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MpeancnoBue

Llenn n npuHuunel cTaHgaptusaumum B Poccuiickon degepanumn ycraHoBneHbl degepanbHbiM 3aKOHOM
oT 27 pekabpsi 2002 r. Ne 184-93 «O TexHU4YECKOM perynupoBaHumn», a npasuna NPUMEHEHNS HaLMOHanbHbIX
ctaHagaptoB Poccuiickonn Pegepaumn — FOCT P 1.0—2004 «CraHgaptusaumsa B Poccuiickon deagepaumu.
OCHOBHbI€ MONOXEHUS»

CeegeHus o cTaHgapTe

1 NOONOTOBIEH deaepanbHbIM roCyaapCTBEHHbIM BIOMKETHBIM YUpeXaeHueM «LleHTpanbHbI Ha-
YUYHO-UCCNEA0BATENLCKAA UHCTUTYT OpraHuM3auum u uHdopMatm3auumu 3gpasooxpaHeHus MuHsgpascou-
passutusi» (LLHUMOWU3 Mun3gpaecoLpa3sutusi) u OOLLECTBOM C OrpaHUYEHHON OTBETCTBEHHOCTbIO «Kop-
MopaTUBHbLIE ANEKTPOHHbIE CUCTEMbI» HA OCHOBE COOGCTBEHHOrO ayTEHTUYHOrO NepeBoAa Ha PYCCKUI A3bIK
MEXAYHAPOAHOr0O JOKYMEHTA, YKa3aHHOro B MYHKTE 4

2 BHECEH TexHu4eckuMm KOMUTETOM NO cTaHaaptudaummn TK 468 «MHdopmaTmsaumsa 300poBba» nNpu
LUHNMOWN3 Munsgpascoypa3ssutua — eaquHonuyHbiM npeacrasutenem NCO TK 215

3 YTBEP)KAEH U BBEJJEH B IENCTBWE Mpukasom deaepansHOro areHTcrsa rno TEXHWYECKOMy pe-
rynupoBaHuio u metponorun ot 18 oktadps 2011 r. Ne 467-ct

4 Hacroawwmi crangapt uaeHTUYeH mexayHapoaHomy gqokymeHty MCO/TC 13606-4:2009 «MHcopmatu-
3aums 300poBbs. Nepeaaya aneKTPOHHbIX MeAULMHCKUX KapT. YacTb 4. BesonacHoctby (ISO/TS 13606-4:2009
«Health informatics — Electronic health record communication — Part 4: Security»)

Mpu npumeHeHMM HACTOSAILLErO CTaHAapTa pPEeKOMEeHAYETCA WCNonb30BaTb BMECTO  CCbIMOYHBIX
MeXOYyHapoAHbIX CTaHO4ApTOB COOTBETCTBYIOWME UM HauuoOHanbHble craHaaprtbl Poccuiickon deaepauuu,
cBeJeHuns O KOTopbiX NpuBeAeHbl B JOMNONTHUTENBHOM NPUITOXKEHUUN ﬂA

5 BBEJEH BrNEPBbIE

UHbopmayus 06 USBMEHEHUAX K HacmosweMy cmaHOapmy nybnukyemcs e exe200Ho u30aeaeMoMm UH-
opmayUOHHOM yKa3amene «HauuoHanbHble cmaH0apmely, @ MeKem usmMeHeHull U rnonpasok — e exeme-
CAYHO u3dasaemMbix UHOPMaUUOHHbIX yKazamensx «HayuoHanbHbie cmaHlapmbl», B cnyyae nepecmompa
(3ameHbl) unu ommeHbi Hacmosaweao cmaHdapma coomeememayiowee yeedomneHue 6ydem onybnuKkoeaHo
8 exxeMecsayHO u3dasaeMoM UHOPMAaUUOHHOM yKasamene «HayuoHanbHble crmaHdapmbi». Coomeemeomey-
rowas uHgopmayus, yeedoMneHUe U mexKcmbl PasMewaromes makxe 8 UHhopmayuoHHOU cucmeme obuiez0
nonb308aHUs — Ha oguyuanbHoM calime dedepanbHo20 azeHmMemea o MEXHUYECKOMY peayruposaHuio U
memponoauu 8 cemu ViIHmepHem
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BBeneHue

1 CnoXHOCTbL NpegMeTa HacTosILero cTaHgapra

BesonacHas nepegava SneKkTPOHHbIX MeAUUMHCKMX KapT (OMK) LUenuMkoM unm oTAenbHbIMU YacTaMM,
BHYTPU OpraHu3auum u Mexay opraHusauusiMu, a UHOrAAa U MeXay pasHelMKU CTpaHaMu NpeacTaBnser onpe-
[IENeHHYI0 CMOXHOCTb. MeauLMHCKI1e KapTbl JOMKHbI CO3AaBaThbCsA, 06pabaTtbiBaTbCA U YNPaBAATLCA TakUM
obpasom, 4ToGbl Gbina obecneveHa KOHPUAEHUMANBHOCTL UX COAEPXKAHMA U YTOObI NALMEHTbI MOIMN KOH-
TPONMPOBATb €€ UCMONb30BAHUE B paMKax AeCTBYIOLEro 3akoHogaTenbcTea. Bo Bcem Mupe aTu npuHumnel
BOMMOLLAIOTCA B (hOPME HauuOHarbHbIX 3aKOHOB O 3aLUUTE MepCOoHanbHOW MHopMaumu. 3TU 3aKOHbI Ae-
KNapupyloT, YTO TONMbKO CYObEeKT MEAMLMHCKOW NOMOLLM UMEET NPaBO Ha NMPUHATUE PELUEHUIA, CBA3AHHbIX C
[I0CTYMOM K COepXaHuIo U C nepeaaydeii ero MeauLMHCKON KapTbl. MNepegava TpeTbeli CTOpoHe MHdopmauuu,
cofepaLleiica B MEOULIMHCKOI KapTe, MOXET UMETb MECTO TOMNbKO C COrnacusa nauueHta B oopme noanu-
Cu, Hanpumep, cornacue Ha o6paboTky ero nepcoHanbHeIX AaHHbLIX. [ANA onpeaeneHus COOTBETCTBYHOLLMX
cneyuncbukauuin nonutkm 6e3onacHOCTM Npu TpaHcrpaHuyHoin nepeaadye AMK MOryT ucnonbL3oBaTbLCs METO-
AnYeckue ykasaHus, nanoxeHHole 8 MICO 22857.

B naeane kaxablii 0OTAENbHbIA 9NEMEHT MEeAULMHCKOW KapTbl NauueHTa 4omnxeH ObiTb AOCTYNEH TOMbLKO
nuuamM, UMEeLLMM NPaBo BMAETb 3Ty MHopmaumio, No BeIGOPY unu ¢ cornacus naumeHTa. Kpyr nuu, Ha Ko-
TOPbIE 3aKOHOM BO30XeHa 0053aHHOCTb OKa3aHWs MEAULIMHCKON NMOMOLUW, AMHAMUYECKU MEHSIETCS Ha Npo-
TSDKEHWUM XXU3HW NauueHTa. PaspelueHne JocTyna K 3TUM 31eMeHTaM AOMKHO ObITb Takke AaHO TEM nuuam,
KOTOPbIE MMEIOT Ha 3TO MPaBO MO NPUYUHAM, HE CBSI3AHHBLIM C HENMOCPEACTBEHHBLIM OKa3aHUueM MEANLIMHCKON
nomoLuy (Hanpumep, Ans ynpaBneHus 34paBoOXPaHEHWEM, OTBETCTBEHHOrO 3a ANUAEMUONOTUI0 COrnacoBaH-
HbIX UCCMNEfOBaHMII 06LLECTBEHHOIO 380Pp0BbA). OAHAKO STO HE OTHOCUTCH K TEM AaHHbLIM, KOTOPbLIE NALMEHT
CYMTAET CMMLLKOM NUYHbIMKU. C APYron CTOPOHbLI, €CMU NALUMEHT UMW €ro NPeacTaBUTENU KaTeropupyloT nH-
hopmaLMIO KaK NEPCOHANBHYIO UMK FIMYHYIO, TO 3TO HE AOMMKHO NPEnATCTBOBATL OKA3aHUIO SKCTPEHHON Me-
AWLMHCKO NOMOLLM MNKU BBOAUTL B 3abnyxaeHne MeauLUHCKUX CNeunanucToB, KOTOpbIE U3-3a OTCYTCTBUA
HeoOX0AMMOW MHPOPMALIMM MOTYT NPUHATbL HENPaBUIMbLHOE pELUeHne O nedveHun nauyueHta. Co BpeMeHeMm
npeacTaBneHne naLuMeHTa o 4yBcTeuTensHocTU!) cBeaeHnil ero MeaNLIMHCKON KapThl MOXET U3MEHATLCA NO
Mepe TOro, Kak y HEro NosiBNAeTcA Bce 6onbLue onaceHui 3a CBOE 340POBbE UK MEHSIETCS1 OTHOLLEHUE 00LLe-
cTBa K npobneme 340poBbs. MNMayneHTbl MOTYT NOXenaTb NPeaoCTaBUTb FETEPOreHHbIE NpaBa A0CTyna YneHam
CeMbM, APY3bsM, NULAM, OCYLLECTBIAIOWUM YXO04, YneHaM CBOEN OOLLMHBI. YneHbl 0O4HOI CeMbu MOTYT No-
»enaTb UMETb BO3MOXHOCTb A0CTYNa (XOTS U He 06A3aTeNnbHO PaBHOIO) K MEAULIMHCKMM KapTam Apyr apyra,
yTO0ObI CNEAUTL 3@ UBMEHEHMEM COCTOSIHUA 340POBbA (DaMUNBLHOTO ApeBa.

TpeboBaHus k paspeLueHuto goctyna k MK, 6eccnopHo, HAMHOIO CroXKHee, YeM Te, YTO NPaKTUKYIOTCA
B 60nbLUMHCTBE Apyrux oTpacnei. Cutyauus ewe 6onee 0CNOXHAETCA CNEeayIoLLMMN NPUIUHAMMK:

- 6OMNbLUMM YMCINOM 3anuceli B MEAULIMHCKYIO KapTy nauueHTa, o6yCrnoBrieHHbIM COBPEMEHHbIMU TEXHO-
NOrMAMU MEAULIMHCKON NOMOLLK;

- 3HAYUTESbHBIM YUCITOM MEAULIMHCKUX PABOTHUKOB, YaCTO MEHSIOLLMX CBOU NMOCTbI, KOTOPbIE NOTEHLN-
anbHO MOTYT KOHTaKTMPOBATb C NALMUEHTOM B fl060I MOMEHT BPEMEHU;

- 60OMbLUMM YMCIIOM OpraHM3auMin 34paBoOOXPAHEHUs, B KOTOPbIE NALMEHT MOXET 0OpaLaTbCa Ha npo-
TSXKEHUN CBOEN XXU3HMU;

- TPYAHOCTAMM (Kak AN nNauMeHTa, Tak v Ana Apyrux nuu) cTaHAapTU3OBaHHOM Knaccudukauum kaTero-
pui KOHOUAEHLMUATNBHOCTU ANEMEHTOB MEAULMHCKON KapThl;

- TPYAHOCTSAIMU ONpeAErneHus, B KaKoi Mepe U KakoMy UMEHHO KPYry NuL, MOXET NOHaA00UTLCS OTAENb-
HO B3ATbIN aneMmeHT SMK npu Gyaywiem okasaHum MeANLMHCKONW NOMOLLY;

- NOTUYECKU NPEEMCTBEHHON Npupoaor AMK un HeoGX0aUMOCTbIO TOYHOTO YNPaBNEHNA N3MEHEHUSMU B
paspeLueHusix J0CTyna no Mepe usMeHeHusa cammx aneMmeHTos SMK;

- He0OX0AMMOCTBIO O4€eHb BLICTPOro NPUHATUS PELUEHUA O AOCTYNE B pearibHOM BPEMEHN W NMOTEHLn-
anbHO B pacnpeaeneHHOW BblYMCIUTENbHOW Cpeae;

- 6onbLLUOI 03a604YEHHOCTbLIO PACTYLLEro YMCNa NaUMEeHToB TeM, YToObl MX cormacue Ha AOCTyN K AaH-
HbIM PerucTpuMpoBanoch u cobnoaanocs;

- U3BECTHbIM paBHOAYLLMEM BOMbLUMHCTBA MALMEHTOB K 9TUM BONPOCAM, U3-3a Yero AaHHbLIN NpoLIecc
paHee uMes HU3KUI NPUOPUTET U OrPaHUYEHHOE (PUHAHCHMPOBAHWE.

1) TepMUH «UyBCTBUTENBLHOCTBY LWMPOKO MCMOML3yeTcsl B AOKYMEHTax No WHGOPMaLMOHHOW 6esonacHocTi Ans
6onbLWOro Yncrna NpefoXpaHUTENbHBIX U YNPaBMSIOLMX CPEACTB, HO B HACTOALEM CTaHAapTe OH OTHOCUTCA TOMbKO K
KOHTPOSIO JOCTyna.

\'
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Heobxoaumbim ycnosuem obecnedeHns nHteponepabenbHocTn cuctem segeHus AMK u yetkon nepe-
Aaun aaHHbix SMK oT 0gHOro nocraBLMka MEAULIMHCKOW NOMOLLY K APYroMy ABISIETCA aBToMarusaums npo-
Luecca onpeaeneHusl, paspeLleHo N gaHHomy nuuy, 3anpawuvsatowiemy cogepxaHue MK, ero nonyyeHue.
Ecnu Takasi aBToMaru3aumsl HEBO3MOXHA, TO 3aJepPXXKN B MPUHATUN PELLEHNUSA U BbITEKAIOLIME OTCIOAa TPyA-
HOCTU Npu 06MeHe MEeAULIMHCKUMU KapTaMu CBeAYT Ha HeT BCe YyCUNuUsA No AOCTMKEHUIO uHTeponepabens-
HOCTU AAHHbLIX.

OCHOBHbIE NPUHLMMLI NOAX0AA K pa3paboTke cTaHAapToB B 06nacTu KOHTpONsA A40CTyna npu nepeaaye
SMK 3akno4aloTcs B TakOM CONOCTaBMNEHUN XapakTepUCTUK U NapaMeTpoB 3anpoca Ha npeaocTaBneHne aaH-
HbIX C nonuTukamu Bnagensues MK, a Takke ¢ 06LABNEHMAMM paspeLLEHNA AOCTYNA UK COrnacua Ha Ao-
CTyN, NPUNOXKXEHHBLIMM K KOHKPETHON SMK, Nnpu KOTOPOM BO3MOXHOCTb packpbITUA MHAOPMaLMKU CTaHOBUNACH
Obl oueBMAHON U NoagaaBanack aBTomaTmdeckomn obpabortke.

Ha npaktuke akTuBHO paspabaTbiBalOTCsl MEXAyHapoAHbIE CTaHAAPTHI NO cneumduKaLum CUCTEM KOH-
Tpons A0CTyna u ynpasrieHusi NPUBUNErMSIMU, KOTOPbIE A0NyCKanu Gbl YUCTO MALLMHHOE NPUHSATUE PELUEHUA.
OpHaKo 3TOT BMA AESATENbHOCTU 3aBUCUT OT YCUINUIA Criy0 34paBOOXpAHEHUS NO AOCTUXEHMIO KOHCEHCYCa B
4YacTu Ha3HaYEHUs NPUBUIIENUIA AOCTYNA CBOUM COTPYZIHUKAM U BbIAENEHUIO CNIEKTPA KAaTEropuii YyBCTBUTENb-
HOCTU, KOTOPbIE MOTYT ObITb MPEANOXEeHbl NALMEHTaM NS KareropupoBaHUA 3NEMEHTOB AaHHBIX UX nek-
TPOHHbIX MEAULIMHCKMX KapT. [ins 3Toro TpebyeTcs CornacoBaHHOCTb CNOCOB0B NpeaCTaBNEeHNs peneBaHTHOW
uHdopmaLum, Kotopas no3sommut 3chdekTMBHO MacluTabupoBaTb 3T NPeACTaBneHUs B MOMEHT onpeaene-
HUSA ANEMEHTOB AaHHbIX (Npu AoBasneHun atux anemexnTos B OMK) n Bo Bpemsa goctyna k MK (koraa oHa us-
BMNEKAETCA MNU 3anpalumBaeTcs uenukom). Cnocobbl NnpeacTaBneHnsa A0MKHbI ObiTb 4OCTAaTOMHO YCTONYMBLI
B TE€4YEHMe BCe XM3HU nauueHTa. BaxHo uMeTb B Buay, UuTo B 0603puMOM OyayLiem mHorme crpaHbl 6yayt
NPUMEHATL pa3Hble NoAxoAbl k obecneyenunio 6esonacHoctn nepegaqn MK, Bknovas 0COGEHHOCTU CBOETO
3aKOHOAATEeNbCTBA, NOITOMY BKIIOYEHWUE B CTAHAAPTbI CAIULLKOM CTPOrMX NPeanMcaHnii B HacTosiLLee BpeMs
HEBO3MOXHO.

