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Mpeancnosue
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27 pekabps 2002 r. Ne 184-93 «O TexHU4eCcKOM perynmpoBaHuny», a npasuna NpUMeHeHust HauMoHarbHbIX
ctaHaapTtoB Poccuiickon Peaepaumm — FMOCT P 1.0—2004 «CrtaHaapTtusauua B Poccuickon degepaumn.
OCHOBHbIE MONOXEHUAY

CBepeHusi o cTaHpapTe

1 MOArOTOBINEH ®eaepanbHbiM rocyaapcTBEHHbIM yupexaeHueM «LieHTpanbHbiin Hay4yHo-uccnego-
BaTENMbCKUA WHCTUTYT oOpraHuMsauMu M WHcpopMmaTusaumm 3gpaBooxpaHeHua Pocsgpasa» (LHUMOUS
Pocagpasa) n MNocygapCTBeHHbIM HayyHbIM yupexaeHneM «LleHTpanbHblA Hay4yHo-uccnegoBaTenbCckuin u
OMbITHO-KOHCTPYKTOPCKUA UHCTUTYT POBOTOTEXHUKM U TEXHUYECKON KUBEepHEeTUKU» Ha OCHOBE COBCTBEHHOro
ayTeHTNYHOro nepesoja cTandapTa, ykasaHHoro B nyHkre 4

2 BHECEH TexHu4ecknm komuteToM no ctaHgaptusaumm TK 468 «NHbopmaTusaums sgopoBbsi» nNpu
LUHMNOWS3 Pocsgpasa — eanHonuyHblM Npeactasutenem MCO TK 215

3 YTBEP>X[EH VBBELEH B IENCTBUE MNpukasom PeaepanbHOro areHTCTBa Mo TeXHUYECKoMy pery-
nuposaHuio n metpororim ot 11 mapta 2008 r. Ne 44-ct

4 HacToswuii cTaHgapT MaeHTu4eH MexayHapogHomy ctaHaapty MCO/TC 18308:2004 «UHdbopmaTu-
3auus 300poBbsi — TpeboBaHUA K apXUTEKTYpe 3NeKTPOHHOro yueTa 3gopoBbs» (ISO/TS 18308:2004 Health
informatics — Requirements for an electronic health record architecture).

Mpv NprMeHeHUN HacTosLLero cTaHaapTa pekoMeHAYeTCA UCNOMb30BaTb BMECTO CCbISTOYHBIX MEXAYHa-
pPOAHBIX CTAHAAPTOB COOTBETCTBYIOLNE UM HaUMOHaNbHble cTaHaapTel Poccuiickon ®eaepauuu, ceeaeHus o
KOTOpPbIX NPUBEAEHbI B 4OMNONHUTENBHOM NpunoxeHun F

5 BBEAEH BMNEPBbIE

UHopmayusi 06 usMeHeHUsX K HacmosiueMmy cmarHOapmy rnybriukyemcsi 8 exe200HO uzdasaeMoMm
UHGbopMayUOHHOM yKazamerie «HauyuoHanbHbie cmaHOapmbl», @ MEKCM U3MeHeHUU U r1ofpasok — 6 exeMe-
CAYHO U30asaeMbix UHHOPMaUUOHHbLIX yKazamersix « HayuoHaneHbie crmaHOapmei». B cnyqyae nepecmompa
(3ameHbl) Unu ommMeHsl Hacmosiuje2o cmaHdapma coomeemcemeyroujee yeedomeHue 6ydem onybnukosaHo
8 exxeMecsIYHO usdasaeMoM UHhOpMayUOHHOM ykasamerne «HayuorarnbHbele cmaHdapmely. Coomeemcmay-
rowast UHghopMauyusi, yeedoMeHue U MeKCmbl pasmeuaromcesi makxe 8 UHGhopMayuoHHoOU cucmeme obuezo
ronb30e8aHus — Ha oghuyuansHom catime @edepanibHO20 a2eHmemaa o MexXHUYEeCKOMY pe2ynuposaHUio U
mMempoiioauu 8 cemu MIHmepHem
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BBegeHne
0.1 O630p

Mpexae 4em coznaBaTb KOMMLIOTEPHYIO MPOrpaMMy Arisi CUCTEMbI 3NTEKTPOHHOIO yyeTa 340poBbs (DY 3)
(paBHO Kak 1 Ansa N6oro Apyroro NPUMEHeHUs1), HY)KHO 06s13aTeNbHO UMETL YEeTKUIN U NoApPo6HLIN Habop
nonb3oBaTeNbCKNX N TexHu4ecknx TpeboBaHuin. KpoMe Toro, Heobxoaumo paspaboTtats YeTKUiA U NoapoBHbINA
Habop TpeboBaHuit k apxutektype dY3, oTHOCAWMIACS K UCNONb30OBaHUIO, COBMECTHOMY AOCTYNY U 0OMeHy
3NEKTPOHHBLIMU YHETHBIMU 3aNUCSAMU, HE3aBUCUMO OT TEXHOSOMN, UCNONb3yeMoit ANS peanusaLn cucTeMsl
3Y3. AaHHble TpeboBaHUs AOMKHBI TaKCKe ObITb HE3aBUCUMBI OT TEKYLLIMX OPraHU3aLMOHHBIX CTPYKTYP. MHorve
aKcnepThl B 06nacT nHgopmaTnsaummn 3gopoBbs U cneunanucTbl 3gpaBooxpaHeHnus nofaratoT, YTO MOXHO
paspaboTaTb MexayHapoAHbln cTaHaapT Mo BCeoObeMIIOWEN U LUIMPOKO NPUMEHSEMOI apXUTeKkType rmo-
6anbHoro Y 3. OgHako Takas paspaboTka HEBO3MOXHA, Moka He ByayT onpeAeneHbl U cornacosaHbl TpeboBa-
HWUSA K TakoMmy cTaHgapTy. OnpegeneHve TpeboBaHuil K apxuTekType JY3 sBNAETCA OCHOBHOW Lefbio
HacTosiLLero cTaHaapTa.

3a npolurnoe gecatunetue yxe 6bin npogenaH 6onbLuon 06bem paboTel Ha MeXxayHapoaHOM YPOBHE Mo
onpegeneHuo TpeboBaHuin K apxutekType JY3. B luMpokom cMbicne TpeGoBaHUA kK QY3 AomkHbI oGecneuu-
BaTb BO3MOXHOCTb MUCMOMb30BaHUsI, COBMECTHOIO AocTyna U obMeHa AaHHBIMU MeXay nevawummn BpadamMm
BCEX cneLunanbHocTen no MobeiM acnekTam 340pPoBbsl, B pasHbIX CTpaHax, Npu pasHbIX MOAeNAX 3apaBooxpa-
HeHWs 1 ero peanusaumsax. JaHHele TpeboBaHWUA AOMKHBI TAKKE NoAASPXKUBATL AONONMHUTENbHBIE NOKa3aTenu
QY 3, HanprMep Hay4Hble UCCregoBaHUs, 3aMMOAEMUONOTUIO, 340POBbE HapodoHacenNeHus, aaMUHUCTPUPOBa-
HWe, (huHaHCcMpoBaHWe 1 NraHMpoBaHue 3apaBooxpaHeHnus. HakoHel, AaHHble TpeboBaHNA AOMKHBEI CNOCcob-
CTBOBaTb 3BOJIOLMM CYLLECTBYOLWMX cucTeM DY 3, a Takke CoO30aHNI0 HOBLIX cUcTeM OY3.

0.2 YtoTakoe Y3

Mpexae Yem onpedendaTtb apxutekTypy Y3, Heobxoanmo cHavana cornacosaTb CMbICA M 0bNacTe Npu-
MeHeHna 3Y3. Ha gaHHbIli MOMEHT He cylecTByeT eAuHoro onpegenexns Y3, npuHatoro MexxayHapoaHow
opraHusauuei no ctangaptusaunm (MCO). Heckonbko pacnpocTpaHeHHbIX onpeaeneHnii Y3, aaHHbIX pas-
NWYHBIMW OpraHnsaumsMn, NpusedeHsl B pasgene 3. JaHHble onpeaeneHnst BapbMpyloTcsl OT O4EeHb KPaTKoro
[0 pacrnpocTpaHeHHOro U OXBaTbiBalT pasnuyHble obnactu npumeHeHuss JY3. Takoe pasHoobpasue
0B BACHNMO, TaK KaKk HEKOTOPbIE U3 3TWUX ONpeaeneHniA NnepBoHaYanbHO OTHOCUMIUCE K 6oniee Unn MeHee OTNK-
YarLMMCcA HaumeHoBaHWAM QY 3, Bkntovasa Y O3 (aNeKTpoHHbIA yueT oXpaHbl 340poBbs), QYT (3neKTpOHHIN
yyeT naumneHToB), KYT (koMnbloTepnanpoBaHHbIin yueT naumeHToB)  AMY (3neKTpOHHbIA MegULIMHCKUIA yyeT).
HecmoTps Ha To, YTO 3TU HanMeHoBaHUA JY 3 nHorga No-pasHOMY TPaKTYIOTCS B pa3HbIX CTpaHax U B pasHbIX
ceKTopax 3gpaBooxpaHeHus (Hanpumep, B AHrnK cylecTByeT pasnuuune mexay 3Y3 n 3YI), nogpasymeBa-
eTcs, YTo TpeboBaHNs HacTosLero ctaHaapTa 6yayT B LENOoM NPUMEHUMBI KO BCEM 3TUM PasHOBUAHOCTAM
QYy3.

0.3 UYTo Takoe apxutekTypa 3Y3

B HacTosiLLeM cTaHAapTe NPUMEHSIIOT crefylolliee OCHOBHOE onpeferieHNe apXUTeKTypbl 3NTIEKTPOHHOTO
ydyeta 30opoBbsi (AJY3): «ObobweHHbIe cmpyKmypHbie KOMITOHEHMbI, U3 KOMOpPbIX [1I0CMPOeHsb! ece 3Y3,
orpederieHHbIe 8 MepMUHaX UHGOPMayUOHHOU Modenuy.

EBponeiickas koMUcCcUA No cTaHAapTM3au M npueoauT 6onee pacnpocTpaHeHHoe onpeaeneHue A3Y3:

«Modernb 0606WeHHbIX ceolicma, HE06X0OUMBIX PU JTI060OM NTEKMPOHHOM yyeme 300po8bs1 07151 Moe2o,
ymobel y4em moe 6bimb nepedasaeMbiM, MOMHBIM, MOIE3HBIM U 3¢hgheKmMUBHbLIM HPa8CMBEHHO-Pago8biM
y4yemom rieYeHuUs U CoXpaHsimb C80K0 UEJT0CMHOCTB 80 8CEX CUCMEMAX, CmMpaHax U 8peMeHU. ApxumeKkmypa
OVY3 He npednucsisaem u He ycmaHasueaem moao, Kakast UHGhopMayusi MOXXem XpaHUmbCs 8 3anucsx. Tak-
XKe oHa He rpednucsisaem U He ycmaHasiiugaem moao, Kak 6ydem peasnu3osebieambcs fobasi cucmema dekK-
MpPOHHO20 y4ema 300p08bsi. . . Apxumekmypa 3 Y3 He Haknadbigaem HUKaKUX OgpaHu4YeHull Ha murbl OaHHbIX,
Komopble Mo2ym rfpucymemeosame 8 3ariucsx, eKnoYasi He uMelowjue aHalio2o8 8 3arucsix Ha bymasze...
Takue demanusayuu, kKak «pasMmepsbl noneli», npoucxodsujue u3 obracmu gpusudeckux 6a3 0aHHbIX, HE OMHO-
CAIMCS K apXumeKkmype 37IeKMpPOoHHO20 y4ema 300poebsi» [2].

3aMeTnM, YTO UCKITIOYEHUS, OTMEYEeHHbIe B AaHHOM onpeaerneHuu, BbIABUraloT Ha nNepBbli NfaH cnocob-
HOCTb apxXUTeKTypbl AY3 oxBaTbiBaTh BCe pasHoobpasue peanusaunini 3Y3 ¢ Tem, 4Tobbl COOTBETCTBOBATL
pasnuyHbIM Lenam. Hanpumep, npusedeHHbIe Bollle onpeaeneHus apxutektypbl QY3 He cogepxart npeano-
NOXEHWA 0 cMCTeMe 34paBoOXpaHeHNs Kakon-nMbo cTpaHbl UK pervoHa. Takke OHU He cofiepkaTt npeanono-
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XXEHU 0 cCTeneHn ageTanusaunn MHopMaLmum Npun yyeTte 340pOBbA UM BPEMEHHOM XapakTepe y4yeTta. YyeT B
60MbHUMHOM OTAENEHUN UHTEHCUBHON Tepanuu sIBMSIETCS 3NU30AMYeCcKUM 1, BeposaTHO, ByaeT Gonee aetanu-
3UPOBaHHLIM, YeM y4YeT NepBUYHON MEeAULMHCKOM NOMOLLX, HO B 06OMX CryYasax OH AOSMKeH COOTBETCTBOBATL
npaBuUnbHO NOCTPOEHHOM apxuTekType JY 3, KoTopasi COOTBETCTBYeT Tpeb6oBaHUAM HACTosALLEro cTaHAapTa.

ApxutekTypa 3Y3 gomkHa GbiTb LUMPOKO NPMMEHNMA KO BCEM CEKTOPaM 34paBooXpaHeHus, npodeccuo-
HanbHBLIM AUCUMNAUHAM 34paBoOXpaHEeHUsl U MeToAaM opraHu3auum 3apaBooxpaHeHus. «MoTpebutensckuiny
NNn «nepcoHanbHbINy Y3 AOMKeH COOTBETCTBOBATbL TOM e apxutektype 3Y3, uto n 6onee TpaguUMOHHBIN
JY3, ncnonb3syemslin NOCTaBLWUKaMN MEANULMHCKUX YCITYT — MeAULUHCKUMW cneLuanucTaMu, Meacectpamu,
TepanesTaMun U NOCTaBLMKaMN CMEXHbIX MeauuuHCKUX yenyr. OgHa 1 Ta e apxuTtektypa Y3 gomkHa 6biTb
npuMeHnma Ko Bcem snaam OY 3, He3aBUCUMO OT TOro, ABNSAOTCS N oHn AMY, 3YO3, YN, KYN, Y3Nur. a.

OTKpbITasa cTaHAapTU3MPOBaHHas apxuTekTypa OY 3 ABNAeTCA KMoYOM K CNOCOBHOCTU B3aumMoaeAcTBuA
Ha uHdopmaunoHHom yposHe. CTaHAapTU3UpPOBaHHasi apxuTekTypa Y3 no3BonsieT HeCKONbKUM Nonb3oBa-
TeNAM COBMECTHO Ucnonb3osaTb Y3 B MONHOM 06beMe 1 Mo YacTAM M OCyLEeCTBAATL O6MeH AaHHBIMU MeXAY
aBTOPU3OBAHHBLIMW YfeHaMN MHoronpodunbHON MeanLMHCKOW Bpuraabl, Bkovas nauneHTa/notpeburens,
He3aBUCUMO OT Kakon-nnbo koHKpeTHol cuctembl BY 3. UHopmauus JY3, cooTBeTCTBYIOWAA CTaHAapTU3U-
poBaHHON apxuTekType Y3, MOXeT BocnpuHUMaTbesl, 0bpabaTtbiBaTbesl U NpeacTaBnATbLCA cucTemon 3Y3, B
KOTOPON UcNonb3yeTca apxutekTypa JY 3, He3aBUCUMO OT UCXOAHOTO NPUIOXKEHMUS UM ONepaLNoHHON cucTe-
Mbl, 6a3bl AaHHBIX M annapaTHbIX CPeAcTB, OT KOTOPLIX 3aBUCUT cuctema JY3.

0.4 MeTogonorus pa3paboTku HacToALero cTaHgapTa

TpebosaHus k AY3 cchopMynupoBaHbl B HacTosILLEM cTaHAapTe Ha ocHoBe 6onee 30 NepBUYHBIX UCTOY-
HWUKOB, HAaAEHHBIX B pe3ynbTaTe BCECTOPOHHEro NIMTEPaTYPHOro No1cka, U peKoMeHaaL Ui CTpaH — YNeHOB
NCO. B1oT ncxoaHblin Habop, BkoYaoLwmi B cebs 6onee 700 TpeboBaHWMiA, Obin yMeHbLUEH NPUONN3UTENbHO
Ao 600 TpeboBaHuiA 3a cHeT UCKIToYeHUs AyGnupytoLmMx TpeGoBaHuWii U TpeGoBaHMWiA, IBHO MMEBLUMX OTHOLLE-
HUe K cucteMam Y3, a He kK camoMy y4eTy. B xoge npoekTa 6bina passuta U nocnegoBaTenbHO YCOBEPLUEH-
CTBOBaHa MepapXxXmnyecKkas CTPYKTYpa 3arofioBKOB AJ1s pPasnuYHbIX TUMOB TpeboBaHUA. 3akniounTenbHbIA 3Tan
npoekTa 6bin NocBsLLeH paspaboTke MeHbLLERO Mo 0GbeMy CBOAHOIro Habopa us 123 Tpe6oBaHUi, 06beanHA-
toLLMX 6onbLUNA HaBop UCXOAHbIX TpeBoBaH WA, KOTOPLIE UCMONb3YHOT HEMPOTUBOPEYMBLIA chopMaT NpeacTas-
neHus. JononHuTenbHble AaHHble NO MEeToAosiorMM paspaboTku HacTosAwero craHgapTa npuBedeHbl B
npunoxexHun A.

Mocneayowme nogpasgensl BeegeHus — «HasHaueHne 3Y3» u «MpuHunnel 3Y3» paspaboTaHbl Ha
OCHOBe UcxodHoro matepuana no TpebosaHunam k QY 3. Moapasaen «HasHaveHne 3Y3» B OCHOBHOM MNpuBe-
AeH 13 [17] ¢ HebonblwrmMmM uameHeHuamn. Mogpasaen «MpuHuunel Y3» paspaboTaH Ha OCHOBE HECKOMbKUX
MCTOYHUKOB, coaepalumx ncxogHble TpebosaHus. Kpome Toro, Bo BBeAeHWe BKOYEH nogpasaen «Xapakre-
puctukn QY 3» [31]. JaHHble noapasaensl BBeAeHbl AN Toro, 4tobbl o6ecnevnTs A40NONHUTENbHBIA KOHTEKCT
HacTosLLero cTaHaapTa B TEpMUHAX CBOUCTB U (hyHKUMI cucTem JY3, KOTOPLIN A0MKEH NoaaepKMBaTbLCA Npu
onpeaeneHun nioboin ASY3, Ha OCHOBe KOTOPOM, B KOHeYHOM uTore, GyayT paspaboTaHbl cucteMbl QY 3.

0.5 HaszHauveHue JY3

OcHOBHbIM HasHaveHveMm JY3 saBnsetca obecneyeHue AOKYMEHTUPOBAHHOIMO yyeTa MeAUUMHCKOTO
neveHuns, KOTOPLIA NoAdepPXKMBaET TeKyLlee 1 byayluee neyeHne, ocywecTBAAeMOoe TEM Xe UK ApYruMn Bpa-
Yamu. laHHas nHgpopmaums obecneunsaeT BOIMOXHOCTb 0BLLEHNA MexXAay Bpavyamu, NpUBIevYeHHbIMU K neve-
HU0 nauneHta. OCHOBHbIMM cybbekTamu, nonyyawwmmu Monb3y OT Takoro ydyeTa, ABMASOTCA
nauneHT/noTpedbuTtens 1 Bpay (Bpauun).

