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MNpeancnosue

1 NOATOTOBJ/IEH ®epepanbHbiM rocyfapCTBEHHbIM GOAXETHbIM yuypexaeHnem «LleHTpanbHbli Ha-
YUYHO-MCCNeA0BaTebCKUA MHCTUTYT OopraHu3auun u uHdopmatmsaumm 3apaBooxpaHeHuss MuHucTepcTBa
3apaBooxpaHeHus Poccuiickoli ®epgepauyumn» (LHUNOWU3 MuH3sgpaBa) n O6WecTBOM C OrpaHUYeHHOR OoT-
BETCTBEHHOCTbIO «KopnopaTuBHble 3/1€KTPOHHbIE CUCTEMbI» Ha OCHOBE COBCTBEHHOrO NepeBofa Ha PYCCKU
A3bIK @HM10513bIYHON BEPCUMN MEXAYHAPOAHOro 4OKYMeHTa, yka3aHHOro B NyHkTe 4

2 BHECEH TexHW4eckum KOMUTETOM Mo cTaHdapTusaumm TK 468 «HopmaTusaumnsa 340poBba» npu
LUHVUNOWM3 MunH3gpaBa — NoCTOAHHbLIM npeactasuteniem NCO TC 215

3 YTBEPX/AEH VI BBEAEH B JIEVCTBWE Mpukasom ®efepanbHOro areHTcTBa N0 TEXHUYECKOMY pe-
rynupoBaHuto n metposiornmn ot 30 Hos6psa 2016 r. Ne 1869-cT

4 HacTtoslwmnii cTaHAapT UAEHTUYEH MeXAyHapoaHOMY AOKyMeHTY ISO/TS 14441:2013 «NHdopmaTtu-
3auns 340posbA. TpeboBaHMA 6€30NaCHOCTU U KOH(PUAEHLNANbHOCTU, UCNO/Ib3YyEMbIE NPU OLLeHKe COOTBET-
cteus cuctem EHR» (ISO/TS 14441:2013 «Health informatics — Security and privacy requirements of EHR
systems for use in conformity assessment». IDT).

Mpu NpYMeHeHUn HacTosLWero ctaHgapTa pekoMeHAyeTCss UCMNO0/b30BaTb BMECTO CCbISTIOUYHBIX MeXAy-
HapoAHbIX CTaH4apTOB COOTBETCTBYIOLNE UM MEXrocyfapCTBeHHble CTaHA4apThl, CBEAEeHUs O KOTOPbIX Npu-
BefleHbl B JONO/HUTEIbHOM MpuaoXeHun JA

5 BBEJEH BIEPBbIE

MpaBnia NpUMeHeHNs HaCTOSILLLEro cTaHjapTa yCTaHOB/EeHbl B cTaThe 26 defepanbHOro 3akoHa
oT 29 mioHA 2015 r. Ne 162-®3 «O cTaHgapTu3auum e Poccuiickoih depepaunm». VIHhopmauus 06 ms-
MEHEeHMAX K HacTosWweMy cTaHaapTy nybavkyeTcs B eXerogHom (Mo cocTOosHMI0 Ha 1 AHBaps TeKyLero
rofa) UHOPMaLMOHHOM yKazaTene «HaunoHanbHble cCTaHaapThi», a ouumnanbHblli TEKCT U3MEHEHWI
M NoNpaBOK — B €XeMeCAYHOM MH(opMaunoHHOM ykaszaTene «HauuoHanbHble cTaHgapThi». B criyvae
nepecMoTpa (3aMeHbl) N OTMEHbl HACTOALWEro cTaHAaapTa cCooTBeTCTBYKLEee yBeJoMeHne byaeT
ony6/IMKOBaHO B €XeMeCsAYHOM MHOopMaLUOHHOM yKa3aTene «HauuoHasbHble cTaHgapThl». CoOoTBeT-
cTBylLWas nHpopmaunsa, yBejomaeHne N TeKCThl pa3MelalnTCcsa Takke B MH(OPMaUUOHHOW cucTeme
06LLero nosib3oBaHs — Ha ocmumansHom caiTe defepanbHOro areH TCTBa N0 TEeXHUYeCKOMY perynmpo-
BaHWIO 1 MeTponorun B ceTn NHTepHeT (Www.qost.ru)

© CraHpapTuHopm. 2017

HacTosiuit cTaHAapT He MOXET 6bITb MO/IHOCTLI UM YACTUYHO BOCNPOMU3BEAEH, TUPAXNPOBAH W pac-
npocTpaHeH B kayecTBe ohuLManbHOro n3ganus 6e3 paspewerHus GegepasbHOro areHTCTBa Mo TEXHUYECKO-
My PeryaupoBaHuio U MeTposiornu
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BeBepeHve

B cBA3M C pa3BUTUEM MECTHbIX, PerMoHasibHbIX U HaUMOHaNbHbIX UHPOPMALMOHHBLIX CTPYKTYP 3/1€K-
TPOHHOTO yYeTa 340p0BbS CUCTEMbI 3/IEKTPOHHbIX KapT nauumeHTa UCNosb3ylTCs BO MHOMMX MecTax okasa-
HWA MeAWLMHCKOM nomolyu, KoTopble moceljalT nayueHTbl [KAMHNYECKMe CUCTEMbl MyHKTa 06CAYyXMBaHWA
(point of service, POS)]. MoMUMO Taknx yupexaeHuit, kak 601bHULbI, B KOTOPbIX CUCTEMbI, YCTAHOBJIEHHbIE B
pasnnyHbIX OTAEeNIeHNAX (Hanpumep, CECTPUHCKUIA MOCT), Kak NpaBuio, UHTErpupoBaHbl B KapTy OTAe/1bHOro
nayueHTa, Hebo/blINE CUCTEMbI CMeLNanbHOro HasHavyeHus, HanpuMep 3N1eKTPOHHbIE MeULMHCKUE KapThbl
(Electronic Health Record. EHR), Takxe ncnonb3yoTcsa BO BpayebHbix kabnHeTax n 4pyrnx HeobLwecTBeHHbIX
yupexieHusax, Hanpumep OTHOCALUXCA K 34paBOOXPAHEHUI0 HacesleHUsi, B KOTOPbIX C/I0XHOCTb CUCTEM W
MeCcTHOI UHPACTPYKTypbl noaaepxkn T 3HaunTenbHo HMUXe. Tak Kak CTpaHbl HauMHalT 06beAUHATL Takue
CUCTeMbl MEAULIMHCKOTO 06CAyXMBaHNA ¢ MHPOCTPYKTypamu EHR (Mnu xe HanpsaMyo o6MeHnBaTbCs KANHU-
YeCKUMU AaHHbIMU C APYTUMU KIUHNYECKUMU cucTemamm POS nocpefCcTBOM CBSA3KM «CUCTeMa — CUCTeMa»),
6e30nacHoOCTb M KOH(UAEHLNAaNbHOCTL 3TUX CUCTEM CTAHOBUTCSA ropasfo 60os1ee BaXHOI 1 CI0XHON 3ajayei,
4yeM B Cayyasx, Korga cuctemMbl pabotaloT aBTOHOMHO WU/W He CBA3aHbl C ApPYyrumun cuctemamu. [ina obecneve-
HUS Hagnexauelh peanusaunv Tpebyembix CTaHAapTOB B 3TUX cMCTeMax, YTobbl OHM MOrxM 6e3onacHo B3a-
uMogeiicTBoBaTb C MHpOCTPyKTypamn EHR 1 coxpaHaTb KOH(UAEHUNaNnbHOCTb NHGOpMaL M 0 nauneHTax,
MHOTMe CTpaHbl MCNOMb3YIT Nporpammbl cepTudunKaunum n NPoBepKN COOTBETCTBUSA C Lienbio obecneyeHns
06BbEKTUBHOIO CBMAETeNbCTBA COOTBETCTBUA 3TUM TpeboBaHMAM.

HacTosAwwuii ctangapT onpegenset Tpe6oBaHUsA k 6€30MacHOCTV U KOH(UAEHLMaNbHOCTH, CO6paHHble
13 BbllUeNepeync/ieHHbIX CTaHAapPTOB U OCHOBaHHbIe HA MUPOBOM OMbITe, KOTOPble AO/KHbI ObITb peannso-
BaHbl Ha MOMEHT aTTecTalMOHHOIO TECTUPOBAHUA COBMECTUMbIX KAUHUYECKMX cuctem POS (anekTpoHHas
KapTa nauueHTta), Bzaumogeicteywmx ¢ EHR.

PaccmoTpeHHble knHnYeckne cuctembl POS npuHuMaloT, XxpaHaT, o6pabaTbiBaloT, oTo6paxatoT u nepe-
[atloT KIMHUYEeCKNe faHHble U feliCTBUS NO ynpaB/ieHno, a Takke MHpopmMaLnio, OTHOCALLYIOCS K NONb30Ba-
TeNnAM cucTemsl (gemorpaduyeckme, nepcoHasbHble fJaHHble).

[locTyn K cucteme paspelleH TO/IbKO YNO/IHOMOYEHHbIM U 3aperncTpupoBaHHbIM nosib3osaTensam. Ta-
KUMW NONb30BaTENAMU ABAAIOTCA:

- MeJUUMHCKNe PabOoTHUKMN, KOTOPble OCYLWeCTBASAT BBOJ, BbI6GOP W UCMO/MbL3YIOT AaHHbIe NauueHTa,
KNMHUYEeCKNEe METOLAMKN N CTaTUCTUYECKME flaHHble;

- aAMMUHUCTPaTOpbl, KOTOPblE BHOCAT M YMTAOT NepcoHasbHble n gemorpaduyeckme gaHHble nauneHTa,
aMUHNUCTPATUBHYIO U CTATUCTUYECKYI0 HDOpMaLmio:

- aAMWHUCTPaTOpbl, KOTOPblE KOHTPOIMPYIOT NOSIHOMOYMSA NoMb30BaTenell, co3falT pe3epBHble KONuK,
npefocTaBAAOT KOHMUTypaLmnio CUCTeMbI, BKIOYAs TeX. KOTOpble 0TBeYaloT 3a 6e30NacHoOCTb;

- ayAuTopbl, KOTOpblE U3yYaloT ay4uTopCcKue cnepsl,

- Apyrue cuctembl EHR. KoTOpble BBOAAT U NPUHUMAIOT AaHHbIE,;

- 06BbeKTbl MOyYeHUA MeJULMHCKON NOMOLMU U UX npeacTaBuTenn, NpuHUMaloLlmne peleHns, nMero-
e orpaHNYeHHbIli JOCTYN K BBOAY W Bbl6OPY YTBEPXAEHHBIX AaHHbIX.

K cOBMECTUMbIM KIMHUYECKUM cuctemam POS npumeHATCa cnefytoline 0OCHOBHbIE JONYLWEHUSA:

- 06bekT oueHkn (TOE) moxeT BkaouyaTb B ceba kommepyecku goctynHoe (COTS), rocyaapcTBeHHoe,
3anaTeHToBaHHOe U 6ecnsiaTHoe nporpammHoe obecneyeHune (MO), a Takxke MO € OTKPLITbIM UCXOAHLIM KO-
[OM;

- ayTeHTUnLuMpoBaHHbIe Nofb30oBaTeNN NPMU3HAIOT HEOBXOANMOCTb B 3alULLEHHON NHOPMALMOHHOW
cpefe;

- ayTeHTUMLUMpOBaHHbIe NoMb30BaTeNN MOryT ObITb NPOBEPEHbI HA COOTBETCTBME MOMMTUKE o6Gecne-
yeHnsa 6esonacHoOCTK opraHusalmm:

- crnocobbl obecneyeHnsa KOMMepyecKkoii 6e30NacHOCTU peann3yrTcs C y4eToM TOro, 4TO MOXeT (M He
MOXeT) 6bITb BbINOSIHEHO B KIMHUYECKUX YCNOBUAX AO/KHBIM 06pasom;

- Hagnexatuyee ynpasieHue cMCTeMoli 3alKTbl BbINOSIHAETCA B NpoLecce yCTaHOBKU aKCnyaTaunm cu-
CTeMbl.

HacTosiwmnii ctaHgapT OCHOBaH Ha MeXAyHapoaHbIX cTaHAgapTax, koTopble 6bl1n paspaboTtanbl MCO/TC
215 pna EHR. a Takxe gpyrux ctaHgaptax WCO. Hanpumep, cepun ctaHgaptos NCO/M3IK 27001 wu
MCO/M3K 17000. paspaboTaHHbix kKoMuteTom MCO no oueHke cooTBeTcTBUss (CASCO). HacTosiwumii cTaH-
[apT Takxke OoTpaxaeT OfbIT, KOTOPbIM pasfinyHble CTpaHbl 06N1a4al0T B HacTosllee BpeMs, B peanusayuun
nporpamm cepTudukaLmm n NpoBepKn COOTBETCTBUA A5 CO6M0AeHUA TpeboBaHWUi KOHUAeHLanbHOCTH

v
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1 6€30NacHOCTU B YCNOBUAX, NPU KOTOPbIX KIMHUYECKNE CUCTEMbI 3/IEKTPOHHbIX KapT nayueHTa B NyHKTax 06-
CNY>XUBaHNUA MOTYT UMETb BO3MOXHOCTb paboTaTb C pernoHanbHbIMU U HauMoHanbHbiMU EHR, nogaepxvsas
MHTeponepabenbHOCTb.

HacToswuii cTaHaapT BkAYaeT B cebs:

- TpeboBaHua 6e30nNacHOCTU U KOH(PUAEHLMANbHOCTK, KOTOpPble Heobxoanmo cobnaaTe Ans obecne-
YeHua 3aWuTbl MHOPMaL MK, a Takke OCHOBHbIE KaTeropun HapyleHus 6e30nacHocTy;

- 0630p TeopeTnyeckoi 6a3bl TpebGoBaHMIA;

- PYKOBOJACTBO MO NepefoBbIM MPakTUY4ECKMM METofam MO COCTaB/EHUID W NOALEPXAHUIO Nporpamm
OLeHKMN COOTBETCTBUS;

- onucaHue npouecca OLEHKN COOTBETCTBUA, BKIOYAlOLLEe KHUYEBbIE NMOHATUS U TEXHOOMUN.

B npunoxeHun A npepgoctaBneHbl 60nee nogpoGHas MHOPMaUUs O MOLENAX U npoueccax OLeHKU
COOTBETCTBMSA, a TakXe NpUMepbl MPorpamMmm OLLeHKU COOTBETCTBUS B YeTbipex cTpaHax (Ha nepuog 2010 r.).

B npunoxeHnn B npepoctaBneHa geTtanbHaa npoeepka TpeboBaHuii KOHpUAeHLnanbHOCTM 1 6e3onac-
HOCTM Ha MecTe B NATW LPUCAUKLMAX HA MOMEHT NOATOTOBKM HaCTosAWero ctaHgapTa. [aHHblii aHanu3 6bin
“cnonb3oBaH Npu onpegeneHnn TpeboBaHUi K KOH(UAEHLMaNbHOCTA 1 6€30MacHOCTU, NPUBEAEHHbIX B pas-
pene 5.

HacTtosiwmnii ctaHfapT A4O/MKEH UCNOMb30BaThbCA areHTCTBaMu, KOTOpble NMPOBOASAT akkpeauTauuno umm
MCNob3YT NporpaMmbl ANa cepTudukaymm MeguLUHCKUX NPOrPaMMHbIX NPOAYKTOB NOCPEACTBOM OLEHKU
COOTBETCTBMSA B COOTBETCTBMM CO CTaHgapTamu no KOHpuaeHumanbHOCTN M 6e30nacHOCTM, MocTaBLMKaMu
nporpaMMHoro o6ecnevyeHuns, 40Ka3blBaLW MU COOTBETCTBME NMPOAYKUUM 3TUM TpeGOBaHUAM, M 3aKasluuka-
MW f@aHHbIX CUCTEM, KOTOPbIM HEO6X0AMMa rapaHTUs TOro, YTo Tpe6oBaHMA COGMIOAEHDI.
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HAUMWOHAANBbHEBIN CTAHAOAPT POCCUMCKOM PEOEPALUM

NHPOPMATU3ALUNA 300POBbA

Tpe6oBaHMA 3aWnThl U KOHUAEHLManbHOCTN cuctem EHR,
ncnosb3yemMble NPy OLEHKE COOTBETCTBUA

Health informatics. Security and privacy requirements of EHR systems for use in conformity assessment

[ata BBegeHns — 2018—01—01

1 O6nacTb NpUMEHEHNS

HacTosAwwuii ctaHgapT pacnpocTpaHAeTCs Ha CUCTEMbl 3/1IEKTPOHHbIX KapT mauueHTa B MyHKTax megu-
LMHCKOTO 06CnyXuMBaHusA, KoTopble obecneynBalT B3anmogeicteme ¢ cuctemamm EHR. AnnapaTtHble cpeg-
CTBa W cpeAcTBa ynpaB/ieHUss TeXHONO0TMYEeCKMM NPOL,ecCoOM He BXOAAT B 06n1acTb NnpumMeHeHus. Hactosawmi
cTaHgapT paccmaTpusaeT Npob6aembl X 6€30MacHOCTM U 3alUTbl KOHMUAEHLManbLHOCTU NyTeM npejocTas-
neHus paga Tpe6oBaHuii 6€30MaCHOCTU U KOH(UAEHLMaNbHOCTN Hapagy C pyKoBOACTBOM U MepefoBbiMU
npakTuyeckMMu meTofamMu 415 OLEeHKN COOTBETCTBUSA.

CrtaHgapt MCO/M3K 15408 (Bce yacTu) onpepensetr «06bekT OLEHKM» AN OLeHKn 6e30macHoCTH
npoayktoB WT. Hactoawwuii cTaHgapT BKAOYaeT nepekpecTHoe conocTtasieHne 82 TpebosaHuii 6e3onac-
HOCTW ¥ KOH(PMAEHUNANbHOCTN B COOTBETCTBUM C KaTeropuamu obuinx kputepues 8 MCO/MIK 15408 (Bce
yacTtu). KnuHuueckoe nporpamMmHoe obecneyeHne NyHKToB ob6cnyxusaHua (POS). kak npasusio, siBNseTcs
4yacTblo 60/blIel cucTeMbl, HanpuMmep, PyHKLUMOHNPYET Ha OCHOBE OMepaLMoHHON CMCTeMbl, Takum obpa-
30M, OHO 0/XHO paboTaTb COBMECTHO C APYrMMU KOMMNOHEHTaMu AN o6ecneyeHnsa Hajnexaliero ypoBHs
6e30MacHOCTM M KOH(MAeHUMnanbHoCcTU. HecmoTpa Ha To 4yTo npodwunb 3awntbl (PP) BkaovaeT B cebs
TpeboBaHuA K hyHKLMAM 6€30NacHOCTU KOMMNOHEHTOB A8 NOAAEPXKM CNYX6 6e30NacHOCTUN CUCTEMbI, OH
He onpejenseT NPOTOKO/Mbl U CTaH4aPTbl 418 OLEHKU COOTBETCTBMA U He 3aTparnsBaeT Tpeb6oBaHUN KOHDU-
[eHLNanbHOCTH.

HacTtoswmnii cTaHfapT cocpefoToYeH Ha ABYX OCHOBHbIX BOMpocax;

a) Tpeb6oBaHusA 6e3onacHoCTu U KOHhuaeHunanobHocTn (pasgen 5). Pasgen 5 aBnaeTcs TEXHUYECKUM 1
npegocTasfseT ncuepnbiBawLWmnii Habop 82 TpeboBaHuii, He06X0ANMBIX ANA 3alWNTbI (MHGOpMaLnW, nauneH-
TOB) OT OCHOBHbIX BUAOB puUcka, paccMaTtpuBaeT BOMPOChbl 6€30MacHOCTM U KOHMUAEHLManbHOCTU MecT okKa-
3aHUA MeAULMUHCKOW NOMOLLM, COBMECTUMbIX KIMHMYECKUX (3/1EKTPOHHAsA KapTa naumeHTa) cuctem. [laHHble
TpeboBaHNA NMPUMEHNMbI NPU OLLlEHKEe COOTBETCTBUA.

b) MepepoBas nNpakTMka U PyKOBOACTBO MO CO3AaHWI0 W NOAAEPXKE NPOrpaMM OLEeHKW COOTBETCTBUSA
(pa3gen 6). Pasgen 6 gaet obliee npeAcTaB/feHNsa O NPUHLMUNAX U METOAaX OLLeHKN COOTBETCTBUSA, KOTOpble
MOTYT 6bITb MCNO/IL30BAHbLI OpraHamMy rocyapCTBeHHOro ynpas/ieHus, opraHn3aunsmMmn MecTHOro ynpasie-
HVA. Nnpod)eccuoHanbHbIMU 06beANHEHNAMN, pa3paboTuynkaMn NporpaMmMHoro obecnevyeHus, ob6begnHeHU-
AMW N0 MeAMLMHCKOW MHopmaTuke, npeacTaBuTeNsIMM nauueHTa u 4pyruMu ¢ Lenblo NoBbILEHUSA YPOBHS
COOTBETCTBUA TpeboBaHMAM 6€30MNacHOCTM U KOHMUAEHLMaNLHOCTU MeAMLMHCKOTO NporpaMmMmHoro obecne-
yeHus. MpunoxeHne A npefoctaBnseT AOMNOMHUTENbHYIO UHOpMaLMio, KoTopass MOXeT 6biTb Nosie3Ha AN

MN3paHue ouymansHoe
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pasHbIX CTpaH Npy NPOEKTUPOBAaHMM NPOrpamMmM OL,EHKN COOTBETCTBUSA, HANpPUMep AONOHUTENbHbLIN MaTepuan
no mogenam 6msHec-npoLecca OLEeHKN COOTBETCTBMA, MeTOAAM M APYIMM acnekTaMm, a Takxe HarnsgHole npu-
Mepbl OL,EHKN COOTBETCTBUSA B YeTblpex CTpaHax.

Monutuka, NnpuMeHaemMas K MeCTHbIM, perMoHasbHbIM WM HauWOHas/IbHbIM YC/IOBUAM peanusauuu, a
Takxe MeToAnYeCcKUM, aAMUHUCTPaATUBHbIM M hu3nyeckuM (BKNYaa annapatHoe obecnevyeHne) acnekram
ynpasneHna 6e30MNacHOCTbI0 U KOHPUAEHUNANTbHOCTbIO, HE BXOAUT B 06N1aCTb NPUMEHEHUA [AHHOTO CTaH-
papTta. YnpaBneHne 6e30MacHOCTbI0 BXOAUT B 061acTb npumeHeHns MCO 27799.

2 HopMmaTuBHbIE CCbI/IKM

Cnepyowme 4OKYMEHTbl NOMTHOCTbIO WM YaCTUYHO NPUBESEHbl B HOPMATUBHbIX CChIfIKax B HACTOALWEM
cTaHgapTe, U UX NPUMEHeHNe SIBASeTCA Heo6XoAUMbIM. [na AaTUPOBaHHbIX CCbISIOK UCMO/b3YHOTCSA TObKO
LMTMpPOBaHHble U3gaHusa. Jna HefaTUPOBaHHbIX CCbIZIOK NPUMEHSETCA NnocnefHee nsgaHve fOoKyMeHTa, npu-
BEAEHHOrO B CCbl/IKe (BKMtOYas nobble nonpasku).

ISO/IEC 17000. Conformity assessment — Vocabulary and general principles (OueHka cooTBeTCTBUSA.
Cnosapb 1 06LMe NPUHLNMBI)

ISO 27799:2008. Health informatics — Information security management in health using ISO/IEC 27002
(MHpopmaTnsauma 340poBbA. MeHeXMEHT UH(DOPMAaLMOHHON 6€30MacHOCTM B 34paBOOXPaHEHNN MO CTaH-
fapty MCO/M3K 27002)

3 TepmuHbI 1 onpeaeneHust

B HacTosileM cTaHgapTe NpUMeEHEeHbl cieayolume TEPMUHbI C COOTBETCTBYHOLWUMU ONpeseneHnsiMu.

3.1 nogoTyeTHOCTb (accountability): MpuHu“n, B COOTBETCTBUN C KOTOPbIM husmyeckme nuuya, opraHu-
3alumn n o6LWecTBO OTBETCTBEHHbI 3a CBOW AeliCTBMA U MOTYT OblTb 06513aHbl 06BACHUTL UX APYTUM.

[NCO 15489-1:2001. cTtaTbs 3.2)

MpumeuvaHne — TpebyeTcs, YTO6bI BCe nonb3osatenvt MM/ 6binv JOCTYNHbI NPOCNEXUBAHMIO.

3.2 KoHTpoNb AgocTyna (access control): cpeacTso, 61arogapsa KOTOpoMy AOCTYN K pecypcam cucTe-
Mbl 06paboTkM AaHHbIX pas3pelleH TO/bKO aBTOPM30BAHHLIM fMLAM W OCYLLEeCTB/ISIETCA YCTaHOB/IEHHbIM
cnoco6om.

[MCO/M3K 2382-8:1998. cTtaTbs 08.04.01]

3.3 opraH no akkpeguTtauuu (accreditation body): ABTOpuUTeTHbIli opraH, KOTOPbIA NPOBOANT akkpeau-
Tauuto.

MpumeyvaHne — Kak npasuso, opraH Nno akkpeauTauum nosyyaet nosHOMOYUS OT NpaBUTENbCTBA.

[NCO/M3K 17000:2004. ctaTbs 2.6)

3.4 o6e3nmuusaHune (anonymization): MNpouecc, B pe3ynbTare KOTOPOro yaansercsa accoymaumnsa mexagy
HabopOM MAEHTUMDULUPYIOLLNX faHHbIX N CYOBEKTOM AaHHbIX.

[NCO/TS 25237:2008. ctatba 3.2]

3.5 pecypc (asset): Bce. 4To npegcrtasnseT LEHHOCTb A1 OpraHu3auunu.

Mpumevannsa

1 B koHTeKcTe 6e30MacHOCTU MeAULMHCKOW MHhopMaL MHOPMAaLMOHHbIE Pecypebl BKIKOYAOT MeAWLMHCK/E
JaHHble. |T-cepBuChI, annapaTHble cpefcTBa, NporpaMMHoe obecreyeHune, cpeacTsa CBA3N, VHIOPMAaLMOHHbIE HOCUTe-
nu. IT-annapatypy 1 MeguLMHCKME NPUGOpPbI, PErMCTPUPYIOLLME 1K coobLuatoLLye AaHHbIe.

2 Mo NCO/M3K 27000:2012. cTatbd 2.4.

3.6 rapaHTus (assurance). Pesynbtar Ha6opa MeToA40B COOTBETCTBMUSA, C NOMOLLbIO KOTOPOro opraHusa-
uns gocTuraeT 4OBepUs B cTaTyce ynpasieHus MH(OPMaLMOHHOW 6e30NacHOCTbIo.

3.7 aTTecTayus (attestation): Bolgaya 3ak/ll0ueHUsi, OCHOBAHHOTO Ha NPoBepKe, C MOCNEAYIOWUM pelue-
HWEM O TOM. YTO BbINOSIHEHME YKa3aHHbIX Tpe6oBaHui 6bIN10 AOKa3aHo.

MpumeuvaHunsna

1 NToroBoe 3asBrieHne, ykasaHHOe B HACTOSLLEM CTaHAapTe Kak «3asBfieHe O COOTBETCTBUN», COLEPXUT rapaH-
TUIO TOTO, YTO BCe YKaszaHHble TpeboBaHus Gblan CobMOAEeHbI. Takas rapaHTVs cama no cebe He obecneymBaeT AOroBOp-
HbIX WV APYrUX NPaBOBbIX FapaHTUA.

2 Cm. Takke obnactb attectauyun (scope of attestation).

3 Mo MCO/M3K 17000:2004. ctatbs 5.2.
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3.8 ayaunT (audit): CuctemaTnyeckuii, HezaBMCUMbIi U 4OKYMEHTUPOBAaHHBI NMpOLEecC NoayyYeHusa 3anu-
ceil. hukcnpoBaHnsa hakToB UM APYroit COOTBETCTBYIOLWEN NHDOPMALUM U UX OO BEKTUBHOM OLEHKMN C Lenblo
onpefeneHna cTeneHy BbIMOSHEHNA yKa3aHHbIX TpeboBaHuiA.

MpunmeyaHne — B TO BpeMs Kak NOHATUE «ayauT» OTHOCUTCH K CUCTEMaM YNpaB/ieHUs, MOHATUE «OLeHKa»
OTHOCUTCA K OpraHam no oueHKe COOTBETCTBUA, a TakKXke UCMONb3YyeTCA B 6onee O6LLleM CMbICie.

[NCO/M3IK 17000:2004. ctaTtbs 4.4]

3.9 rotoBHOCTb (availability): CBOWCTBO GbiTb AOCTYNMHbIM W FTOTOBbLIM K MUCMNO/Ib30BAHMUIO MO 3anpocy
aBTOPM30BAHHOIO Cy6bekTa.

[MCO/M3K 27000:2012. cTtaTtbsa 2.10]

3.10 cepTtudmkaymusa (certification): ATrectaumus, nposognmasn TpeTbeil CTOPOHOI, OTHOCALWAACS K NPo-
AyKLMK, npoueccam, cuctemam uau nuuam.

MpumeyaHne — Tlo NCO/M3K 17000:2004, ctatbsa 5.5.

3.11 cooTBeTcTBUE (compliance): leiicTBMe, HanpaBNeHHOE Ha TO, YTO HEO6XO0AMMO ANA BbIMNOSHEHMWSA
yCTaHOBJ/IEHHOrO TpeboBaHuWA.

3.12 koH(uaeHunanbHocTb (confidentiality): CBoiicTBO, NP KOTOPOM UHOPMaLUS HEQOCTYNHA UK
3aKkpbiTa 419 HEaBTOPMIOBAHHbIX TNL,. CYOBEKTOB UM NPOLECCOB.

[NCO 7498-2:1989. cTtatbs 3.3.16]

3.13 oueHka cooTBeTcTBUA (conformity assessment): [lokazaTenbCTBO TOr0, 4YTO 3afaHHble TpeboBa-
HUSA, OTHOCALWEeecA K NpoAyKLUKU, npoueccy, cucteme, NULY AN opraHnu3auumn, BbINOSTHEHbI.

Mpumevanne — Mo MCO/M3K 17000:2004. ctatbs 2.1.

3.14 cuctema oueHku cooTBeTcTBUA (conformity assessment system): Mpasuna, npoyeaypbl U pyKo-
BOACTBO [1/151 BbINO/IHEHUSI OL,EHKN COOTBETCTBUS.

MpumeuyaHne — CuUCTEMbl OLEHKM COOTBETCTBUS MOTYT AelCTBOBaTb HA MEXAYHAapOAHOM, PervoHasilbHOM,
HaLMOHa/TbHOM WU CYyGHALMOHANBHOM YPOBHE.

[NCO/M3K 17000:2004. ctaTba 2.7]
3.15 cy6bOKT gaHHbIX (data subject): /InLo, K KOTOPOMY OTHOCSTCS AaHHbIE.

MpumeuyaHne — B HACTOSILLEM CTaH4APTE TEPMUH «CYGBHEKT [aHHbIX» OTHOCUTCS K OTAE/IbHOMY nnuy (B OT-
Nyre oT rpynnbl ).

3.16 cy6bekT (entity): dusmyeckoe uan LpuaNYECcKoe NNLO, OpPraH BAAcTu, yupexaeHue wav nwoboi
Lpyroii opraH.

MpumedyaHne — B KOHTEKCTE, HE BXOASLLEM B 06/1aCTb NPUMEHEHUS HACTOSLLETO CTaHAAPTa, TEPMUH «Cy6b-
€KT» MOXET NPUMEHSITbCS K (OM3UUYECKOMY /1LY, XUBOTHOMY, OpraHv3aLnn, akTMBHOMY U/ MACCMBHOMY OGBEKTY, YCTPOIi-
CTBY WM rpynne NpeaveToB, KoTopble 06/1a4atoT NAEHTUPUKALMOHHBIMUA AAHHBIMM.

3.17 pessTeNnbHOCTb NO OLEeHKe COOTBETCTBMA nepBoil ctopoHoii (first-party conformity assessment
activity): [leaTenbHOCTb NO OLLEHKE COOTBETCTBUSA, KOTOPYH OCYLECTBASKT ANLO WAKW opraHusauus, npeg-
cTaBnsAwLmne 06BLEKT.

Mpumevannsa

1 CMm. Takxe AeATeNbHOCTb N0 OLEHKE COOTBETCTBUS BTOPOI CTOPOHOI M feATeNbHOCTb NO OLEHKe COOTBETCTBUS
TpeTbeli CTOPOHOIA.

2 Mo MCO/M3K 17000:2004. cTatbs 2.2.

3.18 megununHckaa nudopmaynoHHaa cuctema (health information system): XpaHunuuie nHdopma-
LM 0 340pOBbe CybbEKTA NONYyYEeHUA MeAULMHCKOW nomouim B hopme, yA06HON AN 06paboTKM BblUMCIN-
TeNbHOW MalWHOW, HafeXHOo XpaHsuieiicsa, nepegaBaemMoli U JOCTYNHOW HECKONbKAM 3aperncTpupoBaHHbIM
nosib3oBaTesnam.

[NCO 27799:2008, ctatba 3.1.2]

MpumeuvaHunsn

1 OHa 1meeT 06LLEeNPUHATYIO TIOFMYECKY0 MHCHOPMALIMOHHYIO MOAESb, KOTOpas He 3aBucuT oT cucteM EHR (anek-
TPOHHAsA MeAnLMHCKas KapTa).

2 Ee OCHOBHOI1 Liefbio iBNSETCA NOAAEPXKKA MOCTOSAHHON, 3(PEKTUBHON N KaUeCTBEHHO! MHTErpupoBaHHON Me-
AVLMHCKOI NOMOLLY; OHa COAEPXUT MHhOpMaLMIo, KOTopas SIBNSETCS PeTPOCNEKTUBHOW, OAHOBPEMEHHO UCMOb3yeMoii
N NepcnekTUBHOM.
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3.19 megununHckaa nomouwb (healthcare): /llo6bie BMAbLI ycnyr, okasbiBaemble cneunanuctamm wuam
CpeAHUM MeAULMHCKAM NepcoHasnoMm, BAUSLWMe Ha COCTOAHME 3[40POBbA.

[EBponeiicknii napnameHT. 1998. cornacHo BO3]

3.20 meanuymnHckan opraHmnsaumns (health organization): OpraHusauus, HanpsAMY yyacTByloLwasn B 0Cy-
LWeCcTBNEHUN feaTeNbHOCTU B 061acTu 34paBooxpaHeHus.

Mpumevanne — Tlo NCO/TR 20514:2005. ctartba 2.21.

3.21 cneyunanunct 3gpaBooxpaHeHunsa (health professional): /linyo, ynonHomo4yeHHOe aBTOPUTETHbLIM
OpraHoM Ha ocyliecTB/ieHVNe onpeAeneHHol MeanLMHCKON AeAaTeNbHOCTN.

Mpumeyvannsa

1Mo matepuanam MCO 17090-1:2008. ctatbsa 3.1.8.

2 OnpepenseMbiM TEPMUHOM YacTo ABSETCA «PaboTHUK 34paBooXpaHeHns». B HacToawwem cTaHgapTe 6b1710 npu-
HATO NPaBW/Io, HA OCHOBaHUM KOTOPOro TEPMUH «MeaunumHcKas noMoubu (healthcare) cokpalaeTca 0 «MeaULUHCKNA»
npy Ucnonb3oBaHun B chopme npunararenbHoro. Mpy ncnonb3osaHuy B hopMe CyLLeCTBUTESNIBHOTO C/I0BO «MOMOLLb» CO-
XpaHAEeTCSA. HO B Ka4ecTBe OTAENbHOro C/1oBa (Hanpumep, NpefocTaBneHne MeauUMHCKOM NOMOLLY).

3.22 ngeHTnyHocThb (identity): Habop aTpnbyToB, KOTOPble MO3BO/IAT pacno3HaTtb, CBA3aTbCA UM 06-
HapyXUTb 06EKT OKa3aHUsa NOMOoLL .

3.23 ono3HaBaemoe nuuo (identifiable person): ToT. KTO MOXeT 6bITb NAEHTUDULMPOBAH NPAMO WU
KOCBEHHO, B YACTHOCTW C MOMOLLbI UAEHTU(UKALMOHHOIO HOMEepa UM C NOMOLL b0 OAHOTo UNKn 6onee dak-
TOPOB. ONpeAeneHHbIX ANa ero uanvyeckon, PU3NoN0rM4ecKoi, YyMCTBEHHON, 3KOHOMUYECKOW, KyNbTypHOI
NN coumanbHOW NAEHTUYHOCTH.

[AnpekTuBa 95/46/EC EBponeiickoro napnameHta n CoseTa oT 24 okT6ps 1995 r. no Bonpocam 3a-
WKUTbl OTAENbHbIX UL, B 06/1aCTM 06paboTKM NepCcoHaNbHbIX AaHHbLIX U CBOGOAHOIO NEpPeMeLLeHNs Taknx
AaHHbIX]

3.24 npeHtudunkauymnsa (identification): OnosHaHue nuua B onpegeneHHOM JOMEHe € NoMoLblo Habopa
ero nnu ee aTpuobyToB.

3.25 ynpaBneHune nHgopmayueii (information governance): MNMpowueccbl, C NOMOLLbIO KOTOPbIX Op-
raHusaumsa nosnyyaeTt rapaHTUIO TOro, 4YTO PUCKMU, CBA3aHHble C ee MHoOpmauueil u. cnegosaTefnibHo, C
onepaunoHHbIMU BO3MOXHOCTAMWU U LLeIOCTHOCTbIO OpraHusauunu, onpegeneHbol U 3PEKTUBHO KOHTPO-
nupyoTcs.

3.26 KOH(MaeHUnanbHoOCTb MHpopmaunm (information privacy): MNMpaBa 1 0653aHHOCTU OTAENbHbIX
NUL 1 opraHmsauunii, cBsi3aHHble CO COOPOM, WCMOMb30BaHWEM, XpPaHeHWEeM, pasrnalleHnem u yganeHuem
NINYHBIX AaHHbIX.

[OcHoBaHO Ha onpeAeneHnn KOHPUAEHUNANTBHOCTU U3 «OBWENPUHATBIX MPUHLUMNOB COXPAHEHUS KOH-
hunaeHunanbHOCTN» AMEPUKAHCKOTO UHCTUTYTa AUNJIOMUPOBAHHBIX BYXranTepoB-peBMI0OPOB U AUNIOMUPO-
BaHHbIX 6yxrantepoB KaHagbl]

3.27 3awmnta nHdpopmayunm (information security): CoxpaHeHne KOHPUAEHLNANBHOCTU, LLENOCTHOCTU U
[OCTYNHOCTU UHopMaL K.

MpumeyaHue — Kpome TOro, MOryT 6biTb BKIOUYEHBI APYTME XApPaKTEPUCTUKUA, Takue Kak Nof/MHHOCTb, Mo-
[lIOTYETHOCTb. BOCMPENSATCTBOBaHME 0TKa3y OT aBTOPCTBA W JOCTOBEPHOCTb.

[MCO/M3K 27000:2012. ctatba 2.30]

3.28 npoBepka (inspection): MNpoBepka NpoeKTUPOBaHUSA NPOAYKLMK, NpoLecca A ycTaHOBKM U onpe-
[leneHne nx COOTBETCTBUSA 3afaHHbIM Tpe6GOBaHMAM WUAN HA OCHOBe MPOeCcCUOoHaNbHOro CyXAeHnsa — 06-
1M TpeboBaHMAM.

MpumeyaHue — KOHTPOSb MPOLLECCA MOXET BKIOUATL B Ce6S1 MPOBEPKY NepcoHasia, 060pyA0BaHNS, TEXHO-
NI0TUN 11 METOAO0/IOTAN.

[NCO/M3K 17000:2004. ctaTtbs 4.3]

3.29 nepcoHa/ibHble AaHHble 0 cocTosAHUKN 380poBbA; MM/ (personal health information: PHI): VK-
dopmauuns o pacnosHaBaemom nuue, KoTopass 0OTHOCUTCH K PU3NYECKOMY WU NCUXUYECKOMY 340POBbI0 OT-
[eNbHOro NnLa Un K okasaHuio MeULUHCKUX YCNYT OTAENbHOMY finLy.

MpumeuvaHusn

1 Takas uHhopmaLysa MOXeT BK/IoUaTh B cebs: a) MHopMauyio 0 peructTpauuy inua Ana npefoctas/ieHns me-

AVUMHCKUX YCNYT; b) MHGopMaLuio 0 NaaTexax Win HaIuny npasa Ha okasaHue MeAyLMHCKOM NMOMOLLM fnLy; C) Y1cna,
CUMBO/IbI MM AeTasI, NPUCBOEHHbIE NNLY A/15 OAHO3HAYHOW MAEHTUMKALMM NUua B MeaULMHCKMX uensix; d) nobyto

4
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VHGOpMaLMIo 0 NnLe, COBpaHHyto B X0OAe NPeAoCcTaBeHns eMy MeAULMHCKMX YCYT; B} CBEAEHUS], MOJyYEHHbIE B XOAe
BbIMNOSIHEHVSI 06CNIEA0BaHNS UM OCMOTPA YacTy Tesia UK TeslecHoro BelecTsa: f) naeHTUdMKaLmio NMYHOCTU (Hanpu-
Mep, MeAULMHCKOTO PpaboTHMKA) KaK nLa, NPeAOCTaB/ISOWEro MeAULMHCKME YTy 0BbEKTY.

2 MepcoHasibHble JaHHbIE 0 COCTOSHUM 3[40P0Bbs HE BK/IKUAOT MHOPMALWIO, KOTOpasi IBSIETCS aHOHUMHOI ca-
MOCTOSITE/IbHO WM B COYETaHMN C ApYroii MHDopMaLeid, AOCTYNHOI A1 HOCUTENS, T. €. OT/INUNTESIbHBLIE MPU3HAKY UL,
SIBNISIOLLErocs Cy6bEKTOM MHDOPMALMK, He MOTYT GbITb YCTAHOB/IEHbI HA OCHOBE [JaHHOW UHChopMaumu.

3.30 Pasrnawexue MM (PHI disclosure); Pa3srnaweHue unn npegocTtaBieHne Aoctyna K nepcoHanb-
HbIM MEAWLUHCKUM AaHHbIM.

MpumeuvaHne — Mo matepuanam NCO/TC 25237:2008. ctatba 3.20.

3.31 kNuHMYeckas cucrtema NyHKToB ob6cnyxmBaHusa: POS (point-of-service; POS clinical system):
Cuctema, KoTopas MCNonb3yeTcsa B MyHKTax okasaHua MeguLUHCKON NOMOLLM UK MeAULMNHCKUX yCnyr 06b-
eKTy OKa3aHus MoMOLLHN.

Mpumep — 3nekTpoHHas meguunHckas kapTa (EMR), Cuctema hapmaLeBTUUYECKOrO MEHEAXMEHT @
(PMS), BonbHu4yHaa nHopmaunoHHas cuctTema (HIS). UHpopmaunoHHas cucTema o6, eCTBEHHOIO 34paBo0OX-
paHenusa (PHIS).

3.32 HapyweHue KoH(puaeHunanbHocTu (privacy breach): Cutyauusa, npu KoTopoil nepcoHasbHble
[aHHble O COCTOSIHUM 340POBbA 6blM 06pPaboTaHbl HE3AKOHHO WU C HApPYLUEHUEM OLHOrO WUW HECKOIbKUX
COOTBETCTBYHOLLMX NPaBU COGNIOAEHNA KOH(UAEHLNANBHOCTMW.

3.33 ynpaBfieHne KoHuaeHunanbHocTbilo (privacy control): TexHnyeckne n opraHusaLuoOHHble
Mepbl, HanpaB/iEHHbIE HA CHUXEHWE PUCKOB, KOTOpPble MOTYT MPUBECTU K HapyLeEeHWUo KOHUugeHunanb-
HOCTHU.

MpumeuvaHunsna

1 CpepcTBa ynpasiieHus KOH(PUAEHLMABHOCTLIO BK/IOYAOT B cebsi npasuna, npolenypbl, PyKoBoAsLMe ykasa-
HUS. METOAb! UV OpraHn3aLMoHHbIe CTPYKTYPbl, KOTOPbIE MOTYT HOCUTb 8AMUHUCTPATUBHBIW, TEXHUYECKNIA, KOHTPOSIbHO-
OpraH13aLMOHHbI UV NPaBOBOVi XapakTep.

2 TepMyH «ympaB/ieHne» TakkKe MCNo/b3yeTcsl B KayecTBe CUMHOHMMA TEPMUHOB «Mepa 6e30nacHOCTU» Wau
«KOHTpMeEpa».

3.34 nonunTuka koHduaeHunanbHocTK (privacy policy): Cneyndukauusa uenei, npasun, o6s83aHHO-
cTeli n cpeAcTB KOHTPONSA KOH(bUAEHLMaNbHOCTU NPUMEHNTENBHO K 06paboTke NepcoHabHbIX faHHbIX 0 CO-
CTOSAHUW 340POBbA B OTAENLHOW CUTyaunn.

3.35 npegnouTeHns KoHduaeHuynanoHocTu (privacy preferences): KoHkpeTHbIi nnv npegnonarae-
MbIiA BbIGOP, CAEeNaHHbI NMLOM KacaTesibHO TOro, Kak A0/XHbl o6pabaTtbiBaTbCA ero/ee nepcoHasnbHble faH-
Hble O COCTOSIHUW 3[,0POBbA.

3.36 npuHuMNbl KOHUAEHUManbHOCTK (privacy principles): Habop 06w ux 3Ha4YeHuiA, perynnpyoLimx
3awunTy KoHtugeHymnansHoctn MM npu o6paboTke B cuctemax UKT.

3.37 oueHka pucka Ana KoHpuageHuynanbHocTu (privacy risk assessment): AHann3 puckos Hapylwe-
HUSt KOHPUAEHUNANBHOCTU, BO3HUKAIOLWMX B NIaHMpPyeMoil onepauun o6paboTku.

MpumeyvaHne — [aHHbIli aHaIU3, TaKKe N3BECTHBIN Kak OLLeHKa NoCneACcTBUI HapyLIEHUS1 KOHUAEHUMab-
HOCTW. 0GecreynBaeTCsi C LieNbio: a) 06ecrneyeHnst COOTBETCTBUS 0OPABOTKM NMPUMEHNMbIM MPABOBbIM, HOPMATUBHBLIM
Tpe6oBaHWsIM 1 TPEGOBaHUSAM NOSIUTUKM B OTHOLLEHWW KOH(DMAEHLUMANTLHOCTY; b) onpefeneHnsi pUckoB U pesynbTaToB 06-
pa6oTku MMJ; €) M3y4eHUsi U OLLEHKM CPEACTB KOHTPOSA KOH(hUAEHLMANBHOCTY U a/lbTEPHATUBHBIX MPOLLECCOB 06paboTKM
MMJ, ¢ LeNblo CHMKEHMNS BbISIBNTEHHBIX PUCKOB HapYLIEHUST KOH(DUAEHLNAIBHOCTU.

3.38 Tpeb6oBaHNs kK obecnevyeHnto 6es3onacHocTM KoOHpuaeHymnanbHocTun (privacy safeguarding
requirements): Kputepuu, BbINO/IHEHNE KOTOPbIX HEOO6XOAUMO NpWU peanusayunyn CpefcTB KOHTPOIS KOH-
hngeHumanbHOCTU, NpeAHa3HAYEeHHbIX A8 COAENCTBUA CHUXEHUIO PUCKOB HapyLeHNa KOHpuaeHunanb-
HOCTH.

3.39 npouepypa (procedure): YcTaHOBMEHHbI CNOCO6 OCyLeCcTBEHNA AeATeNbHOCTM UK npouecca.

[MCO 9000:2005. cTtaTtbsa 3.4.5]

3.40 o6paboTka MMM (processing of PHI): Mllobble geicTBua nnm Habop AelicTBUIA, BbINOMHAEMbIX C
MM (Hanpumep, c60p, XxpaHeHue, ynpasseHne JOCTynom, aHanns, obbeAnHeHne, nepefaya, pasrnaleHume
Unn 3afepxka).

3.41 npodunb (profile). Habop aBTOMaTMUYECKN CTEHEPUPOBAHHbIX AaHHbIX, XapaKTepusyLmnx KaTero-
pUI0 UL, KOTOPbIA NpeagHa3Ha4YeH B OCHOBHOM /151 NPOBEAEHNS aHa/M3a Uam NporHo3npoBaHns NepcoHarb-
HbIX NPeANnOoYTEeHUA, NOBEAEHNS U OTHOLLEHWIA.
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3.42 npoaykT (product): PesynbTaT npouecca.

Mpumevannsa

1 YeTbipe 06Lpme kaTeropum npoaykumm ykasaHsbl B ICO 9000:2005: cepsuchl (Hanpymep, TpaHCMopT): NporpaMmHoe
obecneyeHvie (Hanpuvep, KOMMbLIOTEPHasA NporpamMma, Cr10Bapb); TEXHUYECKOe obecreyeHne (Harnpumep, MoTop, MexaHuue-
cKas feTasib), 06paboTaHHble MaTepuasibl (Hanpuvep, CMasouHbIli MaTepuas). BoMbLIMHCTBO NPOAYKTOB BK/IOHAIOT 3/1eMEH-
Thl. MPUHaA/IEXallme K pas/inyHbIM OBLIMM KaTeropusim npogykra. MpoayKT HasbiBaeTcs CepBMCOM, MPorpamMMHbIM obecre-
YeHneM. TeXHMYEeCKM obecneyeHrem unm obpabdaTbiBaeMbIM MaTepUasiom B 3aB/CUMOCTM OT Npeob/1afartoLLero afiemMeHTa.

2 3aKnoueHre 0 COOTBETCTBUM MOXET PaccMaTpuBaTbCs Kak NpoAYyKT aTTecTauyu.

3 Mo MCO 9000:2005. ctaTba 3.4.2.

3.43 nceBgoHumusauma (pseudonymization): Mpouecc, NnpuMeHsieMblit kK MIM/[L, KOTOPbIA 3aMeEHSET UH-
hopmaymio 06 MAEHTUDMKALNOHHBIX aHHbIX NCEBAOHUMOM.

MpumeyaHne — T[lepesof B aHOHVMHYIO hOpMy obecrneumsaeT, HanpuMep, UCnosib3oBaHe pecypca Unm cep-
BMca 06EKTOM NOJTyYeHWst NOMOLLM 6e3 packpbITUS IMYHOCTU, COXPaHAS NPY 3TOM OTBETCTBEHHOCTb 3a TaKoe WCMo/b30Ba-

Hue. Mocne nepesoja B aHOHVMHYLO (DOpMY OCTaeTCs BO3MOXHOCTb OnpeaeneHns IMYHOCTY 06 bekTa NoslyveHns MOMOLLM
Ha ocHoBe nceBaoHNMa WWw CBA3M AeliCTBUIA 06bekTa Apyr ¢ opyrom 1 enocneacTsun ¢ 06bEKTOM nosly4yeHns nomoLLmn.

3.44 npoBepka (review): KOHTPO/b MPUTOAHOCTN, COOTBETCTBUA U 3P HEKTUBHOCTN AeNCTBNIA BbIGOpaA U
onpefenieHns, a TaKxe pesynbTaToB 3TUX AeliCTBUI B OTHOLIEHNN BbINO/IHEHNA YCTAHOB/IEHHbIX TpeboBaHui
06BEKTOM OLEHKN COOTBETCTBUSA.

[MCO/M3K 17000:2004. ctatbs 5.1]

3.45 puck (risk): CouyeTaHne BEpPOATHOCTM COObLITUA U €r0 NocneACTBUNA.

MpumeuaHne — Tlo NCO 73:2009. cratba 1.1.

3.46 oueHka pucka (risk assessment): LlenocTHbIN npouecc aHann3a u OLEeHKN pucka.
MpumeuvaHune — Mo NCO 73:2009. crartba 3.4.1.

3.47 ynpaBneHune puckom (risk management): CKOOpAWHMPOBaHHble AENCTBUA MO PYKOBOACTBY U
ynpaBneHunio opraHmsasmein B obnactun pucka.
[PykoBoactBo MCO 73:2009. ctaTbs 2.1]

MpumeyaHne — YNpae/eHMe PUCKOM, Kak NPaBuso, BKIOUAET B CE6S OLEHKY pucka, 06paboTkKy pucka, npu-
HSITWE puUcKa, MH(OPMMPOBAHME O PUCKaX, MOHUTOPUHT PUCKa 1 NPOBEPKY prcKa.

3.48 o6paboTka pucka (risk treatment): Mpouecc BbiGOpa U peanusauum mep no MmoaudurkaLum pucka.
MpumeyaHune — Tlo NCO 73:2009. ctatba 3.8.1.

3.49 oT60p 06pasyoB (sampling): MpepocTtaBneHme o06pa3LoB 06BbEKTA OLLEHKM COOTBETCTBUA cornac-
HO npoueaype.

[NCO/M3K 17000:2004, ctaTtbs 4.1]

3.50 o6nacTb NnoATBEPXAEHMS cOOTBETCTBUA (scope of attestation): [lnanasoH unm xapakTepucTukm
06bEKTOB OL,eHKM COOTBETCTBUS, OXBaTbiBaeMble NOATBEPXAEHNEM COOTBETCTBUS.

[MCO/M3K 17000:2004. ctatbs 5.3]

3.51 peATenbHOCTb MO OUEHKE COOTBETCTBMSA BTOPON CTOpPOHOW (second-party conformity
assessment activity): [JlessiTeIbHOCTb NO OL,eHKe COOTBETCTBMSA, KOTOPYIO OCYL,ECTB/AT NLO WU OpraHusa-
LMsA. 3anHTEpecoBaHHble B 06bEKTE KakK NoNb3oBaTesnn.

MpumeyaHne — JMuamu UM opraHn3aLnsiMu, OCyLLIECTBASAILWNMN AEATENBHOCTL MO OLeHKe COOTBETCTBUSA
BTOpOVI CTOpOHOI}i, ABNAKOTCA, Hanpumep, nokynatenun, nosib3osBatenn npoaykunun nan noteHunanibHbole I'lOTpeﬁI/ITelWI, Xe-
nawuine 4oBepuTbCA CUCTeMe MeHeMKMEHTa NocTaBLMKa nan opraHnsaunn, I'Ipe,CI,CTaBI'IHI-OLLleVI NX NHTEpeCHbI.

[MCO/M3K 17000:2004. cTtatbs 2.3]
3.52 yctaHoBNeHHble TpeboBaHmnA (specified requirement): 3asgBneHHble NOTPEOHOCTY UAN OXULAHUS.

MpunmeyaHne — TpeﬁOBaHMﬂ MoryT 6bITb YCTaHOB/1EHbl B HOPMATUBHbIX IOKYMEHTaX, TakKux Kak pernameHThl,
CTaHOapTbl N TEXHUYECKNE yCrioBua.

[NCO/M3K 17000:2004. ctaTtbs 3.1]
3.53 06bEKT NONIyYeHUss MeAULUHCKO nomoun, naumeHT (subject of care, patient): OgHo nnm He-
CKOMIbKO NUL,. NAAHUPYLWMUX NOAYUYUTL, NONyYaoWmMX Uan NOAYyYUBLUNX MEeAULUHCKUE YCNYTH.

Mpumevyanune — Tlo NCO 18308:2011. ctarba 3.47.
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3.54 4enocTHOCTb cucTeMbl (system integrity): CBOACTBO, NP KOTOPOM CUCTEMA BbINOMIHAET NpeaycMo-
TPEHHble AN5 HOB PyHKUMM 6e3 HapylleHnid, npefHaMepeHHOoro Uy cny4vyainHoro BMelwlaTenbcTBa, ocyuecT-
B/ISEMOr0 HEABTOPM30BAHHbLIM NOJIb30BATENEM.

[MCO 27799:2008. ctaTtbs 3.2.14)

3.55 06bekT ouyeHkm (target of evaluation, TOE). CoBOKYNMHOCTb NPOrpamMmMHOro, nporpamMMHo-annapar-
HOro n/mnu annapaTHoro o6ecnevyeHuns, BO3MOXHO, CONPOBOXJaeMas PyKOBOACTBOM.

[MCO/M3IK 15408-1:2009. cTtatbs 3.1.72]

3.56 npoBeaeHue ucnoiTaHuii (testing): OnpegeneHne ogHON unu 6onee xapakTepucTUK 06bekTa
OLeHKM COOTBETCTBUA COTNacHo npoueaype.

MpumeuvaHne — TepMUH «NPOBEAEHNE UCMbITAHW» OBbIYHO OTHOCWUTCA K Martepuasnam, NpoayKLun Wu
npoueccam.

[NCO/M3IK 17000:2004. ctaTtbs 4.2]

3.57 AeATeNbHOCTb N0 OL,eHKE COOTBETCTBUA TpeTbel cTopoHoii (third-party conformity assessment
activity): leATenbHOCTb NO OL,EeHKE COOTBETCTBMSA, KOTOPYIO OCYLLECTBASAIOT NMLO WU OpraH, He3aBuCcUMble OT
nuua Wam opraHvsaummn, npeacTaBnsoLNX 06BEKT, M 0T NOSb30BaTeNs, 3aMHTEPECOBAHHOIO B 3TOM 06GbEKTE.

MpumeyvaHne — KpuTepUM He3aBMUCHMOCTV OpPraHoOB MO OLEHKe COOTBETCTBUSA M OpPraHoB MO akkpeauTa-
UMM NpeAcTaBneHbl B MEXAYHApOAHbIX CTaHAapTax U PyKOBOACTBAX, NMPUMEHAEMbIX K WX AEATENbHOCTU (CM. pasgen
«Bunbnnorpadus»).

[NCO/M3K 17000:2004. ctaTbs 2.4]

3.58 yrpo3sa (threat): Bo3moXxHasa npuynHa HexenaTesibHOro NpouCLLIEeCcTBUSA, KOTOPOE MOXET NPUBECTH
K HaHeceHuto ywepba cucteme Uav opraHusauum.

[MCO/M3K 27000:2012. ctatbs 2.77]

3.59 ysasBumocTb (vulnerability): HeycToliunBocTb pecypca uam KOHTPO/b, KOTOPbIA MOXeT 6bITb uC-
Nnonb30BaH Yrpo3oii.

4 CokpalleHus

B HacToAwem cTaHgapTe NPUMEHATCA cheayoune cokpaleHusa:

EHR — 3/1eKTpOHHbI y4yeT 340p0OBbS;

HL7 — mexAyHapoAHbllii cTaHAapT obMeHa KAUHUYECKUMU U aAMUHUCTPATUBHbLIMU AaHHBLIMU MexXay
MEANLMNHCKAMMN KOMMNbIOTEPHLIMU NPUIOXKEHNAMMN;

MM/ — nepcoHanbHble MeAULUHCKNE faHHble;

POS — nyHKT 06CnyxumBaHus;

PP — npocunb 3awutsl.

5 TpeboBaHnsa 6e30NacHOCTU U KOHOUAEHUNANTBHOCTH

5.1 O6uwwne nonoxeHus

[aHHblii pa3gen ABAAETCS TEXHUYECKUM W yCTaHaBMBaeT psaj Tpe6oBaHuii, onucsiBaeT Mepbl, HE06X0-
AVMble AN 3aWuTsl (MHopMaLMK, NaLMeHTOB), OCHOBHbIE KATEropuu pucka 1 LMPOKMIA psij BONPOCOB, Ka-
catwwmxca 6e30nacHOCTM 1 co6N0AeHNs KOHPUAEHLUANLHOCTYU AN NYHKTOB 06CNYXUBAHUS, COBMECTUMbIX
CMCTEM 3/1IEKTPOHHBIX KapT nauueHTa.

5.2 TeopeTnyeckne OCHOBbI

5.2.1 O6uwee onucaHue

B cBSi3n C pOCTOM BHeAPEHUA MeAULUHCKMX UH(OPMAaLUOHHBIX CUCTEM BCEMWU yvyacTHMKaMU cdepbl
3/ paBooxpaHeHnsa (nocTasLiMKamMu, NPaBUTENbLCTBOM, NAaTeNblinkaMn 1 nayMeHTamm) u Heo6XoANMOCTbIO
ocyliecTBneHUss o6MeHa nHhopmauueii o nayMeHTe aTUMKU CUCTEMAMM C Lie/bio NOBbILWEHNA CTAbUAbHOCTM 1
6e30NacHOCTV MeAULMHCKOTo 06CNyXnBaHns nauneHTa cyu,ecTBeHHoOe 3Ha4YeHne npuobpeTtaeT obecneyeHne
ynpaBneHnsi 6e30NacHOCTbI0 3/IEKTPOHHbLIX MEAULUHCKUX AaHHbIX ANS1 COXPAHEHUS 3TUMU KOMMbIOTEPHbLIMU
cMcTeMamm Mx LLefoCTHOCTM, OCTYNHOCTU U KOHUAEHLNATBHOCTH.

I'Iepexo,q OT TPaANUNOHHbIX (bOpM XpaHeHuns aM6yl‘IaT0prIX KapT, OCHOBHOIi 13 KOTOPbIX ABNAETCA Xpa-
HeHMe Ha ByMaXHbIX HOCUTENSIX, K XPAHEHUI0 B 3N1E€KTPOHHOM Buae ABnsieTcst abCcoNOTHO HOBOW (hOPMOiA.
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CneunanuncT XopoLlo NOHUMaeT PUCKN HapyLleHns 6e30nacHOCTU 1 KOHMUAEHLMANbHOCTU, KOTOpble, Hanpu-
Mep. BO3HMKAKT NPU XpPaHEHUN U TpaHCNOPTUPOBKE NevaTHbIX ambynaTopHbiX kapT. OAHAKo B MOMEHT, KOr-
Ja 3Ta nHdopmauus 6onblie He NpefcTaBfieHa B NeyaTHOM BuAe, a nepegaeTcsi B 3/1EKTPOHHOW dhopme n
[OCTYyN K Hell OTKPbIT MHOXEeCTBY NpoBalifjlepoB BO MHOXEeCTBEe MYyHKTOB NpeAocTaB/ieHns YCnyr, BO3HUKaeT
COBEPLUEHHO HOBas Cepus PUCKOB. Bcem Nu nonb3oBatesiiM NOHATHO, YTO PUCKW CBSA3aHbl C XpaHEHWEM W
TPaHCNOPTUPOBKOWN 3/IEKTPOHHbLIX UCTOpUil 60ne3Hn? ANA Toro 4Tobbl NOHATL, TpebyeTca npaBu/ibHOE BOC-
npUATNE BCEX 0COBEHHOCTEN BbIYNCNTENBHbLIX CUCTEM N 060pYA0BaHUA, KOTOpble o6pabaTbiBaldT MHDOpMa-
LMo, a TaKxke HOBbIX NPOL,ECCOB, KOTOPblE OCYL,ECTBNATCA A4NA yNpaBAeHUs 3N1eKTPOHHO CUCTEMOWA.

Llenn 6e3onacHOCTU BKNOYAT B ce6A KOHDUAEHLMANbHOCTb, OCTYNHOCTb U LLENOCTHOCTL MHopMma-
unn (B AaHHOM crnyyae MefULMHCKUX AaHHbIX). OTAenbHble KOHUenuuy obecnevyeHnss 6€30nacHOCTU Takxe
BK/IIOYEHbI B 3TO LIMPOKOE onpegernieHve, Takme Kak AOCTOBEPHOCTb, NOAOTYETHOCTb U KOHTPO/IMPYEMOCTD.
MocneAcTena HapyweHna 6e30NacHOCTU pa3HoobpasHbl, MOTYT BbiTb Kak NPaBOBbIMU, Tak U KIUHUYECKUMU,
pe3ynbTatoM MOryT ABAATLCA MOTepsa focTyna K uHopmauumn, HeobxoAnMon ANa NeYeHns, n fjaxe cepbes-
Hble TpaBMbl UAu cmepTb. C Apyroil CTOPOHbI, Haanexaline cpefcrTea ynpabreHns 6e30NacHOCTb0 NO3BO-
NAT 3N1EeKTPOHHbIM cucTeMam paboTaTb KOPPEKTHO U NOAAEPXKMBATL KNMHUYECKYIO AeATeNbHOCTb AN obe-
cneyeHns 6o/5iee Ka4eCTBEHHOrO siedeHns 6narofaps Haan4uuio AOCTOBEPHON MHopMauun B Heobxoanmoe
BpeMS 1 Heo6Xxo4MMOM MmecTe.

HeratneBHoe BAnsAHNE Ha 6€30MacHOCTb U KOHPULEHUNANBHOCTL MeAULNHCKUX flaHHbIX OKa3blBaeT MHO-
XecTBO hakTopoB. MNpu HE3NEKTPOHHOM XPaHeHUM AOKYMEHT MOXeT 6e30nacHO XpaHUTbCA B 3anmpaembix
wkadax, ofgHako 60see BaXHbIM ABNSETCA TO. HACKONIbKO 6e30MNacHO XpaHUTCA KoY OT 3Toro wkada. B 1o xe
BPeMSA B 3/1EKTPOHHOI cpefe CyLWwecTBYIOT 3/IeKTPOHHbIE KOMMOHEHTbI Kak annapaTtHoro, Tak U NPorpaMMHOro
o6ecneyeHuns, KOTOpble MOTyT NOBLICUTb YPOBEHb 6€30MaCHOCTU U KOH(PUAEHLNATbHOCTU, OAHAKO 3TOr0 He-
[oCcTaTo4YHO 6e3 conyTCTBYHOLLMX NPOLECcCOB, KOTOPbIM AO/KHbI CNefoBaTh Nnua nNpyv UCNOAb30BaHUN 3Nek-
TPOHHOW MHhopMaLNM U MHPOPMALMOHHBIX CUCTEM. BbICOKMIA ypoBEHb 6€30NacHOCTH 1 KOHUAEHLManbHo-
CTN ABNSETCA pe3ynbTaToM KOMBUHaLMA CpeAcTB KOHTPOSA KakK 3/1eKTPOHHbIX KOMMOHEHTOB, Tak U NPOL,ecCcoB.
MoTepa KOHTPONS MOXeT NPUBECTU K HApYLIEeHN0 BCel 3aliunTbl.

Mpumepom Tpeb6oBaHMA 6e30NacHOCTU A1 NPorpamMHOro obecneyeHunsa Aasnsetcsa Tpe6osaHne 0 TOM.
4YTO MHPOPMaLMOHHAs cuctTema Ao/xHa PUKCpoBaTb PEBU3NOHHbIE CBEAEHNS MO BCEM Onepayunsam, npoBo-
OUMbIM € ambynaTopHbIMW KapTaMu, BKIYaa co3gaHue, cunTbiBaHue, 06HOBNEHNE U apXxuBauunio nHgpopma-
uun. Mpumepom TpeboBaHusa ANA annapaTtHoOro obecneyeHunsa asnsaeTcs Tpe6oBaHMe 0 TOM. YTO OHO AOJIKHO
dhukcupoBaTth cBMAETENbCTBA NoBpexAaeHunii. NpuMepom TpeboBaHus A5 npouecca ABAAKTCA NOAUTUKA U
npouecc MOHUTOPMHra, KOTOPbIA He NO3BOMAET NO/b30BATE/0 OCTABNATb Naposb BUAUMbBIM U AOCTYMHbIM.

OCHOBHYI0 LLeHHOCTb NpeAcTasnsetT nHdopmauynsa. MeanuUHCKNE AaHHbIe BKIOYAOT:

a) nepcoHasibHyl0 MeAULMHCKYI U NAeHTUKaLNOHHYI0 NHgopMaLmio;

b) aHOHUMHbIE AaHHble, BbIBEAEHHbIE N3 NePCOHasbHbIX aHHbIX O COCTOAHUN 340POBbA NOCPEACTBOM
MeTOA0B MAEHTUdUKALMN C MOMOLLbIO NCEBAOHUMA,;

C) cTaTuCTMYecKkne AaHHble U pesynbTaTbl UCCAEAO0BaHWUIA, BkIOYas KOHUAEHLaNbHble AaHHbIE, Bbl-
BeEeHHble U3 NepcoHasbHbIX AaHHbIX O COCTOSAHUN 340POBbSA NyTEM yAaneHUs NUYHbIX UAEHTUDUKALNOHHBIX
JaHHbIX:

d) knuMHuyeckaa/MmegnUMHCKas MHMOPMAaLUSA, He OTHOCALLAACA K KOHKPETHOMY O6BbeKTy okasaHusa no-
MOLLW. BKNOYAA AaHHbIe N0 NoAfepXKe NPUHATUS KNMHUYECKUX peLleHnii (Hanpumep, nidopmanus o Hebna-
ronpuAaTHO peakuun Ha npenapar):

e) AaHHble 0 MefMLMHCKMX paboTHMKaX, MepcoHasne u BONOHTepax;

0 uHdopmauma, cBA3aHHaa ¢ HaA30pOM B cdhepe 34paBOOXPaHEHUS;

) faHHble ayAuTOPCKOro cneja, BblBeAeHHble MeANLUHCKUMWU UHhOPpMaLNOHHBIMKU CUCTEMAMU, KOTO-
pble cofepxaTr nepcoHabHble faHHble O COCTOSSHWW 340POBbSA WK JaHHble NMOA MCeBLOHUMOM, B3SiTble U3
nepcoHasbHbIX AaHHbIX O COCTOAHUMN 340POBbA, UM Xe cofepxaline gaHHble 0 4eCTBUAX Nonb3oBaTenew,
CBSI3@HHbIX C NEePCOHAasIbHbIMW AaHHBIMW O COCTOSAHUMN 3[0POBbS;

h) JaHHble cucTeMbl 6€30MacHOCTN ANA MeAULMHCKUX MHOPMALMOHHbBIX CUCTEM, B TOM YMC/e AaHHble
no ynpasfeHni0 AOCTYNOM U ApYyrue AaHHble no KoHurypaumm cuctembl 408 MeguuuHCKUX MHhopMaLuoH-
HbIX CUCTEM, CBAA3aHHbIE C 6€30MacCHOCTbIO.

13 nepeyHs, NpuBeeHHOrO Bbille, BAXHO OTMETUTb, YTO B cpepe 3ApaBoOXpaHeHus nHdopmauus o
nauueHTe ABNAeTCA He TONbKO KOH(MAeHUManbHol. CTeneHb, B KOTOPOI KOHMAEHUManbHoOCTb (M, cnepo-
BaTesibHO. KOHMUAEHLMaNbHOCTb NayMeHTa), LeNoCTHOCTb faHHbIX U AOCTYNHOCTb CUCTEMbI AO/KHbLI ObITb
3allMLLeHbl, 3aBUCUT OT XapakTepa nHdopmauum, 061acT NPUMEHEHNs, 158 KOTOPOI OHa 6blna BHeCeHa, U pu-
CKa. KOTOpOMYy OHa nofsepraeTcsa. Hanpumep, ctatucTnyeckme faHHble MOryT 6biTb He KOH(MAEHLMANbHBIMW.
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O0fHaKO 3aliuTa UX L,e/IOCTHOCTU MOXeT 6biTb BaXHa A1 opraHusauun. AHa/norMyHoO AaHHble ayAnTOPCKOro
cnepa mMorytT He Tpe6oBaTb BbICOKOrO YPOBHSA AOCTYNHOCTU, HO UX COAEpXaHUe MOXeT 6biTb CTPOro KOHU-
AeHunanbHbIM.

O6nacTb NPMMEHEHNS HacTosLLero cTaHgapTa pacnpocTpaHsaeTcs Ha Tpe6oBaHMsA 6€30MacHOCTU U KOH-
hunaeHumanbHOCTM ANA MeULUUHCKMX NPOrpamMmMHbIX cucteM. Bonpochl, kacawlmecs annapaTtHoro obecne-
YeHna 1 cpefcTB ynpaBneHna NpoLeccom, He BXOAAT B 061aCTb NPUMEHEHUSA.

B cooTBeTcTBMM C UCO 27799:2008. npuioxeHne A, yrpo3bl HapyLIeHNs HEMPUKOCHOBEHHOCTMN YacTHOW
XWU3HU, KOHPUAEHUNANBHOCTH, LEeNOCTHOCTH U AOCTYMHOCTN BKIOYAIOT:

a) HeneranbHoe NMPOHWKHOBEHME 0G6GCAYXMBAKOLWMX KOMNAHWA, BHELWHUX NUL,. BKIOYas XakepoB, MO,
BMAOM MepcoHana, HanpMMmep, cneunasnucTtos 1 BCNoMoraTe/lbHOro nepcoHana;

b) HepaspelleHHoe UCNoNb30BaHWe MeAULMNHCKX MHOPMAaLMOHHbBIX NPUNOXEHUA N AaHHBIX, XpPaHU-
MbIX Ha 3TUX NPUTOXKEHUAX;

C) nosiBieHne paspylinTebHOro AN BPEAOHOCHOIO0 NPOrpamMMHOro o6ecnevyeHus, BKAOYas BUPYCHI,
nporpammbl-4epBu 1 Apyrue BUPYCHble NPorpammbi;

d) HenpaBu/bHOE UCMNOJ/Ib30BaHNE CUCTEMHbIX PECYPCOB;

€) HecaHKLMOHMPOBaHHOE MPOHUKHOBEHWE B CBA3b, Hampumep, 0Tka3 OT 06CAYXWBaHWS W B3/1OM 3a-
WNTbI NYTEM 3aMeLleHna opuruHana:

f) nepexsaTt nHgopmayun B KaHanax cBs3u;

) oTpuuaHue NMPUYaACTHOCTU K MPOUCXOXAEHNIO AN NONYYEHUIO AaHHbIX;

h) HapyweHune cBs3u;

i) aBapuiiHoe HapylleHne MapLipyTu3aunu;

j) TexHmyeckyr HencnpaBHOCTb BEAYLLEro KOMNbOTEPA, CUCTEMbI NAMSATU UNN CETEBOW UMHPPACTPYKTYPSI;

k) oTkas noagepxku xusHeobecneyeHus, BkaoYaa nepebomn aNekTponuTaHna 1 npepbiBaHne 06Cnyxum-
BaHWA. BbI3BaHHOE NPUPOAHBIMWU UM @aHTPOMOreHHbIMMN KaTacTpodamu,

) 0oTKa3 NpukNagHOro NPorpaMMHOro obecneyeHus;

T) owwnbKy onepauui,

n) owmnbKy TEXHUYECKOTO 06CNYXUBAHUS;

0) owmnbKy Nonb3oBaTens.

HecmoOTps Ha TO 4TO BONPOCHI KOH(PUAEHLNANBHOCTU MEANLMHCKUX AaHHbIX LWNPOKO 06CYyXAATCS, Cy-
LecTeyeT HeJOCTaTOK CUCTEMHOrO MCCNefoBaHna ANA onpefesieHns U Knaccuukaumm pasinyHbiX UCTOY-
HWKOB Yrpo3 HapylleHus KoOHdueHLManbHOCT nHdopmauun. NocnegHme nccnefoBaHnsi, OCHOBaHHble Ha
noNuTUKe, pasfensaiT yrpo3bl HapyLeHns KoOHpuaeHunanbHOCTN Ha ABe obnactu:

- opraHu3alVOHHbIe Yrpo3bl, BO3HMKalOLWMe B pe3y/ibTate HeCaHKLLMOHMPOBAHHOIO AoCcTyna K nHpopma-
L1KN O NauneHTe areHTammu, NpeBbIWak WMy CBON NOSHOMOYNS, UIN BHELWWHUMW areHTamun, BOCNO/1b30BaBLUU-
MUCS YA3BUMOCTbIO UH(POPMALMOHHON CUCTEMBI, 1

- CUCTEMHble Yrpo3bl, Bbl3BaHHblIe areHToOM B LLEMNHOM MOTOKE MH(OpMauumn, UCNONb3YIOWNUM faHHble
BHe NpefycMOTPEHHON 061acTu NPUMEHEHUS.

3Tn ABa Tuna yrpos onucaHbl B 5.2.2 n 5.2.3.

5.2.2 OpraHunsaLnOHHbIE YIpo3bl

OTU yrpo3bl NPUHUMAIDT pas/sinyHble (hOpPMbl, Hanpumep, paboTHUK, OCYLEeCTBNAKLWMNI 4OCTYN K AaH-
HbIM 6€3 060CHOBAHHOW HEOBXOAUMOCTUN, UM BHELWHWI B3NOMLULMK (Xakep), KOTOPbI/ OCyLLeCcTBASET HeCaHK-
LMOHMPOBAHHBIN AOCTYN B MH(OPMALMOHHYI0 UH(PaCcTPYKTypy OpraHusauny ¢ Lesnbio YKpacTb AaHHble Uau
caenatb UX HencnpaBHbIMUW. LLMPOKNIA CNEKTP OpraHM3aunoHHbIX YITPO3 MOXHO pPa3fesninTb Ha NATb YPOBHEW,
nepeyncneHHblX B Nopsgke yBennYeHUs CAOXHOCTH:

- c/nyvaiiHoe packpbiTue MHopMauuu: MeguuMHCKUe paboTHUKM HenpegHaMepeHHO pasrfiawarknT WH-
hopmaumio o nauneHTe Apyrum (Hanpumep, oTnpaBKa 3/1€KTPOHHOTO MUCbMa Ha HEeBEepHbI agpec uau cny-
yaliHoe pasmelleHne KOHUAeHUNnanbHbIX AaHHbIX Ha caliTe);

- No6ONbITCTBO Y/IEHOB OpraHn3aLumn: YneHbl opraHusaunn, nvewlmne AoCTyn K AaHHbIM, NPOABAAIOT
MHTepec K MHopmauun o nauueHtTe U3 N060MNbLITCTBA WU 415 COBCTBEHHbIX Leneil (Hanpumep, nonayde-
Hue mejcecTpamu AocTyna k uHpopmayumm o konnerax no paborte Ans onpefeneHusa Hannuua sabonesaHui,
nepejanwLinxcs NONOBbIM NYyTEM, UMW OCYyL ECTBEHNEe MeAULNHCKUMN paboTHMKaMu fOCTyna K BO3MOXHOW
KOMnpoMeTupylL el nHopmaLun o COCTOAHUM 3[40POBbS 3Be3[ W ee nepejadva cpefcTBamMm MaccOBOlM WH-
opmauum).

- HecaHKUMOHMPOBAHHbIA AOCTYN K AAHHbLIM, OCYLLECTBASAEMbI YleHaMy opraHn3aunn: YiaeHbl opraHu-
3alun ocyLecTBASAT JOCTYN K MHOpPMaL MM O NauneHTe 1 3aTeM WCNOMb3YIT, NepejalT Wan pasrnawarT
ee Apyrum c Lenbto u3snevyeHns npubbian unn n3 mectu;
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- HeCaHKUMOHWPOBaHHbI/ AOCTYN K AaHHbIM MOCTOPOHHUX MWL, C PU3NYECKMM BMeLlaTesnibCTBOM: MO-
CTOPOHHEE NULO OcyLLecTBASET PU3nyeckoe BTOPXKEHNE NyTEM NPUHYXAEHUA UKW CUI0OBOTO AOCTYNa BHYTPb
noMeLLeHna 1 noayyaeT 4OCTYN K cucTeme:

- HecCaHKUMOHNPOBaHHbI AOCTYN B CETEBYI0 CUCTEMY: NOCTOPOHHEE NIML0, BKIOYAs GbIBLUNX COTPYAHM-
KOB. NaLMeHTOB WWN XakepoB, BTOpPraeTcs B CETb OpraHM3aunn N3BHe C Lefblo NoayyeHusa gocTtyna K mHgop-
Mauuu o0 naumeHTe Wan BbiBOJA CUCTEMbI U3 CTPOS.

5.2.3 CuctemMHble yrpossl

OTW yrpo3bl BO3HMKAKOT He 3a npefenamm Lenovykn nHopmaLMoHHOro NOToka, a 0T Y1eHOB opraHu3a-
LuKn. KoTopble MMeT AOCTYN K MHopmauuu o nayveHte. Hanpumep, cTpaxoBble KOMNaHMU MOTYT OTKa3aTb
B CTPaxoBaHUM XWN3HW NalneHTa Ha OCHOBE ero COCTOAHUA 340POBbSA UM paboTodatenb, UMeLWnii 4ocTyn
K MeANLMHCKMM KapTaM paboTHUKOB, MOXET OTKa3aTb B MOBbILEHUN UAN NPEKPaTUTb TPYAO0Bble OTHOLIEHUS.
MauneHTbl MM opraHusaumnmn nnaTenbLwmnKosB MOryT NOHECTU (DUHAHCOBbLIE NOTEPU B pe3ynbTaTe MOLIEeHHUYe-
CTBa. B TOM YUCJIe OKa3aHUA HEHYXHbIX MeULUHCKUX YCYr.

5.2.4 NMpuMeHNMOCTb

Kak oTmeyanocb paHee, 0651aCTb NPUMEHEHNA HACTOALLEro cTaHfjapTa OpueHTUpoBaHa Ha 6e3onac-
HOCTb M KOH(bMAEHLMaNbHOCTL MPOrpaMMHOro obecneyeHns A5 3N1eKTPOHHbIX KapT nauueHTa B MyHKTax
obcnyxuBaHusa: annapaTtHoe obecneyeHne u cpefacTBa ynpasfeHUs MpoLeccoM He BXOAAT B 06/1acTb npu-
MeHeHus. CylecTByeT MHOXECTBO Pas3/fiMyHbIX TpeboBaHUi 6€30NacHOCTU U KOH(UAEHUNANbHOCTHU, paspa-
60TaHHbIX N ONYy6/IMKOBaHHbIX BO BCEM MUPE, HACTOALWMNIA CTaHAAPT He NpefHa3HayeH A9 CO3[4aHNst HOBbIX
TpeboBaHuii, a, ckopee, 06beAuHAET Hanbonee noaxoasune, yxe onybamkoBaHHble TpeboBaHNA U aganTu-
pyeT ux A4Na NCnonb30BaHWA Npu NpoBepkKe COOTBETCTBUSA CUCTEM.

Hanb6onee M3BECTHbIM MeXAYHapOAHbLIM CTaHgapToM no 6e3onacHoctu ABnsetca MCO/M3IK 27002.
HecmoTpsA Ha TO 4TO OH paccmaTpuBaeT BOMNPOChl ynpaBaeHns NHPOPMaLNOHHOV 6e30NacHOCTbI0 B LesIOM,
cpefcTBa ynpaB/ieHUs, ONUCaHHbIE B HEM. NPUMEHAIOTCA K 3N1eKTPOHHbIM cuctemam. CtaHgapT Meguko-dap-
MaueBTUYeckoi otpacnn MCO 27799 aBnsaeTcsa O4HUM U3 HECKOMbKNX CTaHAapTOB, pa3paboTaHHbIX B pamKax
MCO/TC 215 gna obecneyeHns peanunsaynn nporpammMHbIX CPeACcTB ynpaBneHns n npaktuk B cpepe 3apa-
BOOXpaHeHus.

B oTHOWeHUN oueHKn 6e30MacHOCTUM OLHUM U3 CaMblX W3BECTHbIX cTaHAapToB saAsBnasetrca NCO/M3IK
15408 (Bce uyacTtu). OH ycTaHaBAMBaeT 06LWMe MOHATUA U NPUHUUNBLI OLEHKN 6e30MacHOCTU MHGOPMaLOH-
HbIX TEXHOMOrMIA 1 BKIOYaeT B cebsa obLme KpuTepun, yepes KOTOpble MOTYT 6biTb OTpaxeHbl TpeboBaHUA
6e30nacHoCTy.

B TO Xxe BpemMsa HeKoTOopble CTpaHbl BHEAPAKT npouecchbl cepTudukatmm MeanumHCKUX NporpaMmHbIX
CMUCTEM, KaXgas co CBOMM COBCTBEHHbIM HabopoMm Tpe6oBaHMii. HekoTopble npumepsl BkAoyawT CLUA. Ka-
Hagy. bpasunuio. HngepnaHgbl, Benukob6putaHuto. ABctpanuio u Espony.

HacTosAwuii ctaHgapT onpegenseT Tpe6oBaHMA no 6€30NacHOCTU U KOH(MAEHUNANBHOCTH, B3SATble U3
yKa3aHHbIX Bbllle CTaHAAPTOB U MeXAyHapoAHOro onbiTa, KOTopble JO0/KHbI ObiTb COrnacoBaHbl ANA NpoBep-
KN COOTBETCTBUS COBMECTUMbIX KNNHUYeCcKux cuctem POS (3nekTpoHHasa kapTa nauyneHTa), B3aumogeicTsy-
IOLWKUX C 9NEKTPOHHbLIM YYeTOM 340PO0BbS.

Ha6op Tpe6oBaHWii AOMKEH GbiTb YETKO U ACHO BbipaXeHHbIM. TpeboBaHUA [O0MKHbI GbITb TAKUMU,
4T06bI paspaboTunkm NporpamMMHOro obecneyeHms MOrnM NPaBUIbHO peann3oBaTb UX B CBOMNX CUCTEMaAX,
a npouecc OoueHkn Mor NoATBEepAUTb, UTO BCe TpebOBAaHWSA BbIMOMHEHbI WU HE BbINOSIHEHblI B 3TON KOH-
KPeTHOW cucteme. OTO OCHOBHAs NPMYMHA, MO KOTOPOW nMpouefypHble Tpe6oBaHUA He ObiIN BKIKOYEHbI,
Tak Kak rapaHTMpoBaTb, YTO OHM COrfacoBaHbl TO/IbKO C MOMOLLbIO OL,EHKM Camoro nporpamMmHoro ob6e-
cCneyeHns. HEBO3MOXHO: 6bln0 6bl HEO6XO4MMO NPOBECTU OLEHKY cpefibl, B KOTOPOW MCNOMb3yeTcsa 3aTta
nporpammMa, BkaoYas npoduay nonb3oBaTteneil, agMMHUCTPATOPOB M 3HAHUA B 06/1aCTU UCNONb30BAHNSA
cnctembl. TeM He MeHee 3TOT 6o/lee WNPOKKI BONPOC ABASETCA HEO6XOAMMBIM AN ob6ecneveHns 6es-
0NacHoOCTU U KOHMUAEHUMaNbHOCTU, N NO3TOMY pekoOMeHAyeTca B AOMONHEHWe K cepTudukaumm npo-
rpaMmMHOro o6ecneyeHnss M1 COOTBETCTBUA NPOBECTU 3KONOTUYECKYIO WHCMEKLMWIO TEKYL,ero ynpasieHus
cuctembl Ha ocHoBe WCO 27799. flaHHoe 6onee obuwiee n3gaHue, Kacawlieecs ynpas/ieHUs, sBnseTcs
HeobxoAuMbIM ANA obecneyeHWs 6e30NacCHOCTM M KOH(MAEHUMaNbHOCTWU, U MO3TOMY B AONOJSIHEHUE K
cepTumkauum n nposBepke COOTBETCTBMUA NPOrpaMMHOro o6ecneyeHns pekomeHagyeTcsa NpoBOAUTL UCTbI-
TaHve Ha BO3JeiCcTBMe OKpyXxalleli cpeabl, HaxoAswWweica Nog HenpepbiBHbIM yNpaBfieHWeM CUCTEMbI
Ha ocHose NCO 27799.