HacToswumin cranaapr He npeanuCLIBAET NPaBuna A0CTyna (TO €CTb HE YKa3bIBAET, KTO U K YEMY JOIDKEH
UMETHL ZOCTYN U C MOMOLLBIO KakKUX MexaHM3MOB 6e30MacHOCTH), OHM AOMMKHbI 3a4aBaTbCsl COOOLECTBaMU
nonb3oBarenei, HaUUOHaNbHBIMU METOANYECKUMM YKA3AHUAMMU U 3aKOHOAATENLCTBOM.

Hacrosiwumin ctaHgapt onpeaensieT OCHOBHbIE PaMKU AN MUMHUMAanNbHOW cneuudunkauum nosmTukK fo-
cTyna kK SMK 1 KOHLEHTPUPYET BHUMaHME Ha o6LEeM npeacTaBneHn o nepeaade bonee AeTanu3upoBaHHON
nHdopmMauum o6 3ToN NONUMTUKE. STU PaMKK AONOMHAIOT 00LLYI0 apXuTeKTypy, onucaHHyio B UCO 13606-1, n
onpeaensioT cneundunyHble UHPOPMALMOHHBIE CTPYKTYPLI, KOTOPLIE AOMMKHbI NepeaBaTbCs Kak YacTb 00b-
€KTa BbINMUCKN U3 ANEeKTPOHHOI MeanumHckon kaptel (EHR_EXTRACT), onpeaenenHoro B UCO 13606-1.

dopmanuam, NCNONb30BaHHbIM B HACTOALLEM CTAHAAPTE, BKMIOYAET B €08 yHM(PULMPOBAHHLIA A3bIK
moaermvpoanus UML (Unified Modelling Language; cM. AononHUTEnNbHbIE CBEAEHUS Ha CTpaHuue hitp:/
www.omg.org/technology/documents/formal/uml.htm), a Takke A3bik onucanus apxetunos ADL (Archetype
Definition Language; cM. gononHUTemNbHbIE CBeAEHUA Ha cTpaHuue http://mwww.openehr.org/120-OE.html).

HekoTtopble Buabl cornaiueHuin, Heobxoaumbix ana obecneyenna 6esonacHon nepegadm SMK, Heus-
GEeXHO 0Ka3bIBAOTCA 3a paMKaMW HacTOsILLEro ctaHgapra. MonHasa sawmta nepegaum 3MK Tpebyet ydyeta
6OnbLIOro YMcna acnekToB, MHOTME U3 KOTOPbLIX HE CNeuudUYHbI AN MEAULIMHCKOW MHGopMauun.

MpumMmedaHune — HacTosawwii cTaHgapT ocHoBaH Ha gokyMeHTe EN 13606-4:2007. Ero cogepxaHne naeHTu4Ho
JaHHOMY AOKYMEHTY, 3@ UCKIIoYeHneM crefyloLlero:

- M3MIOXKEHNe HacCTOALLEro BBEAEHUS MEPecMOTPEHO ANS OTPaXeHWA BCEMUPHOW, a He TOMbKO eBPONencKoin
ropucanKkunmn;

-BMeCTO CChINIOK Ha paspabaTbiBaeMblili cTaHfapT 6e30nacHOCTU BKIIIOYEHBl CChINKW Ha OnyGNUKOBaHHbIA
cTaHaapT,

- r4e 310 yMeCTHO, fobaBneHsl CChiNkK Ha HoBble pa3pabaTtiBaeMble cTaHAapThl 6esonacHocTy,

- B NepBoi cTpoke B Tabnuue 2 (krnaccudukaLlus kaTeropuil YyBCTBUTENbLHOCTU) BMECTO «MepcoHanbHas MeguLuH-
cKasi NOMOLLb» YKa3aHO «JIMYHbIe CBEAEHUSAY;

- UCNpaBieHo HeOOMbLLIOE YUCIO ONeYaToK U HEOAHO3HAYHOCTEN.

2 CueHapuu obmeHa

2.1 NMoTOKM AAHHbIX

Mogenu uHtepdeiicoB u coobLieHunit, Heobxoaumbix ans obecneyeHus nepegaum MK, paccmarpusa-
otca 8 UCO 13606-5. MpuBeaeHHas B HaCToALWEM CTaHaapTe o0wWwan cxema npowuecca nepeaadu npussaHa
nokasarb aKkTbl B3aUMOAEUCTBUS1, B KOTOpbIX Tpebyerca oGecnevenne GesonacHocTu. Ha pucyHke 1 nokasa-

\'%
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: lvuo, : Monyvartensb :nyo, : XypHan
3anpawunBatouiee AaHHbIX OMK npocmaTtpuBatollee ayguta
AaHHble AMK XypHan ayauta

3anpoc EHREXTRACT

| Co3fiaHme 3amv1c BxypHane ayauta

MoareepxaeHVe 3anpoca | |
I
MpyHATVIE peLLIEHMS O JOCTYTIE,
npy HEOBXOAVIMOCTU

gonnbTpaums gaHHbX VK

|
I 1
Mpepoctasnenve EHR EXTRACT

Ortka3s B npepocrasnieHn EHR_EXTRACT
I

MopTBepXaeHVe NoyyeHns AaHHbIX WM OTkasa |

|
Co3gaHue 3anvcy B xypHase ayaura

I3anpoc npeacrasneHys |
JaHHbIX ayyra |
CosfaHve 3an1cy B xypHase ayoura

VI3BneyeHre cofiepKaHms xxypHana
ayauTa, npy HeoBXOaMMOCTU
dnbTpaums conepKaHns

MpefocTaB/eHe NpeaCTaB/IeHs XypHasa ayamra

OTKa3 B NPeLCTaB/IEHV XypHaa ayayma

Co3fjaHve 3an1cy B xypHase ayavra

PucyHok 1— OCHOBHbIE MOTOKM JAHHbIX 1 NPOLECCHI 06paboTKM, CBSI3aHHbIE C 06ecrneyeHeM 6e30nacHoCTH,
paccmaTpuBaemble B HACTOSILLEM CTaHaapTe

Hbl OCHOBHblE MOTOKM faHHbIX WU CLEeHapuun, KoTopble A0/KHbI ObiTb PACCMOTPEHbI B HACTOALWEM CTaHgapTe.
Kaxabl/i OCHOBHOWM MOTOK A0/HKEH COMPOBOXAAaThbCA NOATBEPXAAlOLWMM OTBETOM, U B KA4ecTBe O0TBETa BMeCTO
3anpoLeHHbIX faHHbIX MOXeT BO3Bpalwarbcs coobuieHne 06 owmnbke.

Nvuamu, 3anpawusBawwmmmn SMK, nonyvawuwmmmn IMK 1 aHanmsupyrwmmmn xypHan gocrtyna, mMoryt
6bITb MeAULMHCKME ChneunanncTbl, NauueHT, ero NoJIHOMOYHbIA npeacTaBuTeNb UM Apyras CTOpPOHA, Ha-
JeneHHas [0CTaTOYHbIMU MpaBamu focTyna K MeauuuHckoin uHdopmaunn. CogepxaHne 06beKTa BbINUCKM
EHR_EXTRACT u ypHana gocTyna, ecnv TakoBol npejcTaBnseTcs, MOXeT (dMAbTpoBaTbCA B LEensx orpa-
HUYEeHMA packpbiBaeMoli nHopMaLuuy B 3aBUCMMOCTU OT NpPUBWUAErniA ee nosyyartens.

\
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MpumMedaHune —XypHan AocTyna JOMXHbl BECTU BCe CTOPOHbI, y4acTByHOLWE BO B3aUMOAEWUCTBUW, @ HE TONb-
ko noctasLynk MK, OgHako B Liensx ynpoLeHWs npeacTaBneHns npoueccel 06paboTkn Apyrux XypHanoB Ha cxeme He
nokasaHbl 1 He onucaHbl.

2.2 3anpoc BbINUCKK u3 MK

3anpoc Bbinucku TpebyeTcs He Bcerga, MHoraa aadHHble MK MoryT otnpaBnsTbca nonydarenio 6es
npeasapuTEnbHONo 3anpoca, Kak 3T0 MMEET MECTO B CIlyYae BbINUCHOIO anukpu3sa. NHTepdenc sanpoca aon-
XKEH BKIIOYaTh B cebA npodunb 3anpalunBaloLero nuua, 4oCTaro4uHbii 4ns Toro, 4to6bl nocraswmk SMK mor
NPUHATL 0OOCHOBAHHOE PELUEHWE O AOCTYMNE, BHECTU HEOOXOAUMbBIE CBEAEHUA B XKypHan AOCTyna u npeao-
cTaBuTb TpebyeMble faHHbIE YKa3aHHOMY nonyyarento. B HekoTtopbix cnyyasax nuuo, sanpawmusaiouiee MK,
MOXET oTnuuyatbea oT nony4varens SMK. Hanpumep, areHTckoe nporpamMmMHoe ofecnedeHne MoXeT cosaa-
BaTb yBeJOMIeHue, cogepxailee aaHHole MK, n Hanpaenatb €ero MEAMUMHCKOMY cneunanucty. B Takom
cryvae pelueHue o NpefoCTaBneHun 4OCTyna AO0MKHO NPUHUMATLCA HA OCHOBAHUW NPUBMAErNIA, KOTOPLIMK
HageneH nony4vatens OMK.

Moxet TpebosaTbes, 4ToObI 3anpoc AMK conposoxxgancs AaHHbIMU MHPOPMUPOBAHHOTO COrnacusa Ha
JOCTYN UNW HanNpasrneHus Ha nedeHne nubo CCbINKON Ha Takoe Cornacue Unu HanpasneHne, To ecTb npeay-
cMaTpuBaTh HEKOTOPYIO (DOPMY SIBHOTO COrMacusa nauMeHTa unv HanpaeneHusa Ha neveHue.

JocTmxeHne JOroBOPEHHOCTM MEXay NUMLOM, 3anpaluMBalOLLMM AAHHbIE, U NOCTABLUMKOM AAHHBLIX NO-
CTeneHHo OyaeT aBTOMAaTM3MpoBaTbCs, M MHPOPMALMS, BKITIOYAEMasn B TaKON 3anpoc, A0MkHa ObiTb 4OCTa-
TOYHOI AN TOro, YToGbl peLueHme o NpeaoCTaBneHun 40CTyna NPUHUMANOChL aBTOMATUYECKH.

TpeGoBaHua K TakOMy B3aMMOAEWCTBUIO OTPaKeHbl B Mozenu uHtepdeiica sanpoca EHR_Request,
BknoveHHon B NCO 13606-5.

2.3 CospaHue 3anucH B XXypHarne ayauta

MpakTuka BeAEeHWA XypHana ayauta aoctyna Heobxoauma Bcem cuctemam seaeHuss OMK, HO Hopma-
TUBHBIA WHTEPMENC K KypHany AOoCTyna He cneuuduLmupyeTcs, NoCKonbKy B AEWCTBYIOWUX CUCTemMax noa-
X0Abl K peanu3auuu >XypHana v npenocrabrisieMble BO3ZMOXHOCTU CYLUECTBEHHO pasnu4alotcs. Ons uHTte-
ponepabensHOCTU HanM4ne nogcuctemsl ayauta B cucreme segeHua SMK He asnserca HeoGxoaumbiM, 3a
UCKIIOYEHnEM cuTyauuu, koraa Tpebyetcs obecnednTs peanu3auuio MOAEnU, ONUCaHHOW B pasaene 7, u co-
OTBETCTBYIOLLETO UHTEpdenca, onucaHHoro B UCO 13606-5.

2.4 NoareepxaeHue nonyyeHus sanpoca sbinucku ns MK (EHR_Request)

Yto-nnbo cneunduyHoe Ans 34paBoOXpaHeHUs He npeanaraercs.

2.5 MpuHaTHe peweHunsa o gocrtyne, hunsrpaumsa aaHHbix MK

Mpu obpaboTtke 3anpoca Ha nony4yeHue gaHHbix SMK 1 NpUHATUM pELUeHNUsT O TOM, Kakue AaHHbIE U3-
srnekattcs 3 SMK, 40MmKHbI yYMTbIBATLCA NOMUTUKM, KOTOPbIMU PYKOBOACTBYETCA nocrasmk AMK, a Takke
NONUTKKKA AOCTYyNa, onucaHHble B camoit SMK. HacToswumii ctaHaapt He MOXET ykasaTtb NOMHbIi Habop no-
NUTUK, KOTOPbIE MOTYT BNUATL Ha AercTBuMA noctaswmka SMK, nOCKOMNbKY OHM AOIMKHbI PErNaMeHTUpOoBaTbCA
HaLMOHarnbHbIM U MECTHLIM 3aKOHOAaTENbCTBOM, a Takke NpodeccuoHarnbHbIMU, KOPNOPATUBHLIMU U APYIu-
MU MpaBunamMu.

Pewenne o dunsrpayun gaHHbix OMK Ha OCHOBE KaTeropupoBaHWUs YyBCTBUTENbHOCTU €€ 3MeMEH-
TOB, YYUTbIBAIOLLErO NMPUBUMETMK, UMEIOLLMECA Y Nuua, sanpawumsatowero AMK, n nuua, nonyyawowero MK,
JOMKHO yAOBNETBOPATL COOTBETCTBYIOLUMM MONUTUKAM U MOXET noTpeboBaTh HaxoxaeHusi banaHca mexay
KIIMHWYECKUMU PUCKaMU, BbI3BAHHLIMW OTKa30M B NPEAOCTaBMEHUN AAHHbIX, U MEAUKO-NPABOBLIMU PUCKaMU
packpbITUA MHoOpMaLmu.

Hacrosiwuin craHgapT He onpegensieT Becb 6as3nc uHreponepabenbHOro NpeacTaBneHus nonuTUK 4o-
cTyna, KOTopble MOryT ObITb HANOKEHbl HA KOHKPeTHY0 SMK camMyuM nauMeHTOM Mmnu ero NpeacTaBUuTensamMu.
Takvne NONUTUKU MOTYT He XPaHUTbLCA B uanyeckoin cucreme BeaeHus SMK, oHM moryT ObiTb, K MpUMepy,
WHTErpupoBaHbl B CEpBEP MNONUTUK JOCTYNA, CBA3AHHLIN C cepsepom SMK.

Bonee geranbHO NPUHATUE peLLEHMA O AOCTYNe OnNucaHo B pasaerne 5.

2.6 Otkas B npegoctasneHnu Bbinucku HER_EXTRACT

Mpu NpuHATUKM pelleHnst o6 OTKNOHEHUU 3anpoca O npefocTaBneHun Bbinucku n3 AMK Heobxoaumo
YCTaHOBUTb NPUBNU3NTENBHBIN NepeveHb NPUYMH 0TKa3a, N0 KOTOPOMy OyaeT onpeaeneHa COOTBETCTBYIOLLAA
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COBOKYNHOCTb OTBETOB noctaBwmka SMK. BaxkHo umeTb B BUAY, YTO OTKa3 B AOCTYNE, NO Kakon Obl NPU4UHE
OH He Obin AaH, He AOMKEH MHOPMUPOBATL Monyyarens, YTo 3anpoLlieHHble MM AaHHble OMK cyLlecTsy-
0T — OZHO TONbKO PACKPbITUE (haKTa UX CYLLECTBOBAHMS MOXET MOBPEAUTL NALMUEHTY.

MpuunHbl 0TKa3a, cneuuduyHble ANA 30PaBOOXPAHEHUs], HE MpeanaralTcs; MoJenb uHTepdeica onu-
caHa B ICO 136086-5.

2.7 MpepocTtasneHue Beinucku EHR_EXTRACT

Jlnuo, sanpawwusatolee aaHHble AMK, MoxeT He coBnagaTtb € nonydyarenem gaHHelx SMK, u npego-
CTaBneHue TUX AAHHbIX HEe 00S3aTenbHO MHULMKUPYETCA 3anpocoM. MNpeaocTaBneHne 3TUX AaHHbIX MOXET
NpPOUCX0AUTbL MO UHMUMaTUBe nocraswmka OMK npy okazaHum 3TanHOW MEAULUHCKOW MOMOLLM UMu Npu Ao-
BaBneHun HoBbIX AaHHbIX B AMK.

OGbekt EHR_EXTRACT gosmKeH COOTBETCTBOBATbL 9TANOHHON MHPOPMALIMOHHOW MOAENN, OnpeaeneH-
Hoit B MICO 13606-1, u moaenu uHtepdeiica, onpeaeneHHon 8 MCO 13606-5.

B uensx ynpaeneHus ganbHeiiwei nepeaaden ganHoix SMK o6bekt EHR_EXTRACT AOMmKeH BKNOYaTb
B ce0s N0 3HAYEHWIO MNK NO CCbINKE BCE PENEBAHTHLIE NONUTUKM A0CTYNA, NPEACTABNEHHbIE B COOTBETCTBUN
C AaHHbIM cTaHaapToM. MNepeaaya no CCbINKe MOXET NPAKTUKOBATLCS TOMbKO B TOM Cryvae, ecnv n3BecTHoO,
4yTO nony4varesns gaHHbIX AMK nmeer npsAMOon AOCTYN K COAEPXAHUIO MONUTUK UHBIMU CPEeACTBaAMU.