IMioboe apyroe HasHaueHue, Ans KOTOPOro UCMONb3YeTCA MEANLIMHCKNIA y4eT, CYMTae TCA BTOPUYHBIM, Kak
n noboe gpyroe nNUUOo, n3BnekaroLlee U3 3Toro nNosbay. bonbwas Yacte cogepxaHunsa Y3 B HacTosLee BpeMsl
ofnpeaeneHa ero BTOPUYHbIMU Ha3HaYeHUSIMM, NOCKOMbKY MHopMaums, cobpaHHas A5 OCHOBHOMO HasHave-
HUA, 6blnla HegOCTaTOYHOM A4Sl MHOTMX BTOPUYHBIX HAa3Ha4YeHUA, HaNpUMep AnNSA BLINUCKU CHETOB, onpeaene-
HWUS MONMUTUKN U NNAHNPOBaHUA, CTaTUCTUYECKOro aHanusa, akkpeautauum uT. 4.

BTopuiHbIMU NnpUMeHeHnaMn JY 3 aBnaoTcA:

- cynebHasameanunHa — noaTBepXKAEHUE NPOBEAEHHOTO NIeYEHNs, NPU3HAKN COOTBETCTBUA 3aKoHoAa-
TenbCTBY, OTpaXeHNne KOMNEeTEeHTHOCTU Bpayel;

- ynpaBfieHWe Ka4eCTBOM — U3ydeHNe HeNpepbLIBHOrO NOBLIWEHUS kayecTBa, 0630p UCNonb3oBaHus,
MOHUTOPUHI UCMONHEHNA (3KCNepTHas OLeHKa, KMMHUYECKUA ayanT, aHanu3 pesynbTaToB), NpoBeaeHue oue-
HOYHbIX UCMbITAHUA, akKpeaUTaLMS;

\'
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- obpasoBaHue — obyyeHne CTYAEHTOB MeAULMHCKUX cneumanbHOCTer, nauueHTos/noTpebutenei u
Bpaveun;

- uccneaoBaHus — paspaboTka M oueHka HOBbIX AWMArHOCTUYECKMX MeTOoAOoB, Mep W CpeacTB npe-
aynpexaeHua sabonesaHuin, annaeMuonornyeckue uccneqoBaHus, aHanus 3qopoBba HaceneHus;

- 3[0poBbe obLlecTBa U HaceneHus;

- BblpaboTKa NOMUTUKN — aHanu3 CTaTUCTUKN 340POBbSA, TEHAESHLMMA, KMTMHUYECKUX CIyYaeB;

- ynpasrieHue cny>xboi 3qpaBooxpaHeHa — pacnpegeneHue 1 ynpasrieHne pecypcamu, ynpasneHue
3aTpatamu, puckamu, oTYeThl U NyGAMKauumn, MapkeTUHroBbIE CTpaTeruu;

- nnaTtexu, QuUHaHCHI, KOMMNeHcauuu — notpebutenamu JY3 ABNAIOTCA CTPaxoBLUMKWA, NpaBu-
TeNbCTBEHHbIE areHTCTBa, (hMHaHCUPYoLMe OpraHbl.

[MpumeuyaHn e — [INs MHOIrNX BTOPUHHBIX NPUMEHeHN Y3 MoryT noTpe6oBaTeCs AONONHUTENBHBIE AAHHbIE,
He coaepxawmecsi B Y 3.

0.6 MpuHuunbl Y3

QY3 pomkeH 6bITb CBOEBPEMEHHBIM, HAAEXHBIM, MONMHBIM, TOYHBIM, Ge30NacHbIM U AOCTYMHLIM U paspa-
60TaHHbIM AN NoAAEPXKKU NPeAOCTaBNeHNS YCIYT 3ApaBOOXPaHEeHNA He3aBUCUMO OT NPUMEHAEeMO Mogenu
3apaBooxpaHeHus. AY3 gormkeH obecneunBaTb B3aumMoaencTeme B NOUCTUHE BCEMUPHOM MacluTabe u, BMec-
Te C TeM, yBaXkaTb MeCTHble 06bl4au, A3bIK U KyJbTypy.

JY3 gomkeH paccMaTpuBaTbC Kak MHCTPYMEHTaPUIA, y4UTLIBAIOLWMIA He TONbKO NokasaTenn 300poBba
nauMeHTOB, HO 1 PasBUTUE NaTONOrMYECKUX NMPOLECCOB, BLIABNEHHBIX cneuuanuctamu. Mpu 3TOM OCHOBHOE
BHMMaHWe OOITKHO BbITh HAaNpaBneHo Ha coXpaHeHWe 300POBbA NauueHTa B LeNomM, T. €. Ha UCCNeaoBaHNA Kak
hU31ONOrNYecKoin HoOpMbI, Tak U Pa3BUTUSA NATONONMYECKUX NPOLLECCOB.

QY3 aomxeH o6ecrnedymBaTb BO3MOXHOCTb COBMECTHOMO UCNONb30BaHUA AaHHBIX O 3[10pOBbe 0TAENbHON
NUYHOCTM HE3aBMCUMO OT MecTa UX Nosy4yeHUs cneLmanMcTamm pasHblx CTpaH MUpoBoro coobliectsa, pabo-
TaoLW1MK B pasHbIX MHOPMaLMOHHBIX cucTeMax. [ns obecneveHnsa nHTerpaummn gaHHbIX Y 3 gornkeH Tpe6o-
BaTb, 4TOObI MecTHble cucTeMbl obnaganu HeobxoauMol ruBkoCTblO ANA  BocnpusiTust  oblen
MHOPMALIMOHHON MOAENN, U Be3ae, rAe BO3MOXHO, OblM NPUHATH COOTBETCTRYIOLIME MeXAYyHapoaHble
cTaHgapTol.

[ns oBecneveHns BO3IMOXHOCTU NPUHATUA 060CHOBaHHLIX CTaHAapToB ANA Y3 AommkHbI ObITh ONpeae-
NeHbl rpaHnLLbl TOro, UTO ABMAETCA, a YTo He ABMAeTcs YacTbio 3Y3 Ha MOMEHT pa3paboTku KOHKPETHBIX CTaH-
napToB.

0.7 Xapaktrepuctuku Y3 [31]

OY3 opueHTUpPOoBaH Ha nauneHTa/noTpedbuTens n AomkeH coaepxaTb MHOPMaLMIO, OTHOCALLYIOCA KO
BCEM B1AaM MeauLuHckoro obecneveHna, BKNOYas BCNoMoraTesbHble U 3KCTPEHHbIE YCNYTn, a Takoke KCaMum
nayneHTam. BatoMm QY3 oTnnyaeTcs ot y4eTa, OpUeHTUPOBaAHHOMO Ha MOCTaBLUWKA YCAYT, UMW UCKMIOYUTENBHO
3MM304M4ECKOro yyeTa.

QY3 coaepxuT pesynbTaTtbl HAbNAEHUIN (4TO NPOU3OLLINO), MHEHUSA (PELLEHUA O TOM, YTO AOSDKHO Npou-
30MTUK) M NNaHbl NeYeHus (MaHbl OTHOCUTENBHO TOrO, YTO AOSHKHO NPOU30NTH).

YpoBHeM 060611eHua nHopmaumnn 3Y3 aomkeH 3aHUMaTbCa Bpad obwero npoduns, To ectb cama no
cebe cneumnanusmpoBaHHas uHdopMauusa, Hanpumep, B Buae M3obpaxkeHuin, pykoBOACTB UM anroputMoB
NoAAePKKA NMPUHSATUS PeLLEHUS, KakK NpaBumno, He siBnAeTca YacTblo JY3. Ckopee B Y3 AOMKHBI CYLLIECTBO-
BaTb UHTepENChI, CBSI3bIBAIOLLME €ro CO CTaHAapTaMu Apyrmx cneunanusupoBaHHbIX CUCTEM.

QY3 aBnsieTcs NPUEMHUKOM U XPaHUSULLEM ANArHOCTUYECKUX U APYrUX TECTOBBIX AaHHbIX.

QY3 aBnsieTcst MHOroyHKUMOHanNbHOM 6a301 KNMMHUYECKUX AaHHBIX, HeOBXOAUMbIX AN NeveHns, noa-
OepXKKU NPUHSTUS PEeLLIEHUIA BpaYoM, Hay4HO-UccneaoBaTenbekux Lenei, paboTbl NpaBUTeNbCTBEHHbIX Opra-
HOB, CTAaTUCTUYECKUX BIOpOo 1 Apyrnx noTpebutenei.

JY3 aBnsieTca AONroBpeMeHHbIM HakonuTenemM nHdopmMaumMy o0 ToOM, YTO NPOU3OLLNIO Y NauueHTa unm
6bINo caenaHo Ans Hero.

\
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HAUMWOHANBbHBIA CTAHOAPT POCCUMCKOW SDEOEPALMUMN

UHPOPMATU3ALNA 300OPOBbA
TpeGoBaHUsA K apXUTEKTYpe 3NeKTPOHHOro y4yeTa 340POBbA

Health informatics.
Requirements for an electronic health record architecture

Hata BBegeHua — 2008—09—01

1 O6nacTb NnpuMeHeHus

Llenbio HacToswero ctaHgapTa aensieTcsi cbop 1 ynopsigoyeHne Komnaekca KIMHUYECKNX U TEXHUYECKMX
TpeboBaHW K apXUTEKTYpe SMEKTPOHHOTO yyeTa 340poBbs (AJY3), koTopasi noAaepXuBaeT UCNONb3oBaHUe,
COBMECTHbIA AOCTYN 1 OOMEH 3MEeKTPOHHBIMW 3aNUCAMMN, KacatoLLMMUCS 340POBbSl, B pasHbix obnacTax sgpa-
BOOXPaHEHWs1, CTpaHax 1 MoAesiX opraHusalnm 3gpaBooxXpaHeHust.

HacTtoswmin ctangapT cogepxut TpeboBaHus k apxuTtekType 3Y3, HO He onpeaenseT cneundukauuo
CaMOW apXUTEKTYpbI.

2 HopmaTuBHble CCbINKK

B HacTosILeM cTaHaapTe MCMoNb3oBaHbl CChINKM Ha cneaytoLue MexayHapoaHble cTaHaapThl:

MCO/M3K 2382-8:1998 WHbopmaLmMoHHbIe TexHonorun. Cnosapb. YacTb 8. BesonacHocTb

ENV 13606-1:2000 WHdopmaTusaums 3goposbs. O6MeH AaHHBIMU 311eKTPOHHOIO yyeTa 34paBooxpa-
HeHus. YacTb 1. PaclumpeHHas apxutekTypa

NCO/TC 17090-1:2002 WUHbopmaTusaums sgoposbs. O6enocTynHasa knovesas UHpacTpykTypa.
YacTb 1. CTpykTypa 1 0630p

MpumeyaHune—B6nbnuorpacdum B AONOMHEHUE K NPUBEAEHHBIM BbIlWE HOPMATUBHBIM CCbINIKam NpuBeaeH
CMUCOK NUTEepaTypbl, UCNONB30BaHHOW Npy hopmynvpoBaHum TpeboBaHui k Y 3.

3 TepMuHbI U onpeaeneHus

B HacTosIWeM cTaHgapTe NpUMeHeHbl criedyowue TEPMUHBI C COOTBETCTBYIOWLNMUN OnpeaeneHUAMN:

KOHTponb fgocTtyna (access control): Cpeactsa, obecneunsaroLme AOCTYN K pecypcam cucTemMbl obpa-
GOTKM A@HHBIX TONLKO aBTOPU3OBaHHEIM CyGbekTaM paspelueHHbIMKU cnocobammn (MCO/MIK 2382-8).

oTcnexuBaemocTb (accountability): CBsoicTBo, rapaHTupylowee ofHO3Ha4YHOe OTCreXuBaHne
Aencteun o6bekta (MCO/MIK 2382-8).

y4YacTHUK (B cucTteme 3gpaBooxpaHeHus) [actor (in the healthcare system)]: MpodeccuoHansHbIA
MeaULMHCKUAI paBoTHUK, CNyXXaLLnii CUCTeMbl 34paBOOXpaHeHUs, NauneHT unu noTpebutens MeaULIMHCKOM
nomoLu, bUHaHCUPYIOLLMIA 34paBOOXPaHEHNe OpraH, opraHMsaLums 34paBooXpaHeHns, yCTPONCTBO U Npu-
KnagHas nporpaMmmMa, KoTopble NPUMEHSIITCA ANs nepegaydn nHopMaLmMn Unu Npu okasaHWKM ycnyr, cBssaH-
HbIX cO 3apaBooxpaHeHuem (MCO/TC 17090-1 ¢ UameHeHusmn).

apxuTekTypa (architecture): HaGop aneMeHTOB KOHCTPYKLMWW UM onucaTenbHbIX NpeacTaBieHui, Heob-
XOOWMbIV ONA Takoro onncaHusl o6bekTa, YTo6bl OH MOT ObITh CO3aH B COOTBETCTBUM C TPeBOBaHUAMMU (C HYX-
HbIM Ka4eCTBOM), a TakKe 0O6CNy>XMBaTbCA B TEYEHME BCEro cpoka ero XM3HeHHoro Lukna [5].

WU3paHne opyymnansHoe
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apxuBupoBaHue (archiving): Npouecc nepemelleHns ogHoi unu 6onee 3anucen 3Y3 B aBTOHOMHYIO
cuUcTeMy XpaHeHus cnocobom, obecnevmsaloLMm Npu HeOBXOAUMOCTU BO3MOXHOCTb UX BOCCTaHOBMEHUA B
onepaTUBHYIO CUCTEMY XpaHeHWsl 6e3 NoTepu 3HavYeHus.

MpumeyaHne— HacKONbKO BO3MOXHO, apXMBUPOBAHHBIE JAHHbLIE AOMKHbI GbiTh TEXHONOIMHYECKM HE3aBUCH-
MbIMU C TeM, 4TO6bI GyayLume NOMb3oBaTenn He 3aBUCENM OT YCTapeBLUE TEXHONOMUMN.

aTTectauun (attestation): lNpouecc cepTudunkauumn 1 perucTpaLm lpUaNHECKon OTBETCTBEHHOCTU 3a
KOHKPETHbIN 6ok nHcpopmaLmn.

KOHTpPONbHbIN XypHan (audit trail): XpoHonoruyeckas sanucb AeNCTBUIA Nonb3oBarernen nHhpopmauu-
OHHOW CUCTEMBI, NO3BOMAIOLLAS TOYHO BOCCTaHaBNMBaTb NpeALlecTBYIOLNe COCTOSIHUA MH(hopMaLmn.

ayteHTUdukauua (authentication): Akt npoBepku sasBneHHon nuuHocTn cydbekTa (MCO/MOK 2382-8).

aBTopusauua (authorization): NpegoctasneHue npas, BKNOYasa NpegocTasneHne AocTyna Ha OCHoBe
npas goctyna (MCO/M3K 2382-8).

AOCTYNHOCTL (B KOMNbIOTEPHOMN 6e3onacHocTu) (availability (in computer security)): CeoiicTBO faH-
HbIX UNW pecypcoB BbITb AOCTYMHBIMA UMK TOAHBIMA K ynoTpebneHuio no TpeboBaHNIo aBTOPU3OBAHHOIO
cy6bekTa (MCO/MIK 2382-8).

KnuHudeckun npouecc (clinical process): NocnegoBaTenbHOCTb AENCTBUI, OCYLLIECTBSIEMbIX NMPU OKa-
3aHUN yCNyr 3apaBooxpaHeHUs naumeHTy/notpebutenio.

Bpau (clinician): CneunanucT sgpasooxpaHeHus, NpeAoCcTaBnaoWUiA MeaMLMHCKUE YCnyri Henocpea-
CTBEHHO NauuneHTy/noTpebutentio.

koHduaeHuManbHocTh (confidentiality): CBONCTBO AaHHbIX, YKasblBaloLee Ha CTeneHb, 10 KOTOPOM 3TN
AaHHble He MOryT 6biTb AOCTYNHBIMWU UMM PACKPLITBIMA Af151 HEaBTOPU30BaHHbIX NULL, MPOLLEeCCOB UMK APYTUX
cybbekros (MCO/MIK 2382-8).

notpebutens (0OTHOCUTENbLHO YCAyr 3apaBooxpaHeHust) [consumer (in relation to healthcare services)]:
JInvHoCTb, HyXXOaloLWascs B 0KasaHUK, 3anfiaHMpoBaHHasi Ha okasaHWe KOTOPOW OKa3blBaloTCS UMK OKasaHbI
MeauLMHCKNe yCryru.

arpermpoBaHue fAaHHbIX (data aggregation): MNpouecc cbopa, 06paboTku U NnpeacTaBNeHUs UHopMa-
L1 B OKOHYaTENbHOM BMAae. ArpernpoBaHune 4aHHbIX B OCHOBHOM BbIMOMHAETCA Anst DOPMUPOBaHUsi OTHETOB,
BbIpaboTKM MNONUTUKK, YNpaBneHus 34paBooxpaHeHneM, HayuHblX UCCrieqoBaHUN, CTaTUCTUYECKOro aHanusa
1 N3y4eHns 340POBbS HaceneHusl.

KOHTpOIb AaHHbIX (data validation): Mpouecc, Ucrnonb3yemblin 4ns onpeaeneHus, ABAAITCA NN JaHHbIe
TOYHBIMU, NOSIHBIMU 1 OTBEYAOLLMMK 3adaHHbIM KpuTepusam (MCO/MOK 2382-8).

MpumeyaHwue— KOHTPOrNb AaHHbIX MOXET BKIIOYATb B cebsi MpoBepku (hopMaroB, NONHOTHI, 4OMYCTUMOCTH,
HaXOXAEHWS B 3a4aHHbIX NPeAenax u TeCTbl KOHTPOIbHbIX KNaBuLL.

3NMeKTPOHHbIN yyeT 3a0poBbA; JY3 (electronic health record; EHR):

MpumeyvaHusn

1 BHacTosiwee BpeMs HET eANHOro NPU3HaHHOro BO BCEM MUpe OnpeAeneHns SNeKTPOHHOro y4eta 3aoposbs. Mpu-
BeJleHHble HUXe onpeeneHnst MeloT 6onblie CXOACTB, YeM Pas3nuynii, HO OHW OTpaxaloT HeborbLUKe OTNNYMSI B 3TOM
MOHATUW, NPUHATLIE B Pa3NNYHbIX CTPaHax 1 oOpraHu3auusXx.

2 A66peBuaTypa 3Y3 6yaeT cumTatbcsl CUHOHMMOM APYrUX Ucnornb3yembix abbpesuatyp, Hanpumep Y03, KYT,
QYN wn 3MY. pyrue ab6peBunatypbl 6yayT MCNONb30BaTLCSA TONBKO B CriyYae, eCNu JaeTCs CCbINKa Ha KOHKPETHbIE NPOekK-
Tbl UMM OPraHn3aumnm v Npu NPSIMOM LIMTMPOBaHUM UCTOYHMKA.

OnekTpoHHasa nocrnegosaTteflbHasg COBOKYMHOCTb MepcoHanbHOW MHopMaLum o 340poBbe, 0BbIYHO
OTHOCSILLENCA K OTAEMNbHON MIMYHOCTU, BBEAEHHAA UMW NPUHSTas NocTasLyMKaMy YCnyr 34paBooXpaHeHus,
KoTopasi MoxeT bbITb pacrnpegeneHa No HecKOIbKUM MecTam pasMeLLeHns U arpermposaHa B KOHKPETHOM
ncTouHuke. Miicpopmaums cuctemaTusnpyeTcs rnasHbIM 06pasomM Ans nogaepkaHus HenpepbiBHOrO, addek-
TUBHOIO 1 KaYeCTBEHHOro 3apaBooxpaHeHusi. 3Y3 KoHTponmpyeTca noTpebutenem, XxpaHuTcs 1 nepegaercs
6e3onacHbiM cnocobom [21].