[pyrum acnekTom B npouecce pa3paboTku Tpe6oBaHuWii ABASIETCA TO. YTO OHU AO/KHbI GbiTb HACTONBLKO
YCTOMUYMBBIMN K KPATKOCPOUYHbIM TEXHO/IOTMYECKUM W3MEHEHUAM U npeobpasoBaHMAM, HACKO/IbKO 3TO BO3-
MOXHO. B pesynbTaTe 3TOro CCbIJIKM Ha TEXHWYECKYl MHOpMauunio, Hanpumep anroputmbl KpUNTorpamm.
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ONVHA KYa, NPOTOKObI U Npoyee, He 6bin NnpuBegeHbl. CnpaBoyHas MHGOPMaLns Mo 3TUM TeXHUYECKUM
KpUTEpPUSM, MOXET 6bITb HEOGXOAMMA.

5.3 Tpeb6oBaHusa KoH(unaeHuManbHoCcTM N 6e3onacHocTn POS

5.3.1 O6wue nonoxeHuns

B faHHOM pasgene npeAcTaBfieHbl TpebGoBaHWA, KOoTopble 6yAYT NPUMEHATLCSA KO BCEM K/IMHUYECKUM
cuctemam POS B npefenax o6nacTv NpUMeEHEHNA HaACTOALWEro cTtaHgapTa.

5.3.2 Cornacue cybbekTa faHHblX Ha c60p, MCNONb30BaHNE AW pacKkpbiTMe NepcoHasbHON Me-
OVNUWHCKOW nHhopmaumu

Tpe6oBaHue 1. Cornacue Ha perncrpaumnio gaHHbix. B cnyyae korga cy6bekTbl JaHHbIX UMET npa-
BO COI/1aCHO 3aKOHY Uan 0b6blyalo 0TKa3aTbCa MM aHHY/IMpPOBaTb CBOE COrflacue Ha UCNo/b30BaHne Wau pas-
rnaleHne Nx nepcoHasbHbIX MeAULUHCKUX faHHbIX, KNUHNYeckue cuctembl POS:

a) JO/MKHBI NpefocTaBnATb cpeAcTBa 419 perncTpauyun QUPeKTUB cornacus cybbekTa AaHHbIX, BK/IIO-
Yyas oTKa3 UM aHHY/IMpOBaHue cornacus;

b) AO/IXKHbI MMETb BO3MOXHOCTb BbIMOMIHUTL 3TO TakuM 06pas3oM, KOTOPbIA 6bl NO3BONWNA KaXAoW op-
raHusauuy cooTBeTCTBOBATb CBOUM OPUANYECKUM TpeboBaHUAM uan TpeboBaHUAM MOANTHKA NO COTNacuio.

MpumeuyaHne — Cornacue MOXeT PaCNpPOCTPAHATLCA HA BCHO NEPCOHATbHYI0 MEAULMHCKYIO UHDOpMaLMio
Cy6beKTa faHHbIX WK HA KOHKPETHbIE Lesn.

Tpeb6oBaHue 2. 3aperncTpMpoBaHoO MUHMMalbHOE KOTMYECTBO AaHHbIX. B cnyyae korga knnHuye-
ckme cuctembl POS 3anucbiBaloT AUPEKTUBLI pasriaweHns nHpopmaynmn cybbekTa AaHHbIX, AO/MKHbI ObITh
3anucaHbl 0CO6EHHOCTN AMPEKTUB (Hanpumep, oTka3 OT coriacus WA oTkas OT cornacus, AaHHOro paHee),
a Takxe TUN cornacua B TeX PUCAMKLUAX, KOTOPble pacno3HaloT gBa uau 6onee Tuna cornacus (Hanpumep,
nogpasymeBaeMoe Uin BblpaXeHHoe cornacue), u fgata, Ha KoTopyto 6bina BblfaHa AnpeKTusa.

Tpeb6oBaHue 3. lupekTuBa, conpoBoxjatlian gaHHble. B cnyvyae korga cy6bekTbl faHHbIX MMe-
10T MPaBO COrMacHO 3aKOHY UM 06blyato 0TKa3aTbCA UM aHHYNMpoBaTb CBOE corslacue Ha cbop, UCNosb-
30BaHue unun pasrnaweHne ux NnepcoHasbHbiX MegULUHCKUX faHHbIX, KNUHUYeckne cucteMmbl POS fO/KHbI
npefocTaBNATb CpeAcTBa nepefaym orpaHuyeHuini Ha ganbHeliwee (1. e. nocneaywliee) pasrnaweHue
Hapsagy ¢ pasrnawaembiMU faHHbIMKU, eCnin noayyaTtesb 3TUX AaHHbIX HE MOXeT 3HaTb WKW oTBevaTb AU-
pekTuBaMm cornacus cybbekTa faHHbIX UHbIM cnoco6oM. KnuHuyeckne cuctembl POS fOMKHBI UMETb BO3-
MOXHOCTb BbIMO/IHEHUSA YKA3aHHOrO BbilEe TakumM CNOoCco6OM, KOTOPbIA MO3BOAUT OTAPABAALWMUM U NOAY-
Yawuwmm pucamKLuMamM COOTBETCTBOBaTb COGCTBEHHbLIM 3akoHOAAaTEeNbHbIM TpeboBaHUAM UM NOAUTUKE
no cornacuio.

TpeboBaHue 4. SKCTPeHHbI gocTyn. CpoyHasa MeAuLmMHCcKas NoMoLb (Hanpumep, oka3aHue NomoLLm
nauneHTy, Haxoasawemy 6e3 co3HaHuA) Uau apyrue ocobble cuTyaunn, fonyckaemMble 3akOHOM WU NONNTUKON
(Hanpumep, uccnepoBaHus B 06/1acTy 06LECTBEHHOrO 34paB0OOXPaHEHNA BO BpPeMS anuaeMuii MHEeKLNOoH-
HblX 3aboneBaHuii), Npn KOTOPbIX MOXeT NoTpe6oBaTbCA AOCTYN K UCTOPUM GONE3HU NaumeHTa, XpaHsuieics
B KIWHWYecKoW cucteme POS. He3aBUCUMO OT paHee 3aperncTpupoBaHHbIX AUPEKTUB NO pasrnaweHnto UH-
hopmauun. Bo3MOXHOCTb TAKOro 3KCTPEHHOTO J0CTyna A0/KHa NPefoCcTaB/IATLCA TO/IbKO aBTOPU30BAHHbLIM
nonb3oBaTesiaM, 1 ero NnpuMeHeHne (BMecTe C yKa3aHWeM MpUuYmnHbl, MO KOTOPOI Monb3oBaTenb UTHOpPUpyeT
AVPEKTUBY cornacus) Ao/HKHO 6blTb 3aperncTpupoBaHo B XypHane ayauTa. 3a UCKIIOYEHWEM criyvyaes, Korga
UrHOpMpOBaHVe AMPEKTUB cornacus fonyckaeTcsl 3aKOHOM Wau NOANTUKON, N ANSA TOTo, YTOObI YCTPaHUTb He-
onpejeneHHoCTb OTHOCUTE/IbHO TOro, HaMepeH /1M NoNb3oBaTe b AeACTBOBAaTL BONPEKN AUPEKTUBE Corlacus
nauueHTa, cuctema A0/KHa paspeLwmnTb NoNb30BaTE 0 BOCNO/b30BATLCA IKCTPEHHBIM LOCTYNOM Hanpsamyio
NN cuctema AosKHa MHPOopMMpoBaTh 3aperMcTpUMpoBaHHOIO Nosb3oBaTeNsa 40 NpefocTaBieHunsa goctyna o
TOM. YTO OH 6yfeT IKCTPEHHbIM.

Tpe6oBaHue 5. Pernctpaynsa akcTpeHHoro goctyna. KnuHuueckne cucteMmbl POS go/mKHbI 6bITb CNO-
COOHBI;

a) perncTpupoBaTb CO6bITUSA, NPU KOTOPbIX 06paboTKa AUPEKTUB cornacua genaeT HeBO3MOXHbIM pas-
rnaweHne faHHbIX;

b) peructpupoBaTtb NAeHTUMUKALNOHHBIE AaHHble M060ro Nonb3oBaTeNss, KOTOPbIA UTHOPUPYET ANpek-
TUBY cornacus cy6bekra faHHbIX, NPUYNHY HE0H6XOAMMOCTU IKCTPEHHOIO A0CTYNA, YHUKaNbHbIA nageHTudnKa-
TOpP. KOTOPbIA ByAeT ncnonb3oBaTbCa No3xe AN naeHTUudukaumm cybbekta faHHblX, AaTy U BpeMs UCMNOSb-
30BaHNA 3KCTPEHHOIO A0CTYNa;

C) B cnyuvasx Korga pusnyeckoe nuLO B OpraHm3almm nonb3oBaTesisi HeceT OTBETCTBEHHOCTb 3a coaeli-
CTBME COOTBETCTBUIO KOH(UAEHLNANBHOCTN, MH(DOPMUPOBATL 06 3KCTPEHHOM AoCTyne.
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TpeboBaHue 6. Cornacue gaHo LOpMANYECKN YNOJTHOMOUYEHHbIM NpegcTaBuTenem. B cayvyasax kor-
[a AMpeKkTMBa cornacua gaHa oT MUMeHW o06bekTa NonyyYyeHus MefuUMHCKON NOMOLLM HPUAUYECKN YMOMHO-
MOYEHHbIM NpeAcTaBuTeNneM, knnHnyeckne cuctembol POS A0/MKHBI UMETb BO3MOXHOCTb pernctpaunn naeH-
TN UKALMOHHBIX AaHHbIX 3TUX NpeAcTaBuTeneil n cTeneHn poacTBa npeacTaBuTens n 06bekTa NoayyeHus
nomoLyu.

Tpe6oBaHue 7. Perncrpaums paspelleHmnii Ha nsmeHeHus. KnuHuyeckue cuctemsl POS. 3anucoiBa-
owme paspellallime gUPeKTUBLI, AOMKHbI UMETb BO3MOXHOCTb OTOOpaxXeHus TOro, kakve paspeluarwlime
OVPEKTUBbI MPU UX HaANWYUM AelicTBOBANIN B AaHHbIi MOMEHT BpeMeHW ANA AaHHOro o6bekTa nonyyeHus
NoMoLLH.

O6ocHOBaHMe

MeauumnHCKMe opraHm3aunn fO/MKHbI 3HaTb, YTO OHWM NONY4YUNUN paspeleHne, Tpebyemoe B UX opuc-
AVKuMK. B Xoae cbopa, UCNO/b30BaHUA UAWN pasrfialleHns NepcoHasbHbiX AaHHbIX O COCTOSHUWU 340POBbA.
dopmbl paspelleHns, HeobxoauMble A8 OpraHu3aunu, MoOryT OT/iM4aTbCs B 3aBUCMMOCTU OT HOPUCAUKLMK,
06CTOATENBLCTB, NPU KOTOPbIX packpbiBaeTca nHopmaumnsa {Hanpumep, MegULNHCKOMY PaboTHUKY UK COLM-
anbHOW cnyx6e), 1 Tuna packpbiBaemoi nHopmaymu (Hanpumep, o6s3aTeNbHblli 0TYET 06 UHEKLNOHHbBIX
3aboneBaHuAX He TpebyeT cornacus cybbekTa AaHHbIX).

OcyuwecTsneHne BBoAa NepcoHasnbHOW MeAMLMHCKOW WHgopmauuu B KnuHuveckue cuctembl POS B
pamkax KOHKPEeTHOW HpUCANKLMN BbINOMHSETCA TEMU, OCHOBHbLIM 0643aTe/IbCTBOM KOTOPbIX ABAAIOTCA NOAY-
YeHve n perucTpauyuns paspellawowieli AUPeKTUBbI Cy6bEKTOB AaHHbIX, M 3TO 4acTO MPOUCXOAUT BO BpeEMS
cbopa faHHbIX, Korga noayyeHuwe u peructpauus paspelieHuns AsnawTca Hambonee adpdekTUBHbIMU. Knun-
Huyeckaa cuctema POS ponxHa npefoctaBuTb cpefcTBa TakMuMm ob6pa3om, 4Tobbl opraHu3auus 34paBoOoX-
paHeHns Morna rapaHTupoBaTth, YTO Te. KTO ocyuliecTBaseT gocTtyn k MM/, MOryT nonyunmTb 4OCTYN TOMIbKO K
TOlV UHhopmaumm, koTopas AOCTYyNHA HA 3aKOHHOM OCHOBaHUW NM60 Ha OCHOBAHWW COrNacus WA 3aKOHHOro
paspeleHnsa (Hanpumep, ecnv AaHHble PacKkpbiBAOTCA MO PaACNOPAXEHUIO cyaa).

CcblKu:

NCO 27799. NCO/M3K 15408 (Bce yacTtu). NCO 18308. NCO 27789.

5.3.3 OrpaHuyeHne Mcnosab3oBaHNA U pasrnaweHns

TpeboBaHue 8. Pernctpauua n xpaHoHue TONbKO TeX AaHHbIX, c60p, ucnonb3oBaHWe u pas-
rnaweHne KOTOpbIX UMEKT onpefeneHHy Lenb. lepcoHanbHas MeguunHcKas nHopmaumna AomkHa
MCNonb3oBaTbCA WAWM pasrnawarbcs TOMbKO B Lenax, copnajarnwmnx ¢ TeMu, 48 KOTopbix oHa 6bina co-
6paHa. KnuHunueckne cuctembl POS A0/KHBI 6bITb CTPYKTYpUPOBaAHbI Takum 06pas3om, 4TobObl XpaHeHue
nonewn faHHbIX, HE UMeEKLWNX ABHOITO OTHOWEHWUSA K OnpefeneHHON Lenun faHHbIX, Takux Kak neveHue u
oKaszaHue MOMOLLKN, BbICTaB/NEeHNE cyeTa Ha MeAUUUHCKUE YCAYrM WNN KIUHUYEeCKUe UccriefoBaHus, He
OCYLL,eCcTBNANOCh.

Tpeb6osaHue 9. OrpaHuyeHne pasrnaweHns nHpopmauum cybbekTa AaHHbIX NocTaBlWMKkam Me-
OAVLUHCKUX YCNYr cyb6bekTa faHHbIX. Heobxoamma peructpauma AaHHOro orpaHmyeHuns (Hanpumep, oTkas
OT corflacus Wau oTkas OT paHee AaHHOr0O cornacus), a Takke Tuna cornacus B Tex PUCAUKLUAX, KOTopble
pacnosHalwT OAWH WM HECKOSIbKO TUMOB cornacusa (Hanpumep, nogpasymeBaeMoe WM BblpaXeHHoe corna-
cue). n aaTbl, Ha KOTopylo 6bln1a BblgaHa AupekTusa.

TpeboBaHue 10. 3anpeT akcnopTa AaHHbiX. MNepefaya faHHbIX B Ne4yaTHOM BuAe UAN 3/IEKTPOHHOM
dopmate U3 KNMHUYeckon cuctembol POS B Apyrne cuctemMbl J0KHA OCYLWECTBNATLCA TONbKO B ONpeAeneH-
HbIX Lensx, HanpuMmep, okasaHue MeAULMHCKOW NomolW, pe3epBHOe KOMMPOBaHMe AaHHbIX Unu nepegaya
Cy6BbeKTY flaHHbIX (MU areHTy cybbekTa faHHbIX) N0 3anpocy cy6bekTa.

O6ocHoBaHue

370 TpeboBaHWe ABNAETCA CTAHAAPTHLIM U TPAAULVOHHBLIM NPUHLLMNIOM YECTHOTO UCNOMb30BaHNA faH-
HbIX W HE NPenATCTBYEeT OKka3aHW NOMOLLM MOCTaBLiMKaMyU MeAUUUHCKUX ycnyr. B opucaukumax, rae 6biimn
BBe/leHbl 3aKoHoAaTe lbHble aKkTbl O 3aliuTe MeUUMHCKMX AaHHbIX, 3TU NOJI0XEeHUs, Kak npasuno, paspe-
WwatT UNn TpebylT MHOTOKPaTHOro MCMNOMb30BaHUA W pasrnaleHns nepcoHanbHblX MeAULUHCKUX AaHHbIX,
CBSI3aHHbIX C NpejocTaB/eHMeM MeAULMHCKOW MOMOLLM, NoAAepX Kol paboTbl CUCTEMbl 34paBOOXPaHeHUs
nnn obecnevyeHnsa o6 ECTBEHHOrO 340POBbA.

ToNbko Nosb3oBaTenu KAUHUYeckux cuctem POS. yyacTsylouiMe B OKa3aHUM MOMOLM W NOAJEPXKKN
06bekTa, MMelT nogpasymMeBaemoe coriacue o6bekta okasaHus MefULMHCKOW MOMOLLM Ha nosyyeHue [o-
cTyna K faHHbIM cybbekTa. be3 gaHHOro cornacus HopmasbHbIli 4OCTYN K AaHHbIM HEBO3MOXeH. Cuctema
[oMKHa 6bITb 06ecneyeHa COOTBETCTBYOLW MM KOHTPOIEM AOCTYNa K 3anNncAM KOHKPETHOro cy6bekTa fAaHHbIX.
Hanpumep, octyn K N1106bIM MeANLUHCKMM KapTaMm nauueHToB, 60/blie He 3aperucTpupoBaHHbIX B K/IMHUKE
NN Ha npueme, He f0/1XeH CBOGOLHO OCYLeCTBAATLCSA NONb30BATENAMU B fL@HHON KNWHUKE.
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CcCblNIKK:

OpraHu3auma 3KOHOMUYECKOro CoOTpyAHNYecTBa U pa3BuTUA. MPUHLKUNLI YECTHOTO MCNOMb30BaHNA faH-
Hbix (OECD Fair Information Practices).

5.3.4 [ocTyn cy6beKkTa AaHHbIX K NepCOHaNbHOW MeAUUWNHCKOW MHopMaLuum n ucnpaBneHune
HETOYHbIX CBeAeHU

Tpeb6osaHue 11. flocTyn cyb6bekTa gaHHbIX. B cnyyae Korga cyb6bekT AaHHbIX ocnapueaeT NOHOTY
N TOYHOCTb MHChOPMaLUK B 3anncu cybbekTa, a opraHnu3anms He corflacHa C ero OUeHKOW, KNnHnYeckas cu-
ctema POS fonmxHa uMeTb BO3MOXHOCTb 3anucy Hecornacua u/mnm npuymMHbl 0TKasa B 06HOBAEHUN 3anucu.

Tpe6oBaHue 12. locTynHOCTb. KnuHuyeckne cuctembl POS f0/DKHbI MMETb BO3MOXHOCTb BbiBOAA
NN OTOGPaXeHNS NePCOHabHbIX MEAULMHCKNX AaHHbIX B dopMarte, noaxoaswemM 415 06bekTa nonyyeHuns
MeANLUHCKON NOMOLLH.

MpumeyaHne — B HEKOTOPbLIX HOPUCANKLUAX CYObEKTbI [aHHbLIX UMEKT NpaBo AocTyna K CBOWM 3anvcam u
npaBo 3anpoca Ha BHECEHWE U3MEHEHWIA B 1X 3anucy.

O6ocHOBaHue

MeauumnHckue yupexgaeHuns, kak npasuno, 6yayT ncnpasnaTb OWNOKN TONbKO B (hakTUYECKUX AaHHbIX,
Takmx Kak faTta poxgeHus cybbekTa fgaHHbiXx. Bonpockl, kacallwmecs MHeHUs, BKI4as AuarHo3, nocras-
NEHHbIN MeANLNHCKAM pPaboTHUKOM, MOTYyT MPUBECTU K BO3HWUKHOBEHWIO pasHornacuii no nosogy TOYHOCTK
MeaWLUHCKONM KapTbl. Bonpoc, kacawwuiica ncnpaBneHns nnm AonosHeHNsA, 0CO6eHHO akTyaneH, ecnm uH-
hopmaumna MOXeT NPMBECTU K BO3MOXHbIM U3MEHEHUSAM B JIEYEHUU NauMeHTa UAN U3MEHEHUAM MPUHATBIX
peLeHunin, kacarLmxcsa ero.

HekoTopble nonpasku WAW AOMOMHEHUA 6yAyT MMeTb 0co60e 3HauyeHue Npu TekyleM oKasaHuu me-
OVUVHCKON MOMOLLM CyObeKTy, U 3T U3MEHEHUS AO0/DKHbI 6biTb COOTBETCTBYIOLMM 06pa3om foBefAeHbl 40
cBefeHns. K cuacTblo, paspaboTaHHas cuctema 3/1eKTPOHHOTO yyeTa 340p0Bbs 6yfAeT MMeTb BO3MOXHOCTb
aBTOMaTMYeCKN pacnpocTpaHAaTb camylo NocnefHio nHdopmaumnto, ecnm ato TpebyeTca ANa ocylecTsie-
HUA odMLManbHO YTBEPXKAEHHBIX Lenei.

CcblNIKu:

NCO 27799. NCO/M3K 15408 (Bce yacTn). NCO 18308. UCO 27789.

5.3.5 TOYHOCTb flaHHbIX

Tpe6oBaHune 13. ToyHOCTb. KnuHnyeckne cuctembl POS fonxHbI BKAOYaTb cpeacTBa obecneveHns
TOYHOCTM M NOMHOTHLI MM/J] B TO cTeneHn, B KOTOPOI 3TO HEOHXOAMMO ANA YCTAHOB/IEHHbIX Lenein npumeHe-
HuUA. NMpuMepbl BKIOYAT B ceba BHeApeHue cpefcTB KOHTPOA NMPOBEPKU BBOAA AAHHbLIX U OCyLLeCTBIEHNE
NPOBEPOK Le/IOCTHOCTU, TakKnX Kak onpefeneHne KOHTPONbHON CYMMbl Y X3LW-CYMMbI.

Tpeb6osaHue 14. NaeHTudurkayma o6bekTa okasaHna MegnLUHCKONW noMowmn. KnnHuyeckne cucre-
Mbl POS [0O/KHbI TOYHO uAeHTUMUMpoBaTb 06bEKT OKa3aHUsA MeAWLMHCKON MOMOLWM B cucTeme mocpes-
CTBOM YHMKaNbHbIX UAEHTUDNKATOPOB, A0MYCKAOLWMX BO3MOXHOCTL NOUCKA NOMb30BaTENSAMU, NPU NPOCMO-
Tpe WA U3MeHeHUn KapTbl 06bekTa.

O6ocHoBaHne

Cpefia aN1eKTPOHHOr0 yyeTa 340p0BbA A0/XKHA CNOCO6CTBOBATL OCTUXKEHNIO 6HON€ee BbICOKOrO KayecTsa
MeANLUHCKUX KapT NyTeM BCTpamBaHUA annapaTHOro KOHTPOA Ha BBOA faHHbIX U CNOCOBCTBOBAHUA TETKOMY
06HOB/IEHMIO Aemorpanyecknx gaHHblX 06bEKTa MONYYEHUA MEeAULUHCKOW MOMOLL K.

Kpome Toro, TouHoe onpefgesieHne o6beKTa NONYYEHUS MEeAULMHCKOMW NOMOLLM NOoNMb30BaTENAMU KAU-
Huyeckoli cuctembl POS g0 npocmoTpa nam nuameHeHus ux MMV nveet ocob6oe 3HavyeHne gnsa 6esonacHocTn
nauneHToB.

CcblIKu:

NCO 27799. NCO/M3K 15408 (Bce yacTn). NCO 18308. UCO 27789.

5.3.6 VigeHTudmnkauma n ayTeHTudmnkauma nonb3osaTens

Tpeb6oBaHue 15. aeHTudnkauma nonb3osatens. rNonb3oBarensim kKanHuyeckux cuctem POS pgon-
XeH ObITb NpUcBOeH naeHTudukatop (ID nonb3oBaTens), KOTOPbIA, BO3MOXHO, 1 B KOMOMHALMWAX C APYTMMU
naeHTudrkaTtopamu (Hanpumep, naeHTUUKaATOpamMmn yuypexaeHusa unm pucamkLun) of4HO3HAYHO UAEHTU-
huympyeT Kaxaoro oTAeNbHOIo NoNb3oBaTeNs U UCNOMb3yeTCcsa Npu ayTeHTMdMKaLuy Nnonb3oBaTtens u seje-
HUKN XypHanoB ayauta. Ecnu TpaH3akuuy BbIXOAAT 3@ Npefenbl opraHnsauuu nnv opucaukumnmn. ID nonb3osa-
Tens B coyeTaHWMn C ApYroli pernctTpaunmoHHoi nHdopmauveli nonb3oBaTtens (HanpMMmep, UMs NonbL3o0BaTeNs,
agpec, nAeHTUMNKaTOP yupexaeHus, naeHTudrkaTop pUCANKLMN) JOMKEH:

a) OAHO3HAYHO MAEHTMMULUPOBATL KAXA0ro Noib3oBaTens:

b) NO3BONATHL MPUHUMATbL PeLleHns B cucTeMe KOHTpons goctyna (cm. 5.3.7):
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c) no3BoNnATL c6op pesynbTatoB ayguta (cMm. 5.3.16), KOTopble MOTYT O4HO3HAYHO CBSA3aTb MAEHTUDU-
KaLuWOoHHYI0 MHbopMaLuio NoNb3oBaTensa ¢ NpoBepseMbiMy AeiCTBUAMMN NOMb30BaTENS.

Tpe6oBaHue 16. geHTudukatopsl (ID) nonb3oBatens. KnnHunyeckne cuctemol POS fonXHbI noa-
JepxuBaTb naeHTUdUKaTOpbl Nonb3oBaTeneil 6e3 yyeta peructpa, Kotopble cogepxaT 3Haku, B3ATble U3
NCO/M3K 8859 (Bce uacTu) [Hanpumep. MCO/M3IK 8859-1, Takxe n3BecTHblii kak US ASCIl (AMepukaHcKuin
HaluMoHaNbHbI cTaHAapPTHbIA koA Ans o6MeHa nHdopmaymeir)] nam nsa MCO/MIK 10646 [Takke M3BECTHbIN
kak Unicode (KOHukog)].

Tpe6oBaHue 17. AyTeHTudnkauma nonb3opatens. KnmHnyeckme cuctembol POS A0/MKHbI rapaHTUMpo-
BaTb. YTO BCE MO/Ib30BATENN HAAEXHO ayTEeHTUDULUPOBAHbI.

Tpe6oBaHue 18. AyTeHTudunkaums nonbsoBartens. KnnHuyeckne cuctemsl POS f0MXHbI NPOBOANUTH
ayTeHTUdUKaLmMIo KaXxaoro nosnb3oBartens nepeg npegocrasneHnem gocTyna K nepcoHanbHbIM MegULUHCKUM
[aHHbIM WK COOTBETCTBYOLWMUMMN cnyxbamu knnHunyeckux cuctem POS. Mo onpepgenexunto, aTo TpeboBaHne
BK/lOYAeT AOCTYyN, NpefocTaBAseMblli B Ciydasnx, Korga nosib3oBartesib He MOAKIOYEH K CeTu (Hanpumep, ecau
KNuHnyeckan cuctema POS gocTynHa AN gocTyna BHe ceTn).

Tpe6oBaHue 19. MeToabl ayTeHTudUKauMmn. MNMpu HaANMYMN BO3MOXHOCTU KTMHNUYeckue cuctembl POS
OOJ/DKHBI NOAAEPXMBaTb MHOTOaKTOPHY ayTeHTUudurKkaymo nonb3osartens.

Tpe6oBaHue 20. AyTeHTUd UKaunusa nonb3oBaTensa n cuctemol. KnnHunyeckne cuctemol POS A0MXHbI
ayTeHTUdUUMpoBaTh Kaxjoe nuuo, 3anpawunsarliee goctyn K MMA.

KnuHuyeckne cuctembl POS A0/MXHbI rapaHTMpoBaTb MOANMHHOCTb yAa/leHHbIX Yy3/10B (B3aMMHas
ayTeHTMdMKaLnsa y310B) Npu nepegaye nepcoHanbHbIX MeAULUHCKUX AaHHbIX Yepe3 WHTepHeT unu gpyrune
N3BECTHblE OTKPbITblEe CETU C NOMOLbIO 3aLMLLEHHOIO NPOTOKO/1A HA OCHOBE CTaHA4AapToB.

TpeboBaHue 21. 3awuta npoduneli nonb3osateneit, naponei n Apyrux ayTeHTUPnKaLnoHHbIX
MapkepoB. Bce gaHHble uan napameTpbl, UCNOMb3yeMble B Npouecce ayTeHTUduMKaLMy nonb3osaTensa kau-
HUueckoi cuctembl POS. [OMKHbI XpaHUTbLCA WM nepegasBaTbcsl 6e3onacHbIM cnoco6omM, obecneymBaTbCs
3alLMTOl OT HECAHKLMOHUPOBAHHOTO AocTyna (B TOM YMucae NpocMoTpa, U3MEHEHUS WK yaaneHus).

Mpu ucnonb3oBaHUN naposieli NoNb3oBaTes BMECTO AeliCTBYIOLWEero naponsa AO/MKHbl XPaHUTbCA X3Ll-
KOAbl. BbIYNC/NIEHHbIE M3 KAX0ro napons nofb3osaTtens, 6o naponb AO/KEH 6bITb 3awndpoBaH ¢ NOMO-
Wb 3alULWeHHbIX WNPOM afiropuTMoB.

Tpeb6oBaHue 22. Maponu: ncnonb3oBaHue, kKa4ecTso, c6poc U M3MeHeHUs nonb3oBartens. Mpu uc-
nofib3oBaHUK naponei knnHuyeckas cuctema POS gosxHa ucnonb3oBaTh caegytolime cpeacTBa KOHTPOs
6e3onacHocTu:

a) KayecTBO Mapons: NpoBepbTe KayecTBO Maposs BO BPeMA ero cos3gaHua nonb3osatenem, ybeaus-
WWCb. K NPYMeEpY, 4YTO Naposib COCTOUT U3 KaKk MUHUMYM BOCbMW 3HAKOB, U3 KOTOPbIX KaK MUHUMYM OfWH LO-
XeH 6bITb He BYKBEHHbIM;

b) yacToTa M3MeHeHuA napons: gobasbTe (YYHKLUMIO, KOTOpas TpebyeT CMeHbl Naponsa nosb3oBaTenemM
Nno UCTeYEeHUN HacTpanBaemMoro MakCMMasibHOro MHTepBasna BpeMeHu;

C) cMeHa napons: npeaycMoTpuTe agMUHUCTPATUBHYIO YHKLUIO, KOTOpas U3MeHseT Naposib, y4eTHble
3anncuy Nosb3oBaTtens, KOTopble 6bIN U3MEHEHbl a4MUHUCTPATOPOM, TpebyloT Nonb3oBaTens 4NA U3MeHeHuns
napons BO BpeMms crefyioleli ycnewHoin peructpaymm;

d) 4yBCTBUTENbLHOCTb K PErMCTpy: Heobxoauma noagepxka naponeit, YyBCTBUTE/IbHbIX K PerncTpy, Ko-
Topble coaepxaT 3Haku, B3ATble n3 MCO/MIK 8859 (Bce yacTtu) [Hanpumep, MCO/M3IK 8859-1, Takxe u3-
BECTHbI kKak US ASCIl (AMepUKaHCKWiA HaUMOHaIbHbIN CTaH4apTHbI Kog A5 o6MeHa UHopmayueir)] nam
1n3 MCO/M3K 10646 [Takxe n3BeCTHbI kak Unicode (KOHuKog)).

Tpe6oBaHue 23. HeygayHasa nonbiTKka BXxoga B cuctemy. KnuHnyeckme cuctembl POS fonxHbl npu-
HYAWTENbHO BBOAUTbL OrpaHMyeHne Ha nocnefyrouime HeyfgayHble MOMbITKW MOMyYeHUA focTyna nosb3osa-
Tenem AN 3awuTbl OT AanbHelWwnx (BO3MOXHO, 3/I0yMbILW/IEHHbIX) MONLITOK ayTeHTUdMUKaLUN Nonb3oBaTe-
na. MpumMepbl COOTBETCTBYHOLWMX MEXaHM3MOB BKIOYAOT 6/10KMPOBKY YYETHOW 3anucu/y3na fo ee OTMeEHbI
agMUHNCTPaTOPOM, G/IOKMPOBKY YYeTHOW 3anucu/ysna Ha HacTpavBaeMblii Mepuoj BpeMeHU UK 3adepxKy
cnepywoLero npurnaleHns Ha permcTpayuio B COOTBETCTBUU C KOHPUTYPUPYEMBIM anropuTMOM 3a4epXxKu.

Tpeb6oBaHue 24, O6paTHas CBA3b C No/fib30oBaTenleM B Xofe ayTeHTudukauun. KnmHmnyeckme cu-
cTeMbl POS f0/KHbI NpefocTaBnATh TO/IbKO OrpaHUYeHHbI NOTOK 06paTHO MHopMaLun nonb3oBaTesnto B
Xofe ayTeHTudukalum, KoTopblii He cogeicTByeT nosib3oBaTesio B 06HapYXeHUn ngeHTudrkaTopa nosab3o-
BaTena v napons.

O6ocHoBaHne

[aHHoe Tpe6oBaHue obsieryaeT BefeHNe XypHanoB ayanTta, MHULMMPYeMbIX Nofib3oBaTensiMu (Hanpu-
Mep. O0CTYN UAN U3MeHeHUe 3anucell cybbekTa faHHbIX). AyTeHTudurkauma Takke nomoraeT ybeantbca
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B TOM. 4yTO MM/, He ckomnpoMeTUpoBaHbl B pesysibTare OCYL,eCcTBAAeMOro HeaBTOpU30BaHHbIMI NOJIb30Ba-
TeNsAMu goctyna uam M3MeHeHus.

Ccblniku:

NCO 27799. NCOYM3K 15408 (Bce uacTn). NCO 18308. NCO 27789.

5.3.7 YnpaBneHue goctynom

Tpe6oBaHue 25. CpoacTBa ynpasneHus goctynom. KnuHmnyeckue cuctemsl POS g0mMKHbI NOATBEPX-
AaTb. YTO Kaxfjoe ayTeHTU(ULMPOBAHHOE NULO WUAM Cy6bekT, 3anpaliunBalowmnii 4OCTYN K MepCoHasbHbIM
MeAULNHCKUM AaHHbIM, aBTOPU30BaH ANA f0NyCKa K AaHHOW nHdopmauuu.

TpeboBaHue 26. KoHTponb aBTOpMu3aumnu. Nepes peanusayneil cucTtemsl nepegayn gaHHbIX, 0OTHOCS-
wuxcsa K MMA. knuHuyeckne cuctembl POS fO/KHbI NOATBEPANTL, YTO 3anpallnBaloLLLnil Nonb30BaTeNb UK
cy6bekT nmeeT Heob6xoAMMble nNpasa AocTyna.

Tpe6oBaHue 27. PoneBasa Mogenb ynpaBneHusa goctynom. KnuHunyeckme cuctembl POS A0MXHbI
nogfepxunsatb posieByl0 Mogenb ynpasneHua goctynom (RBAC). nmelowwyo BO3MOXHOCTb CONOCTaB/IEHNSA
KaXporo nonb3oBatens ¢ OAHON WAW HECKONbKMMMW PONAMMU U KaXAO0W PONn C OAHOW UAN HECKONbKUMUW CU-
CTEMHbIMU (PYHKUMAMU UK NpaBamu focTyna.

Tpeb6oBaHue 28. ipyrue chopmbl ynpaBneHusa goctynom. KnuHuyeckne cuctemol POS Takxe Bonx-
Hbl MMeTb CNOCOBGHOCTb COMOCTaB/IEHNA KaXA0ro nofb3oBaTens ¢ npasamu AocTyna, npefocTaB/ieHHbIMU
WU OFTPaHUYEHHbIMUN HA OCHOBE:

a) paboueli rpynnbl, K KOTOPOW NPUHAAIEXUT NONb30BATENb, UK

b) KOHTekcTa onepauuu (Hanpumep, BpeMa CyTOK, MECTOMNONOXeHNe paboyeil CTaHLMNU NN IKCTPEH-
HbI gocTyn).

TpeboBaHue 29. MNepegaya gocTyna K NepcoHasbHbIM MeAULUHCKUM AaHHBIM 06bekTa nonayue-
HUSA nomouwu. KnuHuyeckne cuctembl POS f0MKHBI UMETb BO3MOXHOCTb NMOAAEPXaAHWUS accoumaunmn mexay
BbIGpPaHHbLIMM MOb30BATENAMU U KapTaMn 06beKTa NoslyYeHnss NOMOLLM U NPeAoCcTaBATb AOCTYN Ha OCHOBE
JaHHOI accoumauum; T. e. KnMHu4eckme cuctembl POS fO/MKHBI MMeTb CNOCOBHOCTL NpefocTaB/eHus nepe-
JaBaemoro focTyna K 3anMcsiMm Ha OCHOBe nepejayu nofb3oBaTeneM C CaHKLMOHMPOBAHHbLIM AOCTYNOM npa-
Ba flocTyna K aTUM 3anucsm ApyroMmy nosb3oBaTesnto.

Mpu peanusayun Takoe npegocTasieHne gocTyna He LO/KHO:

a) No3BONATH NONb30BATE/I0 C MOMOLLLIO CUCTEMHBIX CPEACTB NPeA0CTaBAATb APYrOMY NoNb30BaTeNto
[OCTyn K 3anvcsiM, ecnu nNpefocTaBsAoWwmii NoNb3oBaTe b He MeeT Takoro npasa A0CTyna K 3anucu unm

b) npesblllaeT OCHOBAHHbIE HA PO/IM Npasa f0CTyna nosib3oBartesis, noayvaroLiero 4ocTyn.

Tpe6oBaHue 30. CoobuieHne o npaBax gocTtyna. KnuHuueckne cuctembl POS fONXKHbI UMETb BO3-
MOXHOCTb COO6LLEHNS KacaTeNlbHO ONpeAe/IeHHOro nonb3oBartesisa, UMeeT /in OH JOCTYN K 3anucsam onpeje-
NIeHHOro ob6bekTa NoNyYeHUss MOMOLLM 1 paspelleHns (MPOCMOTP, N3MEHEHME M MP.). KacalLwmnxcs 3anucei
06bekTa NoayyeHns NoOMoLLN.

Tpeb6oBaHue 31. OrpaHnyeHne npas gocTyna. B cnyyae ecnu nonb3oBartenb nosnyyaet 60see ogHOW
nosib30BaTeNbCKON ponun, To KAMHNYeckas cuctema POS gokHa N03BOMTbL NO/b30BaTENI0 BbIGPATh TY PO/b,
NPUCBOEHHYI0 eMy. KOTopas NpuMeHUMa K He06XoAMMOMY NO/Ib30BaTEIbCKOMY CeaHcy.

Tpe6oBaHue 32. OTmMeHa npasa gocTtyna. KnuHunyeckne cuctembl POS go/mkHbl nogaepxmnsaTtb PYHK-
LMo 0OTMeHbl NpaB AocTyna nosb3osaTens 6e3 He06X04MMOCTN yaaneHna nonb3osaTens U3 cuctemol. KnmHu-
yeckne cuctembl POS foMKHBI MCKNOYaTh Nonb3oBaTesneil, Ybn nNpasa focTyna ANa Bxofa B CUCTEMY 6binn
NO/THOCTbIO OTMEHEHbI.

O6ocHoBaHue

B MOMeHT, korga cuctema rotoBa K MCNONb30BaHUIO, UMEeTCA BO3MOXHOCTb AOCTyna K Heli He TOfb-
KO 3aperncTpMpoBaHHbIMW NOb30BATENAMM, HO U. BO3MOXHO, HE3aperncTpupoBaHHbIMU. MO3TOMY CUCTEMBI
[OJ/KHBbI 6bITh pa3paboTaHbl C y4eTOM COOTBETCTBYIOLLUX CPeACTB KOHTPONS AocTyna. Kpome TOro, fO/IKHbI
npegycmatpmBaTbCsa 3/1IEMEHTbI yNpaBieHus, KoTopble 06HapyXXMBakT NOMNbITKA HECAHKLMOHUPOBAHHOIO A0-
cTyna. a Takxe npeAnpvHMMaloT 4elicTBua ANa 6/10KMPOBKM 3TUX MOMbITOK.

Ha npakTuke nonb3oBatenun KANHU4YeCcknx cuctem POS (UX MOTyT 6bITb ThICAUYMN) HE MOTYT 6bITh UHANBM-
AyanbHO conocTas/ieHbl ¢ PYHKUMAMMN CUCTEMbI NOCEe UX perncTpaumm 4Na KOHTPOAs UX NpuBuUIernii 4ocTy-
na. BbINO/IHEHME 3TOr0 COMNOCTaB/IEHUS ANS KaXAOro OTAE/IbHOIo Nonb30BaTens ABNAETCA OYEHb CMIOXHbIM
1 NOABEPXEHO BO3HWKHOBEHUIO MHOXecCTBa owunbok. Ckopee, NONb30BATENN AO/MKHbI GbiTb OTOGPaXeHbl B
ponu, a 3aTem posn conocTaBneHbl ¢ PYHKLUAMU CUCTEMDI.

Be3ocHoBaTeNbHO nonaraTb, YTO BCE BpPayn AO/KHbI UMETb BO3MOXHOCTb MOJIyYeHUSA [0CTyna Ko BCeM
3anncsiM NauMeHTOB B CAIOXHOW knnHMYeckoi cuncteme POS. Tak Kak B Heli MOTyT cofepxaTbCs faHHble He-
CKOMTbKMX AEeCATKOB ThiCAY Cy6beKTOB. Heob6XxoAnMO BHeAPeHWe CpeACcTB KOHTPONS AN OrpaHnyeHms goctyna
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nosnb3oBaTeneli. Takke MOXeT CylWw,ecTBOBaTb HEO6XOAMMOCTb NOAAEPXKAHNS CNUCKA OLHOW UAN HECKONMbKNUX
pabouux rpynn, 41eHoOM KOTOpOW ABNSeTCSA Nnonb3oBaTtesnb. [pumepbl MOTYT BKAlOUYaTb Xupypruyeckue 6pu-
rafibl B onpejenieHHoi 60MbHULE MU Bpayelli ¢ NpuBUaerMamMm goctyna B onpegeneHHolt 6onbHuLe. Takve
paboumne rpynnbl N03BOAAAN Gbl YCTAHOBMIEHUE OTHOLWEHWI NOMb30BaTENSA C CYOBEKTOM MOMyYEHUS NOMOLLN
Ha OCHOBE CYLLEeCTBYIOLWNX OTHOLWEHNA MexAy Cy6bekTOM 1 APYrMMUN YneHamun paboyei rpynnbl.

BaXXHO OTMeTUTb, YTO NepefaHHoe ynpasiieHne AOCTYNOM He ABNAETCA yrnpaB/ieHUEM, OCHOBAHHbIM Ha
«Begyueli» ponu. Hanpumep, B 4ONYCTUMbIX CyYyasx Bpay o6LLeli NpakTUKu MOXEeT npefocTaBuTb ApYromy
Bpauy (K npumepy, cneunanncty) NOMHbLIA AOCTYN K OAHOM M3 UCTOpPWUIA 6ONe3Hn cBoero nauneHta. Cneuyu-
anNCT MOXeT NO3Xe UCNOo/b30BaTh 3TOT A0NYCK 419 BbINUCKN 3N1E€KTPOHHOrO peuenTa AN nayverdta. OgHako
ecnu Bpay npegocTtasBnsieT 4OCTYN MeAcecTpe, TO MeAcecTpa He MOXET No3gHee BbINUCaTb 3/IEKTPOHHbIN
peuenT ANA naumeHTa, Tak kak poneBoe ynpasieHue AOCTYNOM, Kak npasuno, 6yfgeTt npeforBpalwiartb ocy-
wecTB/ieHMe Takol YHKLMN MefcecTpoii.

Tpeb6oBaHue N8 OTMEHbl NpaBa AocTyna npefHasHayeHo ANs ob6ecneyeHns BO3MOXHOCTU yaaneHus
npusuneruii NnonbL3oBaTens, COXpaHas Nnpyu 3TOM UCTOPUIO NONb30BaTeENsA B CUCTEME.

Ccblniku:

NCO 27799. NCO/M3IK 15408 (Bce yacTtun). MCO 18308. NCO 27789, NCO/TS 22600 (BCe yacTtu).

5.3.8 Mpuemnemoe ncnosnb3oBaHue

TpeboBaHue 33. YBefoMaeHusa AN nonb3oBaTesneil. B kaxaoMm ceaHce nonb3oBaTens nepeg uam
cpasy nocne Bxofa nofb30oBaTenss B CUCTEMY WM B APYrOi onpefeneHHblii nepnos BpeMeHU KanHuyeckas
cuctema POS pgonxHa oTobpaxaTb KOHurypupyemoe npegynpexgeHvme uam 6aHHep peructpauuun, npeg-
Ha3Ha4YeHHble HaNOMHUTbL MOJb30BaTEN0 O KOH(UAEHUNANBHOCTU W Haj/exaleM MUCnofib30BaHUM nepco-
HaNbHbIX MEAULMHCKUX AaHHbIX, 4OCTYMHbIX B CUCTEME, M/UNM NPUMEHSAEMbIX WTpadax 3a HenpaBubHOe
MCNO/b30BaHNe CUCTEMbI.

O6ocHoBaHue

Monb3oBaTenn KNMHUYecknx cuctem POS foxHbI 6bITb OCBEAOM/IEHBI O CBOMX 06A3aTeNbCTBax (3TU-
YeCKMX 1 NpaBOBbIX) B OTHOWEHUN NepCOHaNbHbIX MeAULUHCKUX AaHHbIX, AOCTYN K KOTOPbIM OHW OCYLLEeCT-
BNAIOT. HECKONbKO OpUCANKUNIA peanvn3oBann TpeboBaHMsA, N0 KOTOPbIM CUCTEMbI OTOGpPaXakT HA BUAHOM
mMecTe coobLeHne cpa3y nocse 3anycka NpPUIoXeHWs UAKU Bxoda nofb3oBaTens B cUCTeMY, MHOPMUPY-
loulee nonb3oBatensa 0 ero o6asartenbCTBax U NPaBOBbIX OrPaHMUYEHUNAX, CBA3AHHbIX C UCMOb30BaHWEM
CUCTEMBI.

[Onsa Toro 4tobbl MMETb NPaBOBYK 3alMUTy OT Nofb30oBaTeneil, KOTopble NPOUrHOPUPOBanU cpeacTBa
3aWunThl KOH(MAEHUMANBHOCTN MHOPMALUKN, OCYLLEeCTBUB AOCTYN K NMNYHOW nHopmaumn, He CBA3aHHON C
nXx paboToil, afMUHUCTPaTopam, BO3MOXHO, NoTpebyeTcsA NOATBEPXAEHWE TOro, YTO NONb30BaTENN ObININ YeT-
KO OCBEAOM/IEHbl 0 KOH(pUAEHUNANBHOM XapakTepe Nosly4eHHOol nHopMaLmm 1 Lensx ee UCnob3oBaHus.
AcHoe cooblieHne, BblgaBaeMoe nocse Bxofa nonb3oBaTens B cucteMmy, obecneynmsaeT AONOMHUTENbHYIO
3alMTY OT BO3MOXHbIX JIOXHbIX NPETEH3MI OT Nosib3oBaTeneli-HapywmuTeneid. HacTanBawLW KX Ha TOM. UTO OHU
He 3Hann 0 KOH(UAEHLMANbHOM XapakTepe MosyYeHHOo! nHdopmaLum Uam orpaHuvYeHnsiXx ee Mcnosb3oBa-
HUA. FcHble nNpeaynpexaeHnsa nomorawT 061erynTb npoueaypy B3biCKaHUA WTPadoB ¢ HeaBTOPU30BAHHbIX
nonb3oBaTenei.

CcblNIKK:

NCO 27799. NCO/M3K 15408 (Bce yacTn). NCO 18308. UCO 27789.

5.3.9 be3onacHOCTb ceaHca 1 BpeMs oXugaHusa

TpeboBaHue 34. Be3onacHocTb ceaHca. KnnHuyeckune cuctembl POS fO/KHbI 3alimath aBTomaTu-
yeckun ynpasnsemble paboyne CTaHUUN OT NOCTOPOHHUX NKL, NOJb3YIOLWNXCA BO3MOXHOCTbIO UCMOb30BaHNA
paboueil cTaHuuMK, noka cuctema YHKLUUOHMPYET C aBTOMATUYECKMM BpPEMeHeM 0XuhaHus nocne 6e3peit-
CTBUSA.

Tpe6oBaHue 35. Bpems oxugaHusa ceaHca nonb3oBatens. KnuHnueckme cuctemol POS fOMXKHbI 3a-
WU aTe aBToMaTuyeckn ynpasnsaemole paboune ctaHuMyM 0T NPOHUKHOBEHNA NOCTOPOHHEro nuua (nuL) ¢ no-
MOLL b aBTOMATMUYECKOro BpEMEHW OXMNAAHNS NOC/e HacTpansaemoro nepuoga 6e3geiicTens Nonb3oBaTens.
Mpuvmepbl Takoi 3aWnTbl BKAOYAKT B Ce65 NPUMeEHeHne nporpamM npefoxpaHeHnsa akpaHa nav 610KnMpoBKu
NPUIOXeEHUS, TPeOYIOLW X NOBTOPHOI ayTeHTUMMKaLUN 3aperncTpupoBaHHOro NonbL3oBaTens.

ABTOMaTMYECKOMY BPEMEHW OXMAAHNA AO/KHO NpeflwecTBOBaTbL NpegynpexaeHve (nossnsawweecsa B
HacTpanBaemblil MPOMEXYTOK BDEMEHUN) O TOM. YTO BPEMSA OXMAaHWa akTuBupyetcs. Korga Bpems oxuwaaHus
ceccuu nctekaeT, 3TOT NOJSIb30BaTENb [O/IKEH UMETb BO3MOXHOCTb BEPHYTLCA K CEAHCY C MOMOLLLbIO MOBTOP-
HO ayTeHTUdMKaLMM UNn Apyroin Nnonb3oBaTtesb 40/KEH UMETb BO3MOXHOCTb 3aBEpLWUTb Npeabiaywuii ce-
aHc (6e3 ero BO306HOBNEHMA) ANA TOT0, YTO6GbLI METb BO3MOXHOCTb MPUCTYNUTb K HOBOM CECccuu.

16



FOCT P 57301—2016

TpeboBaHue 36. Bpems oxungaHua nogknoveHuns. Mpu Heob6xoa4MMOCTU KnnHuyeckmne cuctemol POS
LO/KHbI OrpaHn4mMBaTh NPOAO/KUTENbHOCTb NOAKNIOYEHNS A0 UHTOPBA/sa BPEMEHW HAcTPOWNKW, YTOBbI UHU-
LumpoBaTb NOBTOPHOE NOAK/IOYEHNE, eCn NOAK/II0YEHNE 0CTaBaioCb OTKPLITIM B TEYEHWNE OYEHb ANUTENb-
HOTo nepuoja BpeMeH!.

Tpeb6osaHue 37. be3onacHocTb ceaHca. KnuHnyeckasa cuctema POS fonxHa nmeTb CpeAcTBa KOH-
Tpons 6e30nacHOCTM ceaHca CBA3W A1 NpefoTBpaLLeHNsa NOXULEHUS UK KpaXn ceaHca nonb3oBaTtens.

O6ocHoBaHue

MHorue knunHmnyeckne cuctembl POS yxe BHeApunu 3aluTy ceaHca, No KpaliHeil mMepe HauvasibHOro
ypOBHSA (Hanpumep, aBTOMaTU4YeCKWUii BbIXOA M3 CUCTEMbI NoNb3oBaTeneli nocne nepuwofa 6esneliicTeng nam
NPUMEHEHVEe pexunuma CoXpaHeHUs aKpaHa, KOTopbli MOXeT 6biTb pa36/10KMPOBaH TONIbKO NOC/e NOBTOPHOW
ayTeHTudukaymm nonb3osartens). O6paTtute BHUMaHMe Ha TO. YTO MOCKO/IbKY HeKkoTopble pabouve cTaHuuu
pacnofioxeHbl Ha PU3NYECKN 3aLULLEHHBIX YyYacTkax (HanpumMep, 3a CHETYMKOM Ha3HaYeHUA TekapCTBEHHbIX
npenapaToB B anTekax), flaHHoe TpeboBaHne MOXeT BblTb HEMPUMEHUMbIM.

TpeboBaHue, Kacawleecss BpeMeHN OXUAaHUsa NOAKNIOYEeHUs, Kak npaBunao, npumeHseTcs B 6esonac-
HbIX NPUNOXEHUAX ANA MHULMALUM NOBTOPHOrO NOAKMAOYEHUA (M. cnefoBaTenbHO, NOBTOPHONM ayTeHTudu-
Kauuun) B cnydyasax, korga nogknoyeHme ocyLlWwecTBNAMOCh B TeYEHNE OYEeHb 4/IMTEIbHOT0 Nepuofa BPeEMEH!.
MpoaonXnTeNnbLHOCTL Nepnoga noanepxaHua noakIoYeHNs BapbupyeTcs B 3aBUCUMOCTH OT BUAa NpUIoxe-
HUS 1 TMNa NoAKMYeHUs (HanpuMmep, cepBep — CepBep UK KNNEHT — cepBep).

Tpeb6oBaHue, Kacawleeca 6e30NacHOCTM ceaHca, MOTUBMPOBAHO TEM. YTO CeaHC MOXeT BbITb YKpajeH
Aaxe npu Hanuyuu sawutbl (Hanpumep. SSL/TLS). Hanpumep, ecnm ceaHc OTCNexunBaeTCcss MOCPeACTBOM
¢haiina cookie B URL (yHuuLMpoBaHHbI/ 1okaTop pecypca), To B HeKOTopbix cuTyaumax URL ceaHca nonb-
30BaTeNa MoOXeT 6bITb NONYYEH U UCNONb30BAH APYTMM NoNb3oBaTeneM nyTem NPUCBOEHUSA TMYHOCTU Npedbl-
Ayuiero nonb3osartens.

CchblNIKu:

NCO 27799. NCO/M3K 15408 (Bce yacTn). NCO 18308. UCO 27789.

5.3.10 MoppepxkKa 4OCTYNHOCTU AAHHbBIX

Tpeb6oBaHue 38. Pe3epBHOe KonuposaHue. KnnHunyeckasa cuctema POS fonxHa noggepxusaTtb CO3-
[aHne pe3epBHbIX KONUA AaHHbIX NPUNOXEHNS, Habopa ya0CTOBEPEHU 3alNTbI, XXYPHAN0B ayauTta u opyrnx
OaHHbIX 1 halinoB, He06XoAMMbIX 4N HOPManbHOW paboTbl KNMHUYECKON cuctembl POS.

Tpe6oBaHue 39. MapannenbHoe pe3epBHOe KonupoBaHue. Ecnu knnHuyeckaa cuctema POS po-
CTyrnHa B HEMPEPbLIBHOM peXume, To cuMcTema [0/KHA UMEeTb BO3MOXHOCTb BbINO/IHEHWUA NapanienibHoro pe-
3epBHOr0 KONMPOBaHWUA NapansienbHo ¢ paboTol NPUNOXEHUS.

Tpe6oBaHue 40. BoccTaHOB/NeHWe. BoccTaHOBNEHNE faHHbIX KIUHUYECKOW cucTembl POS f0/1KHO
npefocTaBnATb NOMIb30BATE/NI0 BO3MOXHOCTb BO3Bparta CUCTEMbI B MO/THOCTbIO paboyee n 6e3onacHoe cocTo-
AHWe. laHHOe COCTOSiHWE A0/HKHO BK/0OYAaTh BOCCTAHOB/IEHWNE AaHHbIX NPUNOXEHNS, HAbopa ya0CTOBEepeHuit
3aWunThl U XypHaNoB ayauTa, a Takxe [O0/HKHO obecrneynBaTb BO3MOXHOCTb MPOBEPKN MOSIHOTbHI BOCCTAHOB-
NIeHHbIX AaHHbIX (Takke cM. 5.3.13).

Tpeb6oBaHue 41. BoccTaHOBNEHNE cogepXaHWA 3/1eKTPOHHON KapTbl nauueHTa Ha npeflwecTBy-
IOWNin MOMEHT BpeMeHu. KnuHuyeckne cuctembl POS A0/mMKHBI NOAAEPXKUBATL BO3MOXHOCTb OTOGpaXeHns
cofepxaHus nwoboii kapTbl cy6bekTa gaHHbIX, KOTOpPble 6bIN 3aNncaHbl UK yXe NMeNnchb Ha by npea-
WecTBYOLWY AaTy nau spems.

O6ocHoBaHue

KnuHunyeckne gaHHble ABNAIOTCA LEHHbIM, OPOrUM, U B pAje c/iyyaeB He3aMeHUMbIM PecypcoM, U nx
COXPaHHOCTb MMEOT OFPOMHOE 3Ha4YeHue.

KnuHnuyeckne cuctembl POS gomxHbl co34aBaTh BO3MOXHOCTb A9 CO3[4aHNSA 3alULLLEeHHbIX KOMUA, KO-
TOpble AO/IKHbI COOTBETCTBOBATbL CNefyLWnM TpeboBaHNAM:

- aKCMopTUpyiiTe aTpmbyThl 3alUTbl BMECTe C AaHHbIMU:

- ybeauTechb B TOM. YTO NPU BOCCTAHOB/MIEHNUMN N3 pe3epPBHON KONUKU BCe aTpuByThbl 3alnUTbl U NX accouu-
auuun 6bl1M aBTOMATUYECKN BOCCTaHOB/IEHbI 6€3 BMelwaTeibCcTBa afMuHUcTparTopa:

- ybegnTecb B TOM. YTO TO/IbKO aBTOPM30BaHHbI onepaTtop apxvwea MOr MPOM3BOAUTL IKCNOPT U BOC-
CTaHOB/IEHNE pe3epBHON konuu, ybeanBLINCH, 4TO 4OCTYN K MHOPMAaL MK CTPOro OrpaHnyeH;

- obecneybTe BO3MOXHOCTb 3anycka pe3epBHOr0 KONMPOBaHWA NapasnfiefnbHo ¢ paboToi NPUAOXKEHWIA,
ONA KOTOPbIX cucTemMa paboTaeT HenpepbIBHO;

- ybeguTtecb B TOM, 4TO UHpopmaLmsa 6bina NpoBepeHa Kak Npu co3faHunu, Tak U NpuM BOCCTAHOB/IEHUK
ee pe3epBHOIi Konuu,
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- (PyHKUMOHaNbHble BO3MOXHOCTU BOCCTAHOB/IEHUS CUCTEMBI A0/KHbI MPUBOAUTL K BO3BpATy B NOJIHO-
CTblo paboyee N 6e3onacHoe COCTOAHME, KOTOpPOEe BKIOYaeT BOCCTAHOBNEHNE faHHbIX NMPUI0XeHNa, Habopa
YA,0CTOBEPEHWIA 3aWnTbl U XYPHA/IOB ayauTa B UX MPeXHee COCTOsAHMeE.

Ccbliku:

NCO 27799. NCOYM3K 15408 (Bce yacTn). NCO 18308. NCO 27789.

5.3.11 3awwuTta faHHbIX B Xo4e nopogayu

KnuHnyeckue cuctembl POS f0/MKHbI NPYUMEHATb anropuTMbl WNAPOBaHUA MHAOPMaLMM U NPOTOKOSbI,
COOTBETCTBYIOLLME NPOMbILW/IEHHLIM CTaHAapTam, Ana nepegadun NM/J no cetn NHTepHET nnun gpyrum OTKpbI-
TbIM CETAM ANA NOAAEPXKN KOH(PUAEHLUANBHOCTU N LEeIOCTHOCTY AaHHbIX.

Tpe6oBaHue 42. ludpoBaHne faHHbIX B Xo4e nepefaun. B KAuMHMYecKoi cucTeme, cocTosuieit
13 KOMMNOHEHTOB, pacnpejeneHHbiX N0 HECKO/IbKUM KOMMNblOTEPAM UM CUCTEMAM, CBA3b MeXAY 3TUMWU KOM-
NOHEHTaMu fomxHa (Yepe3 VIHTEpHeT unu Apyrue oTKpbiTble ceTu) ob6najatb cnefynwmnmm KOMNOHEHTaMmN
3aWnThl.

a) ayTeHTuduUKauma ydyacTHuka (Hanpumep, KNneHTa uau cepsepa):

b) LENnoCTHOCTb AaHHbIX;

C) KOH(pMAeHUNanbHOCTb AaHHbIX.

Mpumephbl

1 CeaHCbl CBSA3M KINHUYECKON cucTeMbl POS MeXAY KOMNOHEHT OM K/IMEHT A U CEPBEPOM MPOUCXOAAT
vyepes MHTepHeT nnn apyrme OTKpblTbie CETU C BO3ZMOXHOCT bl ayTeHTVICbVIKaLI.VIVI cepsepa, NnoaaepPXKKM
LEeNOCTHOCT MU JaHHbIX N KOHPMAEHLNANBHOCT U AAHHbIX.

2 CeaHCbl CBA3U KNMHUYECKOW cucTembl POS mexpay knueHTckum 6paysepom u Web<epeepoM npoucxo-
AAT 4yepe3 VIHTepHeT WUAW Apyrue OTKPblThbie CETU NPU HANMUYUK 3alLNTbl HA OCHOBE Web-TexHonoruu, Ha-
npumep, 3aliNThbl TPAHCNOPTHOIOYpPOBHA (TLS) ansa obecnevyeHus ayTeHTI/ICbVIKaLI,VIVI cepsBepa, uenocTHoOCTMU
LaHHbIX N KOHP MAEHLNANBHOCT U AAHHbIX.

TpeboBaHue 43. MogTBepXAeHNe NonyyeHnsa gaHHbiX. C Lenbio rapaHTum Toro, 4To nepefasaemble
[JaHHble nofyyeHbl, KAMHUYeckne cuctembl POS fo/KHbI UCNOMb30BaTL CpefcTBa ynpasieHus 6esonacHo-
CTbl0 ANA NOATBEPXAEHMA NOMYyYEeHUA UKW AOCTaBKM flaHHbIX, €CN nepegaya AaHHbIX NPOMCXOAMUT 3a npe-
[enaMmun BHELWHNX rpaHul husnyeckoin 3awnTtsl, KoTopas obecneynBaet 6€30NacHOCTb CPeACcTB 06pPabOTKK
NHopmaumm.

O6ocHoBaHue

MepexBaT KOH(UAEHUMaNbLHOW MepcoHanbHON MHOPMaLun npeacTaBiseT CepbesHyl yrposy Ans
3[paBOOXpPaHeHns, n ee 3l0HaAMepeHHOoe U3MeHeHne Npu nepegadye MOXeT NPUBECTU K CEPbEe3HbIM nocnef-
cTBusiM. ObecneyeHne KOHMUAEHLNANBHOCTU U LenocTHocTu NMM/. nepefaBaeMbiX KIMHUYECKOR cuctemoit
POS. aBnsetcsa MUHUMAlbHBIM TpeboBaHneMm.

OpncANKLNOHHbIE 3aKOHOAaTeslbHble akTbl, Kacawlinecs WHopMauunm o COCTOSAHUU 3[0pPOBbSA, Kak
npaBuo, He cofepxaT KOHKPETHbIX HanpaBieHnii OTHOCUTE NIbHO KpunTorpanuyeckoi 3awmntbl MHopMaLum
npu nepegaye, ofHaKo Cyl|eCcTByeT HECKO/IbKO 06X Tpe6oBaHuii, KOTOpble OCHOBaHbI Ha OTPac/ieBbIX CTaH-
JapTax no kpuntorpadun n kpuntorpaduyeckmm NpPoToKoIaMm.

B cnyyae Heobxo4nMOCTH, cUCTEMA [JOJKHA NONYUYNTb NOATBEPXAEHNE NonydYeHus npu nepegade NMMA.
YTOObI rapaHTUpPOBaTh, YTO NepejaBaeMble JaHHble OblIN NOMyYeHbl.

Ccblnku:

NCO 27799. NCOYM3K 15408 (Bce yacTu). MCO 18308, NCO 27789.

5.3.12 3awuTta gaHHbIX NPY XpaHeHUN

TpebosaHue 44. 3awurta akcnayatauMoHHbIX AaHHbIX. KnuHnyeckne cuctembl POS A0MXKHbI cne-
OUTb 3a TeM. 4TO6bl /INYHbIE JaHHble, XXYPHabl ayguTa U AaHHble, CBA3aHHble ¢ 6e30MacHOCTb0, Hanpumep
npodunun nosb3osaTesns, 6bi7IM NONHOCTLIO 3alulleHbl 0T HECAHKLMOHUPOBAHHOIO AOCTyNa U U3MEHeHUs B
npouecce xpaHeHus a 6ase gaHHbIX MYWm aiiioBbiX cucTemMax.

TpeboBaHue 45. 3aWmnTa faHHbIX HAa NOPTATUBHbIX HOocuTensax. Mpu xpaHeHun MM/ Ha NO6bIX HO-
CUTENSAX UNN CbEMHbIX U NOPTaTUBHbLIX Npubopax (Hanpumep, pnew-Hakonutens. CD-ROM. PDA unu nopta-
TUBHbIV KOMMNblOTEP) KMHUYecKkne cuctembl POS fo/mkHbI Noggepxusatb Ucnonb3oBaHne copmata wudpo-
BaHWA. COOTBETCTBYIOLLEro OTpac/seBbiM cTaHgapTam.

TpeboBaHue 46. 3awnTa JaHHbIX B XpaHunuiie gaHHblX. KNnuHnyeckue cuctemsl, XpaHswue cnegy-
e TUNbl AaHHbIX, JO/HKHbI 06ecneynBaTh 3aWUTy 3TUX JaHHbIX OT HECAHKLMOHUPOBAHHOIO AOCTyna:

a) nepcoHasibHas UHgopmauusa (HanpuMmep, nepcoHasbHble AaHHble nayueHTa uau apyras nHgopma-
Lus. koTopas uaeHTMuunpyeT nayueHTa):
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b) nepcoHasibHble flaHHble 0 COCTOSSHUUN 340POBbS;

C) pAaHHble cucTeMbl C 0COBbIMY TpebOBaHMSAMU NO NHPOPMALMOHHON 6e3onacHoCTK (BkNOYas faHHble
npoduneii nonb3oBaTenei u xypHanbl ayguta).

O6ocHOBaHMe

3awuTta MM/ nmeeT cyuw,ecTBEHHOE 3HaYeHne, ecnn UCNoNb30BaHWe 1 pasrnaweHne AaHHoON nHdop-
Mauun fOMHKHO KOHTPO/IMPOBATLCA.

LndpoBaHne xpaHunuLy, AaHHbIX NO-NPEeXHEMY BCTpeyaeTcs peAko B 34paBOOXPaHEHUn, N MeguLuH-
CKMe opraHusauumn He cnewart UCNOMb30BaTb COBPEMEHHbIE TEXHOMOMMK ANA WndpoBaHna 6a3 fgaHHbix. CoT-
HU TbiCAY He3awndpPOoBaHHbIX KapT nauneHToB 6blIN NOTEPAHbI HA MNOPTATUBHbLIX HOCUTensax ¢ 2007 r. Wwnd-
poBaHuMe nrpaeTt BaXKHYK pob ANA 3aWNUThl AaHHbIX HA NOPTATUBHbLIX HOCUTENSAX U YCTPOCTBAX.

3awmra perncTpaLnoHHbIX AaHHbIX NONb30BaTeNA UrpaeT BaXKHY posb ANA NoALepXaHUA UX NONHOTbI
(1. COOTBETCTBEHHO, L,e/IOCTHOCTM Npouecca ayTeHTudukaLy nonb3osarens). 3awmra nx KoHpugeHumnanb-
HOCTU TaKXe MMeeT CylecTBEHHOe 3Ha4YeHne 415 nogfepxaHua oBepusa NOCTaBLLMKOB MeAULUHCKUX yCayr
(koTopble, K NpuMepy, NPOTUB Hepa3peLleHHOro pasrnaleHns X KOHTakTHON nHgopmayummn).

HecmoTps Ha To UTO hM3nyeckan 3awmTa XxpaHunuu, gaHHelx scerga 6yfet UMeTb CyLleCTBEHHOE 3Ha-
yeHue (4NN 3aWmnTbl paboTOCNOCOGHOCTY CUCTEMbI), B COOTBETCTBYKLUX CayYasax nNpu NPpOeKTUPOBAHUN HO-
BbIX CUCTEM CrefyeT paccMmaTpuBaTtbh gengeHTudunkaumnio n wndposaHue.

Ccblnku:

NCO 27799. NCO/M3K 15408 (Bce vacTtn). NCO 18308. NCO 27789.

5.3.13 LlenocTHOCTb f@aHHbIX

Tpe6oBaHue 47. LLenocTHOCTb BBOAOB AaHHbIX. [JaHHble, nmnopTupyemble 13 gpyrux EHR nocpeg-
CTBOM MOPTATMBHOIO YCTPOWCTBA, AO/MKHbI ObITb YETKO accouMMpoBaHbl C 06HEKTOM MOMYYEHUS MOMOLLU U
nevawMm Bpayom, MecTom, AaToll U BpEMEHEM MMMOpPTa, a Takke C nosb3oBaTeniem, KOTOpblli nMNopTupyeT
[aHHble.

TpeboBaHue 48. LlenocTHOCTb fAaHHbIX B Xo4e o6paboTku. CpeactBa ynpaBieHUs JO/KHbI ObiTb
roTOBbl K MCNOMb30BaHWUI0 B KNUHMYeCKOl cucteme POS ans npoBepky LenocTHOCTU gaHHbix EHR ¢ uenbto
npefoTBpalLeHns geiicTBuiA Nonb3oBaTeNst UM OTKA30B CUCTEMbl OT HECOOTBETCTBMA AaHHbIX U O0TKa30B B
LLe/TOCTHOCTM CCbIJIOYHbIX AAHHbIX A1 CBA3EN MeXAy 3anncAMM AaHHbIX.

Tpeb6oBaHue 49. LLenocTHOCTb BbIBOAOB AaHHbIX. KnunHnyeckne cuctembl POS posmxHbl obe-
crneymBaTb YMTaTeNl0 BO3MOXHOCTb NPOBEPKM MOMHOTbHI MeyYaTHbIX KOMWIA AOKYMeHTa (Hanpumep, «cTpa-
Huua 3 13 5»).

O60CcHOBaHMe

37K TpeboBaHUA ABAATCA MUHUMANbHLIMU ANA 06ecneyeHnsa LenoCTHOCTU AaHHbIX. OHW Takxe npe-
[oTBpalyalT Na0Xo 3almiieHHoe, Bbi6opoyHoe oTobpaxeHne gaHHbIX.

Ccblniku:

NCO 27799. NCO/M3K 15408 (Bce yacTn). NCO 18308. UCO 27789.

5.3.14 XpaHeHue 3anucei

Tpe6oBaHue 50. XpaHeHne. KnuHnyeckme cuctembl POS f0MKHbI OCYWEeCTBAATb XpaHeHNe AaHHbIX B
TeyeHve NepuoaoB, YCTAHOB/IEHHbIX 3aKOHOM WM MOMIMTUKONM opraHm3auun. Korga gaHHble 60/blIe HE HYX-
Hbl. OHW MOTYT GbITb YAaNeHbl, EC/IN 3TO pa3peLleHo 3aKOHOM U MOMINTUKOM opraHu3auuu. B aTom cnydyae oHu
LOMXKHbI ObITh yaaneHbl 6e3onacHbIM cnoco6oM, CTepTbl UAW cAeNaHbl aHOHUMHbIMU TakuM 06pasom, 4To6bI
npouecc yfaaneHua He NpMBOAUN K HAPYLEHUAM KOHUAEHLMaNbHOCTN U 6€30NacHOCTU.

O6ocHOBaHne

HekoTopble TUNbl AaHHbIX 06bEKTa NONYyYEHUA MOMOLLM MOTYT OCTaBaTbCA KAMHUYECKWN 3HAYUMbIMU
B TEYeHWe MHOruUX neT. B HeCKoNbKUX IPUCANKLUAX CYyWlecTBYOT TpeboBaHMA KacaTe/lbHO TOro, YTo nep-
COHalNbHble MeAUULUHCKME AaHHble AeTeli UnnM NoApPOCTKOB [LO/IKHbI OCTaBaTbCA AOCTYMNHbIMU B TOYEHME
10 net nocne JocTuxeHns pebeHKOM coBeplleHHOoNeTus (Hanpumep, BoceMHaguaTtn net). KnuHuyeckune
cuctembl POS A0/KHbI 6bITb MOCTPOEHbI C Y4ETOM Takux TPe6OBaHUA K apXMBUPOBaHWUIO, KOTOPble NO3BO-
NAT MHPOPMaLUN XPaHUTLCA 40 Tex Nop. Noka 3T0 He06X0AUMO, a BNOCNEACTBUN yAansaTbCcA 6e30nacHbIM
cnocobom.

Ccblniku:

NCO 27799. NCO/M3K 15408 (Bce yacTtn). NCO 18308. UCO 27789. NCO/TS 21547.

5.3.15 MapkupoBKa JaHHbIX

Tpeb6oBaHune 51. MapkupoBka. KnuHunuyeckne cuctembl POS [0MXHbI MHPOPMUPOBATbL Kax[oro
nosb3oBaTeNs 0 KOH(PMAEeHUMaNbHOM XapakTepe W uensxX UCNnosb30BaHWA NepcoHalibHbIX MeAULUHCKUX
OaHHbIX NyTeM OTo6paxeHWs faHHOl MapkMpoBku (B coriacoBaHHOM MecTe U MopsfKe) Ha neyaTHoW
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Konuun, oTtobpaxatwei gaHHble. KnnHuyeckne cuctembl POS fo/kHbl 60 nokasbiBaTb AaHHYH MapKu-
pOBKY Ha N1060M 3kpaHe, oTob6paxatlemM gaHHble (B COrnacoBaHHOM MecTe U nopsiake), NMb6o otobpaxartb
[aHHYl0 MapKMpoBKY MOJIb30BaTESIO NPU BXOAE B NPUSIOXKEHKE.

O6ocHoBaHue

[aHHoe TpeboBaHWe rapaHTUpyeT, 4TO BCe NOCTaBLLMKU MeAULUHCKMUX YCAYr 1 o6CnyxusawoLwmii nep-
COHaJ/l 0OCBEJIOMJ/IEHbI O TOM. YTO KOHKpPeTHas WHdopmauus, npocMaTpuBaeMas UMu, ABASeTCA KOHULeHUn-
anbHOI 1 MOXET 6bITb UCNOJIb30BaHA TO/TbKO B KOHKPETHbIX LleNAX (Hanpumep, 1e4eHnn 1 okazaHum NOMoLLN).
370 0CO6EHHO BaXHO B C/iyyae, ecin nHopmaLlmsa CoOAepXUTCA B 3/IEKTPOHHbLIX NUCbMax, pakcax u gpyrux
[OKYMeHTax, KoTopble MOryT cofepxaTb KOH(PUAEHLNANbHYIO U HEe KOH(UAEHLWaNbHYIO UHDOPMaLWIo O4HO-
BPEMEHHO.

HecMoOTpsi Ha TO YTO M3BECTHO, YTO 3asiB/IEHUSA O KOHPUAEHLNANBHOCTU MOTYT BbITb He 3aMeYeHbl NoJb-
30BaTeNSAMU, NMPUBLIKWNMU K TaKUM NpefynpexgeHnsM, Takne 3asaB/eHUs OCcTaloTCs NpeumyLLecTsoMm, obe-
crneynBaloLL MM OCHOBaHNA AN NMPUBIEYEHNS K YTO/0BHO OTBETCTBEHHOCTW MO/Mb30BaTesieil, KOTopble He OT-
Hecnncb K MHPOpMaLun ¢ AO/MHKHbIM BHUMAHMEM.

CcblKu:

NCO 27799, NCO/M3K 15408 (Bce wacTu). MCO 18308. NCO 27789.

5.3.16 Ayawut

Tpeb6oBaHue 52. Pernctpaumsa ayguta. KnuHuyeckue cuctembl POS fOMXHbI pernctpupoBatb cobbl-
TUA. CBA3AHHbIE C UCMOJIb30BaAHNEM CUCTEMBI (T. €. 3aMyCK M OCTAHOBKa CUCTEMbI, BXO/ U BbIXOZ No/ib3oBare-
nA, BpeMsA 0XWAaHUs ceaHca, pe3epBHOE KONMPOBAHME 1 BOCCTAHOB/IEHME, 6/IOKMPOBKA yYETHbIX 3anuceii) un
ynpaBneHnem nHcopmalmein o CoCTosHUN 340poBbA (T. e. co3gaHune, JOCTYN, U3MEHEHME N apXMBUPOBaHMe,
a Takxe MMMNopT, 3KCMNOPT, NnevyaTb UK UHOe pasrnalleHne NepcoHasbHbIX MegULMHCKUX faHHbIX).

Tpe6oBaHue 53. 3anucaHHasa nHdopmayns. s Kax[oro u3 aTux cobbITUi AOKHA 3annCbiBaTbCA
ynpasnsowas uHpopmayms, T. e. Bpemsa cobbiTus, nageHTudukaLma n poab nonb3osartens (B cayyasax korga
nosib3oBaTeslb MOXeT BblOUpaTb 0[HY POJib U3 HECKOJIbKMX Nepes Havyasom Nosb30BaTesIbCKoro ceaHca), /ny-
HOCTb 06bEeKTa NosTyYeHUs NOMOLLKN U XapaKTep cobbITUSA, NPOBEPEHHOIO ay/AuTOM.

TpeboBaHue 54. MNpoBepka xypHana ayauta. ®alinbl XypHana ayguta A0/KHbl UMeTb COOTBETCTBY-
lowme cpeacTsa 3aluTbl ANA NpefoTBpalleHnss U3MEHEHUS U HeCaHKLUMOHWPOBAHHOTO gocTtyna. lMpumepsl
Takux CpeAcTB 3aluTbl BK/OYAOT CpecTBa ynpas/ieHns AOCTYNOM, YHUKa/IbHbIE NMOPAAKOBblIE HOMepa AN
npefoTBpalleHns yaaneHus, 3awmnTy oT U3MeHeHnd N nepuognyeckoe Ui NOCTOSSHHOE pe3epBHOE KOMMpo-
BaHue.

Tpeb6oBaHue 55. NHTepdeiic ayauTta. [locTyn K AaHHbIM ayauTa [O/HKEeH CTPOro KOHTPO/NPOBaTbLCsA U
Takxe nognexatb ayauty. [loCcTyn AO/XKEH OCYLeCTBAATLCSA K COOTBETCTBYOL e NH(POPMaLNOHHON cucTeme,
KOTOpas MOXeT BBOAWUTb B felicTBME 3TU CpeAcTBa KOHTPO/IS, a He HENOCPe4CTBEHHO K caMoMy ayAuTOPCKO-
My cnefly. Cuctema ayauTta o/xXHa NpefocTaB/iaTb BOSMOXHOCTU U UHCTPYMEHTBI UCC/eJoBaHNA A1 YTEHUSA
MHchopMaLmmn no ayauTy U3 ayauTopcKoi AOKYMeHTaunn 1 3anpallMBaHns XypHana ayguTa gns:

a) naeHTudumkaymm Bcex nonb3oBaTtenen, KOTopble OCYLLeCTBASAAN 4OCTYN N U3MEHSANN onpefeneHHble
3anucu cybbekTa AaHHbIX 3a onpefesieHHbll nepuos BpeMeHu, umm

b) naeHTMdrKauun Bcex AeiicTBMili onpefgesnieHHOro nosb3osartens (BkOYas BCe [OCTYMbl K 3anucsm
cybbekTa flaHHbIX) 3a onpefesieHHblii Nepuoj BpeMeHu.

TpeboBaHue 56. XpaHeHne xypHana ayguta. Xota Npofo/XUTeIbHOCTb XpaHeHus aitnos xypHana
ayauTa iBNSieTCA OJHUM U3 BONPOCOB OPraHn3aLoHHOW NONIMTUKKN, KOTOPasi MOXeT pa3simyaTbCs B 3aBUCUMO-
CTN OT LPUCAWKLUIA, CuCTEMa ayAnTa AO/KHA NOAAEepXMBaTb XpaHeHue 3anucei xypHana ayguTa.

TpebosaHune 57. Cob6bITUA, nogBepraemble ayauTy. XypHanbl ayguta KAnHU4eckon cuctemsl POS
[OJ/IXHbI NPOBEPSATL Cneytolime cobbITuA:

a) cosgaHue, 06HOBNEHUE MENLMHCKUX KapT UK ocyLecTBieHne gocTyna K HuUM (Hanpumep, otobpa-
XEeHne Ha 3KpaHe, pacrnevarka, ckaumBaHue);

b) AOCTYN K AAHHbIM, KOTOPble 6bI/IN 3aluLLeHbl NN CKPbITbl COMTACHO yKasaHuio naymeHTa/nuua (ake-
TPeHHbIi focTyn);

C) co3faHue N U3MeHeHue UPEKTUB cornacus nayueHta/nuua;

d) 3anpoc nepcoHanbHbIX MEANLNHCKUX AaHHbIX;

e) umnopt NMMJ (npuem), BkAOYaa nepegavy gaHHbiX, 0OOMeH gaHHbIMU;

0 akcnopT NMMJ, BktOYan nepegayy gaHHbiX, 0O6MeEH AaHHbIMU 1 NeyaTb:

[l) AeicTBuA, CBA3aHHbIE C NOMb30BAaTe/IeM, PO/bIO 1 yNpaB/ieHneMm rpynnamu, a takxe

h) pocTyn K XypHany ayguta.
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XypHanbl ayguTta kKnumHuyeckoli cucteMbl POS fOMXHbI TakKe UMeTb BO3MOXHOCTb NMPOBeAEHNA ayau-
TOPCKOW NPOBEPKUN CEeAYOLNX COObITUNA:
3anycka 1 OCTaHOBKW CUCTEMbI;
nonbITKM ayTeHTUdMKaLUM NoNb30BaTeNs U pe3ynbtaTa (YCNewHo Unmn HeT);
3aBeplleHns paboTbl NoNb30BaTeNA, BpEMEHU OXMAAaHUA ceaHca, 610KMPOBKN YY4EeTHON 3anucu:
pe3epBHOr0 KOMMPOBAHWA U BOCCTAHOBAEHMA (MNP UHULMALWUN CAMOI cUCTeMO);

- AocTyna Kk 6ase faHHbIX;

oOWNBKN ayTeHTUMKaLNK y3na:

cosgaHnalyTBepXaeHns undposoii nognucu;

CO6bITUIA yNpaBNeHns CUCTEMOI 3aLinTbl, BKIOYAA U3MEHEHUE Napons, K
yAaneHusa kapt.

KnuHnyeckmne cnuctemMbl JOMKHbBI NO3BONATL aBTOPU30BAHHOMY aiMUHUCTPATOPY yCcTaHaBauBaTb J0MN0N-
HEHUSA N UCKNOYEHUSA NO COBLITUSAM, NoABEpPraeMblM ayauTy, He BK/IHOYEHHbIM B CMIUCOK, YKa3aHHbIl Bbille.

Tpeb6oBaHue 58. MnHMUManbHoe cogepxaHue 3anucaHHon nHpopmaumnn. XypHan ayauTa KnmHmye-
CKol cnctembl POS gonxeH BkOYaTb crefyowwyio MHhopMaLunio:

a) 3anucb € MAeHTUdMKaLMoHHOW nHopmalmeli nonb3oBaTens;

b) 3anucb ¢ MAEHTUMKALMOHHOK MHOopMaLneil OTBETCTBEHHOrO fnua — nuua, OCyLecTBASALWero
BBOJ, MW JOCTYN K J@aHHbIM, €C/TM OHO He AABMAeTCA nosib3oBaTenem:

C) ponb, OCyL,eCTBASIEMY0 Nofib30BaTenem (B ciayvasx korga nonb3oBaTesib MOXeT Bbl6paTb 04HY 13
HeCKO/IbKUX pofieil nepef Havyanom ceaHca nonb3oBaTens);

d) opraHu3auunio nosnb3oBaTens, oCyLWwecTBaAsWeEro 4octyn (B cayyasax Korga nosb3osartesib oCcywecT-
BNSIET AOCTYN K MHOPMALUMN OT UMEHU HECKOSIbKUX OpraHm3aLuii);

e) xapakTep cobbITUs, NOABEPTHYTOro ayauTy, ¥ AEHTUMNKATOP AaHHbIX, CBA3@HHbIX C COObITUEM (Ha-
npumep. ID nauuneHTa. ID coobuieHns), NOABEPTHYTbIM ayanTy;

0 dyHKUMK, BbINOMHAEMbIE MONIb30BATENEM;

) BpEMEHHY OTMeTKy (aaTy 1 Bpems cobbiTus);

h) B cnyyae akcTpeHHOro focTyna K 3a6/10KMPOBAHHLIM WK CKPbITLIM 3anucsaM WaW YacTaM 3anuceit
NPUYUHY 3KCTPEHHOTO J0CTyNa, BbiIGpaHHY Nosb30BaTeieM, OCyLLEeCTBAAOLMM fOCTYN;

i) naeHTMdnKaLMoHHYO NHopmaLnio Nnua, OTBETCTBEHHOrO 3a NPUHATUE peLlUueHnii, B cnyyae nsme-
HEHWI B AMpeKTUBax corfacusi, BHECEHHbIX 3aMeCcTUTeNIeM nnua, OTBETCTBEHHOrO 3a NPUHATUE peLUeHMii;

j) OKOHeuyHOe yCTPOWCTBO MM TOUKY AocTyna (Mpu Hanmuum);

k) B cnyyae nsmeHeHua napons nonb3oBaTesb, Yel naposb 6bi1 UIMEHEH;

) NOpPAAKOBbLI HOMep A4NS 3alUTbl OT 3/1I0YMbILLIIEHHbIX NONbITOK NOBPEANTb KOHTPO/bHbIN XypHan,
Hanpumep, NnyTeM U3MEHEHWUS CUCTEMHOI AaThbl.

Tpe6oBaHue 59. NHTepdeiic aygnuta. KnuHnueckas cuctema POS gomkHa noanepxvBaTb BefeHue
XypHana B obLeii 6ubnmoTteke ayguTta [Hanpumep, MCNOMb3ys CXeMy U CpeAcTBa nepefayu, ykasaHHble B
cneundukaumm xypHana ayaumta npouaa ayautopckux cnefos n ayteHtudukaunm ysna IHE (ATNA)].

CucTtema [oXHa nNpefocTaBNATb aBTOPU30OBAHHOMY afMUHUCTPATOPY BO3MOXHOCTb CUMTbIBAHUSA WH-
chopmanmmn no ayauTy M3 ayaMTOPCKOM AOKYMEHTaLMW No KpaliHeih Mepe 0gHUM M3 criefyrLWmux cnoco60B:

a) cuctema fo/hkKHa npefocTaBnATb BO3MOXHOCTb CO3[aHWs OTYETOB Ha OCHOBE MHTEpBasioB AaTt U
BPpeEMEHU unu

b) cucTema A0/KHA UMETb BO3MOXHOCTb 3KCNOPTa AAaHHbIX XypHana Takum obpa3om, 4Ttobbl obecne-
YUTb CBA3b Ha OCHOBE JaTbl M BpeMeHu [Hanpumep, CUMHXpoHu3auua UTC (BceMUpHOe KOOPAMHMPOBAHHOE
Bpems)].