2.8 NoarsepxaeHue nonyyeHusa oobekta EHR_EXTRACT

MoateepxxaeHus nonydeHust o6bekta EHR_EXTRACT, cneyuduyHbie Ang 3paBoOXpaHeHust, He npea-
naraioTcs.

2.9 Co3spaHue 3anucu B XypHarne ayauta
Cm. 2.3.

2.10 3anpoc npeacTaBreHUA JaHHbIX ayauTa

B HacToAwee Bpems xenatenbHo, YToObl MALUMEHT UMEN BO3MOXHOCTb Y3HATb, KTO MOsy4an AoCTyn K
yacTtu unm ko scen ero MK B pacnpegeneHHom BblMUCAUTENLHON cpeae. CornacHo onpeaeneHuto, AaHHOMY
B HACTOSILLEM CTaHZapTe, HasHa4YeHne Takoro uHrepdenca — 3anpocuTb NPEACTaBnNeHne XypHana ayauTa,
KOTOpOEe MHAOPMUPYET MoslyYaTesis 0 TOM, KTO U Koraa umen aoctyn k aaHHon 3MK, u K kakum ee vactam.
OH He paccyuTaH Ha cuTyauuto, koraa HeobxoaUM NOSHLINM NPOCMOTP XXypHana, HanpuMep npu cyaeGHoOM unu
WHOM paccnegosaHuu. CooTBeTCTBYIOWUN MHTEpdenc onucaH B pasaene 5.

Moaenb uHTepdenca onpeagenena s UCO 13606-5.

211 CospaHue 3annucu B XKypHane ayauta
CmMm. 2.3.

2.12 MpepoctaeneHune npeacTaBneHUA Ansa NPoCcMoOTpa XypHana goctyna kK dMK

[aHHas npakTuka Tpebyer peanusaummn uHtTeponepabenbHOro NpeacTaBneHus 3anucu XypHana (Mnu
COBOKYNHOCTU 3anucen). COOTBETCTBYIOLMI UHTEpPdENRC ONUCaH B pasaene 5.

Xota npu ohuumanbLHOM paccneaosaHum Tpebyerca, YTobbl XKypHan AOCTyna NpeaoCTaBnAaAnca B non-
HON HeMoAUDMLIMPOBAHHON hOpMe, NpeaCTaBreHUe, CKOHCTPYMPOBaHHOE ANl MPOCMOTPA >XypHana naumeH-
TOM UM MEAULIMHCKMM CreumanucToM, MOXET BKIIoYaTb B cebst chunbTpauuio NUIIHMX 3anuceit (Hanpumep,
OTHOCALLMXCA K AaHHbIM SMK, K KOTOPLIM NALMEHT HE UMEET JOCTYNA).

Mopenb untepdenca onpeagenena 8 UCO 13606-5.

2.13 Otkas B npeacTaBneHUN XypHana ayaura

Ecnu 3anpoc Ha npocMOTp >XypHana AoCTyna He yAOBMNETBOPSAETCS, TO HAaAO0 onpeaenutb npubnuau-
TesbHbINA NepevyeHb NPUYUH oTKasa. BaxxHo umMeTh B BUAy, UTO OTKa3 B NPOCMOTPE, MO Kakon Obl MPUUUHE OH HE
Obin AaH, He fomkeH UHPOPMUPOBATL NONYYATENsl, YTO 3anpoLLEHHbIE UM AaHHble SMK CyLLeCTBYIOT — OfIHO
TONbKO packpbiTue hakra ux CyLecTBOBaHUS MOXKET NMOBPEAUTb NALMEHTY.

MoaTBepXaeHne NpuUnHLI 0TKa3a B NPeACTaBIIEHUM XXypHana ayaurta, cneuuduyHoe ans 3apaBooxpa-
HEHUs, He npeanaraeTca; Mogenb uHrepdgeinca onmcana B MICO 13606-5.
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2.14 NoaTteBepXxaeHue NONyYeHUs NpeacTaBrIeHUA XypHana ayaura

MoaTBepXKAEHUE MONYYEHUsI NPEACTABIIEHUs XypHana ayauTa, cneuuuyHoe ANns 30paBOOXPaHEHUS,
He npeanaraercs.

2.15 CospgaHue 3anucu B XXypHane aygura
Cm. 2.3.

3 TpeboBaHUA U TEXHUYECKUI NOAXOL,

3.1 NccnepoBaHue TpeGoBaHumn

BeinonHeHHbIE nccnefoBaTenbckue paboTsl, HALMOHAMNbHbIE U MEXAYHapoAHble CTaHAAPThbl NO UHTEp-
onepabensHOMy 0OMEHY 3MEKTPOHHBIMU MEAULIMHCKMMU KapTaMn cnocobCTBYIOT TOMY, UTOBbI pa3HOPOAHbIE
KMUHUYECKne NHMOPMALIMOHHBIE CUCTEMBI MO 0OMEHMBATLCA 3NEKTPOHHBIMU MEAMLIMHCKUMU KapTaMu na-
LUMEHTOB MIU UX YaCcTAMU CTaHAapTU30BaHHbIM cnocobom, obecnevnBaloLMM TOYHOE M JOCTaTOMHO obLlee
npeacTaBneHne 3HaAYEHU AaHHbIX, KOHTEKCTyarnbHOW opraHuM3auuMn U MeauKo-npaBOBOE NPOUCXOXAEHUE
uHdOpMaLuM, BO3HUKAIOLLEH B Kakon-nmbo u3 cuctem BeaeHnss SMK. YyBcTButensHan mHdgopmaumsa, Ha-
npumep, Ta, 4To obpabarbiBaerca cucremamu Begenns SMK, oomkHa perncTpupoBaTbCsl, XPaHMTLCA U ne-
penasarbcs 6€30MacHbIM, 3aLULLEHHBIM U HAaAEeXHbIM cnocoboM. CrnefoBaTenbHo, nepegada AMK gomkHa
YAOBMETBOPATL TPeBoBaHUAM 6€30NacHOCTU, NPUMEPAMU KOTOPBIX MOTYT CIYXXUTb:

- ayTeHTUdUKaUua CyObekToB (Moaei, KOMMOHEHTOB NMPOrpaMMHOro o6ecneveHunsi, yCTponcTB U T. A.),
KOTOpPbI€ HA 3aKOHHbLIX OCHOBAHMSAX MOFYT 3anpalUnBaTh UMW NPEeACTaBnATb AAHHbIE SNEKTPOHHbLIX MEAULMH-
CKWX KapT;

- ynpaeneHue asTopusauunen, NPUBUErMAMN U KOHTPONb AOCTYNA;

- obecneyeHne LENOCTHOCTM XpaHumon, obpabaTsiBaemor U nepegasaemon MHopMauuu, cogepxa-
wewicsa B AMK,;

- KareropupoBaHue nHdopmauyuu, cogepxadierica 8 AMK;

- onpegeneHue, COrmacoBaHne U OTOOPaKEHUE NONIUTUK NPW B3aumoAeincTBuM CyObEKTOB, 3anpaluu-
BaKOLMX U NpeaoCcTaBnALWMX gaHHble SMK;

- obecneyeHne OTYETHOCTU U OTCMEXMBaHUA goctyna, o6paboTku u nepeaaun uHcdopmaumu;

- 06wme npoueaypsl 6e3onacHocTu U o6ecneyeHusn KavecTea.

K uncny ocHoBonosnaratoLmx Hay4HO-UccneaoBaTenbCckux paboT B 310N 06nacTu OTHOCATCS Takue eB-
ponevickue npoekTbl, kak SEISMED, TrustHealth 1 HARP.

BonbLWMHCTBO MHAOPMALMOHHBIX CUCTEM OpraHu3auui 34paBoOXPaHEHNS YXXE UMEET CUCTEMBI U CRIYX-
Obl De30nMacHOCTW, NpeAHa3HaYeHHbIe ANA 3aLMThbI LUMPOKOrO CNEeKTPa AaHHbLIX, CBA3AHHBLIX CO 340POBLEM.
Mepeagada SMK criyMT TONbKO ogHMM npumepom. Kpome Toro, ana o6ecneveHus 3awmtbl MHOpMaumm o
3/10pOBbE aKTUBHO paspabarbiBaloTcs 06LWMe NoAX0Abl K ONMMCAHUIO, peanusauumn, npounupoBaHuIO N OLEH-
Ke NMOCTOSIHHO ycnoxHsiiowmxcsi cnyx6 6esonacHoctu. MHorue TpeboBaHus, npeabsaBnseMbie K nepegade
OMK, paBHbIM 06pa3oM NPUMEHUMBI U Kk 06LLEMY CRyyalo nepeaadn uHpopmaumm B 3apaBoOXpPaHEHUN.

3.2 O6mue Tped6oBaHUA UHPOPMALIMOHHON 6e30NACHOCTU B 3APaBOOXPaHEHUMN

Haubonee wmMpoko npusHaHHble TpeBoBaHus k obecneveHnio 6e30NacHOCTM YyBCTBUTENbHBIX U Nep-
COHasnbHbIX AAHHbIX U3NOXeHbl B ctaHaapte UCO/M3K 27002. B HeM ykasaHbl BUAbI MEP, KOTOPbIE A0MKHbI
NpeanpUHUMAaTLCA AN 3aLuUThl TakMX akTMBOB, kak AMK, n cnocobbl 6e3onacHoi nepeaaqn AaHHbIX B pac-
npeaeneHHoN BbIMUCIMTENBHOW cpeae. PyKOBOACTBO NO NPUMEHEHUIO 3Toro obLero ctaHaapra B uHgopmMa-
LIMOHHbIX CUCTEMAX 3 paBOOXpaHeHus onybnukosaHo B ctangapre UCO 27799. Ero npumeHeHne ynpocTur
hopmynupoBaHme obLMX NONUTUK UHPOPMALIMOHHON GE30NaCHOCTU ANA YYPEXAEHUI 34 PaBOOXPAHEHUA U
6yaer cnocobcTBOBaTH PACcNpPOCTPAHEHUIO UHTEpOoNepabenbHbIX KOMMOHEHTOB U CIyX0 6e30MacHOCTU.

PykoBogcTBO no obecneveHuto TpaHcrpaHudHon nepeaayum SMK copepxumtca B craHaapre UCO 22587.
OH MOXeT GbITb UCNONb30BaH AN pa3paboTkn COOTBETCTBYIOLLMX cneuuduKkaLmii nonuTuK 6e30nacHoOCTH.

TpeboBaHua No 3almTe, KOTOPbie AOMKHLI BbINOMHATLCA KaXAblM KOHKPETHBIM YY4aCTHUKOM ODMeHa
OMK, 6yayT onpeaensitbCs HaUMOHANbHLIMU U MECTHLIMU NONUTUKAMK, 00A3aTENbHBIMU ANA KAKA0W yya-
CTBYIOLLEN CTOPOHBI, A TAKKE AN BCEX NPOMEXYTOUHbLIX Y3/0B B Lienoyke obmMeHa AaHHbIMU. MHorue n3 aTux
NONIUTUK PacNpPOCTPAHSIIOTCA Ha BCe OOMEHbI AaHHbIMW B 34PAaBOOXPAHEHUN, HO UMEIOT OTNNYMA B 3aBUCK-
MOCTU OT CTPaH W YCINOBUW OKa3aHUsS MEAWULMHCKON NOMOLUU, NOSTOMY OHU HE PEeryrnupyroTca HacTOSLWUM
cTaHpapToMm.
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Nioboii gocTyn K gaHHbiM OMK TpebyeT, 4To6bl 3anpalluBaioLliasi CTOpoHa 6blla COOTBETCTBYHOLLMM
o6pa3om ayTeHTUMumpoBaHa, YTO6bI NOML30BATE/N0, NPOrPaMMHOMY KOMMOHEHTY WM YCTPOWCTBY 6bl1o
paspelueHo genatb 3anpoc, W, ec/im 370 YC/I0BME BbINOMHEHO, YTOObI NOMMEHOBAHHOMY NOJlyyYaTento AaHHbIX
DMK (KOTOpbIi MOXET OTANYaTLCA OT 3anpallnBaloLLero cybbekTa) 66110 paspeLleHo NoayunTb 3TU AaHHbIe.
Bce 06MeHbl faHHLIMU AO/MKHBI OCYLLECTBAATLCA MO 3aliMLEeHHbIM KaHasnaM nepefadn AaHHbIX, W KypHan
ayauta OO/KEeH XpaHuTb Becb «cned» ABWXeHus AaHHbix AMK. VHdpacTpykTypa, obecneynBatoLas Takme
cnyx6bl 6e3onacHocTH, ByaeT 06Len Ans MHOMMX cdhep, a He TOMbKO A5 34paBoOXpaHeHuns. PaspaboTunku
HacTosALWEero ctaHjapTa NpeanonaraloT, YT 3TN CNYXObl yXe UMelTcs 1 3a4elicTBOBaHbI /151 BCEX 0OMEHOB
AaHHbiMn SMK. T03TOMYy OHU UCXOAUNN 13 NPELNOSIOKEHNS, YTO Yy BCEX yH4acTHMKOB obMeHa AaHHbiMu IMK
MMelTCs 06LMe MOoMMTUKN WK Habop NOAWTUK, YAOBeTBopAWwmMx ctaHgapty NCO 27799, n yto atn no-
JINTUKN COOTBETCTBYIOT HaLUVOHa/IbHOMY 3aKOHOAATEeNbCTBY UM MEXAYHapOo4HbIM AOroBopaM no 3awute WH-
dhopmauun. 0N yaoBneTBOPeHNs cneunuyHbiX HauMoHasIbHbIX, PerroHasibHbIX, NPOeCcCnoHanbHbIX U
BElOMCTBEHHbIX TpebOBaHW, pacnpoCTpPaHAIOLWMXCA Ha nepefadvy WM UCMOMb30BaHUE AaHHbIX 3N1EKTPOH-
HbIX MEAULMHCKUX KapT, MOryT NoTpeboBaTbCa AONOAHMTE NbHbIE NOAMTUKA. OnpegeneHne Taknx NOANTUK He
ABMIAETCA Lie/Ibl0 HACTOALLEro ctaHgapTa.

3.3 0O6uan apxnTekTypa KOHTPO/IA A0CTyna B UHPOPMALMOHHBLIX CUCTEMAaX 34paBOOXpaHeHUs

NerntumHocTb AocTyna k AaHHbiM 3MK onpegensetcs 60MbLUKM YMCIOM MOSIMTUK, KOTOPbIE MOFYT Cy-
LecTsoBaTb B hopme AOKYMEHTOB MM NPOrPamMMHOro koga iMbo 6biTb BCTPOEHHBIMU B KOMMOHEHTbI CUCTEM
chopmasnbHOli aBTOpM3aLMn. V3BeCTHO, YTO NPOM3BOANTENN W OPraHn3aLyn No-pasHoMy NOAXOAAT K peanm3sa-
LMW MOSIMTUK N CEPBMUCOB KOHTPO/S A0CTYNa U CTEMEHb UX KOMMbIOTEPU3AL MM OTNYaeTCs.

CrangapT MICO/TC 22600 onpegenseT o6LLyto /IOTMYEeCcKyto MoAeb NpeAcTaB/eHns NpUBUAErUii NPuH-
umMnanos (Cy6bekToB AOCTyna), NOAMTUK KOHTPOASA AO0CTyna K NOTeHUMasbHbIM LeneBbiM 06beKkTaM 1 npo-
Liecca coriacosaHus, Tpebyemoro 415 NPUHATUA pelleHns o JocTyne. B HacToswem cTaHgapTe gaeTcsa o6Lwmii
noAXoA4 K Takum 3afa4amM, kak HasHadeHue poseli cybbekTam 1 nepefada posneli oT OAHOro CyobekTa fpyromy.

Ha pucyHke 2 n3obpaxeHb! K/Il04eBble MOHATVSA POSIEBOrO0 KOHTPO/A AOCTyna COrTacHO onpeAeneHnsam
NCOHAC 22600.

PricyHOK 2 — OCHOBHbIE MOHATUA U TUMbI MOMUTVIK, OMNPeAEsiEHHbIE B POSIEBOM KOHTPOSIE AOCTyna

MpvHUMnanam (nuuam, areHTam U T. 4.) Ha3Ha4YalTCs CTPYKTYPHbIE POSM U B 3aBUCUMOCTU OT HUX —
OfiHa WM HECKOJSIbKO (PYHKLMOHAsbHBIX poneii. Hanpumep, L0 C MeAWLMHCKUM 06pa3oBaHWeM U criewuy-
afIbHOCTbIO MeauaTpa MoXeT UMETb HECKOTbKO CTPYKTYPHbIX poneli (KOHCYbTupyoLwmii neamatp B 60/1bHULE,
3aBefyloLmnii peroHanbHbIM OTAENOM AETCKOTO CKPUHMHIA). STW CTPYKTYPHbIE PO MOTYT paspewiatb emy
BpPeMsi OT BPEMEHM BbINOMHATb (PYHKLMOHANbHYIO POJb flevallero Bpaya naumeHta. ®yHKUMOHasIbHast posib
MOXeT GbITb MOCTOSHHOW WM OrpaHNYEHHON OJHUM CEaHCOM A0CTyna. ®YHKLMOHA/IbHBIM POJISIM HAa3HAYaT-
CSl paspeLleHnsi Ha BbINOSIHEHME KOHKPETHbIX AeCTBUIA (Hanpumep, BHeceHMe HoBoii 3anucu B OMK) ¢ KOH-
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KpeTHbIMK 00bEeKkTaMu (Hanpumep, C AaHHbIMU ANEKTPOHHOW MEANLMHCKON KapTbl, KOTOPbIE HOCUTENL PONU
MMEET NpaBo BUAETDL).