MocnegoBaTtensHas COBOKYMHOCTb NEPCOHaMbHON MHbOpMaLMX O 340POBbE OTAENbHON IMYHOCTU, BBE-
AEeHHas UNu NpUHATas NocTaBLUMKaMn YCyr 34paBoOOXpaHeHNs U XPaHsLWascs B 3/1eKTPOHHON dopme. YueT
mMoxeT BblTb gocTyneH B ntoboe Bpems NocTasBLyMkaM, aBTOPM30BaHHLIM AAHHOW JIMYHOCTbLIO, B KavecTBe
WHCTPYMeHTa Mpu NpedocTaBNeHnn ycnyr 3apaBooxpaHeHns. [laHHas NMYHOCTb UMeeT AOCTYM K y4eTy U
MOXeT HanpaenATb 3anpoc Ha M3MeHeHne ero coaepxmnmoro. besonacHocTb Nepeaayn n XpaHeH s y4eTHbIX
3anucei HaxoaaTcs Nof, CTPOrMM KoHTporem [4].

COBOKYMHOCTb AaHHbIX U UHpopMaLmMK, cobpaHHan unu creHeprpoBaHHas A perucTpaumn MeguumnH-
CKWNX yCnyr, NpefocTaBreHHbIX 0TAeNbHOM NYHOCTH [38].

2
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WcyepnbiBatoLumin CTpyKTYpUpOBaHHbIN Habop KNUHUYECKUX, AemMorpaduyecknx, 3Koornyeckux, coum-
anbHbIX 1 PUHAHCOBBIX AaHHbIX U MHOPMAaLUK B 3NeKTPOHHOW hopMe, AOKYMEHTUPYHOLWMIA yCNyrn 30paBoOX-
paHeHus1, NpefocTaBreHHble oTAeNbHOMY MHANBUAYYMY [38].

YyeT 30paBooxpaHeHns B MalUMHHO-BOCTpuHUMaemMom copmare (ENV 13606-1).

OneKTPOHHBIN y4eT AaHHbIX O NauueHTe, XpaHAWMWIACS B cuctemMe, npeaHasHavyeHHOW Ana noaaepxkm
nonb3oBaTenen nocpeacTsoM obecrnevyeHusa [OCTYNHOCTU MOJSIHLIX U TOYHBIX AAHHBLIX, PEeKOMeHaauuin u
npegocTepeXeHnin nevallero Bpaya, KMMHUYECKUX CUCTEM NOAAEPXKKU NPUHATUSA PeLLeHUI, CCbINOK Ha 6asbl
MeAULNHCKAX 3HaHWiA U apyron nonesHon uHdopmaunm [8].

BupTyanbHas KoMNUsiLMs OCHOBHbIX AaHHbBIX O 340POBbE YeSIOBEKa B TEYEHUE Ero XKU3HU, BKNoYana ak-
Thl, HABNOAEHUA, UHTEprpeTaLuu, NnaHbl, AENCTBUA U pe3ynbTaTbl. [JaHHbIE 0 30POBbE YenoBeka BKNoYaloT
B cebs MHopMaLMo MO MMMYHOMOTMKU (anneprudeckne peakuun), uctopum 6onesHu U TpasMam, pyHKUMO-
HanbHOMY COCTOSIHMIO, AUarHOCTUYECKUM UCCNEeAOBaHUAM, 3akasaHHbIM U MPOBEeAEHHBIM KOHCYNbTauuaMm,
MpoBeAeHHOM fleveHun U T. 4. [laHHbIe 0 3[0POBbLE YeNoBeKa Takke OXBaTLIBAKOT NEPUOALI XOPOLLEro COCTOSI-
HUSA 340POBbS, BKIOYAA UCTOPUIO MMMYHMU3aUMN, NoBeAEHYeCKMe AaHHble, BO3AENCTBUE 3KONOrMYecKon cpe-
Abl, gemorpaduio, cTpaxoBaHne 340POBbS, aAMUHUCTPATUBHbIE AaHHble AnNsl NPOLEeCCOB, CBA3AHHBLIX C
oKasaHMeM MeaWLMHCKUX YCryr, U MpaBoBble AaHHble, Hanpumep corfiache, BbidaHHOoe NauMeHTOM Ha
oKasaHhe MeauumHckux yenyr [10].

apxXuUTeKTypa aneKkTpoHHoro y4yeta 3popoBbs; ADY3 (electronic health record architecture; EHRA):
O606LeHHbIe CTPYKTYPHBIE KOMMOHEHTbI, U3 KOTOPLIX CTPOATCA BCe QY 3, onpeeneHHbIe B TepMUHax nHdop-
MaLunoHHon moaenu [2].

MpumeyaHune—Mogens 0606WEHHBIX CBOMCTB, HEOGXOAUMBIX NpK NIOGOM 3NIEKTPOHHOM YYeTe 340pPOBbsi
Ans Toro, 4tobbl y4eT Mor GbiITb NepegaBaemMblM, NONHLIM, NONE3HbIM U 3HEKTUBHLIM HPABCTBEHHO-NPABOBbLIM YYETOM
NeYeHnsi N COXpPaHsTb LeNOCTHOCTb BO BCEX CUCTEMAX, CTPaHAX M BPeMeHU. ApXMTEKTYPa He NPeanucLIBaeT Ui He ycTa-
HaBNMBaEeT TOro, Kakasi MHPOPMaLMsI MOXET XPaHUTBLCA B 3aNUCAX. APXUTEKTYpa TaKKe He NPeAnvCLIBAeT UMK He yCTaHaBe-
NMBaET TOro, KaK AOIKHA peanv3oBbiBaThCs MobGan cucTema SNeKTPOHHONO yyeTa 340pOBbA... ADXMTEKTYPa He HaKnaabl-
BaeT HVMKaKMX OrpaHnYeHU Ha TUMbl AaHHBIX, KOTOPbIE MOTYT NPUCYTCTBOBATL B 3aMMUCAX, BKIIOYas HE MMEIOLLME aHanoroB
B 3anucsix Ha Bymare... Takvme getanu, kak «pasmepbl noneny, nponcxoaswme na3 obnactm manuecknx 6as gaHHbIX, He OT-
HOCSITCS K apXUTEKTYPE 3MEeKTPOHHOIO y4eTa 300poBbs [2].

coparmeHT JY3 (EHR extract): Bnok uHdopmaummn Y3, ABnsoLMIACA CaMoya0CTOBEPAEMBIM U COCTORA-
LM U3 ogHol unn 6onee TpaHsakumin JY3.

cucrtema Y3 (EHR system): Habop kOMNOHEHTOB, (hOPMUPYIOLLMX MEXAHU3M, NOCPEACTBOM KOTOPOro
3anucu yyeta naLMeHTOB CO3AaK0TCS, UCMIONb3YIOTCS, XPaHATCS U BoccTaHaBnueatotca. K aTomy oTHocaTcs
noau, AaHHble, Mpasunia nnpoLeaypsbl, yCTponcTBa 06paboTku M XxpaHeHUsl JaHHbIX, a Takke cpeacTBa cBSA3M U
ob6cnyxusanus [8].

Cuctema, obecneunsarowwas 3anucb, BOCCTaHOBNEHUEe 1 0bpaboTky uHcopmauum Npu aNeKTpOHHOM
yyeTe 3gopoBbs (ENV 13606-1).

TpaH3akuua 3Y3 (EHR transaction): MuHumManbHasa eguH1La XpaHeHus1, NnpocMmoTpa, moaudukaumnn,
BEPCUOHHOIO KOHTPONS U Nepedadn AaHHbIX B DY 3.

BCTpeYa (encounter) N KOHTaKT ¢ nayueHToM (patient contact): KoHTakT Mexay Bpayom u nauueH-
Tom [30].

[MpwumedaHnune— Kaxgas BcTpeya MOXeET Kacatbcsl ofgHou unu 6onee npobnem.

anu3opg (nevueHus) (episode (of care)): UneHTuduumpyemas rpynna oeiCTBUM, CBSI3aHHbIX CO 34paBOOX-
paHeHMeM, XxapakTtepusyemas OTHOLUEHUEM CYLLHOCTEA Mexay CyObeKToM fleYeHusl U NocTaBLUMKOM YCIyr
3QpaBooOXpaHeHus; Takas rpynna onpeaeneHa nocTasLWMKoOM ycnyr sapasooxpaHeHns (ENV 13606-1).

cobbiTue (oTHocsWeecs k BY3) (event (in relation to the EHRY)): AuckpeTHoe AeiicTBUE cUCTeMBI 3apa-
BOOXpaHeHUs1, N(pOBOAMMOE Ha, C UMW AN NauMeHTa.

cTpyKTypa (framework): [lornyeckas cTpykTypa ans knaccudpukaLmm U opraHusauum CroXxHomn Hdop-
mauuu [3].

cneunanucTt 3gpaBooxpaHeHus (healthcare professional): Jluuo, aBTopMsoBaHHOEe HauUOHAIbHBLIM
ynorHoMoYeHHbIM opraHom Ha obagaHune kBanvdukaumei 4nA BbINONHeHUs onpeaeneHHbIX 06a3aHHOCTeN B
3gpasooxpaHeHun (MCO/TC 17090-1).

yueT 3gopoBbA (healthcare record): XpaHunuile uHdopMaLum, OTHOCSILLERCA K 340POBbI0 CybbekTa
neverus (ENV 13606-1).

LenocTHOCTb (AaHHbIX) (integrity (of data)): CBOMCTBO AaHHBIX COXPaHSATb TOYHOCTb U HENPOTUBOPEUN-
BOCTb HE3aBNCUMO OT BHECEHHbIX U3MeHeHuin (MCO/MIK 2382-8).
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naeHTUdUKaLUa aBTopcTBa (non-repudiation): BosmMoxHOCTb A1 11060ro y4acTHUKa Npu UCMosb3oBa-
HAWM OaHHBIX QY3 NMeTb OoKasaTenbCcTBa, NoATBepXKaatowme nx LeNoCTHOCTL, NPOUCXOXKAEHNE, a TakkKe
HEeBO3MOXXHOCTb MoAOeKM.

nauueHT (patient): OToeNbHasA NMMYHOCTb, ABNAOLASACA CyOBEKTOM IeHeHNs.

CEKPeTHOCTb (privacy): MsbaBneHune oT BTOPXKEHMS B YACTHYHO XXU3Hb UK Aena oTAeNbHOM NMYHOCTY,
€CIN TaKoe BTOPXKEHNE MOXET NPUBECTUN K HEYMECTHOMY UM HE3aKOHHOMY COOpPY 1 UCMOMb30BaHWI0 AaHHbIX O
AanHon nuyroctn (MCO/MIK 2382-8).

npo6nema (problem): CyLHOCTb TEOPETUYECKON UIU NPaKTUYEeCKoH (AUarHocTuyeckoi, neve6Hon, npo-
dunakTU4ecKomn, nccregoBaTenbCkon U Ap.) MeaULMHCKORN 3a4advu, pellaeMoi 0THOCUTENBHO NaLueHTa, no
KOTOPOW NpoM3BeaeHa oLeHKa U MHULMMPOBaH NiaH fievyeHus unv smeLuaTenscTso [30].

MpuMedaHune—Bo MHOMMX CBA3AHHLIX CO 300POBbEM NPodeccusix, 0COGEHHO B coLmarnbHbIX U NCUXONOoru-
YeCKUX AUCLMNIIMHAX, BMECTO TepMmHa «problem» yacto ncnonbayercs TepMuH «issuey. Kpome Toro, npm onmcaHmm co-
CTOSIHWA BEPEMEHHOCTY U APYIUX, HE SIBISIIOLLMXCS BOMNEe3HbI0, COCTOSIHUI 340POBbS, KOTOPbIe, TEM HE MeHee, TpebyoT 06-
palleHusi K cucTeme 3gpaBoOXpaHeHysi, MHOr4a Cnonb3yeTcst TepMUH «conditiony».

npo6rneMHoO-OpUeHTUPOBaHHbIN (problem-oriented): OpraHnsauWMoHHbIA NOAXOA K perucrpauum u
MCNonb30BaHNIC MHGOPMALMM O 340POBLE, OCHOBaHHbIN Ha Npobnemax, CBA3aHHbIX C NAaLUMeHTOM U/NIK yXo-
O0M 3a HUM. [laHHOe onpeaeneHue 4eNCTBYET U B Criyvae UCTONb30BaHNsl TEPMUHOB «issue» Unu «condition»
BMeCTO «problempy.

perucTpaulMoHHan 3anucb (record entry): CemaHTUYeCKN Hedenumas KMHUYeckas popMynupoBska
NtoBoN ANUHBI, KOTOPas TepsieT CMbICI, eClV OHa pa3deneHa Ha YacTu.

ponb (role): HaumeHoBaHWe noBeaeH4eckoro Habopa, CBA3aHHOTO C BLIMOTHEHUEM Kakoit-nnbo paboTel
(MCO/TC 17090-1).

BTOpUYHOe NpuMeHeHMne (y4eTa 3aopoBbA) (secondary use (of a healthcare record)): Ilioboe gpyroe
3aKOHHOE MPUMEHEHMWE 3MEKTPOHHOTO yyeTa 340pOBbs, MOMUMO NOAAEPXKKA MPUHATUA peLleHUs Npu Hemno-
CpeaCTBEHHOM OKa3aHUM MegULMHCKIX YCIYT CyObeKTy neveHuns.

MpwumedaHun e — Mpumepbl BTOPUYHOTO NPUMEHEHUS BKNIOYAIOT B ce6a ncnonbsoeanne Y3 B cyaebHol meaw-
LMHe, YNpaBieHnn Ka4eCTBOM, KIIMHUYECKVX UCCNe0BaHmUsIX, SnMaeMmnonommm, o6ecneveHnn 30opoBba HapopoHaceneHus,
aAMUHUCTPUPOBAHUM 30PaBOOXPaHEHNS, MaHNPOBaHUM PMHAHCOBOW, 06pa3oBaTenbHOM Unu NevebHON AEATENBLHOCTU.

G6e3onacHocTb (MHcopmaumnoHHas) (security (of information)): 3awmra koHdbMAeHUMANbLHOCTH,
LeNnoCcTHOCTU 1 AocTynHOCTH AaHHbIX (MCO/TC 17090-1).

ceMaHTUu4eckoe B3aumopemncTeue (semantic interoperability): Bo3amMoXXHOCTb COBMECTHOrO UCMOMb30-
BaHWs AaHHbIX B pasfMyHbIX CUCTEMAX AN UX OCMBICIIEHUS] Ha OcHOBE dhopMaribHO onpeaeieHHbIX NOHATUN
npeamMeTHol obnacTu.

cocTosiHue (npouecca) (state (of a process)): CocTosiHUE UNU CUTYaLUA B TEYEHUE XU3HU UCCneayemo-
ro cy6bekTa, NPy KOTOPLIX OH YAOBNETBOPSAET KakoMy-nnbo yCroBuio, BLINMOMHAET Kakoe-nubo aencTemne unu
oXuaaet Kakoro-nubo cobbITuA.

cy6beKT neveHus (subject of care): OgHa unu bonee NUUHOCTENR, Ha3HAYEHHBIX Ha NONy4YeHWe, Nonyya-
OLLMX UMK NONy4UBLUKMX yenyrn sapasooxpaHeHust (ENV 13606-1).

TepaneBTUYeckue Mepbl NpeAocTopoxHOCTU (therapeutic precautions): MNepeyeHs Mep npegocTo-
POXKHOCTM, OTHOCALLIMXCA K KOHKPETHOMY CYObEeKTY NieyeHus], KOTOpbI BKNtovaeT B ce6a annepruieckme notpu-
uaTenbHble peakLun, NpeanoYTeHNa naumMeHTa 1 sanpeTsbl.

Touka 3peHus (view): AnbTepHaTUBHOE NpeAcTaBneHne 4aHHbIX 4NA APYroro nonb3oBaTens U uenu.

4 CTtpyktypa Tpe6oBaHui Kk apxuTtekType JY3

B pasgene 5 ncnonbsyetca cnegyowas cTpyktypa TpeboBaHui K apxutektype JY3:
STR1 CtpykTtypa
OpraHusauua yyeta
Pa3zdenbi
®opmam 3Y3
lepeHocumocme
BmopudHbie npumeHeHus1
ApxusuposaHrue
OpraHunsaums gaHHbIX
CmpykmypuposeaHHbie daHHbie
HecmpykmypuposgaHHbie 0aHHbIe
KnuHuyeckue daHHble
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AOMUHUCMpamueHbie OaHHbIe
Tun n dbopma faHHbIX
Turibi daHHbIX
[ModdepxkKa pa3nnuydHbIX Munoe aHHbIX
CripagoyHble OaHHbIe
KoHmekcmHbie OaHHbIe
Ces3u
TpeboBaHus, NoaaePKUBaKOLLME KOHLLEMLMIO 340POBbs
[Moddepxka pa3nuyHbIX cucmem KoOuposaHUs
0OdHo3Ha4Hoe ripedcmasrieHue UHgpopmayuu
lpedcmasneHue mekcma
PRO2 lMpouecchl
KnuHuyeckue npoueccol
[No00epxKa KIMUHUYECKUX Npoyeccos
[Mpobrnemsi u cocmosiHue 300po8bs
KnuHu4deckoe obocHosaHue
[Nod0epxkKa rpuUHIMUSs peueHusi, pykosoocmea U rpomoKosbl
lMnaHuposaHue neyeHust
Basieku u ipoyecchi obcryxusaHus
UHmezpuposaHHoe neyeHue
ObecrievyeHue Kadecmsa
Mpoueccobl yyeTa
C6op daHHbIX
louck, 3anpocki U omobpaxeHue daHHbIX
lMpedcmasneHue daHHbIX
Macwmabupyemocms
COM3 lMepepayva uHcdopmaLmum
Mepeaaya coobLieHnin
O6MeH AaHHbIMU ydeTa
PRS4 CekpeTHOCTb U 6e30nacHOCTb
CeKpeTHOCTb M KoHpUAEHLMANBHOCTD
Cornacue
KoHTponb goctyna
LlenocTHOCTb AaHHbIX
Bo3mMoxHoOCTb ayanTa gocTyna
MEL5 Meauko-npaBoBble acneKkTbl
Mopaepxkka NpaBoBbIX TPeOOBAHUI
YYacTHUKK
Cybbexkm 30pasooxpaHeHUus!
HNdeHmugpukayus nayueHmos
UdeHmugpukayus nons3oeamernel
HNoeHmugbukayusi epadel
OmeemcmeeHHOCMb asmopa
Ammecmauusi 3arucell
KnuHuyeckas KoMNeTeHTHOCTL/PYKOBOACTBO
[ocToBepHOCTb
CoxpaHeHune KoOHTeKeTa
HenameHHoCTb
BepCuoHHbIN KOHTPOMb
ETH6 3Tu4eckue acnekrbl
Mopaepkka sSTUYECKUX ONPaBabiBaoLLNX 0BCTOATENbLCTB
COC7 MoTtpebutenbckue U KynbTypPHbIE acCNeKThI
Mpo6nemel noTpebuTenen
lNod0depxxka rnpobnem nompebumenel
KynbTypHble npobnemesl
lModdepxka KynbmypHbIx rpobrem
EVO8 PasButue
Moppepxkka apxuTtekTypbl 3Y3 1 passutug cuctem Y3
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5 Tpeb6oBaHusA K apxuTekType Y3

5.1 STR1 — CtpykTypa

5.1.1 Npeagucnosue

Kaxablil 3aronoBok NepBOro YpoBHS COMPOBOXAAETCA NPeancrioBUEM, BKITIOYEHHBIM A TOro, YTobbl
MOMOYb YMTaTENo NyYLle NOHSATL CMbIC pasdena. AT NPeancrioBUs BNAOTCA CrpaBoYHbIMU, a He 0bsasa-
TenbHbIMA.

ApxutekTypa 2neKTpoHHOro yyeTa 300Pp0BbS AOMKHA ONUCLIBATL CTaHAAPTU3UPOBAHHLIE CTPYKTYPHLIE
aNeMeHThbI, NpeAHa3HayYeHHble Ans obecneyveHns asTomatnyeckoin obpaboTki n nHTeponepabensHocTn. 3Ta
CTPYKTypa He AoMKHa ycTaHaBnmMBaTb paboune Mogenu Unu cuctemy, Heobxoammele Ansa GyHKLMOHUPOBaHNA
abpeKTMBHOM CNyXObl 3apaBoOOXpaHeHnsi, HO AomMkHa o6ecneynBaTb 4OCTYMHOCTb COOTBETCTBYOWNX QY3 B
pasnuyHbIX MecTax ux BOCTpeboBaHHOCTU.