Tpe6oBaHue 60. 3awunTta XypHanos ayauta. KnuHunueckme cuctembl POS JONXHbI:

a) 3anpewatb Nosb3oBaTeNIAM OCYLWEeCTBAATb AOCTYN K BBOAMMbIM faHHbIM XypHana ayauTta, 3a uc-
KNKYeHNeM TexX aBTOPU30BaHHbIX NONb30BaTeneil, KOTopble NOAYYNIN ABHbIV A0CTYN C NPaBOM CUYUTbIBAHUA
nHdopmaumnu, un

b) 3anpeuiaTtb NOMb30BaTENAM BHOCUTb U3MEHEHUSA B flaHHbIE XypHana ayauTa.

Cuctema f0NXHa 3alWUTUTb A0CTYN K ayAUTOPCKOW AOKYMEHTaLUN 1 AO/KHA OFpaHnYnTb A0CTYN K CU-
CTEMHbIM WUHCTPYMEHTAM ayauTa n KOHTPOJIbHOMY XYypHasny, 4yTobbl NpeAoTBpPaTUTb HENpPaBu/ibHOE UCMNO0/b30-
BaHWe WM HecaHKLMOHMPOBaAHHOE pasrialleHne YacTHON uHopmaluu, B TOM Yucie yganeHue nam BHece-
HUEe N3MEHEHWN.

TpeboBaHune 61. HenpepbiBHOE BefeHue XypHana. BegeHue xypHanoB ayauta KAMHUYeCKolh cu-
ctemMbl POS f0/1XHO noagepXuBatbCs NOCTOSAHHO, & NOM1b30BaTeIN He A0/KHbl UMEeTb HUKaKUX cpefcTB Ans
OTMeHbI N060I 3anncy ayanta.

21



FOCT P 57301—2016

Tpe6oBaHue 62. CoxpaHeHue uctopumn MNMMA. KnmHnyeckas cuctema He fo/KHA CTMpaTb 3anucu nuam
[aHHble XypHana ayaurta uan BHOCUTb U3MEHEHUS O 3anncu cybbekTa AaHHbIX, KOTOpble NPEenATCTBYIOT BOC-
CTaHOB/IEHMIO 3anunceli 06bekTa NoyYeHNs MOMOLLM Ha NPeALecTBYOWNA MOMEHT BPEMEHM.

O6ocHOBaHMe

B o6nactu 3apaBoOXpaHeHusa cuMmTaeTcs, YTO opraHmsaumm mMoryT onpefenaTb, KTO co3fan, 06HoBUA
UMM OCYLecTBASAN JOCTYN K 3anNncu 1 Korga ocyLecTBAANNCH AOCTYN UAN N3MeHeHNe. 3aKOHHbIM TpeboBaHu-
emM MOXeT ABMATLCA Ha/n4yme gokasaTenbCcTBa TOro, KTo co3fan uHopmaunio B MeAULIMHCKOW kapTe. Takxe
pacnpocTtpaHeHo TpeboBaHue O TOM, YTO6bl PaboOTHUKU 34paBOOXPaHEHUs MOMIM NOATBEPAUTb Heobxoam-
MOCTb AOCTyna K kapTam nauueHToB. B 3aBMCMMOCTM OT 3akoHoAaTenbCcTBa W/MAW NOAUTUKW HOPUCOUKLUN
MOXeT noTpeboBaTbCa ohuLmanbHoe paspelleHne 06bekTa NonyyeHns nomowu. Bee Bblleyka3aHHOe SB-
nseTcs NpMMepoMm cpefCcTB ynpaBneHus Ansa obecneyeHns KOHUAEHLMANbHOCTU NaumeHTa u MeguuuHCKX
KapT 1 B TO XXe BpeMs nojfepxXaHnsa 3akOHHOro NCNoNb30BaHUA MeULUHCKAX KapT U UX COAepXaHus.

3NeKTPOHHbIE MeULMHCKMNEe KapTbl B OT/INYME OT KapT Ha ByMaXKHbIX HOCUTENAX NO3BOMAIT B 60/bLUel
CTeNeHn KOHTPONNPOBaTh HEKOTOPbIE U3 3TUX aCNeKkToB. ABTOMAaTMU3MpOBaHHble cpeacTBa ynpaBneHma MoryT
NPUMEHATLCA 415 NOBbILWEHUA KOHhUAEHUNANbHOCTM 1 06ecneyeHns 6o/ee BbICOKON NOAAEPXKM AN COOT-
BETCTBMS 3aKOHOAATEbHbIM TPe6OBaHUSAM.

BepeHne xypHana cobbiTUin MHopMaLMOHHbIX onepaumnii 1 nocneayowmx Npoueccos ayanta noggep-
XnBaeT NoAOTYETHOCTb TeX 0O6BEKTOB OKa3aHWs NOMOLLM, KOTOpPble ,OBEPUIN CBOK MHGOpMaLUo cuctemam
9N1EeKTPOHHbIX MeANLMHCKMX KapT. OHO Takxe npefocTaBisieT MOLHbIA CTUMYN NOMb30BATENAM Takux CUCTEM
COOTBETCTBOBATbL NpaBunam JONYyCTUMOro ucnonb3oBaHusa. 3 dekTnBHOe BegeHMe xypHana ¢ nocnegyto-
WMM ayanTOM A0CTYNa K AaHHbIM U APYTUX TpaH3akuuii MOXeT MOMOYb 06HAPYXNUTb HEHaANexallee NCnosb-
30BaHMe CMCTEM 3M1EKTPOHHbIX MEAULMHCKMX KapT U AaHHbIX, @ TakkKe NOMOYb OpraHusauusiMm n obbekTam
oKaszaHua NOMOLM NOMYy4YUTb BO3MELLEHNE OT Nofb3oBaTeneil, 310ynoTpebuBLLINX 4OCTYNOM W Npasamm uc-
NoNb30BaHNA faHHbIX.

MepcoHanbHana mMefguuMHCKas MHOpMaLMsa paccmaTpuBaeTCsa MHOTMMU Kak caMas KoH(uAeHunanb-
Has cpegun Bcex BUAOB NepcoHaNbHOW MHopmauuun, n 3awmta ee KOHOUAEHLMANbHOCTU UrpaeT BaxHYH
ponb, ecnum Heobxoguma nogfepxka HempPUKOCHOBEHHOCTU YaCTHONM XU3HW NauueHTa. N8 Toro 4yTobbl 3a-
WWTNTb LLe/NIOCTHOCTb NePCOHaNIbHON MeULMHCKOW NHopMaLnn, Takke BaXHO, YTOOGbl BECb €€ XMU3HEHHbI
LMKN 6blN1 NOTHOCTBIO 3alUunlLieH 1 BNOCNeACTBUN NOABEPXEH ayanTy.

XypHanbl ayanta aBna0TCA AONO/THEHNEM K peann3yeMblM CpefcTBaM ynpasB/iieHus 4OCTYNOM U ApYyTun-
MU onepauuamu. XXypHanbl ayguTta npefocTaBAsioT cpeAcTBa OLEeHKN COOTBETCTBUSA C MOMMTUKONM ynpasne-
HUA AOCTYNOM M MOTYT CNOCOGCTBOBAThL YNyUlleHU0 n gopaboTke camoli NoAnTUKM. Ho Tak Kak Takas nonu-
TVKa A0/KHA NpefBUAeTb BOSHUKHOBEHNE HenpeBUAEHHbIX UK Ype3BblyaliHbiX C/lyyaeB, aHanM3 XypHasnoB
ayauTa B 3TUX C/lydasax CTaHeT OCHOBHbIM CPefCTBOM yrnpaBieHNs JOCTYyNoM.

Ccblniku:

NCO 27799. NCO/M3K 15408 (Bce yacTtu). NCO 18308. NCO 27789.

5.3.17 YnpaBneHue BepCUAMU NPOrpaMMHOro obecnevyeHns n JoKymeHTaumsa

Tpeb6oBaHue 63. YnpaBneHne BepcusamMm KNMHMYeckon cuctembl POS. Bce KOMNOHEHTbI KINHMYE-
CKOW cnctemMbl POS f0/MKHbI 6bITb NAEHTUMMLMPOBAHbLI Y UMETb COOTBETCTBYHOL Y0 Bepcuio MO ¢ oTaenbHo
TOYHOI CCbINKOW (YHMKaNbHbIN nAeHTUdUKaTOp, Ha3BaHue, NOCTaBLNK N HOMepP Bepcun).

Tpeb6oBaHue 64. lokyMmeHTaLna KNMHUYECKon cuctembl POS. KnnHuyeckne cuctembl POS pgonx-
Hbl UMeTb [OKYMeHTauuio, KoTopas pacnpocTpaHseTca Ha TpeboBaHUA U NPOU3BOAUTENBHOCTL CUCTEMBI,
yCTaHOBKY W UCMblTaHue, ynpassieHne n paboTy, n3BecTHble Npo6aembl 6e30NacHOCTU, UAeHTUdUKaymnio
N ayTeHTUdMKaLmMo nonb3oBatens, npasa Nonb30BaHWMA U ynpaBfieHne AOCTYNOM, CKPbITYI CBSi3b, ayauT,
ynpasneHne nameHeHnamu MO. CUHXPOHU3ALUIO BPEMEHNU, & TaKXe pe3epBHOE KONMMPOBAaHWE N BOCCTAHOB-
neHwve.

Tpob6oBaHue 65. I3aMeHeHUa gOoKyMeHTaunmn. lokymeHTaumnsa foMKHa cofepxaTb UCTOPUIO BCEX W3-
MEeHeHW AN Toro, 4To6bl NOSIb30BaTElb MOT MPOBEPUTHL BCE U3MEHEHMWS, BHECEHHbIE B MOC/EAHIO AOCTYN-
HYI0 Bepcuio.

Tpeb6oBaHue 66. lokymeHTaLMa n Bepcumn nporpammHoro obecneueHunsa. Bce pykoBoacrsa no akc-
nayatayum f0/DKHbI YHeTKO 0603HavaTb BEPCUIO, K KOTOPO/ OHW MPUMEHAITCS, B HaYane foKyMeHTa.

Tpo6oBaHue 67. Bopcus nporpammHoro o6ecneyeHuns. KnuHuyeckne cuctembl POS fOMKHBI UMETb
hyHKLMIO, KOTOpas NO3BONAET NOMb30BaTEN0 NPOCMAaTPMBaTb BEPCUIO KOMMNOHEHTOB CBOEro NporpaMmMHOro
obecneyeHus.

Tpob6oBaHune 68. Bonpochkl, BKAOYOHHbIE B fOKyMeHTauuto. KnnHnyeckne cuctembl POS AOMKHBI
pacnonaraTb JOKyMeHTaLuel, kKotopas paccmatpmBaeT cnefyrolmne Bonpochl:
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a) TpeboBaHMa K cucTeme, BKIOYAA CAYX6bl N ceTeBble MPOTOKO/bI, KOTOPble HEO6X0ANMbI ANA Haj-
nexauiero yHKUMOHMPOBaHUA, a Takke cpeAcTBa NOAAEPXKW 3aBUCUMOCTEW C APYTMMW KOMMOHEHTamu
3N1eKTPOHHbIX UCTOPUIA 60NEe3HM;

b) €MKOCTM CMCTEMHbIX NPOAYKTOB (HanpmMMep, KOANYeCTBO Nosb30BaTesnieil, KoMYecTBO 06 bEKTOB OKa-
3aHMs NoMoLWM, KONMYECTBO MeAULMHCKUX KapT, ceTeBas Harpy3ka) U OCHOBHble TUNWYHbIE KOHdMrypauuu,
NpUHATbIE ANA Takux eMmKocTeli (Hanmpumep, KOMYeCTBO WM TUN NPOLLECCOPOB, KOHMUrypauua cepeepayYpa-
604eil cTaHUMM 1 NPONyCKHas CNOCOBHOCTL CeTn);

C) ycTaHOBKa, 3anyck 1 noAkntyYeHne cucTembl, BKAOYASA YCTAHOBKY 3aLiUTbl CBA3MN;

d) aTanbl, Heo6xoAUMbIE ANA NOATBEPXKAEHMA TOTO, YTO YyCTAHOBKa CUCTEMBbI Oblna 3aBepllieHa Hajne-
Xalum obpasom, a cucTema rotosa K akcnayartauuu;

e) ynpasneHue n pabota cCUCTEMbI;

f) peicTBua n mexaHusmbl obecneyeHnss 6e30MacHOCTU, BKIOYaa co3fjaHue, U3MEHeHWe U geakTuBa-
LU0 YYeTHbIX 3anuceii Nnonb3oBaTens; ynpasaeHne poasmm, c6poc napons, KOHUrypupoBaHne orpaHnyeHnii
napons v gpyrve acnekTbl ynpaBneHns npaBamu: 3alimTa CBA3M, a Takxe KOHUrypupoBaHue v ynpasneHue
XypHanamu ayguTta;

) V3BeCTHble Npob6aemMbl UnnM KOHPANKTLI co cnyxb6amu obecnevyeHnss 6€30NacHOCTW, BKIOYAs aHTU-
BUPYCHble MPOrpamMmbl, YHUUTOXEHWE BPEAOHOCHbIX Nporpamm, obHapyXeHue NPOHUKHOBEHWS U CUCTEMBI
ceTeBOl 3aliuUThl, @ TakKe yperynmpoBaHne KOH(NKTa B NPUMEHUMbIX CNyYasnX;

h) ynpasneHve nsmeHeHnsamu MO u Tekylne ncnpasneHus;

i) CMHXpOHU3aLNS CUCTEMHOTO BpEMEHU (Yacbl) B NPUMEHUMbIX Cnyyasx;

j) coobueHna o6 owmnbkax cuctembl Man pabote nosb3oBaTeN M W agMUHUCTpPaTOpam C ykaszaHuem
Heo6Xo4VMbIX feNCTBUIA:

k) npouenypbl pe3epBHOro KONMPOBAHWUSA AaHHbIX, BKIOYAA NPOBEPKY LLeNOCTHOCTM AaHHbIX Npu co3aa-
HUW AV BOCCTAHOBMEHUN pe3epBHOI KoNuu.

Tpeb6oBaHue 69. lokymeHTaumns n ynpasneHue sepcusimu. Bce pykoBogcTsa no akcnayatauny KamHu-
yeckoi cuctembl POS f0/KHbI 4eTKO 0603HayYaTb B Havane AOoKyMeHTa BEPCUI0, K KOTOPOI OHN NPUMEHSIOTCS.

Bce o6HOBNEHHbIE PYKOBOACTBA MO 3KCnayatauum cuctembl POS AOMKHbI NpefocTaBnAaTb yutaTento
KpaTkoe onucaHne U3MeHeHWUi nocnegHen rnaBHol Bepcuu.

Tpe6osaHue 70. I3meHeHNs B fOKyMeHTauuu. [lokymeHTauus AOMXHA coAepXaTb UCTOPUID BCeX
n3mMeHeHuii B yao60untaemoin popme, 4Tobbl Nofb3oBaTeslb MOr NPOBOPUTL BCE U3MEHEHWS, BHECEHHbIE B
nocsieiHI00 AOCTYMNHYIO BEPCUIO.

O6ocHoBaHue

Be3onacHOCTb 3aBMCUT OT AeiCTBYHOLWMNX METOLOB U MpaBW/ OpraHu3auny n npoBeAeHns paboT, a OHW.
B CBOIO O4epefb, 3aBMUCAT OT HAAEXHOCTU JOKYMeHTauuun. YnpaBneHne BepcusaMyn nporpamMmHoro obecneve-
HUS Takxke ABNAETCHA BaXHbIM KOMMNOHEHTOM B ynpaB/ieHun 6e30nNacHOCTbIO aKcnayaTaumm.

CcCbINIKK;

NCO 27799, NCO/M3K 15408 (Bce wacTtu). NCO 18308. NCO 27789.

5.3.18 CuHXpOHU3auns BpeMeHun n popmaTnpoBaHme BpeMmeHun/gaTbl

Tpe6oBaHue 71. ®opmat BpeMeHU. KnuHuyeckne cuctembl POS A0MKHBI NPUHATL efuHbIl chopmat
oTO6paXeHNs BpeMeHu ANA OCYLW eCTB/IEHNA KOHTPONA U ayauTa.

Tpe6oBaHue 72. CUHXpOHU3aUnNa vyacoB. KnuHnyeckne cuctembl POS f0MXHbI NogaepXuBaTb CUH-
XpPOHM3aLuio BpeMeHn ¢ nomoLbio NpoTokosioB NTP/SNTP u ncnonb3oBatbh 3T0 CUHXPOHU3MPOBAHHOE BpeMs
BO BCeX 3anuncsx 6e30nacHOCTN BPEMEHN.

Tpeb6oBaHue 73. dopmaT BpEMEHN B IKCMOPTUPOBAHHbLIX 3anucax. Bce gaHHble 0 BpeMeHu Ans
OCYLL,eCTBNEHUS KOHTPONSA U ayauTa, HalijeHHble B 3KCMOPTUPOBAHHbIX AaHHbIX (3 UCK/IIOYEHNEM 3anpocoB
WU OTBETOB, MOCTYNaKwLW X OT opraHa no NPpUCBOEHUID BPEMEHHbIX METOK), LO/KHbI ObITb NpeAcTaBieHbl B
topmaTte NCO 8601:2004 c ykazaHMEM pasHULbl MeXAYy MECTHbIM BPEMEHEM W BCEMUPHbIM CKOOPAUHUPO-
BaHHbIM BpEMEHEM.

TpeboBaHune 74. NcTouHnkn BpemeHu. KnuHuuveckmne cuctembl POS [O/KHBI MCNOAb30BaTh 40OCTO-
BEPHbIV 1 3aLULLLEHHBIA NCTOYHUK BPEMEHU.

KnuHunyeckmne cuctembl POS fOMKHbI NOAAEPXUBATL CUHXPOHM3ALNIO BPEMEHW C NOMOLLbIO CETEBOrO
npoTokona cuHxpoHusauum spemenn IET (NTP) nnm npoctoro ceTeBoro npoTokosia CUHXPOHU3aLnn BpemMmeHun
(SNTP).

O6ocHoBaHue

TouHoe BefeHne XypHana ayauta TpebyeT TOUHbIX U 4OCTOBEPHbIX OTMETOK BpeMeHu. Kpome Toro, gata
1N BpeMs, B KOTOpoe 6bl/1 OCyLLeCTBAEH AOCTYN K TaKUM AaHHbIM, KakK pe3ynbTaTbl n1abopaToOpHbIX aHann3oB
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MOTYyT UMETb K/IMHWYECKYI 3HA4YMMOCTb. Takne BpeMeHHble OTMETKM MOTYT B 3HAYUTE/IbHON MOpe ABNATbLCSA
ohumymanbHbiM AoKa3aTeNnbCTBOM B XOfe pacc/liefjoBaHuii, CBA3aHHbIX C HeA06pOCOBECTHOW paboToit Mmeau-
LLMHCKOro nepcoHana.

CcblNIKK:

NCO 27799. NCO/M3K 15408 (Bce uacTn), MCO 18308. MCO 27789. NCO 8601.

5.3.19 KOHTpONb MHUMAEHTOB HapylweHns 6€30NacHOCTN N KOH(bNAeHUnanbHOCTH

Tpe6oBaHue 75. KOHTPOAb MHUNAEHTOB. KnuHuyeckne cuctembl POS nam conyTcTBylOLME CUCTEMBI
ayauTa AO/KHbl OTNPaBfATb YyBeAOMIEHWEe OTAENbHOMY LY OpraHu3auumn, OTBETCTBEHHOMY 3a KOHTPO/b
WHUMAEHTOB HapyleHus 6e30NacHOCTU NN KOH(PUAEHUNANbHOCTH, KaX bl pa3 npy 06HapPYyXeHUN NoTeHL M-
afbHOro NHUMAEHTA HeHaAexalero ucnosib3oBaHua cuctemol (cMm. Takxe 5.3.2).

Tpe6oBaHue 76. OnoBeweHne 06 nHumgeHte. KnmHnueckmne cuctembl POS gomkHbl npegycmartpu-
BaTb MHTepdelic, N03BONSAOLWNIA NOb30BATE/0 MOCbINaTb OTBETCTBEHHOMY ULy YBefOMAeHne 06 NHunaeH-
Tax unu npo6nemax 6e30nNacHoOCTy.

O6ocHoBaHue

Hapagy ¢ Tem, 4To pelweHue, KTO 6yAeT HECTW OTBETCTBEHHOCTb 3a Takue yBe[OM/IEHUSA, ABNAeTCA
BOMPOCOM ynpaB/ieHNsi peasn3oBbiBaloLW el opraHnsaunm, CnNoCoO6HOCTb KNMHMYeckol cuctemsl POS nHuum-
nposaTb Takue yBefoMAeHUA (Hanpumep, No 3/1EKTPOHHON MouTe) MOXeT ABNATbCA BbICOKO3((heKTUBHbLIM
WHCTPYMEHTOM, ObICTPO YCTPAHAWLWMUM HapylweHUs KOHMUAEHUNaNbHOCTU U npeaoTepallarolnmM nponyck
WHLUWNAEHTOB HapylweHns 6e30NacHOCTK.

Hanuune nHtepdelica B KnMHnyeckoi cucteme POS. no3BONA0OLWEr0 NONb30BaTE/NO NOCHINATH OTBET-
CTBEHHOMY NuLUy yBefoMIeHne 06 nHumgeHTax nam npobnemax 6e30nacHoOCT, MOXeT 6biTb NONE3HbIM.

Mpumepbl OTBETCTBEHHbIX MWL, BKAKYAKT COTPYAHUKOB OTAena ob6ecnevyeHus KOHPUAEHLMANbHOCTH
(panee B HEKOTOPbLIX OPUCAUKLUAX COTPYAHUKM OTAena obecnevyeHna KOHPUAEHUNANbHOCTA N HENPUKOCHO-
BEHHOCTMN YACTHOW XWU3HWN) N KOHKPETHbIX NOoMb30oBaTeNe ¢ afMUHNCTPATUBHLIMU MOTHOMOYUSMU.

CcCblNIKK:

NCO 27799. NCO/M3K 15408 (Bce yacTn). NCO 18308. UCO 27789.

5.3.20 UundpoBbie cepTudmkaTbl 1 3N1€KTPOHHO-LUG pOBble NOANUCH

Tpe6oBaHue 77. MpojocTaBneHne 3N1eKTPOHHO-LU POBLIX nognuceli nonb3oBatenaMm. CuctTemsl
POS, pacnonarawowme QyHKUMAMMN, NPU KOTOPbIX NOMb30BaTEN0 HEOBXOAMMO UCNONb30BaTb 31EKTPOHHbIN
aHanor co6CTBEHHOPYYHON MognNucK, AO/MKHbI NPeAoCTaBAATb TakMM NOJib30BaTeNI M BO3MOXHOCTb NpuMe-
HeHVA undpoBoi NognNucu.

Tpeb6oBaHue 78. MoATBEPXAEHUE JOCTOBEPHOCTM 3NEKTPOHHO-UU POBOA nognucu. Kaxabiin pas
Korga cuctema POS co3sfaet u nonyyaeT gaHHble, cogepxaline umdposByo NoANUCh, NPU CO34aHnn n nony-
YEeHUN cucTema A0/HKHA NOATBEPANTL, YTO NOANUCH SABNSETCA UK ABNANACh AENCTBUTENbHOW HA MOMEHT ee
npocTaBneHus.

Tpe6oBaHue 79. CoxpaHeHWe 3NeKTPOHHO-UUdposoi nognucu. Cuctembl POS. nossonsiowme
nosib3oBateniiM NPUMEHATb LUM(POBYIO NOAMNUCL UKW MOoNyvalline AaHHble, cojepxaljue Lnudposyo noj-
NMUCb. AOMXHbI XPaHUTb, cO34aBaTb Pe3epBHY0 KOMUK UAKM apxvMBupoBaTb LM POBYIO NOANUCH KaXKAbli pas.
Korga OoCyLlecTB/AETCA XpaHeHue, pe3epBHOE KONUPOBAHWE WU apXMBUPOBaHWE MOAMNUCAHHBLIX AaHHbIX, a
Takxe nepegasaTth LM POBYO NOANUCH KaXAbIA pas. kKorga ocyLlecTBaseTca nepegadya nognmcaHHblX aHHbIX.

Tpe6oBaHue 80. icnonb3oBaHue UM poBoin nognucu. Bece cuctembl POS. ocyuiecteasiowme yHk-
LUK. MPU KOTOPbIX NONb30BaTENAM HEOH6XOAUMO UCMO/b30BaTb 3/IEKTPOHHbIA aHanor CO6CTBEHHOPYYHOW noja-
NMUCU. OONXKHbI:

a) No3BOMATb NOMb30BaTENAM CUCTEMbI NPUMEHATL LUK POBbIE NOAMNUCU C OTMETKOW BPEMEHU B COOT-
BeTcTBMM C ETSITS 101 733 (31ekTpoHHble nognucn n nHdpacTpyktypbl — ESI— CMS. PaclwmpeHHble anek-
TpoHHble nognucn — CAdES) nan ETSI TS 101 903 (PacwmpeHHble 3nekTpoHHble nognucn XML— XAdES),
MCNoNb3ys LUMGPOBOIA cepTugmrkart c noaemMm Ansa kawda, KoTopblih obecneymBaeT 0TKa3oyCTONYNBOCTb;

b) Ha MOMEHT NoAnNuncaHnsi NPoBepPsTb, YTO CPOK AelicTBMA cepTudukaTa NoAgnNncaBLIErO He UCTEK, cep-
TudhukKaT He aHHYyNMpoBaH, a MeTog cepTudukaunu geiicTeuteneH, B cootsetcTBun RFC 3280 (MHTepHeT
X.509. NHpacTpykTypa OTKpbITOro knwuya. Ceptudmkar M CNUCOK OTO3BaHHbIX cepTudumkaToB. Mpodunb
CRL) unn RFC 2560 (MHTepHeT X.509. NHdpacTpyKkTypa OTKPLITOro kaw4ya. MNMpoToKoa OHMANH-NoNyYeHns
ctaTtyca cepTudukata — OCSP);

C) No3BONATb BCEM NoMb3oBaTensm cuctembl POS npocmaTtpuBaTh U NoATBEPXAATb MH(DOPMALUIO, KO-
Topas A0/HKHbI 6bITb MOANVCAHA B MOMEHT NognucaHus.

Tpe6oBaHue 81. MpoBepka NOANNHHOCTU, COXPaHeHWe 1 nepegada Lug posbix nognucei. Cucre-
Ma POS ponxHa:
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a) no noslyyeHun NnoATBEpPXAaTh AeiCTBUTENbLHOCTL NOANUCK (T. €. YTO COOTBETCTBYIOLW NI cepTudukar
noANuCK 1 BCA CBA3aHHasA Lenoyka cepTudmnkaTtoB He BblIv aHHYIMPOBaHbI),

b) XpaHuTb, co3fiaBaTb pe3epBHbIe KONUU WIWN apxXuBupoBaTb LU pPOBbLIE NOAMNUCK U BCE CBSA3AHHbIE C
HUMUK faHHble (MHPopMaLWsa O KOPHEBbLIX cepTudmkaTax, Lenovkn ceptudukatos, ceptudpukaTtsl nognmcas-
wero n nHdopmaumsa 06 aHHynMpoBaHWW) Bcerga, Korga OCyLW,ecTBNAETCHA XpaHeHue UauM apxuBmpoBaHue
NoANUCAHHbIX flaHHbIX;

C) nepepasaTb LUM(POBYIO NOANUCL BMECTO C AAHHBLIMU WM NO CCblfIKE Kax/Ablli pas, Korga ocyliecT-
BNSeTCA nepegaya NoANNCaHHbIX AaHHbIX;

d) no3BonATH MOsb30BaTeNAM MOATBEPXAATb AENCTBUTENBHOCTb MOANUCK HA MOMEHT NOAMUCAHUA
(T. e. UTO cooTBETCTBYOLW NI cepTUdmMKaT NOANUCKH He 6blN aHHYMPOBAH) KaxAblli pa3 npu ocyliecTB/IeHUN
[ocTyna K NoAnMCaHHbIM AaHHbIM.

Tpe6oBaHue 82. Llenb ncnonb3oBaHua uupoBoii nognucu M ponb noanucaswero. Cuctemsl
POS. npepocTasnsiolne BO3SMOXHOCTb MCNO/Mb30BaHNA LU POBLIX NOANUCENR, AO/MKHbI BKIOYaTh B cebs
aTpubyT «MHAMKaLUA Tuna obasatenbcTBa» (commitment-type-indication) n ponb nognucaswero (1. e. aTpu-
6yT ponu nognucaslUEero).

O6ocHoBaHne

[laHHoe TpeboBaHWe [elCTBUTENbHO 419 OKa3aHWUA YCNyr, NP KOTOPbIX HEOO6XOAMM 3NEKTPOHHbIN aHa-
10T CO6CTBEHHOPYYHOI NOAMMUCK, HANpUMep, NMPW 3/IEKTPOHHOM Ha3Ha4YeHun.

CcbINKuK;

NCO 27799. NCO/M3K 15408 (Bce yacTtn). NCO 18308. ETSITS 101 733. ETSI TS 101 903. RFC3280,
RFC2560.

5.4 O6wwne kputepumn

O6wue kputepumn (OK). onybnmnkoBaHHble B MICO/M3K 15408, coCcTOsAWEM 13 TPEX YacTeld, NpeAocTaBnsoT
06w mnit Habop TpeboBaHnit K PyHKLMAM obecneyeHns 6esonacHoCTU NT-NpPoayKTOB M CUCTEM, a Takke K MeTojam
obecneyeHns [,OCTOBEPHOCTUN M 3DHEKTUBHOCTHN, NPUMEHAEMBIM K 3TUM (DYHKLUSAM B XOAE OLEHKW 3alUuThbI.

CTaHfapT HanpaB/ieH Ha To, YToObl OXBaTUTb BCe pasfinyHble BUAbl NT-NPpoAYKTOB U CUCTEM, U Npepo-
CcTaBnseT WNPOKUIA cnekTp TpeboBaHuii, NO3BONAA pa3paboTyMKy NPOAYyKTa WM CUCTEMbI onpefenuTb 06-
nacTb NpUMeEHeHUs, Ha3blBaemyo 06bekTom oueHkn (OO), n BbiGpaTs Habop TpeboBaHWU, KOTOPbLIA Npume-
HAEeTCHA B KOHKPETHOM c/lyvae.

Tak Kak aTOT cTaHfapT ABAAETCS MeXAYHapoAHbIM U 06l en3BeCTHbIM, OH Nofie3eH npu oTobpaxeHUn
CBA3M Mexay TpeboBaHUAMM, NpeAcTaBNeHHbIMU B HacToAWweM cTtaHfapTte, u knaccamu OK. MepekpecTHoe
conocTaB/ieHne, NpefocTaB/IEHHOE HMXEe, MOXET NOMOYb TEM. KTO Y)Xe 3HaKOM C O6LWMUMWN KPUTEPUSAMU, Nyu-
e NOHATb HacToAWMIA cTaHfapT U Hao6opoT.

Huxe npueBepaeH cnuncok knaccos OK:

a) ayaut 6esonacHocTtu (FAU):

b) cBA3b (FCO);

c) kpuntorpaduueckan noggepxka (FCS);

d) 3awuTa gaHHbiX nonb3osatens (FDP):

e) (G) maeHTudukaunsa n ayteHtudukauymsa (FIA);

0 (H) ynpaBneHnune 6e3onacHocTbio (FMT).

g) (I) HeNPUKOCHOBEHHOCTb YacTHOM Xu3Hu (FPR);

h) (J) 3awwmta dyHKunii 6e3onacHocTn 06bekTa oueHkn TSF — TOE (FPT);

i) (K) ncnonb3sosaHue pecypcos (FRU);

j) (L) pocTyn k 06beKTy oueHku (FTA):

k) poBepeHHbIli mapwpyT/kaHan (FTP);

) ynpaBneHne 6e30NacHOCTbIO;

- ynpasJieHne BepcusimMu;

- AOKYMeHTauunsa n metoasbl;
- NOCTYMHOCTb;

- KOHTPO/lb BPEMEHU:

T) HENPUKOCHOBEHHOCTb YaCTHOM XWU3HW;

n) sawmrta yHKumMii 6esonacHocTu:

0) ynpas/fieHVe JOCTYNnoM.

B Tabnuue 1 npuBefeHO nepekpecTHoe conoctaBrieHne knaccoB OK ¢ TpeboBaHWsAMU, YCTAHOBNEHHbI-
MU B npejblaylieM pasgene.
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Ta6nuua 1— CpaBHeHne TpeboBaHuii C 06LLMMUN KpUTEPUSMI

TpebosaHvie

1 Cornacve cybbekTa faHHbIX Ha cbop, uc-
nosib30BaHMe ¥ pasrfalleHne NepcoHasIbHbIX
MEANLMHCKNX AAHHbIX

2 OrpaHuyeHne KCMnonb3oBaHWA U pasrnaie-
HUA

3 [locTyn cy6bekTa AaHHbIX K IMYHON MHAop-
Mauum 1 ucnpasfeHve HeOCTOBEPHbIX CBeAe-
HWiA

4 10CTOBEPHOCTb AaHHbIX

5 VigeHTudmkauma n ayteHTudmkauma nonb3o-

Batens

6 YnpaBneHue fOCTYyNom

7 MNMpremnemoe 1cnosbL308aHne

8 be30nacHoCTb ceaHca U BPeEMs OXMAaHNs
9 MNopaepxka AOCTYNHOCTU AaHHbIX

10 3awmra gaHHbIX B Xo4e nepegayvn

11 3awmra faHHbIX Npy XpaHeHnn

12 LlenocTHOCTb faHHbIX.
KOHTPO/1b MHUMAEHTOB HapyLLeHnUs 6e3onacHo-
CTN M KOH(nAeHUManbHoCTHn

13 XpaHeHve 3anuceit
14 MapKunpoBka AaHHbIX
15 Ayaut

16 YnpaBneHve BepcusiMim NporpamMmmMHoro ooe-
cneyeHus N JokyMeHTaums

17 CuHXpoHU3auus BpeMeHu 1 hopmaTpoBa-
HVe BpemeHu/aaThbl

18 KOHTpO/Ib MHUMAEHTOB HapyLueHus 6e3onac-
HOCTU U KOH(hMAEHUMaNLHOCTH

19 LudbpoBble cepTUchmKaTbl U 3MEKTPOHHO-
umnchposble MOO VA

CosnageHve mexay
Tpe6osaHvem 1
knaccom OK

[a

Ja

[a

Ja
[a
Ja

Ja
Ja

Oa
[a
[a

[a

[a

Knacc OK

HeT npsiMbIx coBnaaeHuii Ans HeNPUKOCHOBEH-
HOCTW YaCTHOI XM13HN (He paccMaTpuBaeTcsi B
OK)

Het npAMbIX COBI'Ia,quI/II‘/‘I A9 HENPUKOCHOBEH-
HOCTW YaCTHOW YWN3HU (He paccmaTtpuBaeTca B
OK)

HeT npsiMbIx coBnageHuit 4Nt HeNPUKOCHOBEH-
HOCTM YaCTHOM XM3HU (He paccMaTpuBaeTcs B
OK)

3awmTta AaHHbIX nonb3oBartens. LlenoctHocTb
XpPaHUMbIX AaHHbIX

MaoeHTudukaumsa n ayteHTudmkaumns

[ocTyn: nosutuka KOHTPONst JocTyna, hyHK-
L1y yripaBiieHust 4OCTYNoMm

HeT npsiMbIx coBnageHnit A8 HENPUKOCHOBEH-
HOCTW YaCTHOI XW3HW (He paccMaTpuBaeTcsi B
OK)

[JocTyn: 6/10KMpPOBKa U 3aBepLUEHNE ceaHca

YnpaBneHne 6e30nacHOCTbI0

KpunTtorpadmyeckasi nogaepxka: paéota B pe-
XMUMe KpunTorpadmyeckon 3awmTbl

3aumrta faHHbIX Nob3oBaTe s

3awmra faHHbIX No/b30BaTesis: LeNoCTHOCTb
XPaHUMbIX JaHHbIX

HeT npsambix coBnageHwii ¢ kateropusmu OK
[ocTyn K 06beKTy OLEeHKN

AyauT 6e3onacHocTu

YnpaBneHne 6e30nacHOCTbIO

YnpaBneHne 6e30nacHOCTbIO

HeT npsimbIx coBnageHuii ¢ kateropuamm OK

KpunTorpadpmyeckas noaaepxka

6 CoBpeMeHHble NoAXoAbl 1 PYKOBOACTBO MO pas3paboTke v noaaepxke
nporpamMm OLEHKN COOTBETCTBUS

B gaHHOM pasfefie npeacTaBfieH 0630p NPUHUMMNOB, afibTEPHATUBHbLIX NOAXOAOB M PEWeHnit, CBA3aH-
HbIX C pa3paboTKOii NporpamMm OLEHKW COOTBETCTBUS, ANA FapaHTumn TOro, 4To (KNnHu4Yeckue) cuctemsl POS.
KOTOpble AO0/KHbI GbiTh NOAKAOUYEHbl K MHPOCTPYKTYpe EHR. MOryT 6biTb MPOBEPEHbI Ha COOTBETCTBUE
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pasnuyHbiM Bugam TpeboBaHuii 6e30nacHOCTN N KOHMUAEHLMaNbHOCTU, ONUCaHHbIM B pasfesne 5. [laHHbll
pasgen He cofepxuT TpeboBaHuii.

Cnyx6bl OLEHKN COOTBETCTBUA ANA MEAULMUHCKOro NPOrpamMMHOrO obecneyeHus HyXHbl cTpaHam U
CTPYKTypaMm f/151 BbINO/IHEHMA 60/bLIOr0 KOIMyecTsa 3ajad, BkioYas:

- noATBepX/JeHue nokynarteso Toro, 4To MeAgnLMHCKOe NporpaMmmMmHoe obecrneyeHne cooTBETCTBYET He-
06X0MMbIM HOpMaTUBaM;

- 3alWuTy 340p0BbA U 6€30NacHOCTN 06beKTa MOyYEeHNA MOMOLLY;

- yBe/imyeHne BO3MOXHOCTel MeXAyHapoAHOl TOProBau;

- obecneyeHne COBMECTUMOCTU W B3aMMO3aMeEHAEMOCTU KOMMOHEHTOB B npejesnax KOMMIEKCHbIX CUu-
CTEM 1 MeXAY HUMU.

YT0 KacaeTca NOATBEPXAEHUA TOro, 4TO TpeboBaHMA 6e30MacHOCTM U KOHMUAEHLManbLHOCTN cobnge-
Hbl NPV NOAKMOYEHUN KNNHMYecKol cuctembl POS k nHdocTpykType EHR H/Mnun noagepxke cBA3W ¢ Apyrumm
KNUHU4Yeckumm cuctemamun POS. To nporpammbl OLEHKM COOTBETCTBUSA WM cepTuduKkauum MoryT pellatb
KaxkAyto 13 aTux 3ajaud.

Pa3nunyHble cTpaHbl UCNO/b30BaANIN pa3Hble NOAXO0Abl K CBOMM nporpammam no oLeHKe COOTBETCTBUA B
3aBMCUMMOCTM OT CBOUX MOTpe6HOCTEN, 1 MHOTMe CTpaHbl paspabarbiBaloT, COBEPLIEHCTBYIOT UM pa3BuBaloT
CBOW NporpamMmsbl /11 COOTBETCTBUA BCe 60siee CI0XKHbIM TpeboBaHNAM COBMECTUMOCTU. B faHHOM pa3sgene
(n maTepuane, npeacTaB/ieHHOM B NpuoxeHun A) ncnonb3ywTca ctaHgaptel MCO 17000, paspaboTaHHbie
Komutetom MCO no oueHke cooTBeTcTBMA (CASCO), a NpUHLMNbLI 3TUX CTAHAAPTOB NPUMEHEHbI B KOHTEKCTE
3/lpaBoOOXPaHeHNsl, OCHOBbLIBAsACb Ha OMbITe YeTbipex CTpaH, KOTOPbIA OHU umenu k 2010 r., 4N TOro, YTOObI
NMPOWAMIOCTPUPOBATL Pas3/InyHbie BapuaHTbl U pelleHus, CBA3aHHble C pa3paboTKoil MporpamMm OLLEeHKM COOT-
BETCTBUSA.

[aHHblli pasgen Haxo4uTca B chepe UHTepecoB NpaBUTesibCTBa, MECTHbIX OPraHoB BacTu, npodeccu-
OHa/IbHbIX KOMWUTETOB, pa3paboTuMKOB MPOrpaMMHOro obecneyeHus, obLEeCTB No UHpopmaTmsauuu 340po-
Bbf. NpefcTaBnTesneli 06beKTOB MOYyYEHNS MOMOLLM U APYTUX NUL, KOTOPble 3auHTepecoBaHbl B pa3paboTke
1 COBEepLUEHCTBOBAHNM NPOrPaMM OLEHKM C Lenblo obecneyeHnss COOTBETCTBUA UX TpeboBaHUAM COBMECTM-
mocTu ceonx EHR.

6.1 MpuHUUNBI

OueHka cooTBeTcTBUA onpegeneHa Komutetom MCO no oueHke cootBeTcTBua (CASCO) B NCO/M3IK
17000:2004 kak «noATBEpXAEeHUe TOro, YTo yCTaHOB/IEHHble TpeboBaHUsA, OTHOCALWMECS K NPOAYKTY (BKIHO-
yas nporpaMmHoe obecneyeHune), npoueccy, cucteme, nnLy WU opraHy, CO6/04eHbI».

CyLlLecTBYIOT K/1Il04EBbIE KOMMNOHEHTbI JaHHOT0 onpefeneHns:

- TpebyeTcsi HAb6Op ycTaHOB/IEHHbIX TPE6OBAHUI, COrNacHoO KOTopbIM 6yAeT NPOBOAUTLCA OLeHKa COOT-
BETCTBUSA;

- TpebyloTcAa 06bEKTUBHbIE CpeAcTBa NOATBEPXKAEHMA TOTO, YTO TpeboBaHMA COOMIOAEHDI:

- TpebyeTcs npuBnevyeHne onpegesieHHOro NpoaykTa, npouecca, CUCTEMbI, ULa AW opraHa.

B KOHTeKCTe HacToslero ctaHgapTa TpeboBaHna 6e30MNacHOCTU U KOH(PUAEHLNANBHOCTN YCTaHOBNEHDI
Bbile, B pa3gene 5. [laHHblli HA6Op Tpe6oBaHWIi B fasibHellemM MOXeT 6bliTb OFpaHUYeH UAn JONOJTHEeH cTpa-
HaMu-y4yacCTHUKAMWU U MECTHbIMWU opraHamu Afa peleHns cnefyoLimx Bonpocos:

- BONpOCAa KOHKPETHOro KOHTEKCTa CUCTEMbl KaXA0W CTpaHbl-y4acTHMKa B COOTBETCTBUUN C onpeaeneHu-
eM B 06beKTax OueHKN u

- BOMpocCa lpuaNYecKknx, NPOM3BOACTBEHHbIX N TEXHONOTMYECKUX NMOTPe6HOCTEeR KaXAoro yyacTHUKa,
BKkNOYasa TpeboBaHusA, cogepxalymecsa B cneumdurkaunax nocTaBLMKOB UAN NoKynaTenel, HauuoHanbHbIX,
pervoHanbHbIX UM MeXAyHapoAHbIX cTaHAapTax Uau NoOCTaHOBEHNAX NpaBUTeNbLCTBA.

A Takxe:

- cpefAcTBa NOATBEPXAEHMA TOro, YTO TpeboBaHUA CO6MI0AEHbI, pasnmyalTca B 3aBUCUMOCTU OT cTpa-
Hbl. OJHAKO HaCcTOAWMIA cTaHAapT npegocTaBnseT PykoOBOACTBO, OCHOBaHHOe Ha paboTtax komutetra CASCO
N TeKyL,EeM OMblTe CTPAH-YYaCTHUKOB B OCYLLECTBJ/IEHUN OL,€HKN COOTBETCTBUA A1 BHELPEHUA KNUHNYECKNX
cuctem POS B nHhocTpykTypbl EHR,;

- B06/acTb NPUMEHEHNS HACTOALLEro cTaHAapTa BXOAAT TONbKO Tpeb6oBaHUA NO OLEeHKe COOTBETCTBUSA
C YYETOM TOro, YTO pas/iMyHble CTpaHbl MOTYT UMeTb AONOJIHUTE bHbIE BUALI CepTuukauumn gns npouecca un
ngei, kotopble paspabartbiBaloT, obecneynBaloT PYHKLMOHUPOBaHME 1 peanmn3yloT AaHHble NPOoAYKTbl B Ha-
LWMX KOMMNAEKCHbIX MeAULNHCKNX TEXHONOMMYECKUX cpefax.

27



FOCT P 57301—2016

MeTofbl NOATBEPXAEHUS COOTBETCTBUSA BKIOYAKOT B ce6A UCMbITAHWE, OCMOTP, 3asiB/ieHMe NocTaBLu-
Ka 0 COOTBETCTBUM U cepTudukaumio. Ha pucyHke 1 ¢ NOMOLWbIO HarAAHOW MOAENN BblIAENEHO OTHOLWEeHNE
MEXAY OLEHKON COOTBETCTBUS U MHOXECTBOM KOMMOHEHTOB, KOTOPbIE B/IMSIOT HA €70 YCTaHOBNEHMUE:

HEKOMMEPYECKWM PEMY/IMPYEMbIN
CEKTOP CEKTOP
rOCYOAPCTBO
YcraHaBnvBaet
3aKOHbI N

TeXHNYeCKne HoOpMbI

CTAHIAPTbI
OnpepeneHHoe PEMYNNPYIOLWVE
TexHM4eckoe CTPYKTYPbl
TpeboBaHve Ynpasnevue
npoayKTa um rmTnaiiil
(cncTembl NoSIOXEHNAMM

NOATBEPXXAEHNE COOTBETCTBUA
[llokasaTenbCTBO Tora,

MOCTABL K YTO TeXHUYeckne Tpe6GoBaHUSA BbIMOSHEHbI 3AKA3YUK
VcnbiTanne n «annEposka
l'—I MHcnekums
CepTudukayms
MN3MEPEHWA AKKPEOUTALNSA
Co3paHue OCHOBbI 4151 rapantus

UCMbITaHWUIA 1 KaSIMBPOBKY wMnVIW unoctu

nocpeacTBoM

HaUMOHa/TbHbIX

c.l.H'ANprr.e W3yepOHN

PucyHok 1 — lpumep MOLeNn OLEHKN COOTBETCTBUA

K gaHHOMY BONpOCY OTHOCATCA TpU NpuHUMna:

- OoueHKa COOTBeTCTBUSA — MOATBEpPXAEeHNe TOro, YTO yCTaHOBJIEHHble Tpeb6oBaHMA, OTHOCALMECH K
npoAykTy, npoueccy, cucTeMe, MUY WAN OpraHy, co604eHsbl:

- cepTudmkauyna — arrectayus, NpoBoAUMas TpeTbell CTOPOHO, OTHOCALWAACA K NPOAYKUWUW, Npo-
Leccam. cuctemam wam auuam:

- cooTBeTCTBME — AelicTBME, HanpaB/eHHOe Ha TO. YTO Heo6XOANMO A/ BbINO/THEHWNSA YCTAHOB/EH-
Horo Tpe6oBaHus.

OfHON 13 0cobeHHOCTEeN OLEeHKN COOTBETCTBMA SABNSETCA TO. YTO OHA MOXET MPUHUMATb pas/inyHble
hopMmbl, UCNONbL3YA pas3nnyHble MeToAbl B 3aBUCMMOCTU OT 3a4ay, A8 KOTOPbIX OHA Ucnonb3yeTca. Hesasu-
CMMO OT TOrO, kem 6yaeT NpoBoANTLCA paboTa — NocTaBLMKOM NPOAYKLUK, MOKynaTesnemM Uan HesaBUCUMbIM
opraHom, TpebyeTcsi YeTKOe NOHNUMaHMe He06X0AMMOCTM HaMNYNA 3HaHWI, HABLIKOB U OMbITa Y TEX. KTO Bbl-
nosiHsAeT 3afauun no oueHke COOTBETCTBUA. Kaxjasa opraHnsauns He3aBUCUMO OT ee pPosn [OJIKHA NCNOSb30-
BaTb CUCTEMY ynpaB/ieHNsl, B KOTOPOI yCcTaHOB/EeHbl HEOOXOANMbIE KOMMETEHLUN U CpefcTBa NoATBEpXAe-
HUSA TOrO, YTO OTAE/bHbIE NIMLa COOTBETCTBYIOT YKaszaHHbIM TpeboBaHmaM. MCO/M3K 17065 conepxut obune
KpUTEPUU ANA OopraHun3auunii, NCNoNb3ywLWMX CUCTEMbI CepTUdMKaLMm NPoAYKTOB: XOTA CTaHfapT KacaeTtcs
cepTudmMkauuy NpoaykTa, NPOBOANMOI TpeTbell CTOPOHO, MHOTVE U3 ero NosI0XeHnin MoryT Takxe 6biTb Mo-
Ne3HbIMU NpPU OLleHKe COOTBETCTBUA NPOAYKLMM, NPOBOAMMOI NepBOW 1 BTOPOW CTOPOHOIA.

28



FOCT P 57301—2016

OuYeHb 4YacTo TEPMUH «OL,EHKa COOTBETCTBUSI» O3HA4YaeT TOMbKO «cepTudukauyuo». Ha camom fene
OLieHKa COOTBETCTBUSA MOXET 6bITb NPOBEAEHA MHOTUMMU NIOALMU, B TOM YWCNE NMOCTABLWUKOM NPOAYKTA UK
yCcnyru, ero nokynatenem v ApyruMn 3amuHTepecoBaHHbIMWU CTOPOHAMM, HaNnpuMep, CTPaxoBbIMKU KOMNAHUAMY
1 opraHammn perynuposaHusi. 9T0 y06HO, Korga peyb ugeTt 06 oLeHKe COOTBETCTBUA A8 0603HAYEHUS CTO-
POH cnegywouwmum o6pasom.

- nepBasi CTOPOHA: N0 WKW OpraHusauus, kKotopas npefocTaBnseT 06bEKT, Nognexalluii oueHke co-
OTBETCTBUA:

- BTOpas CTOPOHA: NNL0 UM OpraHu3auus, KoTopas 3auHTepecoBaHa B 06bEKTE Kak Nosb3oBaTesb;

- TpeTbs CTOPOHA: /IO UM OpraHW3auus, Hesasucslas oT iMla UAnW opraHusaunm, npefocTaBnsio-
weli 06BbEKT N 3aMHTEepecoBaHHOl B 06bekTe Kak nofb3oBaTtesib.

6.2 lpouecchl OLEHKN COOTBETCTBUSA

MNCO/M3K 17000 ycTtaHaBnmBaeT «(PYHKLUOHA/IbHbIA NOoAX04» K OLEHKE COOTBETCTBUA. OYHKLUMOHA b
Hblli NOAXo4 BKAOYaeT B ceb6s OCHOBHbIE NMpoLecchl, Takue Kak Bbl6op, onpeaeneHve, paccCMOTpeHue u aTte-
cTaums, a Takxe HabnwgeHve npu Heo6xoaMMOCTH.

Kaxablli aTan BkAoyaeT B cebs AeiicTBMA, OMUCaHHbIE HUXE, MPU 3TOM BbIXOA M3 OAHOro 3Tana byget
ABNATLCA BXOA4OM BO BTOPOW 3Tan.

TpebyeTcs NPOAEMOHCTPUPOBATL BbiNo/iHEHNE vxa3aHHt*x Tpe6oBaHuii
[ -

-T: M MVEeTT”  20* =, ... " 1]

Bblbopka | T " * VHdopmauusa 0 BbIGpaHHbIX
| m \ === mmnyHKTax

r
g [
Onpepenenms WHdhopmaLms o BbIMO/HEHNM r-
creLmanbHbIX Tpe6oBaHuit I
MDOBEDKA M aTTeCTaLMs | mj [JleMoHCTpaLysi BbINOMHEHVS
poBep s . yKasaHHbIX Tpe6oBaHuit
HeT

PUcyHOK 2 — ®YHKLMOHANbHbIA NMOAXOA K OLLeHKE COOTBETCTBUALL

[lelicTBnA, ocylecTBnseMble Ha KaxAoM aTane, MOryT BK/lo4YaTb B cebs:

Boibop

- Cneuwndumkaumsa ctaHgaprta (cTaH4apToB) WM APYroro AoKymMeHTa (LOKYyMeHTOB), COOTBETCTBME KOTO-
pbiM 6yaeT OoueHNBaTbLCA.

- Bbi6op npuMepoB 06bEKTOB, KOTOPbIE NOAMEXAT OLEeHKe.

- Cneundukaumsa MeToA0B CTATUCTUYECKON BbIGOPKM B COOTBETCTBYIOLLUX CyYasX.

OnpepenexHve

- TecTupoBaHue AN onpefefieHns ykasaHHbIX XapakTepucTuK 06beKkTa OLeHKHN.

- MpoBepka hM3nYeCcKNX CBONCTB 06beKTa OLEHKN.

11 PucyHoK, 0603Ha4YeHHbI Kak pUcyHoKk 4 B gokymeHTe NCO «lMocTpoeHne foBepuTENbHbIX OTHOWEHUA. Habop
CPeAcTB MO OLeHKe COOTBETCTBUA». LleHTpanbHblii cekpeTtapmat MCO. cheBpans 2010 T.
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- AyauT cuctem 1 3anucell, OTHOCALUXCSA K 06beKTY OLEeHKN.

- OnpepeneHne kayecTB 06beKTa OLEHKN.

- M3yyeHune cneumndukayuii n yepTexeit 418 NPOBEPKM M aTTecTauun ob6bekTa OLeHKN.

Mposepka n atTecTayunsa

- PaccmoTpeHue pokasaTtenbcTB, cO6paHHbIX Ha cTaguu onpefefieHuns, Kacawlwuxcs COOTBETCTBUSA
06beKkTa ycTaHOB/IEHHbIM TpeboBaHUAM.

- BosBpallyeHue k aTany onpegenieHns Ana ycTpaHeHns HeCOOTBETCTBUIA.

- CocTaBfieHue v Bblgaya 3ak/1lo4eHns 0 COOTBETCTBUM.

- PasmelieHune 3Haka COOTBETCTBUA Ha NPOAYKLUMWN, COOTBETCTBYIOLWEN Tpe6oBaHMAM oCMOTpa.

Hap3sop

- BbinonHeHne AeiicTBUiA Mo onpefeneHnio B MecTe NPOM3BOACTBA UM B KaHase NOCTaBOK Ha MecTo
TOpProsnu.

- BbinonHeHWe AeiicTBUIA MO onpeAeneHnio B MecTe TOProBn.

- BbiNonHeHWe AeiicTBUII N0 onpeAeneHnto Ha MecTe NCNOMb30BaHUS.

- PaccmoTpeHue pe3ynbTaToB AelicTBUIA 3Tana onpeaeneHus.

- BosBpaulleHue k aTany onpefeneHns gas ycTtpaHeHWs HeCOOTBETCTBUIA.

- CocTaBsieHne v Bblgadya NoATBEPXKAEHNA O COXPAHEHUN COOTBETCTBUSA.

- BbiNoMIHEHMEe KOppeKkTUpYLWMUX 1 npegynpexjarolmnx AeicTBUili B cnyyae BbiSIBIEHWS HECOOTBET-
CTBMUA.

MpunoxeHne A faeT 60nee getasibHOe ONUCaHWE AaHHbIX METO/0B, ONUCLIBAA PeLUeHUs, CBA3aHHbIe
C BbIGOPOM MeTO/0B U NpefocTaBNeHNeM HarnsAHbIX NPYMEPOB NOAXOA0B K OLleHKe COOTBETCTBMUSA, KOTOpble
MCNO/Mb30BaNN CTPaHbl-yYaCTHUKN.

B cnyvaax Korga pucku HecCoOTBETCTBUA BbICOKM (Hanpumep, obuwecTBeHHas 6e30MacHOCTb HaxoAuTcs
noJ yrposoi), kak npaswnio, TpebyeTcsi He3aBUCUMbIA OpraH A5 BbINOJIHEHUSA HEKOTOPbIX OMNpefesieHHbIX
BWAOB AeATeNbHOCTM MO OLEeHKe COOTBETCTBMA, MO KpaliHeli mepe AN pacCMOTPEHWsA AokKa3aTenbCTB CO-
OTBETCTBUA U Bbljayn AOKYMeHTa 06 aTTectauuun, Hanpumep, ceptudukaTa. [laHHble opraHbl, Kak npasuso,
B3MMaloT naaTy 3a CBOW YC/yru, a 4719 3aBeplieHns cBoeli paboTbl UM TpebyeTcs Bpems.

OCHOBHbIM CTPYKTYPHbIM 3/1EMEHTOM NPOrpaMm COOTBETCTBMUA SABNAETCA CXeMa OLEHKM COOTBETCTBUSA,
KOTOpas OTHOCUTCA K ONpefesieHHO rpynne o6beKToB, NMELWMX OCTATOYHO CXOXUNe XapakTepucTukn, Ko-
Topble NpeAoCcTaB/IsAT BO3MOXHOCTb NPUMEHEHNS TOro Xe Habopa npaBua 1 npoueayp C TOi Xe cuctemoi
ynpaBneHus AN OLEeHKN COOTBETCTBUSA C TeM Xe HabopoM ykasaHHbIX TpeboBaHuii.

Bnagenbly cXxembl HYXHO yka3aTb, AO/XHA NN paboTa 6biTb NpoBefeHa O4HUM KOHKPETHbIM OpraHom
1Ny NobbIM OpraHoM, KOTOpPbIi oTBeYaeT Tpe6GoBaHMAM CXeMbl. B cnyyasx ecnum ykasaHa oueHka COOTBeT-
CTBUS TpeTbeil CTOPOHON, cnedyeT yuynTbiBaTb HEO6XOAMMOCTb akkpeanTaLunm TakMx opraHoB No oLeHke co-
OTBETCTBUA.

Heckonbko cTpaH (Hanpumep. CLWWA. Benuko6putauusa. bpasunnsa n KaHaga) BHegpuaun nporpammbl Mo
OLeHKe COOTBETCTBMA Mpu NoAfepXKe HauNoHabHOro npaBuTenbLCTBa 419 paclupsaeMoro maccusa KanHu-
YecKnx NporpaMMHbIX NPOAYKTOB U TpeboBaHui, Tak Kak kKnuHnyeckas @yHKLMOHaNbHOCTb U COBMECTUMOCTb
KNnHnyecknx cuctem POS ysenuuusaetca. OTU NporpaMmbl NPOAO/IXKAT pas3BMBaTbCA HA OCHOBE ONbITa
1N M3MeHeHuUn noTpebHOCTell, a npunoxeHue A npeacTtasBnseT coboil onucaHne NoAXoA0B, MPUMEHEHHbIX B
yeTblpex cTpaHax k 2010 r. B nocnegHee BpeMs Takke NOABASAKTCA NOAXOAbl, pa3paboTaHHble C yyacTuem
MHOTUX CTpaH, Hanpumep, NPoekT «/HTennektyasbHOe OTKPbITOe 06CNyXuBaHne eBpPONenCckMx nauneHToB»
[European Patients Smart Open Services (epSOS)].

B cnyuyae ¢ CLUA Bopo HauuoHanbHbix koopauHaTopos (ONC) akkpeAnTOBaNo areHTcTBa TpeTbux CTO-
POH Ha NpaBo BblAaun cepTnunkaTos cornacHo TpeboBaHNAM COOTBETCTBUA U MeTOoAaM NPOBeAEeHNA UcnbiTa-
HWUIA. yCTaHOBNEHHbIM HaunoHaNbHbIM MHCTUTYTOM Haykn u TexHukn (NIST). B apyrux ctpaHax cepTudukathbl
npeaocTaBfflTCA OTAE/bHLIM OpraHam, Ha3Ha4yeHHbIM NPaBUTe/IbCTBOM CTPaHbI.

CnepgyeT OTMeTUTb, YTO ApYyrMe MOLeNun OLEHKM COOTBETCTBUA, Takne kak IHE, HecMoTpsA Ha TO 4TO He
ABNAIOTCA NporpaMmamMu no cepTumukaLmnm nam nx 4acTblo, NpefocTasnAT NPOU3BOANTENAM NPOrPaMMHOro
o6ecnevyeHns MeToAbl AN YTBEPXAEHUSA COOTBETCTBMA M MOTYT UCNO/b30BaTbCA, HANpUMep, B HauMoHa b-
HOW nporpamme cepTudukaunu.

YacTo nMcnonb3oBaHMe 3Haka COOTBETCTBUS KOHTPOAMPYETCS C NOMOLLbI0 NMUEeH3UN, BblAaHHOW Bna-
Jenbuem 3Haka Wau opraHusauuveil, AelicTBOBaBLIE OT MMeHW Bnafesnbla, HanpuMep, OpraHom Mo cepTu-
hukaymmn. B nuuUeH3nn nsnararTcsa ycaoBusa, Npu KOTOPbIX IMLEH3NAT MOXET NCMOMb30BaTb 3HaK, HanpumMep,
orpaHuyeHuns, Kkacawulmecs NCNONb30BAHNA ero TONbKO Ha Tex NpoAyKTax, KoTopble nocTaBlW WK NpoBepun

30



FOCT P 57301—2016

Ha COOTBETCTBME cepTUuuMpoBaHHOMY TUNYy npoaykTa. OnpegeneHve NOAUTUKA UCNOMb30BaHUA 3HAKOB
COOTBETCTBUA ABNAETCA CYLWEeCTBEHHO BaXHbIM 418 BNafenbla v NULEH3NPYIOLWEero opraHa, Tak Kak npoayk-
LUsi C MX 3HAKOM 4acTo NPON3BOAMTCSA B COOTBETCTBUU C CUCTEMOW, B KOTOPOI NNLEH3NPYIOLLNIA OpraH NpoBo-
AWNT NPOBEpKy TOSIbKO Cry4yaliHbiX 06pa3L0B NpoAyKTa.

Kaxpgas nporpamma no oueHke cootBetcteusa B CLUA, BennkobputaHun. Bpasnnun n KaHage Bknovaet
B ceba npouecc BblAaun cepTUUKaLMOHHbIX 3HAKOB U Ny6nvkauuu nepeyvyHs MmeAuLUHCKUX NporpaMMHbIX
NpoAYKTOB, KOTOpble MPOLW/N WUCMNbITAHUA MO OLEHKEe COOTBETCTBUSA, YCTAHOB/IEHHbIE ANA OnpefeneHHoro
paga TpeboBaHunii. Takne cepTuduKaTbl CyLECTBYIOT Kak AN LesiblX CUCTEM, Tak U B HEKOTOPbIX cnyyaax ans
OrpaHNYeHHOro Yynucnaa mMoayneit 3TUX CUCTEM.
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MpunoxeHne A
(cnpaBoy4HOE)

Mporpammbl NoO OLEHKe COOTBETCTBUA.
KOHCTPYKTUBHbIE peweHnsa N HarnagHble NnpuMepbl OT CTpaH-yyacTHUKOB Ha 2010 T.

A.1 O6uwue cBepeHus

[laHHOe npunoxeHue npegoctaBnsieT 6onee nNoApobHy MHMOPMaLMUIO O MOAENSIX OLEHKM COOTBETCTBWA, Npo-
ueccax u Apyrnx peleHnax, CoNpoBoXaaeMyd npumepamMmun nNporpaMmM OLEeHKN COOTBETCTBUA U cepTudmnkauumn c uenbio
NPOAEMOHCTPUPOBATH aflbTEPHATUBHbIE NOAXOAbl, KOTOPble MOTYT 6bITb MPVMEHEHbLI B 3aBUCMMOCTM OT CUTyaLumn B onpe-
fleNeHHoll cTpaHe. HecMOTPS Ha TO YTO NMPUMeEpPbI, NPUBEAEHHbIE B AJAHHOM MPUIOXKEHUWN, fOoNyCcKalT 06MeH UHdopma-
umeil B npefenax rocyfapCTBEHHbIX FpaHuL, UX NPUHLUNLI BCE elle NMPUMEHMMbl B CUTyaLWUsiX C MeXrocyAapCTBEeHHbIM
obmeHoM. Takue npoekTbl, Kak epSOS [European Patients Smart Open Services (HTennekTyanbHoe OTKpbITOEe 06CNy-
XuBaHvWe eBponeiicknx nayveHToB)], B EBpone SBNAKTCA peasbHbIM NPUMEPOM MeXrocyAapCTBEHHOro o6MeHa B pac-
cmaTpvBaeMoil ob6nacTu.

A.2 MporpaMMbl N0 OLLEHKE COOTBETCTBUA. KOHCTPYKTUBHbIE pelleHns

A.2.1 YNONHOMOYEHHbI# opraH

MeToAbl OLLeHKN COOTBETCTBMA MOTYT MCNO/Ib30BaTbCS NEPBOIA, BTOPOI UK TpeTbeli CTOPOHOI: NocTaBLLMK ABNSET-
Cs NepBOli CTOPOHOI, NoKynaTenb ABASETCA BTOPOW CTOPOHOI, a opraHu3ayuunsa, He MetolWwas KOMMepUYeCcKoi 3anHTepeco-
BAHHOCTW B cAesike, ABNAeTCHA TpeTbeli CTOPOHOI. PelweHne o TOM, kakas CTOPOHa J0/KHA Peasn3oBbiBaTb 3TU METOAbI,
6yfeT 3aBMCeTb OT MECTHbIX yC/10BMil. Kak ykazaHo B 6.2 1 NPOW/I/IIOCTPUPOBAHO B YeTbipex nporpamMmmax, OnMcaHHbIX
fanee B JaHHOM NPUIOXEHUN, MOAENb OLLEHKN TpeTbeli CTOPOHOI, BKItOYaloLWan rocyjapCcTBeHHyo cepTudukaynio, npu-
HUMaeTCst 4acTo, NOCKONbKY PUCKM HapylleHWs o6l ecTBEHHON 6€30NacHOCTU, Bbi3BaHHbIE HECOOTBETCTBMEM K/MHUYE-
cKoii cuctembl POS. cuntaloTCs BbICOKMMU. TeM He MeHee npu 0TCYTCTBUM rocy/apCTBEHHO NnporpaMmMbl cepTudukaunm
MeCTHble OpraHu3aunii 3apaBooxpaHeHns MoryT, Hanpumep, yTBepAuTb NPOLEeCcC OLEeHKN COOTBETCTBISA BTOPOI CTOPOHOIA,
4TOGbl CHU3UTbL PUCKN BHEAPEHNA HECOBMECTUMO KIMHNYEeCKO cucTeMbl POS B MeCTHYI0 MHGOCTPYKTYpY EHR.

Cnctema OLeHKN COOTBETCTBUA MCMOMb3yeT 06WMiA HAGop npasu, npoueayp W METOAWK ynpaBneHus Ans psga
CXeM OLeHKN COOTBETCTBUA. 1N pasnnyHbiX CXEM, BO3MOXHO, noTpebyeTcs 60s1ee nogpo6HOe onucaHue npasua v Npo-
uefyp. pasfiMyHbIMU cnoco6aMu, OAHAKO C TOYKM 3peHusa 3 eKTUBHOCTM U cTabunbHOCTM paboTa B pamkax obuiei
CTPYKTYpbI ABNAETCA NPEUMYLLECTBOM.

Kaxpas cxema oueHku cooTBeTCTBUA ByaeT uMeTb Bnagenbua. MoxeT NPUMEHATLCSH MHOXECTBO pa3/InyHbIX MeTO-
[l0B. HEKOTOPbLIMU NPUMEpPaMMN KOTOPbIX ABNATCA:

a) MocTaBL MK NPOrpaMMHOro o6ecneyeHns MoXeT yCTaHOBUTb CXEMY OLLeHKW COOTBETCTBUS ANA CBONX NPOAYKTOB,
BK/lOYas TeCTUpoBaHue, NPoOBEPKy U ayauT, ¢ nocneaylolleil Bblgayeii 3aaBneHns o COOTBETCTBUM.

b) Cxema MoxeT 6bITb padpaboTaHa opraHoM nNo cepTudukaynum 4a8 e AMHONNYHOTO UCNOMTb30BAaHNSA €70 KneHTa-
MU. B 3TOM C/ly4aB OpraH no cepTudukaLmnm HeceT NOMHYO OTBETCTBEHHOCTL 3a MPOEKTUPOBaHUE, NPUMEHEHWe, ynpaB/e-
Hue 1 o6cnyxmBaHue cxembl. OpraH 6yaeT ABAATLCSA BAafebLeM CXeMbl.

c) Takas opraHusauns, kak HaunoHanbHoe NPaBUTENbCTBO, PeryInpyoLKii opraH UM Topropas accounanms, Mo-
XeT pa3paboTaTb CXeMy U NPejnoXuTb ee NCNob30BaHNe 0AHOMY UM HECKO/IbKUM opraHam cepTudukaynm. B atom cny-
4yae opraHusaums 6ygeT ABNATLCA Blaje/bLeM CXeMbl U HECTN OTBETCTBEHHOCTbL 3a ee paboTy, BO3MOXHO, N0 KOHTPAaKTY
VAN ApYroMy o uunanbHOMY COrnalleHno ¢ opraHammn cepTudukaymm.

d) pynna opraHoB no cepTucunKkaLumn, BO3SMOXHO B pasHbiX CTpaHax, MoXeT COBMECTHO YCTAHOBUTb CXEMY CEpPTH-
tukauun. B aTom cnyvyae opraHam kak coBnajenblam cxeMbl 6yfeT He0o6X0AMMO CO3/aTb CTPYKTYpY ynpaBneHua Ans
TOro, 4TOo6bl CXeMa Morna 3 PeKTUBHO UCNOJIb30BATLCS BCEMU YYACTBYIOLW VMW OpraHaMmu.

A.2.2 TpeboBaHuUA K opraHam cepTudmnkauny npoaykra

Tpe6oBaHWsA K OpraHamM, OCyLecTBAAWUM cepTudrKaLno Nnpoaykra, npolecca Wau ycnyr, onpegeneHs 8 MCO/
M3K 17065.

OcHoBHOW uenbio NCO/MIK 17065 saenseTca onpefeneHne Tpe6oBaHmWii, KOTOPbIM JO/I)XEH COOTBETCTBOBATbL Op-
raH ceptudukaymm npoaykTa, npouecca WUau ycnyr, Ana NoATBEPX/AEeHUS ero KOMMeTEHTHOCTU U 6ecnpucTpacTHOCTU.
Tpe6oBaHUs CTPYKTYpUpPOBaHbI AN1A U3yYEeHUs CAeAyloLmnX acnekToB ynpaBaeHus u paboTbl CepTUULNPYOLLNX OPraHos.

- O6wue Tpeb6oBaHMA: BONPOCHI NpaBa U 3ak/l04eHUs L0roBOPOB: 6eCNPUCTPACTHOCTb YNpaBeHUsA: OTBETCTBEH-
HOCTb W hUHAHCUpPOBaHWNE: HeAUCKPUMUHALMOHHbIE YCNOBUA: KOHPUAEHLMANBHOCTb, 06U eA0CTyNHAA UHD OPMaLNS.

- Tpe6oBaHus K CTPYKTYype: opraHn3aLoHHas CTPYKTypa 1 BbiCllee PYKOBOACTBO: MeXaHU3Mbl COXpaHeHus Gec-
npUCTPacTHOCTHU.
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- Tpeb6oBaHue k pecypcamM: nepcoHan opraHa cepTudunkaunm; pecypcbl 4NA OLEHKN.

- Tpeb6oBaHuA K npoueccy, CXxeMbl cepTUrkauum; NpuMeHeHne; NpoBepka NPUMEHEHNA; OLeHKa: pacCMOTpeHue;
pelweHne ceptudmkaunmn: cepTudmkaLmoHHas AOKyMeHTauus; katanor ceptuduuupyemoii npoaykLuumn; Hag3op; nsme-
HEHUA. BAMAOLWNE HAa cepTuduKkaunio; 3aBepllieHne, YMeHbLIEHNe, NPMOCTaHOBKA MAN OTMEHa cepTudukaunu: 3anmcu;
Xanobbl ¥ NpeTeHLun.

- TpeboBaHMA K CUCTEME ynpaBneHna, onuynun; AOKYMEHTaLUA Ha CUCTEMY ynpaB/iieHNA: KOHTPOb OpraHusauuu
[LOKYMeHTOB; ynpaB/ieHne 3anucaAMU; NpoBepKa CUCTEMbI yNpaBieHnsa; BHYTPEHHNI ayauT: KOppekTupyoume aeicTeus,
npeaynpexpgawoune geiicTeus.

A.2.3 Bonpocbl CTOUMOCTU U ApYyTNne pelweHns

Mpu NPUHATAN pelweHns No COOTBETCTBYWL MM BONpPOCaM OpraHu3auny OLEeHKM COOTBETCTBMA ANA KOHKPETHbIX
cuTyauuii [OMKHbI paccmaTpuBaTbCA 3aTpaTbl Ha MCNOJSIb30BaHWE anbTepHaTUBHbLIX MNOAX0A0B. Hapsgy ¢ 3atpatamu,
NOHECEHHbIMW B pe3y/bTaTe NPOBeEeHUA CaMOCTOATENIbHOW OLEeHKU, HeO6XOAUMO y4uTbiBaTb, Kakue AOMNOIHUTE bHbIe
pacxofbl MOTyT 6bITb MOHECEHbI U KEM. K&K TO/IbKO Apyras CTOPOHa HauynHaeT NpuHUMaThL yyactue. Ecnv nokynatenb npo-
AyKTa pewaeT NPoOBeCTN COGCTBEHHYIO OLLeHKY, OH. Kak MpaBu/o, [O/KEeH HEeCTU pacxofbl, CBi3aHHble C HAliMOM CBOWX
COBCTBEHHbIX UHCNEKTOPOB.

Ecnin HesaBUCUMbI OpraH 3ak/ito4aeT KOHTPaKT Ha NPOBe/leHNe OLeHKN COOTBETCTBUS, eMy ByeT Heo6Xo4NMO Mno-
KpbITb CBOW pacxoAbl 3a cyeT TOro, C KeM OH paboTaeT. B cnyyae npoBegeHus cepTuukaynm npoaykunu, Kak npasuno,
noctaBsuuk 6yfet HaHUMaTb oprad cepTudukayuy 1 onnaynsBaTtb ero ycnyru. Pacxofbl opraHa cBa3aHbl He TO/IbKO C 3KC-
neptaMu. y4acTBYIOLW MMM B OLLEHKE, HO 1 CO BCEMMU 3aTpaTtamMu, MOHECEHHbIMU B pe3ynbTaTe OCyL eCTBEHUS ero fesaTenb-
HOCTU. A0N5 KOTOPbLIX OyAeT B3UMaThCA C KaXA0ro 3akasunka cepTudukaymm.

Takum 06pa3omM, peleHne O CO3[aHUN CXeMbl CepTUdMKaLum MOXeT MPUBECTW K AOMOSIHATEsbHbIM pacxoaam,
CBAA3@HHbLIM C NOCTABKOW CepTUMULMPOBAHHOW NPOAYKLUUN. AHANOTNYHBIM 06Pa30M pelleHne 0 HEO6X0AUMOCTU akkpean-
Tauun opraHoB Mo cepTudukauny npuBeAeT K JONONHUTENbHBIM pacxofaM, Tak kak 3aTpaTbl, MOHECEHHble B pe3ynbTarte
paboTbl opraHa nNo akkpeauTaumnmn, Takke JOMKHbI 6biTb BO3MELLEHbI.

B flonofiHeHMe K NPAMbIM 3aTpatam Ha OLeHKYy COOTBETCTBUSA CYW,eCTBYOT U Apyrue aktopbl, KOTOpble NPpUBOAAT
K (OMHAHCOBbLIM MOCNEACTBUAM, 0OCOGEHHO ANA NOCTaBLMUKOB cepTUdULMPOBAHHOI npoaykuuun. MpueneyeHne TpeTbeil
CTOPOHbI MOXET NPUBECTU K 3ajepxkaM B NPOM3BOACTBE U NOCTaBKe NPOAYKLWW B 3aBUCMMOCTU OT WHTepBana Mexay
3aABKOIl Ha cepTUuKkaunio n nosyyeHnem ceptudukata CooTBeTCTBUSA.

A.2.4 OTBETCTBEHHOCTb

OfHUM 13 OCHOBHbIX MPUHLMNOB OLEHKN COOTBETCTBMA SIBAAETCA TO. YTO OpraHusauus, koTopas ABnseTcs Bna-
Aenbuem o6bekTa OLEHKN UM BbIBOAUT €ro Ha PbIHOK, HeCceT OCHOBHYI OTBETCTBEHHOCTb 3a €ro COOTBEeTCTBME ycTa-
HOBNEeHHbIM Tpe6oBaHusM. MocTaBLWWK NPOAYKTA HeceT A4OTOBOPHbIE U NMpaBOBble 0683aHHOCTN nepej nosib3oBaTenem,
KOTOpblEe 3aKN04aTCA B TOM, HTO NPOAYKT O6yAeT BbINONHATL CBOW 3aAB/I€HHbIe (DYHKLUN 1 4TO OH He ByAeT CTaBUTb NOA
yrpo3sy 3,0poBbe Uan 6e30NacHOCTb N0Mb30BaTeNa UAU APYTNX Nny. [laxe ecnv nocTasBuiuk nosyyaeTt oT He3aBUCUMOro
opraHa ceptudukart, NoATBEPXAAIOLWMNIA TO, 4HTO NPOAYKT COOTBETCTBYeT HEO6X04NMbIM cneyndukalmam, B ciyyas BO3-
HUKHOBEHMNA NPo6/IeM OH OCTaeTcA OTBETCTBEHHbIM. HECMOTPA Ha TO YTO HE3aBUCUMbI OpraH MOXET HECTU HEeKOTOpYio
cTeneHb OTBETCTBEHHOCTU, 0COGEHHO 3a HebpexHoe BbIMOMHEHNE OL,EeHKM COOTBETCTBUSA, 3TO HEe 0CBOGOXAaeT nocTas-
UjMKa OT OCHOBHOW OTBETCTBEHHOCTU. KOHEYHO, HeHajiexaliee UCNoNb30BaHne NpoAyKTa KOHEUYHbIM Nofib3oBaTenem, B
4acTHOCTU HeHaj/iexaliee BbIMO/THEHNE TEXHNYECKOro 06CcnyxunsaHus, MoxeT 0CBO60ANTL NOCTaBL KA OT OTBETCTBEH-
HOCTW 3a nocneayWmnii yuep6 v ero nocneicTeus.

A.2.5 PaspaboTka nporpaMMbl OLE€HKN COOTBETCTBUA

CTpyKTypa nporpamMMbl OL,eHKN COOTBETCTBUSA [O/IKHA YeTKO onpeAensaTb 06bEKT OLeHKN COOTBETCTBUSA, B TOM YuC-
ne HeobxoAaMMOCTb oT60pa Npo6 nanm o6pasuoB, KoTopble 6yAyT UCNONb30BaThCA B Npouecce onpejgeneHus. OT6op mo-
XeT Takxe Bk/tovaTb B ce6s BbIGOp Hanbonee noaxosawmx npoueayp (Hanpumep, MeToAbl NPOBEAEHUSA UCNbITAHUA UK
MeTO/lbl KOHTPONA), KOTOPbIe 6yAyT NCNONb30BaTLCA B Npouecce onpegeneHns. 1oBo/IbLHO YacTo 6bIBAlOT c/yyaun, Korga
[AO/KHbI 6bITb pa3paboTaHbl HOBblE UV U3MEHEHHbIe MeTOAbl ANA BbINOMHEHNA AeCTBUIA aTana onpegenernnsa. Heo6xo-
AVMO BbIGpaTh COOTBETCTBYIOWME MeCTa, YC/IOBUSA U YACTHbLIX 1L, AN BbINOSIHEHUA Npoueypsl (npoueayp). B koHeuHoM
ntTore MoxeT 6bITb HE0O6X0AMMA [OMNOJIHNTEIbHAA MHGOPMaLMa ANS TOro, 4To6bl BbIMONHWUTL AeiCTBNS 3Tana onpejene-
HUA ANSA TOro, YyTo6bl NOATBEPAUTL, YTO BbIMO/IHEHHbIE YCTAHOBNEHHbIE TpeboBaHua 6yayT ahpekTuBHbIMU. Hanpumep,
06bEM MCMNbITAHUA, Ha KOTOPbIA A0/MKHA PacnpoCTPaHATbLCA akkpeauTauus nadopatopuun, onxeH 6biTb onpeAeneH Ao
BbINO/IHEHNA COOTBETCTBYWOLW WX AeiiCTBUIA aTana onpeaeneHus.

A.2.6 3asBneHne 0 COOTBETCTBUYU

Hes3aBnCUMO OT TOro, y4acTBYIOT 1M B OL,eHKe COOTBETCTBUA ApYyrne CTOPOHbI, Bcerga 6yaeTt npucyTcTBOBaTb He-
Kan hopma 3afB/NeHUs O COOTBETCTBMM NOCTaBLUMKA NPOAYKTa UAKU ycnyru. 3asB/ieHne MOXeT NpuHuMaTtb opmy pe-
Knambl A 6powwopbl C onMcaHneM oco6eHHOCTel NpoAyKTa UM MOXeT 6biTb BKIOUYEHO B OMLMANbHbIA AOKYMEHT,
NAEHTUMUUUPYO LKA NOCTaBLWMKA U NPOAYKT, yCTaHaBnnsawwuii cneyndukanummn cTaHAapTos Uan 4pyrux JOKYMeHTOB,
COOTBETCTBME C KOTOPbIMU GblN10 3aAB/IEHO, BO3MOXHO, 0CO6ble NpaBnia, KOTOPbIM COOTBETCTBYET MPOAYKT U NOAMUCH OT-
BETCTBEHHOrO inua. [laxe pasmeleHne Ha NPpoayKTe N NPUIOXKEHNN K HEMY UMEHN NOCTaBLMKA, TOBAPHOIO 3Haka unu
norotuna o3HayaeT, YTO OH COOTBETCTBYeT crneuundukauum nocrasuwmnka. MCO.'M3K 17050 (Bce yacTu) npepocTtasnser
PYKOBOACTBO N0 COAEPXaHWIO 3afBNEHNA O COOTBETCTBUN NOCTaBLYMKA.
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A.2.7 OnpepeneHue. YCnoBusa NpoBefeHUss 1 MeTOAbl TECTUPOBAHUA

PykoBoactBo NCO/M3K 67 onucbiBaeT CEMb OCHOBHbIX TUMOB cUCTeM cepTudukaunm npoaykummn, oTmedyas, 4to
3/1EMEHTbl 3TUX CUCTEM MOTYT 6bITb 06bEANHEHbI APYTUMYN cnoco6amMun AN CO34aHNA AONONHUTENbHbIX CUCTEM. DTU CU-
CTeMbl MOTYT BKNOYaTb B ce6A OAUH UNN HECKONbKO CAefyLWwnX KOMNOHEHTOB:

- o6pasubl, 3anpawnBaemMbie OpraHom cepTudukaymm;

- onpepeneHne COOTBETCTBYHLWMUX XapakTepUCTUK NpoAykTa nyTem npoBegeHus ucnoitaHus (MCO/M3K 17025)
VNN OLEHKN;
nposegeHve ayauTa npolecca NpoM3BoACTBA UM CUCTEMbBI KOHTPONA KayecTsa:

- M3y4YeHUe OTYETOB OL,EHKN UAN UCMbITAHNSA;

- noATBEPXAEHNE COOTBETCTBUSA;

- Bblfaya IMLUEH3NN Ha UCNONb30BaHNe CepPTUMDUKATOB N 3HAKOB Ha NPOAYKLMUK;

- KOHTPO/Ib C MOMOLLbI UCMbITAHUIA NN NpOBEPKN 06pPa3L0B C 3aBOAa UAN PbIHKA.

OnbIT UCNONBb30BAHNA NMPOTPaMM OL,EHKW COOTBETCTBUA YeTbipex cTpaH (B COOTBETCTBUM C ONMCAHMEM B HacToS-
Wem NPUIOXeHNN) nokasbiBaeT, YTO Kaxgasa NpuMeHsana couyeTaHne HeCKONIbKMX MeTOAO0B. YUUTbIBAA PUCKW HapylleHus
6e30MacHOCTN NayMeHTOoB, CTpaHbl BCE Yalle NepexoAdT K cepTudmkaunum npogykuum, NnpoBoAUMON YNOSTHOMOYEHHbBIMN
TpeTbUMU MLy amu, cocpeoTaynBasicb Ha NPOBEAEHUN OLLEHKU COOTBETCTBUS OpraHn3aunsamMm, okasblBaoLW MmN MeguLnH-
CKYl0 NOMOLb, B KOTOPbIX AO/IXHO UCMNOb30BaTLCA U NOALEPKNBATLCA HECKONBKO NPOrpamMMHbIX NPOAYKTOB, o6neryato-
WKUX 06MeH MHpopmMaLmeid 0 naumeHTe Mexay NyHKTamMu okasaHuWs NMoMoLlM ANSA NOBbiWEHUA 6e30nacHOCTM nayuneHTa,
KauyecTBa u pe3ynbTaToB. Tak Kak UCMOMb3YTCA BCe 60/1ee CN0XHbIe N MexonepaynoHHble KnnHuyeckme cuctemol POS.
Bce 60Mblwe 1 60Nblle BHUMAHUA Takke yAensaeTcs HENPepbIBHOMY Ha6/l04EHUI0 1 MOBTOPHOI OLEHKEe CUCTEM, Tak Kak
B akocucteme EHR nponcxofat M3MeHeHna nporpaMmMHoOro o6ecnevyeHna u ctaHAapTos. Bo MHOrMx cTpaHax napannenb-
HOe aKkueHTMPOBaHNe BHUMAHUA Ha yNpaBaeHnn puckaMmy HapylweHnsa 6e30NacHOCTY NauneHTa, CBAI3aHHbIMU C MeAULMNH-
CKMM nporpamMmHbIiM obecneyeHnem, Takxe NOMOXeT CHU3UTb PUCKKU, CBA3AHHbIE C KOHTPO/EM KayecTBa NporpaMmMHoOro
o6GecneyeHunsi, HacCTPOIKO, peannsaumneii 1 KOHEUYHbIM NOSIb30BATENEM.

A.2.8 PaccmoTpeHune n atrecraymns

Mpu yHKUMOHANBbHOM noaxofe (CM. PpUCYHOK 2) pacCMOTpeHue ¥ aTTecTauuns npeacraBieHbl Kak COBMeleHHas
[eATeNbHOCTb. XOTSH BO3MOXHO OTAE/IbHOE BbINO/THEHNE KAXAOr0 N3 HUX Pa3HbIMW Nuuamu. BaxHo To. 4TO HU OAHO Aeit-
CTBUE He [O/IKHO 6biTb OCYLECTB/IEHO IMLOM, KOTOPOE y4acTBOBasioO B AeliCTBNAX 3Tana onpegeneHuns. MockoabKy BO3-
pacTtaeT pUcK NOABNEHWA HECOOTBETCTBUI, CTENeHb HE3aBUCUMOCTMN peLleH3eHTa yBenuynsaeTcs.