B Hactoawem craHpgapre knacc uenesoro komnoHenta (Target_Component), nokasaHHbIN HA PUCYH-
Ke 2, TPaKTYeTCsl KaK AaHHble 3NeKTPOHHON MEeAULIMHCKON KapTbl, npuHaanexawme nocraswmuky SMK. Knacc
uenesou nonutukm (Target_Policy) conepxut nHopmaymio, KoTopas onpeaensier npasuna paspeLweHns unm
oTkasa B gocryne ko Bcern SMK unm k ee yactu. Ecnu o6vekt Boinucku uz SMK (EHR_EXTRACT) cosaaH u
COZIEPXXMT 3TN AaHHble ANEKTPOHHOW MEeAMLIMHCKON KapTbl, TO nonyyateno SMK aomkHbl 6bITh Takke nepe-
JaHbl COOTBETCTBYIOLLME LieneBbie NONMTUKKU. 3TO TpebyeT BknioveHus B Bbinucky EHR_EXTRACT uHTepone-
pabenbHoro npeacrasneHus nonutuku Target Policy.

MHxeHepHble 1 TEXHONOrMyeckne peanuaaummn 3Ton MHPPaCTPYKTYPb! Y OTAENbHbIX NPOU3BOAUTENEIH U
opraHusauuin MoryT otnuyarbcsl, noatomy MCO/TC 22600 onpeaensieT 3T NPoLUecchbl U Moaenu Ha uHAOop-
MAaUWUOHHOM U BbIMMCAUTENBHOM YPOBHE npeactasneHuns. Ero cneundukaumm asnaloTca OTKPLITbIMKA, NNaT-
hOpPMEHHO-HE3aBUCUMbBIMU, NEPEHOCUMBIMU U MacCLITabUPyEeMbIMU, YTO NO3BONAET NMPUMEHSTb €r0 B Pa3HbIX
yCNOBUSIX OKa3aHWsl MEAULIMHCKON NOMOLLM M B pa3sHbIX CTPaHax, rae HauuoHanbHble U NPpodeCcCUoHanbHbIe
HOPMbl MOTYT OTNINYATLCS.

CornacHo HacToSILLEMY CTaHAAPTY ANS YNpaeneHUs NPUHATUEM PELLEHUIA O AOCTYyNe MO 3anpocy Ha no-
nyvexue aaHHoix AMK npumMmeHsaeTca normdeckuii noaxoa, npeanoxeHHsli B UCO/TC 22600. OgHako onpeae-
neHue akTyanbHbIX MOAENen NONUTUK, aTpUOYTOB UMK 3HAYEHUI aTpMbYTOB, KOTOPbIE HYXHbI ANs NpeaCTaBs-
NEeHUA KOHKPETHbIX 9K3EeMMMSAPOB NOSIMTUK, NN CNOCO6a TeXHUYECKOW peanu3auuu foruveckoro noaxoaa,
npeanoxexHHoro B UCO/TC 22600, B kakon-nmbo opraHnsauuu Uam B permoHe BbIXOAMT 3a PaMKU HaCTOALLEro
cTaHpapra.

B pononHenune k HacToswemy crtangaapty MCO/TC 21298 onpeaensieT COBOKYMHOCTU CTPYKTYPHbIX U
OYHKUMOHAMBHLIX POMER, KOTOPble MOTYT UCNOMb30BATLCA B Ka4eCTBE MEXAYHapOAHbLIX AnNsl COrnacoBaHus
NONUTUK U OTOOpaXKeHUs OAHOWM NONWUTUKM HA APYrylo (TO e€CTb Ha JTane COrmacoBaHUsl peLleHus O npea-
cTaeneHuu gocryna). B HacTtosiwem ctaHgapTe y4uTbIBaeTCA, YTO STU U Apyrue CcTaHaapTHble crnoBapu OyayT
NOCTOSIHHO yny4luaTh MHTeponepabenbHOCTb NONUTUK A0CTyna. OAHAKO OH HEe MOXET noTpeboBaTb UCNOMb-
30BaHNA KOHKPETHOr0 KOHTPONUPYEMOro CRoBapsi, NOCKONbKY NOKA YTO HM OAWH M3 HUX He ABnserca dop-
MarbHbIM CTaHZapTOM.

3.4 Tpe6oBaHusa 6e3onacHocTU, cneundunyHbie ansa nepegaun MK

NCO/TC 18308 cogep>kuT BONbLLOE YMCNO MEAUKO-NPABOBLIX U 3TUYECKUX TPEOOBAHUN, CNeLUPUIHBIX
ana SMK. CooTtBercTBue 3TuM TpebOBaHUSAM B OCHOBHOM [OCTMIAETCA C NOMOLLLIO cCneynanbHbiX KNaccos
1 aTpubyTOB STANOHHOI MHOPMaLMOHHOW Moaenu (onybnukosaHa B MCO 13606-1). B Tabnuue 1 ykasaHbl
TpeboBaHus, KOTOpble B HAUOONbLUEH MEPE YYUTLIBAKOTCA B HACTOSILLEM CTaHAapTe.

Tabnuya 1 — MNepeveHb TpeboBaHmii, onybrinkoBaHHbix B MCO/TC 18308 u oTHocsLmMxca kK 6e30nacHOCTU nepeaaqn
OMK

COC1.2 Apxutektypa OMK (ASMK) gomxHa obecnednBath npasa notpebutens Ha gocTtyn K gaHHbiM OMK ¢
y4eToM TpeboBaHuii 3aKoHoAaTenbLCTBa

COC1.3 ASMK pomkHa no3BonsaTe NOTpebuTento BkNtodaTb B OMK UHPOpMaLuio 0 caMofiedeHUn, OLEHKY
CBOEro COCTOSIHUSA 3[0POBbS, CTEMNEHb Y 0BNETBOPEHUS, OXNAAHUS U KOMMEHTapUu

COM2.4 ABMK pomkHa obecneumBaTh OTCrexXmBaHWe npoueccoB obMeHa, BKtodasd ayTeHTUdMKaLUmIo, B Lie-
NAX ngeHTudnkayum Mect nepegaqu u npuema Beinucok 3 SMK. Takoe oTcrnexvBaHue Heobxoaumo Ana
y4eTa NpoLeccoB 06beMHEeHUs faHHbIX

PRS1.2 ABMK gomxHa obecne4usaTh kaTeropupoaHue Bcelt OMK nnu ee pasgenos Kak AOCTYMHbLIX TOMbKO
aBTOPM30BaHHLIM MOMNb30BaTENAM W/WNW ANA ONpefeneHHbIX Lienei, BKIoYas orpaHuyeHnst Ha ypoBHe
YTEeHUA, 3anncK, N3MEHEHUs], BepuduKaLumn 1 nepeaaqn/packpblTus AaHHbIX U 3anuceil

PRS1.3 ASMK forxHa nogaepxmBaTb orpaHUYeHns KOHMUASHLManbHOCTU U HEeMPUKOCHOBEHHOCTN NUYHON
WHOPMaLIMK Kak Ha ypoBHE HaBopoB AaHHbIX, TaK U Ha YPOBHe OTAeNbHbIX aTpubyToB

PRS2.2 ASMK pomxHa obecrnevnBaTb BO3MOXHOCTb MOMYYEHWS, perucTpaLyn U oTCreXnBaHus ctatyca UH-
dopmuporaHHoro cornacua®) Ha gocTyn k SMK unu ee pasnenam ¢ onpegeneHHLIMI LiensMi

PRS2.4 ASMK pomxHa obecnevnBaTb BOZMOXHOCTb perucTpaLmu cpoka AeNCTBUS Kaxgoro MHpopMmUpoBaH-
HOro cornacus
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OkoHYaHue mabnuup! 1

PRS3.1 ASMK gomxHa obecnevmBaTb BO3IMOXHOCTE ONPEAEneHNs, NPUCBOEHNSA, MU3MEHEHUS U OTMEHBI NpaB
goctyna Ko Bceil MK unu k ee pasgenam

PRS3.3 ASMK pomxHa obecnedmBaTe BO3ZMOXHOCTb pa3peLleHns U orpaHnyeHns goctyna ko sceid MK unu
K ee pasfenam B COOTBETCTBUM C UMEIOLLMMCH UHPOPMUPOBAHHEIM cornacuem u ¢ AeicTBYIOWMMI Npa-
BUNamu goctyna

PRS3.4 ABMK ponxHa obecneumBaTb BO3MOXHOCTb pasfenbHOro ynpaBneHus paspelleHnsaMn Ha fobaene-
HWe unu nsmeHeHne SMK u paspelleHusMmM Ha goctyn kK SMK

PRS5.1 ASMK gonxHa obecnevmBaTtb BO3MOXHOCTb pErucTpaLun 4ocTyna u uaMeHeHuns nigpopmauum B SMK
Unun B ee paspenax

PRS5.2 ABMK pomxHa obecneynBaTb BO3MOXHOCTE perucTpauun xapakrepa Kaxgoro akra goctyna u/unu
N3MeHeHuA

STR2.10 ABMK pomxHa obecneunBaTh paclUMpeHHbIe BO3MOXHOCTU XPaHEHWUsT N M3BMe4YeHNUs uHdopMauum o

neyeHun nayuenta. OHa JOMKHA, KaK MUHUMYM, MO3BONATb PErUCTPaLmio BCEX CTPYKTYPUPOBaHHbIX U1
HECTPYKTYPUPOBAHHbLIX JaHHbIX, KaCatoLLUXCS:

- MpoYMX cobbITU,

- pacKkpbITUA MHPOPMaLMK U NpefcTaBNeHns MHPOPMUPOBAHHOMO Cormnacus.

D) B HacToALlee BpeMA NPU3HaeTCA, 4YTo HeO6XO[J,I/IMO Y4YUTbIBaTb TakXe HeEABHOE UK NO4 pasyMeBaeMoe cornacue.

4 Obwasa mogenb NONUTUK goctyna kK SMK

4.1 PakTopbl, Tpedbyowme yyeta npu cneuynduunposaHum nonuTuk goctyna kK MK

Mpu BkNtoueHun TpeboBaHuiA, ykazaHHbIX B 3.4, B HACTOSALLMIA CTAHAAPT YUUTLIBANOCH, YTO B BOMbLUNH-
CTBE AENCTBYIOLLMX KITMHUYECKMX MHPOPMALMOHHBIX CUCTEM U cuctem BegeHusa MK peanusyoTcs OTHOCK-
TENbLHO NMPOCTbIE MEPbI NO KOHTPOMIO AOCTYNA, OOLIYHO a€KBATHbIE HYXXAAM OTAENbHON opraHu3auuu. Jnwb
HEMHOIME U3 HUX UHTeponepabenbHbl ¢ NPOrPaMMHbLIM 0BecnevYeHneM Apyrmx NOCTaBLUMKOB WU C TAKUMM
CMEXHbIMWU CUCTEMAaMM, KaK NOAAEpXKKa NPUHATUA PELUEHU, NOTOKU paboT UMM CUCTEMbI BblAa4u OTYETOB.
B cucrtemax HOBOrO MOKOMEHMSA BO3MOXHOCTU KOH(PUIypupoBaHWUS MOMUTUK AOCTyNna MOCTOSIHHO pacLumps-
IoTCA, HO Ans obecneyeHuss pacnpeaeneHHon obpabdotkn 3MK Heobxoammo MMeETb MHTeponepabenbHble
cneuudukaLmn NONUTUK U UX MHTeponepabenbHylo peanusauuio. NpeacraBngaercs, YTO OOMbLUMHCTBO MO-
CTaBLUMKOB, CNy>x0 1 CeTen 34paBoOXpPaHeHNs NPUAEeP>KUBAIOTCS MOLIAroBOro Noaxoaa K Tomy, Ytobbl caenarb
peanu3yemMble UMW NONUTUKKU KOHTPONA AocTyna 6onee pasBuTbiMU.

B niobon permoHanbHOW CETU 34PaBOOXPAHEHUSA UMEETCSH 3HAYUTENBHOE YNCIO BbICOKOYPOBHEBbIX NO-
nuTKK ynpaeneHus goctynoM k 3MK. B HacTosiLiee BpeMsi OHU CyLLECTBYIOT B OCHOBHOM Ha Bymare unu B
dopMe HeHacTpanBaemoro NPOrpaMMHOro Koga NpPUNoXeHWn u cepeepoB, HO B ByayLlem OHWM OyayT npea-
CTaBrneHsbl B )OpMe MHTeponepabdensHbIX NONMTUK AOCTYNa B COOTBETCTBUM C apXUTEKTYPON, NPEATIOXKEHHOW
B MUCO/TC 22600. Hmke nepeyncneHbl HEKOTOpble 06pasLibl, KOTOPbIE MOTYT ObITh YKa3aHbl B TAKUX MONUTU-
Kax U y4uTbIBaTLCA NPU NPUHATUK peLueHus o goctyne k SMK.

MonuTuKM opraHm3aumun, HauuoHarnbHble U NPOECCUOHANbHbIE MONIUTUKM MOTYT hOPMYNUPOBATLCS C
UCMNONb30BaHWEM CreayLmnx aTpudyToB:

ATpubyThI NONbL30BaTENS:

- hamunus, UMA, 0TY4ECTBO U NAEHTUdUKaTop;

- npodpeccus, cneumanbHOCTh, KBanudukauums;

- (pyHKUMOHAaNbHAA ponb;

- OTAENEeHMe UMnn KNMHUYecKas cneunanbHoCTb B STOM OTAENEHUH;

- OpraHusauus, B KOTOPO OH COCTOMUT.

ATpubyThl goCTYNAa:

- flaTa u Bpems;

- MECTO;

- )U3NYECKOEe YyCTPOMNCTBO;

- CETb UNW MHas cpeaa UHGPOPMALIMOHHOTO B3aUMOAENCTBUS;
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- UCNOMb3yEMble MEXAHU3Mbl U CTEMEHb NPUMEHEHUS LUIMADPOBAHUS;

- UCNoMb3yembli METOZ, ayTeHTUdMKaLUK.

MonuTMKW opraHM3aummn MOTyT TaKkxKe yTBep)aaTh pa3peLleHus goctyna:

- K MHhOpMAaLMK O KOHKPETHOM NAaUNEHTE;

- K apxetuny;

- K 3anpOLLEHHOI onepauumn (YTEHKUE, 3anuch, U3AMEHEHNE, Nepeada AaHHbIX, 3anpoc U T. 4.).

Monutukun, cneyndunyurbie ana MK, MoryT npeaocTaBnaTh paspeLleHne Unmu oTkasblBaTb B HEM:

a) NOMMEHOBAaHHbIM/MAEHTUPULMPOBAHHLIM CTOPOHAM:

- Ana goctyna kK MK B uyenowm;

- ANt HA3HAYEHUS KOHKPETHOM (PyHKLMOHANBHOM UK CTPYKTYPHOR PONU (Hanpumep, Ans ykasaHus nep-
COHarnkLHOro yrnonHOMOYEHHOrO NPeACTaBUTENA B OpPraHu3aummn 34paBooXpaHeHus);

b) B 3aBUCUMOCTM OT cneunuyHbIX YCNOBMUI OKa3aHUst MEAULMHCKON NOMOLUM (HanpuMmep, OTAENEHuE,
cneynanbHOCTb);

C) cneynduyHbIM PYHKLUMOHAMNbHBLIM PONSM;

- ANsi AOCTYNAa K KOHKPETHBIM apXeTunam;

- 4Na AocTyna K KOHKPETHbIM KoMnoHeHTam OMK;

- ANA AocTyna K AaHHbIM ONpeaeneHHOn KaTeropuu,

- 4NA BbINONHEHMA cneyndunyHbIX yHKUMn 06pabotkn MK (Hanpumep, YTeHune, 3anucb, U3MEHeHue,
nepegada uHgopmauun, 3anpoc);

d) cneynuyHbIM LenamM goctyna:

- HanpuMep, HeNnocpeACTBEHHOE OKa3aHUe MeAULMHCKON nomoLuM, obecnedeHue okasaHus mMeauLmH-
CKOW MoMoLLM, NpenoaasaHue, uccnegosarensckas pabora,

- TPeOYIOLLMM BbINOMHEHUS ONPEAENEHHbIX YCIIOBUI (HaNpUMep, A0MKHO ObiTb o6ecneveHo dopmMarns-
HOe noanucaHHoe MHPOPMUPOBAHHOE COrnacue).

Cneuudpukaumsa BCEro cnekrpa nonuTuK AOCTYyNa, KOTOpble AOMKHbI UMETLCA B OpraHM3auuu, BbiXO-
OUT 3a pamKn Hactosiwero craHgapra. OH onpegensier o0uyi0 cneuudukauuio npeacTtaeneHns u nepeaa-
YW Tex YacTei NONMTUKM AOCTYNA, KOTOPble HENOCPEACTBEHHO CBA3aHbl C coaepaHnem noboi 3agaHHoW
OMK (ueneBble nonuTuku). Hepeako OHU OTPaXKalOT BOMIO NALMEHTA B 4ACTW PACKPLITUSA NEPCOHANLHON WH-
dopmaumu.