ADY3 pgomkHa npefocTaBnsiTb BOSMOXHOCTb Takol Knaccudukaumm AaHHbIX B paMKkax yyeTa, KoTopasd
cAaenaeT UX AOCTYNHbIMY NS NaLUEHTOB U Bpayen, UCNOMb3YIOLWMX AaHHBIA y4eT, U CUCTeM, NoAaepKuBato-
LLMX KNUHUYeCKnin yxof,. Bonee Toro, AaHHble A0MKHEI BbITb CTPYKTYPUPOBaHBI B paMKkax y4eTa cTanaapTu3o-
BaHHbIMW cnocobamu ¢ TeM, YToBbI 4aTb BO3MOXHOCTbL UX aBTOMaTU4eCcKon 06paboTki, coxpaHsas Npu 3TOM UX
KIMHUYECKNA CMBbICT.

Hapsgy ¢ BaXHOCTbIO CTPYKTYPUPOBaHHBLIX AaHHbIX NpuaHaeTtcsl, YTo ADY3 gomkHa obecnevvBatb
cosfaHune XxpaHunuiia anst MHOrMx UCTopuiA 6oe3Hn, B TOM YMCre B NOBECTBOBATENbHOM hopme, co3aaHHbIX
Bpa4oM nocpeacTBOM AMKTOBKM MW rONTIOCOBOM 3amnnci.

B3anmM03aBUCMMOCTM 1 B3aNMOCBSA3N MeXAy AaHHbIMU AUarHOCT UK U MOHUTOPWHTa 1 BbIsIBIIEHNEM Npo-
6nembl, Lensamn, BMeLlaTeNsCTBaMN 1M pesynbTaTamMn AOMKHLI COXPaHATLCS MU 31EeKTPOHHOM yyete 340-
POBbSI.

HA3blk 30paBooxpaHeHns MoXeT ObITb CNOXHBIM, HECTPYKTYPUPOBaHHEIM U pasHoobpasHbiM. OH MoXeT
BK/toYaTh B cebs pervoHarnbHble U paitoHHble Bapuauun. Cneunannctsl 3apaBooxpaHerus u notpeburenu
MCMNomnb3yloT pasnuyHble crioBa 415 onucaHnusl OOHOTO U TOTO XKe NOHATUA. DTU Bapuauum NpenaTCTBYIOT NoUc-
Ky, cpaBHeHMIo 1 06MeHy nHdopmaLmen o 3goposbe. XoTs 06s3aTeNbHbIM YCIIOBUEM SBASETCA MCMOMb30oBa-
HWe Bpavyamu U NoTpebuTensMm npeanoYTUTENbHBIX BbID2XKEHWA, CYLLECTBEHHBIM SIBMAETCA Takke To, YTO6bI
NX A3bIK SABNANCA OCHOBOW KOHTPOSs, obecrneynBarollero BO3MOXHOCTb MOUCKA, CpaBHEHUMS U obmeHa
WUHopmaLmnen o 3qopoBbLE.

OTU KOHKYpUpYoLWme NoTpebHOCTM MOTryT ynpaBnaTbes nocpeacTBoMAJY 3, nogaepXusaroLLei pasnuy-
Hble CUCTEMbI KOAMPOBaHNSA (TEPMUHONOMUM, Knaccudpukaumm nT. 4.). OcHoson JY3 siBnsieTcs Bceobbemnio-
Was aTanoHHas TEepMUHOMOTWUS, CTPYKTypa KOTOPOW OAHO3HA4YHO MpeAcTaBnsieT MOoHATUS nyTeMm
MCMONbL30BaHMA NOAX0AA, OCHOBAHHOIO Ha 3HAaHUSAX. DTanoHHasi TEPMUHOMONMSA pellaeT Uy noMoraeT pele-
HUIO TaknxX 3afad, Kak BXOA AaHHbIX; NpedcTasneHune, sanpalunsaHue, nouck, COBMeCTHOE UCMONb30BaHue,
CpaBHEeHWe N MHTerpaunst MHcpopMaLIMn; HaBuUraLusi UM NPOCMOTP, aBTOPCKOE Co3AaHuMe U MHaeKcaLUumst 3Ha-
HWIA. TepMUHbI, BBOAUMbIE MW UCMOMb3YeMble Ans o6MeHa Bpayamu Unu noTpebuTensiMum, CBA3LIBaOTCA ¢
TEPMUHOMOTNYECKON OCHOBOIN NV OTOBPaXKaoTCA Ha TEPMUHONOrMYECKY0 OCHOBY. TOUHO TaK XXe TEPMUHOIO-
rmyeckasi ocHoBa oTobpaxaeTcsi Ha UMW CBA3bIBAETCSA C KnacchukaLusamMmn, UCNomnb3yeMbiMuU A4S CTaTUCTU-
Yeckoro aHanmsa, nraHnpoBaHus 1 BelpaboTKn NONUTUKN, 0BecnednBas NpoYHbIA KOHLLeNTyanbHbIA 6asuc ans
noaaepKKn, NpeacTaBneHns U OTpaXKeHUs NpoLecca 3apaBooXpaHeHns.

5.1.2 OpraHusauusa y4yeTa

5.1.2.1 Pasgensl

STR1.1: A3Y3 pgomkHa obecneunBaTtb CTPYKTypUpoBaHWe MHbopMalun, coaepxaueitca B Y3, no
pasnuyHbIM pasgenam ans obecrneyeHns Nob3oBaTesM BO3MOXHOCTM Noncka AaHHbIX M MpocMoTpa pasae-
FOB B COOTBETCTBUN C NX 3anNpocamu.

5.1.2.2 ®opmaT Y3

STR1.2: A3Y3 pgomxHa rapaHTUpoBaThb, YTo chopmaT Y3 B TOM BUae, B KOTOPOM €ro BUAWT Bpad unn
nonb3oBaTerb, A0MKEH COOTBETCTBOBATL HABOPY cneumndmKaL Wi, yCTaHOBNEHHbIX OpraHN3aLMaMm nNo cTaH-
AapTusaunu, opraHamMmu rocygapcTBeHHOro peryrnMpoBaHns U akkpeautauum, npodeccmoHansHbiMy rpynna-
MW, MECTHBIMW YUYPEXOEHUAMUN 34paBOOXPaHEeHUs U MoNb3oBaTeNsaMu.

5.1.2.3 lNepeHOCUMOCTb

STR1.3: A3Y3 ponxHa noaaepxusatb Y3, KOTOPLIA MOXET NepeaaBaTbCsa MeXAY ero nofb3osartens-
MK 1 06begUHATLES ¢ UHopMaLmein n3 gpyrnx QY3 HesaBUCUMO OT annapaTHbIX cpeAcTs, NPorpaMmmMHOre
obecneveHuns (NpUKNaaHbIX NporpaMmm, onepaLoHHbIX CUCTEM, A3LIKOB MPOrpaMMUpoBaHns), 6as gaHHbIX,
ceTen, CUCTeM KOAUPOBAHUA N eCTECTBEHHbIX SA3bIKOB.
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5.1.2.4 BTopu4iHble NpUMeHeHUs

STR1.4: A3Y3 pgomkHa obecneymBaTb BOSMOXHOCTb OpraHusaLmmn 1 n3snedveHus uHdopmMaumm ns Y3
cnoco6om, obnervyaroLm ee BTOPUYHbIE MPUMEHEHWS.

5.1.2.5 ApxusupoBaHue

STR1.5: AQY3 pgonxHa nogaepknsaTtb apX1BnpoBaHue AaHHbIX.

5.1.3 OpraHuzauus gaHHbIX

5.1.3.1 CTpyKTypunpoBaHHble AaHHbIe

STR2.1: ABY3 gomxHa obecne4ynBaTb BOSMOXHOCTb XpaHEHWs AaHHbIX B BUAE CMMCKOB € TeM, YTOObI
coXpaHsancs NOPSAOK AaHHbIX NPU MX BbIBOAE Ha 3KpaH.

STR2.2: A3Y3 pomkHa obecne4nmsaTtb BO3MOXHOCTb XpaHeHUsl AaHHbIX B Buae Tabnuy, Ansa coxpaHe-
HWS CBA3W AaHHbIX C HAUMEHOBaHWUSMU COOTBETCTBYHOLLMX CTPOK 1 CTONBLIOB.

STR2.3: AQYS3 pgormkHa obecrneunBaTb BOSMOXHOCTb XpaHEHUS JaHHbIX B BUAE MepapXUHECKUX CTPYK-
TYp ¢ TeM, YToBbl COXpaHsanach CBA3b MeXay POAUTENbCKMU 1 OHEPHUMU Y3aMu.

STR2.4: A3Y3 gomkHa obecrneynBaTb BO3MOXHOCTb TAKOrO XpaHEeHWA daHHbIX, YTOObl COXpaHsnnch
NpOoCTble Napbl KUMS — 3HAYEHUEN.

STR2.5: AQY3 gomkHa obecneynBatb BO3SMOXHOCTb XpaHEHUS MHOXeCTBa 3Ha4YeHWi Kakoro-nnbo
napameTpa, Nony4YeHHbIX Kak Yepes KOPOTKME NPOMEXYTKN BPEMEHU NPU HEUSMEHHOM MOMNOXEHUN n3Mepu-
TEMNbHOro MHCTPYMEHTA, TaK 1 Mpy NpoBeAeHUN MHOTOKPaTHBIX OTAEMbHBIX U3MEePeHU B 04HOM U B pasHbIX
mecTax. KOHTeKCT 3TUX n3MepeHnii (HanpumMep, KTo NPOon3BOAWI USMEPEHUe, Kakoh MeTo UCMOoMb3oBanca u
T. 4.) AorkeH 6bITb coxpaHeH. [JomkHa bblTb 06ecrneveHa BO3MOXHOCTb BblAa4u 3TUX 3HAYEHWI MO 3anpocam u
NX YNopsifoYeHNs pasnnyHbIMuK crnocobamu.

5.1.3.2 HecTpyKkTyprpoBaHHble AaHHbIe

STR2.6: AJY3 gomkHa noaaepXunsaTh BKIHOYEHMe NOBeCTBOBaTENbHOIO cBO6G0OAHOIO TeKcTa.

STR2.7: ABJY3 gormkHa noagepxuBaTh MONCK B HECTPYKTYPUPOBAHHBIX AaHHbBIX (TEKCTOBBIX U HETeKCTOo-
BbIX) M 06ecneynBaTh BKIHOYEHNE CTPYKTYPUPOBAHHOMO TEKCTA B TaKne AaHHbIe.

STR2.8: AQY3 pgomkHa nogdepXusaTb BKAOYEHME KOMMEHTapueB B COXpaHeHHble AaHHble, npe-
[AOCTaBMsAs Bpayy BO3MOXHOCTb COOTBETCTBYOLWMM 06pa3oM kBanudumumMpoBaTb CTPYKTYPUPOBaHHYI0 MHGOP-
mMauuto. JomkHa MMeTbCs BO3MOXHOCTb YCTaHaBNMBaTL CBSI3U KOMMEHTapUeEB ¢ OTAENbHBIMU aTpubyTamu
OaHHBbIX.

STR2.9: A3Y3 pgomkHa obecneunBaTb cpeAcTBa ANs CBA3N BbIASNEHHBLIX 31eMEHTOB Ha pasfIMYHbIX
YPOBHSIX C KOMMEHTapUSIMWN U APYTUMM 3TIEMEHTaMMU, KOTOPbIE MOTYT U3MEHATL (hOpMY NX BbIBOAA Ha 3KPaH Unn
Bblauu Nno 3anpocy.

5.1.3.3 KnuHunuyeckue gaHHble

STR2.10: A3YS3 pomkHa obecneunBatb perncTpauuio, XpaHeHue 1 Nouck ncdepneisatoLen uHpopma-
Uuu o nevyeHun naumneHTa. ADY3 AomkHa Kak MUHUMYM flaBaTb BO3MOXHOCTb pernucTpaunn, XxpaHeHUa U noucka
BCEX CTPYKTYPUPOBAHHBIX U HECTPYKTYPUPOBAHHbIX AaHHbIX, KACalOLLMXCA:

- uctopum bonesHu;

- BpayebHoro ocMoTpa;

- MCUXONOTUYECKON, COLMarnbHON, 3KONOTUYECKON, CEMENHON nHopMaunun U NpoBeaeHHOro camone-
YeHus;

- annepruyeckux peakLun n Apyrux ne4ebHbIX Mep NpeaoCTOPOXHOCTH;

- npoduNakTUYecKnX U 0340POBUTENbHBIX Mep, Hanpumep, NPUBUMBOK U BO3AENCTBUS HAa 06pa3 XN3HW;

- OUarHOCTUYECKUX TECTOB 1 NeYebHbIX BO3AEeNCTBUIA, HANpUMEp NekapcTBa U Npoueayphbl;

- KNMUHU4eckux obcneaoBaHnin, TpakToOBOK, PELLEHUA U KNMMHUYECKUX 060CHOBaHWIA;

- 3anpocoB/pacnopsbkeHWUi 0 AarnbHellemM uccneioBaHuu, eYeHUm UInm BbIMUCKe;

- npob6nem, AMarHo3oB, COCTOSHUIA, MpeanoYTEHUI 1 OXKUOaHWIA;

- NNaHOoB 3ApaBOOXpPaHEHUs!, 340P0BbS, (DYHKLMOHANbHOTO COCTOSIHASI U CBOAOK O 340POBbLE;

- BbisiBNeHUs 6onesHei 1 Nony4YeHnst cornacuii;

- MOCTaBLUMKOB, MOAENEN N U3rOTOBUTENEN TEXHUYECKUX CPeACTB (HanpuMep, UMNaHTaHTOB UK NMpo-
Te30B).

5.1.3.4 AgMUHMCTpaTMBHbIE AAHHbIE

STR2.11: A3Y3 gomxHa nogaepxuBatb pernctpauuio (M knaccudukaumio B Lensx naeHTudukawumm)
AaHHbIX, BKITIOYaoLWmXx B ce 651 uaeHTUumkaumio nauueHTa, ero MecToXnTeNbCTBO (PErucTpauuio no Mecrty npo-
XBaHUA 1 NnpebbiBaHus), Aemorpaduueckne NpUsHaku, KOHTaKTHYH0 MHOpMaLUMio, poa AeATeNbHOCTU N Apy-
rme aAMMHUCTPaTMBHbLIE AaHHbIE.

STR2.12: AJY3 pgorpkHa noaaepkuBaTb cTaHAapTbl MHopMaLnK, NO3BONAIOLLME OAHO3HAYHO UAEHTU-
duunpoBaTb CyBbLEKT NeyeHnsl, Bpayei, NPUBMEYEHHBIX K STIEYEHUIO (BKNOYAA UX PONN N KOHTEKCT fleveHus),
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MecCTO, AaTy, BpeMsl U MPOACIDKUTENBHOCTb NEYEHUs, @ Takke TPeTbM CTOPOHbI, Hampumep, Gnukanwmnx
POACTBEHHNKOB UITN HEKIMTMHNYECKNE KOHTaKTHI.

STR2.13: ABY3 ponxHa nogaepxunsaTtb ynpasneHue npoueccaMu 3gpaBooXpaHeHnsa 1 anusogamu
neveHnn, a Takke OpraHn3aLuto JaHHBIX O MOCELEHUSIX U ClyYalHbIX BCTpeYax.

STR2.14: ABY3 pgomkHa noaaepXuBaTtb pernctpaumio MHaHCOBON 1 ApYron KOMMepYeckon nHdop-
MaumKn, Hanpumep, nnaxa neveHns, MHpopmaum 06 obnagaHUm NpaBoM, CTPAXOBOM MOKPLITUN, MOpyYUTEne,
3aTparax, u3gepKkax u Ncrnonb3oBaHum 06opyaoBaHus.

STR2.15: ABY3 gomkHa nogaepXvBaTtb perncTpaumio NpaBoBoOro cratyca M nofyyYeHHbIX cornacuin,
OTHOCALLMXCSA K 300POBbI0 NaLMeHTa (Hanpumep, NpaBoBOro ctaTyca pacnopskeHust 06 onekyHcTBe, cornacusi
Ha NpoBeAeHne onepaLuin n gpyrux npoueayp).

STR2.16: A3Y3 pgomkHa obecneunsaTb 06paboTKy 3anpOCOB C LieMbio arpernpoBaHns AaHHbIX AN No4-
OepXku cbopa MHdopmauum, HeobxoanmMo A 3aKoHO4aTENBHBIX MHMLMATUB, KacatLWMXCs HapoaoHacene-
HWNS 1 34PaBOOXPaHeHUs, Haa3opa M OTYETHOCTH.

5.1.4 Tun u popmMa AaHHbIX

5.1.4.1 Twnbl gaHHbIX

STR3.1: YucnoBble n konnM4ecTBeHHbIE AaHHble. AQY3 AoMKHa nogaepKuBaTh onpegeneHue noruyec-
KON CTPYKTYPbl YACTIOBBIX 1 KONMYECTBEHHbIX AaHHBIX, BKIOYas onepupoBaHne eauHnLamMmm usmepeHuns.

STR3.2: ®unsmnyeckne BenMUUHbLI OOSDKHbI coAepXaTb Mepy TOYHOCTU, CBA3AHHYIO C MeToO0oM U3Me-
peHus.

STR3.3: [JomkHa cyLlecTBOBaTb BO3MOXHOCTb BbIpaXKeHUS NPOLEHTHBIX OTHOLLEHWA B KONTMYECTBEHHO N
dopme.

STR3.4: [uana3oHbl 3HaveHMin. ASY3 fomkHa nogaepXkunsaTtb onpegeneHne noruyeckon cTpykTyphbl
[AMana3oHOB AaHHbIX, TO €CTb UX MaKCUMarbHbIX 1 MUHUMAaITbHbBIX 3HaYeHNA.

STR3.5: OTHoweHWs BenunuuH. ASY3 gomnkHa nogaepxusath onpedeneHne Normdeckon cTpyKTyphbl
OTHOLUEHUI BENUYNH (HAaNnpUMep X N3 ak y us b).

STR3.6: Oatbl nBpems. AQY3 gomkHa nogaepkusaTth onpeaeneHune Normieckon CTpyKTypbl AaT v Bpe-
MEeHMW.

STR3.7: A3Y3 pomxkHa nogaepxusatb NpUbnuanTenbHble, YacTUYHbIE U HeYeTKMe AaTthl N Bpems,
Hanpuvep:

- NpubnuanTtencHble AaTel/Bpems (B4epa, Ha NPOLUMo Hegene);

- vyacTuyHble gatbl (??/Main/1997, ??/??/1928).

STR3.8: ABY3 pomnkHa nogaepxuBatb pernctpauunio 3annaHnpoBaHHbiX Ha Gyayuiee cobbITUA Unn
OEeNCTBUNI, TAKNX Kak:

- BpPEMS CYTOK UM Nepuoabl BDEMEHU: HAMPUMEP YTPO, AeHb, Bevep, CMeHa (YTPEHHSS, BeYEPHSIS, HOY-
Has), BO Bpemsi 604pCTBOBaHNS;

- NpUMBnManTenbHbIE MOMEHTBI, CBSA3aHHbIE C AaTOW UMM BpeMeHeM: HanpuMep, npu npobyxaeHuu, Bo
Bpemsi ebl (3aBTpaka, nongHuka, obeaa), Bo BpeMsi CHa;

- OTHOCUTEIbHbIE MOMEHTbI AHS UMK CBA3aHHbIE CO BPEMEHEM: Hanpumep, nepen 3aBTpakoMm, nocne
obepna, neped cHOM, ABa AHSA MOCIe pasrpyskn, Yepes HeJento nocne nocneaHen 4o3ssl;

- YepegytoLLmecs U cucTemaTmyecke aaTel UM BpeMS: Hanpumep Yepes Kaxable BOCEMb YacoB, Yepes
Kakable TPy OHS, KaXablil noHeaenbHUK/cpeay/MATHULY, KaX40e BOCKPECEHbEe, KaxK bl TPETUI BTOPHUK.

