 24 Ilopsaka mpoBeAcHUsS MPOGUIAKTHICCKOTO MEAUIIMHCKOTO OCMOTpa M
JMCHaHCEPU3AINU OIPEJCICHHBIX TPYII B3POCJIOr0 HACEJIEHUS, YTBEPKICHHOIO MPUKAZ0M
Munznapasa Poccun Ne 124H.

*7 Tlocranosnenue IlpaBurtenbctBa Poccuiickoit ®enepauun or 1 nexabps 2004 r

Ne 715 "OO yTBEepXXICHHMHM TEpPEUYHS COIMAIBHO 3HAYMMBIX 3a00JICBAaHUN W TICPEUHS
3a00JIeBaHU, TTPEJICTABISIONIMX OMACHOCTh A okpyxaromux" (CobpaHue 3aKOHOIATENHCTBA
Poccuiickoit ®eneparuu, 2004, Ne 49, c1. 4916; 2012, Ne 30, ct. 4275).

*® denepanpHbIii 3aK0H oT 17 cenTabpa 1998 1. Ne 157-03 "O6 uMMyHONpPodHIaKTHKE
uHpekmonnbx Oone3nei” (CobOpanue 3akoHomatenbcTBa Poccmiickort ®epepanuu, 1998,
Ne 38, ct. 4736; 2000, Ne 33, ct. 3348; 2003, Ne 2, ct. 167; 2004, Ne 35, ct. 3607; 2005, Ne 1,
cT. 25; 2006, Ne 27, ct. 2879; 2007, Ne 43, ct. 5084; Ne 49, ct. 6070; 2008, Ne 30, ct. 3616;
Ne 52, ct. 6236; 2009, Ne 1, ct. 21; Ne 30, ct. 3739; 2010, Ne 50, ct. 6599; 2011, Ne 30, ct. 4590;
2012, Ne 53, ct. 7589; 2013, Ne 19, ct. 2331; Ne 27, ct. 3477; Ne 48, cT. 6165; Ne 51, cT. 6688;
2015, No 1, cT. 48; 2018, Ne 11, cT. 1591).

¥ Tlpuka3 MurmCcTepcTBa 3apaBooXpaHenust Poccmiickoit ®eneparmm ot 21 Mapra
2014 1. Ne 1251 "OO0 yTBepKIE€HUU HALIMOHAJIBHOTO KajieHAaps MpOo(HUIaKTUUECKUX MTPUBUBOK
U KajeHaaps  NpOoQWIAKTUYECKUX  IMPUBUBOK MO  ANUAEMHUYECKUM  IOKa3aHMIM"
(3apeructpupoBadn MunuctepctBoM roctunuu Poccuiickoir denepanuu 25 anpens 2014 r.,

peructpanoHubiii Ne  32115) ¢ u3MeHeHHMsIMH, BHECEHHBIMU TMpHKazaMu MUHHCTEPCTBA
3apaBooxpanenusi Poccuiickoit @enepanuu or 16 uroHsa 2016 ©. Ne 370H (3apeructpupoBaH

MunucrepctBom toctuiuu Poccuiickoit @enepauun 4 wutons 2016 1., peructpanmOHHbINA
Ne 42728), or 13 anpens 2017 r. Ne 175 (3apeructpupoBan MUHHUCTEPCTBOM FOCTHUIIMU
Poccuiickoii @enepanuu 17 mas 2017 r., peructpaunonubiii Ne 46745).

30 [Ipukaz MuHuCTEpPCTBA 3APABOOXPAHEHUS W COLUUAIBHOTO pa3BuThs Poccuiickon
@eneparuun ot 26 anpenst 2011 . No 3471 "OO yrtBepxkaeHUH (GopMbl ONaHKa JUCTKA
HeTpyaocnocoObHocTH" (3apeructpupoBadn MuHuctepcTBoM roctuiiuu Poccuiickoit denepanuun
10 uronst 2011 r., peructpanmonnsiii Ne 21026).