Mepenava cneumuyHoro MHOOPMUPOBAHHOTO COMMACKUA U NONUTUK AOCTYNA, BbIPAXKAIOLMX BONIO Na-
LUMeHTa UMM ero npeacTaBUTENEN, ABNAETCA BaxHbIM acnektom nepeaadn MK u uHteponepabenbHOCTH.
Takue MONMTUKKM BHOCAT CBOI BKNaa B 00Lyl0 npoueaypy NpuHATUSA pelueHus 06 yaoBneTBopeHun 3anpoca
Ha agoctyn kK SMK u J0ormKHbI nepeaasaTbCca NonyyarTenio pesynsrara 3anpoca BMecTe C JaHHbIMU, U3BNEYEH-
HbiMK u3 SMK, yTobbI NonyyaTtenb MOr NPUMEHUTL 3TU MONUTUKM AN yNpaBneHus ModbiM nocneayowmm
[OCTYNOM K 3TUM JaHHbIM B CBOEW OpraHu3auyun.

O6wasa moaernb NpeacTaBneHNa NOAUTUK UHOPMUPOBAHHOIO COrnacus M A0CTyna, BblpaXaioLmx BOSO
nauMeHTa Unu Apyrux CTOpoH, onpeaeneHa B pasgene 6 Hactoswwero craHaapra. MNonutuku, cneunduyHble
ansa SMK u koTopble I0MmKHbI BbITh BKMOYEHbI B Bbinucky EHR_EXTRACT, moryT ObiTh NpeacTaBneHbl ¢ No-
MOLLbIO MOZIENK, ONUCAHHOW B pasaene 6. 3ta Mogenb CcBOOOAHO paclUMpsieTcsl, YTO Nno3BornsieT o6pabartbi-
BaTb AOMOMHUTENbHbIE cneumMduKkaLum NoNMTUK, He NPeayCMOTPEHHbIE HACTOSALLUM CTaHAapToOM. [oCKOnNbKY
UCO/TC 22600-3 onpeaensieT uHTeponepabentbHyo Mogent NOMUTUKM AOCTYNa, KOTOPas MOXET UCNONb3o-
BaTbCs ANsi 3TOW Lienu, To B pasaene 6 onucaHa takke moaens Ha s3bike UML, uto6bl MH(pOPMALIMOHHBIE
CUCTEMbI, YOBINETBOPSAIOLLUME HACTOSLLEMY CTaHAAPTY, 3a04HO yaosneTsopsnu u MCO/TC 22600.

B atanoHHol UHdOpMALMOHHON Moaenu, onucaHHon B ctaHaapte MCO 13606-1, kaxabii KOMNOHEHT
AaHHbiX (RECORD_COMPONENT), cogepawmiica B Bbinncke EHR_EXTRACT, Bkmiovaer B cebs Heo6a-
3arenbHblit aTpubyT uaeHTudukaropa nonutuku (Policy_ID), KOTOpbIM MOXMHO UCMONb30BaTh ANS CCbINKU Ha
Takue NONUTUKK C MOBOIA CTENEHbIO AeTanu3auuu B uepapxum cTpyktypbl SMK. M0o3ToOMy KaXKabii KOMNOHEHT
RECORD_COMPONENT MOXeT ccbinarbcsi Ha noboe 4ucno nonuTuk AoCTyna wunu geknapauun mHdop-
MUMPOBAHHOIO COrnacus, onpeaensiowmx NpuBMNernn U NPodunu NpMHUMNAanoB (NonsL3oBaTenen, areHTos,
KOMMNOHEHTOB NPOrpamMMHOro obecneyeHusl, yCTpoicTs, AenNernpoOBaHHbIX AEACTBYIOLLMX NULL U T. 4.), KOTOPbIe
BMNOCNEACTBUM NOTPEOYIOTCA AN AOCTYNA K STOMY 3MIEMEHTY.

Heo6x0aumM0 NPUHATL BO BHUMAHUE, YTO HEKOTOPbLIE NOSIMTUKN MOTYT NPUMEHSATLCA K KOHKPETHOMY ane-
meHTy RECORD_COMPONENT, Bxoasuemy B OMK, a gpyrne — k SMK B uienom.
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4.2 Monutuku goctyna k SMK: MMHMManbHaa cneuudukaumus ana uHTeponepadbenbHOCTU

4.2.1 O6wMe nonoxeHus

MHdopmaunoHHas Moaenb, ONUcaHHas B pasaene 6 u npeaHasHavyeHHas aAns npeAcTaBrieHust u nepe-
Jauy uHdopMaLum O NONUTUKE JO0CTYNa, HAMEPEHHO OCTaBIEHa OYeHb 06LIen, YToObl OHa Morfa OXBaTuUTb
BCe pa3Hoobpa3sue KpUTEpMEB NONUTUK, YXKE MPEATNIOKEHHBIX B PA3HbIX CTPAHaxX U B PErroHarnbHbIX CETAX
opraHusaumii 3gpaBooxpaHeHusi. CTanaapTu3oBaHHbIe CroBapy ANt MHOMMX M3 BO3MOXKHbIX aTpubyToB B Ha-
CTOsILLlee BpeMsi eLle He onpeaerneHsbl. [103ToMy MOAENb NOMUTUK, ONMCaHHasA B pasaene 6, cnocobHa nuulb
YaCTUYHO MOBIUATL HA MHTEpPONepabensHOCTb NOSUTUK.

3HauuTenbHOe YMCNO CYLLECTBYIOLLMX U YHACNEeAOBaHHbIX CUCTEM MOXET OKa3aTbCsl HE B COCTOSAHUM
UHTEpnpeTupoBaTb Bonee getanbHble cneundukaumm NoNUTUK, @ MHOTME PErMOHAamNbHbIE CUCTEMBbI 34PaBO-
OXPaHeHWs He CMOTYT ONMPeAEennUTbL Takue MONUTUKM B TedeHue Bnmkanmx ner. [Noatomy B kayecTse A0NOn-
HeHus K o6Lwen Moaenu NonMTUK, ONMMCAHHON B pasaene 6, HaCTOALMIA CTaHaapT onpeaensier ABa cnosaps
JaHHbIX, KOTOPbIE MOTYT MOMOYb B MPUHATUW PELLIEHUI B NOMUTUKE AOCTYNA U 06ecneuntb 6a30BbIN YPOBEHD
UHTEponepabenbLHOCTM NOMMTUK AOCTYNA, XOTA U C HEBLICOKMM YPOBHEM AETanu3aLuu.

3Tumu ABYMS CroBapsMK ABNAIOTCA:

- Knaccudpmkauma kateropuii gaHHbix OMK (komnoHeHToB RECORD_COMPONENT);

- BbICOKOYPOBHEBas knaccudukaumsa nuy, sanpawmsatowmx OMK, u nonyyarenein SMK, cocraBneHHas
B hopmMe Habopa hyHKLMOHAMbHbIX PONEN.

4.2.2 OnpeperneHne «<Heob6xo0aMMOCTU 3HaHUSI» Npu 06padoTke AaHHbIX DMK

B yCnoBusiX KOHKPETHOW KMWUHWKKU (Hanpumep, B KONMEKTMBE MEAULMHCKUX pabOoTHUKOB, OKa3biBalo-
LUX HENOCPEACTBEHHYIO MOMOLLb NALUMUEHTY, U MEXAY TakuMK KONNEKTUBaAMM) HOPMON ABNAETCA OTKPbITbIN
COBMECTHbIN AOCTYN nepcoHana Kk MHopmMauMm MEeaMLMHCKOW KapTbl. BONbLUMHCTBO NauUMeHTOB OOLIYHO
COrnacHbl C 3TUM, HO MHOTUE N3 HUX YAMBASAIOTCA TOMY, HACKONbLKO Mana Ta 4acTb UX MEAULMHCKUX KapT, KO-
Topasi BOCTpeboBaHa COTPYAHMKAMU KITUHMKK, B TO BPEMS KaK TakOM COBMECTHbIN 40OCTYN MOT Obl NOBLICUTL
6e30nacHOCTb M NPEEMCTBEHHOCTb MEAULMHCKON MOMOLLIN.

KoMnneKCHbIN BHYTPEHHUI KOHTPOSb Aoctyna, AuddepeHumpytowmin 40CTyN nNepcoHana K AaHHbIM,
XPaHALMMCA B MEAULMHCKMX KapTax (OYMa>KHbIX WU 3NEKTPOHHbBIX), MPAKTUKYETCA B OMEHb HEMHOIUX CO-
BPEMEHHbIX WH(POPMALIMOHHBLIX CUCTEMAX 34paBooOxpaHeHus. faxe B TOM cnyyae, ecnu Obl onpeaeneHue
MHOTFOYUCIIEHHBIX AETanbHbIX MONUTUK AOCTYNA CHMTANOCh NONE3HbIM, Ha NpakTuke norpebosancs 6bl BECb-
Ma ASIUTENbHBIN CPOK, YTOObI CUCTEMbBI 34PABOOXPAHEHMUS, HALMOHASbHbIE CYXObl 34PaBOOXPaHEHUSA U MUTSI-
NWOHbI NALMEHTOB AOrOBOPUNUCL Obl 06 afeKkBaTHLIX NONUTUKAX KOHTPONs AocTyna k AaHHbiM DMK, a 3atem
Obinu 6bl peanu3oBaHbl NPOrpaMMHbIE KOMMNOHEHTbI, KOTOPbIE MOITKN Obl BbINOMHATL MHOTUE CROXHbIE Npeob-
pa3oBaHusl NONUTUK B peanbHOM BpeMeHU. YNpasneHwe 3TMMKU NONIUTUKaMMU Mo Mepe 3Boniouun TpeboBaHuin
KSIMHMYECKON MOMOLLM KaXA0MY NaLMEHTY Taloke Noka3anoch Obl O4EHb CIOXHbIM.

TeopeTuyeckun MOXHO onpeaenuTb (YCUNUAMM NauMEHTOB UMK APYrUX nuu) Habop NonMUTUK AOCTYyNa,
obecneunBaloLMX MHOTOYPOBHEBDIN AOCTYN K KaXkaon KOHKpeTHONn DMK, HO Ha npakTuke GOMbLUMHCTBO Kiu-
HUK NPUMEHSAET NOAX0A, NPU KOTOPOM MO YMOSM4YaHUIO NpaBa A0CcTyna K MEAULIMHCKOW KapTe NpeoCTaBnsaioTca
KaXXaoMy MEAULIMHCKOMY pabOTHMKY, KOTOPbIN UMEET 3aKOHHLIW UHTEpeC K AaHHOMY nauueHTy. (Onpeaene-
HUE MOHATUA 3aKOHHOTO MHTEPECA MOXKET 3aBUCETb OT KOHKPETHON OpraHu3auum u He paccMaTpuBaeTcs B Ha-
crosiwemM craHgapre.) OaHaKo Npu 3TOM BMOMHE AONYCKAETCH, YTO NauueHTam U MeQULIMHCKUM paboTHUKaMm
MOXET BPEMs OT BpeMeHU TpeboBaTbCs OrpaHMyYeHne 40CTyna K HEKOTOPbIM Gonee NMUYHbIM U YyBCTBUTESb-
HbIM AaHHbIM 3NEKTPOHHOW MEAULIMHCKON KapThbl. B GonbLuMHCTBE cny© 3apaBooxpaHeHusi o6Len npakTu-
KOW SIBNSIETCA BblAENeHue HekoTopbix pasaenos MK, kK KOTOPbIM MOTYT UMETb AOCTYN TONbKO Cneunanu3npo-
BaHHbIE KIMMHUKKU (HAanpumep, KOXHO-BEHEPONOrMyeckue AUCNaHcepbl).

Cnocob HageneHus onpeaeneHHbIX KIMHUK cneumdUuyHbLIMA NpaBaMmn 40CTyna unv NpucBanBaHusa 0co-
ObIX KaTeropuii YyBCTBUMTENbLHOCTU onpeaeneHHbIM pasgenam OMK 3HauuTenbHO oTnuyaeTca ot cnocoba ae-
nexnusa SMK Ha pasgenbl, CnocoOCTBYIOLLME HABUIaLMK MO €€ COAEPXKaHUIO UMK OTHOCALLMECA K OnpeaeneH-
HOW KIMMHUYECKOW creumanbHOCTH, Hanpumep, BbigeneHne B MK pa3aenos, CBA3AHHbIX C OHKONOrUYEeCKUM
3aboneBaHuem unu auabeTtom.

B UCO 27799 paccMoTpeHbl NpobnemMbl onpeaeneHusl YyBCTBUTESbHbIX 3NIEMEHTOB NePCOHANbHON Me-
AvuMHCKoW MHopmaumu. CyobekTbl MEAMLUHCKOW MHOPMALIMK, A TaKOKe KITMHUKW, pacnonaraiowme sTumm
JAHHBLIMU UMW HYXKAAIOLMECS B HUX, HEPEAKO CyASAT O TAKOM OnpeAeneHnu, ucxoasa u3 CybbekTUBHbIX Npea-
CTaBfeHui, KOTOPbIE CO BPEMEHEM MOTYT MeHATLCA. [Moaromy B MCO 27799 npeacrasneHbl knaccudukauus
M KaTeropupoBaHue Takux akTMBOB, Kak NepcoHanbHasi uHpopmauus, ¢ No3nuuin Toro, KOMy Takylo MHcgopma-
LMI0 HE0OX0AUMO 3HATb.
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Ha pucyHke 3 nokasaH npuMep norvyeckoro fgenenuss SMK Ha yacTu € Mo3vUMM «HEO0BXOAMMOCTM
3HaHMS», NpY KOTOPOI Knaccudpmkauma ypoBHel KOoHmAeHUManbHOCTM (kaTeropupoBaHue) npegcraBneHa
Mo OTHOLLUEHMIO K K/laccaM nosib3oBaTenell U KOHKPETHbIX KTMHUYECKUX YCOBUA.

A — NIN4Hble JaHHbIE, JOCTYMHbLIE YYACTKOBOMY TEpanesTy

B — [AaHHble, JOCTYN K KOTOPbIM Pa3peLleH TO/IbKO MepcoHasly KOXHO-BEHEPO/IOTMYECKOTO AncnaHcepa

C — [jaHHble, [OCTYNHble agMUHUCTPATVBHOMY NEPCOHaTY

D — fAaHHble, JOCTYMNHble BCMOMOraTe/lbHOMy MeuLUMHCKOMY NepcoHany

E — [aHHble, JOCTYNHbIE MEAULMHCKOMY NEpPCOHaUly, OKa3blBAKOWEMY HEMOCPEACTBEHHYIO MeLULMHCKYIO MOMOLLbL
F — NuHble faHHble, JOCTYMHbIE TO/IbKO HECKO/IbKUM Ha3BaHHbIM CTOPOHAM

G — AaHHble, JOCTYMHbIE TOMLKO NepCcoHaty TIPEMHON 60/1bHULbI

PucyHok 3 — WnntocTpaums JOMEHOB JOCTyna Ha npuvepe MK

Ha pucyHke 3 npegnonaraeTcs, YTO NauMeHT UMeeT NoHbIA focTyn K cBoeit OMK. Bonblwas yactb MK
[aHHOro nauueHTa AoCTynHa No6oi CTOpOHe, OKasblBatoLleil nauyeHTy HenmocpeACTBEHHYH MeMLMHCKYH
nomowb. OfgHako ata AMK coAepXnUT HECKO/IbKO 3aKpPbITbIX 3/IEMEHTOB; HEKOTOPbIE U3 HWUX AOCTYMHbLI Bpavy
o6LLeil npakTnkn (cemeiHOMY Bpady), HabngaloLwemMy 4aHHOTO nauueHTa, a gpyrme — OTAeNbHOMY CUCKY
NOUMEHOBAHHbIX CTOPOH. DMK cofepXuUT Takke HeKOTOpble 3/1eMeHTbl, CO3[aHHble KOXHO-BeHeposiornye-
CKMM AWCNaHCEepPOM M AOCTYMHble TO/bKO EMyY, a TakkKe 3/1eMeHTbl, AOCTYN K KOTOPbIM paspeLleH TPeMHOi
cnyx6e MegUUMHCKOW MOMOLWM, — 1 Te U ApyrMe MOryT 6biTb AOCTYMHbI TOMbKO CTOPOHaM, HageNeHHbIM
afilekBaTHbIMWU [ONOIHUTENIbHBIMU MPUBWNEIMAMU [OCTYNa K 3TUM 3nemeHTaM. (OJHako nauuveHT MOXeT
Mo CBOEMY XeflaHuo NpefocTaBnTb APYTMM CTOPOHaM MnpaBo focTyna K aTum anemeHtam OMK.) OgHum u3
acnekToB NpuBUAErWiA AOCTyna SBMSETCA Ha3HayeHue MeAMLMHCKOM opraHv3auven onpefesieHHbIX ponein
MeANLMHCKOMY CMeuMasucTy, KoTopble NO3BOMAT B 3KCTPEHHOW CMTyauuu pacluvMpuTb €ro npuBwuaernn no
CpaBHEHUIO C TEMM, KOTOPLIMW OH HagesneH B 06bI4HON cuTyaummn. Mogo6Hoe pacluMpeHue npas B 3KCTPEHHOM
CcuMTyaumm MOXeT, HanpumMep, o6ecneynTb MegULUHCKOMY CheumanmncTy AocTyn K 6onblwemy yucay MK, yem
npyn 06bI4HON paboTe. (Takoe paclumMpeHue npasB B SKCTPEHHOW cuTyauuu AO/MKHO cnewumasibHO permctpupo-
BaTbCH W PErynsipHo pasbuparbcs.)
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HekoTtopble yactn SMK MoryT 6bITb CBOGOAHO AOCTYMHbLI BCMOMOraTenbHbiM paboTHUKaM, KOTOpPbIM MO-
ryT NnoHagobuTbLCS pesyneraTbl ONpeaerneHHbIX KMMHUYECKUX CCreaoBaHuii, YTobbl BbINOMNHATL TaKylo aes-
TENbLHOCTb, KaK NJIaHMPOBaHUE UKW HOBbIE UCCMEOBaHUS.