STR3.9: A3QY3 gomxkHa nogaepxusaTtb perncTpaunto BpeMeHU B JaHHbIA MOMEHT, BpeMeHu, npoLue-
LUEero ¢ MOMeHTa HekoToporo cobbITuA, a Takke perncTpaLmio NPOACKUTENBHOCTH.

STR3.10: ABY3 pomkHa noaaepkuBaTb perncTpaLlumio YacoBOro nosica, B KOTOPOM 3Ta perncrpauums
npou3BoaMUTCA.

STR3.11: A3Y3 gomnxkHa noaaepXmsaTh perucTpaumio BpeMeHu Bo BceX eANHULLAX U3MepeHUst 40 MUI-
nmncekyHa.

5.1.4.2 Tlogaepkka pasnnyHbIX TUMOB AaHHbIX

STR3.12: ABY3 gormkHa obecneunsaTb MHTErPaLMIo C TUNaMn aHHbIX, onpeaeneHHbIX B ApYrix cucte-
Max, Hanpumep DICOM, MIME, ECG.

5.1.4.3 CnpaBo4Hble JaHHble

STR3.13: A3Y3 gomkHa nogaepXmnsaTb PerncTpaunio CnpaBoYHbIX JaHHBIX, HAaNpUMep, CTaHaapTHBIX
O1anasoHOoB U aTpubyTOB N KOHTEKCTA, OTHOCALLMXCS K KOHKPETHOMY HabnmiogeHno N U3MepeHuio.

5.1.4.4 KOHTEKCTHble AaHHble

STR3.14: A3Y3 gomkHa nogaepxmeaTb PermcTpaLmio KOHTEKCTHO-3aBUCUMbIX AaHHbIX, CBA3AHHBIX C
naTon n/unn BpemeHemMm, koraa cobbiTMe NPOU3OLLINO.

STR3.15: ABY3 gomkHa nogaepXxmeaTtb permcTpaunio KOHTEKCTHO-3aBUCUMBIX AaHHbIX, CBSA3AHHbIX C
[aTol n/unn BpemeHeM, korga cobbiTe OblNo 3aperMcTpUpPoBaHo.
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STR3.16: AQY3 ponxkHa noaaepkuMBaTb perucTpaumio KOHTEKCTHO-3aBUCUMBIX AaHHbIX, CBA3AHHbLIX C
cybbekToM.

STR3.17: A3Y3 pomkHa noanepXXuBaTtb perncTpaLmio KOHTEKCTHO-3aBUCUMBIX AaHHbIX, CBA3AHHBLIX C
NNUUOM, OTBETCTBEHHBIM 3a perucTpauuio U oukcaunto cobbiTUA.

STR3.18: A3Y3 pgonxHa noaaepXuBaTtb PerncTpaLmio KOHTEKCTHO-3aBUCUMbIX JaHHbIX, CBA3AHHBLIX C
obecneveHnem 34paBoOOXPaHEHUSI.

STR3.19: AJY3 ponxkHa noaaepXKuMBaTtb perucTpaumio KOHTEKCTHO-3aBUCUMBIX AaHHbIX, CBA3AHHbIX C
MecCTOM, rae cobbiTue 6b1no 3adhMKCMpoBaHo.

STR3.20: A3Y3 posrkHa noaaepKMBaTb PErucTpaLmio KOHTEKCTHO-3aBUCUMBIX AaHHbIX, CBA3AHHbIX C
NPUYKHOI perncTpaummn nHgopmaLmmn, CBA3aHHOM ¢ CObbITUEM.

STR3.21: A3Y3 pomxkHa noaaepXxMBaTb PerucTpaumio KOHTEKCTHO-3aBUCUMBIX AaHHbIX, CBA3AHHbIX C
NPOTOKOSMOM, KOTOPGLIN CBSI3aH C 3aperucTpupoBaHHoON nHopmaLmen.

5.1.4.5 Cssasu

STR3.22: AQY3 pomkHa onpeAenartb ceMaHTU4Yeckoe npeAcTaBfeHne CBA3EW Mexay pasnuqHon
uHcopmaumein B Y 3.

STR3.23: A3Y3 pormkHa noaaepXuBaTtb CBA3U C «BHEWHUMN CMIPaBOYHLIMU AaHHBIMWUY, KOTOPbIE He
MOryT XpaHUTbCs B pamkax 3Y 3, He noaBeprasi npy aTom pucky 6esonacHocTb nauueHTa.

5.1.5 Tpeb6oBaHusA, noanepXXuBaloLLiue KOHLENLUIo 340poBba

5.1.5.1 ToaaepxKa pasnMyHbIX CACTEM KOANPOBaHNA

STR4.1: A3Y3 pomkHa noagepkuBaTtb pasfMyHble CUCTEMbI KOAUPOBAHUA (TEPMUHOIOTMA BBOAA U
nHTepderca, TEpMUHONOIMM U KrnaccudukaLmm cnpaBoYHbIX AaHHBIX), obecneunsas nHTepdeicel c nporpam-
MHbIMU CpeCTBaMU, HarnpuUMep, C TepMUHOTIorU4Yeckumn 6paysepamu, TEPMUHONOTMYECKAMUN pefakTopaMm 1
TEPMUHOMOrMYECKUMU CEPBEPAMNA.

STR4.2: HayposHe aTpubyTa gaHHbIx ADY 3 fomkHa nogaepXxveath BageHue Kogom, CXeMon Koaupo-
BaHUs (HanpuMep, cucTeMoi KoagupoBaHusi/kraccudukauum), Bepcuen, UICXOAHBLIM A3LIKOM U UCXOAHBIMU Npa-
BUNAMW.

STR4.3: ABY3 pgomkHa oGecneumBaTb XpaHeHNe TEPMUHONOTMYECKUX AaHHBIX U COXPaHATb UHopma-
LIMIO O TEPMUHOMOTUYECKOM KOMMIEKTE, U3 KOTOPOro OHU BbInu BbIGpaHbI.

5.1.5.2 OpgHo3HavHoe NpeacTaBneHue nHgopmaumm

STR4.4: B cny4ae, ecnu uHcopmauns He ABAAETCA OAHO3HAYHON, CBA3AHHON TONbKO C OAHUM MECTOM
unn oagHum crioco6om, AY3 aomkHa noagepxveaTtb noapobHble NpaBuna, nossonsowme nsbexars ABycC-
MBICITIEHHOCTM (HanpumMep, He AOMMKHO OblTb HECKONBbKO TOMKOBAHWIA 3HAYEHUA TOro, YTO O3Ha4YaeT 3anuch:
«[He] [oTcyTCTBYET NYNbC HAa HUXKHUX KOHEYHOCTAX]» ).

STR4.5: ABY3 ponxkHa nopgepxusaTb cpeacTsa oTobpaxeHns mexay obbektamu B MHPOPMaLMOH-
HbIX 1 AeYKTUBHBIX MOAESAX, COOTBETCTBYHOLLME KOHKPETHOMY MHOXECTBY MOHATUN B 3TaNOHHOW TEPMUHONO-
TAW UMK KOHLeNTyarbHOoN Mogenn opraHusaLun.

5.1.5.3 lNpeacTaBneHue TekcTa

STR4.6: VcxogHoe npefdcTaBneHne TekcTa, BBegeHHOe BpauoMm, AOMMKHO COXPaHATLCA B Y3 npu nepe-
BOAe MHopMaL UM ¢ 0AHOro eCTECTBEHHOrO sidblka Ha APYron nim npy npeobpasoBaHnn TEPMUHOB 13 OAHON
cUcTeMbl kogupoBaHus/knaccudmkauum B Apyryto.

5.2 PRO2 — lMpouecchbl

5.2.1 Npepucnosue

AJY3 gonxHa nogaepXmeaThb KINMHUYECKME NPOLIeCChl, HanpumMep, pasMelleHne 3akasos, NnaHUpoBa-
HWe NeYeHus, Bbldavy KINMHUYECKUX pekoMeHaalnin, noaaemkky NpuHATAS peweHuin. ADY3 gomnxkHa Takke
nogaepKusaTth NpoLecchl, CBsA3aHHbIE HeNnocpeACcTBEHHO C y4eToM, BKtovas cbop, nouck, sanpockl, npea-
cTaBneHune n aBToMaTuyeckyto 06paboTky AaHHbIX 0 NauueHTe. BelcokokavyecTBeHHbIe AaHHble Heo6XxoaUMBI
ANt BCECTOPOHHEMN OLeHKN AaHHBIX O NauMeHTe U NoAAE PXKKA NPUHATUA AMarHOCTUYECKUX U NevebHbIX pelle-
HUI BpayoM, a Takke Ans 60NbLUMHCTBA APYTMX acnekToB UCCreaoBaHWsA NaLueHTa, NosToMy B cucteMmax Y3
no Mepe BO3MOXHOCTW AOSKHbI UCNOMNb30BaThCs YHUULMPOBaHHEIE MeToabl cbopa AaHHbIX U onpeaenieHns
AaHHbIX. ADY3 gomKkHa Takke noaaepKuBaTh fokanbHble KMMHUYECKNe U TEXHOMOrMYeckne npouecchl ans
TOro, 4Tobbl oBecneynTb MakcumarnbHyl Monb3y U MPUEMIEMOCTb cucTeM JY3 AnA Bpadein U Opyrux
nonob3oBaTenen.

5.2.2 KnuHu4eckue npouecchol

5.2.2.1 TMoaaepxKa KNMUHNYECKUX NPOLLECCOB

PRO1.1: ABY3 pomkHa nogaepXusaTtb perncTpawmio Bcex TUMoB KMMHUYECKUX COBLITUI, cnyYaes unu
3MU3040B, CBA3AHHLIX C NleYeHeM naLmeHTa.

PRO1.2: A3Y3 gomkHa nogaepxmsaTb Co34aHune, peanvsaumio 1 obcnyxmuBaHme KNMHUYecKnx npouec-
COB, NoAAepXMNBaOLLNX AeATENbHOCTL € NoNb3oBaTenei.
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PRO1.3: A3Y3ponxHa noaaepxueaTb HenNpepbiBHOCTb KNIMHUYECKOTO NpoLiecca, BO3MOXHOCTb 3anpa-
LUMBATb COCTOAAHUE KITMHUYECKOTO NpoLecca, BHOCUTL U3SMEHEHUA B CYLLIECTBYIOLLWIA KITMHUYECKUIA NpoLece U
NpoBepsATh haKT ero saBepLUeHns.

PRO1.4: A3Y3 gomxHa obecneumBaTb BO3MOXHOCTb (hUKCUPOBaTL HEMNOMHOEe 3aBepLleHne KIMHUYec-
KOro npouecca.

5.2.2.2 Mpobnemsbl 1 cocTosAHWE 340POBbS

PRO1.5: ADY3 pgonxHa noaaepXmeaTb peructpauuio U Npe3eHTaumio LenocTHOro COCTOSIHUSA 3040-
poBbsl, PYHKLMOHANEHOrO COCTOAHUA, NPo6neM, 06CTOATENLCTB, 3KOMOrMYECKUX YCITOBUIA U UX NMOCIIEACTBUNA.

PRO1.6: A3Y3 gomkHa npeaocTaBnAaTb BO3MOXHOCTb pernctpauumn u npeacrasneHus AaHHbIX B Npob-
NEeMHO-OPUEHTUPOBaAHHON CTPYKTYpe, BKMOYasA COCTOsAHWE NpobsfieMbl, NnaHbl peleHns U NocTaBneHHble
uenu. ASY3 gonxHa Takke NpeaocTasnATb BO3SMOXHOCTb CYLWECTBOBaHWUA APYIUX, Hanpumep, XpoHonornyec-
KU-OPUEHTUPOBAHHbIX, COBLITUAHO-OPUEHTUPOBAHHBIX, MapLIPYTHO-OPUEHTUPOBAHHLIX U NMPOLLECCHO-OPUEH-
TUPOBaHHBIX CTPYKTYP.

PRO1.7: A3Y3 gomkHa noaaepxuBaTb HabnogeHne 3a nauMeHTOM Ha NPOTSKEHUA BCEW €ro XU3HMN,
nocneaosaTtensbHoe BefeHne 3anucein 0 COCTOSHUA 3A0POBLA U NPOBEAEHHOM JTIeYeHUN, KOTopble MOTYT Npo-
CcMaTpuBaTbCA B XpPOHOMOrM4eckom nopsagke. Y3 naumeHTa 04gHOBPEMEHHO ABMSIETCS:

- PeTpOCNEeKTUBHBLIM, T. €. UCTOPUYECKUM 0B30pPOM COCTOSIHUA 300POBbS U NPOBEAEHHOro nevyeHust
(Hanpumep MHbDOPMaLMA O 3aBepLUEHHBIX COBLITUAX UK AeNCTBUAX NO 0BecneyeHunto UM CoxXpaHeHu o 300-
poBbA);

- TeKyWum, T. . «CerogHAWHUM» B3rNAAOM Ha COCTOSHUE 340POBbA U aKTUBHbLIE BMeELLATENbLCTBA
(Hanpumep nHcopMaLma 0 COBBITUAX NN AENCTBUAX B HACToALLEe BpeMsA No obecneyeHuto Unmn coxpaHeHuto
300pOBbA);

- NepcneKkTUBHLIM, T. €. NpeAcTaBNeHNeM 3annaHUpPoBaHHBIX BMeLwaTenbLCcTB B byaywiemM (Hanpumep
nHpopMaLmMA 0 3aNNaHUPOBAHHBIX UM OXUAAEMBIX COBLITUAX UNWN AEUCTBUAX NO 06ECneYeHUto Unu coxpaHe-
HUIO 300POBbLA).

5.2.2.3 KnuHuyeckoe ob6ocHoBaHWe

PRO1.8: A3Y3 gomkHa nopaepxunsaTb perncTpaupio BCeX KNMMHUYECKUX AaHHbIX B pasfiMYHbIX pexu-
Max (BK/touas aBTOMaTU3UPOBaHHbIN) B LieNsAX 060CHOBaHWUA AUArHO30B, 3aKNoUYeHUiA U NpeanpUHUMaeMbiX
OEeNCTBUIA, HanpaBneHHbIX Ha CoXpaHeHWe 340POoBbA U NPoBeAeHUE NeYeHNs NauneHTa.

5.2.2.4 Tlogaep>kka NPpUHATUSA peLLeHUsl, pyKOBOACTBa U NPOTOKOSbI

PRO1.9: A3YS3 gomkHa noaaepXveaTtb aBTOMaTUYECKYIO BblAady pa3Horo suaa npeaynpeantenbHbIX U
TPEBOXHbIX CUrHaNoB 1 HaNOMUHAHWIA, MHPOPMUPYIOLLMX U NpeayNpeXaatoLWmMx cneumannctoB 06 nHgekumu-
OHHBIX COCTOSIHUAX NaLMeHTa, annepruyeckmx peakLusix U Apyrux TepaneBTUYECKUX Mepax NpeJoCTOpOXKHOC-
TW, BKMIOYas HaMOMUHAHWA O HEBLIMOSIHEHHBIX Mpoueaypax, HeobXoaMMOCTM NPOBEAEHUst CPOYHbIX
nccneaoBaHWii M 03HAKOMIIEHNA C UX pesyfbTaTamn.

PRO1.10: A3Y3 pgomxkHa nogaepxusatb cUcTeMaTuyeckue npusbiBbl U HAaNoOMUHAHWUS HacerieHuio
(Bkntouasi o6azaTenbHble 0bLLeCTBEHHbIE NPOrpaMMbl 340POBbS), HanpaBneHHbIe, Hanpumep, Ha NpoBeaeHue
npodnNaKkTU4eCcKnX NPUBMBOK 1 3NMAEMNOMOTMYECKOro Haa3opa.

PRO1.11: ABY3 pomxHa 6bITb cnocobHa noaaepXxusaTb PYKOBOACTBA, MPOTOKOSbI U CUCTEMBI NOA-
OEPXKKN MPUHATIS peLUeHWA.

PRO1.12: A3Y3 pgomkHa noagepxuBaTtb NpeAcTaBfieHWe orpaHuyeHun u obszaTenscTB, KOTopble
OOJKHBI YYUTBIBATLCSA B MpoLiecce NPUHATUSA peLUeHUA.

5.2.2.5 TnaHnpoBaHue rneveHus

PRO1.13: A3Y3 gomxHa nogaepxusaTs (GopMUpOBaHME NaHa neyeHus, BKroyas yrnpasieHme cocTo-
AHUAMK MpoLiecca feveHns (HanpuMep, 3annaHupoBaHHoe, 3akasaHHoe, HaMeyYeHHoe, Tekyllee, OTMOXeH-
Hoe, OXugawllee, 3aBeplUeHHOe, W3MEHeHHoe, MpOoBepeHHoe, OTMEHEHHOe) B paMkax mnpolecca
NNaHUPoBaHNA NeYvYeHns.

5.2.2.6 3asaBku 1 npoLeccbl 0bCnyXMBaHus

PRO1.14: A3Y3 gomkHa noaaepmsaTh PErmcTpaLmio U OTCAEXUBaHNE KIMHNYECKNX 3asiBOK U 3anpo-
COB, BKMtOYasi BbIMMCAHHbIE peLenTbl U Apyrne 3asiBKA Ha feyeHne, HanpaBfieHUs Ha uccredoBaHust U
HanpaBreHusl K Bpayy.

PRO1.15: A3Y3 pgomkHa noagepxuBaTtb CBA3b MeXAY BbIMUCAHHBIMW Ha3HAaYeHUAMWU N OaHHbIMA
HabnogeHniA Ha OCHOBE pe3ynbTaToB WX BBINOMHEHUS (HanpuMep, Mexay HasHavyeHUAaMU Ha npoBedeHue
nccnegoBaHuin Ny NpuemMa nNekapCcTBEHHbIX CPEACTB M NOCNEACTBUSIMA NX BbIMONTHEHWS).

5.2.2.7 WNHTerpmpoBaHHoe fieveHne

PRO1.16: A3Y3 gonxkHa nogaepxmnBatb UHTENPUPOBaAHHOE fledeHne naumeHTa, BkoYvasi Henpepbis-
HOe COBMeLLeHHOEe MHOTOMITaHOBOE fieveHne nynpasneHe TeveHnem 3aborneBaHunsi, OXBaTbiBaroLLee pasnuy-
Hble pasaensbl 34paBoOXpPaHEeHNs U MecTa oKasaHWsi MTOMOLLIM (HanprMep oKasaHue pasfyHbIX BUA0B MOMOLLM
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B amBynaTopHO-NOAUKMUHUYECKUX, CTaLMOHapHbIX, OMALUHUX YCMOBUSIX, CKOPON U HEOTNOXHOW NOMOLLU
nT. Aa.).

5.2.2.8 ObecneveHue kavecTBa

PRO1.17: AQY3 ponxkHa noaaepkvBaTb perMcTpaumio 1 3anpochkl AaHHbLIX A451s TOro, YTo6bl UMETb BO3-
MOXXHOCTb OLIEHWUTb ONepaTUBHbIE U KITMHUYEeCKne AeACTBUSA, 06ecrnednTs COOTBETCTBUE CTaHAapTaM 34paBo-
OXpaHEeHUA N KOHTPOSb KAa4eCTBa NeYeHus!, a TakKe KONMYECTBEHHO OLIeHUTb pe3ynbTaThl.

5.2.3 Mpouecchbl yyeTa

5.2.3.1 C6op AaHHbIX

PRO2.1: A3YS3 ponxHa nogaepxusarb sicHble U NocnegoBaTenbHbIe Npasuna Ans BBoaa, Moauduka-
Uun, NpOBEpPKU, Nnepeaadun, NosyvyeHusl, NepemMeLleHnsl U 3aMmeHbl ycTapeBLUMX AaHHbIX. OTo TpeboBaHue He
nogpasymeBaerT, YTo 419 Kakoin-nubo KOHKpeTHOW peanusaluu gonyckaeTcs yaaneHue cogepxumoro 3Y3.
B koHKpeTHbIX crlyyasix cnegyeT NpUMEHATh NokanbHble NpaBuia coXxpaHeHUst 4aHHbIX.