3! TIpukas MunncTepcTBa 31paBooxpaneHus Poccuiickoii ®enepamuy ot 14 sHBaps
2019 . Ne 41 "OO yTBepXkACHUU TMOPSIKA HA3HAYEHUS JICKAPCTBEHHBIX IperaparoB, Gopm
peuenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHbIE Ipernaparhl, MOpsjka O(QOpPMIICHHS YKa3aHHBIX
OnaHKOB, MX y4eTa U XpaHeHusd" (3apeructpupoBaH MuHuctepcTBoM rocTHIMM Poccuiickoit
®enepannu 26 mapta 2019 r., perucrpaunonnsiii Ne 54173).

32 Tlpuka3 MunuctepcTBa 37apaBooxpaHeHus Poccuiickoii ®enepannm or 1 asrycra
2012 . Ne 54n "OO yrtBepxkaeHuH (POopMbl OJAHKOB PELENTOB, COJAEP)KALIUMX Ha3HAUYCHUE
HApKOTHYECKUX CpPEICTB WM IICUXOTPONHBIX BELIECTB, IMOPSAAKA WX H3TOTOBIICHMS,
pacnpeneneHusi, perucTpaluy, ydera W XpaHEHUsd, a Takke npaBwil odopmieHus"
(3apeructpupoBad MunuctepctBoM roctuiiuu Poccuiickoir @epepanuu 15 asrycra 2012 r,
peructpaninoHHeii Ne  25190) ¢ u3MeHeHHsIMU, BHECEHHBIMHM TNpHKazaMu MUHHCTEPCTBA
3apaBooxpanenusi Poccuiickoit @enepanun ot 30 uroHsa 2015 ©. Ne 385H (3apeructpupoBan
MunuctepctBoM toctuuun Poccuiickoit ®enepanuu 27 HosiOps 2018 1., perucrpauvoOHHBIN
Ne 39868), or 21 ampens 2016 . Ne 254u (3apeructpupoBaH MHUHHUCTEPCTBOM FOCTHUIIMU
Poccuiickoit ®eneparmu 18 uromnst 2016 1., peructparmonssiii Ne 42887), ot 31 okTs16ps 2017 .
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No 882H (3apermctpupoBaH MwunHucTEepcTBOM IocTHIMu Poccuiickoir denepanuu 9 sHBaps
2018 r., peructpanuoHHbiii Ne 49561).

 TIpukas MuHncTepcTBa 3/1paBooxpaHeHus Poccuiickoit ®enepamun ot 20 nexabdps
2012 . Ne 1181 "OOG yTBepkI€HMM TOpsIKAa HA3HAYCHHUS W BBINUCHIBAHUS MEIUIIMHCKUX
U3, a Takke (OpM pElHenTypHBIX ONAaHKOB Ha MEIUIIMHCKHE W3JEIUs U TOpsIKa
oopMIIEHHS YKa3aHHBIX OJAHKOB, UX y4yeTa M XpaHeHus" (3aperucTpupoBaH MUHHUCTEPCTBOM
toctuninu Poccutickoit ®enepannu 25 urons 2013 ., peructpanmonnsiii Ne 28882).

** TIpukaz MUHHCTEpCTBA 3/IPABOOXPAHEHMS M COLMAIBLHOTO Pa3BUTHsA Poccuiickoit
@eneparuun o1 26 gexabps 2008 1. No  782H "OO yTBepKACHMM U TOPSAKE BEICHUS
MEIUUUHCKOW  JOKYMEHTAllMHM, YIOCTOBEPSIOIICH  cllydyam  pOXAeHUs U cMepTu”
(3apeructpupoBan MunucrepctBoMm toctuuiuu Poccuiickoit ®@enepanuu 30 aexadbps 2008 r.,
peructpaunoHHbii Ne  13055) ¢ u3MeHEHUsSMH, BHECEHHBIMM MpHKa3oM MuUHHUCTEPCTBA
3/IpaBOOXpPaHEHUs] U colnalibHOro pas3Butus Poccuiickoit denepanun ot 27 nexadbps 2011
No 1687n (3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickoir ®denepanuun 15 mapra
2012 r., peructparmonnsiii Ne 23490).