OueHb manas yactb SMK MOXeET cTaTb AOCTYNHOW agMUHMCTPaTUBHOMY nepcoHany. Meaperucrparo-
pbl, CEKpeTapu U AMCneT4epbl AOMKHbI 00rnagartb 3HaHUMEM TONbLKO HEKOTOPOW KIOYEBON MHAOPMaUnUmM o na-
UMeHTe, YTOObI BbINOMHATL CBOK POrb B OKa3aHUKU 9hPeKTUBHON MEAULIMHCKON NOMOLLM, HANPUMEP, 3HaTb,
YTO nauymeHTy TpebyeTca cneuuanbHOe CaHUTapHOE MPOCBELLEeHNe UMK YTo eMmy Heobxoaum kucnopog 24 %,
UNn KaTanka 4ns TpaHCMOPTUPOBKM B OTAENEHME Ny4eBOil AUArHOCTUKN.

B aTom npumMepe He NoKasaHo, Kak 3anpeTuTb camMoMy NauueHTy AOCTYM K HEKOTOPbIM 3N1eMEHTaM ero
OMK, HO Takme BO3MOXHOCTMW, €CMU OHU MPEedyCMOTPEHbI AENCTBYIOLMM 3aKOHOAATENbCTBOM, MOTYT BObITb
peanu3oBaHbl B paMKax MOAEenu nonuTuk, ONMcaHHon B pasaene 6. Hanpumep, nauueHTy MoryT cratb HEAo-
CTynHbiMKn cBeaeHna OMK, koHUAEHLUMaNbLHO COOOLIEHHbIE €r0 BNU3KUMN.

Mpu onpegeneHun getanbLHOro Habopa NONUTUK AN ONPeAEeNieHHON KaTeropumn NauueHToB, cneyuanb-
HbIX KNIMHUYECKUX YCIOBUIA UMK B CBSI3U C TEM, YTO KaKOW-TO nauueHT 6onee apyrux o3aboyeH 6e30nacHOCTbIO
ceoeli OMK, peanusauus pacnpeaeneHHon cuctemsl BegeHna SMK gomkHa oCyLecTBNATLCA TakuM o6pa-
30M, 4ToObl B 0603puMOoM Oyayliem GONMbLUMHCTBO Cry4YaeB yAOBMETBOPANOCH C NOMOLLBIO OFPAHNYEHHOTO
Habopa napameTpoB MO YMOMYAHUIO U JOCTATOYHO MPOCTON CXEMbl MPUMEHEHUSI NONUTUK. 3TO CBA3AHO C TEM,
YTO AeTanbHbIi HabOP MONUTMK MOXET HE A0NYyCKaTb HEMOCPEACTBEHHYIO UHTEPNPETALMIO U BCTpPauBaHue B
cuctemy Begenust SMK nonyyarens anekTpOHHOW MEAULIMHCKON KapTel, Aaxke ecnu uHdopmauus o6 3Tux no-
nuTrkax MoXeT ObITb NepeaaHa CTaHaapTU30BaHHbLIM 0Opa3oM.

B pononHeHne k obliemy npeactaBneHuto uHdopmaumm nonutukn aocrtyna k SMK (npunoxeHue A)
HaCTOALUMI CTaHAapT ONMUCLIBAET TaKke cneyudukaunio MuHumansHon Gasbl Ana nepegavm mHdgopmauuu
0 4yBCTBUTENBLHOCTU AaHHbIX MK B coctase Bbinuckn EHR_EXTRACT ¢ nomoLlbio ykasaHus Kareropum
Ge3onacHocTu Kaxgoro ee komnoHeHTa RECORD_COMPONENT, B3sTOM M3 Knaccudukaumm, OnucaHHou B
5.1. Ota knaccudmkaumnsa COOTBETCTBYET Pa3fNYHbIM NOAYUHEHHBIM AOMEHaM AaHHbIX OMK, nokasaHHbIM Ha
pUcyHke 3.

Ha npaktuke nio6as KOHKpeTHaa cuctema segeHua OMK MOXET UMETb Apyrne MEXaHU3Mbl KaTeropupo-
BaHWUS AaHHbIX 3MEKTPOHHOW MeAULMHCKOWM KapThl UM Ha3Ha4YeHUs UM apyrux ypoeHen 6esonacHocTu. Ha-
CTOALLMIA CTaHAapT He TpebyeT, uTobbl cucTemMbl BeaeHna SMK o6si3atenbHO UCNonbL30Banu knaccudukauumio
kaTeropui 6esonacHocTu, onpeaenexHyto B 5.1. [loctatouHo, ecnu npu cosaganmm obbekta EHR_EXTRACT
Oypet obecneyeHa BO3MOXHOCTb OTODpaXkeHNA CBOMX KaTeropuin 6e30nacHOCTU Ha 3Ty Knaccudukauuio.

4.2.3 ®PyHKUMOHanNbHLIE POSN Ansa AocTyna K AgaHHbIM SMK

[ns obecneveHns NPUHATUA peLleHus o AocTyne TpebyeTcs, 4Tobbl Nnpocdhunb 06LABNEHHOrO nonyYare-
na OMK u uenb ero goctyna k SMK cooTBETCTBOBANM NONUTMKAM, NPUMEHAEMbIM K AaHHoW DMK nocraswm-
kom SMK, BKnovas kareropumn cneunduyHbix 3anpoeHHbiX KoMnoHeHToB RECORD_COMPONENT.

B cBA3M ¢ 3TUM Npochusb 3anpatumsatoLero nuuya u/mnu nonyyatens MK gomkeH ObITb ykasaH UHTe-
pornepabenbHbiM cnocobom. Kak yxxe oTMeuanoce paHee, TpeboBaHus, pernaMeHTUpyoLLee 3akoHogaTenb-
CTBO, aTpubyTbl U CNOBAPU AaHHbIX, UCMONb3yeMbl€ ANA STOW LEnu B KaXa0i cTpaHe, MOTyT ObITb pasHbiMU U
MoKa 4To HEe MOryT OblTb CTaHAapTU30BaHbI.

[nsa obecne4eHuns 6a30BOro ypoBHA MHTeponepabensHOCTU U MUHUMANbLHOTO COOTBETCTBUSA HACTOSALLE-
My cTangapty Tpebyercs, ytobbl moboli 3anpoc Ha nonyyveHue oovekta EHR_EXTRACT coaepxan B kadve-
cTBE napametpa hyHKLMOHANbLHYIO ponb npeanonaraemoro nonyyarens OMK u3 umcna ykasaHHbix B 5.2.

3TO0 MHOXECTBO (PYHKLMOHAMNbLHLIX PONen uaeHTUYHO ToMy, 4To ykasaHo B MICO/TC 21298. B HacTos-
LM CTaHAAPT OHO BKIIOYEHO B Ka4eCTBE HOPMATUBHOMW cneundukaumm.

3aBUCUMOCTE Mexay (PYHKLMOHANbLHOW ponblo U Kateropuen gaHHbix OMK, KoTopas BMMSET Ha npu-
HATWE peLUeHMs O MPeACTaBNeHUM AOCTYNa Unu oTkase B Hem nubo Ha punbTpaumio COaepXaHus BbINMUCKN
EHR_EXTRACT, onpegeneHa B 5.3.

310 oTOGpaxeHne obecnevnsaet 6a3oBbIi cnocob (C HavanbHbLIM YPOBHEM AeTann3auumn) orpaHudYeHns
pamMok goctyna k QMK B 3aBMCHMOCTM OT TUMa CTOPOHbI, 3anpaLumsatoLleit 4octyn. B cnyyae, koraa UHTepo-
nepabenbHas cneuudukaums Nnpoduna 3anpaLLmMBaioLLEro NuLa onpeaensaeTca Ha MeCTHOM UMW HaUWOHarnb-
HOM YpOBHE, BCEraa MOXHO 400aBUTb AONONHUTENbHbIE AeTanu. Mpumep coueTaHust 6a3oBoro oToGpaxkeHus
C HeBOmMbLUMM YUCINOM AONONMHUTENBHBIX crieuuduKkaLmii B Lensix nonyyeHus 6onee aetanbHoro Habopa orpa-
HUYEHUI gocTyna npueeaeH B pasaene 6.
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5 NHTeponepabenbHOCTL XypHana aygura

Peructpaunsa getanen B3aumoaencTsmst ¢ cuctemon segeHna OMK ans ayauta sensercs oblenpu-
3HaHHbIM TpeboeaHneM. OaHako cnocob peanusaumu TakoW pPermcTpauuu B XKypHane ayauta JOCTaTOYHO
cneumMduUyeH Ana Kaxaon cucremMol BegeHus SMK, uto 4yacTuyHo 0ByCrnoBreHo UCMOoMNb3yeMbiM Cnocobom
XpaHeHUs faHHbelX (Hanpumep, 6a30i AaHHbLIX) W, BO3MOXHO, OCOBEHHOCTAIMU PEFMOHANIBHOMO WMAKM HALUO-
HanbHOro 3akoHodaTenbcTea. PopManbHble CTaHAapThl MHTEpONepabensHOCTU XXypHana ayauTa u nepeaadu
€ro COAEpPXXaHUs MokKa YTo OTCYTCTBYIOT.

TpeboBaHus Kk MHTeponepabenbHOCTU XypHana ayamTta AomkHbl ObiTb onucadbl B UCO 27789, Ha-
XoAsLwWweMcs B ctaguu paspaboTku. STOT CTaHAApPT ONpeaenuT COObITUS, WHULMKUPYIOLLME 3anUChk B XKyp-
Han ayauTa, U 3MeMeHTbl AaHHbIX ANA 3anucein B >kypHane gocryna k OMK. (Cneuucbukaums coaep-
XaHUA KypHanoe ayauta Obina onybnukosaHa B 2004 rogy kak HedopmarnbHbIi NPOEKT AOKYMeHTa
IETF RFC 3881.)

OpnHako cTaHOBUTCS BCe Bonee OYEBMAHbIM, YTO MPeAoCTaBrieHWe NauueHTaM BO3MOXHOCTU Y3HaTh,
KTO UMEHHO nony4an goctyn k nx 3MK, AsBnseTcs He TonNbko hopmarnbHbIM NPABOM, HO Y MOXET AUCLUMMIUHK-
poBaTb MEAWLUHCKMX PaBOTHMKOB, KOTOPbLIE NOMb3yOTCst A0CTYNoM K MK, JaHHbIE KOTOPbIX HE BXOAAT B UX
npodeccmoHarnbHble 06A3aHHOCTN.

Xots otaenbHble cucteMbl BegeHns MK MoryT oGecneuntb HEKOTOPYIO CTEMNEHb AOCTYNA K XXypHamny
ayauTa, B HaCTOsLLEee BpeMs Takon A0CTyn 0BbIMHO NpeaoCTaBnsaeTcs agMUHUCTpaTopam 6a3 aaHHbIX C no-
MOLLIbIO UHCTPYMEHTOB WU MHTEPMENCOB, COBEPLUEHHO HEMOAXOAALMX AN TOro, YTOObl MauueHTbl NpocMa-
Tpusanu ucroputo gocryna k ceoum SMK. B cueHapuu pacnpegeneHHoro goctyna k MK (¢ pasgeneHmem
uHdopMauum) >xypHansl goctyna k SMK HensbexHo Takke ByayT pacnpeaeneHHbIMU.

Moatomy HeoBxoauMmbl uHTEponepabenbHbie cneyndukaumm 6a3osoro Habopa AaHHbIX, KOTOPbLIN MOXET
ObITb NPEAOCTABNEH MO 3aNPOCy NAUMEHTa UMK €ro NPeacTaBuTens Ha nonydyeHue cnucka cobbITuii gocTyna
k ero SMK. CooTBeTCTBYIOLLUME ONPEAENEHNS AaHbl KaK B MHPOPMALMOHHON MOAENM NPOCMOTpa XypHana
ayauTa (pasgen 7), Tak M B MoZenu uHtepdenca sanpoca u orseta (MCO 13606-5).

MocKkonbKy U3BECTHO, YTO HEMHOTME AENCTBYIOLUME CUCTEMbI YAOBNETBOPSAIOT TpeGOBaHUIO UHTEpone-
pabenbHOCTYW XXypHana ayauTta, To COOTBETCTBUE STOMY TpeboBaHUIO pacCMaTpMBaETCA OTAENbHO OT COOTBET-
cTBUsi TPEGOBaHUAM OCTaNbHOM YaCTH HACTOSILLETO cTaHAapTa. [IoMmKHO Nu 3TO AONONHUTENbHOE TpeboBaHue
BbIMONHATLCA UM HET, OCTAETCS1 HA YCMOTPEHUE PEMMOHATbHBIX UM HALIMOHATIbHBIX NONUTUK.

MpeacTaeneHune xypHana ayauta Ans nauueHTa OTHIOAb He SIBNSeTCsl CPeACTBOM M3Y4eHUS XXypHana
B npouecce popManbHOro paccnefoBaHus gocrtyna Kk cucreme OMK. Hactoawmin craHgapt He coaepxur
Kakux-nubo uHteponepadenbHbIX cneyudukauuii, NpeaHasHa4YeHHbIX ANS TAKUX paccneaoBaHuii.

6 CBaA3b co ctangaprom ENV 13606-3

Mpasuna pacnpocTpaHeHusi, BKIOYeHHble B cTanaapt ENV 13606, onybnukoBaHHbiii B 2000 roay,
npeaycMmaTpusanu cosaaHue aetarnbHoW aHanuTuyeckon 6asbl ans paspaboTkm TpeboBaHWi, KOTOPLIE AOIK-
Hbl YAOBNETBOPATLCA NPU CAHKLMOHUPOBAHMM nepeaayvn aaHHbix SMK. AHanu3 onbiTa ee NpuMeHEeHusa, Npo-
BeAEHHbIN rPynnol pa3paboTumkoB 3T0ro craHaaprta (EHRcom), npueen K BbiBOAY, YTO 3Ty AeTanbHyio 6a3y
TPYAHO peanu3oBaTb Ha NPAKTUKE MO HECKOMbKUM NPUYMHAM:

- HEKOTOpble acnekTbl ee cneyudukauuu, Hanpumep «WHY» (uenb Tpebosanus nepegaun SMK), onpe-
JAeneHbl C MOMOLLBIO TEKCTOBbIX aTpubyToB 6e3 hopmManu3oBaHHOTO CIOBaps AaHHbIX, YTO NPENATCTBYET A0-
CTUXEHMIO HTeponepabenbHOCTH;

- obuwana 6asoBasn CTpyKTypa npeaycmarpusana ropasao 6onblue getanei KOHTpOss AOCTyNa, Yem pe-
anu3oBaHo B OONLLUMHCTBE COBPEMEHHbLIX cUCTeM BeaeHus SMK, u ee peanusauums 6bina 66l 04HOBPEMEHHO
W OPOroNn, U TPYAHON;

- oHa notpe6oBana 6bl OT MEAULIMHCKUX PABOTHUKOB 3HAYMTENbHLIX AOMOMHUTENbLHLIX YCUIUIA N0 3a-
NOMHEHUIO 3K3EMMNMAPOB NPaBuMI B NpoLecce onepaTtuBHOro BeoAaa AaHHbix B AMK;

- BO MHOTMX KOMMbIOTEPU30BAHHbLIX CUCTEMAX 3[1paBOOXPAHEHUSA NPUHUMANUCHL U NPUHUMAIOTCS 00LLMe
Mepbl 6esonacHocTu, u goGaBneHue K HUM cpeacTs, cneuuduyHbix ans AMK, paccmarpusanoch Obl Kak He-
060CHOBaHHOE.