PRO2.2: A3Y3 porkHa nogaepxveaTb peanusaumio npasui KOHTPOSS JaHHbIX.

PRO2.3: A3Y3 gomnxkHa nogaepxuBaTb B npoLecce cbopa gaHHBIX BO3MOXHOCTb NPOCMOTpa UHgpopMa-
Lnn BCEX TUMOB, 3aperMcTpMpPOBaHHbIX B MPOLUMIOM, B TOM Y/CHE C UCMOMNb30BaHUEM CPEACTB peannsauum
3anpocoB v hunbTpaLum.

5.2.3.2 Towuck, 3anpockl M oTobpakeHne faHHbIX

PRO2.4: ABY3 gomxHa noaaepXunsaTtb CENeKTUBHBIA NOUCK U HACTPOEHHbIE Ha NoSib3oBaTeNs GopMbI
npeacTaBneHnst OAHON 1 TOM e MHopMaLMU st KOHKPETHBIX NoTpebHocTen (Hanpumep, ANnst NoAAePXKU
MPUHATUA PeLLEeHWS UNW aHanusa AaHHbIX).

5.2.3.3 lNpeacraBneHune gaHHbIX

PRO2.5: ABY3 fomkHa noagepxnsatb BOSMOXHOCTb BbIBOOWUTL Ha 3KpaH AaHHbIe, NOMeYeHHble Kak
KnuHUYeckoe pestome, 63 HeoBXO4UMOCTUN UX NOUCKA BPYUHYIO.

PRO2.6: A3Y3gormkHa nogaepxuBaTb BO3MOXHOCTb CO0BLLATh O Knacce YCTPOUCTB, Ha KOTOpbIX Npe-
NoYTUTENbHO AoMKHa BbITh NpeAcTaBneHa MHopMaLus, B TEX Cny4asix, €CINnu 3TO MOXKET BIUSITb Ha ee KITMHU-
Yeckylo MHTepnpeTauuio (HanpuMmep MPOCMOTP LBETHOrO M30bpaKeHUsi Ha MOHOXPOMHOM MOHUTOpe,
NpocMoTp LndpoBOro AUarHOCTUYECKOro N30BpaXkeHUsl HA MOHUTOPE C HU3KUM paspelleHueMm).

5.2.3.4 MacwTabupyemocTb

PRO2.7: AQY3 He gomxkHa npenatcTBoBath achdekTuBHoi 0b6paboTke oveHb 6onbLLNX 3anucein nnm
o4veHb 60MbLLIOro Yicra 3anucei.

5.3 COM3 — lNepeaaya uHtpopmaLum

5.3.1 Mpegucnosue

MpuHUMN, Nexaluuii B ocHoBe TpeboBaHWiA, NpeAcTaBNeHHbIX B AaHHOM NYHKTE, AOMKEH NpeAoCcTaBnUTb
BO3MOXHOCTb NepeAaydn AaHHbIX, XpaHsaLwnxces B Y3, Mexay pasnuyHbiMn cuctemammn Y3 n Apyrumuy KiuHu-
YeckMMu cucTemamm. AHanormyHo sce Y3 A0MKHBI UMETb BOSMOXHOCTb NPUHUMAaTB AaHHbIE, NepeAaHHble U3
pasnuyHbIX cructem OY3 1 APYrnNx KIMHUYECKUX CUCTEM.

CyulecTBytoT aBe opMmbl Nepeaaum mHgopmaumm: obmeH coobuwieHuammn u obmeH sanucamm. ObmeH
coobLeHUsIMN HeoBX0AMM B Criyyae, ecnu AaHHble NepefalnTca Mexay CUCTeMaMK, He COOTBETCTBYIOLLIMMAU
OOHOMY 1 TOMY e CTaHAapTy apxutekTypbl 3Y3. ObMeH cooblueHnaMn TpebyeT UCMoNb3oBaHMs corflacoBaH-
HbIX NpoTokonoB, Hanpumep HL7, UN/EDIFACT u DICOM. dopmMaTt n MmeToAbl pacnpocTpaHeHUs AaHHbIX AOMK-
Hbl ObITb MO BO3MOXHOCTU CTaHAAPTU3UPOBaHBI.

OBmeH 3anucsiMmn MoXxeT MPONCXOANTb, ECNA AIaHHbIE NepeaaloTca Mexay AByMs cuctemamu Y 3 c oau-
HaKoBOW apxuTekTypoil. OBMeH 3anucamMmn BKIoYaeT B cebs nepeMelleHne Unmn KonuposaHue AaHHbIX JY3
LeSIMKOM UITN YacTUYHO.

5.3.2 Mepepayua coobLeHNNA

COM1.1: ADY3 gorpkHa noaaepXuBaTth IKCMOPT U UMMAOPT AaHHbLIX, TPUHATBLIX C UCMONB30BaAHUEM NPO-
TOKONoB 06MeHa coobuweHusimu, Hanpumep HL7 , UN/EDIFACT u DICOM.

5.3.3 O6meH AaHHbIMU yyeTa

COM2.1: AJY3 fomkHa AaBaTh BO3SMOXHOCTb 06MeHa AaHHbIMU 3Y 3 LIeNIMKOM UM YacTUYHO (BbiBGOp-
Kamu) Mexay cMcTeMamMm ¢ COBMeCTUMbIMU ADY 3.

COM2.2: AJY3 pgorpkHa noagepkusath nocnegosatensHoe ynopagaoveHue AaHHbIX B LenAX opraHnsa-
Lun B3anmoaencTeus (Hanpumep, nocpeactsom XML, SOAP, CORBA, NetuT. a.).

COM2.3: ADY3 ponkHa onpeaensTb ceMaHTUKy 06beauHAEMbIX AaHHBIX U3 BbIBopkK U3 Y3 ¢ pesu-
NeHTHbIM JY3 B NpUHUMaloLLIEA cUCTEME.

COM2.4: AJQY3 pomkHa obecrneumMBaTb KOHTPOIbHBIN aHanu3 npoueccoB obmeHa, BKNIOYAA ayTeHTU-
dukauno, 4N naeHTUMUKaLMMU Touek nepedadn u npueMa BuiGopku ns 3Y3, koTopble He0bXoaNUMO NPUHK-
MaTb BO BHUMaHUe Npu 06 beauHeHUn AaHHbIX.
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COM2.5: TMpaBwuna obmeHa BbIGOPKONA, COCTOALLEN U3 YaCTU TEKYLLMX NoKasaTenen Unmscex AaHHbIX 13
QY3, 4omKHbI BbITb TAKUMM XKE, Kak 1 NpaBuna obmMmeHa Y3 B LieNOM.

COM2.6: ABY3 pomkHa aaBaTbh BO3MOXHOCTb CEMaHTUYECKOro B3aUMOOEACTBUSA KNUHUYECKMX NOHS-
TUIA Mexay cucteMamu 3Y3 Ans nogaepxkn asTomatTmieckon 06paboTku AaHHbIX B IPUHUMaLOLLEH cucTeme.

5.4 PRS4 — CekpeTHoOCTb U 6e30nacHOCTb

5.4.1 Mpepaucnosue

QY3 pomkeH nogaepXxnBaTtb 3TUMHOE U 3aKOHHOE UCMOMb30BaHWe NTIMYHOM MHpopMaLN B COOTBETCTBUMN
C YCTaHOBMEHHBbIMU NPUHLMMAMU U rpaHnLaM1U HEeNPUKOCHOBEHHOCTU NINYHOWM XKN3HW, KOTOPbIE MOTYT UMeTb
KYNbTYpHYt0 cneumduky unm cneunduky topncankumnm. OCHOBHOM 3agaveli asnsetca obecrnedyeHne KOHTPONA
goctyna k Y3 ¢ Tem, 4uTo6bl MHAMBMAYanbHas MHdOPMaLUA O 340POBbE MOrMa XPaHUTLCA Kak KoHdnaeH-
LuanbHasi, To eCTb UCMONb30BaTbLCA TOMbKO A paspelleHHbIX Lefen U TOMbKO YNTONHOMOYEHHBIMU L amin, a
TaKke NpY HaNUM4YUM MHOOPMUPOBAHHOIO COrNacunsa co CTOPOHLI NaLMeHTa.

OcHOoBHEIMU 3aga4amm 6e30MacHOCT U ABNAOTCH ayTeHTUUKALKSA, LLeNTOCTHOCTb AaHHbIX, KoHbuaeHUN-
anbHOCTb, UAeHTUUKaLUA aBTOPCTBA U BO3ZMOXHOCTb NPOBEeAeHUs KOHTPOS.

5.4.2 CekpeTHOCTb U KOH(pUAEHLNANBHOCTb

PRS1.1: A3Y3 gomkHa noggepXnsartb NPUMeHeHe JeACTBYIOLUMX NPpaBui HENPUKOCHOBEHHOCTU NNY-
HOW KMU3HW 1 KOHUAEHLMATNBHOCTN.

PRS1.2: A3QYS3 gomxHa nogaepxuBaTtb BO3ZMOXHOCTb MOMeYaTb BeCb Wunmn otaenbHble pasaens 3Y3
Kak paspelleHHble K UCMOMb30BaHNI0 TOMbKO ANs aBTOPU3OBaHHLIX Nonb3osaTtenen uw/unu uenen. K aaHHon
BOSMOXHOCTW OTHOCATCA yKasaHUsl 06 orpaHnYeHun Ha YPOBHU AOCTYNAa K YTEHUIo, 3anucu, Moandukauuu,
npoBepKn 1 nepeaaun/packpblTUsl AaHHBIX.

PRS1.3: A3Y3 gomkHa nogaepxusatb orpaHUEHNs, CBA3aHHbIE C CEKPETHOCTLIO U KoHdUAeHUManb-
HOCTbIO, Ha YPOBHe Kak HabopoB AaHHbIX, Tak U OTAENbHbLIX aTPUBYTOB AAHHbIX.

5.4.3 Cornacue

PRS2.1: A3Y3 gomkHa noaaepxusatb peructpauuio MHOOPMUPOBAHHOIO cornacusi nauueHTa npu
co3JaHu1 yyeTa.

PRS2.2: A3Y3 pomkHa nopaepxusatb MosfydeHWe, perncTpauuio U npocreXuBaHue COCTOSHUS
NHOPMUPOBAHHOTO COrMNacus Co CTOPOHLI NauMeHTa Ha AocTyn K 3Y3 B Lenom uunu pasgenam JY3 B onpe-
[OeneHHbIX Lensx.

PRS2.3: A3Y3 gomxHa nogaepxuBaTh peructpauuio Lenen, Ha kKotTopble Nony4yeHo cornacue.

PRS2.4: ADY3 pomkHa noagepXxuBaTb perncTpauuio BpeMeHHbIX UHTepBanoB, B paMKax KOTOPbIX
OelcTByeT Kaxagoe cornacue.

5.4.4 KonTponb goctyna

PRS3.1: AQY3 gomxHa noaaepkveaTtb Mepbl, CBA3aHHbIE ¢ onpegeneHuem, npuMeHeHuem, U3MeHeHn-
eM v yaaneHuem npas AoCTyna Ko Bcemy u/unn otaenbHeIM pasaenam JY3.

PRS3.2: ADY3 aomkHa noaaepXunBaTtb Mepbl, CBA3aHHbIE C onpeaerieHueM, NpUMEeHEHNEM, NU3MEHEHU-
eM 1 yaaneHuem npas AoCTyna Ans KrnaccoB nosnb3osaTtenein 3Y3.

PRS3.3: A3Y3 pomxHa nogaepxuBaTtb Mephl, CBA3aHHbIE C paspelleHNneM U orpaHu4eHneM 4ocTyna ko
BCEMY W/WNK oTAeNbHbIM pasgenam JY3 B COOTBETCTBUM C AEUCTBYIOLLMMM NpaBuiaMu cornacusa u goctyna.

PRS3.4: AQY3 porkHa noaaepxueaTth Mepbl, CBA3aHHbIE C pasgeneHnemM BO3MOXHOCTN aobaeneHus
n/vnn MmoandukaumMm AaHHbLIX B Y3 yNONHOMOYEHHBIMU TMUAMW OT BO3MOXHOCTU NOSyYEeHUA UMK 4OCTyNa K
JY3.

5.4.5 LlenocTHOCTb AaHHLIX

PRS4.1: AQY3 normkHa noaaepXusatb Mepbl, CBA3aHHbIE C obecneyeHnem LenocTHOCTU AaHHbIX, Xpa-
HALMXCA U NepedaBaeMbiX B U U3 JY3.

5.4.6 Bo3MoXHOCTb ayauTa ocTyna

PRS5.1: A3Y3 gomxkHa noanepkveaTb BeAeHNe KOHTPONbHOMo XXypHana goctyna u mogudukaumm aaH-
HbIX B paMKax BCero Uiy oTaenbHbiX pasgenos OY3.

PRS5.2: AQY3 gomkHa nogaepXvBatb perucTpauuio Xapakrepa kaxagoro goctyna wwnm mogucdu-
Kauumu.

PRS5.3: A3Y3 gomkHa nogaepXxuBaTb BOSMOXHOCTb ayuTa, A0CTaTOMHOro ANA OTCREXUBaHNS OTBET-
CTBEHHOCTV MO KaXKAOMYy LIary unv saave B KITMHUYECKUX NN orepaTUBHBIX NpoLeccax, 3apermcTpupoBaHHbIX
B yueTe.

5.5 MEL5 — Meauko-npaBoBble acneKTbl

5.5.1 NpegucnoBue

TpeboBaHus, kacatoLmecs MeauKo-NpaBoBbIX acnekTos AJY 3, ABNAOTCA CyLeCTBEHHbIMU, eClv He06-
xoaumo obecneunTb AoBepue K gaHHbIM 3Y3 co CTOPOHLI Bpaden u Apyrux notpebutenen uHgopmauum, a Tak-
e NPUHATUE AaHHbIX JY3 B cyAax B ka4yecTBe AokasaTenbHol 6a3bl NpoBeAeHHOro NeveHusi, CooTBEeTCTBUA
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3aKoHOAATeNbCTBY U KOMNETEHTHOCTU Bpayeil. MHOrMe n3 Mmeauko-npaBoBbiX TpeboBaHWI CBA3aHbI C U UMeT
3HayeHne AN coxpaHeHusl BpadebHoW TalHbl U GesonacHocTM JY3, HO, HECMOTPS Ha 3TO, OTHECEeHb! K
OTAEeNbHOWM KaTeropumn B IaHHOMN CTPYKTYpe TpeboBaHWA.

[ns Mmeauko-npaBoBLIX Liefel cylecTBeHHOo, YTobbl Bce AobaBneHust, moaudukaLum nnm nsmeHeHus
AaHHbIX B QY3 NOCTOSIHHO PEMMCTPUMPOBAIIUCh U COXPaHSINUCh B TeYEHNE HeonpeaerieHHoro nepMoga Bpeme-
HWU. [iNs noaaepkki ayTeHTUYHOCTU Npou3BeAeHHbIX AeACTBUIA AaHHas MHopMaums He A0MKHa noaeepraTb-
ca nocnegylowemMy U3MEHEHUI0O WU YHUYTOXeHWo. Takke CylecTBEeHHO, 4YToDObl KaXablid y4acTHUK
0QHO3Ha4yHO uAaeHTUduumMpoBancad W Obil  HepaspbiBHO CBfisaH C  WMHopMauuen, KOTOpyl OH
3acBuaeTenbCcTBOBan.

MpaBoBble TpeboBaHUA U3MEHSIIOTCH B LUMPOKUX Mpefernax B pasHbiX opucankuusx. NpusHasas atu
n3MeHeHus1, 3Y3 He foSKeH HanaraTb NpaBoBble 06s3aTenbLCTBa 0AHOro 0bwecTBa Ha apyroe. ADY3 gomnkHa
obecneuunBatb, 4TobbI 3Y 3 MOT 6bITh OPUAUYECKU NPUEMITEMbIM OKYMEHTOM B pamMKaXx opUCOUKLNM, B KOTO-
poW OH co3aaeTcs.

5.5.2 MNoanepxka npaBoBbIX Tpe6oBaHUMA

MEL1.1: AQY3 gomxHa noaaepXnsaTb Mepbl No obecneyeHnto TOHHOTro OTPaKeHUS XPOHOMOMN KIUHU-
YeCcKUX cobbITuin U 4OCTYNHOCTU MH(bopmauun B JY3.

MEL1.2: AQY3 gomkHa NpeAocTaBnsATb BO3MOXHOCTb TOYHO BOCMPOU3BOAUTL coaepkumoe OY3 no
nobbIM 3a4aHHBIM AaTe U BPEMEHU C MOMEHTa ero Co3AaHusl.

5.5.3 YyacTHuKMU

5.5.3.1 CybbekT 3apaBoOXpaHeHust

MEL2.1: A3Y3 pomkHa yuuTbiBaTh, YTO CyObekToM neuyeHust B QY3 MoxeT 6biTb Kak oAuH, Tak W
HEeCKOMNbKO YenoBeK.

5.5.3.2 UpeHTudurkaums naumeHToB

MEL2.2: A3Y3 porkHa obecneunBaTb perucrpauuio ageksaTHbIX aTpubyToB uaeHTUUkaLum nauneH-
TOB U TaKuUX KITMHUYECKN 3HAYMMBbIX aTpUBYTOB NaLMEHTOB, Kak AaTa POXXAEHUS, MON, 3THUYECKasa NpuHaanex-
HOCTbUT. 4.

5.5.3.3 UpeHTudukaums nons3oBarenen

MEL2.3: A3Y3 gomkHa obecneunBatb OAHO3HAYHYIO N HAAEXHYI0 MAeHTUdMKaUuo nonb3oBaTtenei,
YAOCTOBEPSAOLLNX 1 MOMELLaoLLUX NoBYH KOHKpETHYH0 nHdpopmaumio B Y 3.

MEL2.4: AQY3 gomxHa noggepxvBatb NOCTOSIHHYIO cNocoBHOCTb uaeHTUdUUMpoBaTh Nonb3oBaTe-
nen, faxe nocne UsSMeHeHns UMU UMeHn, Npodeccuun, nona unu agpeca.

5.5.3.4 VpeHTndpmkauum spavein

MEL2.5: A3Y3 gormxHa noaaepkmsaTtb Mepbl NO 04HO3HAYHOW naeHTUdUKaLUn Bcex Bpaden, Ha KOTo-
PbIX UMEKTCA CChIfkM B QY 3.

MEL2.6: A3Y3 gonxkHa nogaepxunsaTtb pernctpasuio ponen nobbix Bpayen, 0TBETCTBEHHLIX 3a Nobyto
KMUHUYECKYI0 AeATENbHOCTb, 3aperucTpupoBaHHyo B 3Y3.

5.5.3.5 OTBeTCTBEHHOCTb aBTOpPAa

MEL2.7: A3Y3 gomkHa noaaepxusaTb Mepbl No obecneveHunto Toro, YTobbl kaxkaasi ydeTHast 3arnucb
nmena aaty, a ee aBTop ObIn naeHTUULMPOBaH.

MEL2.8: A3Y3 gonxHa nogaepxusaTbe Mepsbl Mo obecneyeHunto peanusaumm 6esycrnosHoro Tpebosa-
HUA, 3aknioyatoLlerocs B ToM, YTobbl kaxagas BHocuMas B QY3 3anunck NpunuckiBanacb KOHKPETHOMY OTBET-
CTBEHHOMY YHaCTHUKY 34paBOOXpaHeHns (He3aBUCUMO OT TOTO, AIBMAETCS [N OH ee aBTOPOM UIN HET).