* Tlpuka3 MuHHCTEpCTBAa TpyJa M COLMAIBHON 3amuThl Poccuiickoii denepamuu
Ne 578H, MunucrepctBa 3npaBooxpanenusi Poccuiickoin deneparu Ne 606H oT 6 ceHTAOps
2018 1. "OO6 ytBepkaeHUU (GOPMBI HAIMpaBICHHUS HAa MEIUKO-COIMAIBHYIO OSKCIIEPTHU3Y
MEIUIIUHCKOU opranuzanuen” (3aperucTpupoBaH MunucrepcTBOM FOCTULIUU
Poccuiickoit ®enepannu 26 nosiopst 2018 1., peructpannonusiii No 52777).

3 ITynkr 10 gactu 3 cratsu 91.1 denepanbHoro 3akona Ne 323-03.

IV. TpeboBanus K MEAUIIMHCKUM UH(OPMALIMOHHBIM CHCTEMaM
MEIMIHUHCKUX OpraHu3alui

27. IlocpenctBom MUC MO obGecrieanBaeTcs:

a) MH(pOpMaILlMOHHAS MOJIEPKKA MPUHATHSI YIIPABICHUYECKUX PEIICHUN B MEAUIIMHCKON
OpraHU3ally;

0) MOHUTOPHUHT | YIIPABJICHUE MTOTOKAMH ITAIIUCHTOB (3JICKTPOHHASI pETUCTPATypa);
B) BEJICHUE DJICKTPOHHON MEIUITMHCKON KapThl MAIMCHTA,
I') OKa3aHUE MEIUIIMHCKON MOMOIIY C TPUMEHEHHEM TEJIEeMEANIIMHCKUX TEXHOJIOTU;

1) OpraHu3aius PO UITAKTUKA 3a001eBaHUH, BKJTFOYAs MPOBEJICHUE
JTUCTIAHCEPHU3ALNH, MPOYUIAKTHIECCKIX METUIIMHCKUX OCMOTPOB;

€) OpraHu3aiys UMMYHOIIPO(PUIAKTUKN WH(PEKIIMOHHBIX O0JIE3HEH;

) WHBbIe (DYHKIIMOHAIBHBIE BO3MOXKHOCTH IO PEIICHUIO orepaTopa MHGOPMaIMOHHOM
cucTteMbl, cooTBeTcTByromMe HazHadeHnro MUC MO, npenyCMOTpEHHOMY DIyHKTOM 3
TpeboBanuii.

28. HMudopmanvoHHass MONACpKKA TNPUHATHS  YIPABICHUYECKUX pEIICHUH B
MEIUIIMHCKOW OpTraHU3alluy BKITFOUALT:
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a) aBTOMaTH3WPOBaHHOE (OopMHUPOBaHKE (OPM CTATUCTUYCCKOTO y4eTa U OTYCTHOCTH B
chepe 3mpaBoOOXpaHCHHS;

0) dbopmupoBaHue cueTOB (peecTpa CUETOB) 3a OKa3aHHYH) MEAMIIMHCKYIO MOMOIIL U
UHTETpaIi0 ¢ MHPOPMAIMOHHBIMUA CHCTEMAMH TEPPUTOPUATBLHBIX (OHAOB 005S3aTEIHHOTO
MEIUIIMHCKOTO CTPAXOBaHUSA M CTPAXOBBIX MEIUIIMHCKUX OPTaHM3AIUi WU aBTOMATUYECKYIO
nepenadyy JaHHBIX O MEIUIMHCKOM TOMOINM, OKa3aHHOM B paMKax o00s3aTeabHOro
MeauiuHckoro crpaxoBanus, u3 MUC MO B uH@opMaIimoHHbIE CUCTEMbI TEPPUTOPUATIBHBIX
(boHI0B 00s13aTETLHOTO MEAUIIMHCKOTO CTPAXOBAHUS M CTPAXOBBIX MEIUIIMHCKUX OpTaHHU3aIlHi,
a Takxe o0ecrieyeHrue BO3MOKHOCTH MTPOBEACHUS KOHTPOJIS KadyecTBa MEIUIIMHCKON MTOMOIIN U
MEINKO-DKOHOMUYECKONU IKCIEPTU3bI CTPAXOBBIMH MEIUIIMHCKUMH OpPTaHU3aIMsIMUA Ha OCHOBE
JAHHBIX AJIEKTPOHHOW METUIIMHCKON KapThI MAIIUEHTA;