C 2000 roga MHorve cnyxGbl 3apaBooxpaHeHusi paspabortanu crparerum no obecneyenuio G6esonac-
HOCTU caMux UHAOPMALMOHHBIX CUCTEM 3PaBOOXPAHEHUS! U OOMEHOB AAHHBIMU MEXAY ITUMU CUCTEMaMMU.
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MHorue nporpammHble NPOAYKTbI B HACTOSILLEE BPEMS BKITIOMAIOT B ce0s Takme obLime KOMNoHeHTbl 6esonac-
HOCTH, Kak cnyxGbl CEPTUDUKATOB U MHPPACTPYKTYPA OTKPLITLIX KITHOYENR, MMBO UMEIOT UHTEPdENChI K TakuM
KOMMoHeHTaM. CTaHgapTbl UHpopMaLMOHHOI Be3onacHocTU, onybnukosaHHble nocne 2000 roaa, 3aTparuea-
IOT MHOTME M3 acreKTOB, KOTOpbIE Torga Obino HE0BX0AMMO ONPEeAENUTL B NPaBMax pacnpoCTpaHeHus.

B HacTosiLeM CTaHaapTe npeanaraeTca UCnonb3oBaTb UK 3TU CTaHAAapTbI, obLymMe Ans MHOrMX oTpac-
nen, unu obwme mepbl MHAOOPMALUMOHHON 6e30MacHOCTH, cneunduyHbIe ANs 34PaBOOXPAHEHUS B LIENOM, U
onucarb TOMbKO T€ BOSMOXHOCTU, KOTOpbIE cneunduyHbl 4na nepegadn MK — npexae BCero paspeLueHus
[0CTyna, KoTopble accouunpytotesa ¢ kaxaon SMK. Hanbonee o6wmm npumepom Takoro nogxoga dyaet cny-
XKUTb YYeT BONM nauueHTa (CyObekTa AaHHbIX) MO PacKPbITUIO MHpopmaumm.

Bonee geranbHoe onucaHue OTNMYKMi oT ctaHaapta ENV 13606 npuseaeHo B npunoxexum B.
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HAUMOHANbHbLIA CTAHAOAPT POCCUNUCKOWN ®EREPALUMUMN

NupopmaTnsauma sqopoBba
NEPEOAYA 3NEKTPOHHbIX MEAULUMHCKUX KAPT
YacTtb 4

Be3onacHOCTb

Health informatics. Electronic health record communication. Part 4. Security

Nara BBegeHua —2012—08—01

1 ObnacTb NPUMeHeHun

HacTosawumin ctaHaapT OnucLIBAeT METOAONOIMIO cneunduUUpoBaHUa NpUBUNErUi, HEOOXOAUMbIX ANs
Jocryna k gaHHbim SMK. 3T1a meTogonorusi ABNsAETCsi 4acTbio 00LUeln apxuTekTypbl nepeaayn MK, onucan-
Ho B ICO 13606-1.

B HacTosiLem cTanaapte paccmarpuBatotcs TpeboBaHus, KoTopble cneuudnyHbl Ans nepegaydn MK un
ANA NpeacTaBneHus U nepeaayun conyTeTByoLen MHopmaumm, koTopas Heobxoauma ans NPUHATUA peLue-
HUSt 0 JocTyne. B HeM Takke cogepaTcs CCbiNKM Ha o6Liue TpeboBaHus MHGOpMaLUOHHON 6e30nacHOCTH,
npuMeHumele k nepegade SMK, U ykasaHUs Ha TEXHUYECKWNE peLLeHUs U CTaHaapThl, ONUCkIBalowme aetanu
cnyx0, yaoBNeTBOPSOLLMX 3TUM TpeGoBaHUsAM.

MpumedaHue — TpebosaHns GezonacHocTH, NpefbsaBnseMble kK cucTtemam BeaeHua MK, Ho He uMetowme
oTHoLeHUs K nepegade AMK, He paccMaTpUBatOTCA B HACTOsLLEM CTaHgapTe.

2 CoorBeTcTBUE

COOTBETCTBUE HACTOALLEMY CTaHAapTy TpebyeTCcsa B O4HOM M3 ABYX CITY4aEB:

- UCNOMb30BaHNE B KAYECTBE OCHOBBI AMA MPUHATUS PELLEHUst O JOCTYNe MUHUMYMA KPYMHbIX KaTero-
PWUI YYBCTBUTENBLHOCTU AaHHBIX OMK 1 byHKLIMOHAMNBHOW PONu nony4varens;

- ucnonb3oBaHue oOLLel Moaeny NONUTUK ANS Nnepeaayn AeTanbHon MHAOoPMaLUK NONUTUKM JOCTYNa,
oTpaxaroLlei Bono cybbekta MeAULMHCKON MOMOLLM W/WUMK pernoHarnbHble UMM HauuoHarnbHbIE METOAUYE-
CKMe yKasaHusi, KOTOpble JOSMKHbI COBMECTHO NPUMEHATLCA B nNpoLecce pacnpocrpaHeHus SMK.

HacTtoswen craHgapt sknoyaeT B ceba Takke HeobA3aTenbHOE COOTBETCTBME cneuudukauum UHTepo-
nepabenbHOro NpeacTaBNeHus XypHarna ayauTa.

Onsa «MMHUMAanNbLHOrO COOTBETCTBUS» HEOBXOAUMO MCMONb30BaTh KNAaCCMGUKALMUIO KOMMOHEHTOB
RECORD_COMPONENT sbinuckn EHR_EXTRACT, onpeaeneHHyto B 5.1. ITiobor 3anpoc Ha AOCTYN K BbINU-
cke EHR_EXTRACT poswkeH B kayecTse napaMeTpa BKMoYaTb B ce65 hyHKLMOHANbBHYIO POrib npeanonarae-
moro nonydarena MK, onpeaeneHHyio B 5.2. CooTHoweHne mexay (PyHKLUMOHANbHOW POrblO U KaTeropuen
nHdopmauum AMK, ncnonb3yemoe Ana NPUHATUA PELLEHNUS O pa3peLleHun A0CTyna UM oTkasa B AOCTyne,
OOMKHO YAOBMNETBOPATL OTOOPaXKeHUIO, onpeaeneHHoMy B 5.3.

[nsi k<HOpPMarnbLHOro COOTBETCTBUAY HE0OX0aAMMO, 4TOOLI Bbinucka EHR_EXTRACT Bknitouana B ce6s no
3HaAUYEHWIO UMK MO CCbiflke 00LLee NnpeacTaBneHne MHAOPMaLMK KaXaoi MONMUTUKU, pacNpOCTPaHSIOWENCA Ha
nepeaasaemblie aaHHble OMK, nuGo sBHO cooTBeTcTBylOWEee 6.3, nnbo noruyeckum cooTBeTcTBylOWee 6.4 B
COvEeTaHuM ¢ ApYruMu onyonmKOBaHHbLIMKU CTaHAApPTaMuU NpeaCTaBNeHUsl NONMTUK AocTyna. B cnyyae ecnu no-
craswmk MK yBepeH, uto nony4yarens AMK yxe umeeT HenoCpeACTBEHHbIN A0CTYN K UHAOpMALMKU AaHHOW
NONUTUKK, TO 3Ta NONUTUKA MOXKET UCMONb30BATLCA MO CCbISNIKE U He BKNoYaTbCA B Bbinucky EHR_EXTRACT.

U3paHune odpuuymanbHoe



rOCT 54472—2011/1ISO/TS 13606-4:2009—2011

HopmanbHOe COOTBETCTBME MOXET LOMNONMHUTENLHO TpeboBaTh 00513aTeNbCTBO BbINOMHEHUA TpeboBaHWit MU-
HUManbHOrO COOTBETCTBHSI.

Ecnu B ONONHEHME K HOPMAanbHOMY COOTBETCTBUIO TpebyeTca uHTeponepabenbHoe npeacTaBneHue
XKypHana ayauTa, To Ansi nogo6HOro «pacluMpeHHOro COOTBETCTBUSAY 40IHKHA UCMOMNb30BaThCA MHApOPMALIK-
OHHasi MOAENb TAaKOro NPeACTaBeHNsl, ONMCaHHas B 7.

3 TepMuHbI U onpeaeneHus

B HacTosLem cTaHaapTe NpUMeHeHbl CreayoLlme TEPMUHBI C COOTBETCTBYIOLLMMU ONpeaeneHUsaMu:
3.1 KOHTponb gocTtyna (access control): Cpeactea, C MOMOLLbLIO KOTOPLIX PECYPCbl CUCTEMbI 06paboT-
KM JaHHbIX NPeOCTaBMATCA TOMbKO aBTOPU3OBAHHOMY CyOBLEKTY N0 aBTOPU3OBAHHBLIM KaHANaMm.

MpumevyaHune — AgantuposaHo ns MCO/MIK 2382-8:1998.
3.2 nonutuka goctyna (access policy): Mpouecc, yctaHaBnmBawLmii 06513aTenbCTBa aBTOPU3OBAHHO-

ro KOHTPOMSA A0CTYNa K Pecypey.
3.3

OTUYeTHOCTb (accountability): CBOCTBO, 03HavatoLlee, YTO BCE AENCTBUA Kaxaoro cydbekra 6esonac-
HOCTU C KaxkabIM OOBLEKTOM 6E30NacHOCTU MOTYT ObITb U3YYEHbI B LIEMAX YCTAHOBIEHUS PEAnNbHON OTBET-
CTBEHHOCTU 3a AEeNCTBUSA C 3TUM OObEKTOM.

[ENV 13608-1:2000]

3.4 aytentudmkaumsa (authentication): Mpouecc HagexHOWM naeHTudukauum cybbekta MHPOPMALIMOH-
HOIt 6e30MacHOCTU NyTEM 3aLLUMLLEHHON accoumaumm, yCTaHOBINEHHOWM MeXay UAEHTUUKATOPOM U CyOLEKTOM.

3.5 aBTopusauusa (authorization): Mpouecc npegocTasneHns npas.

3.6 ynonHomouveHHoe nuuo (authority): CyObekT, OTBETCTBEHHBIN 32 BbIMYCK CEPTUDUKATOB.

37

aoctynHocTb (availability): CBOWCTBO 4OCTYNMHOCTM U BO3MOXHOCTU GecnpensaTCTBEHHOrO UCMNOMb30-
BaHWSA aBTOPU30BAHHBIM CYOBLEKTOM.
[MCO 7498-2:1989, onpeaenexune 3.3.11]

3.8 koHmaeHumanbHOCTb (confidentiality): Mpouecc, rapaHTUpylOLWNUA, YTO MHpopMaUna AOCTyNHA
TONbLKO aBTOPU3OBAHHLIM CyOBbEKTaM.

3.9 Bbinucka us AMK (EHR extract):. Yactb anekTpoHHOW MEeAMUMHCKOW KapTbl UNKN BCA KapTta, nepe-
JaBaemMasi B COOTBETCTBUM C TpebOBaHMAMU HACTOALLEro cTaHaapra.

3.10 noctaBwuk AMK (EHR provider): CybbekT, 3aKOHHO obragatowmini AaHHbIMW SNEKTPOHHON Meau-
LIMHCKOW KapTbl M CNOCOOHLIN Nepeaarb Ux ApYromy COOTBETCTBYHOLLEMY CYOBEKTY.

3.11 nonyyarenbs OMK (EHR recipient): CybbekT, nony4atowmin AaHHble 3NEKTPOHHON MEeAULMHCKON
KapTbl OT noctaswmka AMK.

3.12 nuuo, 3anpawusarwiee MK (EHR requester): CyGbekT, MHALMUPYIOLIMIA 3anNpoC MNOCTaBLUUKY
OMK Ha nepepayvy AaHHbIX 3NEKTPOHHON MEAUUMHCKON KapThkl nonyyarento SMK.

3.13

naoeHtudukauma (identification), ayrentudpukauma waentnyHocTn (identity authentication),
npoBepka naeHTUYHocTH (identity validation): BeinonHeHne npoBepok, NO3BONAKLWMX cucteme 06paboT-
KW OAHHbIX ONO3HaTb CyObEeKT.

[MCO/M3BK 2382-8:1998, onpeaenenne 08.04.12]

3.14

npgentudukarop (identifier): MuopmaunoHHbI 0OBLEKT, UCNOMb3YEMbIN ANA 0OLABMNEHUS MAEHTNY-
HOCTU nepea TeM, Kak nony4uTb NOATBEPXAEHUE COOTBETCTBUSA OT ONPEAENeHHOro ayTeHTudukaropa.
[ENV 13608-1:2000]
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3.15

kmou (key): MocnenoBaTencHOCTE CUMBOMOB, YNPAaBMSALAA onepauusamy LMdpoBaHua U aewund-
POBKM.
[MCO 7498-2, onpeaenenune 3.3.32]

3.16

nonutuka (policy): Komnnekc 1opuanyeckux, METOANYECKNX, OPraHn3aLUMOHHbIX, PYHKUUOHAMNbBHbIX U
TEXHUYECKMX 00a3aTeNbCTB N0 0OMEHY MHOPMAaLMen U COBMECTHON AeATEeNbHOCTU.
[MCO/TC 22600-1:2006, onpeaenenune 2.13]

3.17 npuBunerua (privilege): Mpaso, npegocTaBneHHoe CyObLEKTY YNONHOMOYEHHBIM JIULOM.
3.18

MH( paCTPYKTYpa OTKPbITLIX Kntoven (public key infrastructure), MOK (PKI): MHdpacTpykTypa, uc-
nonb3yemas aepxatenem Krnova B OTHOLLEHUSX C AOBEPSAIOLLENH CTOPOHON, KOTOpasi MO3BONSIET AOBEPSIO-
LLie CTOPOHE MCMNOMb30BaTb CEPTUMPUKAT, OTHOCALLMINCA K AepKaTENIO KNoYa, No KpanHen mepe Ans 04HOro
NPUMEHEHWSA, UCMONb3YSA CEPBUC CUCTEMBI 0BecneyeHns 6e30nacHOCTM Ha OCHOBE OTKPLITOro knoya. MOK
BKNoYaeT B cebs ynonHOMOYEHHOE NMUO No cepTudmkaTam, CTPYKTYPY AaHHbIX cepTudukaro, cpeacrea
nony4eHnsi AOBEPSIOLLEN CTOPOHON TEKyLLENW MHOpMaLmMK O cTatyce oT3biBa ceprudukara, nonuTuke cep-
TUUKATOB M cnocobax NPOBEpPKM COOTBETCTBUS MPAKTUKE cepTuduKkaLmm.

[MCO 17090-1:2008, onpeaeneHune 3.3.18]

3.19 ponb (role): Komnnekc cnocoBHOCTEN W/unu AENCTBUIA, CBA3AHHBIN C BbIMONMHEHUEM paboThbl.

3.20 4yyBCTBUTENBLHOCTB (Sensitivity): Mepa ueHHOCTH, NPUCBOEHHas uHopmaumm ana 0603HaYeHus
Heo6X0AMMON CTENEHN 3aLUuUThI.

3.21

6e3onacHocTb (security): CodeTaHne AOCTYNHOCTU, KOHPUAEHLUUANBHOCTU, UENOCTHOCTU U OTYETHOCTH.
[ENV 13608-1:2000]

3.22

nonuTuka 6esonacHocTu (security policy): YTBepaeHHbIi nnaH unu cnocob aencrenit no obecneve-
HUIO MHAOPMaLMOHHON 6e30NacHOCTMU.
[MCO/MOBK 2382-8:1998, onpeaenenue 08.01.06]

3.23

cepBuUc 6esonacHoOCTU (security service): CepBuc, npeaocTaBnsieMblii YypOBHEM B3aUMOAENCTBUS OT-
KPbITBIX CMCTEM, OBecneynBaloLLmMii HaaMexaLlyo creneHb 6e3o0nacHoCTU CUCTEMbl UMW Nepeaayuu AaH-
HbIX.

[MCO 7498-2:1989, onpeaenenue 3.3.51]

3.24 cy6bekT MeguumHcKon nomolnm (subject of care): Jluuo, obpawyatolieecs 3a nonyyeHuem, no-
nyJyaroLiee unu nony4mBLLEE MEAULMHCKYIO NOMOLLb.

MpumedyaHne — AganTupoBaHo us ctaHgapTa EH 14822-2:2005.

3.25 uens (target): Pecypc, K KOTOpOMY 3anpalunMBaeTcs 4OCTYn.

4 ObGo3HauYeHUA U CoKpalleHus

ADL — asbik onpegeneHunsa apxerunos (archetype definition language);
OMK — anekTpoHHasa meguumHckasa kaprta (electronic health record, EHR);
ASMK — apxuTeKkTypa aneKkTpOoHHbIX MEeAULMHCKUX KapT (electronic health record architecture, EHRA);

3
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MOK — uHbpacTpykTypa OTKpbIThIX Kntoven (public key infrastructure, PKI);
YIMKO — ynpaeneHue npuBuneruaMm U KOHTpone goctyna (privilege management and access control,

PMAC);

UML — yHudmumpoBaHHbIi sA3bIk MogenuposaHua (unified modelling language).

5 YyBcTBUTENBbHOCTL KOMNOHEHTOB DMK 1 hyHKUMOHaNbHbIE ponu

5.1 YyBcTBUTeNnbHOCTL 3remMeHta RECORD_COMPONENT

CornacHo onpeaeneHuio MCO 13606-1, ecnu kaTeropusa 4yBCTBUTENbHOCTU KOMNoHeHTa RECORD_
COMPONENT, Bxogsiuero B coctas Bbinuckn EHR_EXTRACT, ykasaHa, TO oHa AormKHa NPUHMMaTb O4HO U3
3HaveHun CS_SENSITIVITY, ykasaHHbIx B Tabnuue 2.