5.5.3.6 AtTecTauus sanucemn

MEL2.9: AJY3 gomnxkHa nogaepxmesaTb Mephbl Mo obecneveHunto Toro, 4Tobbl kKaxkaas 3anvck B QY3 Obina
yAOCTOBEpeHa OTBETCTBEHHBLIM JTULOM.

MEL2.10: A3Y3 gomnxkHa noaaepxueaTtb Mepbl o obecrnevyeHuto Toro, YTobbl BHOCUMEIE NOMNPABKMY NpU-
MUCbIBanUCb OTBETCTBEHHOMY JINLLY U perncTpupoBarnics Nx aarta, BpeMs v npuyuHa nornpasku.

5.5.4 KnuHuyeckas KOMMNETEHTHOCTb

MEL3.1: A3Y3 pgomxHa nogaepkunsaTbh AeMOHCTPALMIO KITUHUYECKOW KOMNEeTEHTHOCT U OTBETCTBEH-
HOCTU Bpayen.

5.5.5 [locToBepHOCTb

MEL4.1: A3Y3 gomxkHa obecneunsaTb, 4ToObl MHopMaLms, npeaHasHavyeHHas AN 3aMeHbl ke 3ape-
TMCTPUPOBAHHOW U YAOCTOBEPEHHON MHopMaLMK, KOMMNeKToBanack OTAENbHO W yAOCToBepsAnach Kak
nHdopMaLms, 3ameHsoLas paHee BHECEHHY!O.

MEL4.2: A3Y3 pomnxHa obecneunmsatb BO3MOXHOCTb BOCCTaHOBIIEHUS TOUHOTO COCTOSIHUS yyeTa Ha
nto6oii 3a4aHHbIA MOMEHT BPEMEHW C MOMEHTA HavansbHoro cosgaHua Y 3.
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5.5.6 CoxpaHeHUWe KOHTeKcTa

MELS5.1: B cny4ae, ecrnv OTKPbITLIN TEKCT UMK 3aKOAUPOBaHHbIE TepMUHBI B JY3 661N nepeseaeHbl Unu
npeobpa3soBaHbl, UCXOAHBIA TEKCT UM 3arofioBOK Ha A3blke opuUriHana AoMmKeH ObiTb COXpaHeH.

MELS5.2: A3Y3 gomkHa nogaepxunsatb CBA3b KNUMHNYECKON KOHTEKCTHON UH(OpMaLMK C COOTBETCTBY-
OLLIMMM BrIEMEHTaMN AaHHbIX HE3aBUCUMO OT TOTO, Kak AaHHbIe CTPYKTYPUPOBaHDI.

5.5.7 HeusMeHHOCTb

MELG.1: A3Y3 gonxHa obecneunsartb XpaHeHUe yAoCTOBEPEHHOM HOPMALIMK B 3aLLIULLIEHHOM PeXu-
Me, 3anpeLlatoieM fobble USMeHEHNs Un yaaneHus.

5.5.8 BepCUOHHBbIA KOHTPONb

MEL7.1: A3YS3 gonxHa nogaepxueaTb ynpasneHne BepCcusaMn ¢ AUCKPETHOCTLIO, Ha KOTOpoW nHdop-
Maums yaoCcToBepsaeTCs.

MEL7.2: A3Y3 gonxHa nogaepxunsaTs Mepbl Mo pasnuieHnio moaudukauum unv o6HOBMNEeHNS 3anucu ¢
NCMNoNb30BaHNEM BEPCUOHHOIO KOHTPONA.

5.6 ETH6 — 3Tu4yeckue acnekTbl

5.6.1 MNpeagucnosue

OTu4ecknM 1 MopanbHbiM 060CHOBaHWEM CO34aHUA, XPaHEHUA U BeAeHUSl y4ETOB COCTOSIHUA 340P0BbA
ABNAETCA TO, YTO OHU ABNAOTCA 3D PEKTUBHBIM UHCTPYMEHTOM ANA 3aLMUThHI 300POBbA NaUMeHToB. OcHoBamMu
OTHOLUEHUI MeXay BpayoM U NaumeHToM ABNAIOTCA NpeaoCcTaBNeHne KIMHUYECKUX YCIyr Ha BbiCovailem
YPOBHE U YBaXeHWe NpaB U JOCTOMHCTBA NauneHTa. 310 Hen3bexHo NPUBOAUT K 3aKNOYEHUIO, YTO NpaBo Ha
NMHOpPMUpPOBaHHOE Corfiacue U NPaso Ha KOHUAEHUNANbHOCTb TaKKe ABNATCA 3TUHECKUMA M MOPanbHbIMU
MPUHLMNAMN HAaNBbICLUEA BAXKHOCTH.

5.6.2 Mopaepxka 3TU4ECKOro 060CHOBaHUA

ETH1.1: A3Y3 gomkHa MMeTb BO3MOXHOCTb PerucTpupoBaTb 3TUHEcCKOoe corfacue Ha BTOPUYHbIE
Ncnonb3oBaHUsa MHpopMaL M 0 NauneHTe, coaepxallencs 8 9Y3.

5.7 COC7 — MNotpebutenbckue U KyNbTypHble acneKTbl

5.7.1 Mpepgucnosue

5.7.1.1 Buirogbl oT 9Y3 ananotpebutenen

OY3 gomkeH nMeTb NOTeHUMan Ana CyWEeCTBEHHOro YNy4lleHUs kayecTBa WU pe3ynbTaToB fieyeHus
noTpebuteneli npexae Bcero 3a c4eT AocTyna Bpaven K TOYHON U CBOeBpeMeHHOW MHdopmaLmmn o6 nctopum
obcnyxunsaHus 3aopoBbs NoTpebutens. ObecneyeHue ahekTMBHOIrO AocTyna K HopmaLum Kak ana noTpe-
6uUTEeNen MeAULMHCKUX YCITYT, Tak 1 AN Bpaveid MO3BOMUT yyYLIUTb B3aUMOMOHUMaHUe Mexay HUMWU 1 npuee-
Aet k 6onee 0CMbICIIEHHOMY Y4acTUIO NOTpebUTens B npoLiecce CoXpaHeHuUsl ero 340poBbsi. Hanuune goctyna
K Takor uHcpopmaLmm AaeT BO3MOXKHOCTb B3aUMOAENCTBOBATbL JII0AAM Kak MHC(DOPMUPOBaHHBIM NOTPeGUTEeNnam
1 OCYLLECTBNATL OCMbICIEHHbIA BEIGOP B paMKaxX CUCTEMbI 34paBOOXPAHEHUS.

CornacoBaHue noTpebHocTEn N NHTEpecoB NoTpebutenen satparnsaeTt NpobnemMsl cekpeTHocTU, 6e30-
NacHOCTU, KOHbUAEHUMANLHOCTM U AOCTYNA.

5.7.1.2 TMNotpebutenbckue acnekTbl CEKPeTHOCTU, Be30NacHOCTU U KOHUAEHLMaNbHOCTU

MoTpebutenu MeguUUMHCKUX YCNYT AOMKHBI BbITb YBEpEHbI B TOM, YTO MH(OPMaLUs, KOTOPOI OHU AenAT-
CA C Bpa4oM, Ucnofb3yeTcsl ¢ y4eTOM HENPUKOCHOBEHHOCTU UX FIMYHOW XU3HU U XpaHUTCSl B COOTBETCTBUN C
TpebosaHuamu 6esonacHocTu U KoHdKraeHUMansLHocTU. B npoTuBHOM cniyyae noTpebutenu 6yayT HEOXOTHO
obpawatbea 3a MeaULMHCKON MOMOLLbIO N He ByAyT NpeoCTaBATb TOUHYIO U NOSHY0 MHOPMaLUnto, YTo He
TONbLKO NOCTABUT MOA Yrpo3y UX 340poBbe, HO Takke byaeT 3aBoAUTL B TYNUK MPOrpamMMbl KNMAHUYECKUX U Npo-
dunakTudecknx  uccnegosaHui, npodeccuoHanbHoe  MeauuMHcKoe  obpasoBaHuMe U pasBuTUe
30paBoOXpaHeHusI.

5.7.1.3 Touka 3peHua notpebutenei

Y3 aornmkeH 6bITb He TONbLKO AOCTYNHBIM A1 NOTpebuTenen, Ho B HeM TakKe JOSPKHbI HaKanMBaTbCa UX
B3rNAAbl U KOMMEHTapUN, CBA3aHHbIE C CAMOKOHTPONEM TeuyeHus1 6ones3Hu, AMeTUMECKUMU 3aMmedHaHuaMu,
3aMevaHNsIMN MO CaMOKOHTPOSIO BO BPEMSA 3aHSITUA (PU3KYLTYPOM U CIOPTOM, NOBEAEHYECKOA aKTUBHOCTbIO,
HacTpoeHneM U T. 4. MoTpebuTeny MoryT Takke UCNonb3oBaTh Y3 A5 noucka coBeTa No YryqLeHuto ux 340-
poBbsl UNWU ANa Toro, 4Tobbl 3agaTb BOMPOCHI, CBA3AHHLIE C YMpaBlieHWEM UX fedeHueM. Todka 3peHus
noTpebutensa sBNSIETCS BaXXHOW, NOAAEPKMBAIOLWEN ero Conpu4acTHOCTb U YKpernssollei B3aMMOCBA3b
mMexay noTpebutensimu n spavamu.

5.7.1.4 KynbTypHble npo6nembl

KynbTypHble npobriembl ABNSAIOTCA CYLECTBEHHOW KaTeropuen uHgopmMauum, kotopast 4oImkHa ObITb
pacnosHaHa u oTpaxeHa B TpeboBaHuAx k OY 3. Bo MHOTUX KyNbTypax He NoAAe pKUBaeTCA uaest KoNneKTUBHO-
ro Ucnonb3oBaHust MHopMaLmmn 0 NauueHTe. B apyrux KynbTypax KOIIIEKTUBHOE UCTIONb30BaHNe MHpopMa-
LN U NPUHATUE PELLEHUIA OTHOCUTENBLHO 3A0POBbS NPU3HAETCS Ha YPOBHE pacLUMPEHHON CeMbU Unu 6onbLuen
no cocTasy rpynnbl NioAen.
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HekoTopble anemeHThbl Bpa4ebHOM KOMMNeTEeHLMN TECHO CBA3aHbI C posbio Bpayel B obLecTBe, B KOTO-
POM OHW NpaKkTUKytoT. AQY3 He JOMKHa yCTaHaBnMBaThb npasuna BpadebHoN NPakTukn, NPUHATLIE B OAHOM
obulectse, Ans BpavyebHOM NpakTukM B Apyrom obliecTse, xoTa AJDY3 gonxkHa noggepxunsaTtb cpeacTsa
N3ydeHnst pasnnYHbIX CTUAen BpadeGHO NpaKkTuku.

MoaTomy paspaboTka Y3 TpebyeT y4yeTa obLiMX Npobnem cooblLuecTsa, BKNOYas obLyeyenoBeyeckyo
KynbTypy 1 oBLUeCTBEHHOE cornacue, oxuaaHus, A3blk, penurimosHele B3rnsabl, NepcoHanbHyo naeHTuduka-
Luto. Bece nepeydncnerHele Bbille hakTopbl 4OMMKHbI YYUTBIBATLCSA NPU COBEPLUEHCTBOBAHMM MOAENU 34paBo-
oxpaHeHus B Byaywiem.

5.7.2 Mpo6nembl noTpebuTtenen

5.7.2.1 TMoagepxka npobnem notpebutenen

COC1.1: ADY3 gomkHa nogaepkmeaTh reHepaLnto BbIXOAHbIX AaHHbIX B (hopmaTte, OpueHTUPOBaHHOM
Ha noTpebuTens.

COC1.2: ABY3 pomkHa noaaepxusatb Npaso noTpebuTenen Ha AoCTyn ko Bcer nHdopmaummn Y3 ¢
cobnogeHem pUCANKLNOHHBLIX OrpaHUYEHWA.

COC1.3: AQY3 pomkHa noaaepxusatb NoTpebuTtenen, crnocobHbIX perucTpupoBaTth MHpopMmaLuo o
camorieveHNm, NX TOUKY 3peHUs Ha NMYHbIE NPoBriemMbl Co 340POBLEM, CTEMEHb YAOBETBOPEHUSI, OXKUOAHMUSA 1
KOMMEHTapun, KOTOPbIE OHWN XOTHAT BHecTU B Y 3.

5.7.3 KynbTypHble npo6nemsi

5.7.3.1 Moaaepxka KynbTYpHbIX Npobnem

COC2.1: AQY3 pgonxkHa noggepxunsatb BOIMOXHOCTb B3aUMOAENCTBNA B MUPOBOM MacluTabe ¢ yde-
TOMMeCTHbIX 06blYaeB 1 KynbTypbl. M3 3TOro criedyeT, YTo npoLeaypa peansaummn 4aHHoNn BOSMOXHOCTU 40IT-
)Ha ObITb KaKk NPOCTON, TaK 1 HacTpansaeMoii nog TpeboBaHNs pasnUYHbLIX PUCONKLNA.

5.8 EVO8 — Pa3Butue

5.8.1 MNpepucnosue

ApXUTEKTYpa 3MEeKTPOHHOTO yYeTa 340P0BbsA A0MKHa obecneynBaTb NPeeMCTBEHHOCTb y4eTa AaHHBIX C
TeMm, 4Tobbl AaHHble Y3 1 nporpaMmHoe obecneyeHne, B KOTOPOM OH Co3daBsarncsi, MOrfm 6bITb MCNOMb30Ba-
Hbl B 6yayLuemM, HeCMOTPS Ha MOCTOsIHHbIE U3MEHEeHUA MHPOPMALIMOHHEIX TEXHOMOMMIA. 3TO O3HAYaeT, YTo
AJY3 gomxHa 6bITb NPakTU4eckn He3aBUCUMOW OT TeXHomnornn peanusauun. Moatomy apxutektypa Y3
AOIMKHA NMeTb BO3MOXHOCTb BOCTIPUHMMATL HOBbIE POPMBbI KITMHUYECKUX 3HaHWUI (Hanpumep nccnefoBaHvs
reHOMOB W MPOTEUNHOB), KOTOPLIE HE TOMLKO MOTYT UMETb HOBOE KNUMHUYECKUE codepXaHue, HO Takke UCNOoNb-
30BaTb HOBbIE TUMbI AaHHbIX. C ApYroi CTOPOHbI, yHacneAoBaHHbIE CUCTEMbI COXpaHATCA B Oyayluem elle gon-
ro, n noatomy Heobxoaumo, 4TOObI COOTBETCTBYWOWAA cTaHAapTam AQJQY3 Morna noaaepXxuBatb
yHacnegoBaHHble AaHHbIe.

5.8.2 Nopnepxka apxutekTypbl Y3 u pasButusa cuctem Y3

EVO1.1: ObpaTHas coBMeCTUMOCTb NporpaMMHoro obecneuyeHust JY3: Jliobaa peanusauns ADY3
JorkHa 6bITh cnocobHa obpabaTbiBaTh gaHHbIE DY 3, co3QaHHOIO Ha OCHOBe Gonee paHHUX Bepcuin ADY 3.

EVO1.2: ObpaTtHas coBmecTuMmocTb QY 3: MporpamMHoe obecneyeHne, co3gaHHoe Ha OCHOBe Npeabl-
ayweii Bepcun ASY 3, AoImKkHO 6bITb cnocobHo o6pabaTbiBaTh JY 3, co3AaHHbIE Ha ocHoBe Bonee HOBOW Bep-
cUMAJY3.

EVO1.3: ADY3 pomxHa 6biTb cnocobHa npucnocabnuMeaTh perncrpamio MHpopmaummn K HoBbIM op-
MaM KMMHNYECKUX 3HaHUA, HOBBIM KITMHUYECKUM AUCLMNITMHAM, NpoLieccaM 1 onbiTy.
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MpunoxeHne A
(cnpaBo4HoOe)

MeToponorusa paspa6éotku UCO/TC 18308:2004

MeTtogonorus, npuHsaTas gns paspabotku MCO/TC 18308:2004 cocTonT U3 TpEX 3TanoB.:

1) BbISIBNEHME CYLLECTBYIOLLMX MCTOUHUKOB, codepXallmx TpeboBanus Kk Y 3;

2) conocTaBneHNe N aHanu3 UCXOA4HbIX TPeBOBaHUIA Ha OCHOBE NOAXOASLLEN CUCTEMbI B3MMSL0B 1

3) paspaboTtka cBogHOro Habopa TpeboBaHWi, OCHOBAHHOIO Ha OPUIMHATBHBIX UCXOAHbLIX TPEOOBaHUAX.

91an 1. BbiABneHue cyLecTBYOWNX UCTOYHUKOB, coAepXalwmx Tpe6oBaHnsa kK Y3

Ons Toro, 4To6bl HAWTK KaK MOXHO GONbLUE UCTOYHMKOB, cogepKawmx TpeboBaHnst k Y3, Gbin NpoBeaeH Nouck
NNTEPaTYpPbl N HANaXXeHbl NPSAMbIE KOHTAKTbI C 9KCNepTaMy MHOTMX CTPaH B flaHHol obnacTtu. beinu otobpaHbl maTepuansl
n3 30 nepBMYHbLIX UCTOYHMKOB, BKIoYas 20 MCTOYHMKOB, NMepBoHaqanbHo cobpaHHbix B EBpone B pamkax npoekra
EHCR-SupA, nocesileHHoro meponpusitusim no nogaepxke 9Y3 [36]. [JaHHbIN NpoeKT Gbin yupexaeH ans nogaepxrku
paboTtbl EBponelickoii koMuccuM N0 cTaHgapTM3auMm no paspaboTke cTaHgapTa B3aumogencTeusi ¢ JY3
(ENV 13606:2000), cocTosiero us 4yeTbipex Yactew, ogHa 3 KoTopbiX 4omkHa bbina obecneunTs «...CBOAHYIO kKnaccudu-
Kauuio TpeboBaHWI K 3NeKTPOHHOMY y4eTy 340pOoBbsi M apxuTekType Y 3» [36]. NepBoHavanbHbie 4OKYMEHTbI, cogepia-
wmre TpeboBaHusi K 3Y3 M UCNONb3OBaHHbIE B OAHHOM MpoekTe, Obiny Nony4veHsl U3 UCTOYHMKOB, OTHOCSLLMXCS K
COOTBETCTBYIOLWMM NPOEKTaM, BbINOMHSBLMMCHA B paMKax TpeTbel 1 YeTBepTOW pamoYvyHON nporpamMmel EBponenckoro
Colo3a, a Takke n3 EBponenckon koMmceum no ctaHgaptmaauun. bonee nosgHve gokymeHTol, nonyyeHHble n3 CLUA, EBpo-
NercKon KOMMCCUW Mo cTaHaapTu3aummn, Huagepnangos, Aectpanuu n Hoson 3enananm cnoco6CcTBOBaNM pa3BuTHIO HOBbIX
NnonoxeHui n TpeboBaHun.

XapakTepucTvKu NONy4YeHHbIX MaTepranos:

a) bonbwwuHcTBO MaTepranos ¢ TpeboBaHusaMmU kK QY3 Obino nagaHo B Espone n CLLA.