PeueH3eHT AonxeH o6nafatb He06X0AUMOI KOMMNETEeHLMEeR No OTHOLWEHWIO K YKa3aHHbIM Tpe6oBaHNAM, 06bekTy
OLEeHKN N AelicTBMAM 3Tana onpefeneHuns, KoTopblie 6bIIM UCNONb30BaHbl. Hanpumep, 3HaHWe MeTOAWK NPOBeAEeHUsA uc-
NblITaHWA NO3BONUT PeLeH3eHTYy onpefennTb HECOOTBETCTBYOWME pe3ynbTaTbl U NepefaTb 0T4eT 06paTHO NuLy, NPOBO-
AVBLIEMY UCNbITAHWE ANA NOBTOPHOTO €ro NPoBeAEHUS.

3aknyeHnem atana paccCMoTpPeHUa ABNAETCA peKoMeHAaunsa o Bblgaye 3aaBNeHNS 0 COOTBETCTBUN. PekomeHaa-
LMA 4O/KHA cofepxaTb CCbl/IKYy Ha OT4eT u Nobble apyrve BbIBOAbLI U3 0630pa, KOTOpble MOATBEPXAAKT COOTBETCTBME
(unn HecooTBeTCTBME) OObEKTA YKA3aHHbIMU TpeboBaHNAMMK.

A.2.9 YnpaBneHue BepcuamMun n Hagsop

B pacwupswwemca mexonepaymoHHom mupe EHR, rge knmHnyeckmne cuctembl POS nmeloT pacTyliee KOJIM4ecTBo
Toyek B3anmogeicTBna (MHTepdeiicoB), C TOUKN 3peHusa uHpopmauumn (Hanpumep, HoBble Habopbl KOAOB), NONUTUKKN (Ha-
npumep. HOBble NpaBuaa HENPUKOCHOBEHHOCTN YACTHOW XWU3HWN) N TEXHONOTUIA BaXHO MMeTb YeTkue npasuna, KOTopble
onpeAenslT HeO6X0A4MMOCTb NepeaTTecTalumn, Koraa NPoUCXoaaT U3MEHEHUA B KMHUYeckoi cucteme POS munn nHgo-
cTpykType EHR. MoBTOpHOE UCNbITaHNE COBMECTUMOCTN TpebyeT AUCLUUNANHUPOBAHHOIO NPOBEAEHNA 3TOr0 UCNbITAHUA
C yKaszaHueMm TOro, kakne M3MeHeHUs ABNAITCA OCHOBHbIMU, a Kakne — BTOPOCTEMEHHbIMU, @ TakkKe C UCNOoMb30BaHNEM
cpeacTB A4NA NpOBeAEeHUS UCNbITaHWI N APYTUX MeXaHu3mMoB, Tpebylowmnxeca 4na Toro, 4To6bl caenatb NOBTOPHOE UCMbI-
TaHue NpPaKkTUYHbIM W AO0CTYNHbLIM BO BPEMS cepTudumkaynm.

OueHKa COOTBETCTBMA MOXET 3aKaH4YMBaTbCA NOC/E BbINOJIHEHNA aTTecTauumn, Ho B Cay4dasx, Npu KOTopbiX cyuie-
CTByeT He06X0A4MMOCTb HENPepPbLIBHOTO NOATBEPXAEHNA COOTBETCTBUS, MOXEeT 1CMNO/b30BaTbCsA Hag30p. Hafgsop cuctema-
TUYeckn BO30GHOBNAET AE€ATENbHOCTb N0 OLEHKe COOTBETCTBUA, ABNAACH OCHOBOWN A4NA NoAfepXaHna AeACTBUTENbHOCTH
3ak/lo4ueHns 0 CooTBeTCTBUMU. Kak npaBuao, HeT Heo6X0AWMOCTM B MOJIHOM NMOBTOPEHUWU NepBOHAYaNbHOW OLEeHKU npun
KaXAoM LuKNe Haf33pa 4Na yCTpaHeHUs aHHOol Heo6Xo04UMOCTH.

B cnyuae ecnu 06beKkT NpU3HaH HECOOTBETCTBYWOLW UM, TO INLO WAKN OpraHu3almnsa, oTBeTCTBEHHas 3a 06bekT, Ha-
npuMep MHxeHep-pa3paboTyMK, UK B CyYaB yyacTUs BTOPO UNW TpeTbel CTOPOHbI — MOCTaBLLUK JO/IKHbI 6bITh YBE-
AOMMEHbl U NpUrnaleHbl ANA BHECEHNA HEOOXOANMbBIX U3MEHEHWI ANSA AOCTUXEHNA COOTBETCTBUA. BaxHO, 4yTo6bl peueH-
3€HT He npejsaran BO3MOXHble PeLeHnsa 4N1a TOro, 4To6bl He NOTEPATb CBOK 06 BbEKTUBHOCTbL NPM BO3BpPALLEHUM 06bekTa
Ana panbHeiwein nposepkn. O6CyXAeHNe pe3ynbTaToB OLEHKM NPU3HAHO AONYCTUMbIM ANA TOro, 4TO6GLI OTBETCTBEHHOE
NWLO AN OpraHm3auunsa CMOrin NoHATbL NPUYNHY HECOOTBETCTBUS.

Ob6ecneyeHne NOCTOSSHHOIO COOTBETCTBMUA B 60/ee CMOXHONW N MexonepaunoHHON akocnucteme EHR asnsetca
NOCTOAHHOW Npo61eMoii Ana NoCTaBLWWKOB CUCTEM, NokynaTeseil u opraHoB Mo cepTudukaunmn, Kaxablii U3 KOTOPbIX
HeceT OTBETCTBEHHOCTb 3a NpoBeAeHNe COOTBETCTBYWOLWMNUX MEPONPUATUI NO OLEHKE COOTBETCTBUSA B CBOUX Cpejax.
B fONONHEHNE K COBMECTHbIM U MPaKTUYHbIM NpoLeccam A8 CHUXEHNA U ynpaBleHUs puckamu COBMECTHO C nmocTas-
wmnKkamMmmn n paspaborymkamum NporpaMMHoOro o6ecneyeHns, BO3HUKHOBEHNE KOTOPbIX CBA3aHO C BHECEHUEM W3MEHeHui
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B MPOAYKT, HEO6XOAUMbBI pauuoHanbHble npaBuia, KOTOpble NO3BOMAT OpraHam no cepTtudunkaynu, OCHOBbIBASACb Ha
npuHuunax, onpejensaTb CTeNeHb NOBTOPHOTO TECTUPOBAHNA, HEO6XOAMMOro NP BHECEHUN N3MEHEHWI. HakoHel, Ha-
fAexHas cnctema HabnwgeHns, koTopas BkioyaeT B ce6s BHUMATENIbHOCTb NOCTaBLNKOB, Pa3paboTUYNKOB U KOHEUHbIX
nonb3oBaTteneil aTUX CUCTEM, a Takke 3 EeKTUBHYI0 CUCTEeMY NPeAOoCTaB/EHUA OTYETHOCTMN, ABNAETCA BaXHbIM KOM-
NOHEHTOM.

A.2.10 O6yuyeHune, npogaxa v ocyw,ecTBieHne cCBA3MN

A.2.10.1 leknapayusa o COOTBETCTBUU

3aknyeHne o COOTBETCTBUWN, BblJaHHOE NEPBOI CTOPOHOI, HANPUMEP NOCTaBLMKOM NPOAYKTa, MW BTOPOI CTOPO-
HOll. Hanpumep nokynatenem, Ha3biBaeTCcA feknapauneil o COoTBeTCTBUN.

A.2.10.2 CepTudukat cooTBeTCTBUA

3aknoyeHne o COOTBETCTBUW, BbiAaHHOE TpeTbeli CTOPOHON (opraHomM cepTudukaymmn), aenseTca ceptTudukaTom
cooTBeTcTBMA. OHAKO NCNOMb3yeMble TEPMUHbI U KOHKPETHOe coepXaHne MOryT MeHATbCA B 3aBUCUMOCTK OT OLeHuBa-
emMoro o6bekTa 1 xapakrtepa ykasaHHbix Tpe6oBaHuii.

A.2.10.3 3HaKk coOOTBETCTBUA

Kak npasnio, NpoAyKTbl UMET 3HaKN COOTBETCTBUA HE3aBMCUMO OT TOrO, ABNAETCA 3TOT 3HAK COOCTBEHHbLIM TO-
BapHbIM 3HAKOM NOCTaBLWKa, CEPTUPUKALNOHHBIM 3HAKOM, KOHTPO/IMPYEMbIM OpPraHoMm no ceptudukaymm, nam 3Hakom
COOTBETCTBMUA, TpebyeMbIM 3aKOHOAaTENbLCTBOM, Hanpumep, mapkuposka CE EBpocoto3a. PekomMeHaaumnm o 3Hakax cooT-
BeTcTBMA cogepxatca B UCO/MIK 17030 n Pykosoactee VCO 27. 3HaKN AO/DKHbI UMETb OT/INHYUA, @ UX COBCTBEHHUK U
YCNOBUA NCNOJNIb30BAHUSA LO/DKHbI 6bITb YETKO ONpe/esieHsbl.

B yacTHOCTW, NCNONb30BaHNE 3HAKA He [JO/IXHO BBOAUTbL B 3ab6nyx/JeHne nokynatenei n nonb3oBaTeneii npoaykra.
Hanpumep, nocTasLWuK, KOTOPbIA UMeeT cepTUMULUPOBAHHYIO CUCTEMY MEHEJ)XKMEHTa, COOTBETCTBY LW Y0 TpeboBaHUAM
cTaHgapTta MCO 9001. He fO/IKEeH CTaBUTb Ha CBOI MPOAYKLMIO 3HAK OpraHa no ceptudukaumm, Tak kKak 3To o3Havasno 6bl.
4TO NPOAYKUUA cepTuuunpoBaHa opraHom.

YacTo ncnonb3oBaHne 3Haka COOTBETCTBUA KOHTPOSIMPYETCA C NOMOLbIO /IMLEH3NW, BblfaBaemMoil Bnajenbuem
3HaKa Wnu opraHusauueit, geicTeylowein oT UMeHW Bnajenbua, Hanpumep, opraHoMm no cepTudpukauuun. B nuueHsnn
nsnaralTCcA yC/MIOBUA, NPU KOTOPbIX MLEH3MaT MOXeT UCMNO/b30BaTh 3HAK, HaNpuMep, orpaHnyeHns, Kacawuleroca uc-
NoNb30BaHUA €ro TONIbKO Ha TeX NPOoAYyKTax, KOTOpble NOCTaBL UK NPOBEPU HA COOTBETCTBME CEPTUMDNLNPOBAHHOMY TUNY
npogykta. OnpegeneHve NOAUTUKN UCNONb30BAHWS 3HAKOB COOTBETCTBUS AB/IAETCA XU3HEHHO BaXHbIM ANA Bnajenbua
N INLEH3NPYIOLLEro opraHa, rak kak npogyKkumsa ¢ UX 3HaKkOM 4acTo NPOM3BOAUTCHA B COOTBETCTBUMN C CUCTEMOI, B KOTOPOIA
NVLEH3NpPYOLW NI OpraH NPOBOANT NPOBEPKY TO/ILKO CAyYaiiHbix 06pa3L0B NpoaykTa.

C yyeTOM 3TUX NPUHUUNOB 6biNN pa3paboTaHbl YeTbipe HaLuMOHaNbHble NPorpamMmbl N0 cepTuukaymm MeanunH-
CKOro NporpaMMHOro o6ecneyeHus.

A.3 Mpumep 1. BenukobputaHma

A.3.1 O630p 1 Lenun nporpammMmbl cepTudukaynmn

OnucaHne B 3TOM pasfene OTHOCUTCS K PeXumy ynpasieHns uHgopmauyueil, cyuiectsoaswemMy B HaunoHanbHoii
cnyxb6e 3gpaBooxpaHeHns Benuko6putanun B 2010 r. B To Bpemsa, korga 6bi1a HanucaHa aTa TexHuyeckasa cneuunduka-
UMs, pexum ynpasneHus nudopmaumeit ona HaynoHanbHoi cnyx6bl 3apaBooxpaHeHns Benuko6putaHun nepecmatpu-
Banca. PesynbTaTbl 3TOr0 npouecca AagyT BO3MOXHOCTb ANA AanbHelwero cornacoBaHus, Korga HacToAawmnin ctaHgapT
6yfeT BNOCNeACTBUN NOABEPTHYT NepecMoTpy co CTOpoHbl MCO.

O6beanHeHne 3gpasooxpaHeHns [Connecting for Health (CFH)] HauvoHanbHo! cnyx6bl 3gpaBooxpaHeHus Be-
nuko6puTaHnn. SBNAACHL YacTblo [lenapTameHTa ynpaBfieHusa WHdopmaTtusauueir 3goposba (Department of Health
Informatics Directorate), ocywecTBnsieT LeHTpanM3oBaHHble npouecchbl o6ecneyeHns 6e30nNacHOCTU, HanpaB/ieHHble Ha
obecneyeHune:

- COOTBETCTBMUSA TPe6OBaAHUAM roCyfapCTBEHHbIX KOHTPakToB UT cnyx6bl NHS. T. €. KOHTPAKTOB MECTHbIX NOCTaB-
wunkos ycnyr (LSP). Hanpumep CSC, KOHTpaKkTOB rocygapcTBeHHbIX noctasuiukos ycnyr (HASP), Hanpumep BT Spine,
cTpykTypbl GP Systems of Choice (GPSoC) n Katanora gononHuntenbHbix ycnyr (ASCC);

- cooTBeTCcTBMA TpeboBaHusAM, npuHagnexawum CFH NHS, no Tpe6oBaHuio cnyx6 Bcex ypoBHel, Hanpumep
CNyx6bl XpaHeHUs NepcoHanbHbIX gemorpaduyeckux gaHHboix (POS), ynpaBneHus nidopmauyueit (IG). a Takxke cooTBeT-
CTBUA 60/1€€ CMOXKHbLIM KNMHUYECKUM TpeboBaHUAM, TakuM Kak kpaTkasa ncropua 6onesHn (SCR) u cnyxba afIeKTPOHHbIX
MeauumnHckux peuentos (EPS):

- COOTBETCTBUA N06bIX CUCTEM, TPEOYOWMUX NOAKNIOHEHNA HENOCPEACTBEHHO K HALMOHaNbHON nporpamme Spine,
Kak MMHUMYM Tpe6oBaHWAM ynpasneHns uHdopmauunein (IG) n kak MUHUMYM elie OfHOMY Hab6opy Tpe6oBaHMWi, YTOGbI
MMeTb HEKOTOPbIE PYHKLNOHANbHbIE BO3SMOXHOCTW, Tpebylolmnecs 3TUmM cucteMam A8 Toro, 4To6bl 6biTb NOABEPTHYTbIM
3TUM npoueccam.

O6wum npoueccom obecneuenns 6esonacHoctn (Common Assurance Process, CAP) asnaeTca npouecc obecne-
4yeHuns cooTBeTCcTBMA TpeboBaHusam Ana CFH NHS e cornacum ¢ Tpe6oBaHWsAMN KO BCEM KOHTPAKTHbIM peELIEHUAM, He
oTHocAwMUMcA K LSP n NASP. Pewenns LSP n NASP nMeloT CBOU KOHKpPeTHble KOHTpPakTHble npouecchl obecnevyeHuns
6e30MacHOCTM, OCHOBAHHbIE HA Tex Xe npuHuunax, 4to n CAP. O6wuii npouyecc o6ecneyeHns 6e30nNacHOCTN perynupy-
eTCcA Ha onepauvoHHOM ypoBHe Komutetom no onepaunam CAP. [laHHbI/i KOMUTET COCTOUT U3 MEHEAXXEepPOB BCEX CTOPOH,
ydyacTBywwWMUX B o6ecneyeHunn 6esonacHocTu. 70T CoBeT oTnpas/isieT oTHYeTbl B [1porpaMMHbIii COBET, KOTOPbI CO3biBaETCA
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B UCKMIOUUTENbHbIX CUTyaunsax. 3atpaTbl, Heobxoaumble ana peanusauyun CAP B KOHKPETHOM Cay4yaBs, JO/IKHbl 6biTb
BK/OYEHbl B OTAe/IbHble 6U3Hec-moAenb NpoTpamMmMbl/NpoekTa » NnporpaMmy ee peanusauuu.

A.3.2 O6nacTb NPMMeEHEHNss paccMaTpuBaeMblX CUCTEM

Niob6as cuctema, He3aBUCUMO OT MEULMHCKOTO yuypexpaeHus, koTopas TpebyeT NOAKMOYEHUA K HaLMOHANbHON
(EHR) cucteme, fonxHa noggepxusatb npoueccol o6ecneyeHunsa kavyectsa. Cyujectsyet 6osee 80 cuctem, UCnonb3yto-
Wwmnx npoueccbl ob6ecneyeHns 6e30NacHOCTU BO MHOTUX YUpexXAEHNAX, BKAOYas MecTa okasaHus NepBUYHON MeguUUH-
CKOl MOMOLLW, HEOT/IOXHON MEeAULMHCKOW nomoLM, counanbHoii nomolmn, geTckne MeAUUMHCKME yypexAeHus, mecta
npoBefeHns KNMHNYECKNX nabopaTopHbIX UCCNe0BaHNli, peHTreHorpaMmmbl.

A.3.3 PAaj BKNOYEHHbIX KNIVUHUYECKUX, aAMUHUCTPATNBHbIX, HEYHKLMOHANbHbLIX Tpeb6oBaHunii n Tpebosa-
HUIi K COBMECTUMOCTM

3TOT paf 3aBUCUT OT TOrO, YTO HEOGXOAUMO ANA peleHus, yunTblBas, YTO AN KOHKPETHbIX YCNyr onpeAeneHsbl
KOHKpeTHble Tpe6oBaHUA. TeM He MeHee npouecc o6ecneyeHna KNNMHNYECKON 6e30nacHOCTU ABNAeTCs 06W UM 4Na BCeX,
1 Kaxpas cuctema foskHa oTBeyaTb TpeboBaHWAM ynpasneHua uHpopmaumneii gns obecneyeHna 6e30NacHOCTU U KOH-
hunaeHunanbHoe TI.

CooTBETCTBME CNeAylLWMUM OCHOBOMNONArawWwmm Moaynam ABnseTca Heo6Xo4UMbIM YCNOBUEM ANA NPUMEHEHNA B
npouecce ceptudukaynumn ana nobbix HauMoHanbHbIX cnyx6 EHR (6usHec-ccep), Takmx kak BbI6Op U perncTpaymns, cooT-
BeTCTBME pedrepepa UNN 3NEKTPOHHbIE peLenTbl. OcHOBONONAralwWMMmM MOAYNAMN B NOPALKE O4epPeaHOCTN ABNAOTCA:

- ynpaBneHus uigopmayueii (1G):

- nHpacTpykTypa cuctembl MmeauynHckux kapt (CRS) (Hanpumep, ueHTp National Spine) n ctaHgapThl:

- cnyx6a xpaHeHWUs nepcoHanbHbIX gemorpadunyecknx gaHHolx (POS).

[aHHble Mogynu cogepxaT Habop o6wunx Tpe6oBaHNA, NPUMEHNMbIX KO BCEM CUCTEMAaM U CTPEMSLLUXCHA K COOT-
BeTCTBMIO C 6U3Hec-chepoli. Bce aTn ocHoBOnoNarawwmne MoAaynmn ABNAIOTCA 0653aTeNlbHbIMU.

CooTBeTCcTBME MOXeT Tpe6oBaTbCcA AN 6U3Hec-cdhep M OCHOBOMNONAralLWmX Mogynei BMecTe WaK rMoXeT JOCTH-
raTbCsl OTAENbHO.

Tpe6oBaHUs NPUHLMNOB ynpasBneHns nigopmaumeit (6e30nNacHOCTb U KOHPUAEHLNANBHOCTbL) OXBaTbIBAIOT:

- ayTeHTudukauuo nporpaMmmbl Spine — noagepx Ky OAHOKPATHOW ngeHTudkayum n cmapT-kapT, MHTerpauuio c
Spine Security Broker (nocpegHukom 6e3onacHocTu Spine) (SSB) CRS NHS u ynpaBneHue ceaHcoMm spine:

- NOKaNbHY ayTeHTUdMKaLU Npyu OTCYTCTBUN CcMapT-kapT unu SSB:

- ponesoe ynpasneHue goctynom (RBAC) — noapepxky HauuoHanbHOro c6opHuka poneit u geicTtenini ons ocy-
LW eCcTB/IEHNA CAHKLUMOHUPOBAHHOIO AOCTyna K hYHKLUAM CUCTEMbI W [aHHbIM, rae gaHHble RBAC nocTynatwT oT onepa-
TOpoB SAML (A3blK pa3meTku, npegycmatpuBalolmnii 3awnTty gaHHbix) n/unn SDS n nokanbHblx Tpe6oBaHuii RBAC npu
OTCYTCTBUU CMapT-kapT naum SSB;

- cornacue — NS paspelleHns pasrnaweHns nepcoHanbHOl KOHPUAEHLManbHOR HhopmaLmm o naymeHTe, Ha-
xopsauieiicsi B CRS NHS;

- cnyx6y poacTBa, yCTaHOB/IEHHOTO 3akoHOM (LRS) — gns ocywecTBneHns nonb3oBatesieM CaHKLMOHUPOBAHHOTO
AocTyna K NnepcoHasbHbIM MeULUHCKAM KapTam;

- MeToA 3aneyaTaHHbIX KOHBEPTOB — MO3BONSAET NauMeHTaM OCYLW EeCTBAATb BbIGOP YPOBHSA «BUAUMOCTU» XPaHWU-
MOW MHpOpMaLK O HUX:

- NOATBEPXAEHNE COAepXaHNA — AonyckaeT MCNOMb30BaHNe 3/IEKTPOHHOrO aHanora CO6CTBEHHOPYYHOI nognucu:

- BefleHue XypHana aygumta — 3anucbiBaeT AeliCTBUA NOMb30BaTeNI OTHOCUTENbHO INYHbLIX AaHHbIX CRS NHS;

- IT-6e30nacHOCTb — MPUCBOEHUE BPEMEHHbIX METOK, XpaHeHue, TecTUpoBaHWe, CPeAcTBa CBS3W W CpeacTsa
ynpaBneHus 4OCTYNOM;
- cuCTEMY MeHeAXMeHTa MH(OPMaUNOHHOK 6e30MacHOCTU — NpefocTaB/isieT COOTBETCTBYIOLWMNE CTPYKTYpbl U

npouecchl ynpasneHus.

A.3.4 YcTaHOB/lEHMe 1 noajepxaHue Tpe6oBaHUil, Ha COOTBETCTBME KOTOPLIM NPOBOAUTCS cepTudnkaymns

Tpe6oBaHMA 6e30MacHOCTV U KOH(pUAEHUNANbHOCTU NpuHagnexart komaHae |G SME TexHuyeckoro otgena u 06-
HOBNATCA KaXAbli rof. Tak kKak 06HOBNAETCA cNpaBoYHas JOKYMEHTaLNA, BKNOYATCA pasbsACHEHNA, 3anpallBaemble
noctasBWUKaMun, U AOKHbI YHNTbIBATLCSA TEXHUYECKMe nsmeHeHus. MNpegnaraeMble NU3MEHEHUS B OCHOBHOM ob6ycnasnu-
BAKTCA ONbITOM MCNO/Ib30BAHNA Npouecca obecnevyeHns 6€30NacHOCTM No Tpe6oBaHNAM, XOTA HEKOTOPbIE U3 3TUX U3Me-
HEHW BO3HWKaNWN B pe3ysibTaTe U3BMEHEeHUsI NOSIMTUKN BapuMaHTOB COrnacusa, npegnaraemblx nayneHtam, u T.4. Heckonbko
neT Hasaj oTNPaBHON TOYKOW ANS 3TOro NocnyXxun Ha6op Tpe6oBaHuii No ynpaeneHnto 6e30NacHOCTbI0 U MHpopmMaunei,
N3N0XEeHHbIV B Hayane HaynoHanbHO| nporpamMmbl no UT.

A.3.5 MpoaoNKNTENBHOCTb CEPTUUKALUN N yNpaBNeHNe HOBbIMU BEPCUAMU

TepMuUH «cepTuduKauna» NPUMEHAETCA K KOHKPETHON Bepcun, OH He 3aBUCUT OT BpeMeHu. Hu ofHa cuctema He
OoCTaeTCs HEM3MEHHOW B TeYeHne J0NToro BpeMeHn, M3MeHeHUs TM60 BHOCATCA NoCTaBlMKaMu, HaNnpumep 4N Bbinycka
BEPCUiA C ncnpasfeHnem owmn6oK, NM60 cnyxat A8 BHECEHUA AONOHUTE IbHbLIX (PYHKLMOHANbHBIX BO3MOXHOCTENR, CBA-
3aHHbIX C nporpammoii Spine. B cBA3n ¢ aTum CAP nprHumMaeT peleHus o TOM. 40 Kakoil cTeneHun ctatyc o6ecnevyeHus
6e30n1acHOCTM NpoAyKTa Ao/KeH 6bITb NOBTOPHO NpoBepeH. B 6yayuiem, Korga sHaunTenbHble U3MEHEHUS, CBA3aHHbIe C
CFH. cMOryT yMeHblIaTbCA B YNC/e W YacToTe NocTynneHus, 6yaeT uenecoobpasHo paccMOTPeTb NOBTOPHY MPOBEPKY,
NPOBOAMMYIO MO BPEMEHU.
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A.3.6 Mpouyecc NnpoBepKN Ha COOTBETCTBUE

Mpouecc NpoBepkn HauMHaeTca C nNpojasua Ha cTajuu NPOEKTUpoBaHUA. McnbiTaHne NPoOBOAUTCHA B TECTOBbIX
cpepax NICA. 4To NpMBOAUT B KOHTPOSIMPYEMbIX YC/IOBUAX NMPOM3BOACTBA K «NEPBOI JaHHOTo Tuna» peanusauuun. Bpe-
MEHHble paMKu 3aBUCAT OT NocTaBLIWKa B NPUBEAEHNN €70 CUCTEMbI B TO COCTOSIHWE, B KOTOPOM OHa AonNyckaeTcsa B cpeay
KOMMNIEKCHBIX UCMbITAHWIA, 1 TOTO KaKoe BPeMSA MOXET 3aHSiITb UCNbITaHUE.

CyuecTByeT ucxogHasi ony6nmkoBaHHas sepcusi «MpuHUUNOB ynpaBneHus 6e30NacHOCTbI0 U MHhopmaLmeii», Ko-
Topas oTpaxaeT 0cob6ble Tpe6GoBaHMA NporpaMMbl, Takne Kak ayTeHTudukaums cMapT-kapT, a Takxe pykoBOACTBO, COOT-
BETCTBYIOLLEE NPOMbILWIEHHbLIM CTaHAapTaMm, Hanpumep, No KpunTorpadMyeckum anroputMam Ans 3aWwuTbl AaHHbIX NpU
nepegaye v npu 6esgeiicTBun. Mbl BKIOHAEM UCMbITAHWE HA BO3MOXHOCTb NPOHUKHOBEHMWA B CUCTEMY NPUKIAAHOr0 YPOB-
HA ANA TOro, 4To6bl 0XBaTUTL 60/1ee 06LULMe NoTeHUMabHble NPO61EMbI, CBSAI3aHHbIE C NPOrpamMMHbIM o6ecneyeHnem. Bee
3TO HAXOAUTCA HA CUCTEMHOM, MPOrPaMMHOM YpOBHe. Ha opraHu3auoHHOM YPOBHE Kak A5 opraHn3aumnii-nocTaBLLyMKoB.
Tak n ANA opraHusaumnii-nonb3oeaTeneii cywecTsyeT OTAeNbHbIA npouecc — popmMupoBaHne 3asaBeHNA O COOTBETCTBUM
npuHuMnam ynpasfieHua nHdopmaymeil, Bkavawwmii Habop cpefcTB ynpaBneHus nHgopmaymeid 4058 NoNy4eHUsa cooT-
seTcTBnAa ¢ MCO/M3K 27001.

A.3.7 KpaTkoe onncaHue Tekywmnx 3HaHui

NHS ucnons3osana nporpammy CAP B ee cyuiecTBytoleli popme B TeYeHne NPUMEPHO NATU NET. B TEYeHne 3aTux net
npouecchl 66111 HACTPOEHbI U OGHOB/IEHbI, HO CYLLECTBEHHO HE U3MeHUnMcb. OnbIT Benuko6putaHum 3aknoyaetcsi B TOM.
4YTO BAXHO pa3BuBaTh TeCHble paboyne OTHOWEHNSA C KaX/AblM NOCTaBLMKOM CUCTEM, HauMHasa 06CyXAeHNsa Ha cTagnm npo-
€KTUPOBaHWSA. Ha KOTOPOW NMpeycMaTpuUBalOTCA U3MEHEHUSA B KNMHMWYecKol cucteme POS nnm HaynoHanbHOW MHGOCTPYK-
Type EHR. CoTpyaHukn CAP npefocTaBAaT NOCTaBLLMKY peKoOMeHAaLnmn, Ho Tak. YTo6bl He cTaTb NPOeKTUpoBLLMKamu. MNocne
TOro Kak cuctema 6blna cepTudpuunpoBaHa, pesynbraTthl AeSATENbHOCTU NOCTaBLIMKA BMECTE C OXMAaeMbiM MacwTabom
N3MEHEHNA yunTbiBalOTCA NpU OnpefeneHnn YypoBHA NOBTOPHOIO TeCTUPOBAHWUSA, KOTOpPOe JO/KHO 6bliTb BbiNONHEHO CAP
ANa noaAepxXaHus ceptudukauum knnHnyecknx cuctem POS. B HacToswee BpemMsa HEO6X0AMMO paccMoTpeTb Cnoco6bl,
npu KOTOPbIX NPOLLECC MOXET 6bITb YETKO OPraHM30BaH B HEKOTOPbLIX U3 cUTyauuii, Hanpumep, NyTeM npefocTaBneHna BO3-
MOXHOCTW NpoBeAeHnsa 6onbliero konmyectsa npoueccos CAP Ha OCHOBe CaMOCTOSITE/IbHOTO ayAuTa Tem nocTasLimkam,
KOoTOopble UMeloT 60/1bLWON ONbIT U HaZeXHble NPoLecchl ANSA AOCTUXEHUA cOOTBETCTBUA TpeboBaHuAm CAP.

[lenas ynop Ha N0KanbHYl0 WHTErpaumnio «cuctema — cuctemMa» Ha ypoBHe opraHusauuu, npegocTasnsiouiein me-
AVUUHCKNe ycnyru, paspabaTtbiBaeTca AONONHUTENbHBIN NOAX0S — npoLlecc akkpeauTauum Habopa cpeacTts gna obecne-
yeHns nHteponepabenbHocTu (ITK). OaHako ITK hokycupyeTcst TONbKO Ha (PYHKLMOHANbLHOCTU MHTepdelica Ans o6meHa
nHdopmauuei n He BkIoYaeT B ceba ynpaBneHune 3Toil MHopmaynelt (ayTeHTudukayuo, ayguT, cornacue), KnmHuye-
CKyl 6€30MacHOCTb, HE(PYHKLMOHANbHOE UCMbITAHWNA, BO3MOXHOCTb NOAKMIOYEHNS U B3auMogelicTBUSA (CBA3HOCTL) AN
HaunoHanebHoii EHR (Spine) nnun obuwyto yHKUMOHANBHOCTL NpuNoxeHunsa. NMpu rakom noaxoje nocrasliMkaM cCUCTEM
npefocTaBNATCA TECTOBbIe NPOrpaMMbl U TeCTOBble CLeHapuu Ans Toro, 4To6bl NPOAEMOHCTPUPOBATL CBOE COOTBET-
cTBME Tpe6oBaAHUSAM «MNEPBON CTOPOHbI».

A.4 Mpumep 2. bpasunus

A.4.1 O630p 1 uenn NnporpaMmbl cepTudnkaLmm

B Bpasunuun cyuiecTtByeT eAuHas HauuoHaNbHas nporpamMma cepTudukayum cUCTeM 3M1EKTPOHHbBIX MeULMHCKUX
kapT (EHRSs), ctaHgapThl 1 Tpe6oBaHusA KOTOPOI 6blNn onpefenerbl Bpasnnbckum o6WECTBOM NO MeAULUHCKOR nHop-
maTtuke (Sociedade Brasileira de Informatica em Saude — SBIS) noj pykosoacTsoMm ®defepanbHOro coseta MeauLuHbl
BEpasunnuu (Conselho Federalde Medicine — CFM), chegepanbHOro areHTcTBa, OTBETCTBEHHOIO 3a ynpaBfieHne n Hag3op
3a MEeAULMHCKON NpaKkTUKOi B cTpaHe. B Bpas3ninn HeT nporpamm pernoHanbHOro AW MeCTHOTro YPOBHS. OTa nporpamMmma
6blna 3anyweHa B 2002 r. nyTem co3paHua paboueii rpynnbl N8 cornacoBaHna HeEo6X0AUMbIX NPOLECCOB U Tpe6oBaHWiA.
M3HavyanbHO rpynna ony6aukoBana AOKYMEHT noj Ha3BaHuem «Tpe6oBaHUs Kk 6€30MacCHOCTK, COAEepPXaHuo 1N xapakre-
pucTuKam CUCTEM 3/N1EeKTPOHHbIX MeAunuuHCcKuX kapT» (Safety. Content and Features Requirements for Electronic Health
Record Systems), koTopblii nocne nameHeHns B 2008 r. ctan HasbiBaTbCA «PykoBOACTBOM MO cepTudukaymm ans cuctem
3NEeKTPOHHbIX MeauuuHcknx kapT» (Certification Manual for Electronic Health Record Systems). N3ganne 2009 r. gelicTBy-
eT Ha flaHHblIi MOMeHT, a n3ganvne 2010 r. HAXOANTCA Ha CTafuu paspaboTKu.

BEpasunnbckas nporpamma KOHTPONUPYeTCs U ncnonblyetca bpasnnbckum 06w ecTBOM No MeAULUHCKON nHbopma-
Tuke (Brasileira de Informatica em Saude — SBIS). sBNAKWMNMCA HEKOMMEPYECKUM Hay4YHbIM 06LLECTBOM, HAX0AALWMMCS
nos pykosogctsom ®egepanbHoro copeta meaunumHel bpasunnum (Conselho Federal de Medicina— CFM). dhegepanbHoro
areHTCcTBa, OTBETCTBEHHOrO 3a ynpas/ieHne U Haf30p 3a MeAULUHCKOW NpakTNKoii B cTpaHe.

A.4.2 O6nactb NpUMeEHeEHNA paccMaTpuBaeMblX CUCTEM

Mporpamma ceptudukauun bpasnnuu B HacTosiLlee BpeMs OpueHTUpoBaHa Ha cucTembl 4na ambynatopHorad®o-
nuknuHuyeckoro o6cnyxmeaHus. MNosgHee 6yayT go6aBneHbl kaTeropuu ANs 60N1bHUYHOTO"CTaLMOHAPHOTO NIeYeHUs u
ONS ynpaBneHns 3NeKTPOHHbIM MH(OPMALMOHHBIX» HanoNHeHneM (electronic content management. ECM). B 6nuxaiiwne
rogbl 6yayT go6aBneHbl Apyrne HOBble KaTeropuu.

A.4.3 Habop BKNOYEHHbIX KTUHUYECKUX, afAMUHNCTPATNBHbIX, HE(YHKLNOHaNbHbIX TPe6oBaHWUi n Tpe6o-
BaHWN K COBMECTUMOCTM

KaTeropusa am6ynaTtopHoro neyeHns nmeet 113 ycTaHOBMEHHbIX TpeGoBaHWiA, pasaeneHHbiX Ha creaytouime rpynnebl.

Tpe6oBaHUs K CTPYKTYpe 1 COAEpXaHUo:

- cTpykTtypa EHR;
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- CTPYKTYpMpOBaHHbIE faHHblIE;
afMUHNCTPATUBHbIE laHHbIE;

- KNIMHWYeCKne AaHHble;

TUNBI JaHHbIX;

- CnpaBOYHble flaHHble;

KOHTEKCTya ibHble [laHHbIE;

- CBA3KMW;

npefcTasBfieHne MegULUHCKUX NOHATUN;

- npejcTaBneHne TekcTa.

TpeboBaHUA K xapakTepucTukam;

- noapjepxka KNMHU4ecKknx npoLeccos;

- MeAuunHCKMe Npo6aemsbl 1 apyrue BOnpochl:

- KNMHU4Yeckoe 060CHOBaHME;

- noAjepxka NPUHATUA pelleHuni, KNNHNYeCKMe NPOTOKObI U NpefynpexAeHns 0 BO3MOXHOW ownbke;
- NNaHMpOBaHNE NeYeHus;

- KOMaHAbl U CEPBUCHbIE NPOLECCHI;

- KOMMNIEKCHOE NeveHune:

- obecneyeHne KayecTBa;

- c60p AaHHbIX;

- W3BJieYeHMne, 3anpochl 1 0To6paxeHne faHHbIX:
- npejcTaB/ieHNe AaHHbIX;

- MacwrtabupyeMocTb W NPOU3BOAUTENLHOCTb;

- NMPOTOKO/bl COOBLLEHNIA:

- 06MeH 3anucamun:

- cornacue;

- cyfebHO-MeanunHCcKue TpeboBaHus:

- MHCTaHuuu;

- KIMHMYecKas KOMNeTeHUUA 1 NPUHLUNLI YNpaB/ieHus,
- TOYHOCTb;

- COXpaHeHue KOHTeKcTa;

- CTabuNbHOCTL;

- ynpas/ieHNe Bepcusamu;

- 9TUKa;

npasa nayueHTa;

- BOMPOCHI KyNbTYypbl:

passutue.

Tpe6oBaHus 6e30NacHOCTM N KOHUAEHUMANbHOCTK GblNN pa3paboTaHbl Ha ABYX YPOBHSX:

a) ypoBeHb o6ecneyeHns 6esonacHocTn 1 (Ha nopTtyranbckom: Nvel de Garantia de Seguranga 1 — NGS1):

b) ypoBeHb o6ecneueHuns 6esonacHoctu 2 (Ha noptyranbckom: Nvel de Garantia de Seguranga 2 — NGS2).

NGS1 npumeHsAeTcs K MECTHbIM WM CETEBLIM CUCTEMAaM, KOTOpble He obecneuynBaloT UCNONb30BaHWe LUK POBbIX
cepTndunKaToB 1 BC/IEACTBME 3TOTO HE A0NYyCKaOT 0Tkasa OT KapT Ha 6ymaxHOM HocuTene. Kaxpaasa cepTuduumnpoBaHHas
cucTema flo/KHa COOTBETCTBOBaTb Kak MUHUMYM Ha AaHHOM ypoBHe. OH cocTouT n3 53 TpeboBaHWii, pa3fieNIeHHbIX Ha
cnepywouime rpynnsi:
ynpas/ieHne BEPCUAMMU NPOrPaMMHOro o6ecneyeHuns;

- naeHTuduKkauns u ayteHTudukaumnsa nonb3oBartens;
ynpasfieHne ceaHcamun nosb3oBartens,;

- paspelleHue u KOHTPONb gocTyna:

poctynHoctb EHR;

- yAaneHHas cBA3b:

3auuTa faHHblX;

- ayaut,

[OKyMeHTauus;

- Bpewms:

- yBeJlOM/IeHne 0 CO6bITUAX.

NGS2 npnmeHseTcsa k cuctemam, obecneymBalolw MM MCNONb30BaHWe UMM POBbLIX CepTuunkaTtos Ans ayTeHTudmn-
Kauum v noanncaHnsa, u, cnejoBaTesibHO, OoNycKkaeT 0TKas OT KapT Ha 6yMaxHoM HocuTene. [laHHbIl ypOBeHb ABNAeTCA
Heo6s3aTeIbHbIM U B Hag1exaliem cryyae AO/HKEeH NPUMeHATbLCA B gononHeHne k NGS1. OH cocTouT U3 25 Tpe6oBaHuii,
pasfiefleHHbIX Ha cnejyloune rpynnbl:

- yudpoBsoii cepTudmkar;

- uupoBas noAnuCsh;

- ayTeHTudnKauma nonb3oBaTens ¢ UCNOMb30BaHNEM Ludposoro cepTucukara;

- CKaHMpoBaHWe [OKYMeHTa (AN5 AanbHellwero ncnofb3oBaHna ¢ kateropuamm ECM).

38



FOCT P 57301—2016

A.4.4 Co3paHue n noggepxaHne Tpe6oBaHuii, Ha COOTBETCTBME KOTOPbIM NPOBOAUTCA cepTudunkayns

BonbwurHCTBO TpeboBaHWii 6€30NacHOCTN U KOH(UAEHLNaNbHOCTL OCHOBbLIBANNCL Ha cTaHgapTtax MCO. B vacT-
HocTn MCO/M3K 27001. NCO/M3K 27002 n NICO/M3IK 15408 (Bce vacTtu).

denepanbHblili coBeT MeauuMHbl Bpasunum npepfoctaBun HayanbHble cpeacTBa B pasmepe 100 000 ponnapos
CWA gna pa3paboTkun nporpammbl, NPUTOM 4TO OCHOBHAasA 4acTb paboTbl MpoBoAMIach Ha A06GPOBOJILHON OCHOBE rpyn-
noit akunmoHepos SBIS. B HacToswee BpeMs yacTb paboTbl BCe ele BbiNOMHAETCA A06pOBOAbLLAMMU, & Apyrasa vacTb
(hmHaHcupyeTCcAa 3a cHeT onaaThl 06yyawWwmnx Kypcos, npegoctaBnsaemMbix SBIS. nc60poB, onnaymBaembix nocTaBLukamu
3a nposegeHne ayautos. Habop Tpe6oBaHuii no ceptudunkaumm 6oin co3gaH u nogaepxusaetca paboyell rpynnoii, 06-
pa3oBaHHOI YneHamn SBIS. 1 OCHOBaH Ha HaUWOHaNbHbIX U MeX/AYHapOAHbIX CTaHAapTax, B 4ONONHEHNe K NpaBuiam K
HaluMoHaNbHbLIM NporpaMmMam 1 cooTBeTCTBYOLWEMY 3akoHoAgaTenbCcTBy. Mepen ny6nukauuneit Habop Tpe6osaHuit nogsep-
rancsa ny6aM4YHOMYy pacCMOTpPeHUto, BO BpeMsi KOTOporo fiio6oe 3anHTepecoBaHHOe NNL0 UM cneynannct MoxeT ocTa-
BUTb KOMMEHTapuii A NpeanoxXnTb BHECTW U3MEHEHWA B npejnaraemble TeKcTbl. Mocne cornacoBaHua u fopaboTku
SBIS ny6nukyeT Tpe60oBaH1A B Ka4ecTBe HOBOMO M3gaHna «PykoBoacTea No cepTudukaLum».

A.4.5MpofoNKNTENbLHOCTL CEPTUMd MKALUMN N yNpaBieHne HOBbIMU BEPCUAMU

YTBEPXAEHHbIE CUCTEMbI NOMyYalnT cepTudmnKaT u nevaTb, KOTOPbIE MOTYT 6bITb UCMO/IbL30BaHbLI NPOAABLOM B pe-
KNamHbIX MaTepuanax B COOTBETCTBUU C KpUTEPUAMU «PyKOBOACTBA NO CEPTU(MKALUN» U LOTOBOPOM MEXAY MOCTaBLU-
KoM n SBIS.

Kaxpablii cepTudunkat feiicTBUTeNIEH B TeYeHne ABYX NIeT. 3a UCK/II0OUYEHNEM Tex cly4yaeB, Korjga OH OTMeHseTcs B
CBA3M C N0OLIM HapyweHnem npaBui nporpammbl. B TeyeHue aToro nepuoja noBTOPHbIE UCMbITAHUA HE NPOBOAATCS,
Tak kak cepTudumkaT npucBanBaeTCA KOHKPETHOW cucTeme onpejeseHHOl BepCcUnW U B COOTBETCTBUM C ONpeAe/ieHHbIM
n3paHnem tpe6osaHunit. MocTasliMk 0683aH NpefoCTaBUTL Takylo MH(PopMaLmnio B CBOUX peKNamMHbiX MaTepuanax n npu
peanusauuun NpoayKLNnN Ha pPbIHKE UK JO/KEH YEeTKO ykasaTb UMS Y BEPCUI0 CEPTUMULNPOBAHHO CUCTEMBI, @ TaKXe rof
n3paHna Tpe6oBaHuil, B KOTOPOM Gbina NpoBeAeHa NpoBepka COOTBETCTBUA.

B cnyyae ecnu nocTaBLlWK Xo4eT NPOANUTL AeiicTBue cepTudukaTa NS HOBOW Bepcuu cuctembl, 6yayT nposo-
AWTHCA HOBbIE UCNBITAHWA, N NOCNe NOATBEPXAEHUA COOTBETCTBUA cepTudmukat byaeT npoaneH Ana HOBo Bepcuun. Of-
Hako 3To AelicTBNe He siBNAeTcs 06a3aTeNbHbIM, U MOCTABL MK MOXET NoAAepXnBaTh CTapylo cepTUnLMPOBaHHYO Bep-
cuto 6e3 cepTudmkaLmm HoBOMA.

Mocne ncteyeHns cpoka feiicTBNS NOCTaBLL WK MOXET NOABEPrHYTb CUCTEMY HOBOMY Mpoueccy ayauTta c nocneay-
IOWKUM NONyYeHnem B Cayvae yAaqyHoi NpoBepKM HOBOro cepTudukara Ha Hee.

A.4.6 Tpouecc NpoBeEpPKN HA COOTBETCTBUE

McnbiTaHusa, UCnonb3yemMble BO BpeMA ceaHca ayanTta, BbINOMHAKTCA NPpU NUYHOK BCcTpeye B odpuce SBIS B 1. CaH-
Mayny npu ydactum Tpex ayAuTOpPOB U Tpex CrneyuasnctoB nocrtasBliuka, a CpefHAAa NPOAO/DKUTENbHOCTb UCMbITaAHUA
cocTaBnaeT Tpu AHA ANA KaXAoi oueHMBaemMoil cuctembl. CeaHCbl 3anucbiBalOTCA, BKOYaa 3anucb Bugeomartepuana,
oTo6paxaemoro npoBepsieMoil CUCTEMOIA, N 3anucb 3Byka B nomelieHun Ha DVD-guckmn, kotopble xpaHatca B SBIS. gna
1MCNoNb30BAHNSA MPU COrNAacOBaHUN KOHCY/bTaLUN B CAy4YaB, €C/n pe3ysibTaTbl COPHbI.

AyaunT Ucnonb3yeT TECTOBbIe CLeHapuu, onpefeneHHble B «PyKoBOACTBE NO NPOBEAEHUI0 UCMbITAHWI U aHann3oB
ans ceptudukaumn EHRS». coctaBneHHom SBIS BmecTe ¢ «PykoBoacTBoM no ceptudmkauum». Mocne 3anycka cueHa-
pues ayAuTopbl NPOBOAAT NPOBEPKY COOTBETCTBUA CUCTEMbI KaXA0My 06A3aTeslbHOMY Tpe60BaHU0 U3 NepeyncieHHbIX
KaTeropwii, npefocTaBnAA KOHEYHbI pe3ynbTaT Nocne 3aBeplleHns UCTbITaHWA.

Ana Toro 4to6bl NONYUUTH cepTUdUKAT, cucTema JO/HKHA NPOAEMOHCTPUPOBaTL COOTBETCTBME BCEM 0653aTe/IbHbIM
TpeboBaHNAM Nepeync/ieHHbIX KaTeropuii: B MIHOM cnyyae cepTudukaT He 6yaeT BbijaH. B cnyyae HecooTBeTCcTBMA pa3paboT-
YUK MOXET NPUMEHUTL JONONHUTENbHBIA ceaHc ayauTa (BTOPON Luk) B TedeHne 90 AHEN, CUNTAIOWMNIACA «BTOPLIM LLAHCOM»,
ANA ycTpaHeHna o6HapyXXeHHbIX HeMcnpaBHOCTEN U NOBTOPHOIO NPeoCTaBAeHUSA CUCTEMbI C HEO6XOANMbBIMY NONpPaBKamu.

Mocne okoH4YaHUA ceaHca ayAauTa pesynbTaTbl, NOMyYeHHble ayanTopamu (nepsblil ypoBeHb), NpeaocTaBAsaTCA
MeHeaXepy npouecca cepTudnkalmn (BTopoii ypoBeHb), KOTOPbI OLLleHUBAET UX U NepefaeT KOMUTETY NO cepTuduKaynu
(TpeTwnii ypoBeHb), BKIOYAOLWMNI Tpex YenoBeK, KOTopble CNefaT 3a TeM. YTo6bl BeCcb nNpouecc NpoBOAWUICSA B COOTBET-
CTBUM C NpaBuiamu nporpammebl. Mocne ogo6peHns KomuteT no ceptudmkauum BoljaeT CBUAETENbCTBO U nevyaTb A5
cucTemsbl, npowepgweil oyeHky. B nHom cnyyas pa3paboTunk nonyyaet yBefomaeHne 06 oTkase C ykasaHMem COOTBET-
CTBYIOLWUX NPUYUH.

YunTbiBas, 4TO BCE 3TaNbl 4O/KHbI 6bITb BbINMOMIHEHbI C MOMEHTA BCTYN/IEHNA CUCTEMbI B NPOrpaMmy A0 ornaweHns
OKOHYaTe/IbHOTO PelleHns KOMUCCUM, KaXAblii Nnpolecc 3aHMMaeT 0kono 60 AHeil Npyn yca0BUK, 4TO BTOPOIl Lukn ayauta
(onucaHHbIl BbiWe) He TpebyeTcs.

A.4.7 KpaTKkoe onucaHue TeKyLWwnx 3HaHni

Teopus n NpakTuka, Kak NpaBuIo, OTINYAKTCS, 3TO. KOHEYHO, KacaeTCs 1 OLEeHKM cooTBeTCcTBUA cuctem EHR. Heko-
TOopble U3 NepBoHavYasbHO pa3paboTaHHbiXx Tpe6oBaHWii, NPasuI U NPOLLECCOB A0/KHbI 6bITb NEPECMOTPEHBI B NpoLecce
peanunsauumn, MHOTAa B OTHOLWIEHUU KOHLENUMU, B APYTUX CayYyasax — B PeXuMe BbIMOSITHEHWA U B OTHOLIEHUN AOKYMEHTa-
uuu. Mporpamma cchopmupoBanach U NpoAoKaeT pasBnBaTbCa.

HecKkonbkO OCHOBHbIX BOMPOCOB 6bI/IM M3y4YeHbl B Bpasninm A0 HacTosLWero BpeMeHu:

- CyuwecTByeT BO3MOXHOCTb CO3/aHNsA U BHEAPEHUSA HALWOHANbHO NporpamMmbl cepTuukaynm BoICOKOTO Kave-
CcTBa. flaxe Npu OorpaHNYEeHHbIX pecypcax n B 60/1bWONA cTpaHe. Mbl 06HAPYXUAN HECKO/IbKO NPenATCTBUIA NpU AaHHOM
cnocobe, HO He 6blI0 HM OHOTO TAKOro, KOTOPOe Mbl He CMOT/IN NPEooNeThb.
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- BHejpeHue HaLMOHANbHbIX U MeXAyHapOAHbIX YCTAHOB/EHHbIX CTAHAAPTOB MMesio pelwarwlee 3HavyeHue Ans
ycnexa Hawero npoekTra.

- OnepauunoOHHble NpoLecchl cTaHAapTa A0/KHbl 6biTb aAanTUPoOBaHbl NOJ HaLWOHaIbHble N MEeAULUHCKNE Xapak-
TEPUCTUKN. OCOBEHHO NOJ UX KYyNbTYPHbIE 1 3KOHOMUYECKMNE YCNOBUA. YCNELWHble cayyan B 4pyrux cTpaHax unm cekropax
He 06A3aTesibHO 6yAyT NPUMEHUMbI B HalleM npoekTe. Takum o6pas3om, Mbl afantTupoBanun paboTy nporpamMmmbl K Hawum
YCNOBUSIM, KOTOPble UMenu pellatllee 3HaYeHne AN JOCTUXEHUSA NONOXKUTENbHbIX Pe3ynbTaToB.

- PagvkanbHble N BHe3anHble U3MEHEHUSA B CEKTOPe 34paBOOXPaHEeHNss MOTYT paspyLlWwnTb BeCb NpoekT. MoaTanHoe
BHECEHMNe U3MeHEeHN o4eHb 3D D EeKTUBHO U cofelicTBYeT ycnexy nporpamMmmel.

KoHeuHo, 60MbluOe BNAHUE, OKa3aHHOe NporpaMmoii cepTudukaumm Epasnnum no Hactoswee Bpems, 661710 Noa-
TBEPXJEHNEM TOro, 4TO COAENCTBUE KAYECTBEHHbIM CKAYKaM Ha PbIHKE CUCTEM 3/1eKTPOHHbBIX MEANLUHCKUX KapT B CTpaHe
npepcTaBnsaeTcsa feiiCTBUTE/IbHO BO3MOXHbIM. [0 NpUYMHe TOro, YTo nporpamma cepTudukaLmum akTMyeckn HUKorga He
npoxoauna anpo6ayuio ¢ Hayana ee CyLwecTBOBaHNUs, 6GONbWMUHCTBO pa3paboTUNKOB A0 HeJaBHEro BpeMeHu yTBepxaa-
NN, 4TO ee NCNONb30BaHME He NpuUBeAeT HU K KakuM pesynbTaTaM, YTo 3To 6yAeT HepeasbHbIi U HEOCYLW eCTBUMbIA Npo-
LeCC M UYTO HYM OAUH NOCTABLLUK NN KOMNAHNUA-NOTPEe6GUTENb HE 06PaTAT Ha Hee BHUMaHuA. Celivac, cnycTs No4YTM BOCEMb
neT ¢ MOMeHTa Hayana AesiTe/IbHOCTW U NOYTK ABa roga ¢ MOMeHTa ee ahheKkTUBHOW peannsaymm, Mbl MOXeM 3asBUTb,
4TO NporpamMma cepTuukaLum uMeeT HECOMHEHHbIW yCneX, y4uTbiBas BbICOKWI ypOBEHb MOGUN3ALUN UHAYCTPUN Meaun-
LWHCKWX CUCTEM 1 NPUBEPXEHHOCTb NpoLeccy aganTauny Hawmux cucTem kK Tpe6oBaHMAM, BbICTABNEHHBIM K Nporpamme.
dyHAaMeHTanbHble NPUHLUNLI 6€30MaCHOCTN, KOH(MAEHLNANBHOCTU N COAEepXaHus, paHee He yuynTbiBaBlWINeCs B 60/b-
WWHCTBE CUCTEM, CTaNIN COrNacoBbIBATLCA ¥ peann3oBbIiBaTbCA B 60/blIeM MacwTabe, 3acTaBNAs HAcC BEPUTb B BO3MOX-
HOCTb JOCTUXEHUS AeliCTBUTENIbHO BbICOKOTO YPOBHS cuctem EHR B cTpaHe yepe3 HEeCKO/bKO NeT.

B pesynbTaTe AlaHHOrO KAYeCTBEHHOrO CKauka, yUpexaeHns u MmeauLuHckue paboTHUKM Havyanu nonyvatb BbIrogy
OT Mcnonb3oBaHUsA 60nee coBepLWEHHbIX N 6e3onacHbix cuctem. Co BpemeHeM cTaHeT npouie u 6e3onacHee BbibGpaTb
peweHne EHR No CHWXEHWIO PUCKOB nepej TeM. Kak C HAMW CTONKHYTCA NONb30BaTENN 3TUX CUCTEM. B KOHEUHOM uTOre
Mbl 6yileM COBEpPLIEHCTBOBAThL NPOLECChl 3paBOOXpPaHeHns, NoA4epXUBaeMble 3TUMU pelleHnamn. Bece aTo yxe HavyaTo
n 6yaeTt npoaonxaTbca ewe 60n1ee MHTEHCUBHO, Tak Kak npoLecc aBoioLuumn He o6patum.’

A.5 Npumep 3. KaHaga

A.5.1 O630p 1 uenu NnporpaMmbl cepTudunkaLmm

B Kanaje thesepanbHoe NnpaBuTenbCTBO paspabaTbiBaeT o6ULeHaLMOHalIbHYI0 NONNTUKY B 061acTu 34pasooxpa-
HEeHUA. BK/lOYaA onpejeneHne eNHOro KOMNaekca MeanLMHCKUX ycnyr, 06L,ef0CTyNHbIX BO BCell cTpaHe. ®eaepanb-
HOe NpaBuTeNbCTBO paboTaeT B TECHOM COTPYAHUYECTBE C NPOBUHLUUAMMN U TEPPUTOPUAMU, Kaxaas U3 KOTOPbIX OTBE-
4yaeT 3a NnpejocTaB/ieHne MeANLUHCKNX YCNyr B npejenax ceoeil opucaukumn. B 2000 r. hegepanbHoe npaBUTENbCTBO
B COTPYAHUYECTBE C NPOBUHUUAMU W Tepputopuamu KaHagbl pa3paboTano He3aBUCMMOE areHTCTBO — KaHaACKylo
MeUUMHCKY0 opraHmsauunio Infoway. npegHasHa4YeHHy ANA COrlacoBaHWs nocrefoBaTe/lbHOTO NoAxoja K peanusa-
LUK CUCTEM 3NEKTPOHHbIX MeAnLUHCKUX KapT B KaHage. Infoway paspab6oTana o6uyyio cTpyktypy EHR, asnsawowytocs
OCHOBHbIM acnekToMm B pa3paboTke naH-kaHajCckux cTaHAapToB, U o6ecneunBaeT PUHaAHCUPOBaAHME AN NOALEPXKKN
NPOBUHUWIA U TEPPUTOPUIA B peannsaunn CUCTEM 3/1eKTPOHHOro yyeTa 3a0poBbsA (EHR). koTopble cneayloT faHHOW
CTPYKType U Heo6XxoAMMbIM cTaHAapTaMm coBmecTumocTu. OfHOI U3 ycnyr, npegocTaBnsemoi opraHnsauyneit Infoway.
no3ponAawuieil nocTaslkaMm NPorpaMMHOro o6ecneyeHus, NnpefocTaBNAOLW UM KOMNOHEHTbI 3/1eKTPOHHOTO yyeTa 3/0-
poBbs (EHR), noaTBepxaaTbh X COOTBETCTBME HALMOHANbHLIM MeAULWHCKUM UNT-cTaHpapTaM. sBnseTca ceptuduka-
uua.

Llensamun cnyx6bl ceptudukaumnm Infoway asnswoTcs:

- NOBbILWEHNE YPOBHA NPU3HAHWA, NPUHATUA U BHEAPEHUA Ha[eXHblX, COBMECTUMbIX pPeeHNi N0 MeAULNHCKO
MH(opMaLnn Ha KaHafCKOM pblHKe:

- CHMWXeHue CTOMMOCTM M PUCKOB ANA NOCTaBLIMKOB, NOKynaTenei n nonb3oBaTenei gaHHbIX peweHunii B KaHage;

- obecneyeHne COOTBETCTBNSA TPE6GOBAHNAM HENPUKOCHOBEHHOCTM YacTHO XU3HU, 6€30N1aCHOCTU U COBMECTUMOCTH.

A.5.2 O6nactb NpUMeEHeHNs paccMaTpuBaeMblX CUCTEM

Mporpamma cepTudukayum, paspaboraHHas B 2009 r. kaHaACKOl MeaULUMHCKON opraHu3ayuelt Infoway. nepBoHa-
yanbHO 6bl/1a cOCpeaoTOUEeHa Ha NpeABapuTE/IbHON peanunsaynm HOBOro NepPCnekTUBHOrO MOKOEHUA CUCTEM — MO/b30-
BaTeNbCKNX MeAULMUHCKUX nnaTopM. Ha cerogHAWHNG AeHb bl cepTUMLMPOBaH O4WH NPOAYKT — KaHa/jcKas peanu-
3auma nnatdopmel Microsoft HealthVault.

3anocnegHue asa roga 6bi1n paspaboTaHbl NporpamMmbl cepTudukalymm 4ns komnoHeHTos EHR B cooTBETCTBUM CO
CTPYKTYpOli 1 cxemaTnyeckum nnaHom Infoway. K Takum KOMNOHEHTaM OTHOCATCH:
nonb3oBaTesibckoe MeauuuHckoe npunoxexnue (Nov 2009);
peecTp knmeHToB (Nov 2009);
- peecTp nposaigepos (Nov 2009);
peecTp BakuuHauum (Nov 2009):
- cuctema uHopmaumm o nekapcTBeHHbIX cpegcTeax (July 2010);
AvarHocTuyeckas Budyanusauusa/cnctema nepegayun u apxusauum nsobpaxeHuin (PAC8)/pagnonornyeckas uH-
dopmaymnoHHaa cuctema (RIS) (July 2010);

- Apyrue KomnoHeHTol EHR. Takne kak apxusbl nabopaTopHbIX faHHbIX, OXnaalTcs.
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Mporpamma cepTudukauum B HacTosiwee BpeMs paspabaTbiBaeTcs AN NepBO/ OCHOBHOW rpynnbl (KNWHK-
YECKNX) CACTEM MYHKTOB OKa3aHWs NOMOLWW — 3/1EKTPOHHbIX MeauumnHckux kapt (EHR) gna Ttoro, 4uto6bl BO Bpems
npeaBapuTeNbHONR peann3auun npeaocTaBUTh FTapaHTUO X COBMECTUMOCTU C TOUYKM 3peHUA KOHDUAEHLNAaNbHOCTH
n 6esonacHoCTN ¢ NHpacTpykTypoit EHR KaHafbl, UMeTb BO3MOXHOCTb NpefocTaB/ieHnsa goctyna kK nabopaTtopHbIM
N AMArHOCTUMYECKUM pe3ynbTaTaM naluueHTa, BbiNMUCbIBATb 3/IEKTPOHHbIE pelenTbl U NpeAaocTaBAATb 4OCTYN K KapTe
Ha3Ha4YeHuit nauuneHTa, 3anucbiBaTb NPUBUBKK, a Takxe ob6ecneunBaTb JOCTYN K TeKylU,eMy NPUBUBOYHOMY CTaTyCy
nauueHTa, u T. 4.

Kpome TOro, oxupaercsa, 4To nporpamma ceptudukayuu Infoway HauyHeT BkMOYaTb HEKOTOPbIe KOMMOHEHTbI CO-
BmecTumocTu cuctem EHR-EHR (Hanpumep, o6MeH 3NeKTpOHHbIMU HanpasneHuammn k spavy eReferrals mexay spavamu
o6l el npakTukn u cneynanuctamu B 2012 r.).

Heckonbko NMpoBMHLUMI Takke pa3paboTann HenpepbiBHble NPOLECcChl NPOBEPKW COOTBETCTBUA U TpebGoBaHMUS K
EHR, KoTOpble 6yAyT NOAKNOYATHCA K KAXAOMY 3K3eMNasapy uHdpactpyktypbl EHR npoBuHuun (Mnu tepputopun). 3tm
npouecchl OLEeHKN COOTBETCTBMA paccMaTpuBalT B3aumojeiicTBue Ha 60/iee feTalbHOM YpPOBHe C TOUYKM 3peHUs uc-
NoNb30BaHNA N NoAAEpPXaHUA NOCTOAHHOW uHTerpaumm EHR n nudocTpyktypel EHR B npepenax cuctembl 34paBooX-
paHeHua kaxpol o6nactu. B HacToslwee BpemMa MexAy opraHusauueit Infoway n o6nactamu, KoTopble peannsosanu
npoLecchl OLLEeHKN COOTBETCTBMA HA YPOBHE CBOWX OPUCANKLNIA, BEAYTCA 0O6CYXAEHNA C LeNblo YHuduumposaTb Tpebo-
BAHNA. NPOLECChl N HA6OpPbl TECTOBbLIX AAHHbIX U AOCTUTHYTb MakCMMa/ilbHO BO3MOXHOIO B3aWMOMOHUMaHUA ANA TOro,
4TO6blI MOCTaBLWMKAM MPOrpPaMMHOro o6ecneyeHnss He NPULLIIOCH NPOBOAMTL NOBTOPHYK NPOBEPKY CBOMX cuctem 6es
HeobxoaMMocCTK.

A.5.3 Habop BKNOUYEHHbIX KTUHUYECKUX, aAMUHNCTPATUBHbIX, HE(YHKLMOHANbHbIX Tpe6oBaHWi n Tpe6o-
BaHWN K COBMECTUMOCTM

Kputepun oueHku ceptudmkaumnn Infoway cocpefotoueHbl Ha YHKLMOHANBHOCTYN, KOHUAEeHLManbHoCcTH, 6e3onac-
HOCTWU. COBMECTUMOCTMN W yNpaBaeHUn, UCNOb3Yya YyTBEPXAEHHbIE CTaHAapThl KaHAACKUX U MEXAYHapOoAHbIX KOMUTETOB
no MeAUUUHCKOW UHpopMaunn, a Takke yCcuneHbl JaHHbIMU U KOMMEHTAPUAMUN MHOXECTBa 3aHTepeCcoBaHHbIX NNl UH-
AYCTPUN 34paBOOXPAHEHNSA.

OcHOoBa ANS KPpUTEPUEB OLEHKN NpuBeaeHa B Tabnuue A.1. OHa COCTOUT U3 ABYX KNACCOB KpUTEPUEB:

- PeweHne. OTHOCUTCA K OLeHUBAEMbIM acnekTam (QYHKLMOHANbHOCTN peLleHunii N0 MefULUHCKOU nHdopmauuu,
KOHhMAeHUManbHoOCTN, 6€30NacHOCTU N COBMECTUMOCTU:

- YnpaBnexue. KacaeTtca TOro, kak opraHusauus, npeaoctaBnsiolwian peweHne, ynpaBnsaeT puckamun, JaHHbIMU 1
6€30MacHOCTbLI0 CUCTEMBI, & TakXe YCAyr TpeTbUX NNl U akkpeanTauumn peweHus.

Ta6nuya A.1 — OcHOBa A4N1A KPUTEPUNEB OLLEHKM

PeleHne «4rto» YnpasneHue oKak»
DYHKLMOHANBHOCTb KoHthunaeHynanbHoCTb BesonacHocTb CoBMECTUMOCTb KoHTponb
npeHtudnkauns OTYeTHOCTb YnpaBneHue AunarHocTnyeckas YnpaBneHune
noeHTudnKaynoH- BU3yanusauuns puckammn
HOW UHpopmaymeit
none3osatens
TOYHOCTb AaHHbIX Mpo3spayHoCTb KoHTponb goctyna Na6opaTtopusa YnpaBneHue
LaHHbIMU
— CpejcTBa 3aluThl LlenocTHOCTb JNlekapcTBEHHblE Be3onacHocTb
OaHHbIX LaHHbIX npenaparbl cucTembl
— OnpepgeneHve uenein  [ocTynHocTb Ob6uiepocTynHas AkkpeauTaums
M orpaHuyeHue OaHHbIX MeauuMHCKasa kapTta peweHns
cbopa
OrpaHunyeHune Ayaut Nemorpaduyeckme Yecnyrun Tpetbux
ncnonb3oBaHus, AaHHble KnneHTa CTOPOH
pasrnaweHus
N coxpaHeHus
— CooTBeTCcTBUE BepneHune xypHana LOemorpadunyeckne —

[aHHble npoBaiigepa

— Cornacue KoHhnaeHumans- — —
HOCTb AaHHbIX

MpumeuyaHne — [lo6aBfeHNe OFPAHUYEHHOTO KOTIMYECTBA AOMOMHUTENbHbLIX (PYHKLUOHANbHbLIX KpUTEPUEB
MOXeT 6bITb HE0O6XOAMMO B 3aBUCUMOCTU OT TpeboBaHMUii knacca Kaxoro TEXHONOTMYECKOro pelleHuns.
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A.5.4 OcHoBa cTaHfapToB cepTudukaymm

CTaHfapTbl, UCNONIb30BaHHbIE A1 CO3aHUA KPUTEPUEB OLLEHKW, BK/IOYAIOT:

- ®yHKUMOHaNbHOCTb. Tpe6oBaHNs K 6€30NaCHOCTU U KOH(UAEHLNANBHOCTN 3/IEKTPOHHbIX MEAULMHCKUX KapT Ka-
HaACKOW MeanuMHCKOW opraHusaumm Infoway:

- KoHdupeHumanbHocTb. KoHuenTyanbHas CTpPyKTypa KOH(UAeHuManbHOCTU U 6e3onacHOCTU WHMOCTPYKTYpPbI
3/1eKTPOHHOrO yuyeTa 340poBba (MHpocTpykTypa EHR) kaHagckolh megununHckoii opranmsauumn Infoway; 3akoH npasu-
TenbcTBa KaHafbl 0 3aliMTe NepcoHanbHbIX aHHbIX U 31€KTPOHHbIX fokyMeHTOoB (PIPEDA); TunoBoii kogekc kaHagckoi
accouymauuy no ctaHgapTmMsaumnm o 3alwmnte nepcoHanbHo nHgpopmauynun — CAN-CSA-Q830-03;

- BesonacHocTb. KoHuenTyanbHas CTpyKkTypa KOH(uAeHUManbHoCTn n 6e30NacHOCTN UHOCTPYKTYPbl 3/1EKTPOH-
Horo yuyeTa 3gopoBbs (MHdocTpykTypa EHR) kaHaackoih meguumHckoin opraHunsauum Infoway: Csof HOpM u npasun me-
HeAXMeHTa MH(opMaLunoHHO 6e3onacHocT MexAyHapoAHOW opraHu3auum no ctaHgaptm3auynn — NCO/M3IK 27002:
PekomeHgyemblie cpefcTBa ynpaBneHns 6e30nNacHoOCTblo Ans ®efepanbHbiX MHPOPMALMOHHbBIX CUCTEM HaLnoHanbHOro
WHCTUTYTa CTaHfapToB MU TexHonornii — NIST SP800-53: MpaBunao 3awueHHocT 3akoHa CLUA o coxpaHeHUN MeaULUH-
CKOro CTpaxoBaHWA U NepcoHNdULMPOBAHHOM yyeTe B 3gpaBooxpaHeHumn (HIPAA);

- CoBmecTumocTb. MaH-kaHajckue cTaHaapTel Infoway u onpegenexnnsa npodunei cooTBeTCTBUA ANSA [UATHOCTHU-
4yeckoii Bu3yanmsauumn, nabopaTopHbiX AaHHbIX, MH(pOpMaLMM 0 nekapCTBEHHbIX NpenapaTax, 06w ef0CTyNHbIX Me UL NH-
CKUX KapT n gemorpadnyecknx faHHblX:

- YnpaBneHue. 3agaun nHPOPMaLMOHHbIX U CMEXHbIX TexHonornii Muctutyta ynpasnenus UT (COBIT): bubnuo-
Teka nHpacTpyKTypbl MHpOPMaLMOHHbIX TexHonoruii (ITIL).

A.5.5 YcTaHOoBNeHne n nogaepxaHne Tpe6oBaHnil, Ha COOTBETCTBME KOTOPbLIM NPOBOAUTCA cepTudnkauns

Tpeb6oBaHus 6e30MaCHOCTM U KOHPUAEHUMANBHOCTU NPUHAANEeXaT U K rpynne no ceptudukaunun us kaHapgckoin
MeAULUHCKOR opraHusauun Infoway n noggepxueaiTcs eto. Tpe6oBaHna nogaepxunBaloTca n 06HOBNAKTCA B COOTBET-
CTBUM C NaH-KaHaACKMMW cTaHgapTamu, ycTaHoBneHHbiMK rpynnoit Infoway Standards Collaborative, koTopas coctouT
13 3aMHTEPEeCcOBaHHbIX CTOPOH NMPOBUHLMANBHOTO N HALMOHAIbHOTO YPOBHA M3 rOCYAapCTBEHHbIX OPraHoB, MeULMHCKNX
yupexaeHuit, npoeccnoHanbHbiX rPynn n NOCTaBLWNKOB MEANLNHCKUX CUCTEM.

A.5.6 Mpouyecc cepTudukaynm

Mpouecc cepTurkaLmm cocToUT U3 YeTblpex aTanos:

a) MpunoxeHne no cepTudukaymn. B komnnekte umeetcs:

- npunoxeHve gna 6naHka ceptudukayum;

- camooueHKa (koTopas fo/XHa 6biTh 3aBeplleHa n npejAcTaB/ieHa Kak 4acTb NpUKIaAHOo npouecca):

- Konus cepTU(UKALMOHHOIO NPaBOBOro COrNaleHnsa Ha NpeAnpPOeKTHONR cTagunu.

b) Ouexka npoaykTa. OueHka NpoAyKTa ABNAETCA BaXHbIM 3Tanom npouecca cepTumnkauum, u nocTaBLyUK fO/HKEH
B TeueHue 90 gHeli C MOMeHTa NONYyYeHUs nakeTa NPUKNaHbIX NPOrpamMm 3aBepLlnTb JaHHbI/A 3Tan, KOTOPbI/ BKAOYaeT:

- O630p fOKyMeHTa. AQMUHUCTPaTUBHAA M 9KCNepTHas NpoBepka CaMOCTOATENIbHON OLEHKM nocTasluka n noj-
TBEpXAalLWwei AOKyMeHTaLum:

- AemoHcTpayma. MpepocTassiieHne NOCTaBLMKOM peleHns akcnepTam, NoATeepxjatoliee COOTBETCTBME KpuTe-
pPUAM OLEeHKW, Kak NpaBn/io, NOCPeACTBOM NpoBejeHns Be6-KOH(epeHUNn U 4EMOHCTPaLMOHHON cpeabl;

- OTtueTt no oueHke. Infoway cobepeT pe3ynbTaTbl OLLEHKN BO BCECTOPOHHMWIA OTYET U YBEAOMUT NOCTaBlULNKa B Teye-
Hue NATU paboyux AHell Co AHSA NPUHATUA pelleHns no cepTudnkauuu;

- Moppepxka. Ana nogaepxkn ceptudmkaunn noctabwmnk o6s3aH ysegomuTts Infoway o He61aronpusaTHbIX CO6bI-
TNAX. & TakXe 0 N1I06bIX N3MEHEHNAX NPOAYKTA, KOTOPble MOTYT NOBAUATH HA COOTBETCTBME KPUTEPUAM OLLEHKU.

MpouecccepTudurkaynm cTporo KOHuUaeHunaneH. HaspaHusa NPoAYyKTOB U/WAWN NOCTaBLUKOB He Ny6NKYIOTCA N
MHbIM 06pa3omM npefocTaBnAlOTCA opraHn3aumelt Infoway B nio6oe Bpems B xofe npouecca. CpefcTsa 3awutbl 6bIn
BBe/fleHbl B fielicTBMe fNa Toro, 4To6bl MCNONb30BaHWE U pasrnaleHue Bceil MHhopmauumn, npescTaBneHHON B npoyecce
cepTudukaynu, BkaYas Ha3BaHWe NPOAYKTa, MPOM3BOAUTENS, CAMOCTOATE/IbHYIO OLEHKY W N6yl BCnomMoraTesnbHyo
[OKyMeHTauuo, npeacTaBNeHHY0 B Xo[e npouecca, 0CTaBanocb CTPOro KOHuaeHunanbHbiM. Kpome TOro, oueHo4YHas
rpynna no cepTudunkaLum cBsisaHa CTPOrMMY COrlalleHnAMMU 0 HepasrnaweHun nigopmayuu. Infoway ny6amkyeT Tonbko
Ha3BaHWA Tex NPOAYKTOB, KOTOPbIe yCMELWHO NPOLW N cepTudmnkaLuio, ¢ ykazaHmem nogpo6Hoin nHcpopmaymm o Tom npo-
[yKTe. KOTOpblii pa3melyeH Ha Be6-caiiTe Infoway.

Bce cepTuduuympoBaHHble NPOAYKTbI MONyYalT cepTUUKaLMOHHbIA 3HaK, Ha KOTOpOoM n3obpaxeH norotun Infoway.
CepTuUnKaLMOHHbI 3HaK MOXET 6bITh NCNOb30BaH B MApPKETUHIOBOM 1 pek/laMHOM MaTepuane, CBSI3aHHOM C cepTudu-
LLMPOBAaHHbIM NPOAYKTOM.

A.5.7 KpaTkoe onuncaHue TeKyL X 3HAHUNI

Infoway ¢ MOMeHTa CBOero oCHOBaHWA He npejycmaTtpusana uHaHcMpoBaHua ANA (knnHudeckux) cuctem POS.
NOAK/TIOYEHHbIX K NPOBUHLMUANLHBIM MHPOCTPYKTYypam EHR, HECMOTPA Ha 3T0. NaH-KaHaACckue cTaHgapTbl N0 COBMECTU-
MOCTW. KOTOpble nogaepxusatTcsa rpynnoii Standards Collaborative, BosrnaBnsaemoii Infoway. 4oMXHbI paccmaTpuBaTth
KnuHnyeckne cuctembl POS ana coBmectumocTtn ¢ EHR. MNMpu kaHaackom chefepaTUBHOM MeAULMHCKOM NOAXOAE, Kax-
fas NpoBUHLMA/TeppUTOpUA peanusosasna faHHble CTaHAapPTbl, BHECA NOKabHbIe U3MEHEHUS, [0 NPUHATUS KOTOPbIX, Kak
npaBuo, B KaXA0 NPOBMHLMM Cyl|ecTBOBana yctapeBlas BepCcus KINHNYeckoin cuctemol POS.

B 2011 r. ogHako. Infoway HauyHeT peanusauuio HOBOW nNporpammbl No o6ecneyeHuto uHaHcUpoBaHua obna-
cTeli U PermMoHoB AN TOro, YTo6bl AaTb TONYOK BHeapeHuto EHR B kabuHeTbl Bpaueit (koTopble 6yayT ucnonb3oBaTb
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naH-kaHafckne CTaHAapTbl A1 MHTerpauun ¢ o6nacTHeiMnU MHppacTpykTtypamu EHR); Infoway paspa6oTana cneum-
hukaumm 1 MHCTPYMEHTbl A1 TOrO, 4TO6GbI OKasaTb MOMOLLb NOCTAaBL,MKAM NPOrPaMMHOro o6ecneyeHns KNUHNYECKoN
cuctembl POS B peannsauunn Tpe6oBaHnii kK KOH(MAEHUMANbHOCTN, 6€30MNacHOCTN 1 MHTepdelicy AaHHbIX, NCNOb3Ys
naH-kaHazCckue cTaHAapTbl U CTPYKTYpY KOHUAeHUnanbHocT u 6esonacHocTu Infoway. B aTom cnyvae yHKLUN KOH-
hunpgeHynanbHocTn. 6esonacHocTn u coemecTumocTn EHR 6yayT cepTuduumposaHbl oprannsayneit Infoway. B HacTo-
Allee BpemMs Mex/jy opraHusauuneii Infoway n npoBuHUMAMYN BeAyTcA 06CYXAeHUA ANA fanbHeliwero cornacoBaHus
cnoco6a, KOTOPbIM peann3ylTca NaH-kaHajckne cTaHAapThl, a Takke 60nblwell yHudukaynm npouecca cepTudmukaynm
npeasapuTenbHoii peanusauuu Infoway n npoBepkm COOTBETCTBUA, KOTOPblE MHBECTUPYIOTCA obnacTamMu ans obecne-
YeHWs Hajnexauw,ero B3ammogencTensa (knnHnyecknx) cuctem POS co cBoumu nHocTpyktypamu EHR.

MoaBoas wTor, cneAyeT oTMETUTb, YTO B KaHaje paspabaTbiBaeTcsi KOMGUHALUSA NOAXOAOB MO OL,EHKE COOTBET-
CTBUA. BKNOYaNA:

- cepTudukaynio npeAnpoeKkTHO cTaaumn, paspabaTbiBaeMylo Ha HaLMOHaIlbHOM YPOBHE KaHaACKOW MeANLNHCKO
opranunsauuneit Infoway ana paga EHR-cepsucos, ouHaHcupyemblx Infoway. Hanpumep, apxmBbl faHHbIX U peecTpbl, KO-
Topble HEO6XO0ANMbI B MPOBUHLUAX, U

- nNporpammbl OLEHKM COOTBETCTBUSA, pa3pabaTbiBaeMble Ha 06/nacTHOM/pernoHanbHOM YypoBHe ANna obecneue-
HNA COBMECTUMOCTU (KIMHUYecknx) cuctem POS. ycTaHOBNEHHbIX BO BpayebHbIX kKabuHeTax, anTeyHblX OpraHn3aunax n
60MbHULAX, C KAXAO0W YHUKaNbHOW NpoBUHLUManbHOW Bepcueilt EHR-nHg pacTpykTypbl Infoway.

A.6 Mpumep 4. CLLA

A.6.1 O630p 1 uenu NnporpaMmbl cepTudunkaLmm

B CoepguHeHHbIX WTaTtax henepanbHoe NpaBMTENbCTBO UrpaeT BaXHYyl po/ib B CO3JaHUWN NONUTUKM B 06nactu
06LLeCTBEHHOTO 34paBOOXPAHEHNS U CTAHAAPTOB, @ Takke B NpefoCcTaBNeHUN MeAULUHCKOV NOMOLWMN HeNnocpesCTBEHHO
onpefeneHHbIM rpynnam (Hanpumep, AN BOEHHOCNYXalnX 1 BeTepaHoB). HECMOTPSA Ha TO UTO MeAULUHCKOe 06CnyXu-
BaHWe npegocTaBnseTca 60NbWMWHCTBY rpaxaaH yepes uenblit psag o6WecTBEHHbIX, HEKOMMEPYECKUX N KOMMEpPYeCKNX
opraHusauuii, hegepanbHoe NpaBUTENbLCTBO NyTEM (PMHAHCUMPOBAHWS OpraHu3auuii 3gpaBooxpaHeHus yepes nporpam-
Mbl Medicare (hepepanbHas nporpamMMa MeAuLMHCKON nomolm npectapensim) n Medicaid (dbegepanbHas cucteme me-
AVLVHCKOA NOMOLM HEUMYLLMM) NOMyYaeT 3HAuYMTeNbHOEe BANAHWE 6narofaps yCTaHOBAEHUI0 Tpe6oBaHUN K JeHeXHbIM
KOMMNeHcaunam n MaTepuanbHOMy CTUMYNNPOBAHUIO.

YunTbiBas BaXHOCTb MOBbIWEHUSA KayecTBa U CTabWNbHOCTU 34PaBOOXPAHEHUA U Hannyne MHOTUX NpenATcTBuUiA
npn o6MeHe MeAULUMHCKUM AaHHbIMW MeXAYy NyHKTaMy MeAULUHCKOro 06CNYXWBaHWA, B KOTOPbIX NauyWeHTbl NPOXOAAT
neyeHune, B CBA3N C KOHKYPEHTHbIMU, KTMHNYECKUMU, aAMUHUCTPATUBHLIMU U TEXHUYECKUMU NpenaTCTBUSIMU B heBpane
2009 roga KoHrpecc nsgan 3akoH O CTUMY/NMPOBAHUN MEAULUHCKAX UHOPMALMOHHbIX TEXHONOINA f4NA 0340pPOBAEHUA
3KOHOMUKM N MeauuuHbl (HITEC) gna Toro, 4To6bl NOBBLICUTH UCMO/b30BaHMWE 3/TEKTPOHHbIX MeauunHckux kapt (EHR)
Bpayamu 1 601bHULAMK, KOTOPbIM BblAeNseTCs:

- 18 mnppg gonnapos CLA yepes cuctembl Nbrot Medicare n Medicaid gns maTepnanbHOro CTUMynnpoBaHna 60Mb-
HUL 1 Bpayeil, ABNALWMUXCSA «[MaBHbIMU Nob3oBaTeENsiMU» cuctem EHR;

- 2 mnpg gonnapos CWA YnpaBneHuo HauMoHanbHOro KoopAuHatopa Ha MHAPAaCcTPYKTypy, Heob6xoaumyo Ans
o6ecneyeHnsa n coAeincTBUSA 3T€KTPOHHOMY O6MEHY M UCNONb30BAHWNI0 MeAULUHCKON MHopMaunn Kaxaoro yenoseka
B CoefuHeHHbIX LUTaTax: Ha 06HOBNEHNE TEXHONOTNA MuUHUCTEpCTBA 34PaBOOXPAHEHNA U CoLManbHbIX YCNYr Ansa obe-
cneyvyeHns 3N1eKTPOHHOTo NOTOoKa MHGopMaLuu: Ha BKIKYEHNe 06yYeHUss MeAULUNHCKAM UH(DOPMaLMOHHBIM TEXHONOTUAM
B NpOrpamMy NoAroToBkM paboTHUKOB 3/1paBOOXPaHEHNS, @ TakKe Ha cofeinCcTBME PA3BUTUNIO COBMECTUMbIX apPXUBOB K/K-
HUYECKNX faHHbIX;

- 1 mnpa gonnapos CLA Ha o6ecneyeHve JOCTYNHOCTN MEAULUHCKUX LLEHTPOB AN1A 06HOBNEHUS Y PeMOHTa U Ha
npuobpeteHne MeanLNHCKNX UT-cuctem;

- 550 mnH gonnapos CLWA (cpean npoyero) Ha 3akynky o60pyfoBaHust U yCNyr, BKAOYasi, KpOMe npoyero, meau-
LWHCKME NHPOPMALIMOHHbIE TEXHONOTMN B MEAULUHCKUX yuypexaeHnax NHgnn.

- 400 mnH gonnapos CLUA Ha uccnegoBaHne cpaBHUTENbHON 3P (hEKTUBHOCTU TOTO, KaK MCNOMIb30BAHWNE 3N1EKTPOH-
HbIX JaHHbIX BANSET HA METOAbl NeYEeHUS U cTpaTernn B 34paBoOXpPaHeHNN;

- 300 MnH gonnapos CLUA Ha noaaepXxKy peroHasnbHbiX U Cy6-HaLMOHaNbHbIX ycununii B o6nactn o6MmeHa MHgop-
Mauuein o 3gpaBooxpaHeHuu;

- 40 mnH gonnapos CWA gna AgMuHucTpaumm coynanbHoro obecneyenns, ana ncnonb3osaHua EHR gna nogaumn
CTpaxoBoro Tpe6oBaHnsA NO UHBANUAHOCTY;

- YnpaBneHuo HauMOHanNbHOTO KoopAuHaTopa Mo MeAULUMHCKAM WMHpOpPMaLMoHHbIM TexHonoruam (HIT) (ONC)
6bI/10 MOPYYEHO YyTBEPAWUTb NepBoHauvanbHblii Ha6op ctaHaapToB HIT v co3paTh NOOWPUTENBHYIO NpOrpaMmy Ana 3Ha-
yawux nonb3osatenein cepTuduLMpoBaHHoi TexHonornii EHR. YnpaBneHue HaunoHanbHOro koopauHatopa umeeT gsa
KOHCYNbTaTUBHbIX KOMUTEeTa. Komutet no nonutuke HIT nu Komuter no ctaHgaptam HIT:

- Komutet no nonutuke HIT HeceT OTBETCTBEHHOCTb 3a NpegocTaB/ieHne HalunoHa/lbHOMY KOOPAMHATOPY NO WH-
¢hOopMaLMOHHBIM TEXHOIOTUAM B 3jpaBOOXPaHEHNN PEKOMeHAaL A N0 OCHOBE MOMUTUKKN pa3paboTku N NPUHATUIO obLie-
HauWoHaNbHOW MefULUHCKOW MHOPMAaLMOHHOW UHPACTPYKTYpbl, B TOM YUcCne cTaHfapToB MO O6MeHYy MeAULWUHCKON
MHopmayueit;
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- Komutet no ctaHgaptam HIT HeceT OTBETCTBEHHOCTb 3a NMpefoCTaB/eHMEe HaLWOHANIbHOMY KOOpAWHATOPY MO
WH(OPMAaLNOHHLIM TEXHONOTUAM B 31paBOOXPAaHEHUN pekoMeHAauui no cTaHgapram, cneyudukauuam peanmsauum, a
Takke KpUTEPUSAM BblAaun cepTudukata NS 3N1eKTPOHHOro o6MeHa 1 UCNONb30BaAHUA MEAULMHCKOW MHopmaunu.