B) paboOTy CHCTEMBbl MOIJEPKKH JI€ATEIbHOCTH PYKOBOAMUTENS MEAUIIMHCKON
OpraHu3aluy, BKIOYas mojydyeHue, GopMrupoBaHue U IpelcTaBieHne GopM CTaTUCTHUECKOTO
ydeTa U OTYETHOCTH B cdepe 3ApaBOOXpAaHECHMs, a Takke MyTeM (QOpMUPOBAHUS
AHAJTUTHYECKON CIIPaBOYHOM HUH(OpMAITNH;

r) cOop, xpaHeHue M 00pabOTKy HHPopManuu 00 O0O0ECHEUCHHOCTH OTEIbHBIX
KaTeropui rpakJiaH, B TOM YMCIIe TpaxaH, UMEIOIIMX MPaBO Ha MOJYyYEHHE rOCy1apCTBEHHOM
COIMAJIBHON TTOMOIIH, JICKAPCTBEHHBIMU TpenaparaMu, CICIUATU3UPOBAHHBIMHU TMPOAYKTAMH
7e4eOHOTO MUTAHUS, METUIIMHCKUMH U3CTUIAMHA (BKII0Yask CBEICHHUS O HA3HAYCHUH, OTITYCKE U
HAJMYUU JIEKAPCTBEHHBIX MPENaparoB, CICIUATU3UPOBAHHBIX MPOIYKTOB JIEYCOHOTO TTUTAHUS
Y MEJUIIMHCKUX U3/IEJIUI B allTEYHON OpraHu3aIum);

) aBTOMATHU3aIlMI0 ydYeTa 3amacoB, CIMCAaHUA JIEKAPCTBEHHBIX IPErNaparos,
CHEIUATN3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO TMHUTAHWS W MEIUIUHCKUX W3ACIUNA |
dbopMHupOBaHUE OTYETHBIX (hOpM IS aHAJK3a MHGOPMAIIUK O TOTPEOHOCTH B JIEKAPCTBEHHBIX
npenaparax, CreuaIn3uPOBAHHBIX MPOAYKTAX JICUSOHOTO MUTAHUS M MEAUITUHCKUX U3ACITHIX.

29. MOHUTOPUHT U yIpaBJICHHE NOTOKAMHU MALMEHTOB (3JIEKTPOHHAsl PErucTparypa)
BKJIIOYAET:

a) yImpaBJeHHWE W ITUIAHUPOBAHWE TIOTOKOB TAIMCHTOB IPHU OKA3aHUU TICPBUYHOMN
MEIUKO-CAHUTAPHOM TMOMOIIA M  CHEUUATU3UPOBAHHOM  MEIUIMHCKOW TOMOIIA B
CTallMOHAPHBIX YCIOBUAX ((opMupoBaHUE pacHUCaHMUs TNpHEMa CHEHUAIUCTOB, YYEeT H
MJIAHUPOBAHUS 3aHATOCTU KOEYHOTO POH/IA);

0) MOHUTOPHWHT JIOCTYITHOCTH 3allUCH Ha TPHEM K Bpady B CPOKH, YCTaHOBJICHHBIC
TEPPUTOPUATIBHOM  MPOTPAMMOM  TOCYIapCTBEHHBIX TapaHTUW OECIUIAaTHOTO  OKa3aHWs
rpa)xJaHaM MEIUIIMHCKON MOMOIIY;

B) y4eT NPUKPEIUICHHOTO K MEAWIIMHCKOW OpPTaHM3allid U MEIUIIMHCKOMY PaOOTHUKY
HACeJICHHsI, HaIpaBlicHHEe HWHQPOPMAMH O TPUKPEINICHUH IaIMEHTOB B HHGOPMAIMOHHBIC
CHCTEMBI TEPPUTOPUATILHOTO (HOHA 0053aTEIIPHOTO MEIUIIMHCKOTO CTPAXOBAHUS U CTPAXOBBIX
MEJIUIIMHCKUX OpTraHu3aluii;

F) MOHHUTOPHUHI" JOCTYITHOCTH MEJIMIIMHCKOM ITOMOIIIH.