6) BbonbWwWHCTBO MaTepuanos 6bino paspaboTaHo B pamkax NpoekToB, puHaHCUPOBaBLUMXCH HENOCPe4CTBEHHO
rocyaapcTBeHHbIMU UNK 06LLeCTBEHHBIMU OpraHn3aunsiMm, a He YacTHbIM CEKTOPOM,

B) 3HaumTenbHoe GONbLMHCTBO UMEIOLLMXCS B pacnopsikeHun TpebosaHmnii k QY3 Gbino pazpabotaHo ¢ TOYKU 3pe-
HUA «3anagHon annonaTn4Yeckon» Moaenu 3gpaBooXpaHeHus..

r) BonbWWHCTBO MaTepmanoB 3aMmMCcTBOBAHO M3 MHOTOMPOMUITbHBIX MEAUKO-OPUEHTUPOBAHHBIX NPOEKTOB, BKNIO-
yasi MeguKo-caHnTapHble 1 apyrue npodeccuoHanbHble TpeboBaHus, CBSI3aHHbIE C COXpaHEHMEM 340POBbA NAUUEHTA.
HekoTopble ncxoaHble MaTepuarnbsl UMET OTHOLWEHWE, B YaCTHOCTH, K TpeboBaHusim k OY3, BbiABUraembiM CpeaHUm
MEeAULMHCKMM NepCoHAarom, u nepcnekTusam pas3suTus 34paBooXpaHeHusi B pamMmkax MUpOBOro coobwecTaa.

a) Obrapyxunack o60cHOBaHHasi pasHuua mexay Tpeboeanmusmm k Y3 co CTOPOHBI NEPBUHHOIO U BTOPUYHOTO
(HanpymMep 6onbHULA, CNEUNanuCcT) CEKTOPOB 34PaBOOXPAaHEHUS.

e) [ocuxnop He Gbln HAaNAEH HY OZIMH NCTOYHUK, coaepkalmin TpeboBaHus K 3Y 3 HenocpeACTBEHHO OT Kakon-nnbo
npeacTaBUTENLHON IPYNIbI NauMeHToB/NoTpebuTenei, XoTa BO MHOIMX NpoekTax Obinv npegcTaeneHsl notpebutennm, a
MHOrMe 13 ncxogHbIX TpeboBaHui k Y3 HanpaAMyIo CBA3aHbI C NepcnekTuBammn obcnyxuBaHus notpebutens/naunenTa.

X) B HekoTopbIX UCTOYHMKAX BbiNK BhISBNEHbI KYNbTYpPHBIE TPebOBaHuWS, OTNNYaloLLMecs OT 3anagHon annonaTtu-
YeCKOW MOZENU 31paBOOXPaHEHUs], HO, KaK NPaBUNO, AiaHHble TPeGoBaHUS He Obinu CyLLLECTBEHHBIMM.

MpeobnagaHue matepuarnos, cogepxawmx TpeboeaHus k 3Y3, OCHOBaHHbLIX Ha 3anagHon annonaTu4yeckon Mmoge-
nv, Hag MaTepuanamm, OCHOBaHHbIMU Ha APYIMX MOAENAX 3APaBOOXPaHeHHUs!, a TaKKe MaTepUanos, OTHOCALWMXCH K Mean-
LUMHCKMM, @ He [pYIMM CBsI3aHHbIM CO 34paBooXpaHeHneMm npodeccusiM, He Bbi3biBAeT YAVBMNEHUS, Y4YUTLIBAA
MCcrnorb3oBaHWe B HacTosiLee Bpemsi cuctem JY3 opraHmsaumsamm u cneumanuctamm 3gpaBooXpaHeHns BO BCEM MUPE.
OpHako xenaTensHo nosiBneHve B 6yaywem cneunduyeckux TpebosaHni k Y3 ans Apyrmx mogenen 3apaBooxpaHeHuns
1 npodheccuit, CBA3aHHbIX CO 3paBooxpaHeHnem. Kpome Toro, BecbMa BaXKHO yYECTb NpsIMbIE MOXKeNnaHus ot notTpebute-
nen, 3THUYECKUX MEHBLUMHCTB U KyNbTYPHbIX MPYNN U3 pasHblX CTpaH u coobllecTs 3gpaBooxpaHeHus. Hoeble ncxogHble
TpeboBaHWA, OCHOBaHHbIE HA AaHHBIX NOXENAHUAX, MOTYT:

- BBECTW ZONOMHUTENBHBIN KOHTPOSb K CYWECTBYIOLLUM TPEBOBaHMAM B HACTOSLLEM CTAHOAPTE;

- BHeCTU HeobBxoaUMbIE U3MEHEHUS B HEKOTOPLIE TpeboBaHus;

- NPUBECTU K HEOOBXOANMOCTY BBEAEHNA BONONHUTENBHBIX TPEBGOBAHUIA.

CnegyeTt OTMETUTB, 4TO NOUCK MaTepuanos ¢ TpeboBaHnAMK K 3Y 3 OCYLLECTBNANCA M BO MHOTUX CTPaHax 3a npeae-
namu Eeponkl n CeBepHor AMepuKM, HO A0 CUX NOp TaM BbiNno 06HapyXeHO 0YeHb Mano onybNnMKOBaHHbLIX NCTOYHUKOB,
copepxawmx TpebosaHus k IY3. OgHako npeacTaBuTenu psiaa cTpaH, 0co6eHHO B A3um, KOTOpbie HE MOFnK NpegocTa-
BUTb CYWECTBYIOLME AOKYMEHTbI, NPOSBUNMN MHTEPEC K 9TOK paboTe 1 xenaHue peLeH3MpoBaTk U BHOCUTL CBOW BKNaj B
6yaywyio pa6oty UCO no gaHHON TeMaTHKe.

3tan 2. ConoctasneHne NcXogHbIX MaTepuanoB, coaepXxawmx Tpebosanmns xk 3Y3

ConocTasneHnune 6onbworo Yncna TpeboBaHnin M3 MHOMMX NCTOYHUKOB C UX Pa3NUYHbIMU TOUKaMK 3peHuns n popma-
TamunpeacTaBnaeT cobon TpyaHyto 3agavy. Mpobnema coctosina B pa3paboTke U NPUHSITUM NOAXOASLLEN NepapXUYeCKon
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CTPYKTYpbl 3aronoBkOB pa3genos, koTopasi 661 COOTBETCTBOBaNa nocTaBneHHon Lenu. Xopoluasi CTpyKTypa 3arofnioBkos
pasgenoe gomxkHa obnaaarb cneylowymMm XapakTepucTuKkamm:

- OblTb 4OCTATOYHO AETANM3NPOBAHHOW NSt TOro, YToObl YETKO pa3nuyaTe Tpe6oBaHUs, OTHOCALWMECH K Pa3HbiM
™mnam;

- obnervatb nonb3oBatensm MCO 18308 nonck KOHKPE THLIX TUMOB TpeboBaHWi;

- He GbITb A€ TanNM3npoBaHHOW HACTOIBLKO, YTO6LI caenaTth paboTy no npoeepke cootBeTcTBUA UCO/TC 18308 vpea-
MEPHO TPYAHOMN.

Heo6x0a1MMO0 OTMETUTB, UTO COBOKYNHOCTb MEPaAPXUUECKMX 3aroNoBKOB Obina Ha3aBaHa «CTPYKTYPOn», a He «Knaccu-
dukaumein». Knaccndmkaumsi tpeboBanmin k 9Y3 nogpasyMmeBaeT UX CTATUCTUYECKOE UCTONb30BaHNWe U A0MKHA BKIIO-
yaTb B cebs KOHUenuuMM B3aUMHOW MCKIIOUUTENBHON MPUHAANEXHOCTU U NOMHOTHI, KOTOPble He HYXHbl AnA uenen
MCO/TC 18308. bonee Toro, uene paboTsl Ha AaHHOM 3Tane CocTosiNa He B pa3paboTke «maearnbHON» CTPYKTYpbI (€ecnu
TakoBasi Boo6Lue cyuwecTByeT), a B pa3paboTke COBOKYNHOCTU UepapXMyYeCcK1X 3arofioBKOB, KOTopas iBNAnack 6bl He Tonb-
KO BCECTOPOHHEW, HO U YA0BHOM B UCNONb30BaHWUM.

B Hauane npoekTa 6bINo NPUHSATO peLLeHne NPUHATL 3a OCHOBY CYLLLECTBYIOLLYIO CTPYKTYPY 3aronoBkoB TpeGoBaHni
kJY3, pazpaboTaHHyio B pamkax npoekta EHCR-SupA. [laHHas cTpyKTypaucnons3oBanach B nepeom pabouem BapuaHTe
MCO/TC 18308 (epcun 1.0), onybnukoBaHHoM 6 okTa6psa 2000 r. n cogepxaslem 6onee 600 ncxogHblx TpeGoBaHUI.
HaHHana cTpykTypa nocnyxuna npeBoCcxoqHON OTNPaBHOM TOUKO A5 conocTaeneHusi bonee wmpokoro Habopa Tpebosa-
HU UCO k 3Y3. OgHako B pesyrnbTaTte Nocrneaylowero peueH3npoBaHus, NpoBeaeHHoro paboyer rpynnoii 1 TeXxHM4ecko-
ro komuteta 215 UCO, a Takke pabouen rpynnov no Y3 UT-14-9-2 opraHa cTraHgapTu3aumm ABCTpanuu, ctano
O4YEeBUAHO, YTO CTPYKTypa 3aronoBkos, pa3paboTaHHasa B pamkax npoekta EHCR-SupA, nmeert HepgocTatkm, koTopbie
AenatoT ee HenpUrogHon Arst TexHnveckon cneundukaummn tpedosanuin UCO. Moatomy Gbin HavaT NpoLEecc U3MeHeHns
CTPYKTYpPbI 3aroNoBKOB, KOTOPbIA NPMBEN K HOBON Bepcun 2.0 1 YeTblipeM nocneayowmm MoandmkaLmsiM CTPYKTYpbl B BEp-
cnax2.1—2.4.

Bepcusi 2.4 6bina paccMoTpeHa Ha 3aceganum pabouven rpynnel 1 TexHuueckoro kommuteta 215 UCO B Ceyne B mapTe
2001 r., rge 6610 KOHCTaTUPOBAHO, YTO AAHHAA BEPCUSI UMEET CyLLeCTBEHHble HepocTaTku. [NoaTomy Ha 3aceaanumn B Cey-
ne 6Bbina cchopMupoBaHa Hebonbluas uenesas rpynna ansi AanbHenLero paccMoTpeHusi U paspaboTku CTPYKTypbl 3aro-
noBkoB. Llenb rpynnbl cocTosina B AOCTUXEHUWN TakoW TOYKM NpoLecca U3MEHEeHUs], Korga CTpyKTypa 3aronoBkoB 6yget
npopaboTaHa HacToNbKO, YTOObLI HaYaTh CreAyoWMk 3Tan paspabo Tk KOHCONMAMPOBaHHON COBOKYNMHOCTU Tpe6oBaHWM K
QY3. B xoae paboTbl Lenesow rpynnon n pabouven rpynnon NT-14-9-2 6binm pa3paboTaHbl M pacCMOTPEHbI WECTb Nocne-
AoBaTenbHbIX BEPCUIi M MogudrkaLuii CTPYKTypbl 3aronoskoe {3.0—5.3).

PesynbTupytowas Bepcrs CTPYKTYpPbl 3aroNnoBkoB 5.3 umena YyeTbipexypoBHEBYIO MEPAPXMIO U B OOLLEN CNOXHOCTU
142 3aronoBka v nogsarornoeka. Ha saceganum paboueii rpynnbi 1 TexHuyeckoro komuteta 215 UCO B JlongoHe B aerycte
2001 r. 6bina paccMoTpeHa BO3MOXHOCTb MCMONb3oBaHus Bepcun 5.3 ana conoctaBneHusn 590 tpeboeannii k Y3 us
35 nepBUYHbIX NCTOYHUKOB, BbIIBMEHHbIX HA aTane 1. Pabouas rpynna 1 texHudeckoro komuteta 215 NCO caenana
3akntodeHne o6 onpeaerneHny 4OCTaToOYHOro Anana3oHa TpeboBaHui k 3Y3 1 CyLeCTBEHHOM YNy4LWEeHUN CTPYKTYPbI NX
3aronoBKOB Ansi o6ecneyeHnst HageXHOW OCHOBLI Arisl KOHconuaauum TpeboBaHnm k 3Y3.

3Tan 3. PaspaboTtka cBogHOro HabopaTpeboBaHnm k Y3

BakntounTenbHbIN 3Tan npouecca paspabotkn MCO/TC 18308 3akniovancs B ebipaboTke ceogHoro Habopa Tpebo-
BaHUM k QY3 Mo kaxkgoMy 3aronoBky 1 Nod3arorioBKy CTPYKTypbl ¢ ucnons3oannem 590 ncxogHeix TpebosaHni na sep-
cum 5.3 B kavecTBe «3aroToBkuy. CyLLeCTBYIOT criefytolme nstb NpUyMH HeobxoaumocTu paspaboTkm ceogHoro Habopa
TpeGoBaHwWii:

1) mHorue us 590 ncxoaHbIX TpeGoBaHWI SIBNSIIOTCSH NO CYLLLECTBY COCTABHLIMU (hOPMYNNPOBKaMU, BKNIOHALWUMU B
cebs aBa 1 6onee cneunduyecknx TpeboBaHuiA;

2) MHOIMe U3 CcXoaHbIX TpebGoBaHUIA SIBMSIIOTCSA CIULLIKOM MHOTOCIIOBHBIMW NGO COCTOAT N3 O4eHb KOPOTKUX hpas,
KOTOPbI€ HE MOTYT paccMaTpuBaThLCs B KAUeCTBE NPaBoMePHbIX hopMynupoBok TpeGoBaHui;

3) MHorue 3 ucxogHbix TpeboOBaHWI B paMKkax KOHKPETHOW KaTeropum nnm 3aronoBka MMEINT YacTUYHOe CoBnage-
HWE VI MOEHTUYHBIA CMbICTT;

4) GONbLMHCTBO UCXOAHBLIX TPEBOBaHUI BLIPaXKEHO B TEpMUHAX Y3, a He B TEPMUHAX apxXUTEKTYpbl JY3;

5) MHOrMe 13 ucxoaHolx TpeboBaHuii hakTMueckn SABNAITCH TPeBGOBAHMAMMU K CUCTEME, A HE K YHETY U NO3TOMY He
oTHocsTCs1 K o6nactu npumeHennst UICO/TC 18308.

Pa3pa6oTka ceogHoro Habopa TpeboBaHui npeacTaBnsna cobon utTepaTUBHbLIN NPOLECC YTOYHEHUN U COTNacoea-
HuiA. CTpykTypa cBofiHoro Habopa TpeboBaHuii Takke HeM3beXXHO M3MEHSINAch B TEYEHUE NpoLecca yTOMHEHWUI U COrnaco-
BaHUN.

OTan koHconuaauumn TpeGoBaHMiA HaYarcs nog arMaoNn opraHa ctaHgaptTusauumn Asctpanuu nocne 3acegannsa UCO
B JloHgoHe B aBrycTe 2001 r. [epBbiit ABYXAHEBHbIA CEMUHAP C y4aCTUEM LLIECTU IKCNEPTOB C LeNbio pa3paboTku nepeoro
YepHOBOro BapuaHTa Habopa cBogHbIX TpeboBaHui npowwen B CuagHee B okTsA0pe 2001 r. MNepBbif yepHOBOW BapyUaHT 6bin
AopaboTtaH npu nocneaytolemM paccMoTpeHun B paboyen rpynne no 3Y3 UT-14-9-2 opraHa ctaHgaptusaumm ABCTpanum.
Bropoi Gornee npegcraBuTeNbHbINA CEMUHAP € y1acTMEM 3auHTEPEeCOBaHHbIX CTOPOH 6bin npoBeaeH B CuagHee B aekabpe
2001 r. B paboTte aT0ro ogHOAHEBHOIO cEMUHapa NpuHsny ysactmue 6onee 20 y4acTHUKOB 13 16 pasnuyHbIX 3anHTepeco-
BaHHbIX opraHu3aumii. Llenesto aToro cemvHapa 6b110 noABeprHy b BTOPOM YEPHOBOWN BapUaHT TWATENbHOMY paccMoTpe-
HUIO C TOYKM 3PEHUs LIMPOKOTO Kpyra 3aMHTEpeCcOBaHHbIX CTOPOH, BKMouasi notpebutenen, Bpaden, yYeHbiX,
KOHCYNbTaHTOB, MNOCTABLLMKOB NPOrpamMmmHoro obecrneveHusi, CTpaxoBbiX KOMMAHUIA, CTPaXyOLWKX 340POBbLE, NPaBuTenen
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rocyaapCTBEHHbIX 30PaBOOXPaHNTENBHBIX W I0PUONHECKUX OpraHoB. PeaynbTaTom paboTel 3TOro cemmHapa cran TpeTui
YepHOBOW BapWaHT, KOTOPLIN BNOCeACTBUM Gbin NpoaHanuanpoBaH y4acTHUKaMM cemmuHapa v apyrmMm 3amHTepecoBaH-
HbIMW CTOPOHaMM, KOTOPbLIE HE CMOFTIM y4acTBOBaTL B paboTe cemuHapa, u paboveri rpynnovi no Y3 UT-14-9-2. 3asepuia-
IOLLMIA YeTBEPTbI HEPHOBOW BAPMaHT Bbin paccmMoTpeH paboyer rpynnor 1 TexHmueckoro komuteta 215 NCO n 0bcyxaeH
Ha ee 3aceaaHum B MloxannecBypre B anpene 2002 r. Buin opo6peH nepexog k ctaaum «MpoekT KomuteTay ¢ BKIOYEHEM
psAga npeanoxeHHbIX U3MeHEHW.

B HacTosiwee BpeMs cyliecTByeT 123 cBOoAHbLIX TpeGoBaHus No cpaBHeHuto ¢ 590 ncxoaHbiMm TpeboBaHWAMKY B Nep-
BOM YE€PHOBOM BapuaHTe, T. €. UckrtoueHo 6onee 75 % Tpe6GoBaHUIM, U BO3MOXHO, YTO COrNacoBaHHbIE U NNaKOHUYHblE hop-
MynUPOBKM TpeBoBaHuii caenatoT gaHHbl AokyMmeHT 6onee yaobHbIM Ans ncnonb3osanus. bonee Toro, 6onbWMHCTBO
thopmynupoBok TpeboBaHui BoipaxeHo B hopme «ADY3 gorxKHa. .. », KoTopas no3sonuT B byayLiem nerde nepentu k oos-
3artenbHol peanusauumn MCO/TC 18308.

MpumedaHune—Pazgen, cogepxawmii TpeboBaHusi K cuctemam Y3, Obin BKIOYEH B NEepBbIf HepHOBOWN
BapuWaHT, HO BNOCNEACTBUN — UCKITIOYEH, TaK Kak TpeboBaHuA k cuctemam 3Y3 Hanpsimyio He cBAsaHbl ¢ ADY3. Cywect-
BYIOT pa3nunyHble MHEHWUS1 OTHOCUTENBHO TOrO, UTO ABNseTcA TpeboBaHneMK yueTy, a uTo — TpeboBaHuem kcucteme. flax-
Hble pasnuuns SBHO NPOSIBNAIOTCA NPY yKasaHuM kakux-nubo npeaenos, HanpMmep siCHO, YTO KOHKpeTHoe TpeboBaHue
«Bpemsi oTknuka cuctembl 3Y3 gonmkHo GbiTk He Gonee 1 ¢» siensieTcsA TpeboBaHuem k cucteme. OaHako Heo6xoaMMo Npu-
3HaTb, YTO MHOTAa AnddepeHumanmns TpeboBanuii kcuctemam Y3 n k camomy 3Y 3 GbiBaeT HAMHOrO criokHee. PaspaboT-
Ka cTaHgapTHoro HaGopa TpeboBaHulii k cucTemam 3JY3, KOTOPBIN OOMXeH Crnoco6CTBOBATb paspelleHuo 3TUX
TpygHOCTEN, NpeanoXxeHa Arns BKoYeHns B nnaxsl TK 215,
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MpunoxeHne B
(cnpaBo4Hoe)

CBefleHUNA 0 COOTBETCTBUM HaUUOHanbHbIX cTaHaapToB Poccuitickon Pegepauyuu
CCbINTOYHBIM MeXAYHapoAHbIM cTaHAapTaM

Ta6nwuua B.1

O6o3HaveHVe K HaumeHoBaHUe COOTBETCTBYIOLWEro

0O603Ha4YeHne CChINMOYHOTO MEXOYHAPOAHOro cTaHaapTa
HALMOHANLHOIO cTaHaapTa

NCO/M3K 2382-8:1998 *
ENV 13606-1:2000 *
NCO/TC 17090-1:2002 *
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