B nione 2010 r. YnpaB/ieHne HaLMOHaNbHOIO KOoOpAMHaTopa BbiNyCTUI0 OKOHYATeIbHOE NPaBuIo, oXBaTbiBalolee
NUCXOfHble CTaHAapThl, cneundrkaymm peannsaunm, a Takxke KpuTepum Boligadun ceptudukata. OkoHuYaTesibHoe NpaBuIo
CMS cofepXuT NoMoXeHUs, perynupyioline noow,putensHble nporpammel EHR Medicare n Medicaid, n onpegensieT pas-
YMHOE MUCNO/Ib30BaHNe.

YuuTelBaa cnpoc, npeanonaranocb co3faHue nporpamm ANS cepTuduUUMpOBaHHbIX cuctem: OpraHusauma ONC
co3gana BpeMeHHyl nporpamMmy cepTudukauuu, no KOTOPO/ opraHM3auun MoryT nojaTb 3asaBKy Ha akkpejutauuio B
KayectBe ynonHomoyeHHoro ONC opraHa cepTudukauum n nposegernns ucnoitannini (ONC-ATCB) ana ogHoro nnu 6onee
mogynei (B TOM yucne Ana Takux o6nacteil, kak BbiMMcka 3/1EKTPOHHbIX peLenToB, KOHpUAeHUManbHoCcTbL 1 6Gesonac-
HOCTb. nabopaTopuu, Ka4ecTBO U T.[.) B COOTBETCTBUU CO CTaHAAPTAMU U OKOHYATENbHbIM NPaBUIOM N0 KPUTEPUAM Cep-
Tudnkaunn. Kanagnaatel 4O/DKHBI NpuaaraTb pesynbTaTbl CAMOCTOATENbHOMO ayamTa B cooTBeTcTBun ¢ MCO/M3K 17065.
NOMWMO COOTBETCTBUA APYTUMU KpUTepusamu. B HacToswee BpeMs CywecTByeT NATb YNO/THOMOUYEHHbIX OPraHoOB CepTu-
hukaumm n npoBefeHNa UCNbITaAHWA, OA4HUM U3 KOTOPbIX ABNAeTCA KoMmuccusa no ceptudmkaunmn B o61actn MeguLMHCKUX
MH(OpMaLMOHHbIX TexHonoruii (CCHIT), sononHUTENbHOE ONnMcaHue KOTOpoil NpUBeeHO HUXe. HopMaTuBHbIe KpuTepuu
cepTudmKauumn u MetToabl NpoBeeHna UCNbiTaHnii onpeaeneHbl HauMoHaNbHBIM UHCTUTYTOM CTaHAapPTOB U TEXHOMOTNA
(NIST).

MpumevaHne — B ausape 2011 r. OpraHusauyna ONC BbinycTu/ia OKOHYaTeNbHOE MpaBwuio 41 cOo34aHusa
NOCTOSAHHON nMporpammbl cepTudukauum nsa MHPOPMaLMOHHbIX TEXHONOTUIA B 3apaBooxpaHeHun: «MOCTossHHAsA npo-
rpamma cepTu@ukayuy npeaoctas/ifieT HOBble BO3SMOXHOCTU, KOTOPbIE YCOBEPLIEHCTBYOT CepTUdMKaLmnio MeguLuHCKNX
MH(OPMAaLNOHHbIX TEXHONOTNIA, @ Takke NOBbICAT KOMMNIEKCHOCTb, HE3aMeTHOCTb, HaAeXHOCTb N 3 EeKTUBHOCTb Cy-
L ecTBYOLMUX NPOLLECCOB, NCNONb3YyEMbIX A8 CepTUdUKaLMN TEXHONOTUNIA 31eKTPOHHOrO yyeTa 340poBba (EHR). Pasym-
HOEe MCno/sb30BaHne cepTunLMPOBaHHbIX TexHONOrnii EHR ABnseTcA OCHOBHbIM Tpe6oOBaHMEM A1 COOTBETCTBYIOLLNX
KpUTEPUAM NNL,. NPefoCcTaBAAWNX MEAULUHCKME YCNYTU, KOTOPble CTPEMATCA K NOJyYeHUo KBanudukaymm gna nony-
YEHWS MOOLWPUTENbHbIX BbINAAT N0 MOTUBALMOHHLIM NpOrpaMMam 3/1eKTPOHHOro yyeTta 340poBba Medicare n Medicaid B
COOTBETCTBMM C 3aKOHOM O NPUMEHEHUN MEAULUHCKMX MHDOPMALMOHHbBIX TEXHOMOINIA B 9KOHOMWUYECKON feAaTeNbHOCTH
N KNnHnYeckoi npaktuke (HITECH). Haweii uenbio sBnseTcsa ocyl,ecTB/eHMe Kak MOXHO 60/1ee NaaBHOro nepexoga Ha
NOCTOSAAHHYI0 Nporpammy cepTudunkaunm».

HaunoHanbHbIA MHCTUTYT CTaHAapTOB WM TEXHONMOrMK paspaboTaeT nporpamMmy akkpeauTauuu na6opatopuit gns
opraHusauuii, kKoTopble noanexar akkpeauTaunn, 4Tobsl Te MOrIM NoNyyaTb paspelleHns Ha NpoBeaeHne UcnbiTaHui me-
AVLVHCKUX UHDOPMALMOHHbIX TEXHONOTNIA 418 NOCTOAHHOI NporpamMmbl cepTudukaynm. «OCHOBbIBAsICb HA TEXHUYECKOWA
akcnepTnse NIST 1 Kpenknx B3aMMOOTHOLWEHMNAX, 06pa3oBaHHbix Mexay ONC n NIST B npouecce ycnewHoin peanmsayum
BPEMEHHOI nporpammbl cepTuukaLmm, MOXHO nonaratb, 4To ncnonb3osanne NVLAP (HaynoHanbHO! nporpaMmbl go-
6pOBONbHOI akkpeauTaunm nabopatopunit) NOBLICUT Ka4YeCTBO UCMbITAHWIA B pamMKax NOCTOAHHOW NporpaMmbl cepTudm-
Kauum n nx 06 beKTUBHOCTb B LLESIOM».

OCo6eHHOCTAMU NOCTOAHHON NpOrpamMMbl CepTudnKaumumn ABNATCA:

- opraHuMsauun cHavana [O0/KHbl GblTb aKKpeAWTOBaHbI C Lefbl0 MPOBEAEHUA UCAbITAHUI n/unu ceptudukaynu
MeAULUHCKUX NHPOPMAaLNOHHbIX TEXHONOTWIA:

- opraHbl cepTudukayny AO/MKHbI OCYLWECTBNAATb KOHTPO/b NOC/e cepTuduKaunm, BbiNONHATb «MPOMEXYTOUHYIO
cepTudukaLmnio».

A.6.2 O6nacTb NpUMeHeHNsa paccMaTpuBaeMblX CUCTEM

CepTucunuymposaHHble EHR nnn mogynu aBnaTca cepTUULUPOBAHHBLIMU U TAPAHTUPYIOT, YTO OHW NpeAoCcTaBsA-
10T He06X0ANMbIE TEXHOMOTNYECKNE BO3MOXHOCTN, (DYHKLMOHANBHOCTb U 6€30NacHOCTb AN TOro, 4TO6bI MOMOYb MLAM,
npeAoCTaBNAWUM MeAULUHCKNE YCAYTN, AOCTUYb COOTBETCTBUSA KPUTEPUAM «Pa3yMHOro UCNOMb30BAHNA» W NOMYYUTb
CTUMYNMpyoUine Bbinnatbl. BKkAOUeHbl Kak 60/1bHUYHbIE, TaK M1 aMbBynaTopHbie CUCTEMbI ANA KNNHUK (DM3).

A.6.3 Habop BKNIOYEHHbIX KNTMHUYECKUX, aAMUHUCTPATUBHBLIX, HEPYHKLMOHANbHbIX TpeboBaHUii n Tpebo-
BaHWUn K COBMECTUMOCTHU

Tpe6oBaHMa oxBaTbIBAKT psAg ob6nacTeil, Bknyas:

- Habopbl OCHOBHbLIX fJaHHbIX AN NOAAEPXKN LEenoro psga KAnHUYeckux yHKLMIA, Takux Kak BejeHue nepeyHs
npo6nem n anneprunyecknx peakuuin, Bbinucka peLenToB, KNUHNYECKNe Mepbl kKayecTBa/oTueTbl O KayecTBe U 06MeH pe-
3I0Me K/IMHUYECKNX laHHbIX;

- Aemorpaduueckne gaHHble nauneHTa n BO3MOXHOCTb NPeAoCTaBAATb NaLMeHTaM MTOroByo nHgopmaymio 06 nx
BU3MTAX;

- 3aluUTy 3NeKTPOHHOI MHbopmaLumn o nayneHTe, koTopas Bka4yaeT 60nee 6a30Bble 3/1eMeHTbl 6€30MacHOCTU:
KOHTPO/bL gocTyna.

- 3KCTPEeHHbI gocTyn,
aBTOMaTUYECKNIA BbIXO U3 CUCTEMBI.
- XypHanbl ayguTa.
ayTeHTUdukaumio.
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- KOoAupoBaHue.

B cooTBeTcTBUN C UT-KOOpPAMHATOPOM B chepe 06LECTBEHHOIO 3/1paBOOXPaHEHNs 0XMAaeTCs, 4TO BTopas cTaana
pa3paboTku Tpe6oBaHWii K pa3yMHOMY UCNONb30BaHMI0 6yfeT «paccMaTpmBaTbh CTaHAAPTbl U KPUTEPUMN OLLEHKMN, CpeacTBa
obecnevyeHnn 3awWnTbl 6€30NaCHOCTN N KOHMUAEHLNANBHOCTN, METOAbl yNpaBieHns 06MEeHOM JaHHbIX, 0BEPUTENbHBLIMU
toHAaaMun n nHTeponepabesibHOCTbIO».

A.6.4 MPpOAONXKUTENBHOCTL CEPTUd UKALUN U yNpABNEHNE HOBbIMU BEPCUAMM

MockonbKy cepTudunkaumna B COOTBETCTBUU C OKOHYATE/IbHLIM NPaBUIOM pPasyMHOro UCMOSIb30BaHUA nNpejocTas-
naeTcs B paMKax BpeMeHHON nporpamMmmbl cepTudukayny, cyuectaytoline ceptTudurkaTbl He NOTEPAIOT CUNY 40 MOMEHTA
peanusauunn MocToAHHON NporpamMmmbl cepTudnkaLum, T. e. He paHblwe 1saHBaps 2012 .

MpumeuaHune — Komuccua CCHIT ABnsaeTca oAHUM W3 WECTU ynonHOMOYeHHbIXx ONC opraHoB cepTuduka-
uun (ATCB) B CLWA 1 npogonxaeT npeAoCTaBNATbL yCAYrn No cBOe TpaAguumnoHHoi ceptudukaynm CCHIT, ocHoBaHHOIA
Ha 6onee o6WNPHOM Habope (PyHKUMOHANbHbIX KpuTepues. CepTudukatsl oT 2011 r., npefocTaBAseMble KOMUCCUE
CCHIT nocpefcTBOM BHYTpeHHe nporpaMmmbl, TepsitoT cuny 31 gekabpsa 2014 r.

A.6.5 Npouecc npoBepkn COOTBETCTBUA

OpraHbl ONC-ATCB fonxHbl ucnonb3oBaTtb yTBepxaeHHsle ONC MeTofbl NpoBefeHns ucnolTaHuii, paspaboTaH-
Hble coBMecTHO ¢ NIST, Ans npoBefeHWs UCNbITaAHUA U cepTudmrkaLmm TexHonornin EHR B cooTBeTCTBMM CO cTaHaapTa-
MU. cneyndukaumaMu no peanusaunum u KpUTepusaMu cepTudukanmm, yTBepxaeHHbIMU pykoBogntTenem. HaumoHanbHbl i
WHCTUTYT cTaHgapToB u TexHonorun (NIST) coBmecTHOo ¢ ONC paspaboTan Tpeb6oBaHUA K PYHKLMOHAIbHBIM BO3MOXHO-
CTAM 1M NpOBEepKe COOTBETCTBUA, TECTOBbIE CLLeHAPUN U MHCTPYMEHTbl TECTUPOBAHNA ANSA NOAAEPXKKN NpeAnaraeMblX Npo-
rpamm cepTudukaymm MeaNLUHCKUX MHPOPMaALMOHHBIX TEXHONOMUA. [laHHble MeToAbl MPOBEPKM COOTBETCTBMA (Npoue-
AYpbl NCNbITAHWIA, f@aHHbIE UCMbITAHWUA U UHCTPYMEHTHI TECTUPOBAHUSA) NOMOTYT 06€eCne4YnTb COOTBETCTBUE TEXHUYECKNM
Tpe6oBaHUAM 1 cTaHfapTaM pasyMHOro MCMNO/b30BaHUA.

A.6.6 KpaTkoe onucaHue Tekylnx 3HaHni

MpasutenbcTteo CLUA 3a nocnefgHue rofbl 3Ha4NTENbHO YCOBEPLIEHCTBOBA/O CBON NOAXOJ B pe3ynbTaTe co3gaHunsa
YnpaBneHus HauuoHanbHoro koopauHatopa (Office of the National Coordinator. ONC) u yctaHoBneHus Tpe6oBaHuii
«pa3yMHOro NCNonb3oBaHMAa». HeCMOTpA Ha To 4To nporpamma ceptudukaumm CLIA peannsyeTca B HECKONbKO 3TanoB 1
He NonHOCTbLI0 paboTocnoco6Ha, cneayole 3NeMeHTbl 3TOr0 NOAX0Aa ABNATCA Hanbonee YHUKaNbHbIMU:

- ynop Ha pa3yMHOe UCNo/ib30BaHUe, KOTOPOe akLeHTUpyeT BHUMaHue Ha c6ope, o6MeHe U KNMHUYECKOM UCNOMb-
30BaHUM MHGOpMauuMn ANs coAeiiCTBMA YyCOBEpPLIEHCTBOBAHMUIO NMpouecca CnexeHus 3a 60Me3Hbio, KOOPAMHUPOBAHMWA
MeAULMHCKOro 06CNYXNBAHNA 1 NOAAEPXKKN NPUHATUSA peLlleHnid;

- noAxof, COCTOALMIA N3 Tpex 3TanoB ANA Nporpeccupytouieil nogaepxkn kayectsa u 6e30NacHoOCT MeANLMHCKOW
CUCTEeMbl 1 MOBbIWEHNS 3P (PEKTUBHOCTN, KOTOPbIA BKAOYaeT B ce6a 3Ha4yMTesibHble (DMHAHCOBbLIE NOOLWPEHUSA A4S NO-
CTaBLWWKOB U OpraHu3auunii, AEMOHCTPUPYIOLWNX BHEAPEHNE U UCNOMb30BaHNEe CepTUMULMPOBAHHbBIX CUCTEM, a Takxe
ajantTupyeTt Tpe6oBaHUA cepTudrKaLnMm K KOHKPETHBIM TUNaM MeAULUHCKUX CUCTEM;

- ncnonb3oBaHue akkpeauTauuu B KayecTBe MexaHuWsMa ANA CO3[aHUA MHOTOYUC/AEHHbIX OPraHoB cepTudukayum
B COYETaHUM C NO3TanHbIM NOAXOAOM K peann3anun Tpe6oBaHUii pa3yMHOro NCNosib30BaHNA NPeaoCcTaBuI0 BO3MOXHOCTb
cepTudmkaynmn 601bWOro KONMYecTBa CUCTEM 38 OTHOCUTENbHO KOPOTKNIA NEpnos BPEMEHN.
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MpunoxexHne B
(cnpaBoy4HOE)

CpaBHeHMe TpeboBaHU lOpUConKL N

B.1 O6wune ceepgeHnn

B faHHOM MPUNOXEHWN CPaBHNBAKTCA TpebGoBaHUA YeTbipex OTAE/IbHbIX HALLMOHAIbHbIX NPOEKTOB N0 peanunsayum
EHR B Bpasunuu. KaHage. CLLUA n Benukob6putaHun. Kpome T0ro, npuBefieHbl oTAeNbHble Tpe6oBaHUsA AnoHMK n Poccuii-
ckoit ®epgepaunn. OHO OpraHN30BaHO NO CMeAYLWNM KaTeropuam:

a) Cornacue naumeHTa Ha c6op, NCNONb30BaHUE UNK pasrnawleHne NePCcoHanbHbIX MEAULNHCKUX faHHbIX,
BK/IlOYAET perncTpauuto cornacus, Tunbl cornacus, NpuBA3Ky cornacua, UITHOPMPOBaHMWeE cornacua B cayyae YpesBblyaii-
HbIX 06CTOATENLCTB, PETUCTPAaLMUI0 ClyYaeB UTHOPUPOBAHUA COrNacusa, MackupoBKYy AaHHbIX, cornacue, aHHoe 3aMeHs-
I0WUM OTBETCTBEHHbBIM INLOM, a Takke OnoBelleHne NaumeHToB 06 N3MEHEeHUAX cornacuii.

b) OrpaHnyeHne ncnonb3oBaHua u pasrnawexnns NMMA.

c)locTyn nayueHTa K NepcoHasbHOW NHopMaLny n ncnpaBneHne HeTOUYHbIX JaHHbIX.

d) TOYHOCTb AAHHbIX.

e) UpgenTndukauma n ayTeHTudukaumnsa nonb3osateneil, Bkawoyas uaeHtudukayuo nonpsosatens, ID nonb-
3o0BaTeneil; ayTeHTMdnKaLnio nonb3oBaTens; ayTeHTMUKaLuo cMcTeMOi M ayTeHTUdKaLnio ceTeBoro ysna: Metoabl
ayTeHTUukaummn; 3awmnTy npodunei nonb3osatens; Naponn: HeyjadHble NONbITKM BXoA4a U 06paTHY CBA3b C N0Jb30-
BaTesnemM BO BpeMs ayTeHTudukaymu.

f) YnpaBneHne npusunernamu, Bkaoyas paspeweHne Ha [OCTyn, npejocTaBiieHne nHopmauum o npasax f0-
cTyna. orpaHu4YeHus npas Ha JOCTyn, nepejayy npas Ha JOCTyn U OTMEHy npasa Ha AOCTyn.

A) Mpuemnemoe ncnonb3oBaHue, BKAOYAA yBeAOMIEHNe NoNb3oBaTENEN.

h) Be3onacHocTb ceaHca U BpeMs OXUAaHWUA, BKIOYAs NONb30BaTE/IbCKME CEAaHChl 1 BPEMS 0XMAAHUA NOAKI0-
YEeHMA. a Takxe 3alWuTy ceaHca.

i) MopaepxaHne JOCTYNHOCTU JlaHHbIX, BK/lloYas pe3epBHOe KONMpOBaHMe ¥ BOCCTAHOBEHME.

j) 3awmuTta gaHHbIX B Npouecce nepegauyu, BkAYaa KOgUPOBaHWE JaHHbIX B npouecce nepefayn u nofTBepx-
[EeHUs OCTaBKMN AaHHbIX.

k) 3awuTta faHHbIX B NpoLecce XpaHeHUs, BKIOYAA 3alUTY AaHHbIX B apXuBax v 3alWuTy JaHHblIX HAa NopTaTue-
HbIX HOCUTENSX.

1) LLlenocTHOCTb faHHbIX, BKAOYas NPOBEPKY LEeNOCTHOCTU JaHHbIX, LeNOCTHOCTb JaHHbIX B X04€e UMMNoOpTa AaH-
HbIX 1 NPOBEPKY UCXOAAULUX AAaHHbIX.

T) XpaHeHue 3anucei.

n) MapkupoBKa faHHbIX.

0) AyauT, BKAOYAA XypHanbl ayauta n cobbiTua cpabaTbiBaHWa Tpurrepa, uHtepdeliic, cogepxaHue, cneicTBeH-
Hble MHCTPYMEHTbI, 3alUTy, XpaHeHne, ynpasaeHune, NOCTOSSHHOE BefleHne XypHana ayauTta n BOCCTaHOB/IEHNE coepxa-
HWUA 9N1EKTPOHHON MeJNLMHCKOW KapTbl Ha NPeALWecTBYOLWMUA MOMEHT BPEMEHMU.

p) YnpaBneHue BepcUAMM NMpOrpaMMHOro obecnevyeHna u JOoKyMeHTauus, BkaYas Tpe6oBaHna Kk ynpasne-
Huio Bepcusasmu MO 1 gokymeHTauum.

q) CuHXpoOHM3aLNA BpeMeHN u hopMaTupoBaHne BpemMeHun/gathbl. BKAoYas hopmaT BPEMEHU U CUHXPOHU3A-
LU0 BPEMEHU.

r) KOHTPONb MHUMEHTOB HapyweHna 6e30NacHOCTN N KOH(MUAEHLNANbHOCTH.

s) Uudposbie ceptudukatel 1 UM poBbLIE NOANUCK, BKIOYaA WUCNOMb30BaHWe LUGPOBLIX cepTuduKaTtos,
unposbix nognuceit, npegoctaBneHne UudposbiX Nognuceil nonb3osatensam, opmar noanucu, npoctasneHne uudg-
poBOI MojgnNuCK, BPEeMEHHble OTMETKW, NPOBEPKY AOCTOBEPHOCTU LM POBbLIX NOANUCENR, poNib NOANUCHIBAKLWErO ULa,
3KCMOPT AOKYMEHTOB W 3anuceil, cogepxalinx 3N1eKTPOHHYI0 NOANUCHL, NONUTUXY UCNONb30BaHUA UMM POBLIX nognuceit n
ncnonb3oBaHne UMpPOBOK NOANUCK Ha OLuNdPOBAHHbLIX (OTCKAHUPOBAHHbIX) AOKYMEHTaxX.

B Tabnuue, npuBefeHHOW Huxe, Tpeb6oBaHWA KaHaACKOW MefWLWMHCKON opraHmsaumm Infoway oTHocATCca K
LLeHTPa/M30BaHHbIM OPUCANKLMOHHBIM apxuBam MeAULMHCKUX 3anuceii (Hanpumep. LleHTpanbHOMY apXxuBy anek-
TPOHHBIX MEOULUHCKUX KapT Ans xuteneit MaHnTo6bl). Tpeb6oBaHna YnpasneHusa nHdopmauyuneii BenukobputaHunm
oTHOCHATCA K nmporpamme Spine u Cnyx6e gaHHbiXx nayneHTta (Patient Data Service. PDS), OHMW Takxe OTHOCATCH K
LeHTpann3oBaHHbIM OPUCANKLMOHHLIM apxmeam 3anunceii (Hanpumep. LleHTpanbHbii apXxnB 3N1E€KTPOHHbIX MeAULNH-
CKUX KapT Ana xuteneit AHrnuu). Tpe6oBaHua Bpas3nnnn oTHOCATCH Kk npoueccam cepTudukauum MeAuLUHCKOro
nporpammHoro o6ecnevyeHuns, KOHTPONMpyemMmoro 6pasnnbLCKuM 06 EeCcTBOM NO MeAULUHCKON MHpopMaTMKe Npu Noa-
AepXKe nanatbl Bpayei.
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B.2 Cornacue naumeHTa Ha c60p, MCNOMb30BaHWE MW pa3rnaleHne NepcoHanbHblX
MeLULMHCKNX faHHbIX

B.2.1 Peructpauusa cornacui

Bpa3unnunsa

NGS1.04.09 OrpaHuyeHnsa goctyna kK EHR. go6aBneHHble nayneHToMm:

Mo3BonsieT nayneHtTam f06aBNsATb OrpaHUYEHNa Kk YyacTn unu scem EHR.

HL7ERHS FM IN1.4

KaHnapga

Tpeb6oBaHne KOH(UAEHLNANBHOCTM 9 KaHAACKOW MeanLMHCKON opraHusaumn Infoway

Peructpayus cornacus B cuctemax POS

Cuctembl POS. nofknio4YeHHble K UHPOCTPYKTYpPe 3NEKTPOHHOro yyeTa 340pOBbA B CAyyasx, onpefesieHHbIX 3a-
KOHOM. [O/XHbl UMeTb BO3MOXHOCTb 3anucu AWPEKTUB cornacusa nauyueHta/nuuya, BKAYAs NPUOCTAHOBKY, OTkas
NN aHHYNMpOBaHWe cornacus.

O6ocHOBaHNe — MeANLMHCKNE YYpPEXAEeHUA A0/KHbl ObiTb OCBEAOM/IEHbI O TOM. 4TO OHW NOMTYYNUIN COTNacus, He-
06X04MMble B MX KOHKPETHbIX I0PUCANKLUMAX ANA Lenell, B paMkax KOTOpbiX OHU 6yAyT cobupaTb, MCNONb30BaTbh AN
packpbiBaTb MM (cm. TpeboBaHue KOHUAeHUManbHOCTN 5. NnpuBeeHHoe B pa3sgene 5).

dopma cornacus, 3anpawMBaemas opraHusaumneii, nogknovaknweinca k uHpocTpyktype EHR. moxeT pasnnuatbcs,
B 3aBMCUMOCTU OT OPUCANKLMKN, 06CTOATENLCTB, NMPU KOTOPLIX Gbla cobpaHa MHopmauua (Hanpumep, ckopas
MeAuLMHCKas NOMOLb) U TUNa nHcopmauumn (Hanpumep, o6asatensHoe ysegomneHne 06 MHGEKLMOHHbIX 3a6one-
BaHuAX). B kaHagckoli cpege EHR Heo6xoauMble hOpMbl COrTacusi B OCHOBHOM YTBEPX/AAOTCA Pa3/iniHbIMU 3aKO0-
HamMu. B MepBylo o4yepeb 3aKOHaMu O 3alnTe MeANLUHCKUX AaHHbIX N 0 KOH(UAEHLManbHOCTN roCy4apCTBEHHOIO
cektopa. Te nuua, KOToOpble BBOAAT NepCOHabHble MeULUHCKNE laHHble B cucTeMy POS B KOHKPETHOW 0 pUcamnk-
LK. UMET OCHOBHOE 06A3aTeNbCTBO MO NOMYYEHWIO 1 3anucK AMPeKTUB cornacua naunexntos/nuy. Cuctema POS
[OJKHA rapaHTUpoBaTh, YTO Te. KTO OCylWecTBASAeT A0CTyNn K 3TuM MM/, MOryT noNy4YnTb JOCTYN TOMbKO K TOW WUH-
thopmaummn. kKoTopas AOCTYNHAa Ha 3aKOHHbIX OCHOBAHWSIX, B COOTBETCTBUW C COT/laCEM WM HA OCHOBE 3aKOHHOrO0
paspelweHns Ha UCNoNb3oBaHne Uau pasrnaweHne (Hanpumep, ayauT UAn NpaBooXpaHUTE NbHble OpraHbl).
Tpe6oBaHne KoHUAeHUManbHoCTK 11 kaHAaACKOW MefuLMHCKOW opraHu3auun Infoway

Pernctpauusa cornacus B MHgocTpyktype EHR

WNHbocTpykTypa EHR B cnydyasx, onpefefnieHHbIX 3aKOHOM, A0/DKHA UMeTb BO3MOXHOCTb peructpauum UpekTus
cornacus nauvMeHToB/NuL,. BKAOYas NPUOCTAHOBKY, OTKA3 AW aHHYNMpOBaHMe cornacus, a Takxe [0/KHa BbiNon-
HATb 3TO TakMM Cnoco6oM, KOTOPbI MO3BONSET KaXA0N OPUCANKLUN COOTBETCTBOBATbL CBOMM 3aKOHOAATE/bHbIM
Tpe6oBaHUAM NO cCOrnacuio.

O6ocHOoBaHMEe — MeAULMHCKME YUpeX4eHNs LO/KHbI BblTb CNOCO6GHbLI ONpeaenaTh, Aan An nayneHT/nnyo paspe-
LWeHne nnn 0To3Ban ero, YT0 COOTBETCTBYET TPE6GOBAHNAM B KOHKPETHbIX OPUCANKLNAX 3TUX YUPEXAEHUA.
CnepoBaTenbHO, Te opraHusanuy, KoTopble cobuparTcs coo6wnTs MM/ ApYroii o pucAnKLUN, AOKHbI fenaTb 3T0
Tak. 4To6bl 3TO He NMPOTMBOPEYMNIO 3aKOHOAATEeIbHbIM TPe6GOBaHUAM NO COrMacuio UX COGCTBEHHOW OPUCANKLUM
(T. e. lopUCAMKLMMN pasrnalaluleil opraHnsaumnm). Ha npakTnke MejuLUHCKas opraHusauuns, xenawuwas noayunTsb
poctyn k MM/, apyroii puUCANKLUN, [OMKHA fenaTb 3TO TakuM 06pa3om, KOTOpbIA He NMPOTMBOPEYUT 3aKoHoAa-
TeNbHbIM Tpe6OBaHNAM N0 cornacuio Ha pasrnawenue MM B OpUCAUKLUN OpraHusaummn, Kotopas BnajeeT faH-
HbIMU. @ Takxe BbINOMIHAET BCe 3aKoHOAaTeNbHble Tpe6oBaHNA NO cornacuio Ha goctyn k MM[ B ux cO6CTBEHHOI
opucankymmn. (B MHOM cnyvyae oTnpaBuTE/lb HE MOXET OTBETUTbL Ha 3anpoc gocTyna). 3TO NPUBOAUT K rNy6OKN»/
nocneacTBUAM, KacalwLWUMCA COBMECTUMOCTHU ¢ MHDOCTpykTypoii EHR. MHdopmayma, cogepxawascs B EHR na-
uneHTa/nmua. MoXeT cofepxaTb NpaBoBble Tpe60BaHNA K COrNacuio 0T HECKONbKUX PUCANKLNA (cMm. TpeboBaHne
KOH(bugeHunanbHoctTn 12. npusBefeHHoe B pasgene 5). Mpexge yem paspewntb goctyn K MM/ nHdocTpykTypa
EHR fonkHa rapaHtTupoBaTb, 4TO BCe He0o6xoAauMmble opuinyeckme TpeboBaHWA BbIMONHEHbI Nepej nepepavei
[aHHbIX 3anpalwunBaowemy angy.

Benunko6putaHusa

Tpe6oBaHue 3.2.2 YnpaBneHus uHopmauyueii (IG) BenukobputaHuu

Cuctema fo/xHa npeocTaBnATb CpefcTBo cb6opa MHhopmaLmmn o cTatyce Cornacus naLmeHTa u ero peleHnsax u.
COOTBETCTBEHHO, 06HOBNATL PDS.

Tpe6oBaHue 3.2.3 YnpasneHusa nHopmauunein BennkobputanHun

Cuctema [o/XHa NpeAocTas/fiATb N0/Ib30BaTE/IAM BO3MOXHOCTb 3aMUCU TEKCTOBbIX 3aMETOK Ha eCTECTBEHHOM
A3blKe 0 peleHny nauneHTa nan oTCYTCTBUMN ero pelleHns kacatenbHo o6MeHa nHdopmaymeil no Spine, a Takxe
0 npouecce NPUHATUS pelleHnit. Bo nsbexaHne HenpaBUIbLHOTO TOJIKOBAHUA 3Ta MHOPMaLNa 6yaeT XpaHUTbCs
nokanbHO, a He B Spine.

Tpe6oBaHue 3.16.4 YnpaBneHus nHopmaumein BennkobputaHum

JloCTyn CO CTOPOHbI CUCTEM COLMabHOW NOMOLL N

Cuctema fosxHa o6ecneynBartb BO3MOXHOCTb c6opa TEKCTOBbLIX 3aMETOK Ha €CTECTBEHHOM A3blKe, CBA3aHHbIX C
npoLeccoM NPUHATUA pelweHuin. Cuctema JO/XHA NPeaocTaBNATb BO3MOXHOCTb 06ecneyeHns AONOMHUTENbHON
MHOpMaLnn 0 MmexaHusMe corfacua W ero BAMAHWM Ha NoJMib30BaTesNia B pamKax B3auMOAEACTBUSA C KIMEHTOM.
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Hanpumep, 3T0 MOXeT 6bITb 4OCTUTHYTO C MOMOLLbIO CUCTEMbI, 06ecneunBatoL el PyHKLNID 0TOGPaXeHUs NOACHMU-
TeNnbHOro TekcTa, KOTopblii 6bIN co3aaH opraHu3aumnein patee.

Poccuiickas ®egepauyns

Tpeb6oBaHne 13 3akoHa P® o1 2011-11-21

Co6noaeHne Bpaye6HOI TaiiHbl

Cornacuve nauueHTa He TpebyeTcs ecnu:

- nepcoHanbHble MejuLUHCKME AaHHble o6pabaTbiBalOTCS A1 NPOLECCOB KOHTPOSA U yNpaBneHus rocyjapcTBeH-
HOrO COLManbHOTO CTPaxoBaHus;

- NpouCcXoAMT 06MEeH NepcoHaNbHbIMW MeAULUHCKUMU JaHHBIMU MeXAy MeAULUHCKUMU OpraHu3aunsmu gns no-
CTaHOBKM AnarHosa uam MeauLUHCKOro 06CnyxXnBaHus;

- NepcoHanbHble MeAULUMHCKNE AaHHble WCMOMb3YITCA ANA KOHTPONSA kayecTBa M 6e30MacHOCTM MeULUHCKOTO
o6cnyxumBaHusa.

B.2.2 Tunbl cornacusa

Benukob6putaHusa

Tpe6oBaHue 3.2.4 YnpasneHusa nHopmaumneit Benmkobputanum

Co6paHHas nHopMaLms o COCTOAHUMN COorlacusi naymeHTa JoJ/KHa BK/OYaTb ykazaHue 0 TOM. 6bi/10 1M NPUHATO
«BblpaXeHHOoe cornacue», «Hecoranacue» an «nojgpasymeBaemMoe cornacve» naymeHTa, u jaTy NpUHATUS AaHHOTO
peweHus.

Tpeb6oBaHne 3.16.2 YnpaBneHusa nHgpopmayvein Bennkobputanumn

LocTyn u3 cuctem coumanbHOW NnoMoLn

CucTtema fonXHa NpefocTaBNATb PYHKLMOHANbHbIE BO3MOXHOCTU AN perucTpauum n 3anucu ctatyca npegnoyre-
HWUIA Nuya, KacawLWwnxca ocylecTBeHNsa AocTyna Kk ero kaprtam, xpaHawumcs B NHS, u3 yupexgeHruii coynanbHoi
NoMOLLM, B KOTOPbIX B MPOTUBHOM C/y4aB Takoil AOCTYN MOXeT GblTb paspelleH COOTBETCTBYIOLWMUM 3aperucTpu-
POBaHHbLIM. ayTeHTUMUUNPOBAHHbLIM ¥ aBTOPN30BAHHbLIM NOMb3oBaTeNAM. CuctemMa f0O/KHA NPOBOAUTL pasnuuve
MeXxJay Tunamu cornacus; «npeAnoyTeHne He BblpaXEeHO», «BblPaXEHO COracuB» U «BbIPaXEHO Hecornacue».
CTaHfapTHbIM 3HayeHueM AN 3Toro cratyca, A0 Toro kak 6eina cobpaHa nwbas nHopmaynsa 06 MHauBMUAyanb-
HOM Nuue, AOMXKHO ABNATLCA «NpeAnouYTeHNe He BbipaXeHo». «lpeAnoyYTeHne He BbipaXeHOo» o3HavyaeT, YTo BO-
npoc He 6bin 3afaH KNMEHTY (M. cnefoBaTelbHO, CUCTEMa MOXET OTNPaB/isAiTb 3aNpPOC B COOTBETCTBYIOLME TOUKM).
«BblpaxeHo cornacve» no3sonseT CUCTEME OCYLWeCcTBAATb AOCTyn k cepBucam NHS (cm. Tpeb6oBaHue 3.16.7).
«BblpaxeHo Hecornacue» o3HavyaeT CO6bITUA, NPU KOTOPbIX BONPOC KNUEHTY 6biN 3aAaH, U KIMEHT Bbipasnau ceoe
npeAnoyTeHne, N 4YTo. Cief0BaTe/IbHO, HOBbI 3aNPOC He MOXET GbITb OTNPAB/IEH B X04e TOr0 Xe nepuoga nevyeHus
(XOTSt HOBbI 3aNPOC MOXEeT 6biTb YMECTEH NpW NPOBEAEHNN NocneayolW el 3Ha4MMoii oueHkn). KnneHT moxeT 06-
HOBWTb CTATyC CBOEro cornacus B N060ii MOMEHT B XOA4€ /IeYeHus.

Tpeb6oBaHne 3.16.3 YnpaBneHus nHgpopmayvein Bennkobputanumn

LocTyn 13 cucTtem couunanbHO noMmoumn

CucTtema flo/KHa NOAAEpXUBaTL MUSMEHEHNE cTaTyca corflacusa nuua ¢ «NpeanoyYTeHne He BbIPaXeHo» Ha «Bblpa-
XEHO cornacvme» 1 «BblpaXeHo Hecornacue». ECn cTaTycom ABNSIETCSH «BblPaXeHOo coriacre», To OH MOXeT 6biTb
M3MEHEH TONIbKO Ha «BbIPAaXEHO Hecornacue», a €cnu cTaTyCoM SBNSIETCA «BbIPaXEHO Hecornacue» OH MOXeT
6bITb N3MEHEH TOJIbKO Ha «BblpaXeHo coriiacue».

Tpe6oBaHue 3.16.5 YnpaBneHus nigpopmayvein BennkobpmutaHum

JlocTyn u3 cuctem coumanbHOR nomMoLmn

CucTema A0MXHa pPerucTpupoBaTth /IMYHOCTb NOMb30BATENS CUCTEMbI, 3anNuUCbiBalOLWEN Takme peleHus, ¢ ykasa-
HMEeM BpeMeHW, AaTbl U MecTonosioxeHnsa. Cnctema [o/KHa 3anucbiBaTb UAEHTUD NKALNOHHbIE faHHble paboueil
CTaHLMN KOHEeYHOro nonb3oBaTeNsi UAN UCMNoJib3yeMoro ycTpoiicTaa.

Tpe6oBaHue 3.16.6 YnpaBneHusa uHcdopmauyueii BennkobputaHun

[locTyn u3 cucTem colmanbHOR noMoLm

CucTema fo/xHa noafepxueatb nobecneynsatb NpeAcTaBieHne, UCTOPUIO PELEHWIA, KOTOPble NPUHUMAKTCA Nn-
LIOM. @ TaKxXe N06bIX CBA3AHHbIX C HAMU NpUMedaHuii. locTyn K faHHOW NCTOPUN LOMXEH NPeAOoCTaBAATLCS TO/bKO
nonb3oBaTtensm, 061afa WM 0co6bIMN 4ONOHUTENbHBIMU NpaBamu.

Tpe6oBaHue 3.16.7 YnpaBneHus nHopmauuneit Bennko6putaHuu

JlocTyn 3 cuctem coumanbHOR noMoLmn

Mepep ocyuwectBneHnem nwb6oro goctyna k PDS (Mnu no6biM pyrum cepeucam Spine, KpoMe NOALEPXKKN ayTeH-
Tudmkauum nnn RBAC) cuctema o/1XHa yCTaHOBUTb, YTO TEKYL UM NnapaMeTpoM NpeAnoYTEHNA KNUeHTa ABnaeTca
«BblpaXeHo cornacue». Mpy oTCYTCTBUM 3TOTO NapaMeTpa HU OAUH TaKO LOCTYN HE MOXET 6biTb OCYLLECTB/EH.
Tpeb6oBaHne 3.16.8 YnpaBneHua nHgpopmayvein Bennkobpmutanumn

LocTyn 13 cucTem colmanbHOR noMoLn

SIBHO BblpaXXeHHOEe cornacus, onMcaHHoe B JJaHHOM NYHKTe, AO/KHO NOABEPraTbCcsA Kak MUHUMYM OAHOW U3 Tpex
cnefywwmx hopm NpoBepKu:

a) $IBHO BblpaXeHHOe cornacve B COOTBETCTBUU C ONWCAHWEM B JAHHOM NYHKTE OTHOCUTCS TOJIbKO K KOHKpPETHOMY
nepuogy mMeauUnHCKOro o6cnyxunsanHusa. Cuctema fo/Ha rapaHTMpoBaTh, 4TO JlaHHOe 3anMcaHHoe cornacue pac-
cMaTpuBAaEeTCA TOMbKO B KOHTEKCTE KOHKPETHOro nepmoja MeguLMHCKOro 06CnyXuBaHna (KOTOPbIA, 0gHaKo, MOXeT
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6bITb MHOTOMIETHUM). DTO MOXET NOAAEPXMBATLCSA NMyTEM CBSI3bIBAHWSA 3TOr0 COrlacua C SIBHbIM 3MU30ANYECKUM
cnyyaem, ynpasnsaemMbiM B npefenax MECcTHOW cucTtemMbl 06CNyXunBaHus, nam (ecnm cornacme npoBoANTCSA NO OTHO-
WeHNo K 06l el 3anncu KNmeHTa) nyTem CMeHbl /iaxka cornacus Ha «npefnoyYyTeHne He BbipaXeHo» cpa3sy nocne
OKOHYaHWA nepuoja MeAULNHCKOTO 06CNYyXUBaHNS;

b) /llo60e ABHO BbipaXeHHOe cornacue B COOTBETCTBUN C ONUCAHNEM B J@HHOM NMYHKTe MOXET 6bITb JOCTYNHO AN
NPUMEHEHNA K KTMEHTY B TeyeHne Nto6blX NepnooB MeAnLUHCKOro o6cnyxmnsaHnsa B byayuiem (3a uckaoyeHmem
cnyvyaeB, Korja OHO aHHY/NUPYeTCs KIMeHTOM B N060/i MOMEHT) TO/IbKO B TOM C/ly4ae, eC/ BbipaXeHHOCTb 6blna
cornacoeaHa € K/IMeHTOM BO BpeMs NepBOHAYaNbHOro B3aMMOAENCTBUA C HUM ANA NONYYEHWUS ero cornacus:

C) 3anucaHHblii CTaTyCc SBHO BbIPaXEHHOTO COrsliacua B COOTBETCTBMM C ONMCAHWEM B ;JaHHOM MYHKTe AO/DKEH npu-
MEHATbLCA TONbKO [0 BbINONHEHWA N60I nocneayowen oLeHKM CO CTOPOHbI couManbHol nomowu (Hanpumep,
KOHTaKTHas nnu obuwas oueHka SAP. npu KoTopoit NoTpeGHOCTK 34paBOOXPaHEHNA U counanbHOro o6ecnevyeHuns
OL,eHNBAIOTCA COBMECTHO), B pe3y/ibTaTe KOTOPOW yKka3aHHbI cTaTyc cornacusa Ao/XKeH 6blTb NOATBEPXAEH KINEH-
TOM.

B OTCYTCTBME ABHOTO BblpaXeHUA KMEHTOM COr/lacuMa no 3TUM NpUHUMNaM cCUCcTeMa [Oo/KHa NofAepXuBaTb Me-
XaHn3M ob6ecneyeHna paspelleHns kKAnMeHTa, 4To6bl NONYYNTb BO3MOXHOCTb AOCTyna TOMbKO Ha BpeMsa ceaHca
pernctpauuun Ans Tekywero nonb3oBaTens.

B.2.3 NMpueAska cornacua

KaHapga

Tpeb6oBaHne KoH(UgeHLnanbHocTn 10 KaHaACcKoW MeAnLUHCKOW opraHusauum Infoway

CsasbiBaHue cornacusa c NM/J B cuctemax POS

Ecnu cuctembl POS, cBA3aHHble ¢ UHOCTPYKTYpoli EHR. peructpupyoT AMpeKTUBLI cornacus nauyneHta/nuua. B
TOM Ync/ie NPUOCTaHOBKY, NPeKpaleHne cornacus uam oTkas oT cornacus, Takme cuctembl POS foMXHbI Nepepa-
BaTb flaHHble ANUPEKTUBBI cornacma B nHocTpykTypy EHR B nocnepgosaTtenbHoll hopMe kaxAblii pa3 npu nepegaye
cBfi3aHHbIX MM/, B nHocTpykTypy EHR.

O6ocHoBaHne — He BO Bcex wopucaukumax tpebyetcs, utobol cuctema POS cobupana gnpekTuBbl cornacus.
B cnyvasx, npn KOTOpbIX ocyuiecTBaseTcs c60p aTUX AUPEKTUB, BaXHO, YTOObl OHU NepeAaBanuCb B MHGOCTPYK-
Typy EHR kaxpablii pas. korga gonxHbl nepegasatbca cBa3aHHble MM[I. 9To o6ecneynt Hagnexauwyo o6paboTky
LaHHbIX AWPEKTUB cornacus uHgocTpykTypoir EHR nepep nepepaveit MM/ B Apyryto topucaukyuio. O6paTtute
BHUMaHMe Ha TO. YTO 3ajava no ob6ecneyeHnto COOTBETCTBMA C TpebOBaHNAMMN APYTrUX O PUCANKLUIA nepexoanT oT
cuctembl POS kuHdocTpyktype EHR, uTo siBnseTtca pasyMHbIM NOAXOAOM, yuUTbiBasa 60/blIOE KONMYECTBO OpUC-
OVKLWIA 1 cornacusa pasHoli CIOXHOCTWN MexXAy HUMU.

CTtaHpapThl 1 hopmaTthl TakuX fJaHHbIX COrnacus, He BXOAAT B 06beM U cofepxaHue [aHHOW TeXHW4YeckoW
cneuundukauum, Ho 6yayT paccMOTpPeHbl B crieylolnx otyeTax; «OLueHka cTaH4apToB No 6e30NacHOCTU U KOH(U-
AeHunanbHoCcTU» un «Cnyx6bl o6ecnevyeHns KoHpuaeHunanbHocTM n 6esonacHocTu» (cm. nogpasgen 2.2 «KoH-
TEKCT ANSA aHanu3a TpeboBaHUN K KOHPUAEHUNANBHOCTN N 6€30NacHOCTU»).

Tpeb6oBaHue KOHUAEHLNANBHOCTM 12 KaHaACKOW MeAMLUHCKON opraHudauum Infoway

CsA3biBaHWe anpekTus cornacusa ¢ MM s cuctemax nHMoCcTpykTypsl EHR

Ecnn Hannune cornacua tpebyeTca No 3aKkoHy, KaxAblii pa3 npu noayyeHumn, xpaHeHnn, o6paboTke nunu nepegave
NMMA nHdocTpykTypa EHR gonxHa 6biTb cnocobHa:

a) noafepxueaTb CBA3b MeXAy AaHHbIMWU W AUpeKkTUBaMu cornacusa, B COOTBETCTBUM C KOTOPbIMU AaHHble MOTyT
Mcnonb30BaTbCs AN pasrialartbCes;

b) o6pabaTbiBaTb 3TN AUPEKTMUBbLI cOrnacua nepef nepepgavein cBA3aHHbIX JaHHbIX U 6GNOKMpoOBaTh nNepefavy B
c/nyvyae, eC/I OHA NMPOTUBOPEYUT AUPEKTUBE, a TaKXKe B C/y4Yas, EC/IN HUKAKUX UCKIIYEHW  ANS Takoro Tuna pas-
rnaweHns He ykasaHo B 3aKOHe;

C) yBeAOM/ATb MHMLUMATOpa 3anpoca KaxAblii pa3 npu 6/10KkMpOBKe AaHHbIX, COTACHO U3/10)XEHHOMY B nepeyuc-
neHuu b).

O6ocHOBaHMe — OTO0 NO3BOMUT OpraHu3auusam, NogknvanLWnumMca K UHPocTpykType EHR nnun pasmevarowmm Kom-
NOHEHTbI UHPOCTPYKTYpbl EHR. NpuMeHATb AWPEKTUBLI COrlacusa nayneHTa/nuua B npegenax ux LPUCAnKUUKN, a
TaKkKe B Apyrux topucankumax. MHgoctpyktype EHR 1 cuctemam, nogknioyaembiM K MHpocTpykType EHR. 6ygeTt
Takxe TpeboBaTbCs NocnefoBaTeNibHOe NpeAcTaBneHne AUPEKTUB COracua U AMpeKTUB macxmposaHusa/6esonac-
HOro XpaHeHus Ana nojpepxaHna TpebosBaHuii MHTeponepabenbHOCTU B Npejenax WPUCANKLUIA 1 npexae Bcero
MeXAy 3STUMU PUCONKLNAMN.

BenukobpurtaHus

Tpe6oBaHue 3.2.5 YnpasneHusa nHopmauuneit Benukobputanmm

Cuctema [OMIXHA rapaHTupoBaTb, 4TO NOMb30BaTeNb, KOTOPbLIV 3anpawnsaeT JOCTYN K KOHPUAEHUMANbHbBIM
nepcoHanbHbIM AaHHbIM, JocTynHbiM B CRS NHS. cHavyana 6yjeT ysefjoM/IeH O cTaTyce corfacus Ha o6MeH
nHpopmauum CRS NHS nauyuneHTa, 0 faTte nocnefHero pelweHns o coriacum 1 0 cCoAepXaHun pelweHns o co-
rnacun nayueHta. PDS gonxeH 3anpawunBaTbCca ANA Takoi MHopmauuun, a He ANA 10OKASIbHO XPaHUMON WH-
cdopmaumu.

Tpe6oBaHue 3.16.10 YnpaBneHusa nHchopmauynein Bennkobputanum

JlocTyn M3 cuctem coumanbHOl noMoLyu
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Mepea NONbITKOW BHECTW BKaA B KpaTKylo MeAULUHCKYIO KapTy (MyTem oTnpasku uHdopmayum Ha PSIS) cuctemsl
[OJKHBI YCTAHOBUTHL (C NOMOLbI0 MHTepdelica cnyx6bbl KOHTPONA OCTyNa spine), YTO KAWEHTbLI He BO3paXatT Npo-
TWB CO3JaHNA KpaTKoi MeAULNHCKON KapThbl.

Tpe6oBaHue 3.16.11 YnpaBneHusa nigpopmauvein BennkobputaHuu

JlocTyn U3 cMCTeM COLManbHO nomowu

Mepep oTnpaBkoii N060l MHoOpMaLUy U3 N0 6bLIX yUpPeXAeHUA counanbHol NOMOLWM B MHhOPMaLMOHHbIE CNYX6bI
NHS (Hanpumep, oTnpaBka coobweHnit CAF B PSIS) cuctema gonxHa obecneuynTb NoslyyeHne ABHO BblpaXeHHOro
cornacus ot knueHTta. OxumpgaeTcs, 4TO MexaHu3m 6rokupoBaHnsa (cm 3.5 n ccbinkn) 6ygeT ncnonb3oBaTbCa AN
ynpaBieHns AaHHbIM COTNIaCMeM: OLLeHKU, KOTOpble 6bI1N 3a6/10KMPOBaHbI N 3alULLEeHbl, HE MOTYT 6bITb OTNpaBe-
Hbl PSIS. B TO BpeMA Kak OLeHKN, KoTopble 3a6/10kMpoBaHbl, MOTyT 6bliTb OTNPaB/IEHbl, HO He 6yAYT AOCTYNHbI ANA
06bIYHOTO NPOCMOTPA OCTa/IbHbIM.

B.2.4 AlrHopupoBaHue corfiacus B cayyae YpesBblyaliHblx 06CTOATENbCTB

CWA

CCHIT IFR.02

PaspelaeT aBTOPM30BaHHbIM NOJIb30BaTENAM (MMEIOLWMM JONYCK NPK Ype3BblyaiiHbix 06CTOATENbCTBAX) OCYLLECT-
BNATb AOCTYN K 31€KTPOHHbIM MEANLNHCKUM aHHbIM B C/ly4aB Ype3BblyaiHblX 06CTOATENLCTB.

Benukob6putanus

Tpe6oBaHue 3.2.6 YnpasneHua nHopmauunein Bennkobputanmm

CucTema gosikHa rapaHTUpoBaTh, YTO NOMb30BaTENb, KOTOPLINA 3anpawmnBaeT 4OCTYN K KOH(MAEHLManbHbIM Nepco-
Ha/llbHbIM JaHHbIM, KOTOPble fOCTYNHbl B CRS NHS 1 oTHOCATCA K naunMeHTaM, Bbipa3uBLIMM «sABHOE Hecornacue»,
cHavyana 6yaeT yBeJOM/IeH O MOCNeACTBUAX Nepej BbIBOAOM Takux AaHHbIX. CuUcTema [0/KHa rapaHTUpoBarthb,
4YTO Nonb3oBaTeslb 3aperncTpuposan NoATBEPXAeHUe TOro, YTo AaHHOe yBeJoMIeHne 6bl/10 MPUHATO K CBEAEHNI0
nepef BbIBOAOM [JaHHbiX. B Taknx 06CToATENbCTBAX A0/KHbBI COGMI0AATLCA peKOMeHAaUnn, n3noxeHHole B NPFIT-
FNT-K-IG-0114 DES — lpoekTupoBaHue gunanora UTHOpPUpPOBaHNA Hecornacus.

B.2.5 Peructpauusa B XypHane UTHOPUpPOBAHUA cornacus

KaHapga

Tpe6oBaHue KOHpuaeHUManbHOCTN 13 KaHaACKOW MefuLMHCKOR opraHn3auumn Infoway

Perncrpauunsa nrHopuposaHusa cornacus

WHpocTpykTypa EHR gonxHa 6biTb cnocobHa:

a) 3aHOCUTb B XYpHan crydyaun, nNpu KoTopbix o6paboTka AupekTus cornacua (Cm. TpeboBaHue KoOHpUAeHUManb-
HoCTW 12. nepeuncnexve b) 3anpeuwiaeT nepegady AaHHbIX;

b) 3aHOCUTb B XYpHan UAEHTUMUKALNOHHbIE JaHHble KaXA0oro nonb3oBaTens, KOTOPbIA UTHOPUPYeT AUPEKTUBbI
cornacus nayveHTa/nuua. NpMYNHY UTHOPUPOBAHMA cornacus, a Takke gaTy W BpeMs, B KOTOpoe cornacus 6bi10
NPOUTHOPNPOBAHO;

C) onosewartb INLL0, OTBETCTBEHHOE 3a o6ecneyeHne cobn0aeHna KOHPUAEHLNaNbLHOCTN B OpraHusaumum, rae pa-
60TaeT Nosb3oBaTeNb, OCYLWECTBAAOWMNIA 4OCTYN, a Takke B OpraHu3aunu, B KOTOpoii nposoguaca c6op nHpopma-
LU1un, 0 TOM. 4TO cornacue 6bI710 NPOUTHOPUPOBAHO.

O6ocHOBaHMe — Tak kak HEKOTOpPble 3aKOHbl O 3aluTe MeAULUHCKNX JaHHbIX, HanpuMmep, 3akoH OHTapuo o 3a-
WMTe nepcoHanbHblX MEAULUHCKAX AaHHbIX, paspeLalT OCyLWeCcTBNATbL KaK MackMpoBKy, Tak U AeMackupoBky, a
Takke yBeAoOMNATb TPETbUX UL, O CYLLeCTBYOLWMNX MackupoBkax, cuctembl EHRi u POS. nogkntoyeHHble K UH(O-
cTpykType EHR. fO/MIXKHbI BECTU CNEXKY NYyTEM 3aHECEHUNA B XypHan ayauta naeHTUMNKALNOHHbIX JaHHbIX Kaxa0-
ro. KTO jlemMackupyeT uan cHumaeT 6/10KUPOBKY C KapT (cM. TpeboBaHue 6e3onacHocTn 38 n Tpe6oBaHne 6e3onac-
HOCTM 43).

Kpome TOro, HeKoTopble 3aKoHOAaTe/IbHble aKTbl O 3alWuTe MefULUHCKNX aHHbIX TPEBYIT, YyTo6bl XpaHuTenn me-
AVUMHCKON MH(bopMaLmuu yBeJOMAANAN NauneHTa/nMLo o TOM. HTO ero unn ee NHopmauns ykpageHa, yTepsiHa unm
[0CTYN K Hel 6bl1 OCyWecTB/IEH NOCTOPOHHUM NMLOM. YBEJOM/IEHNE O TOM. YTO AMPEKTNBA cornacus nuua 6oina
NPOUrHOPMPOBAHa, OKaXeT 3HAaYNTEeNbHYIO MOMOLb MUY (11Lam), OTBETCTBEHHbIM 3a o6ecneyeHne COOTBETCTBUSA
opraHusayunu Tpe6oBaHMAM KOHPUAEHLUNANbHOCTH, B ONpejenieHnn Toro, korga 6biaun ocywecTBEHbl NOTeHUnanb-
Hblli «HeCaHKLMOHNPOBaHHbI» A0CTyn unu pasrnawexue MM, WrHopnpoBaHue AWPEKTUB cornacus nayneHta/
nvua A0/HKHO KOHTPOIMPOBATHLCA Kak B OpraHusaunu, B KoTopoit ocywecTtsnsancsa céop MM/, Tak n B opraHusauuu,
13 KOTOPOWi 6yaeT ocywecTBAEH JOCTYN K MHhopmayum.

Mockonbky XypHanbel camu no cebe 6yayT cofepxaTb KOHMUAEHLNANBbHYIO UHDOPMaLWNIO, OHU [OJIKHbI UMEThb 3a-
WKUTY W UCKNOYATb HECAHKLMOHUPOBAaHHbIV AOCTyn. Tpe6oBaHua K ux 6€30NacHOCTM onucaHbl B TpeboBaHuu
6e3onacHocTn 50 (o6ecneyenne focTyna K XypHanam ayauta uHdoctpyktypel EHR) n Tpe6osaHnun 6e3onacHo-
cTn 51 (MCknoYeHne HeCaHKLMOHMPOBAHHOTO AOCTYyNa K XypHanam ayauta MHocTpykTypbl EHR).

MoMumo peructpaumnmn cnyyaes MTHOPUPOBaHUA AUPEKTUB cornacusa nayneHTta/nmua (cM. nepevncnedve b) u yse-
[OM/IEHNS OTBETCTBEHHbIX /1ML, O TOM. YTO AMPEKTUBAa cornacus nuua 6bi1a NpourHoprposaHa (CM. nepeyncrneHue c),
CcyluecTByeT Takxe cBA3aHHOe TpeboBaHne 06 yBe[OMIEHUN NaLNEeHTOB/NNL, O HECAHKLMOHMPOBAHHOM JoCTyne
(cm. Tpe6oBaHue KoHuaeHynansHocTy 20. NnpusefeHHoe B pasgene 5).
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Benukob6putaHus

Tpe6oBaHne 3.2.7 YnpaBneHua nHdopmaumein BennkobputaHum

CucTema [0/XHa rapaHTUpoBaTh, 4TO B C/ly4ae BbiBOAA AAHHbIX NP 06CTOATENILCTBAX, OMUCAHHbIX B Tpe6oBaHUN
3.2.6. 370 co6bITNE ByAeT OTPaXeHo B ayAUTOPCKOM cnefe C ykasaHuem cneaywmnx gaHHblx:

- MAEeHTUMUKALMOHHBIX aHHbIX NOb30BaTeNs (BkIOYaa nageHTUdUKaynio poanesoro npouns);

- NAEHTUMUKALNOHHBIX AaHHbIX NauNeHTa;

- faTbl U BpeMeHUu ocylecTB/eHNs gocTyna:

- uyenwu (ueneit) goctyna.

B.2.6 MacknpoBaHue faHHbIX

Benukobputanusa

Tpe6oBaHue 3.5.1 YnpaBneHusa nHopmaumneit Benmkobputanum

3anevaTaHHblii KOHBEPT

B HacTosiuee Bpema paspabaTtbiBaloTcs cpeAcTBa, N03BONAKWME NALMEHTaM NPUHUMATL PeLleHns 0 4OCTYNHOCTH
nHpopMaumm o Hux. CornacHo onucaHuio B FapaHTuM MeLULMHCKONR KapTbl B ByaylemM nauneHTbl CMOryT NPOCUTb,
4TOOblI OTAENbHbIE YaCcTU UX KapT 6blNN CKPbITLI OT 06Liero o63opa, U Npu onpeAeneHHbIX 06CTOATENbBCTBAX Bpay
CMOXET CKPbITb ONpeAenieHHble TUNbl MHhopMaLmm oT naymeHTa.

BnokmpoBaHue nogaepxuBaeTcs B Kpatkoit uctopumn 6onesHn (SCR) ot Spine Bbinycka 2008-A. a cucremam, B3a-
nMmogeicTeyow M ¢ KpaTkoil nctopueii 6onesHun, Tenepb Tpebyetca nogaepxueatb 610kupoBaHue (No kpanHei
Mepe C TOYKM 3peHusn ux B3ammopeicteusa ¢ SCR).

[anbHeiiwne nogpo6HOCTN U pekOMeHaaunn NS NocTaBWUKOB JoCTynHbl B NPFIT-FNT-K-REQDEL-0142 Tpe6o-
BaHWA nocTaBliMKa O 3anevyaTaHHbIX KOHBepTax U conyTcTByowWwel Tabnuue, onucbiBatoLweil NPUMEHUMOCTb 3TUX
Tpe60BaHWl B pa3/IM4yHbIX KOHTEKCTaxX.

Tpe6oBaHue 3.16.12 YnpaBneHus niopmauneii Benunkobputanun

JlocTyn 3 cuctem coumanbHOR noMoLmn

Mpwn ocywecTBneHnn goctyna K gaHHbIM oT PSIS cuctembl counanbHO NOMOLWM AOMKHBI OT6UPaTh AOCTYNHbIE
[aHHble 1 N03BONATH NONIb30BATENAM OCYLECTBAATH JOCTYN TOMbKO K JaHHBIM, KacalWwmnMCcs coLmanbHON NoOMOLL .
B.2.7 Cornacue, faHHOe 3aMEHSAKWMNM OTBETCTBEHHbIM NNULOM

KaHapga

Tpe6oBaHue KOHpuaeHUManbHOCTN 15 KaHafCKoli MeauLMHCKOK opraHu3ayun Infoway

3anncb NAeHTUMNKALNOHHBIX JaHHbIX 3aMEHSAIOLNX OTBETCTBEHHbIX AL

B cnyyae He06X04MMOCTMW BbINOTHEHUA AaHHbIX AeCTBUI B cuny 3akoHa cuctembl EHRin POS. nogkntoyYeHHHbIe
K UHocTpykType EHR, fONXHbI MMeTb BO3MOXHOCTb OTO6paXeHua Toro, 4To cornacue JaHo 3aMeHAlWuM oT-
BETCTBEHHbLIM /IMLOM OT UMEHM nauueHTa/nuua (HanpuMep, cornacus AaHo YNOJITHOMOYEHHbIM NpefcTaBuTenem), a
Takxe ngeHTudununposaTb 3TO 3aMeHsAOLLee OTBETCTBEHHOE IMLL0 N €0 OTHOLWEHWE K NauuneHTy/nnyy.
O6ocHoBaHMe — Cornacve MOXeT 6blTb JaHO HEe TONIbKO NaLMEeHTOM' TULOM. HO U YNOJTHOMOYEHHbIM NpeacTaBuTeNnem
(HanpumMep, 3aKOHHbLIM ONEKYHOM, 3aMEHAIOLUM OTBETCTBEHHbLIM INLOM WAW INLLOM, UMEOL UM f0BEPEHHOCTL). Co3aa-
HVMe BO3MOXHOCTW COrnlacus u npejocTaB/eHne 3aMeHsILWero 0TBETCTBEHHOIO 1nua ABAATCA 4BYMS CaMbIMU C/TOX-
HbIMW Npo6nemamu 3almnTbl faHHbIX. [TPOBUHUKANBHbBIE U TEPPUTOPUANbHbBIE 3aKOHbI PErYNNPYIOT 3Ty AeATEeNbHOCTb.
OnpepenexHve 3aMeHAIOWEro 0TBETCTBEHHOIO MLa NauneHTa, kak npasuio, ABASETCA NPOLeccoM pacnpeesieHns no
CTeneHn BaXHOCTW, NPU KOTOPOM, B C/lyyae ecnv HU O4WH YeNnoBekK, COOTBETCTBYIOW NI NnepBoii ponnoacTBy B cnucke
(HanpumMep, Cynpyr uav onekyH) He MoXeT 6bITb HAAEH, TO XpPaHUTENb AO/KEH NONbITATLCA HAWTH cnefytoliee NoTeH-
LunanbHoe 3ameHsolLee 0TBETCTBEHHOE M0 B NpoLecce pacnpeAeneHns no cTeneHn BaXHOCTH (Hanpumep, 6paTta).
Korga nogxopgsijee 3aMeHslolee OTBETCTBEHHOE /INLO HaleHO, XpaHUTenb AO/KEH 3aperncTpuposaTtb ero oT-
HOWeHWNe K nayneHTy/nuuy Ans Toro, 4To6bl 06ecneuynTb BO3MOXHOCTbL NPOBEAEHUA ayaunTa, NOATBEPXAEHNS NN
nepeoLeHKN ocylLecTBIEHHOro Bblibopa.

B.2.8 OnoBelweHne nauneHToB 06 N3IMEHEHUN coracus

BenukobputaHus

Tpe6oBaHue 3.16.9 YnpaBneHus nHopmauuneit BennkobputaHuu

[locTyn n3 cuctem coumanbHOR noMoLu

Cuctema [onxHa NpefocTaBnsATb cpefcTBa, NO3BONAKLWME OpraHn3aLum, Ucnonb3ylei cnctemy, ysegoMnsaTb
KNWEeHTOB 06 M3MEHeHNAX UX cTaTyca cornacus W'vwnum npu ero perucrpayuu uam oTMeHe Ana Toro, 4tobel ybe-
OVTLCSH. YTO Takme U3MeHeHUs 6bi BHECEHbl HajnexalMm o6pa3omM B OTBET Ha MOXeNnaHus KnameHTa. 3T0 MOXeT
6bITb BINO/THEHO B (hOpMeE OTYeTa, KOTOPbLIA JOCTYNEeH CUCTEMHbBIM aAMUHUCTPATOPaM, NN MECTHbIX COOGLLEHW,
oTnpaB/IeHHbIX ONpeAeNeHHbIM agMUHUCTpaTopam.

B.3 OrpaHnyeHne ncnonb3oBaHnsa u pasrnaweHuns

KaHnapga

Tpe6oBaHue KOHpuaeHUMaNnbHOCTN 18 KaHaACKOW MefuLMHCKOR opraHn3auun Infoway

OrpaHuyeHne UCNoMb30BAHUA U pasrnaweHns NepcoHasbHbiX MEANLUHCKUX AAaHHbIX AN Pa3INYHbIX Lenei
OpraHunsauuu, nogknovatwuwmecs kK MHpocTpykType EHR, n opraHusauuun, pasmelaowne KOMNOHEHTbl UHOCTPYK-
Typbl EHR. O0MXHbBI MCNONb30BaTh AN packpbiBaTb MM/, TONBKO C LLeNblo OCYLLeCTBAEHNA 3a4ady, cornacyiowmxcs
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C TeMu, 418 KOTOPbIX OHW 6biNN cobpaHbl, 3a UCKNIYEHNEM CayyaeB, Korga 3To ocylwecTBAseTCca ¢ cornacus naum-
eHTabnmua NMbo paspeweHo uamn TpebyeTcs No 3akoHy.

O60ocHOBaHNe — 3akoH NpoBMHLMN AnbbepTa 0 3awnTe MeANLUHCKOW NHOpMaL K, 3aKkOH NPOBUHLUNIA MaHnTo6a
1N OHTapno 0 3alnuTe NepcoHanbHbIX MEAULUHCKNX AaHHbIX, & TakKe 3aKOH NPOBUHLUMK OHTapno 0 NepcoHanbHO
MeAVNLWNHCKOR nHDopmMaunn TpebytoT, 4yTobbl xpaHutenu MM/ cobupanu, ncnonb3oBanun u pasrnawanu To/bKo ToT
o6bem MM]], KOTOpbI ONpaBAaHHO HEO6X0AMM ANA OCYWeCTBNEeHUA YCTaHOBNEHHbIX 3aga4y. bonee nogpo6Has
MH(hopmaLusa npuseseHa Hxe B «O6A3aHHOCTSAX No c60py, UCNONb30BAHWIO U pa3rialleHnto B YC/IOBUAX OrpaHu-
YeHUs».

Kpome Toro, aTo Tpe6oBaHue ABNSETCA CTAHAAPTHBIM U OTHOCMTCSA K NPUHLUMNAM YE€CTHOTO UCMOTb30BaHUA flaHHbIX,
a B yupexeHusx, rge 6binn BBeAEHbl 3aKOHO4ATE/IbHbIE aKTbl O 3aluTe MeAULUHCKUX AaHHbIX, HEe NpenaTcTByeT
XpaHutenam uHgopmaynm obecneynBatb MeAULMHCKOe 06CnyxnBaHne. TN 3aKoHOAATe/IbHbIe MOJIOXEHUS, Kak
npasuno, paspewarwT unm TpebylT HECKO/IbKO NCNONb30BaHWI U pasrnaweHunin MM, oTHocAWwmMXca Kk obecne-
YEHNI0 MEAULMHCKOTO 06CnyXunBaHna, noaaepxke paboTbl CUCTEMbl 3[paBoOXpaHeHnsa nam obecnevyeHunto obuie-
CTBEHHOTO 3/paBOOXPaHEHMNA; Takne 3akoHoAaTelbHble MOMIOXEHUA MOryT pas3nmyatbCa B 3aBUCMMOCTW OT tOpuc-
AVKLnn.

Benukob6putanus

Tpeb6oBaHne 3.4.1 YnpaBneHua nHhopmaumein BennkobputaHum

PopacTteo, Nnpu3HaHHoe 3akoHoM (LR)

CucTtembl M ycnyru, BBeleHHble B paMKkax HalynoHanbHO’ nporpamMmbl N0 MHPOPMaLMOHHbLIM TexHonoruam (National
Programme for Information Technology, NPfIT), npegoctaBnsembie 06begnHeHnem 3gpaBooxpaHeHusa (Connecting
for Health (CFH)J HauunoHanbHo! cnyx6bl 3apaBooxpaHeHnss Bennko6putanum, 6ynyt 6esonacHo obpabaTbiBaTb
nepcoHasbHble faHHble 0 NayMeHTax, yunTbiBas KOHPUAEHLnaNbHOCTb NaunernTa. Cpean aleMeHTOB ynpaBneHus
cyujecTByeT TpeboBaHue, 4TO TONILKO Te NOMb30BaTENN, KOTOPble UMEKT «Npu3HaHHoe 3akoHOM poacTeo» (LR) ¢
nauneHTom, 6yayT UMeTb JOCTYN K IMYHOW MHbopMaLnn 0 Hewm.

ToNbKO Te Nonb3oBaTenu, KOTOpble YyYyBCTBYIOT B NpejocTaB/eHU MeAULMHCKOro 06CNyXuBaHua u nofaepxke
nayneHTa, 061afaloT BbipaXeHHbIM corflacMemM nayuMeHTa Ha AOCTYN Kero AaHHbiM. Be3 Takoro cornacus o6blYHbI
[OCTYN KAaHHbIM HE MOXeT 6biTb OCyL|eCTBNEH.

CucTeMbl JO/KHBI TAPaHTUPOBATb, YTO A4OCTYN KONpee/ieHHbIM KapTaM NauMeHTOB KOHTPOIMpyeTCcs JO/KHbIM 06-
pasom. Hanpumep, npu ucnonb3osaHun GP-cuctemsbl, N06bie XxapTbl NaLMeHToB, 60n1ee He 3aperncTpUpPoOBaHHbLIX B
paboTe, He A0/IKHbI 6bITb 4OCTYMHbLI B 06bIYHOM NOPALKE NOMbL30BATENAM CUCTEMBI.

Tpe6oBaHue 3.11.7 YnpaBneHua nicopmaumneii BennkobputaHuu

MocTaBUWMK JO/KEH MOoKasaTb, YTO OH OTPaHUYUN UAEHTUDUUUPYEMbIE AaHHble NaluuMeHToB, NnepejaBaemMble Ha
noptaTMBHbIE HOCUTENN, A0 MUHUMYMa, HEO6XOANMOro A1 COOTBETCTBYIOW e CNyX6bl.

B.4 locTyn nauueHTa K NnepcoHasibHOW MHOPMaLUN U UCNpaB/ieHne HETOUYHbIX AaHHbIX

Bpasununa

NGS1.04.08

[ocTyn nayneHTos Kk RES

Heo6xoanmo y6eAnTbCA, HTO NaLMEHT MOXET OCYLW eCTBAATbL AOCTYN KO BCE ercu'ee NNYHOW M KNUHUYECKON nHop-
Mauuu, xpaHaweica B EHR. Ecnn EHR He no3BonseT nauueHTy ocywecTBAsATbL npaMoit goctyn k EHR, To gomxHa
MCcnonbL30BaTbCA POSb NOMb30BATENA, KOTOPAsA NO3BONSAET OCYW,eCTBAATL AeCTBNA OT UMEHU nauneHTa.

MauneHT AOMXKEH UMETb BO3MOXHOCTL 3a6paTb ¢ C060i MHOPMaLN0 B NeYaTHOM WU 31eKTPOHHOM dopmarte.
CucTtema posmkHa 6biTb 06ecneyeHa nHTepdeiicom ANA neyatn 3asaBNEHNA NONb30BATENA O TOM, YTO OH UK OHa
nonyvalwT MHOpMaLKio.

B cnyuyaax korga nayvMeHT umeeT NpAMOoii 4OCTyn K MHdopMaunu Mnn Korga apyroe nuLo nmeeT NpsamMoii gocTyn K
MHOpMaLnn naymenTa, Nt060i 3KCNOPT JaHHbIX U NeyaTb 3aABEeHNA NauneHTa JO/KHbl 6biTh 3anncaHbl C ykasa-
HUeM Kak MUHUMYM crnefyoueii nHpopmayum:

- Nonb3oBaTesb, BbINOMHALWMNIA faHHOe aelicTBUE;

- MOJIHOE MMSA nauuneHTa:

- MecCTO 1 Bpems feiicTBus.

HL7 ERH-S FMIN1.4.

KaHapga

Tpe6oBaHne KOHMMAEHLNANBHOCTM 25 KaHAACKOW MeaNLNHCKO opraHu3auuu Infoway

VicnpaBneHne HETOYHOW 1 HENONHOI MHOpMaL K

OpraHusauum, nogknwoyvawwmecs kK MHGocTpyktype EHR. n opraHusauyuu, pasmeljatoline KOMMOHEHTbl MH(O-
CTPYKTYypbl EHR. fOMXHbI:

a) ucnpasnaTtb MM/, korga nayMeHT/INLO YyCNewHo NoATBEPXAaeT HETOYHOCTb UM HENOTHOTY Takoi MHpopmMa-
unu;

b) yBeaoMnATb nonb3oBaTteneit MHpocTpykTypbl EHR 0 TOM. 4TO AOCTyn Kk paccmaTtpuBaemoit nHpopmauum 6bin
ocywecTBneH, n nHgopmaumsa 6bi1a U3MEHEHa B TEX C/yyvasx, Korga MOXHO 060CHOBAHHO 0XujaTb, 4TO U3MeEHe-
HUEe MHOopMaLUKU OKaxeT BIMAHUE Ha TeKyllee SleyeHne naymeHta/nuua,
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C) 3anncbiBaTb CyTb HEPELIEHHOro cnopa B C/Ay4asx, Korja opraHu3alusa He corjiacHa ¢ TeM. YTO nauueHT/nmuo
COYNN HEMNOJTHLIM UM HETOUYHbLIM B XO/€ CBOEI OLEeHKH;

d) coobwarte 0 (hakTe HaNN4YMA HEepeLeHHOro crnopa nonb3oBaTenam MHMOCTPYKTYpbl EHR. ocywecTtsnsiowmm
A0CTYyN K paccMaTpuBaeMoi nHgopmaymu.

O60ocHOBaHMe — PelleHUsi, NPUHATbIE YNONHOMOYEHHbIMW AULaMyU Mo MHOPMaUUM N KOHUAEHUManbHOCTH
(nnn ux 3amectTutenamu no Bceit Kanage), npusenu K pesynbTatam B NpaBoBOi NpakTuke, NOfYEpPKUBAIOLLNM, YTO
TONIbKO (hakTuyeckne owmnbkn MOryT 6biTb UCMpPaB/ieHbl B COOTBETCTBUM C (hakTamu, Hanpumep, fata poXaeHus.
CnopHbIMM BOMPOCaMW, KacawlWnMUCA 3akK/l0UYeHnsa cneunanncTa, BKAOYaA AMArHo3, NOCTaBNEHHbI MeAULNH-
CKMUM paboTHUKOM, ABMATCA UMEHHO Te, KOTOpble MauueHT/INLOo Xo4YeT ocnopuTb. Bonpockl, Kacawwuecs uc-
npaBneHuii. yaaneHnini NN AONOSHEHUNA, ABNAKTCA 0CO6EHHO akTyasbHbIMU, €CN MHOopMaLa MOXeT NPUBecTu
K U3MEHEHUAM B JIEHEHUWN Nuua UAN B PeleHnax, NPUHATLIX N0 OTHOLWEHWNIO K HEMY UK K Hell. B 3aBuCUMOCTM OT
xapakTepa ocnapusaemMoii MHoOpMaLn KOppPeKLa MOXeT Bk/lo4YaTb UCMpaBieHne, yaaneHne uam 4onosHeHne
nHopmaynn. Hekotopble ncnpasneHus, yqaneHus unm n3MeHeHnsa MorytT umeTb oco6oe 3HavyeHne NS Tekyliero
MeANLMHCKOro 06N1yXWBaHUA nayneHTa'nuua v JO/DKHbI MOMYYUTb OrNacky AO/HKHbIM o6pa3omM. K cuacTblo, pas-
pa6oTaHHas cuctema 3/71eKTPOHHOrO yyeTa 3,0p0BbA GyAeT aBTOMaTUYeCKn pacnpeenaTb Hanbonee akTyanbHyto
MH(opmauunio B cnyyasax, korga aTo 6yaet Heo6xo4UMOo A8 OCYLLeCTBNEHUA 0ULNabHO YTBEPXAEHHbIX 3a4au.
Benukob6putaHusa

Tpeb6oBaHne 3.18.1 YnpaBneHus nHgpopmayvein BennkobpmutaHum

MocTaBL MK AO/KEH rapaHTUpoBaTh, YTO CUCTEMA, XPaHsALWan MYHbIe JaHHble, 6bl1a cnoco6Ha oTBeYaTb Ha 3a-
npocbl cybbexTta Ha A4OCTyn B COOTBETCTBUMM C 3aKOHOM O 3aliuTe faHHbix 1998 1.

Tpe6oBaHue 3.18.2 YnpaBneHusa uHcdopmayueii Bennkobputanun

MocTaBL MK AO/KEH rapaHTUpPOBaTh, YTO CUCTEMA NO3BONAET aBTOPU30BAHHbLIM NONb30BaTENAM O0T6MpPaTb U3 3/1eK-
TPOHHbIX KapT NauneHTa faHHble, NPOCMOTP KOTOPbIX MOXET 6biTb HEXenateneH A4Ns nayveHTa. u/unu nudopma-
LMo 0 TpeTbUX Nuuax nepej OTNPaBKoi OTBeTa Ha 3anpoc cybbekTa.

Tpe6oBaHue 3.18.3 YnpaBneHus uHopmaumneit Benukobputanum

MocTaBLMK AO/KEH rapaHTMpoBaThb, 4TO CUCTEeMa NO3BOASeT NONb30BATE/I0 PerncTpupoBaTh 3anpoc cybbekTa Ha
poctyn.

Tpe6oBaHue 3.18.4 YnpaBneHus nHopmauuneii BennkobputaHuu

MocTaBLW MUK AONKEH rapaHTUpPoOBaTh, HTO cUCTEMA NpejycMaTpuBaeT, 4TO JaHHble 0 3anpoce cybbekTa Ha AocTyn,
KOTOpble MOTYT 6bITb 3aNUCaHbl, BK/IOHYAIOT KAk MUHUMYM AaTy NoJslyYeHns 3anpoca, UAeHTUUKaLNOHHbIe JaHHble
cyb6bekTa, WAeHTU(UKaLNOHHbIE faHHble N1La, CoCTaBNAWEero 3anpoc cy6bekTa Ha AOCTyn, UAEHTUMNKALMOH-
Hble JaHHble Nosb30BaTeNs U opraHusauum, oTBETCTBEHHOW 3a OTBET Ha 3anpoc, WAeHTUMUKALNOHHbIE faHHble
nevaujero spayva, AaBLlIero KOHCynbTauuio nepej Bbljayeli NepcoHanbHbIX JaHHbIX, MHOPMaLN0 O TOM. 6bia K
3anpoc OTK/IOHEH, MPUYKNHY OTKasa B CBO6OAHOI hopme, KOH(DMAEHLNANbHYIO NPUYMHY OTKasa M gaTy oTBeTa Ha
3anpoc, a Takxe N6yt Apyryto nHcbopmaymnio, KOTOpYo OTBETCTBEHHOE 1ML0 [O/IXHO COOTBETCTBYIOW UM 06pa3om
ykasatb.

Tpe6oBaHue 3.18.5 YnpaBneHus nHdopmauuneit BennkobputaHuu

B cnyuasx, korga 3anpoc cy6bekTa Ha 40CTyNn OTKNOHEH, NOAPALUYMK AOJ/DKEH rapaHTUpoBaTh, 4TO cepBuc Tpebyer
BbIGpaTh KAk MUHUMYM OfHY NPUYUHY OTKa3a W3 3apaHee yCTAHOBJ/IEHHOrO CNucka, KOTOpbIi ByaeT 4yacTbio Hauno-
HaNbHOro cTaHgapTa (Kak 3To BpemMs 0T BpeMeHu TpebyeT ynoSIHOMOYEHHOE 11L0).

Tpe6oBaHue 3.18.6 YnpaBneHus uHcdopmauyueii BennkobputaHun

cuctema [0/KHA NPUMEHATbL NPU3HAHHOE 3aKOHOM poAcTBO (cMm. Tpeb6oBaHue 3.4.1) UM aHanornyHble cpefcrea
KOHTPONA gocTyna A5 ynpaBieHus 40CTYNOM K (DYHKUMOHAIbHLIM CPeCTBam, ONUCaHHbIM B laHHOM pasjene.
Tpe6oBaHue 3.18.7 YnpaBneHus nHopmauunein Benukobputauum

CucTtema fjo/XHa NpeocTaBiATb (YHKLMOHaNbHbIE CpeCcTBa A1 MOHUTOPUHIa 3anpocoB SAR B xofe paboTbl 1
[NA COCTaBNEHUSA OTYETOB O BbIMOJIHSEMbIX 3ajayax.

Poccuiickas depepauyns

3akoH P® 2011-11-21 N323. cTaTbs 22 VIHGopMaLunsa 0 COCTOAHUMN 340P0BbSA

MaynmeHT umeeT Npaso NONYYUTb AOCTYN K UMelowelicd B MeNLNHCKOA opraHnsaumm nHopmauum o cCoCTOSHUM
CBOEro 340POBbSA, B TOM YNC/e K CBEeHUAM 0 pe3ynbTartax MeAuunHckoro o6cnenoBaHuns, o guarHose u 1. 4. Bee
faHHble [OMKHbI 6bITb NpeAocTaB/ieHbl B JOCTYNHON hopme. BTN gaHHble JOMKHbI 6biTb NpefoCcTaBNeHbl nayu-
eHTy ero>'ee nevalwuM BpayoMm WAN APYIUM MeAULUHCKAM pPaboOTHWKOM, KOTOPbIA MpuUHMMan HenocpeacTBeHHOe
yyacTue B Ie4YeHMMN 3TOro nauueHTa.

NHhopmaLmnsa 0 COCTOAHUN 3[,0POBbS HE MOXET ObITb NpejocTaBneHa nayneHTy NpoTUB ero Boaun. MauneHt namn
ero 3aKOHHbl/i nMpejcTaBUTeNb UMEET NpaBO HENnoCpefCTBEHHO O3HAKOMWUTbLCA C Me[ULUHCKOW AOKyMeHTauuei,
oTpaxatlueid cocTosiHne ero 3,0p0BbA, N NONYYUTb HA OCHOBAHUWU TAKOW AOKYMEHTALUN KOHCYNbTauumn y Apyrux
cneymanncTos.

MauneHT NM60 ero 3aKOHHbIN NpeAcTaBUTelb MMeeT NpaBo HAa OCHOBAHWM MUCbMEHHOTO 3asBMEHNA NOMyYaTh
oTpaxawlme CoOCTOAHNE 3[0POBbSA MeANLUHCKNE JOKYMEHTbI, UX KOMUU U BbIMUCKN N3 MEANLUHCKUX [OKYMEH-
TOB.
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B.5 TOYHOCTb flaHHbIX

KaHapga

TpeboBaHne KOHUAEHLNANBHOCTM 22 KaHaACKON MeANLUHCKON opraHusauum Infoway

To4yHOCTb

Cuctembl EHRi n POS. nogkntoyeHHble K MHhocTpykType EHR. opraHusauunmn, nogkntovamumecs K MHOOCTPYKType
EHR, 1 opraHusauuu, pasmeljarolime KOMNOHEHTbl UHPOCTPYKTYpbl EHR. A0O/KHbBI NpeAnpUHATL pa3yMHble wwaru
WA Mepbl ANSA TOrO, 4TO6bI:

a) rapaHTMpoBaThb NOMIHOTY, TOYHOCTb U aKTya/IbHOCTb NEPCOHAMbHbIX MEAULUHCKUX AaHHbIX B COOTBETCTBUMN C He-
06X04MMbIMU YCNOBUAMMN ANSA OCYLECTBNEHNS 3afay, PN KOTOPbIX UCNONb3YIOTCA AaHHble, BKAOYAA pasrnalweHne
MM/ TpeTbum nuuam, u

b) TOYHO MAEHTMULMPOBATL NayneHra/nMyo Npu ocylwecTBAeHNN JocTyna unm mogndukauymm ero/ee MMA.
O6ocHoBaHMe — Cpefia 31eKTPOHHbIX MeANLUHCKNX KapT A0/HKHA CNOCO6GCTBOBATL 4OCTMXEHNIO 60/1ee BbICOKOTO
KauyecTBa MeAULUHCKUX KapT NyTemM YCTAHOBKM annapaTHO KOHTPONA BBOAA faHHbIX U 06neryeHnss o6HoBNEHUA
[laXe caMblX OCHOBHbIX feMorpatuyecknx AaHHbIX U CBEAEHU O MECTOHAXOXAEHUN N0 6GOro nauneHTa/nuua.
Kpome Toro, TouHas ngeHtTudnkaunsa nayneHtTa/nmya nepes ocywecTBieHnemM goctyna nam nsamMmeHeHunem nx NMA
KpaliHe BaxHa Ana o6ecnevyeHns 6e30NacHOCTU NALMEHTOB W ANA pAja APYrMX NPUYUH, B TOM Yucne ANs ncnpas-
HOCTM cuctembl EHR B uenom.