30. Benenue >1eKTpOHHON MeIUUIMHCKOW KapThl nanuenta B MUC MO Bkirodaer:
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a) cOop, cucTeMaTu3auio W OOpaOOTKY CBEICHHWH O JHIAaX, KOTOPHIM OKa3bIBACTCS
MEIUIMHCKAS TIOMOIIb, a TAKXKE O JIMIAX, B OTHOINICHHHA KOTOPBIX MPOBOISTCS MEIHIIMHCKHE
OKCIEPTHU3bI, METUIIMHCKUE OCMOTPBHI M MEIUIIMHCKUE OCBUICTEILCTBOBAHUS TPU OKA3aHUU
MEIUIIMHCKOW TIOMOIIM C BEICHHWEM MEIMIIMHCKOW JIOKyMEHTAIluU, YKa3aHHBIX B CTaThbe 94
®enepanbHOro 3akoHa Ne 323-P3;

0) HazHAaue€HHME JAMArHOCTUYECKHUX HCCIIEIOBAHUM M (POPMUPOBAHHME HANPABICHUS HA
JUAarHOCTUYECKHE UCCIeI0OBaHUsI € paldoyero Mecrta Bpauya, pealn30BaHHOE MJid BCeX
NOJpa3ACieHUd MEIMLUMHCKON OpraHu3aluy, [OJIYYEHUE PEe3yJabTaroB JIUAarHOCTHYECKUX
UCCIIEZIOBAaHUN B DJIEKTPOHHON (QopMe, MEIULIMHCKUX 3aKIIOUeHUH U (MJIM) CCBUIOK Ha
U300paKEHUsI U3 CUCTEMbl XPaHEHUS PE3yJIbTaTOB JUArHOCTUYECKUX MCCIEAOBaHUNA (apXuB
MEAUIIMHCKUAX HU300paKeHUM), KOTOpas MOXKET ObITh YJaJICHHOW, CaMOCTOSITEIbHOW U HE
Bxogsamer B cocraB MUC MO, nonHocteto nHTerpupoBanHoil ¢ MUC MO wunu sBisTees ee
4acTblO;

B) Ha3HAuCHHWE JIA0OPATOPHBIX MCCJICAOBAaHUN M (OPMHPOBAHHME HAMPABICHUS Ha
7abopaTOpHBIC HWCCIICIOBAHUS, IIOJIYyUYCHHE PEe3yIbTaToB JIA0OPATOPHBIX HWCCICIOBAHUNA W3
CHUCTEMBl XPAHCHHS pE3YyJIbTaTOB JIA0OPATOPHBIX MCCIEAOBAHUMN, KOTOpas MOXKET OBITh
VIQJICHHOM, CaMOCTOSITeNIbHOM u He Bxomsamed B cocraB MHWC MO, mnoaHOCThIO
unrerpupoBanHoit ¢ MUC MO wunu sBISTBCS €€ YacTbio, NP ITOM B DIIEKTPOHHYIO
MEAWIIMHCKYI0 KapTy TMalieHTa TMOCTYMalT Bce JaboparopHble JaHHbIE IS BCEX
MO/APA3EICHUN MEUIIMHCKON OpraHu3aluu;

) y4eT  BpPEMEHHOM  HEeTPyJOCHOCOOHOCTHM  (BKJIIOYas  BbLOA4y  JIMCTKa
HETPYIOCIIOCOOHOCTH Ha OyMa)KHOM HOcCUTENE WM B (oOpMe 3JIEKTPOHHOIO JIOKyMEHTa,
JIOTUYECKUI KOHTPOJIb 3aII0JHEHUS JAHHbIX);