B.6 aeHTudukaymna nayTeHTudnkaLunsa nonb3osarenei

B.6.1 aeHTudukauua nonb3osartens

Bpa3unnusa

NGS1.02.01

NpeHTndukaumsa (v ayTeHTudmnkaynsa) nonb3osatenei

Bce nonb3oBatenn JO/DKHbI GbiTb MAEHTUGULMPOBAHbLI (M ayTeHTUMULMPOBaAHbLI) Nepej NonyyeHnem goctyna K
no6biM gaHHblM EHR. BkAloyasa cnyvamn, korga nofknoyYeHne K ceTm OTCYTCTBYeT: Hanpumep, Npu NCNoNb30BaHUN
MOGUNbHbBIX YCTPOWUCTB.

HL7 ERH-S FMIN1.1;ABNTNBR NCO/M3K 27001:2005, A.11.5.2.

CWA

CCHIT IFR.01

MpucBoeHNE YHNKANBbHOTO UMEHU MMM HOMepa ANA UAEHTUMNKALUN N OTCNEeXUBAHNA UAEHTUMDUKALMOHHOR WH-
dopmayun nonb3oBartens

KaHapga

Tpe6oBaHue 6e3onacHocTn 55 kaHafCcko MegnUUHCKOW opraHusayum Infoway

MpuceBoeHne naeHTUUKaTOPOB NObL30BATENIO

Bce opraHusauumn, nogknoyatnmecs k nHpocTpykTtype EHR. foNXHbI rapaHTMpoBaTh, 4TO NONb30BATENIAM CUCTEM
POS. nogknoueHHbIX K nHdocTpykType EHR, npucsoeHbl naeHTudnkaTopsl (MAeHTUPUKaLNOHHbIE HOMEPA NOJib-
30BaTesis). KOTOpble B COYETAHWUN C APYTUMU uaeHTUdkaTopamun (Hanpumep, NAeHTUMNKATOP YUpexaeHus, opuc-
OVKUMW 1 T. [.) OfHO3HAYHO yCTaHaBNNBAKT JIMYHOCTb NOMIb30BaTeNa B npefenax MHocTpykTypbl EHR. Cuctemsl
POS fomxHbI nogAepxnBaTh O4HO3HAUYHYI0 UAEHTUd UKALNIO NoNb3oBaTeNei.

O6ocHoBaHne — [laHHoe TpeboBaHne obneryaeT NnposeAeHne 06U ECUCTEMHOrO ayauTa n obecneyeHne HagexHow
3alUTbl AaHHbIX B INHUW Nepejayu.

Poccuiickas ®epgepayunsa

PekomeHpaauns MuHuctepcTtea 3apasooxpaHenna P® 2009-12-23. 7p. 6.2 (Heob6sa3aTenbHoe)

Bce nonb3oBatenu gomkHbl 6bITb AEHTUMULUPOBAHbI.

B.6.2 igeHTudKaLnOHHbIEe HOMepa nonb3oBaTenei

CWA

CCHIT SC 03.08

AyTeHTudmnkayns

CuncTema gomkHa noaaepxusaTh MMeHa Nosib3oBaTeneii 6e3 yueTa pernctpa, Kotopble cojepxaT TUNoBble GYKBEH-
HO-4YNCNOBbIE CUMBOLI ANA o6ecnevyeHuns BoinonHeHns NCO-646/ECMA-6 (Takxe nssectHoro kak US ASCII, unu
AMepuKaHCKUin cTaHAapTHbIA Koa AN obmeHa nHdopmaumen).

NCO/M3K 15408. CCSFR: FMTJATD;

HIPAA: 164.312(a) (2)(i).

B.6.3 AyTeHTudukaymsa nonb3oeatens

Bpasunnusa

NGS1.02.01

NaeHtudukauma n ayTeHTudnkauma nonb3osaTtens

Bce nonb3oBatenn [O/KHbI 6biThb (MAEHTUMULMPOBAHLI M) ayTeHTUMNLNPOBaHbI Nepej NosyvyeHnem gocTtyna K
no6biM gaHHblM EHR, BKAlOYaa cnyvau, Korga nofgknoyeHne K cetu OTCYTCTBYET: HanpuMmep, Npu UCnonb3oBaHnmn
MOGUNbHbBIX YCTPOWCTB.

HL7 ERH-S FM IN1.1; ABNTNBR ICO/M3K 27001:2005. A.11.5.2.
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CWA

CCHIT SC 03.01

CucTema [o/XHa NPOBOAUTL ayTeHTUNKaL N0 NoNb30BaTensa nepej npejocTaBneHneM AoCTyna K 3alUileHHbIM
pecypcam (Hanpumep. MM/, Bkaoyasa cnydam, Korga nogknoYeHne K ceTn oTCyTCTBYeT: HanpuMmep, Npu Mcnosb3o-
BaHUVN MOGUIbHBIX YyCTPOICTB.

KaHapga: Alberta 1.1 (Anb6epTa 1.1);

MCO/M3K 15408. CC SFR: FIA_UAU. FIA_UID:

NIST SP BOO-53: IA-2 UAEHTUDPUKALUNA NAYTEHTU®UKALNA MO/Ib3OBATENA:

HIPAA: 164.312(d).

CCHIT IFR.09

Heo6xoanmo y6eanTbCsA B TOM, 4TO INLLO UM OpraHn3anma, 3anpalivsatrLme 4ocTyn K 31eKTPOHHOW MeANLUHCKON
MHopmaLmmn Yyepes ceTb, UMEOT NpaBo Ha AOCTYN K Takoii nHcopmaynm B COOTBETCTBUN CO CTAHAAPTOM, yKasaH-
HbIM B Tabnuue 2B. cTpoka 5.

Tabnuuya 2B cTpoka 5. AyTeHTudukauma mexay npeanpuatusamMu: ucnonb3oBaHne 6e3onacHblix onepauunii mexay
npeanpuATUAMMU, KOTOPbIE COAEPXaT OCTAaTOUHY UAEHTUMUKALUOHHYIO UH(DOpMaLuio, HanpuMep, Takux, Npu Ko-
TOPbIX MOMydYaTeslb MOXeT NPUHUMAaTb PELIEeHNss B CUCTEME KOHTPOA AOCTyna U COCTaBNATb AeTa/ibHble U TOYHble
XypHanbl ayanta (Hanpumep, ayTeHTudnkaums mexay npegnpuatuamu IHE (XUA) c noagTBepXaeHneM naeHTugm-
KaLWOHHbIX flaHHbIX Ha A3blke SAMLJ.

KaHapga

Tpe6oBaHue 6e3onacHocTU 71 KaHafCKON MeauUUHCKOW opraHusayum Infoway

HagexHasa ayTeHTuukayns nonb3osarens

NHdocTpykTypa EHR n Bce cuctembl POS. nogknoyeHHble K HGocTpykType EHR. OMXHBI HafexHo ayTeHTudu-
LuupoBaTb Nonb3oBaTenei.

O60cHOBaHWEe — HEKOHTPONIMpPYyeMbIil 4OCTYN Nofb3oBaTeneii ABNSeTCA YacTol NPUYUHOK HapyLweHns 6€30NacHoCTy.
Kpome Toro, Ana nogaepxaHus HEKOTOPOro YPOBHSA OAHOPOAHOCTN YCTOWYMBOCTU ayTeHTUMMKALUKN, CKOpee BCEero,
6yneT Heo6xoAUMa NoAAEPKKA MEXIOPUCANKLNOHHOW COBMECTUMOCTH.

Heo6xoAMMO OTMETUTb, 4TO 3TO TpeboBaHue, ckopee BCero, NoTpebyeT peannsaynmn HafeXxHblX TEXHONOTNIA ayTeH-
TUUKaLun. BKAOYAKO L KX:

a> undposble cepTudmKaThl;

b) TEXHUKY BUOMETPUYECKOW MAEHTUDUKALUN:

C) cmMapT-KapTbl UWM Apyrue annapaTHble kno4n 6e3onacHoCTU: Uam

d) 6e3onacHble, OCHOBaHHble Ha CTaHAapTe U HajeXHble CXeMbl naponeil.

MpepnonaraeTcs, 4To cuctembl EHRi n POS. nogkntoyeHHble K nHpocTpykType EHR. 6yayT paboTtatb BMecTe gnsa
BbINOMIHEHNA 3a4aun No ayTeHTUdMKaLUM nonbL3oBaTesNe, UMeLWwnx 4oCcTyn K nHdocTpykType EHR; T. e. nonb3o-
BaTe/IN He JO/IXHbl 6bITb ayTEHTUMNLMPOBAHbI ABAX/bI.

BenukobputaHus

Tpe6oBaHue 3.1.2 YnpaBneHusa nHpopmauuneit Benukobputanum

CucTtema J0/IKHa rapaHTUpoBaTb, YTO BCEe NOJSIb30BaATENIN, KOTOPbIE UMEKT [OCTYN K NepCOHasbHbIM JaHHbIM UK
KOH(hMAeHUNanbHbIM NEPCOHAbHbIM AaHHbIM MaLWeHTOB, NOJIYYEHHbIM U3 XPaHALWMNXCA B UAN NOAMEXaLl M xpa-
HeHuto B CRS NHS. 6e3onacHo ayTeHTM(ULMPOBaHbI C NOMOLLbI CTaHAAPTHbLIX CMApPT-KapT UNu naeHTudnkaymn-
OHHbIX flaHHbIX, NpegocTaBneHHbIXx NASP.

Poccuiickas depepauyns

PekomeHpaauns MuHuctepcTtea 3apasooxpaHenna P® 2009-12-23. 1p. 6.2 (Heob6sa3aTenbHoe)

Bce nonb3oBatenun gomkHbl 6bITb ayTEHTUULMPOBaHbI Nepes ocylecTBNeHnem gocTtyna K:

- onepauuoHHOl cucTeme;

- cpegcTBam obecneyeHus 6e3onacHoOCTU:

- XypHanam ayguta.

B.6.4 AyTeHTudnKayma cucTeMoin n ayTeHTudmkauma ceTeBoro ysna

Bpasunusa

NGS1.06.02

KOoHTponb gocTyna oT KNMeHTa K cucteme

Mpu ocyuiecTBNeHUN gUCTaHLMOHHOTO gocTyna S-RES focTyn kK cucteme orpaHuMyeH u OCTYMNeH TONbKO KIMeHTam,
UMewnM npegsaputenibHoe paspeweHne. Takoi KOHTPO/b AOCTyNna MOXeT OCYWEeCcTBNATLCA, K Npumepy, Yepes
IP-agpec knueHTa.

ABNT NBR NCO/M3K27001:2005. A. 11.4.2.

NGS1.06.05

KoHTponb gocTyna mexay KOMNoHeHTamm

B cucteme EHR. cocTosweli U3 HeCKONbKMX pacnpefe/ieHHbIX KOMMNOHEHTOB (T. €. pa3MeLlyeHHbIX Ha Pa3HbiX KOMMNbIO-
Tepax). B Npouecce KOMMYHUKaLUN MeXAy 3TUMU KOMMNOHEHTaMn (Hanpumep, 6asa gaHHbIX) JOCTYN K KOMMNOHEHTY
[OKeH 6biTb OTPAHNYEH 1 AOCTYNEH TO/IbKO NapTHepam (KOMNOHeHTam) C npeABapuTe/bHbIM paspeLlleHnem.
ABNTNBR MCO/M3K 27001:2005. A. 10.9.2.
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CWA

CCHIT SC 06.12

TexHuuyeckune cnyxobl

Y6eanutecb B TOM. YTO NULO UK OpraHu3auus, 3anpawuvsarlwas AOCTYN K 3/1eKTPOHHON MefuLUHCKOW UHgop-
Mauuu Yyepes ceTb, MMeeT NpaBO Ha AOCTYN K Takoi WHhopmaLum B COOTBETCTBUMU CO CTAHAAPTOM, YKa3aHHbIM B
Tabnuue 2B, cTpoke 5.

Tabnuuya 2B cTpoka 5. AyTeHTudunkaumna mexay npeanpuatuamu: Micnonb3osaHue 6e3onacHbiX onepauunii mexay
npeanpusTUSMU, KOTOPbIE COAEPXAT AOCTATOUHYIO UAEHTUG MKALNOHHYIO MHOpMaLMIo, Hanpumep, Takux, Npu Ko-
TOPbIX NoNyyaTesib MOXET NPUHUMATb PELEeHNA B CUCTEME KOHTPONS J0CTyNa U COCTaBNATb AeTallbHble U TOYHblE
XypHansl ayauta [Hanpumep, ayTeHTudukaynsa mexay npegnpuatuamu IHE (XUA) c nogTBepxaeHnem naeHtudu-
KaLMOHHbIX AaHHbIX Ha A3blke SAML].

CCHIT SC 06.05

TexHnyeckme cnyxoébl

Cuctema gonxHa obecneynBaTb ayTEHTUYHOCTb YAaNeHHbIX Y3108 (06LW Y0 ayTeHTUdUKaLmnio y3n0B) npn obmeHe
3al MW EeHHBIMU MEeAULUHCKAMUN faHHBIMU NO CeTn VHTepHeT Unu Apyroil n3BecTHON OTKPbLITON cCeTu nocpeacTBOM
OTKPbITbIX NPOTOKONOB (Hanpumep. TLS. SSL. IPSec. XML Sig. S/IMIME).

MNCO/M3K 15408. CC SFR: FPT_RCV: HITSP T17:

HIPAA: 164.312(d): 164.312(c)(1).

KaHaga

Tpe6oBaHue 6e3onacHocTu 65 kaHafCcko MeguUMHCKOR opraHusayum Infoway

AyTeHTuUduKaumsa goctyna kK cetm nHocTpykTypbl EHR

OpraHusauuu, pasMelyarime KOMNOHEHTbl UHPOCTPYKTYPbl EHR. OMXKHBI rapaHTUpoBaTh, HTO BCE NOAK/IIOUYEHUS
NHGOCTPYKTYpbl EHR K yAaneHHbIM cepBepaM U NPUIOXEHNAM ayTeHTUdnunposaHbl. JlaHHoB Tpe6oBaHne OTHO-
CUTCA Takxe K NOAK/II0YEHUAM Yepe3 ceTb VIHTepHeT.

O6ocHoBaHue — [laHHoe Tpe6oBaHMe NoOMoOraeT rapaHTUpoBaTh, YTO NPUNOXeHUs, cogepxawune MM/, He noBpex-
[€eHbl B pe3ynbTaTe HeferanbHOro NPOHMKHOBEHUA Ha yAaNleHHble CepBepPbl UMM B MPUNOXEHNS.
Benukobputanusa

Tpe6oBaHue 3.7.2 YnpaBneHus nuopmayvein BennkobputaHum

MocTaBLWMK AONXEH rapaHTUPOBaTb, YTO BCE NOAKMIOYEHUA K yAaNE€HHbIM CEPBEPAM U NPUTOXEHUAM ayTeHTUudu-
umpoBaHbl. flaHHOe Tpe6oBaHNe OTHOCUTCA Takxe K NoAKNIYEHUAM Yepe3 ceTb VIHTepHeT.

Poccuiickaa ®epgepauyusa

PekomeHpgauna MuHuctepctea 3gpasooxpaHeHuna P® 2009-12-23. Tp. 6.2 (Heo6A3aTenbHoeE)

Bce y3nbl ceTu 4O/MKHbI 6bITb MAEHTU(ULMPOBAHBI C NOMOLLbI0 10TMYECKUX UMEH (afpecoB, HOMEPOB).

B.6.5 MeToabl ayTeHTUudnkayum

Bpa3unua

NGS 1.02.02

MeToa ayTeHTUdukaumm

Ncnonb3yiiTe Kak MUHUMYM OAUH U3 CNEAYIOWNX METOA0B ayTeHTUMNKaLUN:

- MMS N0Nb30BaTENs W Napofib.

- yucposoii cepTudmkar;

- oAgHopasoBblii naponb (OTP) u/unu

- TEeXHWUKY 6rnomMeTpuyeckoin nageHTudkauuu.

MpumeuyaHne — JloGble Apyrne MeTOAbl ayTeHTUUKALUN AO/KHBI GblTb YTBEPXAEHbI 3apaHee.

HL7ERH-SFMIN1.1 ABNTNBR NCO/M3K 27001:2005. A.11.5.1.

NGS2.03.02

OTKa30yCcTOWYMBOCTbL ayTeHTUnkaymmn

Ycnosue — Cuctembl EHR. ncnonesywuwune ungposslie ceptudukaTel N8 ayTeHTUdUKaLuu.

AyTeHTudmnkaumusa, nposefeHHas ¢ NoMoubio Uuposoro cepTudukarta, Ao/KHaA co3faBaTb J0Ka3aTenbCTBO AN
o6ecneyeHns 0TKa30yCTOWYMBOCTU ayTeHTUnKaLymmn. [lokaszaTenbCTBO AO/HKHO XPaHUTLCA B XypHanax 6esonac-
HOCTU cucTeMbl B hopmartax, cooTBeTCTBylLWMXx ctaHaapty CMS [RFC 3852j unn XMLDSIG [RFC 3275). Bce
3/1IeMEeHTbl, HeobxoAuMbIe A1 NPOBEPKM ayTeHTudukauuu (MHpopmauus o KOpHeBbIX cepTudmkaTax, Lernoyke
cepTudukaTos, ceptTuukatax NnognucbIBaOLWeEro amua n nHopmayma 06 aHHyMpoBaHum), LO/KHbI GbiTh arpe-
rmposaHbl B EHR.

NGS2.03.03

Tunel noNb3oBaTteneil, NCNONb3yLWNX LU poBbIe cepTUdUKaTbl ANA ayTeHTudnkaynm

Ycnosue — Cuctembl EHR. ucnonesywume yudposslie ceptudukatsl 4Na ayTeHTUduKaumm.

Bce nonb3oBatenu, ncnonb3ywuwmne 4udposbie Nognncu, 4oMkHbl 6biTb ayTEHTUMNLNPOBAHLI C NOMOLLbIO CBOUX
UM poBbIX cepTudunkaTos VIHMPacTPYKTypbl OTKPbITLIX KNtoyeit Bpasunuu.
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NGS2.03.04

YTBepxaeHne NHdpacTpyKTypbl OTKPbITbIX Kntoyet Bpasunumn (ocoboe ana Bpasnnun)

Ycnosue — Cuctembl EHR, ncnonb3ywuwme umucposbie cepTudukaTtbl N8 ayTeHTUUKauum.

KomnoHeHTol EHR, ucnone3sywouwmne ungpossie ceptudukaTel N8 ayTeHTUdUKaLnmn, 4OKHbI 6biTb YTBEPXKAEHbI

WNH pacTpykTypoii OTKpbITbIX kntoueid Bpasunun.

NGS2.03.01

MpoBepka Ha3Ha4YeHUs UM poBoro cepTudukatTa 4N ayTeHTudmnkaymm

Ycnosue — Cuctembl EHR. ncnonb3ywoume undposblie cepTudukatbl 4N8 ayTeHTUdUKaLun.

Mepep ayTeHTudKaunein npoBepbTe, UMEET /I UCNONb3yeMblii L poBoi cepTudumkat PyHKLMOHANbHOE Ha3Ha-

YyeHne ayTeHTUdMKauum (ayTeHTUdMUKaLUsa KNMeHTa).

Benukob6putanus

Tpeb6oBaHne 3.1.8 YnpaBneHuss uHpopmaumnein Bennkobputanum (Tpe6osaHne BenukobputaHum no mcnosb3oBa-
HUIO CMapT-KapT 415 KOHKPETHOTO cnyyas)

Cuctema gonxHa npefocTaBNATb MeXaHU3M AN NPUBA3KM CMapT-kapTbl NONb30BaTENA K 3annUcy Nonb3oBaTens B

npegenax cuctembl. Takoli MexaHU3M Kak MUHUMYM LOJ/DKEH BKAOYaTh naeHTudmkaTop nonb3osatensa SDS, ogHa-

KO NPV HEO6XOAMMOCTN MOXET BKAYATb U ApYyrue nageHtTudunkatTopsl (HanpuMmep, naeHTMdKaTopsl poaeBoro Npo-

thunna). NpucsoeHne naeHTudukatopa SDS [4OMKHO OCYLWECTBAATLCA YepPe3 CUCTEMHYI0 (DYHKLMUIO OTPAHUYEHHOTO

AocTyna u AOMXHO 6blTb BbINO/IHEHO NPOrpaMMHbIM NyTem (CM. NceBAOKOA HWXe). Bce nogobHble npucBoeHUs

L0/KHbI 6bITh 3aPETrMCTPUPOBAaHbl B COOTBETCTBYOLWEM ayAUTOPCKOM cnege. locTyn K yaaneHuto unm u3aMeHeHuto

Takux NPUCBOEHU NOA06HBIM 06Pa30M J0/KEH OCYLECTBAATLCA TO/IbKO C NOMOLLbI0O PYHKLUN OFPaHNYEHHOTo A0-

cTyna. a Bce 3anncu 06 N3MEeHeHUsIX A0/IKHbI OblTb 3aHECEHbl B COOTBETCTBYIOLWMNIA ayAUTOPCKMIA cneg.

VcnonHutenu:

- onepaTtop — MU0, UCNOMb3YlOLEe CUCTEMY, KOTOPOE NpefocTaBnsieT HOBY CMapT-KapTy NoMb30BaTeNo Cu-

cTeMmbl.

- nonb3oBaTenb — NULO, YbA (HOBas) cMapT-kapTa NpuMBsA3aHa K ero 3anucy nosb3oBaTens B cUCTEME.

MpepsaputensHoe ycnosme — OnepaTtop AO/KEH UMETb 4OCTYN K 3al UL EeHHOW (DyHKLUWN NPUCBOEHNA CMapT-KapT.

OH MOXeT ayTeHTugunynposaTbca NM6o c nomoubio SSB. nn6o nokanbHO (T. €. BBEAA UMSA NONb30BATENSA U NApO/b

B IOKANbHYIO CUCTEMY).

HAYANO

EC/IN onepaTop ayTeHTuguyuuposaH cepsncom SSB. TO HAYHUTE

3anpocuTe onepaTopayjanuTb €ro cMapT-KapThbl

Mo3BoNbTe onepaTopy NPOAO/IXNT b UCMONb30BaHNE CUCTEMbl (T. €. He BbIBOANTE onepaTopa U3 CUCTEMbI,

NOTOMY 4TO OHYAaNNA CBOM CMapT-KapThl MM NOTOMY YTO 6bI/1I0 NO/y4YeHO coobLLeHNe cnywaTens cobbl T Ui

B CBSI3W C yAaNieHneM flaHHOW cMapT-KapTbl)

KOHEL

3anpocuTe BBEEHNE CMapT-KapT bl N0Nb30BaTENA

Monb3oBaTenb ayTeHTUduumpyeTcsa camocToaTenbHo (BBog PIN-koga)

EC/IN ayTeHTuUdnkauma npowna ycnewHo. TO HAYHUTE

CucTema nonyvyaeTt nogTBepXAeHUs Ha A3blke SAML v nporpaMmHbIM NyTeMm BblAenseT uieHTudukaTop

nonb3oBaTensa SDS nnwbble HeobxoanMble naeHTUdUKaTOpPbl poneBoro npocguna (RoleProfilelDs)

Mpu Heo6xoAMMOCTM onepaTop AO/KEH COXPaHUTb N06ble Heo6XoAUMble NAeHTUUKaTOopPbl PONEBOr0 NPO-

cduna (RoleProfilelDs)

Cuctema xpauuT K nonb3oBaTens SDS u nwbble HeobxoauMble WAEHTUMUKATOPbLI PofeBoro npoduns

(RoleProfileIDs)

KOHEL

EC/1N onepaTop 6bin ayTeHTUudnymposaH cepeucom SSB. TO HAYHUTE

3anpocuTe onepaTopaBBECTW CBOW CMapT-KapThl U NPOATU NOBTOPHYI ayTeHTudukaymo

Mo3BoNbTe onepaTopyNPOAO/IKNT b NCNONb30BAHUE CUCT EMbI

KOHEL,

Tpeb6oBaHne 3.1.3 YnpaBneHuss nHpopmaumein Bennkobputanum (TpebosaHme BenukobputaHum no mcnosb3oBa-
HUIO CMapT-KapT 415 KOHKPETHOTOo cnyyas)

Cuctema Takxe Jo/mKHA NoOAAEpPXUBaTb BXOJ B CUCTEMY, He3aBUCUMbIN OT cepBuca SSB. ecnn SSB HepocTyneH,

Kpome cnyvaes, Korga:

- He TpebyeTcAa M3BMEYEHNA PONN NONb30BATENA U APYTMX aTPMBYTOB ynpaBneHns goctynom us SDS;

- HaAEeXHOCTb ayTeHTUdMKaALUN MOXET ObITb HAXE, HEeM Ta. YTO UCMNONb3yeTCs A4NA BXoAa B cuctemy us SSB;

- nonb3oBaTeNlb He MOMyYMT NpaBo AOCTyna Kk cuctemam u gaHHbiM CRS NHS, noka He npoiifeT NOBTOPHY ay-

TEeHTUgMKaLnio B COOTBETCTBUM C onncaHmem B Tpe6oBaHuu 3.1.4: ogHaAKO AOCTYN K faHHbIM, cofepXxawunmcs B

noKanbHOl cucteme, MoxeT 6bITb OCYLWECTBNIEH B NPOLECCE UCNONbB30BAHNA NOKANbHOW ayTeHTudnKkaLmum, B cny-

yasx korga SSB HefocTyneH;

- B CNy4Yasix Korga cuctema nogfepxuBaeT NoOHATUE «KOHUAEHUMANbHbIE NEepPCOHaNbHbIE faHHbIe» (MIn aHano-

TMYyHble TEPMUHBI), IOKANbHbIE CpefCcTBa yNpaB/eHUs [0CTynoM Ha ocHoBe poneili (RBAC) gonXHbl BKAYaTL B

cebsa orpaHWYeHHbIi 4OCTYN K TAKUM AaHHbIM.
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Bo nsbexaHne HeO4HO3HAYHOCTU TONTKOBAHMA UCMNONb30BaHUE BXO4a B CUCTEMY, HE3AaBUCUMMOTO OT cepBuca SSB, B

AaHHOM TpeboBaHuUW NpeanonaraeTcs TONLKO B CAyYasX, NPU KOTOPbIX cepBUC SSB BpeMeHHO HeJOoCTYNeH.

Tpe6oBaHue 3.1.4 YnpaBneHua uHgopmauyneini BenukobputaHum (tpe6osaHne Bennko6putaHum no mcnosib3osa-
HUI0 CMapT-KapT 418 KOHKPETHOro cayyas)

B cnyuyasax korga nonb3oBaTeslb OCYW,eCTBU BXOJ B CUCTEMY He3aBUCMMO OT cepBuca SSB. B COOTBETCTBUM C

onucaHvem B Tpe6osaHun 3.1.3 cuctema AoKHA NPeAoTBPAaTUTb HECAHKLMOHMPOBAHHLIN AOCTYN K cuctemam u

AaHHbIM CRS NHS (HecMoTps Ha 3T0. AOCTYN K JaHHbIM, COAEPXaLWMNMCA B /IOKa/IbHbIX CUCTEMAX, MOXET 6bITb

ocyulecTB/IEH B MpoLecce UCNONb30BaHNUA NOKaNbHOW ayTeHTuduKayum, korga SSB HepgocTyneH). B Taknx cnyyasx

cuctema MoxeT nnb6o aktusuposaTtb Bxof B CRS NHS v npumeHuTb cpepcTtsa ynpasneHua goctynom CRS NHS

npu nonbiTKe NONb30BATENA NONYUUTb AOCTyn y cuctemam CRS NHS nnu npepgocTaBuTb BbI30B (PYHKLUK BXOAa B

CRS NHS wu3 cuctembl. To ecTb Nonb30BaTeNt0 He TpebyeTcsa BbIXOAUTL U3 CUCTEMbI ANA ayTeHTudukauum SSB

N OCyLW ecTBNATbL NOBTOPHbIA BXOA4 A0 nonyyvyeHua goctyna kK CRS NHS. Mocne Toro kak nonb3oBartesb yCnewHo

3aBepwwun Bxoa B CRS NHS. oH gonxeH ocTaBaTbCsi ayTeHTuduunposaHHbiMm anss CRS NHS B TeuyeHue Bcero

NnokKanbHOro ceaHca, Npu 3TOM COOTBETCTBYA BPEMEHUN OXMAAHWNA ceaHca Sptne. BpeEMeHU OXUAaHNA aKTUBHOCTU U

Tpe6oBaHUAM yaaneHnsa cMmapT-kapTbl.

ELVHCTBEHHBIM WCKNKOYEHWEM K laHHOMY Tpe6oBaHUo ABNSeTCA cnyyall, korga B3auMoAencTBUS, UHULUUPOBAH-

Hble CUCTEMOW, MOTyT u3BnekaTb AaHHble PDS c nomolbio cpeacTea ussnevyedna PDS nam npocTbeix coobweHunit o

TpaccupoBke PDS. CuctemMbl He A0/KHbl BBOAUTbL Kakue-nnbo AaHHble B SSB 6e3 ayTeHTudKayum.

Tpeb6oBaHne 3.1.9 YnpaBneHus unHdopmauvein Benunkobputaunu (tpeboBaHne Bennkob6putaHum no mcnonb3osBa-
HUIO CMapT-KapT 415 KOHKPETHOTOo cnyyas)

Monb3oBaTtenu, YbW cMapT-KapTbl He 3aperncTpuposBaHbl B cucteme (CM. npeabigyuiee Tpeb6osaHue), MOryT wuc-

nonb30BaTh TO/ILKO /I0KANbHYIO ayTeHTUMMKaLNI0 1 BCeACTBME 3TOr0 He Nnosyvyart 4OCTYNn K PYHKUUAM CUCTEMBI,

KOTOpble TPe6yloT NCNONb30BAHUA CMapT-KapThl.

Tpe6oBaHue 3.1.10 YnpaBneHus nicpopmauvein Bennko6putanum (Tpe6osaHne Bennko6putaHum no ncnonb3osa-
HUIO CMapT-KapT 415 KOHKPETHOro cnyyas)

Mepuoaunyeckn NpuioXeHne JOMHKHO NPOBEPSATb Ha/MUMe N0KaNbHbIX paspelweHnii NS Toro, YTo6bl rapaHTMpo-

BaTb Hannune ayTeHTUMULUUPOBAHHO CMapT-KapThl, 3a UCKIOYEHMEM cnyyaeB, Korga npuioxeHue cosgaet geii-

cTBylOLLEE UCK/IIOYEeHUe, NO3BOIAOLIEE YAaNUTb CMapPT-KapTy AN1A NONYYEHUA HOBOM.

Poccuiickaa ®epgepauyunsa

PekomeHpauns MuHnuctepcTBa 3gpaBooxpaHeHna P® 2009-12-23. Tp. 6.2 (Heob6si3aTenbHoe)

VM5 nonb3oBaTens v naponb

B.6.6 3awunta npocduneit nonb3oBaTens, Naponu u gpyrne ayTeHTUudnkaymoHHble Mapkepbl

Bpasunnunsa

NGS1.02.03

3awnta napameTpoB ayTeHTUdukaymm

Bce gaHHble nnn napameTpbl, UICNONb30BaHHbIE B NpoLecce ayTeHTUduKaymn nonb3osaTens, 4OMKHbI XpaHUTbCA

nnu nepepaBatbcs 6e3onacHbIM cnoco6omM. Hanpumep, NyTeM XpaHeHWs TONbKO X3LW-KOLO0B Napoisa nonb3oBaTens

nobecneyeHnsa orpaHNYEHHOro oCTyna K MecTy XpaHeHuna. [lofXHbl NCNOMb30BaTbLCA TONLKO abconTHO 6esonac-

Hble anropuTmbl, Hanpumep SHA-1, SHA-2 nnu nocnegywwne anropuTmsl, n/unu kpuntorpaguyeckas sawura c

nomoLlbio cTaHgapTa TPOWHOro WwugpoBaHns gaHHbix (3DES). npoaBuHyTOro ctaHgapTa wudgposanus (AES) n nx

npeeMHUNKOB.

MpumevyaHune — Tlpn NpUMeEHeHUN TEXHONOTUIA, KOTOpble UCNONb3YyKT Havya/slbHble YNCNna AnAa co3faHna koaa,
HayasbHOE YMNCNO AO/KHO ObITh 3alULLEHO OT HeCaHKUMOHMPOBAHHOIO goCTyna U USMeHeHus.

CLWA

CCH1T SC 03.11

AyTeHTudmnkayuns

Mpw ncnonb3oBaHuu naponeii cucTtema AoXHa NOALEPXMBATL BO3MOXHOCTb 3aluUThl Naponeli BO Bpemsa nepega-
YN NN XpaHEeHUs NoCpeACcTBOM MCNOb30BaHMWA KpUNTorpadmnyeckoro xawmnposaHma ¢ nomowbio SHAL1. SHA256
WU UX NPEEMHUKOB U/unu kpuntorpadmyeckoin 3awnTsl ¢ nomowbio CTaHgapTa TPOMHOro WU pPoBaHNSA AaHHbIX
(3DES). MpoaBuHyTOoro ctaHgapTa wudposaunsa (AES) n nx npeemMHUKoB.

KaHapa: OHTapuo 5.3.12.a (ynpaBneHue JOCTYNOM K cucteme):

NCO/M3K 15408. CCSFR: FCS_CKM;

NIST SP 800-53: SC-12 CO34AHVE N YOPABNEHWE KPUNTOTPA®UNYECKMU KNHOYAMU;

HIPAA: 164.312(e)(1): 164.308(a)(5K«KO).

FIPS PUB 197

FIPS PUB 140-2

CCHIT SC 06.02

TexHnyeckne cnyxoébl

Mpu ncnonb3oBaHWy naponei cucTema He J0JXHa 0ToGpaxaTb Naposib BO BpeMs ero BBoAaA.

MCO/M3K 15408. CC SFR: FPTJTC;
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MCO/M3IK 27002:2005. 9.2.3;

HIPAA 164.312(a)(1).

Benukob6purtanus

Tpeb6oBaHne 3.3.8 YnpaBneHua nHhopmaumein BennkobputaHum

CucTema gosikHa rapaHTMpoBaTh, YTO NPV J1I0Ka/IbHOM XpaHeHun nHcopmayns o npodune nonb3osartens, kotopas
nognepxusaeTr mexaHusm RBAC, 3almuieHa oT HECAHKLMOHUPOBAHHOTO AOoCTyna (BkAo4Yas NpoCcMOTp, U3MEHeHNe
nnv ypanexue).

B.6.7 Maponu

Bpasununa

NGS1.02.04

KauecTBo napons

Ycnosne — MNcnonb3oBaHue ayTeHTUdMKaLMM HA OCHOBE UMEHWN Nofb3aoBatens/napons.

Wcnonb3yiiTe cneayowme cpeacTea ynpaneHns 6e300acHoOCTbIO!

KauecTBo napona — lpoBepbTe Ka4eCTBO Naposns cpas3y nocne ero cosgaHusa nonb3osatenem. Maponb fon-
XEH COCTOATb Kak MUHMMYM W3 BOCbMW CUMBOJ/IOB, NO KpaiiHell Mepe OAWH M3 KOTOPbIX AO/XKEH ObiTb He
6YKBEHHbIM.

YacToTa nsmeHeHna napons — Cuctema EHR ponxHa BknwuyaTb B ce6a YHKUMOHANbHbIE BO3MOXHOCTMW, KOTO-
pble NMPUHYXAAT NOMb30BaTENs U3MEHATb Naposib B COOTBETCTBUMU C PEry/IMPYyEMbIM MakCMManibHbIM NEPUOAOM
BpEMEHM.

ABNT NBR MCO/M3K 27001:2005. A.11.5.3.

CLWA

CCHIT SC 03.02

AyTeHTudukaumna

Mpu ncnonb3oBaHUU naponeii cuctema foJKHa NogAepxuBaTe npasuia obecnevyeHns HafexXHOCTN naposnei, Ko-
Topble AOnycKalT UCNOMb30BaHWE MUHUMANbHOIO KONMYyecTBa CUMBOMOB, U YCNOXHEHWSA NYyTEM WCNONb30BaHUA
6YKBEHHbIX N LU POBbLIX CUMBOJIOB.

KaHnapa: AnbbepTta 7.3.12 (6€30NacHOCTb);

Kanapa: OHTapno 5.3.12.b (ynpaBneHue JOCTYNOM K cucteme):

NCO/M3K 15408. CC SFR: FIA_SOS. FIA_UAU. FIAJJID;

ASTM: E1987-98;

NIST SP 800-53: IA-2 UAEHTUDPUKALNA N AYTEHTUOUKALUUNA MONBb3OBATE/IA (HafgeXHOCTb Napons He
onucaHa);

MCO/M3K 27002:2005. 9.3.1.d;

HIPAA: 164.

CCHIT SC 03.05

AyTeHTudUkKaumna

Mpv ncnonb3oBaHuM nNaponein cuctema fo/KHA NPefocTaBNATbL aAMUHUCTPATUBHYO (DYHKLUMIO, KOTOpas no3sonseT
ocyuwectBnaTb c6poc napons.

NCO/M3K 15408. CC SFR: FMT_MTD;

MCO/M3K 27002:2005. 9.2.3.6. (9.3.1.1);

HIPAA: 164.312(d); 164.308(5) (ii) (D).

CCHIT SC 03.06

Mpu ucnonb3oBaHUM naponeil yyeTHble 3anucu nonb3oBaTenei, KoTopble GblIN COPOLWEHbI aAMUHUCTPATOPOM,
[O0/MKHbI Tpe6oBaTb MU3BMEHEHNS Napona nNonb3oBaTeneM nNpu cnepyloWwem ycnewHoM BXoAe B CUCTEMY.

NCO/M3K 15408. CC SFR: FMT_MTD;

MCO/M3K 27002:2005. 9.2.3.6. (9.3.1.0:

HIPAA: 164.312(d); 164.308(5) (ii) (D).

CCHIT SC 03.09

AyTeHTudukaumna

Mpn ncnonb3oBaHUM naponein cuctema AO0NXHA NO3BOMATL ayTEHTUMUUMPOBAHHBIM NONb30BATENAM U3MEHSATb
CBOMW Mapo/sin B COOTBETCTBMYM C NpaBuiamun obecnevyeHus HagexHoctn naponsa (SC 03.02).

MCO/M3K 15408. CC SFR: FMT MTD;

HIPAA: 164.308(a) (5) (ii) (D).

CCHIT SC 03.10

AyTeHTudUkKaumna

Mpw ncnonb3oBaHuy Nnaponeii cuctema A0XHA yUnTbiBaTh PETUCTP Naposeil, KoTopble cogepxaT Tunupyembie 6yk-
BEHHO-LNpOoBble CUMBOLI AnA obecneyeHns BbinonHeHns NCO-646/ECMA-6 [Takxke nssecTHoro kak US ASCII
(amepukaHckuii cTaHAAPTHBIA Kof A4Na o6MeHa uHdopmaumuei)).

KaHapga: OHTapuo 5.3.12 (b);

NIST SP 800-63;

HIPAA: 164.308(a) (5) (ii) (D).
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Benuko6putaHus
Tpe6oBaHne 3.15.2 YnpaBneHua nHgopmaumnein BennkobputaHun (TpeboBaHne BenunkobputaHum, oTHocsaueecs K

KOHKPETHOMY Criyyar)

NMo6as nokanbHas ayTeHTUMNKALKUA LOKHA OCHOBbIBATLCA HA UAEHTUMNKALNOHHBIX JaHHbIX NONb30BATENA, KO-
TOopble 3aTeM ayTEHTUULMPYIOTCA NO KpaiiHei mepe nyTeM WCNONb30BaHWUS OTAENbHOTO Napons.
Tpe6oBaHue 3.15.3 YnpaBneHns nigopmauvein BenukobputaHuu (Tpe6osaHne Bennko6putaHum, oTHoCAWeecs K

KOHKPETHOMY C/yyato)

YnpaBneHue naposem [O/HKHO OCYWEeCTBAATLCA B COOTBETCTBUM C pekomeHpgauusamu B CESG Infosec. nosicHu-
TenbHaa 3anucka Ne 26 cnyx6bl MHhopMaunoHHol 6e3onacHocTy Fpynnbl 6€30MacCHOCTW 3/1€KTPOHHbBIX KOMMYHM-
Kauuii, npefocTaBNAEeMbIMU MO 3aNpocy, HanpaBleHHOMY Ha 3/1IEKTPOHHYI0 NoYTy esp.ig@ nhs.net.

Tpe6oBaHne 3.15.5 YnpaBneHusa nHgopmaumnein BennkobputaHun (TpeboBaHne BenunkobputaHumn, oTHocsaueecs K

KOHKPEeTHOMY criyyato)
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CucTembl AO/KHbI FapaHTMpoBaTh, YTO Naponn MOryT 6biTb NpUBeAeHbl B COOTBETCTBME C NOSMUTUKON COrNacHo
onpegeneHunio B pekomeHgaunn: NPFIT-FNT-TO-IG-IGCOM-0066 MonuTtuka naponein ogHoakTOpHOW ayTeHTu-
dukaymn.

Poccuiickas ®epgepayuns

PekomeHpauma MuHucTepcTBa 3gpaBooxpaHeHna P® 2009-12-23. Tp. 6.2 (Heo6A3aTenbHoOE)

KauecTBo naponsa — Maposb JO/KEH COCTOATb U3 WecTn unn 6onee 6yKBEHHO-LUMDPOBLIX CUMBOIOB.

B.6.8 HeyfauHble nonbITkM BXoga

CLWA

SC 03.04

AyTeHTudmnkaymna

CucTtema A0/KHA BBECTU orpaHuyeHne (KOHGUrypupyemoe) Ha KO/IMYecTBO NOCNefoBaTe/ibHbIX HeyJauyHblX No-
NbITOK gocTyna nonb3osaTtens. Cucrema fosxHa obecneumBatb 3awuTy OT ganbHeNWNX, BOSMOXHO 310YMblLU-
JNIEHHBIX. MONbLITOK ayTEHTU(UKALNN NONb30BaTE/A C NOMOULLI0 COOTBETCTBYOW,Ero MexaHusma (Hanpumep, 610ku1-
poBKa y4eTHO! 3anucu/y3na fo onneHbl afMUHUCTPATOPOM, 610KMPOBKA YYETHOW 3anncu'ysna Ha perynmpyemsli
nepuo/ BpeMeHn Wan 3ajepxka cneiyLero npurnaweHnsa Ha BXo B CUCTEMY B COOTBETCTBUN C HACTpanBaeMbIM
anropuTMOM 3afepxkn).

KaHaga. OHTapuo 5.3.12.C (YnpaBneHue JocTynom K cucteme);

MNCO/M3K 15408. CC SFR; FIA_AFL. FMT_SAE;

NIST SP 800-53: AC-6 HEYJAYHbIE NMOMNbITKN AOCTYMA. AC-11 BIOKNPOBKA CEAHCA:

NCO/M3K 27002:2005. 9.3.1.e. 9.5.2.¢;

HIPAA: 164.312(a)(1): 164.308(a)(5)(ii)C; 164.308(a)(6).

Poccuiickaa ®epgepayuns

PekomeHpauns MuuuctepcTea 3gpaBooxpaHenns P® 2009-12-23. 1p. 6.2 (Heo6s3aTenbHoe)

CucTtema fJo/KHa BBECTU OFPaHMYEHWEe Ha KOIMYECTBO NOCNe0BaTe /IbHbIX HeyauyHblX NOMNbLITOK 4OCTyna nosbL30-
BaTens K noAgcucteme 6€30MacHOCTH.

B.6.9 O6paTHas cBsi3b C NO/Ib30BaTe/leM BO BpeMs ayTeHTudunkaymmn

CLWA

CCHIT SC 03.07

AyTeHTudmnkayuns

Cuctema AONMXHaA NpefocTaBNATb NONb30BATE/NI0 TONbKO OrpaHUYEHHbI NOTOK 06paTHO MHopMaun B xoae
ayTeHTudukaymm.

NCO/M3K 15408. CC SFR: FIA_UAU:

NIST SP 800-53: IA-6 OBPATHAA CBA3b BO BPEMA AYTEHTU®UKALINN.

HIPAA: 164.312(d); 164.308(5) (ii) (D).

B.7 YnpaBneHue npuBunernamun

B.7.1 Pa3spelweHune Ha gocTyn

Bpasunnunsa

NGS1.04.03

YnpasneHue nonb3oBatensamu

ObecneybTe BO3MOXHOCTb ynpaBneHnsa nonb3osatensmm (cosgaHue, yaaneHne n usMeHeHue), ynpasneHunsa pons-
My (co3faHune, yaaneHne u n3aMeHeHue) n ynpasfieHna rpynnamMu (cosgaHue, yganeHue v usmMeHeHue).
NGS1.04.04

Ponu, cBasaHHble ¢ UT

Heo6xoaumo nogaepxusatb PYyHKLUMN, NO3BONAIOLWMNE OCYLECTBUTL KAK MUHUMYM creaylolme 4eAcTBnS:
- ayAuTbl XXYpPHanoB CUCTEMHbIX OonepaLuii:

- YCTaHOBKY CUCTEMbI;

- ynpasfieHWe paspelleHnsamu:
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- ynpaB/ieHue nosib3oBaTensamu:
- co3jaHne N BOCCTAHOB/IEHNE Pe3epBHOI Konuu.

NGS1.04.05

YcTaHOBKa KOHTpONA AocTtyna

Cnepyet ob6ecneuynTb MexaHu3Mbl, Heo6xoAuMble N8 peanunsaynm NoAUTUKN ynpasBieHUs JOCTYNoM, C NOMOLLbIO
yCTaHOBKM Npodunsa AOCTyna, yunTbiBaloLWero poab nonb3osaTens, rpynnbsl U onepaynn, KOTopble MOryT 6biTh Bbl-
NOIHEHbI. BK/AOYAA PasNnynsa Mexgy 3anpocaMmu v BKAYeHUAMU! M3aMeHeHnamu. CnegyeTt yuntbiBaTb, 4TO OAUH
noNnb3oBaTesib MOXeT UMeTb HECKO/IbKO poneit.

HL7 ERH-S FM IN1.2:

ABNT NBR:

NCO/M3K 27001:2005. A.11.6:

MNCO 18308:2011(E) PRS3.3.

CCHIT SC 01.02

KoHTponb gocTtyna

CucTtema flo/KHa NpefoCcTaBNATbL aBTOPU30BAHHbIM aAMUHUCTPAaTOPaM BO3MOXHOCTL HazHayaTb nNpasa 1 orpaHun-
4yeHna nosb3osBaTenaAm/rpynnam.

KaHapa: AnbbepTta 4.1.3 (EMR):

NCO/M3K 15408. CC SFR: FMT_MSA;

NIST SP 800-53: AC-56 LEAST PRIVILEGE; AC-5 SEPARATION F DUTIES

HIPAA: 164.312(a)(1); 164.308(A){3)(1); HITSP/TP20.

CCHIT SC 01.03

KoHTponb gocTtyna

CucTtema fo/kHa 6bITb CNOCO6HA CBA3bIBATL Pa3peleHns ¢ Nonb3oBaTesIeM NoCPefCTBOM OHOTO UNN HECKOSTbKUNX
cpeAcTB ynpas/sieHusa: 1) Ha OCHOBe nosb3oBaTtensa (NpaBo AocTyna faeTcs KaXAoMy Nofib3oBaTesnio): 2) Ha OCHO-
Be ponei (nonb3oBaTenu CrpynnupoBaHbl, U NpaBo AOCTyna npegocTaBnsieTca rpynne); 3) Ha OCHOBE KOHTeKcTa
[Ha ocHOBe poneii ¢ NnpefocTaBneHMEM UAKM OrpaHUYeHMeM JONOSTHUTENIbHOTO npaBa A0CTyna B 3aBUCUMOCTU OT
KOHTEeKCTa TpaH3akuuu, Hanpumep, BpeMeHun cyTok (time-of-day). mectononoxeHus pabouyeii ctaHuum (workstation-
location). pexuma ypesBblyaiiHoil cutyauun (emergency-mode) u 1. a.].

KaHapga. OHTapuo 5.3.12.8 {ynpasneHune JOCTYNOM K cUCTEME);

NCO/M3K 15408. CC SFR: FDP_ACC. FMT_MSA:

ASTM: E1985-98;

NIST SP 800-53: AC-3ACCESSAND INFORMATION FLOW CONTROL: SC-3 SECURITY FUNCTION HCOLATION
HIPAA: 164.312(a)(1); 164.308(A)(3KD;

HITSP/TP20.

KaHapga

Tpeb6oBaHue 6e3onacHocTN 58 kaHaACKON MeANLMHCKOW opraHm3auunmn Infoway

MpepoctaBneHne goctyna nonb3oBaTeIiM B COOTBETCTBUMN C UX PONIAMU.

EHRi u Bce cuctembl POS. nogkntoyeHHble K MHpocTpykType EHR. gonxHbl noggepxuBaTb posieByld Mogenb
ynpaBneHuns goctynom (RBAC). nmeroLyto BO3MOXHOCTb CONOCTaB/IEHNA KaXA0ro Nofb3oBaTens c OAHOW nan He-
CKONTbKUMU POSIAMMN N KaXKAYI0 POJb C OJHON NN HECKONbKUMMN CUCTEMHBIMU PYHKLUAMN.

O6ocHOoBaHne — Ha npakTuke nonb3oBatenu cuctem POS. nogknoyYeHHbIX kK nHocTpykType EHR (Mx MoryT 6b1Tb
ThICAYMN), HE MOTYT 6biTb OTAENbHO CONOCTaBMEHbl C (MYHKLMAMM CUCTEMbl NOC/ie perucrtpauun nonb3oBaTtens c
Lenbio KOHTPONA o6bemMa Ux npas focTyna. BbiNONHEHME 3TOro CONOCTaB/eHNA ANA KaXA0ro OTAeNbHOTo Monb-
30BaTeNs ABMSAETCA OYEHb CMOXKHbLIM U NOABEPXEHO BO3HUKHOBEHUIO MHOXecTBa owunbok. Ckopee, NonbL30BaTENN
[O/KHBI GbITb CONOCTAB/IEHbI C PO/bIO, @ 3aTEM POJIN CONOCTaB/IEHbl C PYHKLUAMUN CUCTEMBI.

CyuwecTBYOT 3HauuTenbHble NPo6/emMbl, CBA3aHHble ¢ ucnonb3oBaHnem RBAC gna nogaepxku COBMECTUMOrO
EHR. koTOpble f0/MXHbI 6bITb yCTPaHEHbI Nepef TeM. kak MHocTpykTypa EHR cMoXeT NnonHOCTb0 N aththekTUBHO
ncnonb3osate RBAC. B npunoxeHun A. nogpasgen «focneacTBus HapyweHua KoHuaeHLmanbLHoCcTu n 6esonac-
HOCTW. CBA3AHHbIE C UCMOJIHNTENAMU», NPUBEAEHA CBOAKA TaKUX NPOGaeM.

Tpe6oBaHue 6e3onacHocTu 60 KaHafCKON MeanLUUHCKOW opraHu3ayun Infoway

MpepgoctaBneHne gocTyna nosab3oBartensam B pabounx rpynnax

EHRin Bce cuctembl POS. nogkntoyYeHHble K MHOoCTpykType EHR. fonXHbl 6bITb CNOCOGHbLI 3aKPENIsATL NONb30BA-
Teneli 3a paboyeil rpynnoili n NnpeaocTaBNATL 4OCTYN K KApTaM B COOTBETCTBUU C paboyeil rpynnoi.

O6ocHoBaHMe — be3ocHoBaTeNlbHO nosaraTh, 4TO BCe Bpauun 6yayT MMeTb BO3MOXHOCTb npocmoTpa EHR Bcex
nauneHTos/nuy KaHaabl nocpefcTBOM UHMOCTPYKTYpbl EHR. Tak Kak B Heli MOXeT coepXaTbCA HECKObKO fecAT-
KOB TbICAY Cy6beKTOB AaHHbIX. Kak MUHUMYM VIP-NBPCOHbI 1 Apyrne 3anuTHble nauneHTol 6yayT Tpe6oBaTb orpa-
HUYNTL focTyn K ux EHR. pa3pelwns ero ToNbKO TEM MeANLUHCKUM PaboTHUKaM, KOTOPbIe ABNAIOTCA U3BECTHLIMU
4yneHamu rpynnel, NpeAoCTaBASAOWEd UM MeANLNHCKYI0 MOMOLWb. TO (PYHKLMA NO 3aWuTe KOHPUAEHLMANbHOCTH,
Ha KOTOPYlo KaHaaubl 060CHOBAHHO NofaralwTca B BONpoce 3awuTbl nx MM oT BO3MOXHOTO CAy4YaiHoro goctyna
nevalwum Bpavyom, 3aperncTpupoBaHHbiM B UH(POCTPYykType EHR. B gaHHOM cnyuyae, B CBOW ovepefb, TpebyeT-
CS Ha/smune onpefeneHHoro mexaHmsma ANns nonyvyeHnsa nHdopmaumm 06 OTHOWEHUN NayneHTa/nuua Kk eroiee
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nevawemy Bpavy. Takas nHgopmauma moxeT 6bITb n3anevyeHa n3 EHR nauvenTta/nuua. Takke MOXeT CylW,ecTBO-
BaTb HEO6XOAMMOCTb B NOAAEPXKAHUN CNUCKA OAHOW WU HECKONbKNX pabounx rpynn, 41eHoMm KOTOpPOi ABnsetca
nonb3osBaTtenb. [puMepbl MOTYT Bk/IOYaTh B ce6s xupypruyeckne 6puragbl B onpeAeneHHoi 60nbHNLe N Bpayei
C nNpuBuNerMaAMmn focTyna B onpefeneHHoi 6onbHuue. Takne paboyne rpynnbl NO3BOAAAN 6bl yCTAHOBNEHUE OT-
HOWEeHNs NoNb30BaTeNs K NauUeHTYy/NnLy Ha OCHOBE CYL|eCTBYHOLWMNX OTHOLWEHUA Mexay Cy6bekToM U Apyrumu
yneHamun pabouein rpynnbl.

BaXHO OTMeTUTb, YTO MHOCTPYyKTypa EHR He MoxeT cumtaTbCs [OCTOBEPHbIM MCTOYHUKOM WHOpMauuu Ans
BCEX MpucBanBaHWii pabouynx rpynn, Tak Kak 3T NpUcBanBaHUA ABNAIOTCA OYEHb HECTAOGUNBHBIMU N U3MEHAOTCA
CNIMWKOM 6bICTPO, YTO He NO3BO/ISET yNpaBnATb UMW LeHTpann3oBaHHo. Mpegnonaraertcs, 4to cuctembl POS npu
Heo6xoAMMOCTN 6yAyT NpocnexunsaTb Takne npuceanBaHusa (HanpuMmep, B MHPOPMALMOHHOW cucteme 60MbHULbI)
1 4To MHocTpykTypa EHR 6yaeT nonaratbCA Ha 3TU flaHHble NPWU HaU4MK TakoBbiX. MpegnonaraeTtcs, 4To MHGO-
cTpykTypa EHR 6ypet cnoco6Ha BbIBOAWUTL 3aKNOUYEHUA NPU YCAOBUU, HTO MEXAY NauueHTOM/NML oM CyLWecTBYOT
Ha/leXHble OTHOWEHNA, a Takoe OTHOLWEeHNe MOXET 6biTb JTIOrMYEeCKN NoNyHeHo U3 cyuecTeyowux NMMA (Hanpumep,
Korga nevalinii Bpay yxe npefoctaBui MeAuLMHCKUE YCAyru naunenTy/nuuy. BBen gaHHble B EHR nauunenTa'nuua.
Has3Hauun obcnefoBaHue, BbiNMcasn peuenT Ha iekapcTea).

Tpe6oBaHue 6e3onacHocTU 63 KaHaACKON MeanLUUHCKOW opraHusayum Infoway

MpepocTaBneHne gocTyna nosib3oBaTesIeM Ha OCHOBE CBA3M (accouunauunu)

WHpocTpykTypa EHR 1 BCce cuctemsl POS, nogknoyeHHble K MH(OCTpykType EHR:

a) AO/KHbI CBA3bIBATbL MOSb30oBaTeneil (nevawux Bpayeil) ¢ kapTaMu nauueHTa/nnua M NO3BONATb fanbHenWwnin
[OCTYN Ha OCHOBE 3TOW CBA3U; T. €. OHW AO0JKHbI NPeA0CTaBNATb AUCKPELMOHHbI AOCTYN K KapTam, OCHOBaHHbI
Ha TOM. 4TO 3aperncTpupoBaHHbIii NONb30BaTENb, KOTOPbIA yXe UMeeT paspelweHne Ha 4OCTyN K KapTe nayneHTa
(kapTam nauueHTOB), NpeAoCcTaBua nNpaBa AocTyna Kk aTUM KapTam ApyromMy 3aperucTpupoBaHHOMY NO/b30BaTesio;
b) AO/KHbLI NO3BONATHL NOMb30BATENSAM NPEAOCTABAATb APYIUM NOMb30BATENAM AOCTYN K KapTaMm, ecau npejocTas-
nswWKre nonb3oBaTeNn He pacnoiaralT Takum AOCTYNOM K KapTe; o6paTuTe BHMMaHWe Ha TO. 4TO npejocTaBne-
Hue gocTyna ApYrMM nonb3oBaTensm K KapTe He OTMeHAeT oaHnvyeHns poneBoii MOAENN ynpasieHns AOCTYNOM
ANA ApYTUX nofb3oBaTenei.

O6ocHoBaHue — [laHHoe Tpe6oBaHWe UMeeT CyLecTBEHHOE 3HauyeHne, ecnu Tpe6oBaHne 6e3onacHocTn 60 AOMX-
HO TOYHO cobntofaTtbecsA. Kak 66110 OTMEYeHO paHee, AUCKPeLWOHHOe ynpaB/ieHne A0CTYNoM He «npeBanvupyeT»
Ha/j ponesbIM ynpaBneHnem goctynom. Hanpumep, Bpay o6uieil NnpakTUkn MOXeT NnpefocTaBuTb Apyromy (cneuu-
anncTy) NOMHbLIA AOCTYN K KapTe OJHOr0 M3 CBOMX NauuMeHToB. CneynanncT MOXeT No3xe BOCNONb30BATLCA JOCTY-
nom 1A BbIMUCKM 3/1€KTPOHHOrO peuenTta A4NA nayveHTa. OAHaKo ecnu Bpady npejocTtaBnseT 4ocTyn MejcecTpe,
Me/icecTpa He MOXeT no3jHee BbiMMCaTb 3/1IEKTPOHHbLIN peuenT A4NS nauueHTa, Tak kak posieBoe ynpasfieHne fo-
cTynom, kak npasuno, 6yaeT npefoTBpalaTb oCywecTBAeHe Takoi PyHKLUN MeCecTpoil.

BenukobpurtaHus

Tpe6oBaHue 3.3.2 YnpasneHusa nHopmauuneit Benukobputanmm

CucTtema fJo/KHa CNOMb30BaTh POSIEBYIO MO/AE/b yNpaB/ieHnsa A0CTyNnom A8 aBTopusaynu goctyna nonb3osarte-
N K PYHKLUAM N faHHBIM CUCTEMbI.

Tpeb6oBaHne 3.3.3 YnpaBneHus nHpopmaumnein BennkobputaHun (Tpe6osaHne BennkobputaHum, oTHocsLeecs K

KOHKPETHOMY Criyyar)
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Cucrtema, KoTopas o6beaMHSeT poneBy MoAenb ynpasnenus goctynom ¢ CRS NHS. gonxHa nonyyatb MHdop-
Maluio 0 posieBomM npodune, NPUCBOEHHOM NO/b30BaTENIO, C MOMOLbIO MHTepdeiicoB SAML, npeaycMOTPEHHbIX
Spine gna noao6HbIX Ueneli, B COOTBETCTBUMN C onpeAeneHnem B Cneundunkaunum BHewHero nHtepdeiica Spine
(EIS).

Tpe6oBaHue 3.3.6 YnpasneHua nHopmauuneint Bennkobputanum

CucTema, koTopasi 06beuHAET PoNeBy0 MoAeNb ynpaBneHus goctynom ¢ CRS NHS. gonxHa ocywecTBisATb ycTa-
HOB/IEHHOE rocyfapcTBOM cOnocTaBfieHne ANA Bcero, oT cnyxeb6Holi ponu/paboyeil o6nacTv 40 OCHOBHOW ges-
TeNbHOCTU. 8 COOTBETCTBMM C Ny6GMKaLumneid ynoTHOMOYEHHOro opraHa.

CucTema JosiXHa nepuoguyecku ocyLecTBNATL NpoLecc 06HOBNEHUsI CONOCTaBNeHWA, yCTaHOBNEHHbIX rocyaap-
CTBOM AN5 BCEro, oT cnyxe6HoW ponu/paboyeit o6nacTn [0 OCHOBHON [esATeNbHOCTU, B COOTBETCTBUMN C Ny6nka-
uueit ynosHOMOYEHHOro opraHa BpeMsi OT BpeMeHHU.

Tpe6oBaHue 3.3.7 YnpaBneHusa nHopmauuneit Benmkobputanum

B cnyvae, ecnu nocTaBLMKy CYLECTBYOLMNX CACTEM He TpebyeTca nognepxueaTtb ayTeHTudukaumo SS8. cucrte-
Ma ,o/1)HA UCNONb30BaTh IOKabHbIE CPEACTBA YNPaBAEHNA JOCTYNOM Ha OCHOBEe posiell, KoTopble NoAAepXuBaT
npefocTaBfieHne npae f40CTyna B COOTBETCTBMAN C YCTAHOB/MIEHHbIMUW FrOCYAapCTBOM C/YXeO6HbIMU ponsamu/padoumn-
MW o6nacTamMu u felicTBnasmMu. Takne nokanbHble MexaHuaMmbl RBAC [0/XKHbI.

- OrpaHMyYMBaTh UCNOMb30BAHWE CUCTEMbI NOMb30BATENAMMU A0 BbINOJHEHNS KOHKPETHbIX (DYHKLMIA, npucBauBae-
MbIX TO/IbKO MEeHeaXepoM(amun) CUCTEMDbI;

- He No3BO/ATbL /IIO6LIM NONb30BATENAM OCYLLECTBAATL AOCTYN K BblAENEHHbIM ANA HUX PYHKUMAM [0 Tex mop.
noka OHW He BBEAYT CBOI UAEHTUMUKALNOHHYIO UH(OpMALMIO U Naposb.

CpefcTBa KOHTPONS fOCTyna AOJ/DKHbI BKIOYaTb BO3MOXHOCTb NpefoCcTaB/ieHnsa OTAEeNbHOTO 4OCTyna K cnepyto-
WUM DYHKLUAM;
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- NpPOCMOTPY ayAMTOPCKOTO cnepa:

- AOCTYyny K uHchopmauuu o HepaboTalwuem nepcoHane;

- BOCTYNy K KapTaM nauueHTOB, KOTOPbI He MOXeT 6biTb OCYL,eCTB/IEH 0ObIYHbIM CNOCO60M NOMb30BATENAMU CU-
cTembl (Hanpumep, B cuctemax GP. K kapTaM nauneHToB. KOTOPbIE Ha aHHbIi MOMEHT He UCMONb3yTCA B paboTe).
Tpe6oBaHue 3.3.9 YnpaBneHus nHopmaumneit BennkobputaHum

a) Cuctema A0MXKHaA rapaHTMpoBaTb, YTO OpraHm3aunsa BbI6paHHOro Npouna poan COOTBETCTBYET opraHusauum
cUCTeMbl, BXOJ B KOTOPYH NblTaeTCs OCYL,eCTBUTb NOSb30BaTe b, & Takke YTO OHa paspelaeT JOCTyn, TO/bKO
ecnu:

- opraHusauusa a pamkax BblGpaHHOro npodunsa ponu nogbupaeT ko4 opraHu3aunmn B npegeniax cMcteMsl Uan

- B YCNOBUAX MUKPOPANOHHbIX anTek poib W HanpasieHne paboTbl BbIGPAHHOro ponesoro npoduns cosnagaeT c
ponbio U HanpasfeHnem paboTbl NonbaoBaTenei-chapmaLeBToB. a OpraHM3aumns B paMmkax BbIGpaHHOro poseBoro
npoguna cooTBETCTBYeT cCneunanbHON yCNOBHOW HacTpoiike opraHusauuu (kog opraHusauun FFFFF) ansa nog-
aAepxxn EPS R2. Cuctema Ao/MKHaA NoAAepXuBaTb MCNoOMb30BaHue ponesoro npoduns Tonbko FFFFF opraHusa-
LK. eCNN HeT COOTBETCTBYIOLEro CneynanbHOro posieBoro Npounaa opraHn3anmnmn, CBA3aHHOro ¢ Nonb30BaTeNEM.
b) Ha skpaHe BbiGOpa posieBoro npouas cmctema Ao/kHa oTobpaxaTth TO/IbKO Te€ NPOoduan, KOTOPbIe NPUMEHUMbI
K cMucTemMe, BXO[ B KOTOPYIO MblITAETCA OCYL,eCTBUTL NOoNb3oBaTeNb. Kpome Toro, nto6oii ponesoii npocpuns FFFFF
opraHusauuun 6yget otobpaxarbCa TO/IbKO B TOM C/ly4yae, eC/im HeT COOTBETCTBYHWLUWEro CNelynanbHoro posiesoro
npoduns ans aToii opraHnsaymn. Cuctema Ao/KHA NPOSICHUTbL NONb30BaTEN0, KaKoil poneBoit Npotuab NCNonb-
3yeTca CMCTEMOl: Kak npaBuio, Hanbonee noaxoAsawMm 6yfeT TONbKO O4UH PONEBOW Npoduab, B TaKOM cryyae
nofb3oBaTeslo HeT Heo6Xo4MMOCT CaMOMy BbiGUpaTh €ro U3 cnucka, KoTopblii BKIOYAET Apyrue Henogxogaumne
(He cooTBeTCTBYWOUNE OpraHn3aLumn) unn meHee nogxoasawmne (ana FFFFF oprannsaynun) ponesbie npouan.
Tpe6osaHue 3.3.10 YnpaBneHusa uHcopmauyneii Bennkobputanum

MocTaBW KN JOMKHbLI NPeAoCTaBNATb NOAPO6HYI0 MH(OPMALMIO O CONOCTABNEHUN CBOUX NOKAaNbHbLIX CUCTEMHbIX
(YHKUWIA C AeiiCTBUAMU, BbINOTHAEMbIMU B HaLMOHa/IbHOW 6a3e AaHHbIX RBAC. ncnonb3ys npefocTaB/ieHHbIR 06-
pasel. 9To HEO6XO0AMMO ANA NOAAEPXKN Npolecca yAaneHHoro goctyna (4na Toro 4tobbl 06ecneynTb Hanuuue y
Ras nHopmaynn, Heo6xoaMMeRn 4NA NPUCBOEHNSA NOb30BaATENAM COOTBETCTBYIOLWNX CNYXe6HbIX poneii, Hanpas-
neHuit paboTbl 1 NO6LIX 4ONONHUTENbHBIX 4ENCTBUIA), a Takxe 4N NOAAEPXKN npoLecca COOTBETCTBUA.
Poccuiickas ®egepauyuns

PekomeHgauns MuuuctepcTea 3gpasooxpaHenna P® 2009-12-23, tp. 5.11

CuncTema fonXHa NpefocTaBnAaTh BO3MOXHOCTb YCTAHOBKM OFpaHUYeHnii nnu paspelleHnii Ana nonb3osateneit/
rpynn B COOTBETCTBMW C MaTpuueil npas gocTtyna.

B.7.2 MpepocTtaBneHne nHchopmayum o npasax gocrtyna

KaHaga

TpeboBaHne 6e3onacHocTn 63a kaHaACcKol MeanLUMHCKON opraHn3auum Infoway

Pernctpauusa npas gocTyna nonb3osartens

EHRi n Bce cuctembl POS, nogkntoyeHHble K MUHOCTPYKTYpe EHR. A0/KHbI NnpeaocTaBnAaTb PyHKLMMN, KOTOPblE
no3BONAT 06ecneunTb ONpejeneHHOro nosib3oBaTens cneayouiein nHopmaymei:

a) K Kakum 3anucsm nosib3oBaTeslb MOXET OCYUW ecTBAATb JOCTYyN;

b) K KaKMM 4acTAM 3anucu nosib3oBaTeslb MOXEeT OCYLW ecTBASATbL 4OCTYM;

C) Kakue npasa (NpoCMOTpPa, U3MEHEHUA W T.[.) UMeeT N0/ib30BaTe lb MPUMEHUTENBHO K KaX/A0W U3 3TUX 3anuceil.
O6ocHoBaHMe — [IpoLW/blii ONbIT UCNOMb30BAHWUA MOMNYASPHOrO NPOrpaMMHOro o6ecneyeHns onepaLuoHHONR cu-
CTeMbl nokasas, HaCKOMIbKO C/I0XHbIM ABNAETCSA onpejeneHne Toro, MMeeT NW onpejeneHHbli Nonb3oBaTeNb [0-
CTyn K onpefie/IeHHO| 3anucu Manm MoOXeT I OH UCNO/b30BaTb AAHHYI0 eMY NMPUBUIETNIO, EC/TN B CUCTEME HE cylle-
CTBYeT OTAeNbHON MYHKUUN, OTBeYatou el Ha Takne Bonpockl. OTCYyTCTBUE Takoh YHKLWUN 3HAYNTENbHO YCNOXHAET
o6GHapyXeHve 1 ycTpaHeHne owmnb60oK, BO3HMUKAOLWMX Npu NpeAocTaB/ieHnn NonbL30BaTe o npae gocTyna.
BenukobpurtaHus

Tpe6oBaHue 3.1.12 YnpaBneHusa uHcdopmayueii BennkobputaHuu

[laHHOB NpPUIOXeHWe [O/KHO NpeAoCcTaBUTb NOMb30BaTENSIM BO3MOXHOCTb MPOBOAUTL NMPOBEPKY POSN U OpraHu-
3auun. UMeKLWNX 3HavYeHne AN NosyvyeHus focTyna, nojiyyaeMoro aTUMN nosib3oBaTensMu, Tak, 4To6bl OHU He
MOrN 3a8BUTb O HE3HaHWUW 3TOW PONM AWM OpraHnsaLMnm UAN WHbIMK cnocob6amu onpaBgaTb HEOCBEJOMIEHHOCTb
0 3HAYeHWN CBOWX AeNCTBUIA.

B.7.3 OrpaHuyeHune npas gocTtyna

CWA

CCHIT SC 01.01

KoHTponb gocTyna

CucTtema gonxHa npefocTaBnATb Hambonee orpaHnyeHHbll Ha6op npas/npuBUAErnii NaM AOCTYNOB, HEOH6XOANMbIX
nonb3osaTtenam/ynnam (Hanpumep, CUCTEMHbIM afMUHUCTpaTOpam, CekpeTapsamM, MejcecTpamM, AOKTOpam) uau
npoueccam, AeiCTBYOLWNM OT UMEHU nonb3oBaTeneil, 419 BbINOSIHEHUA yKa3aHHbIX 3ajay.

NCO/M3K 27002:2005. 9.1.1.2.b:

HIPAA: 164.312(a)(1): 164.308(a) (3) (1);

HITSP/TP20;
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NIST SP 800-53: AC-6 OPTAHNWYEHWE MPAB:

AC-5 PA3JENIEHVE OBA3AHHOCTEWN.

KaHnapga

Tpeb6oBaHne 6e3onacHocTn 59 KaHaACKON MeaULMHCKOW opraHm3auumn Infoway

Bbi6op 0TAENbHON POn ANA KaXA0ro ceaHca

Bce cuctembl POS, nogknioyeHHble K MHPOCTPYKTYpe EHR. f0O/KHbI rapaHTUpoBaTth, YTO KaXAblii nonb3oBaTenb
6yneT ocywecTBNATb AOCTYN K MPUIOKEHUAM U cnyx6am WHMOCTPykTypbl EHR Ha oCHOBaHUM OTAENbHOW ponn
(T. e. noNb30BaTENN, KOTOPbIE UMEIOT HECKObKO PasHblX posell, AONXHbI UCMNONb30BaTh OTAENbHYIO PONb ANA KaX-
[,0r0 ceaHca MHMOCTPYKTYpbl EHR).

O6ocHoBaHne — lMonb3oBaTenun, UMel LW ne HeCKobKO HECONOCTaBUMbIX POe, AOMKHbI NCNONbL30BATbL UX NO OT-
AenbHocTW. Hanpumep, Bpay o6leil npakTuku, pa6oTalownii B oTAENEHUN HEOTN0XHOW NOMOLW MU CeNbCKoll 60/b-
HULA O4VH AeHb B Hefento (M uMelowWwmnii npaso 06xofa orpaHMyYeHna B cayyae YpesBblyaiHbiX 06CTOATENLCTB NpU
NCNONHEHNN CNyXe6HbiXx 06A3aHHOCTEN), fOMXEH YeTKO yka3aTb B cucteme POS. 4To OH gelicTByeT B npegenax
AaHHbIX €My MOSIHOMOYWMIA, Nepef TeM Kak ocylecTBUTbL gocTyn kK EHR nayveHTa/'nuuya yepes3 nHgocTpykTypy EHR.
Lpyrum npumepom siBnsieTcs Nosb3oBaTenb MHAMOCTPYKTYpbl EHR, ocyuwecTBaaowmii goctyn K EHR B kayecTBe
KMMHWYECKOro Bpaya, a Takxke MHorga B kKayecTBe uccnegoBartens.

Vepapxuyeckasa CTpykTypa pofieit, Bkaovawowaa nosb3osaTteneil, KoTopble 4acTo BblGupalwT Mexay AByMS pons-
MU. KaxAas U3 KOTOPbIX OTHOCUTCA K MEAULUHCKON AesATeNbHOCTM, NO3BOMIUT 3HAYNTE/IbHO CHU3NTbL Heya06CTBO,
Bbl3BAHHOE HEO6XOANMOCTbLIO HANPaCHON CMeHbl OAHON PONN Ha APYTYIO.

Cwm. Takxe: MCO/M3K 27001:2005. A.11.2.2.

Benuko6putaHus

Tpe6oBaHue 3.3.4 YnpaBneHus uHopmauneit Benukobputanum

Cuctema, kotopas o6beaunHser CRS NHS ¢ mogensto RBAC. fonkHa NO3BONATbL NONb30BaTe/N0 BblGUpaTh, Kakoi
13 NPUCBOEHHbIX €My POJIeBbIX NPOUNENA OH AO/KEH NPUMEHATL BO BPEMS NO/Ib30BATE/IbCKOr0 ceaHca € Npuio-
XeHnem. Ecnu Bbi6Op He caenaH, cuctema AoXHaA NPUMEHATL TOT PoaeBoit Npodunb, KOTopblli 66l BbIGpPaH BO
Bpemsa nepsoro exoga B CRS NHS.

Tpe6oBaHue 3.3.5 ¥YnpasneHua nHopmauunein Benmkobputanum

Cuctema, kotopasi 06beanmHaeT CRS NHS ¢ mogenbio RBAC. go/kHa NO3BONATL NOMb30BaTE N0 BbIGUpPaTh, Kakoii
N3 NPUCBOEHHbLIX EMY PONEBLIX Npoduneli OH AOMKEH NPUMEHATL BO BPpeMSA NONb30BATENLCKOIO CeaHca ¢ Npuo-
XeHnem. Ecnv BbIGOp He caenaH, cuctema Ao/HKHA NPUMEHATb TOT poieBoit Npodub, KOTOPbI 6bin BbiGpaH BO
Bpems nepsoro Bxoga B CRS NHS.

B.7.4 Mepepaya npas Ha focTyn

Bpasunnunsa

NGS1.04.07

Mepegaya NONHOMOUNIA

[enervpyowmnm aBnaeTca N1Lo, oTeeyarwliee 3a nepegayy NoSHOMOYUNA, a Aeneratom ABNAETCA NULO, KOTOPOMY
nenernpytoTcsa 06a3aHHOCTU. COOTBETCTBEHHO:!

- fenervpyowunii 4ONXEH UMeTb NpeABapuTenbHoe paspelleHne Ha npefocTaB/ieHne Takux npas:

- nepepfava MNOSIHOMOYMNIA AOMKHA PErMCTPMPOBATLCA B CUCTEME;

- Npu nepepgaye AOMKHO 6bITh YKa3aHo crnegytouiee:

Aenernpyownii;

penerar.

npuyYnHa;

- paTta u Bpema nepegauu;

nepvoj BpeMEHU, Ha KOTOpPbI NpeAocTaBnaeTCs paspelleHue.

NMpumeuaHne — T[puMepomM nepepauyn NOJHOMOYUI ABNSETCHA Clydyaid, NpU KOTOPOM Bpay nepeaaet Mefnce-

CTpe npaBo Ha BBOJ MH(OPMaLNN O NaLueHTe.
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MpepoctaBneHne goctyna nonb3oBaTtesieM Ha OCHOBE CBSA3MN

EHRIi n Bce cuctembl POS, noakntoyeHHble K MHOCTPYkType EHR:

a) AOMKHbI CBA3bIBATb NONb3oBaTenel (Nevawmx Bpayeit) c kaptamu nayveHTa/nmua n Nno3BoAATb AafbHERLW NiA
[OCTYyNn Ha OCHOBE 3TOI CBA3U; T. B. OHW AOJ/IXHbI NPefOCTaBNATb N36UpaTeNbHbIil 4OCTYN K KAPTaM, OCHOBAHHbI i
Ha TOM. YTO 3aperucTpupoBaHHbIi NONb30BaTENb, KOTOPbI YXe NMeeT paspelleHne Ha JOCTYN K kKapTe nayveHTa
(kapTam mauueHToB), NpeAoCTaBAseT nNpaBa AOCTyna K 3TUM KapTam APYromy 3aperucTpupoBaHHOMY Mofib30Ba-
Teno. un

b) He [O0/XHbI NO3BOMIATL NO/b30BATENAM NPEAOCTaBAATh APYTMM NOMb30BATENAM AOCTYN K KapTtam, ecnu npepo-
cTaBnsolWMe NoNb30BATENN HE pacnosaralT TakuM 4OCTYNOM MO OTHOWEHUIO K KapTe.

Heo6xoanmo o6paTuTb BHUMaHWe Ha TO. YTO MpejocTaB/eHne JocTyna APYrMM NOSb30BaTeNAM K MeAULUHCKON
KapTe He OTMEHsIeT orpaHu4YeHns poneBoi MoAenu ynpasieHus A0CTyNoM ANA APYTUX nonb3oBaTenei.
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b.7.5 OTmeHa npaB goctyna

CWA

CCHIT SC 01.04

KoHTponb gocTtyna

CucTema Ao/XHa NoAaepxuBaTb BO3MOXHOCTb yAaseHus npuBunernii nonb3osartens, He yaansas nosb3oBatens
13 cuctemsbl. Llenb gaHHOro ycnoBma — npejocTaBuTb BO3MOXHOCTbL yAaneHus NpuBuIeruii, CoxpaHus npu aTom
NCTOpUIO AeiCTBNIA NONb30BaTeNs B CUCTEME.

HIPAA: 164.308(a) (4) (ii) (C): 164.308(a) (3) (i) (C);

HITSP/TP20.

KaHapga
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CsoeBpemMeHHana OTMEHa NpuUBUAErKii focTtyna

WHpocTpykTypa EHR 1 BCce cuctembl POS, nofknoyeHHble Kk uHpocTpykType EHR, A0/MXHBI noggepxusatb BO3-
MOXHOCTb CBOEBPEMEHHOI OTMEHbI NPUBUMErNii focTyna nosb3oBaTens, T. e. npegoTepalaTh BXOA Nonb3osBaTens
B CMCTEMY Cpa3y Xe nocsie 0TMEeHbl €ro NnpuBuaernii goctyna.

O6ocHoBaHMe — [laHHOoe Tpe6oBaHWe rapaHTMpyeT, YTO NPUBUAETNN NOMb30BaTENS HA AOCTYN B MH(POCTPYKTYpY
EHR MoOryT HesamefnnTenibHO U cUCTEeMaTUYEeCKN NPUOCTaHaBNINBaTLCA, €C/IN Ha 3TO UMEITCSA NPUUYUHBI.

B.8 NMpuemnemoe ncnonb3osaHune

B.8.1 YBegomneHune nonb3oBaTtenei

CWA

CCHIT SC 06.07

TexHnyeckme cnyxo6bl

Cuctema nepeg npejocTtasneHunem goctyna K nlo6eim MM/ gonxHa oTobpaxaTb KOHGUTypupyemoe ysefoMaeHne
unu 6aHHep Npu BxoAe B cuctemy (Hanpumep, «[0CTyn K CUCTEME AO/IKEH OCYLLECTBAATLCS TOMbKO aBTOPU30BaH-
HbIMU NOMb30BaTENAMMNY).

B cnyyae ecnu cuctema He nofAepxvBaeT BO3MOXHOCTb OoToGpaxeHns 6aHHepa nepej BXOAOM B CUCTEMY, OHa
A0/MKHa oTo6paxaTtb ero cpasy nocne aBTopusauunn.

CC2.1 L.4 baHHepul goctyna TOE (FTA_TAB); CC3.0 FIA_TIN.1 WHdopmaynoHHoe npeaynpexjatwuiee coobuie-
Hue;

NIST SP 800-53 AC-8 YBegomneHne 06 MCNOb30BAHUN CUCTEMDI;

HIPAA 164.308(aX5)(i); 164.308(a>(5)(#).

Benukob6purtanusa

Tpe6oBaHue 3.1.11 YnpaBneHus niopmaumnein BennkobputaHmu

MpunoxeHne AONKHO Ha BUAHOM MecTe oTob6paxaTb cnegytouiee coobuieHne Npu ero 3anycke, 4To6bl HANOMHUTH
nonb3osatenam 06 nx o6a3aTenbCTBax U NPaBOBbIX OFPaAHNYEHNAX HA UCNONb30BaHNE CUCTEMbI: 3aKOH O Henpaso-
MEPHOM MCMNOMb30BaHUN KOMMNbIOTEPHbIX TeXHOoNormii 1990 r. «<HecaHKLMOHNPOBAHHbIW JOCTYN K 3TOl cucteme AB-
nseTca npectynneHnem». O6patute BHUMaHMe, 4TO 3Ta DOPMYNIMPOBKA MOXET Nepuoamyeckn o6HOBNSATLCS.

B.9 be3onacHOCTb ceaHca

B.9.1 Bpems oXugaHuWsa nonb30BaTebCKOro ceaHca

Bpasununa

NGS1.03.01

3aBeplieHne ceaHca npu 6esaeiicTeum

CeaHc nonb3oBaTeNss MOXeT 6biTb 3aBEPLIEH N0 UCTEYEHUUN PerynpyemMoro nepuoga 6e3neicTens nyTeM oTMeHbl
napameTpa ynpas/iieHUs ceaHCOM, UCNonb3ys, Hanpumep, dain cookie.

ABNTNBR MCO/M3K 27001:2005. A.11.5.5.

CWA

IFR.03

3aBepLieHne 3NeKTPOHHOro ceaHca No UCTeYeHUN NpeBapuTeibHO YCTAaHOBNEHHOTO Nnepnoja 6esgeiicTeus.

SC 03.03

AyTeHTudukaumnsa

Cuctema npu o6HapyxeHun 6e34elicTBNSE UHTEPAKTUBHOTO CeaHca A0/IXHa NPeAoTBPaTUTbL fanbHeRW it NpocMoTp
N LOCTYN K CUCTEME, UCNOMb3Ysi 3TOT CEAHC, NYTEM ero 3aBepllieHns unu 610KMPOBKX, KOTopas ocTaeTcs B cuie 4o
Tex Nop. noka nosb3oBaTelb He BOCCTAHOBUT AOCTYN C NOMOLLbI COOTBETCTBYHLWMX NpoLeayp naeHTudkauum n
ayTeHTUdUKaunn. Bpemsa oxumaaHna akTUBHOCTW AOJIKHO perynnpoBaTtbCs.

KaHnapa. Anb6epTta 7.3.14 (6e30MacHOCTb);

KaHapa: OHTapuo 5.6.12.3 (3awuTa paboumx ctaHuumii);

NCO/M3IK 15408. CC SFR: FTA_SSL. FMT_SAE:

NIST SP 800-53: AC-7 HEYAAUYHbIE NOMNbITKWA AOCTYMNA; AC-11 B/IOKMPOBKA CEAHCA; AC-12 3ABEPLWLE-
HWE CEAHCA.

HIPAA: 164.312(a) (1): 164.312(a) (2) (iii).
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OrpaHuyeHne gocTyna kK aBTOHOMHbIM pa6oynmM CTaHUUsaM

Bce cuctembl POS, nogknoyeHHble K MHocTpykType EHR. gonxHbl 3awuwaTte aBToMaTnyeckn ynpabnsiemble
pa6ouve cTaHUWW OT MOCTOPOHHUX NIUL, MOJb3YILWKNXCA BO3ZMOXHOCTbIO UCNONb30BaHNA paboyell cTaHuUu, noka
cuctema MyHKUMOHMPYeET NGO C NOMOLLLIO aBTOMATUYEeCKOro BpeMeHn oxuganusa nocne 6espeiicteuns, nubo ny-
TeM pasmelyeHns paboyeil cTaHUuUM Ha PU3NYECKN 3alULLEHHOM yYacTke.

O6ocHoBaHne — MHoOrne knnHuyeckme cuctembl POS yxe npumeHunu gaHHoe TpeboBaHue, No kpaiHel mepe
Ha HayalbHOM ypoBHe (Hanpumep, aBTOMaTU4YeCKOe WCTeYyeHne cpoka OXuaaHua nocne nepuopa 6espeicteund).
HekoTopble paboune CTaHUMU PacnosiokXeHbl Ha (PU3MyYecKkU 3alULEHHbIX yyacTkax (Hanpumep, 3a CHETUMKOM
[03VPOBKM NNeKapCTBEHHbIX NpenapaTosB B antekax). Hagnexauwee pasmel,eHne paboynx ctaHuuii Takxe urpaet
BaXHYI0 pPOo/sib B 06ecneyeHnn rapaHTum TOro, 4TO NayMeHrbl/nnLa He CMOryT npocmMaTpuBaTb MHPOpMaLuio, cogep-
Xallylcs B kKapTax APYrnx nauneHTos.

Benukob6putanusa

Tpe6oBaHue 3.8.1 YnpasneHua nHopmauuneint Bennkobputanum

Cuctema fonkHa NpeaocTaBNATb cpeAcTBa KOHTPONA ANS 3aWuUThl aBTOMaTUYeCcKn ynpasnsaeMblx pabounx crtaH-
LWii OT NOCTOPOHHUX NUL. BKAOYalLWme aBToMmaTnyeckyto 6/10KMpoOBKY No ucteyeHun nepuoga 6es3feicTemsa; ato
MOXeT OCYLW,eCTBAATLCA NYyTEeM NPUMEHEHUA NporpaMMbl NpPeAoXpaHeHna aKkpaHa uan 6710KUPOBKU NPUNOXEHUS,
TpebyLwWwnx NOBTOPHOW ayTeHTudukaumm nons3osatens. MNepepg akTnBaynein aBTomaTuyeckoin 6/10KMPOBKM NOS-
BUTCA NpeAynpexeHne o TOM. YTO CPOK OXUAaHUA ncTekaeT (4aHHOe npeaynpexaeHne 6yaeT otobpaxatbcsa BTe-
YeHue 3afjaHHOro nepnoja BpeMeHun nepes 6/J10KMPOBKOI, Nnepuoj oTo6paxeHns No ymonuaHuio coctasnsiet 60 c).
Tpe6osaHue 3.8.2 YnpasneHua nHopmauuneint Bennkobputanum

CucTema A0/XHa NpefoCcTaB/sATbh NONb30BaTENO CPeACcTBO, NO3BONALUee 3a610kMpoBaTb CUCTEMY B OAHO Aeii-
cTBMe. 3TO fJelicTBUE cKpbiBaeT Nobble nAeHTUULMpyemMble AaHHble nauuMeHTa oT NpocmoTpa u obecneynsaeT
Heo6X0AMMOCTb MOBTOPHOI ayTeHTUKaLMm 4NA BO306HOBAEHUS paboTbl MPUNOXEHUS.

Tpe6oBaHue 3.8.3 YnpasneHua nHopmauuneint Benmkobputanum

Ecnu nonb3osBaTenio oTKasaHo B A0CTyne Ha OCHOBaHWUW TpeboBaHWii, U3NOXEHHbIX B 3TON CTaTbe, TOT Xe NOMb-
30BaTe/ib MOXeT BO306HOBUTbL CBOW ceaHC MyTeM MOBTOPHOW ayTeHTudukaumm nnu nwo6oii Apyroii nonb3osatensb
MOXeT BbIAiTU U3 Npeablaylero ceaHca (6e3 ero B0O306HOBNEHNS) AN1A TOT0, YTO6bLI NPOAO/MKUTE PaboTy C MOMOLbIO
HOBOTO cCeaHca.

Tpe6oBaHne 3.1.5 YnpaBneHus nHhopmaumein BennkobputaHum

Cuctema go/xXHa coBMelaTb co cnyx60ii Spine Security Broker MexaHu3Mbl curHanmsayum o:

- BPEMEHMN 0OXupaHns ceaHca;

- BPEMEHU 0XMNaHNA aKTUBHOCTW;

- ypaneHun cmapT-KapThl;

- NpW NONyYeHUU yBefoMAeHUA 06 OAHOM U3 3TUX COOBLITUI cucTema AOMXKHA rapaHTMposaTth, 4TO NONb30BaTENb
npoieT NOBTOPHYK ayTeHTUMMKALUI B COOTBETCTBUM C ONMUCAHMEM, NpUBeAEHHbIM B Tpe6oBaHuu 3.1.4. nepep
TEeM Kak NoNy4ynTb paspelleHne Ha ganbHeliwee ncnonb3oBaHne cnctembl CRS NHS;

- cucteMa AO0/IKHA OCyL ecTBNATbL 3TO NyTeM peructpauumn cnyx6bl Token Listener (cnywartens co6biTuii mapke-
poB) (cM. cneundukaLnto BHelWwHero nutepdeiica n 3.1.6);

- cnegyeT 06paTUTb BHUMAaHUE Ha TO. YTO 3HAYEHUA ceaHca U BPeMEeHU 0XMAaHUA aKTUBHOCTK ycTaHaBIuBawTCs
YNONTHOMOYEHHbLIM OPraHoM U NEPUOAUYECKN MOTYT NU3MEHATLCS.

Tpe6oBaHue 3.1.6 YnpasneHusa nHcdopmauuneit (4na Bennko6putanum)

SSO Token Listener (cnywartenb co6biTuii SSO-mapkepoB). ns onpefeneHns OKOHYaHUA ceaHca Nofb3oBaTens B
coOoTBETCTBUM C onucaHmem B 3.1.5 cuctema A0/IXHaA «caywaTb» cobblTua SSO-mapkepa.

MpumeuyaHne — CeaHc nonb3oBaTena Spine He 3aBUCUT OT ceaHca NoJib3oBaTeNA akKkpeAUTOBAHHON CNYX6bI.

WHTepdelic SSOTokenListener nocpeaHuka 6esonacHocTn Spine (The Spine Security Broker. SSB) npegocTtaBns-
eT MexaHu3Mm ANA NPUNOXEHWI, KOTopble TPebyloT yBeJOMIEHUA N0 NCTeYeHUN cpoka feincTena SSO — mapkepa.
Cpok fgeiicTBMA Mapkepa UcTekaeT No JOCTUXEHUU MakCHMasbHOrO BPEMEHU ceaHca, MakCumManbHOro nepuopa
6e34eNCTBMA UNN NPU 3aBEPLUEHUN CeaHca aAMUHUCTPATOPOM.

Cuctema gonxHa npumeHsTe MeTod addSSOTokenListener. ncnonb3ys uHtepgeiic SSOToken; AaHHbI MeToq pe-
anusyet nHtepgeiic SSOTokenListener. Mocne ucteyeHna cpoka gencrena SSO-mapkepa 6yaeT MCnonb3oBaTbCcs
06bekT o6paTHoro Bbi3oBa. C nomowbio SSOTokenEvent (npefocTaBneHHOro nocpeacTBoM 06paTHOro Bbi30Ba)
cucTema CMOXeT onpefennTb BpeMA U NPUUYNHY NCTeYeHns cpoka geicTeua SSO-mapkepa.

Mpn paspylweHun ceaHcoBoro Mapkepa SSB ocyuwecTBnsaeT 3aperMcTpupoBaHHblii 06paTHbli BbiI3oB. O6paTHbIM
BbI30BOM fBnsAetca 3anpoc HTTP POST, koTopblii nepepaeT AaHHble XML cneynann3npoBaHHoll cepBepHoi Java-
nporpamme B cucteme; cuctema nonydaetr HTTP Post n ucnonb3yeT uHopmauunio, cogepxallyoca B Hem. 4na
OCYLLeCTB/IEHUSA COOTBETCTBYOLWMNX JeACTBUIA.

Bonee nogpo6Has uHopmauns npegoctaBneHa B Cneuyndukayny BHewWwHero nutepdeliica.
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Tpe6oBaHue 3.1.7 YnpasneHusa nHpopmauuneit Bennkobputauus

CucTtema jo/KHa NOAAEPXUBaATL aKTUBHOCTL N01b30BATE/1bCKOr0 CeaHca BO BPeMs ee akTUBHOTO UCMN0Jib30BaHusA
nonb3osaTtenem. OTO AOCTMTaeTCa 3a CYeT UCMOb30BaHUSA COOTBETCTBYIOWNX (PYHKUNI pereHepaLun mapkepa c
nomouwbto APl-untepdelica SSO. BxoasiLero B coctaB cnyx6bl SSB.

Mofo6Hble PyHKUUN pereHepauunn, koTopble c6pacbiBaloT Taiimep 6e3geiicTBuA B Spine, MOryT 3anyckaTbCs Kax-
AbliA pa3. korga nonb3oBaTeNb NpUMeHAeT PYHKLMUIO, KOTopas B3aumojeiicTesyeT ¢ Spine (Hanpumep, usBnevyeHune
13 PDS) unu npu ncnonib3oBaHWn NoKanbHOro TaiiMepa 6e3feiicTBUSA, KOTOPbIN Bbi3biBAET BOCCTAHOBEHNE Nepes
TeM. Kak akTUBUPYeTCs BPeMs OXWAaHNA akTUBHOCTU Spine.

B.9.2 Bpema oXupaHua noAaKNOYEeHns

KaHapga

Tpe6oBaHne 6e3onacHocTn 70 KaHAaACKOW MeAULMHCKOW opraHu3auun Infoway

OrpaHuyeHne BpeMeHN yCTaHOBNEHNA COeUHEHNS C NPUNOXEHUAMN UHPOCTPYKTYpbl EHR

B cooTBeTCTBYOWMX Cyyaax nHocTpyktypa EHR go/mkHa orpaHnynBaTh ANNTENbHOCTL MOAK/IOUYEHUA K NPUKIAAHbIM
cnyx6am nHocTpykTypbl EHR Ana o6ecneyeHuns 4ononHUTENbHON 6€30NacHOCTU JOCTyNa K TakuM MPUNOXEHUSAM.
O6ocHoBaHne — VHoraa faHHoe Tpe6oBaHWe NPUMEHSAETCA NS NPUNOXEHNA C BbICOKUM YPOBHEM 6e3onacHoCcTy
Ana obecnevyeHns NOBTOPHOTO NOAKAOYEHUS (M, cnefoBaTeNbHO, MOBTOPHOI ayTeHTUdMKaLMmM) B cnydasx, Kkorga
coefInHeHne o0CcTaBasoChb OTPLITHIM B TEYEHUE ANIMTENLHOTO Nepuoja BpeMeHn. INnTeNbHOCTb Nepuoaa noanepx-
KN COeAMHEHNA MEeHAeTCs B 3aBUCUMOCTN OT XxapakTtepa NpuioXeHUs u TMNoB CoeNHeHnii (Hanpumep, oT cepBepa
K CepBepy WM OT K/MeHTa K cepBepy). YuuTbiBas CTPYKTYpy o6MeHa COoOoOLeHUAMU, onpefiefIeHHyl0 B MakeTe
EHRS. coegnHeHns ¢ nHocTpykTypoihi EHR. kak npaBnno, gnatca He 6051ee HECKONTbKUX MUHYT.

B.9.3 be3onacHoOCTb ceaHca

Bpasununa

NGS1.03.02

3awmnTa noib30BaTENbCKOrO CeaHca 0T Kpaxu

CeaHc cBA3M fonXeH 6bITb obecneyeH cpeAcTBaMu KOHTPONA 3a 6e30MacHOCTbIO ANA NpefoTBpaleHns Kpaxu
nonb30BaTE/IbCKOTO CeaHca.

MpumeyaHne — CeaHC MOXeT ObITb «ykpaJeH» AaXe BO BPeMS 3aliuleHHbIX ceaHcoB (Hanpumep. SSL/
TLS). Hanpumep, ecnu ceaHc oTcnexnsaeTcs nocpeactsom paiina cookie B URL (yHMdnumpoBaHHbIli nokaTop pecypca),
B HEKOTOPbIX cUTyaunax URL-ceaHc nonb3oBaTens MOXeT 6biTb NOAYYEH U NCNONb30BaH APYTMM Nonb3oBaTesnemM nyTem
NPUCBOEHUS TUYHOCTU NpeAbIAYLLero nosib3oBaTesns.

ABNTNBR NCO/M3K 27001:2005. A.10.8.

B.10 NMoppepxaHue 4OCTYNHOCTU J@HHbIX

B.10.1 Pe3epBHOe KONMpoOBaHWe N BOCCTAHOB/IEHUE

Bpasununa

NGS1.05.01

Pe3epBHOe KONMMpoBaHNe/BOCCTaHOBNEHNE

Cuctema EHR fonxHa npegycmatpnBaTb Co3aHue pe3epBHbIX KONUiA, KOTOpble 0TBeYaloT CneAyloLl UM Tpe6oBaHUAM:
- Heo6X0AMMO 3KCMOPTUPOBATbL aTPUByThl 6€30NacCHOCTN BMECTE C AaHHbIMU:

- cnepyet y6eauTbCA B TOM, 4TO NPU BOCCTAHOB/IEHUUN U3 pe3epBHON KonuK Bce aTpubyThl 3alUThl U UX accoyna-
LUun 6blNV aBTOMATUYECKN BOCCTAHOB/IEHbl 6e3 BMelwaTeNbCcTBa agMuHncTpaTopa:

- cnepyeTy6eAnTbCA B TOM. UTO NPOMU3BOANTL 3KCNOPT U BOCCTAHOB/IEHNE PE3EPBHOI KOMUM MOXET TO/IbKO NO/b30-
BaTe/lb C PO/ibl0 ONepaTopa pe3epBa, rapaHTUPOBaB, YTO NOb30BaTENb HE UMeeT NPAMOro JocTyna K uHopmauuu.
ABNT NBR MCO/M3K 27001:2005. A. 10.5.

NGS 1.05.02

MpoBepka LLeN0CTHOCTV NPU BOCCTAHOBMEHUN JaHHbIX

Heobxognumo o6ecneunTb CPeACcTBO KOHTPOJIS, KOTOPOe rapaHTUpyeT NpoBepXy LesoCTHOCTU WHopmauuu npu
CO34aHNN N BOCCTAHOB/IEHUU PE3epPBHOI Konuu.

ABNT NBR MCO/M3K 27001:2005. A.10.5.

CWA

CCHIT SC 05.02

TexHuuyeckme cnyx6bl

Cunctema fonxHa 6biTb KOH(UTYpPUPYeMOii ANA NpefoTBPaLLEHNS NOPYM WU NOTEPU yXe BBEeJEeHHbIX B CUCTEMY
[aHHbIX B ciyyae c60s cuctembl (Hanpumep, nuterpauusa ¢ UPS n . g.).

MNCO/M3K 15408. CC SFR: FPT_RCV:

HIPAA 164.312(c) (1).

CCHIT SC 08.01

Pe3sepBHOe KonupoBaHue/BoccTaHOBNEHNE

Cuctema foXHa UMeTb CNOCOBHOCTL CO3faHNA pe3epBHbIX KONUI NPUKNAAHbLIX faHHbIX, HA6OPOB ya0CTOBEPEHWIA
3alnThl, @ Takke daiinos xypHana/pesynbtaToB ayguTa.
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KaHapa. Anb6epTa 7.3.16 (6e30nacHoCTb):

MCO/M3K 15408. CC SFR: FDP_ROL. FPT_RCV:

HIPAA: 164.310(d)(1).

CCHIT SC 08.02

Pe3epBHOe KOonMpoBaHue.'BOCCraHOBEHNE

®YHKLMOHANbHbIE BO3MOXHOCTU BOCCTAHOBIEHNSA CUCTEMBI JO/IXKHbI NPUBOAUTL K BO3BPATY B NONIHOCTLIO pabouee
1 6esonacHoe cocTosHKe. [laHHOe COCTOsAHME [O0J/IKHO BKIYaTb B Ce68 BOCCTAHOBMEHUE [aHHbIX NPUIOXEHUS,
Ha6opa yfocTOBepeHunii 3awnuTbl 1 aiinos xypHana/pe3ynbTaTtoB ayamta B UX NpeXHee COCTOsHUE.

KaHaga. AnbbepTa 7.3.18.9 (6e3onacHoOCTb):

MNCO/M3K 15408. CC SFR: FAU_GEN".

NIST SP 800-53: AU-2 COBbITUSA. MOABEPIAEMbIE AYAUTY:

HIPAA: 164.310(d) (1).

CCHIT SC 08.03

Pe3epBHOe KOonMpoBaHue.'BOCCraHOBEHNE

Mpn HEO6XOANMMOCTUN KPYTNOCYTOUYHON exXeAHEeBHON paboTbl CUCTEMbI OHA [JO/XKHA 3anyckaTb pe3epBHOe KonupoBsa-
H/We O[JHOBPEMEHHO C paboToi NPUTOXKEHUS.

KaHapa. AnbbepTa 7.4.2.5 (TexHuyeckunii + D1I):

MNCO/M3K 15408. CC SFR: FDP_ROL:

HIPAA: 164.310(d) (1).

KaHapga

Tpe6oBaHune 6e3onacHocTn 30 KaHaACKON MeAULMHCKOW opraHu3auun Infoway

BesonacHoe pe3epBHOE KONMMPOBaHMe AaHHbIX

Bce opranusauuun, pasmeuiarlime KOMNOHEHTbl MHGOCTPYKTYpbl EHR. 4ONXHbI:

a) ocywecTBNATb pe3epBHoe konupoBaHue MM 1 faHHbIX, KPUTUHECKU BaxXHbiX ANA 6e3onacHocTu (3awuTsl),
Taknm cnoco6om, KoTopblit 06ecneunBaeT KOHMUAEHLNANBHOCTb, LLe/TOCTHOCTb U OCTYNHOCTb AaHHbIX;

b) XpaHWTb pe3epBHble KONUK AaHHbIX B (hM3MYEeCKN 3alyulleHHO cpefe BHe paboyero mecTa.

O6ocHoBaHne — CylecTBYOT pas/iMyHble TEXHONOINM o6ecneyeHns KOHMUAEHLMANBHOCTYU JaHHbIX B npolecce
XpaHeHusi. TakKuMU TEXHOMOTMSMN MOTYT GbiTb KOAMPOBAHME WM UCMNOJIb30BAHUE AEUAEHTUPULNPOBAHHbIX AaH-
HbIX.

O pucanKunmM JOMKHBI yCcTaHaBIMBaTb HEO6XOAUMbIA YPOBEHb 3alNThl, OCHOBbIBASICb HA acnekTax pucka, a Takxe
TeXHUYECKNX U PYHKLNOHANbHbBIX acnekTax.

Poccuiickas ®epepauyuns

PekomeHpauns MuHuctepcTea 3apaBooxpaHeHna P® 2009-12-23. 1p. 6.2 (Heob6sa3aTenbHoe)

CuncTema J0MKHA OCYLLEeCTBSATL Pe3epBHOE KONMPOBAHME JIMYHBIX aHHbIX Ha NEPEHOCHbIe XpaHuauua.
PekomeHpauns MuHuctepcTea 3apaBooxpaHeHns P® 2009-12-23. tp. 6.2 (Heo6s3aTenbHoe)

[lONXKHbI CylLecTBOBaTb Kak MUHUMYM [Be KONuu nporpaMmHoro o6ecnevenus (MO) nogcucTemsbl 3awuThl.
[OMKHbI CylLlecTBOBaTb MHCTPYMEHTbI 4719 BOCCTAHOBEHUSA Kak MUHUMYM ABYX KOnuii MO noacMcTeMsl 3alUThbl.
LienoctHocTb MO noacucTeMbl 3aluTbl [O/XKHA NPOBEPATHCA MPU Kax[OM NOBTOPHOM 3anycke onepawuoHHON
cucTeMbl.

B.11 3awuta faHHbIX B NpoLecce nepegayu

B.11.1 KogupoBaHue faHHbIX B NpoLecce nepegayn

Bpa3unnunsa

NGS1.06.01

Be3onacHOCTb CBA3M MeXAY KIMEeHTOM W CepBEPOM.

CeaHc CBA3N MexXAy KOMNOHEHTOM KnueHTa (CTOpOHa Nosib3oBaTeNA) U KOMNOHEHTOM cepBepa A0/IXeH BOBMeKaTb
cnepyoume cnyx6bl 3aWuTbl: ayTeHTUd KAy cepBepa, LeOCTHOCTH AaHHbIX U KOHDUAEHUNANBHOCTH JaHHbIX.

MpumeuyaHune — Tpumepamu ABASAIOTCA Takme NpoTokonbl, kKak HTTPS (HTTP + SSUTLS) u IPSEC.

ABNT NBR MCO/M3K 27001:2005. A.10.9.2 n A 10.6.

NGS 1.06.03

OrpaHnyeHue Ha nepefaBaemMbie AaHHble

Mpy yaaneHHom goctyne kK EHR KOMMNOHEHTY K/iMeHTa (CTOpoHa nonb3oBaTens) AOKHbI NepesaBaTbCs TOMbKO Te
[LaHHble, KOTOpble NPeACTaBNeHbl Nob30BaTeNo. ATO 03HAYAET, UTO /06as BO3MOXHAsA 06paboTka AaHHbIX, CBS-
3aHHas C BbIGOPOM [aHHbIX, [AO/IKHA OCYLLECTBASATLCS CTOPOHOI cepBepa.

ABNTNBR MCO/M3K 27001:2005. A.10.9.2.

NGS1.06.04

Be30nacHOCTb CBA3M MeXAy KOMMOHEHTaMu

Ecnu EHR COCTOUT M3 HECKONbKUX pacnpefefieHHbIX KOMMNOHEHTOB (T. €.. PACMONOXEHHbIX HA Pa3HbIX KOMNbHOTE-
pax). To CBA3b MeXAy 3TWUMU KOMMOHEHTamMu (Hanpumep, 6a3a faHHbIX) AO/KHA 6bITb 06ecneyeHa cneaywmmm
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KOMMNOHeHTamu 6e30nacHOCTu: ayTeHTUukaymeint naptHepa (KNMEHT UK cepsBep), LeIOCTHOCTbIO AaHHbIX U KOH-
ONAEHUNANbHOCTLIO AaHHbIX.

ABNT NBR MCO.'M3K 27001:2005. A.10.9.2.

CWA

CCHIT SC 06.01

TexHuyeckune cnyxool

Cuctema fJo/XHA NoAfepXuBaTb 3alUTy KOHPUAEHUNANbHOCTN BCell 3aKpbiTOW MefULMNHCKOR nHdopmauuu
(3MW). nepepaBaemoili no cetn WHTepHeT unu APYruM OTKPbITbIM CETAM, C UCNONb30BaHMeM WuUdpoBaHns
nocpeAcTBOM TpoiiHOro craHpgapta wudpoBanns DES (3DES) unn npoaBWMHYTOro cTaHgapTta WudpoBaHus
(AES), a Takxe Takux OTKPbITbIX NpoToKonos, kak TLS. SSL. IPSec. wudposaHue XML nnn SIMIME unu nx
npeeMHUKOB.

KaHapa. AnbbepTa 7.4.6.2 1 8.4.6.2 (TeXHNYECKNIA):

NCO/M3K 15408. CC SFR: FCS_COP; FIPS 140-2:

NIST SP 800-53: SC-13 KPUMNTOMPA®NYECKNE ONEPALNN:

HIPAA: 164.312(e) (1): 164.312(a) (2) (rv):

HITSPT17;

FIPS PUB 140-2.

CCHIT SC 06.03

TexHuveckune cnyxobl

CucTtembl, KOTOpble npegocTaBnsoT gocTyn k MM/ yepe3 uHTepdelic Be6-6paysepa (r. e. HTML yepe3 HTTP),
LOKHbI BKOYaTb B ce6s1 BO3MOXHOCTb WK poBaHMS faHHbIX, NepefaBaemblx no cetn yepe3 SSL (HTML no
HTTPS).

NMpumeuaHne — WHTepdeiicol Be6-6paysepa 4acTo WCNOMb3YTCA 3a npejenamy 3awuWeHHON ceTu
npegnpuaTus

NCO/M3K 15408. CC SFR:AGD_ADM: HITSP/TP17:

HIPAA: 164.312(e)(1): 164.312(a)(2)(iv).

CCHIT IFR.07

Heo6xoanumo y6eanTbCs B TOM. UTO 3/1€KTPOHHAA MeAuLMHCKas nHpopmauunsa He 6bina M3MeHeHa B npouecce ne-
pefaun. v BbIABUTb U3MEHEHUA U yaaneHne 3/71eKTPOHHOW MeAULUHCKON NHhopMaLumn n XXypHanoB ayanta B COOT-
BETCTBUM CO CTAaHAAPTOM, YKa3zaHHbIM B Tabnuue 2B, cTpoka 4.

Tabnuuya 2B. cTpoka 4. lNpoBepka TOro, YTO 3/1IEKTPOHHAA MeAuLnHCcKaa nHhopmauusa He 6bl1a U3MeHeHa B npouec-
ce nepepayun: AN NPOBEPKU TOro, HTO 3/1EKTPOHHAA MeAuLMHCKaa UHopmauus He 6Gblna M3MEHeHa B npouecce
nepegauu, A0/XEH UCNoNb30BaTbCA Ge30NacHbIil anropuTM xewunpoBaHusa. B kayecTBe 6e30macHOro anroputma
XelWwnpoBaHua Heo6xoaMmMo nucnonb3osatb SHA-1 unu anroputMm 60/1€e BbICOKOrO YPOBHA [Hanpumep, nybnvkaumsa
(PUB) ®epepanbHoro ctaHgapta no o6paboTtke nHgopmauum (FIPS) CtaHfapT no 6e3onacHoOMY X3LWMPOBaHUIO
(SHS)FIPS PUB 180-31.

CCHIT SC 06.04

TexHuyeckune cnyxobl

Cuctema fo/mKHA NOAAEPXMBATL 3alUTy LLe/IOCTHOCTY BCeli 3akpbiTOl MeAuuUHCKON nHdopmauum (3MU). nepe-
faBaemMoil No cetTn WHTEPHET UAn APYTUM OTKPbITbIM CeTsiM, Yepe3 xewuposaHune SHA-1 unu SHA-256 unu ux
NpeeMHNKOB, a Takke yepes Takme OTKpbITble NpoTokonbl, kak TLS. SSL IPSec. undpoas nognuce XML nnun S/
MIME nnun nx npeemHuKkn.

NCO/M3K 15408. CC SFR: FPT_RCV: FIPS 140-2; SP800-53: SC-13 KPUNTOTPA®UNYECKUNE OMEPALNW;
HIPAA: 164.312(e) (1): HITSP T17.

KaHaga

Tpe6oBaHne 6e3onacHocTn 31 KaHaACKOW MeAULMHCKOW opraHu3auumn Infoway

Koguposanue MM/ B npouecce nepegauu

B xoge nepegaun MM EHRI n cuctembl POS, nogkntoyeHHble K MHpocTpykType EHR. fO/MKHBI MPUMEHATb anro-
PUTMbl U1 NPOTOKO/bI WU POBAHUA UH(hOPMALLMK, COOTBETCTBYIOLME NPOMbILWIEHHbIM CTaHAapTam. OTo AenaeTtca
ANSA NOAAEPXKN KOH(MNAEHLNANbHOCTU U LEeNOCTHOCTU faHHbIX B TEX Caydyaax, korga nepegaya faHHbIX NPOUCXo-
AWT 3a npegenamu rpaHuy pusnyeckoin 3awmnTel, o6ecneynsatwleli 6e3onacHocTb cpeAcTB 06pa6oTkn nHopma-
Uuun. noAAepxuBanLWmnx cepsepbl, NPUNOXEHNA NN faHHble EHR.

O6ocHoBaHne — lMepexBaT KOHpUAEHUNANbHOW MHOPMaLUKN NpeacTaBNAeT CepPbe3Hblii PUCK, & ee N3MEHEeHue B
npouecce nepegayu NPMBOAUT K CEPbE3HbIM nocnefcTenam. O6ecneyeHne KOHPUAEHUNANBHOCTU N LLENIOCTHOCTH
MM/. nepesaBaeMbix MHOCTPYKTYpOli EHR siBNsieTcsi MUHMMAanbHbIM Tpe6OBaHUEM.

Mepguko-nHopmaLnoHHOEe 3aKOHOAATENLCTBO HE COAEPXUT KOHKPETHbIX UHCTPYKLUUIA OTHOCUTENLHO 3aluTbl UH-
thopmauun B npouecce nepegaun, ofHaKo CywWecTBYOT HekoTopble o6uime Tpe6oBaHua. Hanpumep, cornacHo
MeANKO-UH(POPMALLMOHHOMY 3aKOHOAaTeNbCTBY NMPOBUHUUKM OHTApMO XpaHuTenam nHdopmauun TpebyeTca «ne-
pepasatb» MM/[ 6e3onacHbiM cnoco6om. CornacHo mMeauko-MHOPMaLNOHHOMY 3aKOHOAATeNbCTBY NPOBUHLUK
MaHuTOo6a fOBEPEHHOMY NIMLY, UCMONb3YIOWEMY 3/1EKTPOHHbIE CpeACcTBa ANS OCYLW eCTBIeHNA 3anpoca Ha pas-
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rnaweHne faHHbiX U NOJIy4eHUs oTBeTa Ha Takne 3anpochl, TpebyeTcA OCyWeCcTBAATL Mepbl N0 NpPeAOoTBPaLleHuNto
nepexsarta MHGOpPMaLUn NOCTOPOHHUMM TMLaMN.

Tpe6oBaHne 6e3onacHoCTu 32 KaHaACKO MeAULMHCKOW oprann3sauumn Infoway

3awmTa LenocTHOCTN UCTOYHUKA U aApecaTa Bo Bpemsa nepegaun MM

NHocTpykTypa EHR gonxHa 3awmuwaTe UCTOYHUK U agpecaT cOO6LWEeHNss OT HesleralbHOro NPOHWKHOBEHUS BO
Bpema nepegaun MM 4na nogaepxkn UX KOHPUAEHLNANBHOCTU N LENOCTHOCTH.

O6ocHoBaHMe — [laHHOB Tpe6oBaHWe ABNAETCA MUHUMa/IbHbIM ANA 3aWNTbl OT Yrpo3bl HesleraabHOro NPOHWUKHO-
BeHMA. OTo TpeboBaHMe ynyywaeT HafeXHbI ABYXTOUYEYHbI MHpOPMALMOHHBIVA NOTOK U NpefycMaTpuBaeT pea-
N3aunio Takux TeXHONOTUiA, Kak LudpoBble NOAMNUCK, BblAeNeHHble IMHUN WA BUPTyasbHble YacTHble ceTu ANs
3alunTbl UICTOYHMKA U agpecaTa.

Benukob6putanusa

Tpe6oBaHue 3.10.3 YnpaBneHus nHdopmauuneit Benukobputanum

Ana 3aWmnTbl KOHOUAEHLNANBHOCTY U LEeIOCTHOCTU MH(DopMaLun B NpoLecce nepefayn cuctema [o/kHa npume-
HATb KpunTOrpadunyeckne mMeTofbl, KOTOPble COOTBETCTBYIOT Kpuntorpaduyecknm craHgaptam NHS (nepunopguue-
CKN BbiNyCKaeMble YNO/THOMOYEHHbLIM OpPraHoM 1 nNpefocTaB/iseMble Mo 3anpocy, HanpaBleHHOMY Ha 3/1IEKTPOHHYH0
nouty esp.ig@nhs.net). icnonb3oBaHne He3awnpoBaHHbIX NPOTOKO/NOB B KayeCTBE YAa/€HHOT0 WHCTPyMeHTa
noAfepxXkn 6yneT orpaHNunBaTLCA TEXHUUYECKOR MOoAAEPXKON WAN NoAAEepPXKXOiA nporpammHOro obecnedyeHus cu-
cTeMbl U He 6yAeT MCNOMb30BaTbCA ANA NOJYYEHUA A0CTyna K MepCcoHaNlbHbIM WA KOH(UAEHLMaNbHbIM Nepco-
HaflbHbIM [JaHHbIM.

Tpe6oBaHue 3.11.18 YnpaBneHusa nipopmayvein Bennkobputanuu

B cnyuanx korga ycnyra, npeanoxeHHas nocTasuiMkom, TpebyeT nepepayn naeHTUMOULNPYEMbIX AaHHbIX NaLueH-
TOB C MOMOLLbIO 3/TEKTPOHHbIX CPEACTB, TO WNdPOBaAHNE 3TUX AaHHbIX A0/KHO COOTBETCTBOBATb YPOBHIO, KOTOPbIA
TpebyeTcs yTBEPXAEHHLIMU KpunTorpatuyeckummn ctaHjaprtamu. OTu 3awndpoBaHHble faHHble MOryT nepeja-
BaTbCA yepes CAyxOy 3alnLieHHO’ 31eKTPOHHOI nouTbl, Hanpumep noyta NHS. nnu yepes yTBepX/AeHHYI0 CeTb,
Hanpumep N3.

Tpe6oBaHue 3.10.2 YnpaBneHusa uHchopmauyueii Bennko6putanum

CucTtema gonxHa o6ecneunBaTb KOHPUAEHLNANLHOCTb U LLE/IOCTHOCTb NEPCOHANbHbIX AaHHbIX U KOHDUAEHUnanb-
HbIX NEPCOHa/IbHbIX flaHHbIX MayWeHTa B npouecce nepejayn Yyepes HeHafexHble ceTu, Bkaoyas (B Yncae npoyero)
nepepgavy mexay:

- ueHTpamMu 06paboTkn AaHHbIX:

- ueHTpamu o6paboTKM AaHHbBIX U MECTOM pa3BepTbiBaHUA ceTeil LAN:

- knuneHTamu N3 1 ycTpoiicTBaMu yaaneHHoro goctyna u

- ueHTpamy 06paboTKM AaHHbIX 1 YyCTPOCTBAMU yAaneHHOro gocTyna.

Poccuiickas depepauynsa

PekomeHgaunsa MuHucTepcTBa 3gpaBooxpaHenunsa P® 2009-12-23. 1p. 6.1

Cuctema fonxHa obecneuynBaTb 3aWUTy BCEX /INYHBLIX AaHHbIX, NONYYEHHbIX Yepe3 ceTb VHTepHeT unn apyrue
MN3BECTHbIE OTKPbITbIe CETW, UCMOMb3YSA KpunTorpaduyeckne metogbl. /1060l TpaHCrpaHWyHbli 06MEH NnepcoHanb-
HbIMW [laHHLIMUW AO/KEH 6bITh 3allMLLEeH C MOMOULbI0 KpUnTorpaguyecknx MeToaos.

B.11.2 NopaTtBepxX/aeHune NoNyYeHUs JaHHbIX

Bpasunnusa

NGS1.07.08

MoaTBepxaeHne nonyvyeHuns

O6MeH AaHHbIMU Mexay EHR ponxeH 6biTb o6ecneyeH cpefcTBaMy KOHTPONS ANA NOATBEPXAEHUA aocTaBku/
NONYyYEHNSA JaHHbIX.

MpumeyaHne — CoOTBETCTBYWLWMIA NpuMep HaxoauTca B TISS.

ABNT NBR MCO/M3K 27001:2005. A 10.6.

KaHaga

Tpe6oBaHune 6e3onacHoCcTn 33 KaHaACKO MeAULMHCKOW oprann3auumn Infoway

MoaTeepxaeHne nonyvyeHunsa nepeparHHolx MM

B cooTBeTCTBYOWMNX cnyyanax MHdocTpykTypa EHR gonxHa nonyvyatb noATBepXAeHue npuema faHHbiX B npoLec-
ce nepegauu NMMJ ans o6ecneyeHns rapaHTUmn Toro, 4TO NepefaHHbie faHHble Gbi/IN NOJMyUYEeHbI.

O6ocHoBaHMe — [lloATBepXAeHue npueMa coobLeHnsa nNyTemM KBUTUPOBaHWE YCTAHOBMAEHUS CBA3U WAW APYrUM
MeTOZOM SIBNSIeTC MUHUMA/IbHLIM Tpe6oBaHUEM AN1s 06ecneyeHuns NosIHOTO MoJlyYeHus UHopMaLuy agpecaTom.

B.12 3awuta faHHbIX B Npouecce xpaHeHusa

B.12.1 3awuTta fjJaHHbIX B XpaHUAnLW ax gaHHblX

Bpasunnunsa

NGS1.04.01

MpepoTepalleHne HECAHKLMOHUPOBAHHOTO A0CTYyNa, OCyLWecTBAAEMOro NOCTOPOHHUMM NnL,amMu
3anpeTnTe HeayTEHTUPULNPOBAHHbLIM MOCTOPOHHUM cTOpoHam goctyn kK EHR-S u DBMS.


https://meganorm.ru/list2/63556-0.htm
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HL7ERH-S FM IN1.2ABNT NBR MCO/M3K 27001:2005. A.11.6.1.

NGS1.04.02

MexaHu3m ynpassieHus goctynom Kk EHR

Heob6xoanmo y6eauntbca B TOM. 4TO focTyn K EHR BO3MOXeH TO/IbKO Yepe3 MexaHu3M ynpaBieHus OCTynom.
HL7 ERH-S FM IN1.2.

NGS1.07.05

Wcnonb3osaHne SGBD

Cuctema ynpaBneHuns 6asamu gaHHbix (SGBD) fonxHa xpaHuTb n o6ecneunsaTb 3awuty EHR

NGS1.07.06

MpepoTBpaleHne npsamoro goctyna k SGDB

Monb3oBatenn EHR He A0/kHbI UMeTb NpAMoii gocTtyn kK SGBD. locTyn nonb3oBaTtenss k EHR gonxeH no3BonsThb-
CSl TONbKO NPU UCNONb30BAHWWN KOMNOHEHTA ynpaBneHus goctynom k EHR u ayreHTudukaynn. npamoii gocTyn K
SGBD fo/xeH 6bITb 3anpelieH 3a UCKIIYEHNEeM CclydaeBs, Korja BblINO/IHAETCSA pe3epBHOE KONnpoBaHue.
NGS1.07.07

3awndpoBaHHble NAEHTU(DUKALNOHHbIE AlaHHble NauneHTa

Nio6ble faHHble, NAEHTUMNLUPYIOLWWE NaLnerHTa, JO/KHbI 6biTh 3alNMPOBaHbI 418 NPejoTBpalLeHUs BOCCTAHOB-
neHna nx EHR nyTem HecaHKLMOHMPOBAHHOIO focTyna K 6a3e gaHHbiXx EHR nnn pesepsHOii konuu (co3gaHHon 4ns
3alnThbl JaHHbIX).

ABNT NBR MCO)'M3K 27001:2005A 10.7.3.

CLWA

CCHI1T IFR.05

Heo6x04MMO BbINONHUTL WNdpoBaHMe 1 fewndpoBaHne 3NeKTPOHHbIX MeAULNHCKNX AaHHbIX B COOTBETCTBUN C
napameTpamu, onpejefnieHHbIMN Nonb3oBatenemMm (Hanpumep, Npyu pe3epBHOM KOMUPOBAHUMN, HA CbeMHbIX HOCUTE-
NAX MHopmauun, npu Bxoje.'BbIXofe U3 CUCTEMbI), COTTaCHO CTaHAapTaMm, ykasaHHbiMu B Tabnuue 2B. cTpoka 1.
Tab6nuua 28. cTpoka 1. O6uwee wudposaHue naewndpoBaHne 3NeKTPOHHbIX MEANLUHCKNX AaHHbIX: [ O/KEH uc-
nofb30BaTbCA CUMMETPUYHbIV KpunTorpaduyecknii anroputm 4ns pukcupoBaHHOro 6,10ka Ha 128 6UT. CMOCOGHbI A
ncnonb3oBaThb ka4 wudposanns 128. 192 nnu 256 6uTt (Hanpumep. FIPS 197 Advanced Encryption Standard.
(AES). Nov 2001).

KaHapga

Tpe6oBaHue 6esonacHocTy 36 KaHaACKOW MeAnLMHCKO opraHusauun Infoway

3awuTa XxpaHnnuL, AaHHblx

Bce opraHusauuun, pasmewaloime KOMNOHEHTbl MHPOCTPYKTYpbl EHR. f0O/IXHbI 06ecneynTb 3aunTy 3/1IEKTPOHHbIX
HocuTeneit, cogepxawmx MM nnu faHHble cMCTEMbI C 0CO6bIMU Tpe6oBaHUAMM NO MHOPMALMOHHONK 6e3onac-
HOCTW. BKNOYaAsA perncTpaynoHHbie JaHHble Nob3oBaTesieil, C NOMOL b0 OHOIO N HECKONbKNX CPEACTB:

a) hun3nyeckoii 3awmnTbl HOCUTENe B COOTBETCTBUM C Tpe6oBaHuem 6e3onacHocTun 18;

b) HaAeXHoW geufeHrndukaynn NepcoHanbHbiX MeANLNHCKNX AaHHbIX, XPAHALLUXCA HAa HUX. UK

C) WndpOoBaHNA AaHHbIX, XPaHALUXCA HA HUX.

O6ocHoBaHne — 3awuta MNMM/J umeeT BaxXHOe 3HaYeHWe, ec/im UCNosib30BaHMe u pasrnaweHne JaHHoi uHpop-
Mauuy AO/KHO KOHTpoaMpoBaTbCcsA. B 3ToM cMmbicnie faHHOe TpeboBaHue BbiTekaeT U3 Tpe6oBaHuns 6e3onacHoCTu
4.5. lWndpoBaHue xpaHUAuLL AaHHbIX NO-NPeXHeMy BCTpeyaeTcs PeAKo B 34paBOOXPaHEHUN, N MeJULNHCKue op-
raHu3auuu He cnewart UCNOMb30BaTh COBPEMEHHbIE TEXHOMOMMN ANA WudpoBaHus 6a3 gaHHbiX. MONbITKN fengeH-
TMUUMpoBaTh flaHHble, XpaHawmnecs B 6a3ax faHHbIX, KaK NpaBuI0, HeJoCTaTOYHbl U YaCTO S1IerKO yCTPaHAEMbI.
3awuta perncTpaymoHHbIX AaHHbIX NOAb30BaTeNA UTPaeT BaxHYl0 Posb A4NS NOAAEPXaHWA UX NOMHOTHI (M. COOTBET-
CTBEHHO, Le/IOCTHOCTM npouecca ayTeHTudukaunm nonb3osatens). 3awura Ux KOHPUAEHUNANBHOCTU TakKke umeeT
CylweCcTBeHHOe 3Ha4YeHne 415 NoAAepXaHus JoBepus NOCTaBLMKOB MeAULMHCKUX YCAYT (KOTOpble, K NpUMepy, He XOTAT
nonyvyaTb MapKeTUHIOBble MaTepunasbl OT CNaMepoBs, NOMYUUBLLUNX 4OCTYN K cnabo3alyieHHbIM KOHTAKTHbIM AaHHbIM).
HecmoTps Ha To 4TO hu3myeckas 3awWuTa XpaHWnuu, AaHHbiX Bcerga 6yaeT uMmeTb CylwleCcTBEHHOe 3HavYeHue (ana
3alunTbl paboToCNOCOGHOCTN CUCTEMDI), B COOTBETCTBYIOLUX CAyYasax NP NPOEKTUPOBAHUN HOBbLIX CUCTEM cnepy-
eT paccmaTtpuBaTh AeneHTudukauuo n wupposaHmue.

Benukob6putaHus

Tpe6oBaHue 3.11.2 YnpaBneHus nHopmauneit Bennko6putaHuu

Cuctema goxHa rapaHTupoBaTthb, 4TO faHHble CRS NHS. Bkntoyaa nepcoHanbHble W KOHPUAEHUNANbHBIE NEPCO-
HafibHble flaHHble NauneHTa, a Takke XypHanbl ayauTta, 3aluueHbl 0T HECaHKLMOHUPOBAHHOTO A0CTyNna 1 BHece-
HUS U3MEHEHUT B NpoLecce XpaHeHUsA 3TUX AaHHbIX B 6a3ax AaHHbIX n/nnu dainax.

B.12.2 3awuta faHHbIX Ha NOPTAaTUBHbLIX HOCUTENAX

Cwm. Takke MCO/M3K 27001:2005. A.10.8.3.

CLWA

CCHIT SC 06.06

TexHuyeckune cnyxool

Mpu xpaHeHun MM/J Ha N6bIX NOPTArMBHLIX/CbEMHBIX YCTpoiicTBax (Hanpumep, dnew-Hakonutens. CD-ROM.
PDA vnu nopTaTUBHbLIA KOMNbIOTEP) CUCTEMA J0J/IKHA NOAAEPXMBATL NCNONb30BAHWE OCHOBAHHOIO Ha cTaHaapTax
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cdopmata wudpoBaHns, NPUMEHAOLWEro cTaHfapT TpoliHoro wudposaHua gaHHbix (3DES), NnpoABUHYTHLIA CTaH-
papt wudposaHna (AES) n NpeemMHUKOB 3aTUX CTaH[apToB.

FIPS 140-2. NCO/M3K 15408. CC SFR: FCS_COP. OMB M-06-16. SP800-53: AC-19. HITSP T33:

HIPAA: 164.312(e) (2) (n);

FIPS PUB 140-2.

KaHapga

Tpe6oBaHne 6e3onacHoCTK 34 kaHa/fCKOWi MeanLMHCKO opranusauuu Infoway

3awwuTta MM/l Ha NnOpTaTUBHbLIX HOCUTENAX

Bce opraHusauuu, pasmeujatouje KOMNOHEHTbl UHAOCTPYKTYpbl EHR. 1 opraHusauuu, nofknoyeHHble K NHGOo-
cTpykTtype EHR, fomXHbI rapaHTupoBsathb, 4yTo MM/ v gpyrue gaHHble cucTeMbl C 0CO6bIMU TPe6GOBAHUAMM MO UH-
¢hopmaunoHHOW 6€30NacHOCTU, XpaHALLMeCca Ha NOPTATUBHbLIX HOCUTENAX;

a) 3awundpoBaHbl NpU Nepejaye HOCUTENA 4NN 3AWNTbI LLeIOCTHOCTU U KOHPUAEHUNANBHOCTA JaHHbIX U

b) 3alMLleHbl OT Kpaxn B COOTBETCTBYIOLWMNX CAyYaax Npu nepejaye HocuTensa NS 3alWUTbl JOCTYNHOCTU faHHbIX.
O6ocHoBaHMe — [laHHOe Tpe6GoBaHWe NpegHasHayYeHo 4Na o6ecneyeHns 3awnTel MHDOPMaL MK, xpaHsaweica Ha
CbeMHbIX HOCUTENAX. Mo6GUNbHbIE YCTPONCTBA pacCcMOTpeHbl B Tpe6oBaHun 6e3onacHocTn 73 (npuemnemoe uc-
nonb30BaHNe MOGUbHBIX YCTPOWCTB).

BenukobputaHus

Tpeb6oBaHne 3.11.8 YnpaBneHua nHdopmaumnein BennkobputaHmu

B cnyuasx, korga ycTpoicTsa wau ycnyru, npefnoxeHHble NOCTaBLWMKOM, TpebyloT nepeaaun nobbix ngeHTndmn-
LMpyeMbiX JaHHbIX NaLMEHTOB Ha N06bIX NOPTATUBHLIX HOCUTENAX, HEOOXOAUMO BbIMOMHUTL WHUMPOBaAHUE ITUX
[aHHbIX. YPOBEHb WN(pOBaHUA A0/KEH COOTBETCTBOBATL YTBEPX/AEHHbIM KpUntorpaduyeckum ctaHgapram, onu-
caHHbIM B Tpe6oBaHumn 3.10.3.

Tpe6oBaHue 3.11.9 YnpasneHnusa uHopmaumneit BenukobputaHuu

WndposaHune, gewndposanne, nepejaya, XpaHeHne N YHNUTOXKEHNE NePEeHOCUMbIX JaHHbIX O/XHbI NoABepraTb-
cA ayinTy, a HOCUTENN AOJ/KHbI PErMCcTPUPOBATHLCA B XypHase n OTC/eXusatbcsa A1 obecneyeHuns Toro, YTo Bce
3K3eMNAAPbl BKAOYEHbI B OTYeT.

Tpe6oBaHne 3.11.11 YnpaBneHus nHgopmaumein Benukobputanumn

MocTaBLWWK 4OMXEH rapaHTUpPoBaTh, YTO NPUMEHSAEMBbI NPOAYKT WndpoBaHua cooteeTcTByeT FIPS 140-2 u npo-
xoaun akkpeguntauuto CCTM (cm. http:/\vww.cesg.gov.uk/servicecataloguec'CCTM/Pages/ CCTM.aspx).
Tpe6oBaHue 3.11.12 YnpaBneHuus nipopmauueit Bennkobputanumm

MocTaBLW UK AO/KEH rapaHTUPOBaTh, YTO CTOWKOCTb U C/IOXKHOCTb K/loua WU poBaHNA ANA KaXA0ro apxmea cooT-
BETCTBYeT ONMMUCAHUIO B YTBEPXAEHHOM Kpuntorpaduyeckom ctaHgapTe.

Tpe6osaHue 3.11.13 YnpasneHua nigpopmauyvein BennkobputaHun

B cnyvasx Korga knouu wudposaHna co3garTcs CUCTEMO aBToOMaTWYecKkn ANS nepejayun [aHHbIX Ha nopTa-
TUBHbIX HOCUTENNX, cMCTeMa AO0J/IKHa nepejaTtb KA4 WKUHpPOBAHNA Ha 610K ynpaBneHWs AaHHbIMU ANSA KaX-
[0 npoueaypbl WU(poBaHna. B Takux cnyvasax kpuntorpauyeckme Kaoum He A0/DKHbI GbiTb CO3[aHbl NyTeM
MCNONb30BAHWNS anroputTMa WAW APYroro COBMECTHO MCNO/Ib3YyeMOro CeKpeTHOro kjtwua, KoTopblii 06beanHseT
TO/IbKO M3BECTHYIO WM AOCTYNHYI UHMOPMaLMIo, Kacawlylca okpyxatouwel cpefbl, Uan apyrywo uHdopma-
LMo, 3aBUCALLYI0 OT KOHTekcTa, 6e3 BKIYEHUA YHUKaNbHON, 3aBUCALEl OT KOHTEKCTa cCekpeTHoll uHpopma-
U1K, B COOTBETCTBMM C TpeboBaHUAMMU NoNb3oBaTeNs Unn nocraswuka. CekpetHas nHdopmayns, sasucauias
OT KOHTEeKCTa, J0/)Ha KOHTPONNPOBAaTLCA U YNPaBAATLCSA B COOTBETCTBUM C MPUHLMNAMU PEKOMEHAYEMbIX HOPM
ynpasB/ieHNs KNK4Yammn 3auTbl.

Tpe6oBaHue 3.11.14 YnpaBneHusa nHcpopmauvein Bennko6putaHum

MocTaBLW WK AOMKEH rapaHTUpPOBaTb, YTO M06ble KNUYM WNdPoBaHUA, CO3jaBaeMble CUCTEMONR, XPaHATCA Hagex-
HbIM cnoco6om AN obecneyeHns BO3SMOXHOCTM BOCCTAHOB/IEHUA JaHHbIX B C/lyyae yTpaThbl Kio4a Wan ero nopun
610KOM ynpaBieHUs faHHbIMU.

Tpe6oBaHne 3.11.15 YnpaBneHus nicopmaumein BennkobputaHmm

MocTaBLMK AO/KEH rapaHTNPOBaTh, YTO K/1HOY WU POBAHUSA ABMAETCA YHUKANIbHBLIM A8 KaX40ro apxmBa faHHblX.
Tpe6oBaHue 3.11.16 YnpaBneHus nipopmaumein BenukobputaHum

B cnyyasax korga cuctema nocTasliuka npefoctaBaseT MeEXaHW3M AN OTNPaBKM Kaoya WugpoBaHus nonyyatento
3/1eKTPOHHbLIM NyTEM WAWU BPYUYHYIO, HEO6XOANMO Hann4yme Ha MecTe NpoLeccos ANA o6ecneyeHns rapaHTum Toro,
4TO KNHOYN WU POBaAHNA OTNPaB/IEHbI BCE[ 3a OTAe/IbHbIM MEXaHU3MOM CBA3M ANA 3alNPOBAHHbIX AaHHbIX UK
oTnpaB/ieHbl OTAENLHO OT 3alndPoOBaHHbIX HOCUTENEN.

Tpeb6oBaHne 3.11.17 YnpaBneHus nHcopmaumein BennkobputaHmn

B cnyuasx korga ycnyra, npeAnoxeHHas nocTasBUMKom, TpebyeT nepefayn NAeHTUPULUUPYEMbIX AaHHbIX NaLueH-
TOB Ha /II06bIX NOPTATUBHbLIX HOCUTENAX, HEOO6XOAUMO BbINO/IHUTL WN(POBAHNE 3TUX AaHHbIX, YPOBEHb KOTOPOTO
[O/KEH COOTBETCTBOBATb YTBEPXAEHHbIM KpunTorpadunyecknum ctaHgapTaM, W nepejaTtb Ux 6e30nacHbIM CNoco-
60Mm. Mepefada MAEHTUMDULUPYEMbBIX LaHHbIX NauMeHTa A0/KHa NPOBOAUTLCSA C NOMOLLLIO 6e30nacHbIX Cyx6
[0CTaBKM B COOTBETCTBUM C PYKOBOACTBOM NO WNpoBaHuio lenaptaMmeHTa 34paBOOXpaHeHNs.

Cm. Takxe Tpe6osaHune 3.11.7 YnpasneHusa uHdopmaumneii BennkobpmutaHuu.
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Poccuiickas ®epgepayuns

PekomeHnpgauna MuHuctepcTea 3gpasooxpaHeHunsa P 2009-12-23, 1p. 6.1

Cuctema gonxHa o6ecneynTb 3aWUTy BCEX MEAULMNHCKNX JaHHbIX, MOMYYEHHbIX N0 CeTW VHTepHeT nau no gpyrum
N3BECTHbIM OTKPbITLIM CETAM, C MOMOLLbIO KpunTorpauyecknx mMetonos. Jllobble NOAKNOYEHNA K ceTn VIHTepHeT
WUV APYTUM U3BECTHbIM OTKPbITBIM CETAM AO/IXHbl 6bITh 3allWLEeHbl C MOMOL b0 CACTEMbI CETEBON 3aLUThI.
PekomeHpauns MuHucTepcTBa 3gpaBooxpaHeHns P® 2009-12-23, Tp. 6.2 (Heo6s3aTenbHan)

Nio6ble nopTarvBHbIeY CbEMHbIE YCTPOCTBA, UCNONb3YyEMbIE AN XPAHEHUA NEePCOHAaNbHbIX AaHHbIX, AO/XHbI OblTh
MapKupoBaHbl K 3aperncTpupoBaHbl B XypHanax ayauTa.

B.13 LLenocTHOCTb AaHHbIX

B.13.1 MNMpoBepka LENOCTHOCTU JlaHHbIX

Bpa3unnunsa

NGS1.07.04

MpoBepka LenoCTHOCTA JaHHbIX

Heo6xo4nMo Hanunune cpefcTB KOHTPONA 418 NPOBEPKN LEeNOCTHOCTU AaHHbix EHR ana npegotepalieHusa gei-
CTBWIA NONb30BaTENA UAN CUCTEMHbIX C60€B, KOTOPble NPUBOAAT K NPOTUBOPEUYUBOCTU AaHHbIX.

B.13.2 UmMnopT AaHHbIX

Bpa3unnunsa

NGS1.07.01

IMNoOpT faHHbIX

[aHHble, UMNOPTUPOBaHHbIe N3 ApYrnX EHR ¢ noMouibio NOPTaTUBHOIO YCTPOWCTBA, A0/KHbI 6bITh COOTHECEHbI C
nauneHToM n nevalmum BpayoM, MecToM, AaTOi 1 BpeMeHeM UMMNopTa, a Takxke nofb3oBaTesiemM, KOTOpbIii ocyLlle-
CTBUA UMNOPT flaHHbIX.

HL7 ERH-S FM /N7.6.

B.13.3 LLenocTHOCTb flaHHbIX B NpoLecce nmnopra

Bpa3unnunsa

NGS1.07.02

OrpaHuyeHune nepegauu n akcnopta EHR

EHR f0/XHbI NepefaBaTbCA U 3KCNOPTMPOBATHLCA TONILKO B CAEAYOWUX CayYanx:

- ANS nepeHoca B APYryl0 cuctemy;

- AN Pe3epBHOI0 KONMPOBaHUA,

- ANSA nepejaun nayuMeHTy Mo ero 3anpocy B 3/IEKTPOHHOM WU neyaTHoOM hopmare;

- npu npoueccax, Tpebyuunx neyatn sceii EHR nnamn ee yactu;

- Ansa obecneyeHus COOTBETCTBUA 3aKOHOAaTe lbHbIMU TPe6OBaHNAM, 418 KOTOPbIX HEO6X0AMMbI NeYaTHbie OKYMEHTbI.
Bce geiictBuA no nepegaye n akcnopty EHR fAomxHbl 6b1Tb 3anucaHsbl.

CWA

SC 06.13

TexHunuyeckune cnyxobl

PasrnaweHune gaHHbIX, COAEPXallnXca B KapTax, BbINO/IHEHHOE A1 fIeYeHUs, onnaTbl U BbINOSIHEHUA MeANLUH-
CKMx npoueayp, COOTBeTCTBYeT cTaHfapTy, yka3aHHOMy B Tabnuue 2B, cTpoka 6.

Tabnuua 28, cTpoka 6. PasrnaweHune faHHbIX 418 NeYeHUs, onnatbl U MeAULUHCKUX npouenyp; AaTta, Bpems,
NAEHTUM NKALMOHHbIE AaHHble nayneHTa (MMa uan HoMmep), UAeHTUUKaLNOHHbIe AaHHble Nofib3oBaTens (MMsa nuam
HOMEP) M ONUCaHWe NPUYNHLI pasrnaweHns AO0/KHbl BbliTb 3aperncTpupoBaHsbl.

B.13.4 NpoBepKka UCXOAAWMNX AaHHbIX

KaHapga

Tpe6oBaHue 6e3onacHOCTU 78 KaHaLCKON MeanLUUHCKO opraHunsauum Infoway

MpoBepka NeyaTHbIX JaHHbIX

Bce cuctembl POS gosmxHbl o6ecneynBaTb BO3MOXHOCTb NPOBEPKM MOTHOTHI NMeyYaTHbIX KONUii AoKyMeHTa (Hanpu-
Mep, «cTpaHuua 3 n3 5»).

O6ocHOBaHMe — OTn Tpe6OBaAHWA ABNSAIOTCA MUHUMANbHbIMK 418 06ecnedYyeHns LLenoCTHOCTU faHHbiXx. OHK npe-
[oTBpalalT CeKkpeTHoe, BbI6opoYHOe oTo6paXeHne AaHHbIX.

Cwm. Takke NCO/M3K 27001:2005. A.12.2.4.

BenukobputaHusa

Tpe6oBaHue 3.17.5 YnpaBneHus nHdopmauuneit BennkobputaHuu

MocTaBLW UK JO/KEH rapaHTMpoBaTh, 4TO cucTeMa npeaocTasfiseT cpeAcTsa, obecneynBatru e nonbL30BaTeNs Bo3-
MOXHOCTbIO MPOBEPKM MOHOTbI MeYaTHbIX KONWiAi AOKYMeHTa (Hanpumep, MapkupoBka «cTpaHuuya 3 n3 5»).

B.14 XpaHeHue flaHHbIX

KaHapga

TpeboBaHue KOH(UAEHLNANBHOCTM 21 KaHaACKOW MeAMLUHCKON opraHusauum Infoway

XpaHeHve gaHHbIX

MHdocTpykTypa EHR. cuctembl POS. nogkntoyeHHble K MHGoCcTpykType EHR. opraHusauuu, nogkntovawumecs K
nHdocTpykType EHR. 1 opraHnsauumu, pasMmelarouime KOMNOHEHTbl MHOCTPYKTYpbl EHR. AOMKHbI:
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a) ocywectBnATb xpaHeHne MM[ 8 cooTBeTCcTBUM C TpeGOBaAHUAMU XPaHEHUS JOKYMeHTauun, OTPaXeHHbIMU B
3aKoHOfaTeNbHbIX akTax, u

b) paspabaTbiBaTb PyKOBOACTBA M OCYLECTBNATL Npoueaypsl, kKacawwmecs xpaHenus NMM/A. Bkawvas MUHUMaANb-
Hble 1 MakCUMasnbHble NepuoAbl XpaHeHUS.

O6ocHOoBaHMe — OTO NpeAcTaB/sieTCA [OCTATOYHO C/IOXHbLIM ANS yCTapeBLIWX CACTEM W CUCTEM, OCHOBAaHHbIX
Ha XpaHeHWW Ha ByMaXHbIX HOCUTeNAX: cpefa 3/MEeKTPOHHOro yyeTa 3[0p0OBbsA AO/KHA 6bITb paspaboTaHa gns
cucTemMaTMyeckoii peanmsauuun Takux npasua. B To xe BpeMs nauueHTbl/nuuya J0MXHbI NPU3HATh HEOOXOAMMOCTb
NOCTOSAHHOTO XpaHeHNsA OCHOBHOW MHOpMaLMN O HUX B CUCTEME 34PaBOOXPAHEHUS.

Benukob6putanus

Tpe6oBaHue 3.11.6 YnpaBneHus nHgopmaumnein BennkobputaHmm

Cuctema fo/IXHa rapaHTMpoBaTh, YTO BCE AaHHble XPaHATCSA B Te4YeHUe NepuooB, yCTAHOBIEHHbIX NONUTUKOA DH
M onucaHHblX B MpakTnyeckom pykosogctse NHS no ynpaBneHuio J0KyMeHTO060pOTOM, YacTm 1um 2.

B.15 MapkupoBka gaHHbIX

KaHaga

Tpe6oBaHue 6esonacHocTu 11 kaHafCckoll MeauUMHCKOW opranusauum Infoway

HaHeceHne MapkupoBKM O KOHPUAEHLNANBHOCTN NEPCOHANbHbBIX MEANLUHCKUX JaHHbIX

Bce cuctembl POS, noakntoyeHHble K MHhocTpykType EHR. o/mkHbl HbopMuMpoBaTh Kaxaoro nons3osatens POS
0 KOH(uaeHunanbHOM xapaktepe NMA:

a) nyTem oTo6paXxeHns MapkMpoBKN Ha NeYyaTHOW Konuu, oTobGpaxatolieil gaHHble, Unn

b) NnyTem oTo6paxeHns JaHHO# MapkMpoBKM Ha NO60OM 3kpaHe, oTo6paxalu,eM gaHHble, Unu

C) nyTem oTo6paxeHus faHHOi MapkMpoBKW Nosib3oBaTeslo cpady nocne Bxoja B npunoxeHne POS (BO3MOXHO, B
pamkax noanTUKN 4ONYCTUMOTO UCNOMb30BAHNA).

O6ocHOoBaHMe — [laHHoe Tpe6oBaHWe rapaHTUPYeT, YTO BCE NOCTaBLUKM MeULMUHCKNX YCAyr U o6cnyxusarownii
nepcoHan ocBeAOM/EeHbl O TOM. YTO KOHKpeTHas MHdopmaums, npocmaTpuBaemas UMW, ABASeTCA KOHugeHunanb-
HOA. ODTO 0COBEHHO BAXHO B C/lyyae, eC/im MHpopmaLmnsa COAEPXNTCA B 3/IEKTPOHHbIX NUCbMaXx, thakcax v Apyrux f0-
KyMEeHTax, KoTopble MOryT cofepxaTb KOH(pUAEeHLaNbHY0 N He KOHpUAEHLNanbHY0 NHOPMaL U0 0A4HOBPEMEHHO.
N3BECTHO, YTO 3asABMIEHNA O NPUEMIEMOM WCNOb30BAHUN MOTYT 6biTb HE 3aMeyeHbl NOCNe HEeCKONbKUX UCMNOoNb-
30BaHunit cncteMbl. OCHOBHbLIM MPeMMyLLeCTBOM NOCTOSIHHOTO 0TOGPaXeHUsA Takux 3asaBneHnii ABnseTca obecneve-
HWEe OCHOBAHWA AN NPUB/IEYEHUA K YTONIOBHON OTBETCTBEHHOCTN NOMb30BAaTENEN, KOTOPbIE HE OTHEC/IUCH K NH(OP-
Mauuy ¢ AO/DKHBIM BHUMaHMeM (T. e. He o6pawannck ¢ MHpopmMaLneit kak ¢ KOHPUAEeHLManbHO).
Benuko6putaHus

Tpe6oBaHue 3.17.1 ¥YnpaBneHusa uHcopmauyueii Bennko6putanum

MocTaBW UK AO/KEH rapaHTUPOBaTh, YTO BCE /INYHbIE [JaHHble NauueHTa, KOTopble BbIBOAATCA U3 MEAULUHCKOro
NpuUNoXeHns, NnpeaocTaBisieMble B pamMkax AaHHOTO corfalleHns, MapkupylTca Hagnucblo «KoHdbuaeHumanbHo
NHS: nnuHble faHHble naumeHTa». Kpome Toro, noctaBL KK JOMKEH co604aTh Takne TpeboBaHNA K MapkupoBKe,
KOTOpble MOTyT 6bITb 060CHOBAHHO yKa3aHbl yNO/THOMOYEHHbIM OpraHoM, Hanpumep, ANA 0To6paxeHns N3MeHeHui
B COOTBETCTBYIOUWEM 3aKoHoAaTenbcTee. O6paTuTe BHUMaHWe Ha TO. 4TO TpeboBaHUsA B JaHHOM pasjene He J0/X-
Hbl BMWATL Ha cneundukauum neyatTn Ans peuenToB UM pasjayn Mapkepos B COOTBETCTBUM C Tpe6oBaHusMu EPS.
[anbHeliwee pykoBOACTBO NpejCcTaBNeHO No ajpecy:
http://www.conneclingfofhealth.nhs.uk/systemsandservices/infogov/secijnty/risk/nhstnforiskmgt.

Tpe6oBaHue 3.17.2 YnpaBneHua nHopmauuneit Benukobputanum

Cnyx6a fomkHa npegycMaTtpuBaTth 3alWUTHYI0O MapKkUpOBKY MHGOpMaunu, KOTOpyl Heo6xoAnmMo J0BecTH A0 CBe-
OEHNA KaxAoro noab3oBaTens B cooTBeTcTBum ¢ 3.17:

a) nyTem npejcTaBneHus Ha No60M akpaHe, oTo6paxalolwem nHchopmaymio, nam

b) nyTem oTo6paxeHns Nnosb3oBaTe o cpasy nocne Bxoga B CMCTeMy (BO3MOXHO, B pamMmKax NOANTUKA JONYyCTUMO-
ro UCNosb30BaHunA).

Tpe6oBaHue 3.17.3 YnpaBneHus nHopmauuneii Benukobputauum

Mpu BbIGOpe BapnaHTa a) B Tpe6oBaHuKM 3.17.2 NCNONHUTENbL AO/DKEH FrapaHTUPOBaTh, YTO 3allMTHAsA MapkupoBKa
MHpopMauumn otobpaxeHa cTaHAapTU3MPOBaHHBIM 06pa3omM ¥ B COOTBETCTBYIOLWEM CTaHAapTy MecTe Ha Nt6om
3KpaHe, oTobpaxalwuem nHpopmaymio.

Tpe6oBaHue 3.17.4 YnpaBneHus nHdopmauuneit Benukobputauum

MocTaBUWMK AO/DKEH rapaHTUpoBaTh, YTO 3alUTHAA MapkuMpoBKa MHMOpMauun oTobpaxeHa cTaHAapTU3NPOBaH-
HbIM 06pa3oM 1 B COOTBETCTBYOLWEM CTaHAAPTY MecTe Ha Nto60i neyaTHOR konuu, oTobpaxatruei MHopmaymio.

B.16 NpoBeaeHune ayauta

B.16.1 XXypHansel ayanTta u cobbiTus Tpurrepa

Bpasunnusa

NGS1.08.04

XypHansl ayguta

XypHansl ayauta fO/IKHbI cOfepxaTb MHoOpMaLuio, Kak MUHUMYM CBA3aHHYI0 CO CAeAYLWUMN COBbITUAMN:
- nonbiITKAMU ayTeHTUukaynm nonb3osarens;


https://meganorm.ru/Index2/1/4294845/4294845321.htm
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- [AefCTBMAMM NO ynpaBfieHnto Nonb3oBaTesIeM, posbio W rpynnoi:
[eCTBUAMU NO yNpaBieHUo CUCTEMON:
- AeiicTBMAMU, BbINOMIHAEMbBIMU NONb30BATENAMMU:

B3aMMofeincTeBmMem c Apyrumm cuctemamu, Bkatoyasa gpyrue EHR;

- 06MeHOM AaHHbIMK (Mepejaya u noayyeHue);

- pes3epBHbIM KOMMPOBAHUEM:

- ocyuiecTBneHuem goctyna k 6ase fAaHHbIX.

Mo OTHOWEHNI0 K BbILWENePeYnCcIeHHbIM COObITUSAM XypHanbl ayauTa fO/KHbI COAEpPXaTb Kak MUHUMYM CReayto-
LY 4ONONHUTE NIbHY NWHOPMaLMI0 O KaXA0M COGbITUN:

- paTy u Bpems;

- MecTo;

- nonb3oBaTens.

ABNT NBR MCO/M3K 27001:2005. A. 10.10.1: UCO 18308:2011(E) PRS5.3.
CWA

CCHIT SC 02.03

Ayant

CucTtema [O/KHA UMEeTb BO3MOXHOCTb 06HapYXeHNsi COObITUI, CBA3aHHbIX C 6€30MacHOCTbI0, KOTOPbIE OHA Onmoc-
peayeT M AN KOTOPbIX cO3/aeT XypHasnbl aygnta. Co6bITUS Kak MUHUMYM BK/lOYalOT nepeyncrieHHble B Npuaoxe-
HUM «Cob6bITUA, Npoweawne ayanT»:

MpumeuyaHne — Cucrtema oTBeyaeT TONbKO 3a ayAWUT Tex COGbITUI 6Ge30MacHOCTW, MOCPEAHNKOM KOTOPbIX
oHa siBnsieTcsi. ONOCPeJ0BaHHbIM CO6bITVEM SABNSAETCA COGbITUE, B KOTOPOM CUCTEMA NMPUHMMana akTUBHOE yyacTue, uau
npuBoANNa K ero BOSHUKHOBEHWIO, UWN UMena BO3MOXHOCTb ero o6HapyxeHus. Cuctema He cosgaet 3anucu B XypHane
ayauTa Ans Tex cobbliTUil 6€30NacCHOCTU, K KOTOPbIM OHA He MPUYacTHa.

a) 3anyck/ocTaHoBKa;

b) BXO/A/BbIXOA NONb30BATENSA U3 CUCTEMBI;

C) BpeMs 0XujaHusa ceaHca:

d) 6n10KMpOBKa y4yeTHOI 3anucu:

e) co3gaHue,'npocmoTp/o6HOBNEHME,'yAaneHNe KapThl NauneHTa;

f) nnaHupoBaHue;

A) 3anpoc;

h) 3akas:

i) c6oii ayTeHTUdUKaLmn y3na;

j) cospgaHue.’npoBepka NOAMHHOCTN MNOANUCH;

k) akcnopT MMJ (Hanpumep, pacnedyaTka);

1) umnopt NMA;

T) co6bITUA ynpaBNeHUs CUCTEMON 3alnThl;

n) pe3epBHOe KOMMPOBaHWE U BOCCTAHOB/IEHME.

MCO/M3K 15408. CC SFR: FAU_GEN:

NIST SP 800-53: AU-2 COBbITUA. MOABEPITAEMbIE AYOUTY:

HIPAA: 164.312(b); 164.312(1); 164.308 (3)(1)(H)(A) and (O); HITSP/TP15.

CCHIT IFR.10

PasrnalweHne gaHHbIX, COAepXaliuxcsa B KapTax, BbINOSIHEHHOE AN IeYEeHNA, onnaThl U MeAULUHCKUX npoueayp,
cooTBeTCTBYeT cTaHAapTy, ykazaHHOMy B Tabnuue 2B. cTpoka 6.

Tabnuuya 2B, cTpoka 6. PasrnaweHve faHHbIX ANA NeYeHUs, onnaTbl U MeAULUHCKUX npouepyp: AaTa, Bpems,
nAeHTUdKaLNOHHbIE faHHble nauueHTa (MMAa Unu Homep), UAeHTUUKALNOHHbIE faHHble NONb3oBaTeNsA (MMSA UK
HOMEpP) U onucaHne NPUYUHLI pasrnaweHna 4oKHbl 6biTb 3aperncTpupoBaHsl.

KaHapga

TpeboBaHMne KOHpMAeHUManbHOCTN 19 KaHaACKOW MeauLnHCKol opraHusauum Infoway

Peructpauus gocTyna, U3aMeHeHus v pasrnaweHus

Bce cuctembl POS. noakntoyeHHble K MHOCTpykType EHR. fomxHbI:

a) UMeTb MexXaHu3M AN perncTpaynn Kaxaoi nonbITkKM 4ocTyna, u3MmeHeHus nnu pasrnawenuns MM/ c ykasaHuem
BPEMEHU U NAEHTUMUKALNOHHBIX AaHHbIX NONb30BATENA, OCYLWEeCTBAALWEero 4oCTyn;

b) UMeTb MexaHW3M A4S perncTpauum Kaxaoi nonbiTKM gocTyna, U3MEHEHWS WU pasrnalleHns perncTpaymnoH-
HbIX laHHbIX NpoBaifepa nnn nonb3osaTtens (BkAWYaA faHHble MAEHTUULUPYEMBIX NeYvalmnii Bpayeil n apyrux
nonb3osaTtenei nHgocTpyktypsl EHRI. Hanpumep, ux umeHa, agpeca, nHopmaLumnio 0 NNLEH3UN Ha feATeNb-
HOCTb W APYryl0 pernctpaynoHHyo NHopMaLuio NoNb3oBaTessa; perncTpauuoHHbie JaHHble npoBalijepa He oT-
HOCATCA K MEANLUHCKAM) C YyKa3aHUeM BPEMEHUN U UAEHTUP NKALNOHHBIX AaHHbIX NONb30BATENSA, OCYLW ECTBNAIO-
wero 4ocTyn;

75
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C) B C/yyasax, onpeAesieHHbIX 3aKOHOM, UMeTb MeXaHU3Mbl ANS NpeaynpexaeHus 4NeHoB opraHusauuu, oTeeT-
CTBEHHbIX 3a 06ecneyeHne KOHPUAeHUManbHoCTN (CM. TpeboBaHne KoHUAeHUManbHoCcT 1), Koraa cyujectesyeT
nogo3pexue, uto MM o6pabaTbiBannChb, MCNOMNbL30BANINCH UK pa3rialanncb HeCOOTBETCTBYOLWMUM 06pasom.
O6ocHOBaHWe — B cooTBeTCTBUM C Tpeb6OBaAHUAMM cneynanbHOro 3akoHodaTenbcTBa opraHn3aynsam Heo6xoaMmMo
perncTpupoBaTb NONbLITKW AOCTyna, M3MeHeHUs n pasrnawenus NMM/. B cnyyaax korga AoCTyn, UCMONb30BaHUeE U
pasrnaweHne He COOTBETCTBYIOT TOMY, UTO paspelleHo NHpocTpykTypoilt EHR. nuua, oTBeTcTBEHHbIE 3a cobntofe-
HUe KOH(UAEHUNANbHOCTH, JOMKHbI GbITb YBEAOMEHBI.

XypHanbl peructpauyuu gocTtyna, U3MeHeHUsa W pasrnaweHna camu no cebe cogepxar KOHPUAEHUNANBHYIO WH-
thopmauyuio u, cnefaoBaTesibHO, JO/KHbI UMETb 3aWMUTy U UCKIOYATb HECAHKLWMOHMPOBAaHHbIN focTyn. Tpe6oBaHua
K Ux 6e3onacHoOCTV onncaHbl B TpeboBaHnax 6es3onacHocTn 38— 52. 1na nonyyeHns nHopmalmm no perncrpaymm
AVPEeKTUB cornacusa cMm. Tpeb6oBaHne koHuaeHynanbHocTn 13.

Tpe6oBaHue 6e3onacHocTn 42 kaHafCko MeanLUUHCKO opraHusayum Infoway

Peructpauusa goctyna k NMM/[ B cuctemax POS

Bce cuctembl POS, nogkntoyeHHble K MHpoCTpykType EHR. A0/MKHbBI 3aHOCUTbL B XypHan aygurta Kaxablii cnyyai
ocyulecTB/eHNs nNosb3oBaTenem goctyna, o6HoBAeHMA unu apxusauun NMMA.

O6ocHoBaHne — [laHHOe Tpe6oBaHue BbiTekaeT U3 Tpe6oBaHns 6esonacHocTn 19.

TpeboBaHne KOHUAEHLNANBHOCTM 22a KaHaACKOW MeANLUHCKON opraHu3auum Infoway

O603HayYeHne NayMeHTOB/NNL, C NOBbLIWEHHBIM PUCKOM

WHdocTpykTypa EHR gonxHa npeaoctaBuTb yHKUUM ANS MapKUPOBKW 3anuceil BblGpaHHbIX NaunMeHToB/nL n
BNocneAcTBAN noABepraTb AOCTYMNbl K TAKMM Cy6bekTam fAaHHbiXx 0653aTeNlbHOMY ayanTy, NPOBOAMMOMY /INLLOM,
OTBETCTBEHHbIM 3a co6n0AeHNe KOHDUAEHLNANBHOCTU B OpraHn3auyunu.

O6ocHoBaHMe — OT0 TpebGoBaHuWe 3HaAUYNTENIbHO O06GneryaeT BbiiIBNEHVWE MOLO03PUTENbHbIX UAN HenpaBOMEpPHbIX
cnyyaeB UCNOMb30BAHUA NpUBUAETNIA fOCTyNa, KacalwlWnxcs NaunmeHToB, KOTOpble ABAAIOTCA 3HAMEHUTLIMU UK
4YbsA KOH(NAEHUNANBHOCTb MHLIM 06PAa30M HaxXo4WUTCA NOA CYL eCTBEHHOI Yyrpo30ii.

KapTbl onpegeneHHbiX naumeHToB/nuy (Hanpumep, NOAUTUKA, 3HAMEHUTbIE W W3BECTHbIE IMYHOCTKU) MOTYT Haxo-
AUTbLCS NOJA CyLWecTBEHHON! yrpo3oii NoNy4YeHnsa 4ocTyna K HUM muamun, KoTopble He MMetoT cnyxebHoi Heobxoaun-
MocTK. M03TOMy, BO3MOXHO, L,enecoo6pasHbiM ABASETCA pa3MecTUTb Ha 3TUX KapTax AONONHUTENbHbIE CpeAcTBa
ynpaBieHns ayguToM AN TOro, 4TOGbl 3alUTUTL KOH(UAEHUMaNbHOCTb NayneHTa. MHgocTpykTypa AomkHa npu-
3HaTb NPaKTUYHOCTb TAaKOro MeToAa M cnoco6CcTBOBATL GbLICTPOMY M peryapHOMy NpoBeAeHWto ayauTa goctyna K
3TUM 3anucsam (BO3MOXHO, BKOYaA YyBeAOM/IeHNe COTPY/AHMKA NO o6ecneyeHnto KOHPUAEHLNANBHOCTN O KaX/A0M
poctyne). laHHoB Tpe6oBaHMe He JO/HKHO pacCcMaTpuBaTbCA Kak 03Havalwlee, 4To MHOpMaLmMa B Kaprax Takoro
nauveHTa/nnuya HeKOTOpPbIM 06pa3omM ABnseTca 6onee KOHPUAEHLNANBHOW, YeM NHopMaLmnsa 06bIYHbIX TpaXaaH,
WUN 4TO 3TW KapTbl Kak MH(OPMaLMOHHbIA pecypc ABNAOTCA 60/ee LEeHHbIMU, YeM Te. N8 KOTOPbIX HE MOBbILWEH
puck Henpuemnemoro gocTtyna. Hao6opoT, Tpe6oBaHne rapaHTupyeT Haanyne BO3MOXHOCTEW ANA 6bICTPOro Bbl-
SIB/IEHWSI YPE3MEPHOro NHTepeca CO CTOPOHbI NOMb30BaTe e, KOTOPbIE HE UMEIT 3aKOHHO HEOGX0AMMOCTUN O3Ha-
KOMMeHUs ¢ KOHMAeHUManbHOW nHopmayne.

[lna o3HaKOMNeHusi ¢ Tpe6GOoBaHMSIMU NO BEAEHUIO XypHana ayauTa, CBA3aHHbIMUW C AaHHbIM Tpe6oBaHneM KoH(U-
AeHUuManbHoOCTU. cM. TpeboBaHne 6esonacHocTn 49.

Tpe6oBaHne 6e3onacHoCcTu 38 KaHaACKO MeauLMHCKOW oprann3auumn Infoway

Pernctpauuns onepauuii B uHoctpyktype EHR

NHdocTpykTypa EHR pgonxHa co3gaBaTb 3alivlieHHble MPOTOKO/bI C pe3ynbTatamu ayauta KaxAablii pas. korga
nonb3oBaTensb:

a) ocywecTtsnseT 4ocTyn, co3gaet unu obHosnaet MM/ nauneHt/nnua yepes nHPoOCTpykTypy EHR;

b) UTHOPUPYeT ANPEKTUBLI cornacua naymeHta/nuua yepes nHgoctTpykTypy EHR;

c) yepe3 MHGOCTPYKTYpY EHR ocywecTBnseT 4OCTYN K AaHHbIM, KOTOpble OblN 3alULeHbl NN CKPbITbl B COOT-
BETCTBUU C yKasaHweMm nayueHTta/nuua. nnu

d) ocyuectBnseT AocTyn, co3gaeT WAW OGHOBNAET perncTpayMoHHble JaHHble NOMb30BaTeNs UHMOCTPYKTYpPbI
EHR.

O6ocHoBaHne — MPOTOKONbI C pe3ynbTataMu ayauTa A0/KHbI cofepxaTb Heo6Xxo4nMy UHopmaLmnio, Nno3BoNsA-
oUWyl faTb OTBET Ha cneAylolmne BONpoChl:

- B CNyyaB 3afaHHOro nosnb3oBaTtens, Kk kakum MM/ 6bin ocywecTBneH foctyn, kakne MM/ 6binn co3gaHbl nam
06HOB/IEHbI U KOoraa:

- B CNyyae onpefeneHHoro anemeHta NMJ. kakve nonb3oBateny NOAYYUAN K HAM AOCTYN, cO3fjanmn Ux unm o6Ho-
BUAW ¥ KOTAA.

[laHHoe Tpeb6oBaHue BbiTEKaeT U3 Tpeb6oBaHNA KOHPUAeHUManbHoCcTN 13 n TpeboBaHMA KOHUaeHUunanbHocTn 19.
N ero BbINOJIHEHMWE TakKxe Heobxoaumo Ana 3 eKkTUBHOro cobnofeHns 3aKkoHoAaTeNbCTBA B HEKOTOPbIX OpuUC-
ankunax. OHO Takxe BbiTekaeT U3 TpeboBaHNA KOHUAEHLMANbHOCTKN 6. TpeboBaHNsA KOHMUAEHUNANbHOCTN 13 ©
Tpe6oBaHNA KOHDUAEHUNANbHOCTN 24.

MHdopmauns 06 ayaute MoXeT xpaHUTbesi B cuctemax POS. a Takke B MHgocTpyktype EHR. AnsA Toro 4to6bl
NOATOTOBUTbL OhULManbHbIi MMCbMEHHbI NPOTOKON, codepxaluii HopMmaynio 0 TOM. Kakue nosib3oBaTenn ocy-
wecTtBnsnu goctyn k MM/ nauveHta/nuua nnn Kk kakum MMJ nonb3oBaTenb OCYLW,eCTBAAA AOCTYn, BCe 3anucu
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0 pesynbTatax ayauta AO/DKHbl GbiTb OTKPbLITHI A4NA AOCTyna, 4To AenaeT COOTBETCTBMe TpeboBaHW no ayauty
caMblM CTPOrMM CYLECTBYOLWNM IOPUCANKLUOHHBIM 3aKOoHOAATeNbHbIM Tpe60oBaHNAM He3aMeHUMbIM ANs obecne-
YeHWA MONHOW COBMECTUMOCTU (MHTeponepabenbHOCTN) C pasHbIMU O PUCANKLUAMN.
COBMECTUMOCTb TaKXe TEeXMUT B OCHOBE NOCNeA0BaTENbHOIO U e4NHOI0 BefeHns XypHanos (pernctpayun). Hecmo-
TPA Ha To 4To B KaHaje He cylecTBYeT WHWPOKO NPUMEHAEMOro cTaHAapTa ANA BefeHNs MeAULUHCKUX XYPHanoB
ayauta, ctaHgapt IHE «Security Audit and Access Accountability Message XML Data Definitions for Healthcare
Applications» onucbiBaeT XML-cxemMy ANA npefocTaBieHns uHpopmauumn, Heo6xoaumoi ana ayauta KoOHpUaeH-
LManbHOCTU U 6€30MacHOCTN MEeULUHCKUX NPUIOXEHWA. [laHHbI/ cTaHAapT BbiNyckaeTcsa nog o6uiei pepakuunei
c IHE IT Infrastructure Technical Framework Supplement 2004— 2005. Audit Tralii and Node Authentication Profile
Public Comment Version.
Tpeb6oBaHne 6e3onacHocTn 41 KaHaACKON MeanLMHCKOW opraHm3ayumn Infoway
Peructpauyus (BegeHue xypHana) nepegauun MM/ B nuidoctpyktype EHR
WHdocTpykTypa EHR gonxHa onpegenaTtb BCex NpoWbIX nonyyateneii gaHHbix oT EHR. a Takxe yBegoMNATb UX
B C/lyyaB, €C/iN B fanbHellwem gaHHble B EHR 6biNv U3MEHEHDI.
O6ocHoBaHne — [flaHHOoB Tpe6oBaHue obneryaeT nposefeHne obWeECUCTEMHOrO ayanTa nepepayn n noayyeHus
coobueHnii. OHO Takxe BblTekaeT U3 Tpe6oBaHna 6esonacHocTu 25.
HecmoTpsi Ha TO 4TO perucTpayma Bcex NOCNeAHUX nonyyarteneil B XXypHanax MOXeT 3HAYNTENbHO YBENNYNTLCS B
yncne, CTOMMOCTb ONepaTUBHOrO XpaHeHNa NpoAosxaeT cokpalwaTbca B Ba pasa KaxAablli rof. n gaxe tepabaiit
namaTu 6onblie He NpeAcTaBNAeTCAa Ype3MEPHO AOPOTUM AN MHOTUX MeAULNHCKUX OpraHu3auunii.
MHdocTpykTypa EHR mMoxeT Tpe6oBaTb cOXpaHeHUs Bcex 3anucein 060 Bcex cnyvyasax obmeHa MM mexay topuc-
AvKunsmMu. flaHHoB Tpe6oBaHWe OCHOBAHO Ha PUCAMKLMOHHOM 3akoHojaTenbCcTBe. Hanpumep, 3akoHogaTeb-
Hble aKTbl MO MeANLWHCKOW MHopMaLuy NnpoBuHUMKM Anb6epTa, COrnacHo KOTOPbIM XpaHUTenio, pasrnawanemy
NMMA. Heo6Xx04MMO 3anncbiBaTb UMS Ye0BeKa, KOTOPOMY XpaHuTenb pasrnawaeT uHpopmauuio, AaTy 1 Lenb pas-
rnaweHuns. a Takke onucaHuwe pasrnaweHHol nHopmauuun. MocneagHee Tpeb6oBaHne (onucaHue pasrnawleHHow
MHdopMaLmnn) He cCOOTBETCTBYET npefblayuieMy TpeboBaHWIO NOMHOCTLIO, OJHAKO B 3TOM Cry4yaB npejbigyljee
Tpe6oBaHue Heob6xoaMMO cobnofaTb HapsAAY C 4PYrMMu Tpe6oBaHMAMU K BEAEHUIO XypHana ayanta, ykasaHHbIMU
B laHHOM pasgene.
Benukob6putanus
Tpe6oBaHne 3.15.4 YnpaBneHusa nHgpopmaymein BenukobputaHmn
YcnelwHsblii BXOA B CUCTEMY, HeyJayHble NOMNbITKN BXOAA B CUCTEMY U BbIXOJ N3 CUCTEMbI, @ TaKKe N3MEeHEeHNA napo-
NA AOMKHbI PETMCTPUPOBATLCA B CUCTEMHOM XypHane ayauTa. [laHHble, KOTOpble HEO6X0AMMO BKIOUYNTL B 3annChb
BXYypHane aygura:
- yCnewHblii BXOA B CUCTEMY, BbIXO U3 CUCTEMBI:

- naeHTudukaTop nonb3oBaTens;

- faTtau Bpems:
- HeyjauyHaa nonbiTKa BXOJa B CUCTEMY:

- KO/IMYECTBO MOMbITOK;

- fata u Bpems;

- Touyka gocTtyna (npu Hanu4uum):

- maeHTUdMKaTop nonb3osartens (NpuM Hanuumum):
- U3MEeHeHus naponeii:

- npeHTudukaTop nonb3oBaTens;

- nNonb3oBaTeNb, Naposib KOTOPOro U3MEHEH;

- pata u Bpems;
- nNofo6HbIe 3annucK BIXXypHane ayauta Takxe JO/KHbI BKAKOYATb B ce6a WAEHTUMUKALMOHHYI0 NHOpMaL o 0Ko-
HeYHoro ycTpoiictea (M1n cucTemsl).
Tpe6oBaHne 3.9.11 YnpaBneHus nipopmauymein BennkobputaHmu
XypHanbl ayanta JO/KHbI BKAOYaTh B ce6A nogpo6HY0 MHopmauuio o KaxAoih koHdurypauun (Hanpumep, o
BK/IOYEHUMN CNyXO6bl Spine service) nam U3MeHeHUsX cNpaBoOYHON MHopmMauumn (Hanpumep, 06 06HOBNEHUN faH-
HbIX KTMHUYECKO CXeMbl KOAUPOBAHNA, 6a3bl AaHHbIX 1eKapCTBEHHbIX NpenapaTtoB), NPUMEHAEMbIX K CUCTEME.
Tpe6oBaHue 3.9.12 YnpaBneHua nHopmauuneit Benukobputanum
B cucteme, B KOTOpPOW N0Gble KapTbl NauneHTa apxuBMpytoTcs (CTAHOBATCS HEAOCTYMHbIMW NPU HOPMa/ibHOM f0-
cTyne K cucteme), 4OMXHA NOAAEPXNBATLCA CBA3b MEX/AY apXNBUPOBAHHBIMU KapTaMu 1 XXypHanom ayauTa.
Tpeb6oBaHne 3.9.13 YnpaBneHus nHpopmayvein Bennkobpmutanumn
Heob6xoaumo nogAepxveBatb BeAeHne NCTOPUN ayauTta AN BKIKYEHNA NoAPOGHOW nHopmaLumm 06 06GHOBNEHNSAX
CUCTEMbI, pe3epPBHOM KOMUPOBAHUW JaHHbIX N APYTNX AeCTBUAX NO 06CNYXNBAHWUIO CUCTEMBI.
Tpe6oBaHue 3.9.14 YnpaBneHusa uHchopmauyueii Bennkobputanum
MocTaBLWKN AOMKHbBI FapaHTUPOBaTh, YTO BO BpeMsA 06HOBNEHUA cucTeMbl N1I06GbIE 3Tanbl, BbINOHAEMblE BPYUYHYIO,
[OCPOYHO 3aperncTpupoBaHbl, a N06ble aBTOMaTUYeCKMe aTanbl BKIYaT B ce64 co3gaHne 04HOro WA HeCKob-
KMX XYPHaN0B, KOTOPbl€ ONUCHLIBAIOT KaXAbli BbINOMHEHHbIA 3Tan 1 BKAOYAT UHpopmaynio o ToM. 6bia1 Nu atan
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BbINOMIHEH yCNeLWHO. XXypHanbl, coaepxaline nocnefoBaTe/lbHOCTb 3TANOB, AO/DKHbI TaKXe yKka3biBaTb MH(hopma-
LMo 0 ToM. 6bina N1 o6 as nocnesoBaTe/ibHOCTb 3TANOB BbINOMIHEHA YCNELWHO.