1) peaTM3alii0 WHINBHIYaJbHBIX MPOTPaMM a0MIUTAIIN U PEaOUIUTAIINH;

e) BblAa4y MCIAWIMWHCKHX SaKJIIO‘-ICHI/If/'I, CIIpaBOK, PCHOCITOB HA JICKAPCTBCHHLIC
npenaparbsl U MCIUIWHCKHUC U3ICIINA B (bopMe SJICKTPOHHBIX JOKYMCHTOB;,

’K) BBIJIa4y OTPAXKAIOUIUX COCTOSHHE 3I0POBbsS MAIlMEHTa MEAMIIMHCKUX JTOKYyMEHTOB
(VX KOTIMIA) M BBIIHCOK 3 HUX B (JOPME ANIEKTPOHHBIX JOKYMEHTOB" .

7 Tlpuka3 MunuMCTEpCcTBa 37paBoOXpaHeHus Poccuiickoii ®eneparmn or 29 MIoHS
2016 . Ne 4251 "O6 ytBepxknaenuu [lopsika o3HakOMIIEHHS TAIlMEHTa JIMOO €ro 3aKOHHOTO

NPEACTABUTENA C MEOUUUHCKOW JIOKYMEHTAIMEH, OTPAXKAKOWEH COCTOSHHUE 300pPOBbs
nanueHTa" (3apeructpupoBan MunucrepctBoMm roctuuun Poccuiickoit @enepanuu 14 Hos0ps
2016 r., peructpanuonubsiii Ne 44336).

31. Oka3zaHre MEAUIMHCKON MOMOIIN C MPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJIOTHI
OCYILIECTBIsAETCs B COOTBETCTBUH € [lopsiakom.

32. Opraamzanus  npo@uIakTUKH  3a00JICBaHUK  BKJIIOYACT  TPOBEJICHHE
TUCITAHCEPHU3alNK, MPOPUIAKTHICCKIX MEIUIIMHCKAX OCMOTPOB, MHBIX MPOQPUIAKTHUECKUX
MEPONPUATHH, YYET TPaKIaH, MNPOMIEAMHNX MNPODOUIAKTHICCKHE MEIUIIMHCKAE OCMOTPHI,
JIMCIAaHCEPU3ALINI0, B3aUMOJIEICTBHE CO CTPAXOBBIMU MEIMIIMHCKAMHU OpraHU3alUsIMU U
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oOecreunBaeTcss MOCPEACTBOM (POPMHUPOBAHUSA CIHCKOB TpakJaH, KOTOPBIM HEOOXOAMMO
NPOUTH  JIUCMIAHCEPU3ALNI0, NPOOUIAKTUYECKHE MEAMIIMHCKHE OCMOTpPBI, a TaKxke
ABTOMAaTU3UPOBAHHOE BBISBJICHUE CJIy4yaeB, TPeOYIOIIMX pEearupoBaHUss M KOHTPOJIA
HOPEINPUHATBIX MEpP, MOHUTOPUHI HEOOXOAMMOCTH HANpaBli€HUs MallMeHTa Ha BTOPOW 3Tarl
JMCIIaHCEPU3ALIUH.

33. Opranuzanuss HUMMYHONPO(DUIAKTUKK HHQPEKIMOHHBIX OOJE3HEeW BKIIOYAET
BEJCHUE W Yy4YeT JaHHBIX IO OCYIIECTBICHHI0 HMMYHONPO(MUIAKTUKN WH(PEKIIMOHHBIX
OoJie3Hel, B TOM YUCIIE TAaHHBIX MEIUIIUMHCKUX OCMOTPOB U MOCTBAKIIMHAIBHBIX OCIIOKHEHUH B
paMKax  HalMOHAJIBHOTO  KajeHjaaps MNpodUIaKTHUYECKHX TPUBUBOK U KaJleHJaps
npopUIakTUYEeCKUX TMPUBUBOK MO DIUACMHUYECKAM T[OKA3aHHSIM, CTAaTUCTUYECKOM W
AQHAJTUTHYECKON OTYETHOCTH JIJIsl KOHTPOJIA U aHAJM3a 0XBaTa MMMYyHH3allMel HaceJIeHUsI.

V. TpebGoBanus k UHPOPMAITMOHHBIM CUCTEMaM (apMaIleBTHUECKUX OpraHU3aIuil

34. TlocpenctBoM uHOOPMAIMOHHON CHUCTEMBI (DapMalleBTUYECKON OpraHU3aluu
o0ecrieynBaeTcs:

a) y4eT pelENTOB Ha JIEKAPCTBEHHBIC MpenapaThl, CHEIUATU3UPOBAHHBIC MPOIYKTHI
Je4eOHOro MUTAHMS, MEIUWLMHCKUE H3/eNds, B TOM YHCIE PelenToB, C(OPMUPOBAHHBIX B
(bopMe MIEKTPOHHBIX JOKYMEHTOB (B CIlydae NPHHATHSA OPTaHOM HCIIONHHTEIBHON BIACTH
cyobekra Poccuiickoit @enepauuu pemieHuss 00 HCIOIB30BAaHUM HAa TEPPUTOPUU CYObEKTa
Poccuiickoit denepariuu Hapsiay ¢ perenTaMy Ha JIEKapCTBEHHBIE Tpenaparsl, 0OpMICHHBIMH
Ha OyMa)XHOM HOCHUTEJIE, PELIeTITOB Ha JIEKAPCTBEHHBIE Mpenaparsl, CHOPMUPOBAHHBIX B (hopMe
NIEKTPOHHBIX JJOKYMEHTOB" );

6) Y4C€T OTIIYCKa JICKAPpCTBCHHBIX npenapaTOB40, CIICHUAJIM3UPOBAHHBIX IIPOAYKTOB
JIe4eOHOro MUTAHUS U MCINTTUHCKHUX PI3II€J'IHI>1;

B) (OPMHUPOBAHHE YYETHBIX, OTUYETHBIX M MHBIX JOKYMEHTOB, XapaKTEPHU3YHOIINX
NEeSATENbHOCTh (papMalleBTUYECKON OpraHu3aluyd IO OINTOBOM TOProBiie JEKAPCTBEHHBIMU
CpPelCTBaMU, HUX XpaHEHHUIO, NEPEeBO3KE M (WJIM) PO3HUYHOM TOProBiie JEKApCTBEHHBIMU
npenaparamu, ux OTIIyCKY, XpaHEHUIO, IIEPEBO3KE, U3TOTOBJIEHUIO JIEKAPCTBEHHBIX PENApaTOB;

r) uHbIe (YHKIMOHAIbHBIE BO3MOXXHOCTH IO PEIICHUIO Omneparopa MHGOPMaIMOHHOM
CHUCTEMBI, COOTBETCTBYIOLIME HA3HAYCHUIO HH(POPMAIMOHHOW CHUCTEMBI (DapMaleBTUUYECKOM
OpraHu3alliy, NpelycCMOTpeHHOMY ITyHKTOM 4 TpeboBaHuUi.

3 ITynkr 16 wactu 2 crateu 14 ®enepansHoro 3akoHa Ne 323-D3.
* ITynkr 4 crareu 6 ®enepanpHOro 3akoHa Ne 61-D3.

* TIpukas MunncrepctBa 31paBooxpaHenus Poccuiickoii ®enepauun or 11 wmrons
2017 ©. Ne 403u "OO yTBepX)ACHUH MPABWJI OTIYCKa JIEKAPCTBEHHBIX MpENaparoB IS
MEAUIIMHCKOTO TMPUMEHEHHSA, B TOM YHCJIE HMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX

Inpceraparos, AlITCYHBIMHA OpraHu3alrsAMU, HWHINBHUAYAJIbHBIMHA
NpCANpUHUMATCIIIMA, HWMCIOIIMMH  JIMOCH3UIO  HaA @apMaI_IGBTI/I‘-ICCKYIO I[eﬂTeJ'IBHOCTI)"
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(3apeructpupoBad MuHHCTEpCTBOM IocTHIMU Poccuiickoit @eneparun 8 centsiops 2017 r.,
peructpannoHHbIil No 48125).
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