Tpe6oBaHue 3.9.15 ¥YnpaBneHusa uHdopmayueii Bennkobputanum

CucTema [OMKHbl rapaHTMpoBaTb, YTO BXOAALME U UCXOASLLNe COOBLEHNA OTCNEXNBAKTCA Takum o6pasom, 4To
MH(bopmaLusa B XypHane ayauTa COAEPXUT MOJHbIA ABYXNO3NLWNOHHbIW BUJ KaXAO0K TpaH3akLuun ANa oTnpas/ieH-
HbIX COOGLLEHUA N NONYYEHHbIX NOATBEPXAEHUA N OTBETOB.

Poccuiickas ®epgepayuns

PekomeHpauns MuHuctepcTea 3apaBooxpaHenns P® 2009-12-23, tp. 6.2 (Heob6s3aTenbHoe)

Pernctpaumns (BefeHue xypHana):

- BXOA U BbIXOA M3 ONepauuoHHOi cuctembl, nepesanyck/BaBeplieHne paboTbl onepaLmoHHOR CUCTEMBI;
perucTpaumns ycTpoiicTB XpaHeHUs AlaHHbIX CO CbEMHbIM HOCUTENEM;

BXO/A M BbIXOZ4 W3 NOACUCTEMbI 3alnTbl, Nepesanyck/3aseplieHne paboTbl NOACUCTEMbI 3aLYUTHI;

AVArHOCTMKA W UcnblTaHUEe NOACUCTEMbI 3aLUThI;

06GHOB/IEHVE NOACUCTEMbBI 3aLNTbI;

3anyck'ocTaHOBKa ¥ BO3BpAT K NpeblayLieMy COCTOSIHUIO KOMNOHEHTOB NOACUCTEMbI 3aLNTbI;

[0CTYyN NoNb30BaTens K PyHKLUAM ynpaBneHus noAcMCTEMbl 3alnTbl:

NonbITKM 40OCTyNa NPUIOXKEHNAMMN K MOAYNSAM MOACUCTEMbI 3aLUThI;

neyatb NEPCOHANbHbIX faHHbIX;

3anyck.'ocTaHOBKa MporpamMm 1 npoLeccoB, NpeAHa3HauYeHHbIX 415 06paboTKU 3alyULLEeHHbIX JaHHbIX;

nonbITKM fOCTyna K 3alulieHHbIM AaHHbIM NporpaMmMmamMu 1 npoyeccamm;

nonbITKK JOCTyna K TepMuHanam, KOMNblTepam, y3nam ceTu, kaHanam faHHbiX, BHELWHWM ycTpoiicTBam npo-

rpaMmamm n npoueccamu.
B.16.2 IHTepdeiic xypHana ayguta

CWA

CCHIT SC 02.02

Ayaut

CucTtema f0/XHa Noaaepxusatb BefleHNe XypHana B obuieil 6ubnnoteke ayguTa, UCNonb3ysa Cxemy u cpejcrea
nepegadu, ykasaHHble B cneundukayny xyprHana ayguta lNpoduna nogaepxku ayauta goctyna n ayteHtTuduka-
umsa ysna IHE (ATNA);

NIST SP 800-92/SP 800-92. HITSP T15:

HIPAA 164.312(a) (1); 164.312(b): 164.308 (a) (1) (1) (A) n (D).

CCHIT SC 02.04

Ayaut

CucTtema fjo/KHa NpeocTaBiATL aBTOPU30BAHHOMY aiMUHNCTPATOPY BO3MOXHOCTbL CHUTbLIBAHUA UHOPMaLUn no
ayanTy U3 ayaMTOpPCKOW AOKYMEHTaLuun oOAHUM 13 cnefyrLnx cnoco6os:

1) CucTema f[o/KHA NpefocTaBNATb OTYEThl TakKMM CNOCO60M, KOTOPbIA NMO3BOMNT NOJSIb30BATE/N0 aHaIn3MpoBaTh
nHopmaymio. Cuctema AoMxHa NpefocTaBnATb BO3MOXHOCTb CO3J4aHUA OTYETOB Ha OCHOBE MHTEpBanoB jaTt u
BpeMeHu cbopa 0TUETOB O pesynbTatax ayauta:

2) Cuctema [0/HKHA UMeTb BO3MOXHOCTb 3KCMOpTa XypHa/noB B TEKCTOBbIN hopmaTt Takum o6pa3om, 4Tobbl obe-
CMeynTb CBA3b Ha OCHOBE AaThl U BpeMeHu (Hanpumep, cuHxpoHusauunsa UTC).

NCO/M3K 15408, CC SFR: FAU_GEN:

NIST SP 800-53: AU-3 COAEPXXAHWE 3AMNCEN XXYPHANA AYAUTA. AU-10 OTKA3OYCTONYNBOCTh:
HIPAA: 164.312(b): HITSP/TP15.

B.16.3 CogepxaHue xXypHana ayguta

KaHapga

Tpe6oBaHue 6e3onacHocTu 43 kaHafCckol MeguumnHCKOn opraHusayum Infoway

MuHuManbHoe cogepxaHune XypHanos ayanrta

XypHansl ayguta nHoctpyktypel EHR v xypHanel ayauta cuctem POS, noAknoUYeHHbIX K UHpocTpykType EHR.
[OJKHBI coAepxaTb Cnefynyo nHopmaymuio:

a) uaeHTudukaTop nonb3oBaTens, oCyL,eCcTBAAOLWEro 4OCTyN;

b) ponb, NpuMeHAemas nonb3oBatenem 74;

C) opraHusauna NonbL3oBaTens, ocyl,ecTBASAWEro 4OCTyn (N0 KpaliHeli Mepe B Tex cny4yasx, Korja nnuo ocylecT-
BNAET AOCTYN K UHpOPMAL MK OT UMEHU HECKONbKUX OpraHnsaLuuni);

d) npgeHTMdukaTop NnaumeHTa cybbekTa AaHHbIX (NaymeHT/nnuyo);

e) yHKUNA, BbINOTHAEMAas Nonb3oBaTeneM, OCyLecTBAALWNM JOCTYN;

f) BpemeHHasa oTmeTkKa;

[l) B C/ayyae 3KCTPEHHOro gocTyna k 3a6/10KMPOBaHHbIM MU CKPbITBIM 3aMUCAM UM HaCTAM 3anuceil NpuYnHa akc-
TPEHHOro gocTyna B COOTBETCTBUM C BbIGPAHHOI Nonb3oBaTenemM, OCyWecTBAAWMUM 4OCTYN, U

h) npeHTudrkaymoHHaa nHopmayms nuua, OTBETCTBEHHOTO 3a NPUHATUE pelleHnid, B cayyae N3MeHeHnin B gu-
peKkTMBax cornacus, BHECEHHbIX 3aMecTUTeNeM nnua, 0OTBETCTBEHHOTO 3a NPUHATNE PeLLeHWA.
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O6ocHoBaHue — [laHHoe TpeboBaHWe BbiTekaeT U3 Tpe6oBaHus KOH(uAeHUnanbHocT 10 n TpeboBaHUst KOHMU-
AeHunanbHocTn 15. Tpe6oBaHUA KOHMMAeHUManbHOCTM 19. a Takke M3 06WEenpuHATON NpakTukn obecneveHus
MH(opMaLnoHHOK 6e3onacHoCTH.

Benukob6putaHunsa

Tpe6oBaHue 3.9.4 YnpasneHusa nHdopmaumneit Benmkobputanum

3anucun xypHana ayauTta [O/KHbl COAepXaTb Kak MUHUMYM cnefynuyo nHdopmaymio:

- MWAEHTUMMKALMOHHYI0 MHhopmaLuuio nonb3osatens. OHa BkAYaeT B ceb6a naeHTudukaTop nonbL3osartens, uMs.
ponesoii npodunb (BkIOYAA POSb U OPraHn3aynio), 3HayeHna atpubyTta, NoslyyeHHble U3 CTPYKTYpbl CeaHca Nosb-
3oBaTens:

- MAEHTNMNKALNOHHYI0 NHhOopMaL Mo OTBETCTBEHHOTO inlia — NuLa, OCyWecTB/SAOWEro BBOA UAN JOCTYN K faH-
HbIM. €C/IN OH He ABNSeTCA NoNb30BaTENEM;

- faTy u Bpemsa cobbiTus;

- noApo6HOCTN O xapakTepe cobbITUSA, NOABEPTHYTOrO ayaAnuTy, N nAeHTUUKaTop AaHHbIX (Hanpumep. ID nauneHTa
nnu ID coobuieHns), KOTOpble CBA3aHbl C COGLITUEM, MOABEPTHYTLIM ayAnuTy;

- NOPSAAKOBbLI HOMEpP ANA 3alWKUTbl OT 3/I0YMbILI/IEHHbIX MONbITOK MOBPEAUTb KOHTPO/IbHbLIN ayauT, HanpuMmep, ny-
TEM N3MEHEHUA CUCTEMHON faTbl.

3anncu B XypHane ayauTa [O/KHbI BKAKOYaTh N0APO6GHYI0 MH(hopmaL o 06 OKOHeYHOM yCcTpoiicTBe (Mn cucteme),
CBA3aHHOM C 3aMNUCaHHbIM AeiAcTBrUEM.

Tpe6oBaHue 3.9.2 YnpaBneHus uHopmaunein BennkobputaHum

[aHHblX, KOTOpble 6yAyT 3anucaHbl B XypHanax ayauTta, A0/KHO 6bliTb 4OCTATOYHO ANA TOro, 4To6bl CNeanTb 3a
TEM. UCNONbL3YITCA NIN CPeACTBA KOHTPO/IA AOCTYNa Mo Ha3Ha4YeHU0 1 ANA BbINO/IHEHUA 3aNpOCOB NayMeHToB no
nosy4yeHnto MHOpMaLu 0 TOM. KTO OCYLLeCTBAAN AOCTYN K NX KOHNAEHLNANIbHbIM NMEePCOHAsbHbIM JaHHbIM UK
X NepcoHasibHbIM JaHHbIM (Hanpumep, oTo6paxeHne Ha akpaHe, pacneyartka, CKayMBaHue) UM U3MeHAN UX. korga
1 4TO 6bINI0 OTOGPAXEHO Ha IKpaHe WM pacnevaTaHo.

(Tpe6oBaHne BenukobputaHuu 4N KOHKPETHOrO cnyyas)

CucTema Jo/KHaA Takke rapaHTUpoBaTh, YTO XpaHALWMecs XypHanbl ayanTa 3anucelBaloT MHhopmaumuo 060 Bcex
obmMeHax flaHHbIMKM ¢ CRS NHS, Bkntouas, B HaCTHOCTU:

- BCE MONbITKA WCMNOMb30BAHMA naeHTudukatopa SSO-mapkepa A5 OCYWECTBAEHUA JOCTyna K NPUI0XeHuto,
BK/lOYAs yfAadyHble U HeyjauyHble NonbiTKW. «/cnonb3oBaHne mapkepa» o3HayaeT Bbi3oB SSOTokenManagement
APl (ynpaBneHne SSO-mapkepamMun) 4N NPOBEPKM AOCTOBEPHOCTHN Mapkepa:

- BCe c/lyyanm o6MeHa COO6LWEeHNs MU — OTNpaBka W NonyyeHue;

- BCe cnyyau B3aumopgeiictena ¢ SDS Spine.

Takve XXypHanbl ayauta J0/XHbI NpecTaBnATh OTYeT Mo 6€30MacHOCTM 4S9 UCNOMIb30BaHUS B X0fe aHanusa Ha-
pyweHuii 6e30NacHOCTU M NONUTUKM, KOTOPble MOTYT 6biTb MCNONb30BaHbl B KayecTBe [0OKas3aTeNbCTB Npu BO3-
HWKHOBEHUW pasHornacuii. CpejcTea NPoOCMOTPa WM BOCCTaHOBEHME 060 NMYHOW KapThl NayuMeHTa [O/IKHbI
MCNoNb30BaTbCA Te. KOTOPbIE NPUMEHANNCHL BO BCE NpeAblAylne AHW.

B.16.4 WNHCTpyMeHTaNbHble CpefCcTBa aHannsa xypHana aygura

CWA

CCHIT SC 02.05

Ayaunt

CucTema fo/KHa NpeocTaBnsATb aBTOPU30BAHHOMY aJMUHUCTPATOPY BO3MOXHOCTb CUNTbIBAHUA UHDOPMALUKN NO
ayAnTy M3 ayAMTOPCKOWA AOKYMEHTaLUN OJHUM W3 ClefyoLL X Cnoco60B:

1) cucTema [O/XHA NpefCcTaB/isATh OTYETbl TakMM CNoco60M, KOTOPbI/A MO3BOAWT NOSb30BATE 0 aHaNN3MpoBaThb
nHopmaumio. Cuctema Ao/KHa NPeAoCTaBNATbL BOSMOXHOCTb CO3[jaHNA OTYETOB Ha OCHOBE WHTepBasoB jaTt U
BpemMeHun c6opa 0TYETOB O pesy/bTatax ayauTa;

2) Cuctema [0/KHA UMeTb BO3MOXHOCTb 3KCNOPTa XYPHANOB B TEKCTOBbLIN hopmaTt Takum o6pasom, 4Tobbl obe-
cneynTb CBA3b CO BpeMeHeM (Hanpumep, CUHXpoHusauus 1rtC).

NCO/M3K 15408. CC SFR: FAU_GEN:

NIST SP 800-53: AU-3 CONTENT OF AUDIT RECORDS. AU-IO NON-REPUDIATION:

HIPAA: 164.312(b): HITSP/TP15.

KaHapga

Tpe6oBaHne 6e3onacHocTu 47 KaHaACKON MeAULMHCKOW opraHu3auun Infoway

OT4yeT 0 Kaxwoi nonbiTke goctyna kK EHR nauneHta/nonb3oBartens

NHocTpykTypa EHR gonxHa naeHTndynposaTk BCeX Nob3oBaTeNell, 0CyLecTBAAOWNX AOCTYN UAN N3MEHALO-
WMX KapTy onpeAeneHHoro nayneHTa/nmua 3a onpejenieHHblii nepnos BpeMeHu.

O6ocHoBaHWe — [laHHOoe TpeboBaHue o6nerdyaet o6HapyxeHue cry4yaeB HECAHKLMOHUPOBAHHOIO gocTyna u
nomoraeT B MPUMEHEHUU NocneaywwWwmnx Mep AUCLUNINHAPHOTO WAW NpaBoBOro Bo3aelicTBus. CnepgyeT 06-
paTtuTb BHUMAHWE Ha TO. YTO yHUKa/IbHble UAEHTUMUKATOPLI NoMb3oBaTenieil ykasaHbl B Tpe6oBaHumn 6esonac-
HocTu 55.
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Tpe6oBaHue 6e3onacHocTu 48 KkaHafCKON MeanUUHCKO opraHusayum Infoway

CoobueHne nonb3oBaTenem 0 Kax o nonbiTke goctyna

WHpocTpykTypa EHR gomkHa nageHtTudumpoBaTtb BCEX NaLMeHTOB/NUL, K YbUM KapTam 6bin OCyL eCcTBAEH J0CTyn
WAN YbW KapTbl 6bINN M3MEHEHbI 3a ONpefefieHHbll Nnepnoa BpeMeH!.

O6ocHOBaHne — flaHHOoe Tpeb6oBaHMe 3HaAUYNTENBHO 061eryaeT BoIAB/EHNE NOA03PUTENbHbBIX NN HEMPABOMEPHbIX
cnyyaes MCNONb30BAHUA NpuBUNernii goctyna.

YHuKanbHble ngeHTUKaTOpbl NoNb30oBaTe el ykasaHbl B Tpe6oBaHuy 6e3onacHocTm 55.

Tpeb6oBaHne 6e3onacHocTN 49 KaHaACKON MeANLMHCKOW opraHm3auunmn Infoway

AHanus xypHanos ayauta nHocTpykTypel EHR agna nayveHToe/nuy ¢ NoBbIWEHHbIM PUCKOM

WHdocTpykTypa EHR gonxHa npegoctaBnaTe MYHKUUN ANSA NPOBEAEHUA aHaNn3a XypHanos ayanTta U KOHTPO/b-
HbIX XXYpHanoB AN TOro, 4To6bl 06ecneynTb NAEHTUNKALUID BCEX NOb30BaTeNel, KOTOPble U3MEHANN UK OCY-
WecTBNANN AOCTYN K TaKUM KapTam (KapTe) 3a onpefenieHHbll nepnoj BpeMeHu.

O6ocHoBaHue — [flaHHOB Tpe6oBaHue o6neryaeT o6HapyxXeHue cnyyaeB HECAHKLMOHMPOBAHHOIO AocTyna u no-
MoraeT B NPUMEHEHUN Nocneaywmnx mep AUCLNNANHAPHOIO N NPaBOBOro BO3AENCTBUA.

Kak oTmMmeyanocb B Tpe6oBaHUM KOH(UAEHLMANBLHOCTM 22a. KapTbl ONpeAeneHHbIX nayneHros/nuy (Hanpumep, no-
NIUTUKN. 3HAMEHUTbIE U U3BECTHbIE JIMYHOCTN) MOTYT HaXo4UTbCA NOA CYL,eCTBEHHON Yrpo30ii ocyliecTBNEHUA 40-
cTyna nuuamu, He uMew WM cnyxebHol Heo6xoammocTu. MoaTomMy Lenecoo6pa3Ho pa3mMecTUTb AOMNONHUTENb-
Hble cpefCcTBa ynpaB/eHNs ayANTOM Ha 3TUX KapTax 4Na Toro, 4To6bl 3aWUTUTL KOHMUAEHLNANBHOCTL NayneHTa.
WHocTpyKTypa A0/KHA pa3inyatb 3Ty NpakTUYecKkyl peanbHOCTb U cnoco6cTBOBaTh GLICTPOMY U perynsapHomy
nposeAeHNI0 ayauTa AocTyna K 3TUM 3anucam (BO3MOXHO, BK/OYasa yBeJoMIeHUe cCoTpyaHNKa no obecneyeHunio
KOH(PMAEHUNANBHOCTH O KaXAO0M AocCTyne).

[laHHOoB TpeboBaHWe He JO/KHO paccmMaTpuBaTbCA Kak 03Havatwlee, 4To nHopmaLus B kKapTax Takoro nayneHTal
nvua HekoTopblM o6pa3om fBnseTca 60nee KOHPUAEHUMANbHOW, YeM nHpopMaLuusa 06blYHbIX TpaxaaH, Uam 4To
3TU KapTbl Kak WHOPMaLUOHHBIA pecypc ABNAIOTCA 60N1ee LeHHbIMU, YeM Te. PUCK HENpUeMaeMoro goctyna K
KOTOpPbIM He MnoBblWeH. Hao6opoT, Tpe6oBaHMe rapaHTMpyeT Hanuume BO3IMOXHOCTel AN GbICTPOro BbIABNEHUA
Ype3MepHOro NHTepeca Co CTOPOHbLI NOMIb30BaTe e, KOTOPbIE HE UMEIOT 3aKOHHON HEO6XOAMMOCTN O3HAKOMNIEHNA
C KOH(hMAEeHUManbLHON nHhopmaLmnei.

[na o3HakoMmneHus ¢ Tpeb6oBaHMAMN No ob6ecnevyeHnto cpeCcTB 419 0603HAYEHNA NaUNEHTOB/NNL C NOBbIWEHHbLIM
puckom cm. Tpe6oBaHune 6e3onacHocTun 22a.

Tpeb6oBaHne 6e3onacHocTn 46 KaHaACKON MeAULMHCKOW opraHn3auunmn Infoway

BbiiBNEeHWEe TUNOB HEHAA/1eXxal,ero Ncnonb3oBaHns

WHdocTpykTypa EHR gonxHa npefocTaBnaTb aBTOMATU3NMPOBaHHbIe MHCTPYMEHTLI aHanusa Ana cogeicTsna ayautopam
CUCTEMbI B BbISIBJIEHUM U NPeA0TBPaLLEeHNN HEHaAeXallero NCnoib30BaHnsa CUCTEMbI (HanpuMep, B ciicpe faHHbIX).
O6ocHoBaHMe — CornacHo gaHHomy Tpe6oBaHNio HEO6XO0AMMO aKTUBHO UCNOMb30BaTb aBTOMAaTU3NPOBAHHbIE UH-
CTPYMEHTbI A/1A NOWCKA HECOOTBETCTBYOLWMUX TUMOB AOCTyna.

Takoe akTUBHOE O6HapyXeHne HeCcaHKLMOHNPOBAHHbLIX MPOHWKHOBEHUI ABNAETCA CYW EeCTBEHHbIM NPU3HAKOM Ha-
[EeXHOCTU cuctem 6esonacHocTy.

B oTnnumne oT peTcTpaynun ayaguTta MHCTPYMEHTblI aHannmsa He A0/DKHbl 6biTb AOCTYNHbI MOCTOAHHO. [lOoCTATO4YHO,
4YTOGbl Takne UHCTPYMEHTbl GblNM AOCTYMHbI NpU Heo6xoaumMocTH. Heob6xoauMocTb 6yeT onpeaensaTbCa nNpu pas-
paboTke cMCTEMbI M COOTBETCTBYIOLWEM aHann3e yrpo3 u puckos.

Benukob6putanus

Tpeb6oBaHne 3.9.3 YnpaBneHua nHhopmaumein BennkobputaHum

Cuctema foNXHa NpeAoCcTaBNATb CPeACcTBa, NO3BONAKLWME aBTOPU30BAHHbLIM NONb30BaTENAM (HANpUMep, XxpaHuTe-
nam Caldicott unn cneynanuctam no o6ecneyeHunto KOHUAEHLNANbHOCTN) NPOCMaTPUBaTh U aHaIM3NPoBaTh XypHa-
Nbl ayanTa, 4To6bl 06ecneunTb nAeHTUdUKaLmM BCexX Nonb3oBaTenell CucTeMbl, KOTOPblIe OCYLWEeCTBAANN JOCTYN UAn
N3MEHANN KapTbl ONpeAeneHHoro nauneHTa B Te4eHne 3aaHHOro nepnoga BpeMeHun (Takoe U3MeHeHne BkIYaeT B
cebs, Hanpumep, apxMBupoBaHue KapTbl nayveHTa B cucteme GP B cnyyasx, korga naymeHT 60Mblie He NpoxoauT
neyenune). Bce nogo6HbIE CyYamn OCyLLeCTBEHNA AOCTYNa Takxe 4O/KHbI 6bITb 3anncaHbl B COOTBETCTBYIOLLEM XYP-
Hane ayauta. 9T0 HEO6XOAMMO ANA NOAAEPXKKN 0653aTENLCTB, YKa3aHHbIX B rapaHTu MeLULUHCKON KapTbl.

Takue cpepacTBa 4na o6ecneyeHns BO3IMOXHOCTIN O0To6paxeHNa vyacTeil XypHana ayanTta OCHOBaHbl Ha naeHTUdu-
kaTope nauyueHTa (kak npasunio, aTo NHS-Homep), naeHtTudkatope nonb3oBatens, ugeHTudukaTtope ynosHomMo-
YEHHOro opraHa, gaTte n BpEMeHU, a Takxe NopsaKkoBOM HOMepe.

Poccuiickas ®egepayuns

PekomeHpauns MuHnctepcTBa 3gpaBooxpaHeHna P® 2009-12-23, Tp. 6.2 (Heo6si3aTenbHoe)

MopcucTema XypHana ayauta Ao/1XHa NpefocTaBnAaATb MHCTPYMEHTbI A1 NPOCMOTPA U aHanusa XypHana ayguTa
C BO3MOXHOCTbIO BblAe/IEHNA MO Pa3/IMYHBLIM KPUTEPUAM.

B.16.5 3awuTa xypHana ayguta

Bpa3unnusa

NGS1.08.02

LlenocTHOCTb XypHana ayguta

CuctemMa [o/XHa 3awWuwaTe XpaHUMble 3anucu xXypHana ayAauTa OT HeCaHKUWOHWPOBAHHOTO yAaneHus Uan ms-
MeHeHUs.
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ABNT NBR MCO/M3K 27001:2005. A.10.10.3.

NGS1.08.03

[ocTyn K XypHanam ayauTa

Y6eantecb B TOM. YTO JOCTYN KXypHanam ayguta npefocTaBneH TO/IbKO N0Nb30BaTENAM, OTBETCTBEHHbLIM 3a NpO-
BejleHue aygura.

ABNT NBR MCO/M3K 27001:2005. A.10.10.1.

CLWA

CCHIT SC 02.08

Ayant

Cuctema gonxHa s3anpelwaTb BCEM Nonb30BaTENAM AOCTYN K UTEHUIO 3anucell XxypHana aygura, 3a UckalUYeHnem
Tex nosb3oBaTtesneil, KOTOPble MOAYYNIN ABHbIW JOCTYN K YTeHuto. Cuctema Ao/KHa 3aluuiaTb XpaHaumecs 3a-
nucun XypHana ayaumta OT HECAHKLMOHUPOBAHHOTO yaaneHnns. Cuctema fosxHa npefoTBpawaTb BHECEHUE n3Me-
HEHWI B faHHble XypHana ayauTta.

MCO/M3K 15408. CC SFR: FAU_SAR. FAU_STG;

NIST SP 600-53: AU-9 SAWLNTA UHOOPMALNNAONA AYANTA:

HIPAA: 164.312(a) (1): HITSP/TP15.

KaHapga

Tpe6oBaHue 6e3onacHocTu 50 KaHaACKON MeanUUHCKOW opraHusayum Infoway

3awmTa focTyna K XXypHanam ayanta uHdoctTpyktypsl EHR

Cuctema EHR fonxHa 3aWuTnTb JOCTYN K 3aNUCAM XypHana ayauTta v 4oXHa OTpaHnynTb 4OCTYN K CUCTEMHbLIM
WHCTPYMEHTaM ayauTta U XypHany ayauTta Ana Toro, 4tobbl NpefoTBpaTtuTb HeNpaBW/IbHOE WCNOMb30BaHWE UK
HecaHKLWOHMPOBAHHOE pa3rnaleHue.

O6ocHOBaHWe — OTu TpeboBaHMA ABNAITCA MUHUMANbHLIMW ANA NOALEPXKAHUA LENOCTHOCTU CUCTEMbl U KOH-
hunaeHunanbHOCTU MHPOpMaLmmn, cogepxalieiica B XypHane ayauta. KoHnaeHLnanbHOCTb UMEET KpuTuyeckoe
3HayeHue, Tak kak TpeTbs CTOPOHa, nojayvatuias focTyna K TakuM XypHanam, rnoxeT BbisecTu MM/ n3 3anucei
XypHana ayauTa (Hanpumep, u3 3anucu xypHana C ykazaHuem OGHOBMEHUS KapTbl NauueHTa nonb3oBatesnemM B
LeHTpPe OHKO/TIOTMYECKO NOMOLLM MOXHO cAenaTtb BbIBOA, YTO Y NauueHTa ANarHocTUpoBaH pak).

Tpe6oBaHune 6e3onacHocTn 51 kaHaACKoO MeAULMHCKOW opraHu3auun Infoway

ObecneyeHne XypHanoB ayamnTa 3alinToil OT HECAHKLMOHUPOBAHHOTO BMellaTenbCcTBa

WHdocTpykTypa EHR gonxHa o6ecneunsatb COOTBETCTBYIOLWME cpeacTBa o6ecneyeHns 6e3onacHoCTn 4NA 3am-
Thl XXYpPHaNoB ayAnTa OT HECAHKLLMOHUPOBAHHOTO BMelwaTenbLCTBA.

O6ocHoBaHWe — 370 TpeboBaHNe ABNAETCA MUHUMAIbHLIM ANA NOALEPXKAHUA LLeNOCTHOCTN CUCTEMBI.
Benukob6putanus

Tpeb6oBaHne 3.9.6 YnpaBneHua nHhopmaumein BennkobputaHum

cCuctema A0/XHa rapaHTUpoBaTh, YTO 3anWCU B XypHane ayauta MOryT GbiTb yAasnieHbl TONIbKO NMPUBUIETMPOBAH-
HbIM NONb30BaTeNeM NpU OnNpefeneHHblX yCNoBUAX, Hanpumep, no cyaebHomy nopyyeHuio. Cnegyet oTMeTUTb,
4YTO NpejnonaraeTcs, 4TO Takue yhaneHns 6ynyT O4eHb PeAKMMU, N MOSTOMY BaXHO, YTOObI AOCTYN K TAKOW PyHK-
LN CTPOro KOHTPONMpOBanCcAa. BO3MOXHOCTb NOSIy4EHUA Takux Npas N06bIM NOKaNbHLIM NOMb30BaTENEM, & TakKkKe
BO3MOXHOCTb nepejayn Takux npas N06bIM S10KaNbHbIM aAMUHNCTPATOPOM /1060MY NOKa/IbHOMY NO/MIb30BATENIO
HegonycTuma. Jlto6ble NonNbITKM 06HOBNEHUS AN Ao6aBNeHNA 3anuceil B XypHane ayauTa AO/KHbI 6bITb NpefoT-
BpalleHbl. HACKO/IbKO 3TO BO3MOXHO.

Tpe6oBaHne 3.9.5 YnpaBneHua nuhopmaumein BennkobputaHum

HauunoHanbHblii c6opHuk poneit RBAC n geiicTBuii ony6nmkoBaH B HauuoHanbHol 6a3e gaHHbix (NRD) RBAC u
onucblBaeT JeiCcTBUA, NPUMEHNMbIE K OCYLLECTBNEHUIO J0CTYNa K KOHTPObHbLIM XypHanam. MocTaBLNKN [OMKHbBI
rapaHTUpoBaTh, YUTO CUCTEMbI CMOCOGHBI HA NOAAEPXKY NOCNeAHNX BEPCUii BbllleyKka3aHHOTo AokyMeHTa. Ecnu no-
CTaBLMKN He peann3oBann HauuoHanbHyo mogesnib RBAC. To nokanbHble cpefcTBa ynpas/ieHUs 4OCTYNOM [0/1X-
Hbl floKa3aTb, YTO TO/IbKO COOTBETCTBYIOLWE POSIN MOTYT NONYUYUTb JOCTYN K KOHTPOMbHOMY XypHany.

Poccuiickas ®egepayuns

PekomeHgauns MuHuctepcTea 3gpaBooxpaHeHna P® 2009-12-23, Tp. 6.2 (Heob6sizaTenbHoe)

MopcucTemsbl XypHana ayauTta A0/XHbI 3aWuaTb KOHTPObHbIE XYPHa bl OT HenpegHAMepPEeHHOro yaaneHus unm
n3MeHeHus. MoacucTeMbl XypHana ayauta JO/KHbl OCYLWEeCcTBNSATL pe3epBHOE KONUpoBaHWe OTAeNbHbIX YacTei
KOHTPONILHOTO XypHana.

B.16.6 XpaHeHune xXypHana aygurta

KaHapga

Tpeb6oBaHne 6e3onacHocTn 44 KaHaACKON MeAWNLMHCKOW opraHm3auunmn Infoway

XpaHeHne xypHanos ayguta

Boe opraHusauuu, pasmellamoine KOMNOHEHTbl MHAPOCTPYKTYpbl EHR nnun nogkntoyveHHble K UHQOCTpykType EHR.
[OJKHBI COXPaHATb XYpPHas B TeYEHWe MOJIHOTO Cpoka XpaHeHUs 3anuceil, npoweAwnx ayauTt. 3To genaetcsa A4Ns
TOro, 4To6bl NPU HE06X0AMMOCTN 06ecneynTb NPOBeEeHNE paccnef0BaHNA U NpefocTaBUTh JoKka3aTenbCcTBa.
O6ocHoBaHMe — [laHHOe Tpe6oBaHue BbiTekaeT U3 Tpe6oBaHNA KOHUAeHUManbHoOCTM 19. Tpe6oBaHNA KOHDU-
neHunanbHocTy 20 n TpeboBaHMUsA KOHUAeHUManbHoCcTn 21,
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CnepyeT 06paTMTb BHUMAHMWE Ha TO, YTO COrN1ACHO 3aKoHOAATEe IbHbIM akTam Mo MeAULUHCKOW MHhopmauum npo-
BUHUMN AnbbepTa XpaHuTento, pasrnawatruemy MM/, Heo6xoAMMO 3anucbiBaTb UMA YenoBeka, KOTOPOMY Xpa-
HUTeNb pasrnawaeTt MHpopmauuio, gaTy 1 Uenb pasrnalleHus, a Takke onucaHue pasrnaweHHol nHhopmauum.
WHpopmaynsa fonxHa COXpaHATbCA B TedeHne 10 neT ¢ MOMeHTa pasrnalweHus.

XypHanbsl ayanta AO/IXKHBI XpaHUTbLCA B TakoM BuAe, KOTOPbIi MO3BONMSIET NPOBOAWUTL aHann3 nHdopmaynm, co-
nepxauieiica B xxypHane. Cm. Tpeb6oBaHue 6e3onacHocTu 46. Tpe6oBaHue 6esonacHocTn 47. TpeboBaHue 6e3onac-
HOCTU 48 n TpeboBaHne 6e3onacHocTm 49.

B.16.7 YnpaBsieHue xxypHanamu ayguta

Cwm. Takxe MCO 18308:2011(E) PRS5.1.

CWA

CCHIT SC 02.01

Ayaunt

Cuctema goxHa No3BONATbL aBTOPM30BAHHOMY ajMUHUCTPATOPYy yCcTaHaBIUBaTh 406aBNEHNA N UCKIIOUYEHUA ANA
co6bITHil, noaBepraemMbix ayanTy B SC 02.03. Ha 0OCHOBE MOMIUTUKN OpraHn3aynn u akcnayataynoHHbIX Tpe6oBaHmnii/
orpaHmyeHui.

MNCO/M3K 15408, CC SFR: FAU_SEL;

HIPAA 164.312(b); 164.308 (a) (1) («) (A). (D);

NIST SP 800-53 AU-2 COBbITUA. MOABEPTAEMbBIE AYAUTY (OueHka, ocHOBaHHasa Ha pucke, onpegensemMas
opraHusaumeil) HITSP/TP15.

B.16.8 NMocTOAAHHOe BeAeHUe XypHana aygurta

KaHapga

Tpe6oBaHne 6e3onacHocTu 45 kaHajCKolli MeAULMHCKOW opraHu3auun Infoway

MocTosAHHOE BeAeHMe xXypHana MHocTpykTypbl EHR

BepeHue xypHana ayanta MHocTpykTypbl EHR f0MXHO 6bITb NOCTOAHHBIM.

O6ocHoBaHne — 370 Tpeb6oBaHNe ABNSETCA MUHUMAbHBIMU ANA rapaHTuK TOro, YTO BeAeHue xXypHana He 6yaeTt
npekpauieHo BO BpeMsi paboTbl CUCTEMBI.

Benuko6putaHus

Tpe6oBaHne 3.9.7 YnpaBneHus nHopmauneit Benukobputanum

BCe KOHTPO/bHbIE XYpHasbl AOMKHbI 6blTb 4OCTYNHbI B 1060e BpeMA, @ N0N1b30BATENN HE AO/IKHbI UMETb HUKAKUX
CpeAcTB ANS1 OTKNOYEHUS N060ro KOHTPONILHOTO XypHana.

B.16.9 BoccTaHoBneHne copepxaHWa 3M1e€KTPOHHON MeAULWUHCKOW KapTbl Ha NpejlecTBYOWMNA MOMEHT
BpPeMeHM

Bpasunnusa

NGS1.07.03

3anpeT yganeHusa u BHECEHUA N3MEHEeHN’

Ypaneune nnn uameHeHune cyuiecTByWMX AaHHbIx EHR gonxHO 6bITh 3anpeweHo. CTapble faHHble JO/XHbI CO-
XPaHATbLCA BO BPeMSA BbINOMHEHNSA NO6bLIX KOPPEKTUPYOLNX fAeACTBUNA.

KaHapga

Tpeb6oBaHne 6e3onacHocTn 39 KaHaACKON MeANLMHCKOW opraHm3auumn Infoway

XpaHeHune uctopun MM/ B nHpocTpyktype EHR

WHdocTpykTypa EHR Ao0/XHa MMeTb BO3MOXHOCTb OTOGpaXeHWs npeAbigyLwero cogepxaHusa sannucu Ha no6oi
MOMEHT BPEMEHU B NPOLI/IOM, @ TaKXe BO3MOXHOCTb 0TOGPaXeHUs CBA3aHHbIX flaHHbIX O TOM. KTO U KOrga BBOAWN,
ocyuw,ecTBAAN AOCTYN UAN U3MEHAN faHHble.

O6ocHOBaHMe — Takasi BO3MOXHOCTb NMO3BONISET BOCNPOU3BECTN cocTosiHne EHR B no60li BpeMeHHO Touke.
[laHHoe Tpe6oBaHne Heo6X0ANMO ANA peleHna paaa 3ajad, BKI0Yas HEOCTOPOXHbIe AeliCTBUS U NpodecCuoHanbl*»
AvcuunanHapHble BONpockl. MogaepxaHue LenocTHOCTU flaHHbIX TpebyeT Takoro Tuna pernctpaumm (BefeHns xypHanos).
B HekoTOpbIX opUcanKkumax B KaHage nayneHtam/nmuam Takxe paspellaetca npunaratb 3asB/ieHUs 0 Hecornacum
C 3/1EMEHTOM MH(OpMaLMK, KOTOPbIA NayneHT cunTaeT HeNnpaBuIbHbIM (M B CAy4asx, ecnm MeauuuHckuii paboT-
HWK, KOTOpPbI co3gan AaHHbI 3/1eMeHT, C 3TUM He cornaceH). MHdocTpykTypa EHR gomkHa faBaTb BO3MOXHOCTb
nogadye Takux 3asaBneHuWii 0 Hecornacuu, KacarWwmuxcs TOYHOCTU MU HETOYHOCTM 3/IEMEHTA AaHHbIX.
Benukobputanus

Tpe6oBaHue 3.9.2 YnpasneHusa nHopmauuneint Benmkobputanmm

Heob6xoguma nofaepxka cpefcTs NpocMoTpa U BOCNpoOM3BefeHunsa NobbiX NNYHbIX KapT nauveHTa B TOM Buje, B
KOTOPOM OHW HaxoAUIUCbL paHee.

(CM. copepxaHue xypHana ayauTa, npuBejeHHoe Bbllle, 47151 03HAKOMJIEHWSA C OCTaBLUelicst YyacTbio Tpe6oaHus 3.9.2.)

B.17 YnpaBneHune BepcuaMmn NnporpamMHOro obecneyeHns u JokymeHTaumna

B.17.1 YnpaBneHue BEpCUAMM NporpaMMHOro obecneyeHus

Bpasunusa

NGS1.0t.01

Bepcus nporpammHoro obecneyeHuns

Bce koMnoHeHTbl EHR-S A0/XHbI 6bITb MAEHTUDULUPOBAHBI U UMETL BEPCUIO MPOTrPaMMHOro o6ecneyeHus, ces-
3aHHY0 C OTAENbHOl, 04HO3HAYHOW CCbINKOW (YHUKAaNbHbIA naeHTUMKaTop, UMSA. NOCTaBLL UK U1 HOMEpP BEepcumn).
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EHR gonxka o6nagatb hyHKLMOHANbHbIMY BO3MOXHOCTAMM, NO3BONAOLWMMY NOMb30BaTEN0 NPOCMATPMBaTh BEP-
CUI0 KOMMOHEHTOB UX NPOrPamMMHOro obecnevyeHuns.

HL7 ERH-S FM IN4.2 ABNT NBR MCO/M3K 27001:2005. A.12.5.

Cwm. Takxe Tpe6oBaHne NGS1.01.03 NcTopusa U3MeHeEHWUIA.

NGS1.01.02

McxoaHblli kog

Homep Bepcumn kaxoro komnoHeHta EHR no3sonseTr BoccTaHaBMBaTb COOTBETCTBYWOUWME UCXOAHbIE KOAbI ANA
OTCNeXUBAHUA UCXOAHbIX haiinos, KOTOPble NX cO3[anu.

HL7 ERH-S FM IN5.2 ABNT NBR MCO/M3K 27001:2005. A.12.5.

B.17.2 Tpe6oBaHNsA K fOKYMeHTaLNK

Bpasunnunsa

NGS1.09.01

[lokymeHTaums

CnpaBoyHasn OKyMeHTaLusa JO/KHA CoAepXaTb CeAyouyo nHdopmaumio:

- ycTaHOBKa CUCTeMbl 1 TpeboBaHUA K cucTeme;

- ynpaB/ieHWe ¥ aKcnayaTtauus CUCTeMbl.

- MexaHW3Mbl U MeTOAbl 3aLUThl.

NGS1.09.02

Ccbiniku Ha Bepcuio MO B fOKyMeHTaLnu

Bo Bceil cnpaBoYHOI JOKyMeHTaLUW B Hayane Kaxforo AOKyMeHTa [JOo/kHa OblTb 4eTKo o603HaveHa Bepcus, K
KOTOPOI OHU NpUMeEHATCA.

NGS1.09.03

N3meHeHne foKyMeHTauuu

Cnepyet coob6uaTtb 06 NU3MEHEHNAX U XPaHUTb UCTOPUI0 BCEX U3MEHEHWI B CNPaBOYHON JOKYMeHTauumn gna Toro,
uyTo6bl 06ecneynBaTb NONL30BATENAM BO3MOXHOCTb MPOBEPKN BCEX M3MEHEHWIi, BHECEHHbIX B NOCNEAHI0N0 0CTYN-
HYI0 BEPCUIO.

NGS1.09.04

Onepatop apxusa [gokymeHTaums]

WHCTPYKUMNA NO yCTaHOBKe [OJ/IXHA cofjepxaTbh WH(hOpMaLMnio 0 TOM. Kak ycTtaHaBInBaTb npouab onepartopa ap-
XuBa Ana nonb3osatens B SGDB. JONONHUTENbHO MHCTPYKLUA N0 yCTaHOBKE AO/KHA cojepxaTb UHopmauuio
0 TOM. Kak ycTaHaBnusaTb DBMS SGDB pgnsa toro, 4To6bl 110601 3KCNOPT U BOCCTAHOB/IEHWE Pe3epPBHbIX KOMUii
[aHHbIX MOFN 6bITh BbIMO/THEHbI TONLKO NONb30BaTENEM, UMELW UM PONb onepaTopa apxusa.

ABNT NBR MCO/M3K 27001:2005.

NGS1.09.05

OrpaHuyeHne AocTyna 14 HEaBTOPU30BaAHHbLIX N HEAYTEHTUMPUUMPOBaHHbLIX CYy6bEKTOB [AOKyMeHTaynA]
WHCTpyKLMA No yCcTaHOBKE [OJIXHA cogepxaTb MHoOpMauuilo o TOM. Kak yctaHaBnmBate DBMS SGDB gns
TOro, 4to6bl ayteHTUdunkauma S-RES v moaynb ynpasneHus JOCTYNnoM npejoTBpawany ocyu,ecTsieHune
[ocTyna HeaBTOPM30BAHHBIMU U HeayTEeHTUPNLUUPOBAHHBIMU Cyb6bekTaMun (Monb3oBaTensaMu UAu Apyrumu
cuctemamu).

NGS1.09.06

MpoBepka LEenoCTHOCTA JaHHbIX

WHCTPYKUNA No yCTaHOBKE WK 3KCNyaTauumn Jo/KHa coepXaTb MHPopMaLumnio o0 TOM. YTO cucTema A0/IKHa Bbl-
NOMHATb NPOBEPKY LLeNIOCTHOCTW AaHHbIX MPWU CO34aHNN UK BOCCTAHOBNIEHUN pe3epBHOI konuu.

NGS1.09.07

Cnyx6bl, NPOTOKO/IbI 1 YCTAHOBKA 3alUThbl CBA3WN MEX/JY KOMMNOHEHTaMu

CucTtema foXHa BKIoYaTh B ce65 JOKYMEHTaLUo, KOTopas COAEPXUT nepedyeHb cnyx6 (Hanpumep. PUP. Be6-
cnyx6bl) 1 ceTeBbiX NpoTOokonoB/moptoB (Hanpumep. HL-7. HTTP. FTP), koTopble HE06X0AUMbI A4NA NPaBU/IbHOW
pab6oTbl N 06CNYXMBAHNA CUCTEMbI, B TOM 4YuCne ANA NOATBEPXAEHUS HEO6XOAMMOCTU ANSA 3TUX CNYX6 M nNpoTo-
K0noB. OTa MHMoOpPMauNa MoxXeT 6biTb UCMOMb30BAHA B MeAULMHCKOM yYpexAeHun ANA NpaBUibHON HacTPOiku
cBoeli ceTeBOW 3aLWmnThbl (CUCTEMbl CETEBOI 3alWUTbl 1 MapLIPYyTM3aTOPOB).

Kpome TOro, MHCTPYKLMA N0 yCTaHOBKE M 3KCnyatauun JO/IKHA CoAepxaTb MHOopMaumno 0 TOM, KakK ycTaHaB/u-
BaTb CPeACTBa 3alinTbl CBA3N MeXxy koMnoHeHTamun EHR ¢ uenbio o6ecneverHns 6e3onacHocTn ayTeHTUudmkaumnm,
LeNOCTHOCTU AAaHHbIX U CNYX6 3aluUTbl KOHPUAEHUNANBHOCTY AAHHbBIX.

NGS1.09.08

CUHXpOHU3aLus BpeMeHn [fokymeHTauma]

PyKoBO/ACTBO N0 afMUHUCTPUPOBAHMNIO W 3KCNyaTauuu AO/HKHO NPefocTaBiAaTbh agMUHUCTPaTOpPy WHMOopMaLmno
0 TOM, 4TO Yacbl KOMNOHEHTOB EHR f0/XHbl 6bITb CUHXPOHN3NPOBAHbLI U NPUBA3aHbI K €AUHOMY U Haubonee Ha-
[EXHOMY UCTOYHUKY BpeMeHN. PyKOBOACTBO TaKXe JO/IKHO NPefoCcTaBNATb MHPOPMALKUIO O TOM. Kak BbIMOSHATL
CUHXPOHU3aALUMI0 B Cpeje.

83
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ABNT NBR MCO/M3K 27001:2005. 10.10.

NGS1.01.05

3aBUCUTNIOCTN KOMMOHEHTOB [fOKyMeHTaumns)

B MHCTPYKUMUK NO ycTaHOBKe U TpeboBaHWAX CUCTEMbBI 4N KaXA0W BEPCUN KaXJ0ro KOMMNOHEHTA HEOBX0AMMO yKa-
3aTb. KAKUMYU ABNSIOTCA 3@aBUCMMOCTW C APYTMMU KOMMOHeHTamn EHR unn komnoHeHTamu cpeabl, a Takxe Tpe6o-
BaHUA K akcnayatayuu. Hanpumep, 4to6bl COOBWMNTL, YTO AaHHaA BEPCUSA KOMNOHEHTA COBMECTUMa CO CTaHaapT-
Tom HL7, Bepcua 2.x (Tpe6oBaHne k akcnayatayun), KOTOpbli MCNOMb30BaH AN AaHHOW onepaLuoHHO| cucTemsl
(Tpe6oBaHue cpepbl), KOTOpPasa 3aBUCUT OT KOHKPETHON CUCTEMbI KaTanoros ANs ayTeHTUudUKaLumm nonb3osaTtenei.
HL7 ERH-S FM IN5.2.

Cwm. Takke NGS1.01.03 [gokymeHTaLmna no ynpasneHuto sepcuamu Moj.

CLWA

CCHIT SC 04.04

JAokymeHTaumsa

CucTema [0NXHa BKNOYaTb AOKYMEHTUPOBAHHbIA NOPAAOK yCTAHOBKN, BBEAEHUS B 3KCNayaTauuio u/mnm noaknio-
YeHna npoaykra.

NCO/M3K 15408. CC SFR:ADOJGS;

HIPAA: 164.312(c).

CCHIT SC 04.08

JAokymeHTaumsa

CucTema Jo/KHA BKIOYATh JOKYMEHTaLnio, kKoTopas CoOAepXuT nepeveHb cnyx6 (Hanpumep. PHP. Be6-cnyx6bl)
N ceTeBbIX NpPOTOKonoa'noptoB (Hanpumep. HL-7. HTTP. FTP), koTopble He06X0ANMbI AN1A NpaBUbHOW paboTbl n
o6CcnyXnBaHUA cUCTeMbl, B TOM Yucne NOATBEPXAeHUe Heo6X0AMMOCTU ANA 3TUX CAYXO U NPOTOKONOB. 3Ta UH-
topmauma MoxeT 6biTb UCNONb30BaHA B MEeJULWHCKOM yUpexAeHun ANns npaBubHON HaACTpPOWku cBOel ceTeBon
3aluTbl (CUCTEMbl CeTeBOIA 3aluThl U MapLIpyTU3aTopoB).

NCO/M3K 15408. CC SFR:AGD_ADM;

NIST SP 800-53 AC-5 CM-6:

NIST SP 800-70:

HIPAA 164.312(a) (1).

CCHIT SC 04.01

JAokymeHTaumsa

CucTema AonxHa BKIOYaTb [OKYMEHTaLWI0, KoTopas onucbiBaeT npouecc o6paboTku naTtya (naketa mucnpasne-
HWiA). KoTopbIi ByaeT ucnonb3osBaTbCcsA NocTaslWwnkoMm Ana EHR. onepalMoHHON cUCTEMbI U OCHOBHbIX MHCTPYMEH-
ToB (Hanpumep, cneynanbHbliii Be6-caT 4NA yBeLOMIEHUA O HOBbIX Matyax, CIMCOK YTBEPXAEHHbIX naTuyeli, oco-
6bl€ MHCTPYKLMUN N0 YyCTAHOBKE U UCNbITAHUIO NOC/E YCTAHOBKM).

NCO/M3K 15408. CC SFR:AGD_ADM:

HIPAA: 164.308(a)(5)(i)(B).

CCHIT SC 04.02

JAokymeHTaumsa

CucTema A0/XHA BK/OYATh JOKYMeEHTaLW, KoTopas npejocTaBnseT nonb3oBaTeNsiM W agMuHucTpatopam 06b-
ACHEHMe OWNBOK CUCTEMbI NN COOBLLEHNA C yKa3aHneM AeiCTBUA, HEO6X0ANMBIX AN1A UX YCTPaHEHUS.

NCO/M3K 15408, CC SFR: AGD_ADM:

HIPAA: 164.312(c).

CCHIT SC 04.03

[okymeHTaums

CucTema [0/KHA BKIOYaTb [OKYMEHTaLMWI0 O NMPOoW3BOAWTENbHOCTW NpoAykTa (Hanpumep, KONWYeCTBO MOJb30-
BaTefieil. KONMYeCTBO onepaunii B CEKyHAy, KOJIMYECTBO KapT, ceTeBas Harpyska M T. M.) U OCHOBHbIX TUMUYHBIX
KOHMMTrypaumax, NpuHATLIX 4NA Takoli Npon3BOAUTENbHOCTM (Hanpumep, KOIMYeCTBO UAKM TUN NMPOLECCOPOB, KOH-
durypauus cepsepacdaboyeil cTaHuMM M NPON3BOAUTENBHOCTbL CETU U T. N.).

NCO/M3K 15408. CC SFR: AGD_ADM:

NIST SP 800-53 CM-2:

HIPAA: 164.312(c): 164.306(a)(1).

CCHIT SC 04.06

JAokymeHTaumsa

CucTema Jo/KHa BKAOYATb JOKYMeHTaLuo, AOCTYNHYO A4NSA NoKynaTens, cogepxalyi uHpopMmauno o ToM. Cy-
UeCTBYIOT /1N N3BECTHbIEe NPO6aEMbl UK NPOTUBOPEUUA CO cnyxbamu 6e3onacHoCcTun, No KpaiHel mepe B cnepy-
owmnx 061acTsAX; aHTUBUPYCbl, O6HApyXeHne BTOPXEHWI, NUKBMAaLMA BPEeLOHOCHbIX MPOrpamMmm, CepBepHble Cu-
CTeMbl CEeTEBOI 3alnTbl N paspelweHne Takux KOHPINKTOB (Hanpumep, 60/1bWNHCTBO CUCTEM AO/IKHbI YYUTbIBATD,
4TO MOJHbIA NOUCK BUPYCOB JOJ/IKEH OCYLW,eCTBAATLCA BHE NEpPUOAO0B MakCMMaslbHOTO WCMONb30BAHUA U JOJIKEH
ncknyatb 6a3sbl JaHHbIX).

Kanaga. Anb6epTa. 7.3.17 (3awuTa):

NCO/M3K 15408. CC SFR: FPT TST:
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NCO/M3K 15408. CC SFR:AGD_ADM:

NIST SP 800-53 SI-3 MALICIOUS CODE PROTECTION;

HIPAA: 164.308(a) (5) (i) (B).

CCHIT SC 04.09

[okymeHTaums

Cuctema goxHa BkAoYaTb JOKYMEHTaLUI0, KOTOpas onucbiBaeT aTanbl, HE06Xo0AUMbIE A4NA NOATBEPXAEHUSA TOrO,
4TO yCcTaHOBKa cucTembl 6Gblnia 3aBeplueHa Hajnexauwmm o6pa3om, a cuctema rotoBa k akcnayarayuu.

MCO/M3K 15408. CC SFR: AGD_ADM;

HIPAA: 164.312(e).

CCHIT SC 04.10

[okymeHTaums

Cuctema [oO/XHA BKAYaTb JOKyMeHTauuo, AOCTYNHY ANS nokynaTens, npefocTaBnAaoLWyl0 PyKOBOACTBO MO
KOHMUTYPUPOBAHWIO M UCNOMb30BAHNIO CPEACTB KOHTPONSA 3aWnThl, HEOGXOAUMBIX ANSA NojfepXaHus 6e3onacHoi
N HafexHon paboTbl CUCTEMbI, BK/OYAA, B HACTHOCTU: CO3faHne, U3MEHeHNe U AeaKTUBaLUK YYeTHbIX 3anucei
nonb3oBaTens, ynpaBaeHue ponsmu, c6poc naponei, HaCTpoliky orpaHuYeHmnii Napons u xypHansl ayauta.
NCO/M3IK 15408. CC SFR:AGD_ADM:

HIPAA: 164.312(a) to 164.312(e).

Poccuiickas ®egepayuns

Pekomenpgauna MuHuctepcTea 3gpasooxpaHeHunsa P 2009-12-23, 1p. 5.21

Moacuctembl 6€30MaCHOCTY JO/KHbI 6bITb CHAGXEHbl JOKYMEHTaMu, B TOM Yucne cneundgukaymsmMmm nogcuctemMsl
6e30MacHOCTM U oNUcaHMem KoOHgurypaumnii KOMNOHEHTOB NOACUCTEMbl 6€30NacHOCTH.

B.18 CuHXpOoHM3aLuna BpeMeHn n popmaTmpoBaHne BpemeHn/gaTsbl

B.18.1 ®opmaTt BpemeHu

Bpasunusa

NGS1.10.1

EauHblil dhopmaTt oTo6paxeHns BpeMeHU 4NA KOHTPONs u ayanta

Bce XypHanbl perucTpauum BpemMeHun A4Na KOHTPOAA U ayanuTa A0KHbI UMeTb OANHAKOBLIM hopmaT BO BCeli cucte-
me EHR.

NGS1.10.2

dopmat 0TO6paXeHNa BpeMeHU AN KOHTPONSA N ayanuTa B 3KCMOPTUPOBAHHbIX XypHanax

Bce xypHanbl pernctpayuu BpeMeHun A8 KOHTPONS U ayauTa, HallAeHHble B 3KCNOPTMPOBAHHbIX XypHanax, f0o/x-
Hbl 6bITb NpeacTaBneHbl B popmate MCO 8601:2004. 3a UCKIIOYEHNEM BPEMEHHbBIX METOK, KOTOPble COOTBETCTBYIOT
RFC 3161.

NCO 8601:2004;

IETF RFC 3161.

CWA

SC 02.07

Ayaut

CucTtema [O/XHbl 06n1apaTb CMOCOGHOCTbIO (hOPMaATUPOBAHWA 3aMWCaHHbIX BPEMEHHbIX METOK A8 3KCcnop-
Ta C NMOMOLbO BCEMUPHOIO CKOOPAMHUPOBAHHOIO BpeMeHu, ocHoBaHHOro Ha MCO 8601. MNpumep — «1994-11-
05T13:15:30-05:00» cooTBeTcTBYEeT 5 HOA6GpPA 1994 r. 8:15:30. CLUA. BOCTOYHOE MOSACHOE BpeMs.

NCO/M3K 15408. CC SFR: FPT_STM:

NIST SP 800-53: AU-8 TIME STAMPS: HITSP/TP15:

HIPAA: 164.312(b).

B.18.2 CMHXpPOHMN3ALNA BPEMEHN

Bpa3unnunsa

NGS1.10.3

W CTOYHUK BpEMEHMU

Bce xypHanbl peructpayun BpemMeHn 4Na ocywecTB/eHNA KOHTPOAA n ayauTta no sceil cucteme EHR fonxHsl oc-
HOBbIBATbCS HA €MHOM U Hanbosee HafleXXHOM UCTOUYHIKE BPEMEHMN, YCTAHOBKA U AOCTYN K KOTOPOMY MOXET 6bITh
ocylecTB/IEeH TONbKO MEHEAXEPOM CUCTEMBI.

CucTema fO/XHa yKa3blBaTb B TEKCTOBOM MOJie, YTO ABAAETCSH UCTOYHUKOM BPEMEHU, 1 3Ta MHOpMaLUs JO/KHA
6bITb NPOBEpPeHa NoNb30BaTENAMUN Yepes UHTepdeiic.

ABNT NBR NCO/M3K 27001:2005.

CWA

CCHIT SC 02.06

Ayant

CucTeMbl AO/KHbI NOAAEPXNBATL CUHXPOHM3ALMNI0 BpeMeHNn ¢ nomolbto NTP/SNTP # ncnonb3oBath 3TO CUHXPO-
HU3MPOBAHHOE BPeMS BO BCEX 3anncsax 6e30nacHOCTU BPEMEHMU.

NCO/M3K 15408. CC SFR: FPT_STM:
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NIST SP 800-53: AU-8 TIME STAMPS; HITSP/TP16;

HIPAA: 164.312(b).

Benukob6putanus

Tpe6oBaHue 3.12.2 YnpaBneHua nHopmauuneit Benukobputanum

Cuctema AO0/KHA CUMHXPOHM3MPOBATh Nt06Gble BHYTPEHHWE AaT4ynkM BPeMeHU co cnyxbamu ceTeBOro BpeMeHMW,
npepgocTtaBsieHHbIMU NISP. ¢ TouHOCTbIO 0 250 MC. ncnosnb3ysa npotokon NTP.

MpumevyaHne — Kaxgas nepegava coobueHunit no cuctemam CRS NHS nmeeT BpeMeHHy OTMETKY, OCHO-

BaHHYI Ha BCEMUPHOM KOOPAUHUPOBAHHOM BpeMeHU (GMT). HecMOTps Ha TO 4TO NMPUIOXEHUA MOTYT OTOo6paxaTb MecT-
HOe BpeMsi, BDEMEHHbIE OTMETKN COOBLEHNIA fOMKHbI COCTOSATbL N3 3HaYeHnit UTC (GMT).

86

Tpe6oBaHue 3.12.3 YnpaBneHus uHopmaumneit Benukobputauum
Cuctema [0/KHA CUHXPOHM3MPOBATbL Nto6ble BHYTPpeHHMe gaTtumkn BpemeHun ¢ NHSnetfCepeepaMn DNS cetn N3
c nomouwbio NTP-npoTokona.

B.19 KOHTPONb MHUNLEHTOB HapylweHWs 6e30NacHOCTU U KOHDMAEHLNANBHOCTH

Bpasunnunsa

NGS1.11.01

WHTepdelic ysegomneHus

Heo6xoanMmo npefoctaBuTb MHTepdelic, No3BoNALWMNIA NONb30BATENAM YBEAOMNATL O BOSHUKHOBEHUUN UHLUEH-
TOB HapylweHus 6e3onacHoCcTu, npo6aemax, yny4yweHnax Uan BolABUTaTb NpeanoXeHus.

NHdocTpykTypa EHR fomxHa oTnpaBnaTb yBejoMaeHe OTBETCTBEHHOMY /MLY O KaX/[OM BbISIBIEHHOM TuUNe He-
Hajnexal,ero ncnosb3oBaHUsA CUCTEMbI.

ABNT N1(B/?UCO/M3K 27002:2005. 13.1.1.

KaHaga

Tpe6oBaHue 6e3onacHOCTU 84 KaHafCKON MeanUUHCKOW opraHusauun Infoway

Coo6ueHns 06 MHUMAEHTax HapyLleHnsa 6e30NacHOCTH, KacalWwnxcs nHpocTpykTypsl EHR

WHocTpykTypa EHR gonxHa (v Bcem cuctemam POS. nogkntoueHHbIM K MHOCcTpykType EHR. cnegyeT) oTnpas-
NATb yBE/JOM/IeHe OTBETCTBEHHOMY ULy, ONUCaHHOe B Tpe6oBaHUN 6e30MacHOCTM 3. A1 KaX/40ro BbISB/EHHOIO
TUNa HeHajJ/exalero Ncnosb3oBaHNa CMCTEeMbI (CM. Tpe6oBaHNe 6e30nacHoCTU 46).

O6ocHoBaHne — lpex/ae BCEro pelleHne o TOM. KTO 6yaeT ABNATLCA OTBETCTBEHHbLIM /INLOM, SBASIeTCSA BOMNPOCOM
ynpaBneHus peanusyloleil opraHnsaynm.

HecmoTpsi Ha TexHWuyeckue Tpe6GoBaHWA, ycTapeBline cuctembl POS moryT Tpe6oBaTb yCOBepLIEHCTBOBAHUSA C
NOMOLWbI aAMUHNCTPATUBHbLIX Mep A/ YCTPaHEHUS OrpaHnyeHnini Npon3BoANTENbHOCTU ANS aBTOMATUYECKONR OT-
npaskn yBeAOMNEHUA.

B.20 LucbpoBble cepTudmkaTthl U ung poBble nognucu

B.20.1 Vcnonb3oBaHue LN POBbLIX CEPTUD MKATOB

Bpasunusa

NGS2.01.01

Lincbposble cepTudukatsl (ocobble ana Bpasnnumn)

Mcnonb3oBaHue UM pPoBbLIX CepTUNKaToB, BblfaHHbIX OpraHom no ceptudukayun (AC), akkpeAUTOBaHHbIM WH-
(hpacTpyKTypoii OTKPbITbIX KNoYel bpasnnuun, ana ayTeHTUdnKaLmm nonb3osaTeneil 1 UCNOAb30BAHNA LU(POBLIX
noAnucei Ha aNeKTPOHHbIX JOoKyMeHTax B EHR.

ICP Bpasunuu: Paspewexnune CFM (ICP-Brasil: CFM Resolution).

NGS2.01.02

CooTBeTcTBME C VIHPaACTPYKTYpPOIl OTKPbITLIX kKNtoveih bpasunuun (ocoboe gns Bpasnnun)

Heobxognumo cobnogaTe cTaHfapThl MO NPUMEHEHUIO, onpeaeieHHble VHpacTpykTypoil oTKpbIThIX Knodeit Bpa-
3UUN. NPY NCMOMb30BAHNU LU POBBLIX CEPTUDUKATOB.

IOP-Bpa3unus; Pa3pewenne CFM (ICP-BrasH: CFM Resolution).

NGS2.04.07

YT1BepxaeHne NHdpacTpyKTypbl OTKPbITbIX Kntouelt Bpasunuu (ocoboe ana Bpasunun)

KomnoHeHTbl EHR. ucnonesywuwune yndposbie cepTudmnkatbl 4NsS ayTeHTUDUKALUN, [OKHbI GbiTb YTBEPXAEHbI
WNHpacTpyKTypoil oTKpbITbIX Kntoueid Bpasunun.

B.20.2 Lilucpposbie noagnucun

Bpasunnusa

NGS2.01.04

YcTaHOBKa KOpHEeBbIX cepTuukaTtos

Cuctema EHR fo/XHbl flonyckaTb yCTAHOBKY Habopa A 0BepeHHbIX KOPHEBbLIX cepTudmnkKaTos. [laHHbli Habop f0-
BEPEHHbIX KOPHEBbIX CEPTU(UKATOB JO/KEH UMETb CPeCTBa KOHTPONS 3aluThl.
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B.20.3 MpepocTtaBneHne uud poBbiX Nognuceil nonb3oBaTenam

Bpasunusa

NGS2.02.07

MpocmoTp nHpopmauuu, Tpebytouweir nognucaHns

Heo6xoanmo o6ecneynTb NOCTOSAHHYIO BO3MOXHOCTb NPOCMOTpa MHopmayuu, Tpebyloleil 3aBepeHmnsa NoANnCHIO.
NGS2.01.03

MpoBepka LN pPOBbLIX CEPTUDUKATOB Nepes UCNONb30BaAHUEM

Heo6xoauMo ocylw,ecTBUTbL NPOBEPKY LUMPOBOro ceptudukata nepes ucnonb3osaHmem. MNposepka undposoro
cepTudukata BKkIOYaeT NPOBEPKY LN POBAHUSA U KOHTPO/b AOCTOBEPHOCTU, BKAOYAS CepTUdMKaTbI, HaXo4ALN-
ecs B ero uenoyke ceptudukartos. Mepes nnm cpasy nocne MCNonb3oBaHUA cepTudukata cuctema Ao/KHA NPo-
BepPATb, 6bI1 1IN OTMEHEH cepTudukaT n ero Lenoyka cepTndmnkaTos.

KaHaga

Tpe6oBaHne 6e3onacHoOCTK 79 KaHaACKOW MeAnLMHCKO opraHusauum Infoway

MpepocTtaBneHne undposBbIX Noagnuceii NnonbL3oBaTenam

Bce cuctembl POS. npegocTasnaouime gyHKLUM, Npu KOTOPbLIX NOSb30BaTENAM HE06X0AMMO UCMNOJb30BaTL 3/1€K-
TPOHHbI aHanor CO6CTBEHHOPYYHO MOANUCK, AOXKHbI:

a) No3BOMIATb NO/1b30BATE/IAM CUCTEMbI MPUMEHATH LUK POBbLIE NOANUCK, KOTOPbIE OTBEYalT Tpe60oBaHMAM 3aKoHa
PIPEDA v ero npaBuny 78 Ans «3N1eKTPOHHbIX Nognuce»;

b) XpaHuUTb, cO3aBaTb pe3epBHble KONUU UK apxXMBUPOBaTb LN POBbLIE NOANUCK KaXKAblii pa3, Korga ocyu,ecTens-
eTCA XpaHeHne NI apxMBnpoBaHne NOANUCAHHbIX JAHHbIX;

C) nepepjasaTb LNGPOBYIO NOANUCHL KaXKAbIA pas. Korga ocyuwecTsafeTca nepejadya NoANNCAHHbIX AaHHbIX, U

d) no3BonATb Nonb30BaTENAM NOATBEPXAATb AEACTBUTENILHOCTL NOANUCK (T. €. 4TO COOTBETCTBYHOLW NI cepTudun-
KaT NoANUCKU He Bbl1 aHHYNIMPOBAH) KaX/blii pa3 Npu oCyWw ecTBAeHUN A0CTyNna K NOANUCAHHbIM AaHHbIM.
O6ocHoBaHMe — OT0 Tpe6GoBaHWe ABNAETCA MUHMMabHbIM ANA NPefOCTaBNEeHUsA 3/1eKTPOHHbIX Ha3Ha4yeHui n
APYTUX YCNyr, Npu KOTOPbIX HEO6XOAMMO MCnonb3oBaHne uupoBoii nognucu. OHO npejoTBpal,aeT cekpeTHoe,
BbIGOPOYHOE OTOGPaXEHNE AAHHbIX.

Cnepyet 06patuTb BHUMaHue Ha T0. 4To PIPEDA He aABnAeTcA eWHCTBEHHbIM 3akoHOfaTeNbHbIM akTOM B KaHage, pas-
pewanwmnm ncnonb3oBarne UM poBoii nognucu. HeckonbKo NPOBUHLNIA U TEPPUTOPUIA Takke NPUHSAIN 3aKOH, MO3BO-
NALWUA ncnonb3osBaTh LU POBLIE NOANUCK TaM. Fae paHee Tpe60oBanoch NCNoNb30BaHWe COGCTBEHHOPYUHOI NoANUCH.
Cwm. Takxe MCO/M3K 27002:2005, 12.3.

BenukobputaHusa

Tpe6oBaHue 3.6.1 YnpaBneHusa nHopmauuneit Benmkobputanum

HekoTopble TUNbI B3aumMogeicTBMA UHPOPMaLMOHHbIX CUCTEM TPeBYyT NCNONb30BaHUA 31EKTPOHHOrO aHanora co6-
CTBEHHOPYYHOIW NoAnNucK; AaHHOe AeiAcTBME NO NOATBEPXAEHUIO COAEPXaHUA BbINOMHAETCA NyTEM UCMNOJb30BaHNA
COBpPEeMEeHHbIX L poBbIX NOANMNCEN, OCHOBAHHbIX Ha cepTudurkaTax, XpaHaLWnxca Ha cMapT-kapTe Nosb3oBaTens.
CpoyHasa Heo6Xxo4MMOCTb B MNOATBEPXKAEHUN COAEpPXaHWUA, Kak NpaBuno, BO3HWKaeT B 061acTu, Kacawuweics Bbl-
Aayn HasHavYeHWU B pamkax cnyx6bl Bblfayun 3N1eKTPOHHbIX HasHauyeHwnii (EPS) Bepcun 2.

Moapo6Hble TpeboBaHUA K NOATBEPXAEHUIO COEpPXaHNA B TOUYKE Bblfaun peuentos (B npegenax cucrtem GP) u
B TOYKe BblAauyu npenapatos No peuenTy (B npegenax anTe4HblX CUCTEM) NpeAOCTaBNAOTCA OTAENbHO B cOCTaBe
OCHOBbI ANnsi o6ecneyeHns cooTBeTcTBuss EPS Bepcum 2.

B.20.4 ®opmart nognucu

Bpasunua

NGS2.02.01

dopmart nognucu

CnepyeT ncnonb3oBaTb OTKPbITbie (hopMaThl ANA o6ecneyeHns COBMECTUMOCTH AaHHbIX. [lna aToro undposas nog-
nUCb A0/KHA NCMNOMb30BaTb CTPYKTYPbI, COBMeCTUMbIe ¢ popmaTom CMS [RFC 3852] nunn XMLDSIG [RFC 3275].
B.20.5 MpocTaBneHne uucpoBoin nognucu

Bpasunnusa

NGS2.02.02

MpoBepka Ha3HavyeHUs ungposoro cepTudukata Ans LM posBoi nognucu

Mepep npoctaBiieHnem UMM pPoOBOA NOANNCH HEOOGXOANMO NPOBEPUTL, UMEEeT MU UCNONb3yeMblil cepTudmnkat MyHK-
LMoHanbHOe HasHayeHue uudposoli nognucu (LudposBas NOANUCL U OTKA30YyCTONYMBOCTbL B MOSe NPUMEHEHUA
Knoyen).

X.509.

B.20.6 BpeMmeHHble MeTKHU

Bpa3sunnunsa

NGS2.02.03

MNMpuBA3Ka KO BpEMEHU A4NA OTMEeHbl NoAMUCK

Bce umdpoBble noanucu, BBefeHHble B EHR, fo/mkHbl uMeTh BpeMeHHyto meTky (RFC 3161), koTopas fO/XHa uc-
nonb30BaThCA B Ka4eCTBE BPEMEHHON CCbI/IKM BO BPEMS MPOBEPKN aHHY/IMPOBAHNSA.

ETSITS101 733.
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B.20.7 MpoBepka AOCTOBEPHOCTN LN POBLIX NoAgnucei

Bpasunusa

NGS2.02.05

MpoBepka A0CTOBEPHOCTN LU POBLIX NoAnucen

Cnepyet obecneuntb Hanuune HeoOGXOAMMbIX 3/1EMEHTOB (MH(bOpMauMio O KOPHEBbIX cepTudmkaTax, Lenoykax
cepTudukaTos, cepTuukatos nognnucy n nHopmaynio 06 aHHyNMpoBaHUN) A4NA rapaHTUmM TOrO, YTO NOASIMHHOCTb
uupoBoii nognucu morna 6biTb NpoBepeHa B 060e Bpems B 6yayuwiem. [laHHbIe 3/1eMeHTbl MOTYT GbiTb BK/TIOYEHbI
B peecTp ¢ UNpoBO NOANUCLIO UIN NPUBEAEHbI B CCbINIKAX B JAHHOM XypHane n coxpaHeHbl B EHR.

ETSI TS 101 733.

NGS2.02.09

3KCNOPT NOANUCAHHBIX PeecTpoB

Bce xypHanbl, cogepxalime undpoByo NOANUCH, 3KCNOPTUPYyeMble, Hanpumep, B gpyrne EHR. gomxHbl cogep-
XaTb BCe HEOOXOAMMbIE 3/IEMEHTbI A1 NPOBEPKN UX AOCTOBEPHOCTU (MHOPMaLUI0 O KOPHEBLIX cepTudukartax,
uenoykax cepTudukatos, cepTnudukaTtos nognNucu n HopmaLmno 06 aHHyMpoBaHum).

KaHapga

Tpe6oBaHue 6e3onacHocTn 80 KaHaACKON MeanLUUHCKOW opraHusayum Infoway

lMpoBepka LOCTOBEPHOCTU U cOXpaHeHne LudpoBbix nognuceit MM

Kaxpblii pa3 korga nucoctpyktypa EHR nonyuaet gaHHble, cogepxatime uudpoByo Noanucb, kKoTopas oTsevaeT
TpeboBaHNAM K 3/1eKTPOHHbIM noanucam PIPEDA. nHgoctpyktypa EHR gomxHa:

a) no nonyvyeHUn NnoATBepXAaTb AeNCTBUTENBHOCTL NOANNCHK (T. €. YTO COOTBETCTBYIOW KNI CepTuchkaT NnoaNnCHU He
6bl1 @aHHYNIMPOBaH):

b) XpaHuTb UM pPOBbIe NOANUCU KaXAblii pa3. Koraa OcCyliecTBAAETCA XpaHeHue, pe3epBHOE KONMMpoBaHue Waun
apxuBMpoBaHue NOANUCAHHBIX AaHHbIX.

Cc) nepepaBaThb LN POBYIO NOANMNCHL KaXKAbIA pas. Korga ocyuiecTsaseTcs nepejadya NnoANNCaHHbIX AaHHbIX, U

d) nepep nepepaveii nogTBepxAaTh 4EACTBUTENBLHOCTL NOANUCKA HA MOMEHT nNognucaHusa (Hanpumep, 4To COOT-
BETCTBYIOLWMIA cepTudmkat nognucu He 6bl1 aHHYNPOBAH).

O6ocHoBaHMe — OT0 Tpe6oBaHMe ABNSETCA MUHWMaNbHbIM ANA NPefOCTaBNEHUSA 3M1EKTPOHHbIX HasHa4dYeHui n
APYTUX YyCNyr, Npyn KOTOPbIX Heo6XoAMMa NOANVUChL YNOSTHOMOYEHHOTO NuLa.

Cwm. Takke MCO/MIK 27002:2005. 12.3.

B.20.8 Ponb nognuceiBawowero nmya

Bpasunusa

NGS2.02.06

HasHaueHne noanucu n ponb NoAnNuchbiBaloLWero nuya

Bce uucposble NoAnucH [O/KHLI MMETb HasHauvyeHue noanucu (atpubyT «uUHAMKauMa Tuna obssaTenbcTBa»
(commitnwnt-type-indication)], T. B. TUN NOATBEPXAEHUSA, UCNONbL3YEMOT0 NOANUCHIBAKOLW UM NULOM NpY NpocTase-
HUW LN POBOI NOANUCK Ha JOKYMEHTe, U pofib NnoAnucaswero (1. e. atpubyT ponu nognucaswero) B EHR.

ETSI TS 101 733.

B.20.9 SKCnopT 4OKYMEHTOB U 3anucei, cogepxalmnx 3aNeKTPOHHY NoANUCH

Bpasununa

NGS2.02.04

MpoBepka focToBepHOCTU LM poBOI nognucm

Ana kaxaoi npeActaBNeHHON LM POBON Noanucy, BKAOYAsA Cayvyan UCNONb30BaHUA ABYX Unu 6onee noanucei,
cuctema f,o/KHa NpoBEPUTbL 4OCTOBEPHOCTb WKW POBAHNA N NPOBEPUTL @aHHYIMpoBaHue Ludposoii nognucu (noa-
nucei) N LEeNoYkn LG PoBbIX CepTUNKATOB, CBA3AHHON C KaX A0 noAnNuckio.

B.20.10 MonunTuka ncnonb3oBaHns UUg poBbIX Nognucei

Bpasunnunsa

NGS2.02.10

MonuTtuka ncnonb3oBaHusa LU poBbLIX Nnognucei

Lincdhposble nognncy B xypHanax A0/KHbl 6biTb UCMOb30BaHbl B COOTBETCTBIM C MOMUTUKOW NCNONb30BaHNA LUMD-
poBbIX Nognucei.

NGS2.02.08

YtBepxaeHue ICP Bpasunuun (oco6oe gns bpasunun)

KomnoHeHTbl EHR. ncnonesywuwue yndposyo cepTudukaymio gns UMMpPoBbIX CEPTUHOUKATOB, JO/IKHbI BbliTh YT-
BepXAeHbl VH(PacTPyKTypoii OTKPbITbIX kKNtouveid Bpasnnun.

B.20.11 icnonb3oBaHue LU POBOMK NOANMNCK HA OLM POBAHHBIX (CKAHUPOBAHHbIX) AOKYMEHTaX

Bpa3unnunsa

NGS2.04.01

Lincdposasa nognuce MO

Kaxablii KOMNOHEHT LM POBOro NnpeobpaszoBaHnA AO/HKEH UMETb Napy KAUYe# aCUMMETPUYHOW KpUNTOCUCTEMbI U
cooTBeTCTBYWLWMWI Ludposoii cepTudukar. Kaxablii uLMPoBOK JOKYMEHT AO/KEH ObiTb NOANUCAH KOMMOHEHTOM
unposoro npeo6pasoBaHna NOCPeACTBOM 3TOrO K/KO4Ya, UCNONb3Ys Ha3HAYEHUEe «NOoATBEPXKAEHNEe [OCTaBKn».
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HasHaueHue «NoATBEPXAeHUE 4OCTABKU» MOXET yCTaHaB/IMBATLCS C BK/IOUYEHWEM NOAMUCAHHOIO aTpubyTa «MHAN-
Kauma Tuna noaTeepxaeHna» (commitment-type-indication) ¢ o0CHOBHbIM Ha3HavyeHuem «id-cti-ets-proofOfDelivery».
ecnu 6onee KOHKPeTHOE Ha3Ha4YeHne He onpeaeneHo.

NGS2.04.02

Lindposas nognuce oneparopa

OnepaTtop uugpoBoro npeobpasoBaHns AOMHKEH NPOCTaBAATL LUK POBYO NOANUCH HA OLN(POBAHHOM JOKYMEHTE
Cc nomoublo cepTudukata VHppacTpykTypbl OTKPbITbIX Kntouell Bpasunun Tuna A3 unu A4. a Takke C NOMOLLbHO
HasHauyeHus «NOATBEPXAEHWe AOCTaBkuW». HazHaueHne «NOATBEPXAeHWe [OCTaBKM» MOXET yCTaHaBIMBATLCA C
BK/IIOYEHMEM NOAMUCAHHOTO aTpubyTa «MHAUKAUUA Tuna noATeepxAeHua» (commitment-type-indicalion) ¢ ocHoB-
HbIM Ha3HavyeHnem «id-cti-ets-proofOfDelivery». ecnu 60n1ee KOHKpeTHOE Ha3HaYeHWe He onpefeneHo. flaHHas noa-
NUCb J0/KHA CTOATb PAAOM CO BCTPEYHOW NOANUCHLI0 NporpamMmMHoro o6ecneyeHuns. Onepartop fo/KeH o6s3aTeNb-
HO NPOBEPSTb Ka4POBYK CUHXPOHMU3ALMIO U KAYECTBO OLUMPOBAHHOIO N306PaXEHNSI B CPABHEHUU C OPUTMHANOM,
BK/1l0YAsi BO3MOXHOCTb NOBTOPEHUs npouecca oundpoBkn B cnyyae oGHapyXeHus gedekTos.

NGS2.04.03

LinchpoBas nognucb 0OTBETCTBEHHOTO Nuua

OTBETCTBEHHOE NIML0 AO/DKHO NPOCTaBAATH UM POBYID NOAMNUCL HA OLU(POBAHHOM JOKYMEHTE C MOMOLbIO cep-
Tudpukata VIHppacTpyKTypbl OTKPbITbIX KNtouel Bpasunumn, ucnonb3ys HasHavyeHue «yTBepxAeHue». HasHauyeHune
«YTBEPXAEHNE» MOXET YyCTaHAB/IMBATLCA C BK/IOYEHUEM MOAMUCAHHOTO aTpubyTa «MHAWKALUA Tuna NoATBepxXAe-
HuA» (commitmenMype-indication) c oCHOBHbIM Ha3HauyeHneMm «id-cti-ets-proofOfApproval», ecnu 6onee KoHkpeT-
HOEe Ha3HauyeHue He onpeaeneHo. laHHas NOANKUCHL AOJIKHA CTOATL PAAOM C BCTPEYHON MOAMUCHI0 NMPOrPaMMHOT0
obecneyeHus.

NGS2.04.04

AyTeHTudukaumnsa

OnepaTop, OTBETCTBEHHOE INL0 U aAMUHUCTPATOP CUCTEMbl NOANUCEN JOMXKHbI 6bITb ayTEHTUMULNPOBAHBI B CU-
cteme B cooTBeTCcTBUM ¢ NGS2.03.

NGS2.04.05

Bpems npocTaBneHus nognucu

Kaxpas noanuck Ha ounpoBaHHOM [OKyMeHTe AOJKHA BKAYaTh aTpubyT BpeMeHu nognucaHusa (signing-time
attribute), cogepxawunini Bpema npoctasneHna nognucu B popmate UTC.

NGS2.04.06

Kopekc noBegeHus gnsa oundgposku

Heo6xo4nMo pa3pelwnTb N0ONb30BATEN BbIMOMHATL OUUMPOBKY TO/IbKO NOC/Ae NpocTaBneHna undpoBoii nognucu
B «Kogekce noBefeHns ans oundpoBKU», KOTOPbIA JO/IKEH cofepxaTb npaBuia no obecnevyeHnto KOHpUaEHUNn-
aNbHOCTU MHbOpMaLMM 1 OTBETCTBEHHOCTU 3a peann3auuio 3Tow npouecca.
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MpunoxeHune A A
(cnpaBoy4HOE)

CBefieHNs 0 COOTBETCTBUMN CCbIIOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB
MeXrocyapCTBeHHbIM cTaHaapTam, A4eiiCTBYOLW UM B KAYECTBE HaLWOHANbHbIX

Ta6nuya [AA.1

O603Ha4YEHNE CCbIIOYHOTO CreneHb O603HaueHre 1 HaMEHOBaHVe COOTBETCTBYIOLLErO
MexAyHapo/fHOro ctaHaapTa COOTBETCTBUA HauMOHa/IbHOTO CTaHaapTa
ISOI'lEC 17000 HoT FOCT ISO/IEC 17000-2012 «OueHka cooTBeTcTBMA. Cnosapb u

obuwne NPUHLUNBLI»
ISO 27799:2008 — .

* COOTBETCTBYWOLW NI HaLMOHaNbHbIA cTaHAapT OTCyTCTBYeT. Lo ero yTBepXAeHUs pPeKOMeHAyeTcs WCMNoJib30-
BaTb NepeBOj Ha PYCCKMUi A3blK JAHHOTO MEeX/YHapo4HOro cTaHaapTa.

MpumeyaHune — B HacToswel Tabnuue MCNoNbL30BAHO crejylollee ycNoBHOe 0603HaYeHNe CTENEHN co-

0TBETCTBUA CTaHjapTa:
- IOT— nAeHTUYHbIA cTaHaapT.
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