Tabnuya 2 — 3HayeHus CS_SENSITIVITY, ucnonesyemsle fna atpubyTa KaTeropum YyBCTBUTENIBHOCTU KOMMOHEHTA

RECORD_COMPONENT

LUuHckon nomowym (clini-
cal management)

3nauenre CS SENSITIVITY KaTeropus OnucaHue MpeAnonaraemoro A0CTyNa K KOMMOHEHTY RECORD_COMPONENT
- UyBCTBUTENBHOCTY AaHHOW KaTeropuu YyBCTBUTENBHOCTU
JndHbIEe cBefeHus 5 Cyry60 nuyHble csefeHus cybbekTa MegWULMHCKOW MOMOLLM, KOTO-
(personal) pble MOryT NPeAoCTaBNATLECA TOMbKO OTAENbHLIM Haubornee AoBepeH-
HbIM NML@M, UK UHbIE CBefeHUs], 4OCTYMHbIe TONMBKO CaMOMy CyObeKTy
(v gpyrum nuuam npu aBTopU3aLM Of4HOKPaTHOro LOCTyna)
CneuunaneHas Megu- 4 HocTyn pa3spelueH Tonbko HebonbLLOA rpynne Ntogei, MMYHO Npefo-
LUuHCcKas nomolb (privi- CTaBNAKOLMX NaLUeHTy MEAULIMHCKYIO NOMOLLb, Hanpumep, Gpurage mMe-
leged care) AULUMHCKUX PabOTHUKOB WK PYKOBOAWUTENAM oTAeneHus (Heobxogumo
yKasaTb ocobble KIUHUYECKUEe YCroBUs, HanpuMmep, NcuxmaTpudeckas
KUHUKa)
MeauumHckas rno- 3 OTa KaTeropvs npucBauBaeTcs No yMON4aHuio 06bIMHOMY AOCTYNy B
Molwp (clinical care) ne4vebHO-NpodUNaKTUYECKOM yupexaeHun (HanpuMep, Gonbluasn YyacTb
MEeAULMUHCKOro nepcoHarna, HenocpefCcTBEHHO OKa3sbiBalolero Mefu-
LIMHCKYI0 MOMOLLb NALUEHTY, AOIMKHa UMEThL BO3MOXHOCTb JOCTyna no4-
T Ko Bceih OMK)
[MnaHupoBaHue Megu- 2 MeHee uyBcTBUTENEHLIE KOMMOHeHTH RECORD_COMPONENT, go-

CTYN K KOTOPLIM MOXET TpeGoBaThbCsl GONMbLLOMY YUCTY COTPYAHUKOB, He
BCE W3 KOTOPbLIX NPUHMMAIOT aKTMBHOE y4acTWe B NEYEHWU NaumeHTa
(HanpuMep, NepcoHany oTAeneHus y4eBoi JUarHOCTUKN)

YnpasneHue pecypca-
MW MEAULMHCKOW MOMO-
wu (care management)

KomnoHeHTsl RECORD_COMPONENT, gocTyn K KOTOpPbIM MOXET
TpeboBaTbcA 3HAUUTENBHOMY YUCITY aAMUHUCTPATMBHBLIX PaboTHUKOB B
Lensax ynpaeneHus npefcTaBleHneM pecypcoB MeAMLMHCKON NOMOLLY
KOHKPETHOMY NaLueHTy

5.2 OyHKUUOHANbHLbIE PONU

OyHKUMOHaNbHAas ponb KaXxaoro npeanonaraemoro nonyyarens SMK gomkHa npuHumartb O4HO U3 3Ha-
YEHUWN, yKa3aHHbIX B Tabnuue 3. 3TU 3Ha4YeHUs NpuBeAEeHbl B COOTBETCTBUE C (DYHKLIMOHANMBHBLIMU POSSIMM,
onpeaeneHHbimm B UCO/TC 21298.

Tabnuya 3 — Cnucok yHKUMOHaNbHLIX ponew

®yHKLMOHanbHas porb

KpaTKoe onucaHue

of care)

CybbeKkT MeMLMHCKOW nomoLy (subject

OCHOBHOM CYObEKT AaHHLIX SMEKTPOHHOW MefiMLMHCKOW KapThl

MpeacTaBuUTenb cybbekTa MeguLUMHCKON
nomolym (subject of care agent)

Hanpumep, poagutens, noneyutens, nuuo, obecneumBaroLlee yxof,
WNN WHOW 3aKOHHLIA NpeAcTaBUTENb

fessional)

JnuHbiid Bpad (personal healthcare pro-

MeauLMHCKMIA cneyuanncT unu cneuuanucTsl, Haumbonee 6Grnuskue
nauWeHTy, HepefKo Y4acTKOBbI TepanesT

4
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OkoHyvaHue mabnuypl 3

DyHKLMOHaNeHas porb KpaTkoe onucaHue
[oBepeHHbIi  MeAULMHCKUIA  paBoTHUK MeauLUMHCKUIA cneLnanncT, HasBaHHbIA CyOBeKTOM MeANLIMHCKONR no-
(privileged healthcare professional) MOLLM UIU HasHaYeHHbIA PyKOBOACTBOM NevebHo-npodunaktuyeckoro

ydpexaeHus (korga Takoe HasHadeHue peryrnmpyercsi 3aKkoHOM, NpuHs-
TOW NpaKTUKOWA W T. 4., HAanpumep, Npu oKasaHUW SKCTPEHHON MeAULIH-
CKOW MOoMOLLM)

JNevawwmii MeguUmMHCKMiA paboTHUK Jingo, HenocpeACTBEHHO OKasbiBatoLee MeAULMHCKY MOMOLLb Na-
(healthcare professional) LMeHTy

BcnomoratenbHblid paboTHUK Jlnuo, KocBEeHHO BOBMEYEHHOe B OKasaHWe MefWLMHCKON MOMOLLW,
(health-related professional) caHuTapHoe npocBeLleHne, Hay4Hyto paboTy

AagMuHucTpaTop (administrator) ITtoboe pgpyroe nuuo, obecnevnBatoliee NpegocTaBieHne MeauLUH-

CKOIA MOMOLLM NaLMeHTy

5.3 OTobpaxeHne PyHKLUMOHANBLHOW POSIU HA KATETOPUIO YYBCTBUTESNILHOCTU 3MeMeHTa
RECORD_COMPONENT

Mpu NPUHATUM peLUeHUss O AOCTyMne AOIKHA UCMONb30BaTbCA Tabnuua 4, ykasbiBalowas npu Kakom
PYHKUMOHANBLHOW ponu, ykasaHHOW B 3anpoce 3reKTPOHHOW MeAULUMHCKON KapTbl, nonydartens MK moxer
nony4uTb goctyn Kk anemeHTy RECORD_COMPONENT, umetoiemy onpeaeneHHyto Kateropuio YyBCTBUTENb-
HOCTMW.

Tabnuuya 4 — OTobpaxeHne YHKLMOHanNbHLIX POSieil Ha KaTeroputo YyBCTBUTENBHOCTU aneMeHTa RECORD_COM-
PONENT

KaTeropus yyscTBuTEnbHOCTU anemeHTa RECORD_COMPONENT
®YHKLMOHaMbHASA porb YrpaBeneHue I'InaHmposaHuve MeavLpHekas CneyuanbHas NYHBIE
pecypcamMu Meau- MeAULIMHCKO I oMol MeAuLMHCKas | s
LIMHCKOI noMoLu nomoLLu nomoLyb
Cy6beKkT MeaULMHCKOR NoMoLLm a a a pal a
MpepcraBuTens cybbekta Megu- a O a a O
LMHCKON nomoLLu
JIn4HbIR BpaY a a a a a
[oBepeHHbIi  MeauLMHCKUA pa- a O a O+ ++
BOTHUK
Jlevawmii MeanLMHCKNIA paboTHUK a a a — —
BenomoraTensHblii paboTHUK O O — — —
ALMUWHWCTpaTOp a — — — —

[ — B OTCYTCTBUE [ApYriuX orpaHW4eHniA NoNMTUKKN, ONUCaHHLIX B pasgene 7, ByaeT paspelleH 4OCTYN K KOMMO-
HeHTy RECORD_COMPONENT gaHHo# KaTeropuu 4yBCTBUTENBHOCTH,

+ — focTyn OyAeT paspelleH, ecnu nonyyatens SMK nmeeT Ty e cneyuanbHOCTb MW NPUHAGNEXUT K TON xe
KnuHU4eckon cnyx6e, koTopoii 6bin cosgaH komnoHeHT RECORD_COMPONENT, Hanpumep, SIBNAETCS COTPYAHUKOM
KOXHO-BEHEPONOrn4ecKoro AucnaHcepa Unu TiopeMHol G6oMbHULEI, YTO AOMKHO BbITh yKkasaHo B aTpubyTe ycrioBuid
okasaHWs noMoLym (service_setting) obbekta komnosnymn COMPOSITION, onpeaeneHHoro B 3TanoHHo WHgopmaL-
OHHOW MoAenu, onucanHoi B UCO 13606-1. JocTyn MoxeT 6biTh Takke paspelueH B CUTyauusx, Tpebytowmx ckopyio
UNWU HEOTNOXHYIO MOMOLLb, €CNKU Takas BO3MOXHOCTb aBTOPU30OBaHa;

++ — B ONpeAeneHHbIX YCNOBUAX OKa3aHWA MEAULIMHCKON MOMOLLM, HanpuMep, B BoOopy>XeHHLIX cunax HeKoTo-
pbIX CTpaH, AOCTYN K cyry6o Nu4Hoi nHgopMaLmn MOXET MHorAa paspeLuaTbea ¢ Beoma J0BEPEHHBIX MEAULMHCKNX
paboTHUKOB.
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6 lNpencraBneHue uHgopmauum o NONUTUKE JOCTYNa B BbINUCKe
EHR_EXTRACT

6.1 O6bwume nonoxeHus

WMudhopmauumsa 0 nonutuke 40CTyna, KoTopasa AomkHa ObiTh nepegaHa nony4qarento SMK, cogepxutcs B
Bbinucke EHR_EXTRACT B BUz€ OQHOrO UITM HECKONbKUX 0O6bEeKTOB koMnosuuuii COMPOSITION, BnoxeH-
HbiX B 06bekT Toma FOLDER, cneumanbHO BbIAENEHHBIA ANA NONUMTUK AocTyna. Hactoawas cneyudukaums
He npegHa3Ha4yeHa Ans onucaHus cnocoba, KOTOPbIM MPOrPaMMHbIE KOMMNOHEHTB!I MOTYT NPEACTaBUTbL 3TOT
Bua nHdopmauum B cucteme seaennss SMK nnm B koMnoHeHTax 6€30nacHOCTH, 06CNy>XMBAIOLLUX 3TY CUCTE-
My. OHa npu3BaHa onucarb 006Luii cnocob BkMoYEeHUA aTol nHpopmauyum B Boinucky EHR_EXTRACT, ¢ Tem
4106kl nonyyatens AMK Mor o6ecneuntb BbIMOSIHEHME TOWN XKe CamMOMN BOMK, BbIPAXXEHHON B MH(OPMUPOBAH-
Hom cornacuu npu goctyne kK AMK, unu nepeaars ee Apyrum yqactHukam gocryna.

Mpnmeyvyanune — Komnosmyum COMPOSITION moryT 6bITe aTTecToBaHbl, U CBUAETENBCTBO arTecTaLyu MOXeT
ObITh BKITtoYeHO B Bbinncky EHR_EXTRACT.

Tom FOLDER He o0Gsi3aTeneH, NOCKOMbLKY He Bcerga Tpebyertca nepegasate MHAOPMAaLUIO O NONUTUKE
OT OZHOW CTOPOHLI K APYION, HANPUMEP, B Criy4ae, KOraa CTOPOHbI y>ke UMeIoT oOLwuii 4OCTyN K TAKOW MHAOop-
Mauumn unu ana gaHHon MK He 3agaHbl yHUKarbHbIE NOMUTUKK.

Kaxkgas nonutuka npeacraBnsercs B Buae otaenbHow komnosuuun COMPOSITION, apxetun KOTopom
OOMKEH COOTBETCTBOBATL crneuudumkaymmn 6.3. Kaxabli 9k3emMnnsap uMeeT BuA BblAePXKA U3 NONUTUKU U
JOMKeH cos3jaBaTbCa ANs nepejadn AUCKPETHOW cneuudukauum paspelleHns unu otkasa B A0CTyne Ko
BCEMN 3MEKTPOHHOW MEAULMHCKOW KapTe MIn K ee YacTu, KOTOpasa CYUTAETCA NOAXOAALLEN AN BKMIOYEHUN B
Bbinucky EHR_EXTRACT B uenax nocneayoLwero npuMeHenusa nonydyarenem SMK.

Yto6bl ynpocTuth 06ecneyeHne cooTBeTCTBMA cTaHgapTam cepun NCO 13606, B HacTosiLem cTaHaap-
T€ BMECTO OTAENbHOW MHPOPMALMOHHOW MOAENU NONUTUK UCNONb3YETCA NpeacTaBneHue uHopmaumm o no-
nutuke B Buae komnosmuuii COMPOSITION, yaosnetsopsiowmx Tpedosanuam NCO 13606-1. Nudopmauus
06 aBTOPCTBE, CO34aHUM, UCTOPUM BEPCUIA U aTTecTauumn nHdopmMaumm 0 NOAMTUKE A0CTYyNa NpeacTaBnNAaeTcs
TeM e cnocobom, yto u B aApyrux komnoHeHTax RECORD_COMPONENT ebinucku EHR_EXTRACT. Mo3ato-
MY BO3MOXHO, HANpUMep, BKIIOYUTb MO 3HAYEHMIO UMK MO CCbINIKE NOANUCH NALUEHTa, OTHOCALLYIOCS K NONKU-
TUKe AOCTYNa, Unu ykasarb, YTO NONMUTUKa AOCTYNa 3ameHsaeT paHee nepeaaHHyto. Boinucka EHR_EXTRACT
MOXET UCMONb30BaTLCA ANS Nepeaqn TONbKO MHpopMaLmmn o nonuTuke, 6e3 BKIIOYEHUA B Hee Kakux-nmbo
Apyrux aaHHbix SMK. B cutyauuu, korga B3auMOAENCTBYIOLLUME CTOPOHbI UMEIOT OOLLYIO apXUTEKTYPY WH-
hOpPMUPOBAHHOTO COrMacus U aBTopu3aluu, BMECTO fIOMMYECKOro NpeacTaBneHus MHAPOPMAaLUOHHOW Moae-
Ny NOMUTUKKU B COOTBETCTBUM C 6.4 MOXET UCMONb30BATLCA U NepeaaBaTbCa NpeacTaBneHue, ONUCaHHoe B
NUCO/TO 22221 (YIKD).

Apxetnn komnosuuum COMPOSITION, coaepxaluei nonuTuku 4ocTymna, COCTOUT U3 Tpex 0O0bEKTOB pas-
nenos SECTION u ogHoro agononHutenbHoro o6vekra nogpasaena ENTRY, npeacrasnaioLero Cpok AeNcTema
MONUTUKKU. STOT CPOK 3a4aETCs1 KAaK UHTEPBAN BPEMEHU, HAYaro UM KOHeL, KOTOPOro MOryT ObiTb NYCTbIMK, YTO
03HA4YaeT COOTBETCTBEHHO HEMEANEHHBIW BBOA B ASNCTBUE UMM HEONMPEAENEHHYIO NPOACINMUTENLHOCTL.

Pasgen cneundumkauuu 3anpoca SECTION ucnonb3yercsa ans onpeaeneHusa Tuna cueHapusa 3anpoca,
K KOTOPOMY NPUMEHSIETCH AaHHaA nonuTuka. Tun 3anpoca MOXeT ObITb 3a4aH B TEPMUHAX KOHKPETHbLIX (PYHK-
LUMOHanbHbIX ponel (CM. pasgen 5), PyHKUMOHANbHLIX 0653aHHOCTEN (MOAOOHLIX (hYHKUMOHAMNbBHBLIM PONISIM,
onpeaeneHHbIM Ans MECTHOTO NPUMEHEHUST), CTPYKTYPHLIX POMEN, YyCNOBUIA OKasaHUA MEAULMHCKOW MOMO-
LM U MEeAULMHCKUX cneyunanbHocTen. OTaenbHble CTOPOHLI (Hanpumep, nuua, opraHnsauumn, yCTpoucTea,
npeacraBuTenu) MoryT ObiTb MAEHTUMULUPOBAHBLI C NOMOLLLIO UAEHTMAUKATOPOB 3K3eMnAapa, KOTopble MO-
ryT ObiTb OTOOpPaXeHbl HA Gonee nonHoe onucaHue ctopoHbl B 06bekte DEMOGRAPHIC_EXTRACT (cMm.
MNCO 13606-1). JioGble Apyrme xapakTepucTUKK, KOTOpble AOIDKHbI ObITh ONpeaeneHbl B 3anpoce, MoryT ObiTb
yKa3saHbl KaKk CnmMcok cTpok. Kaxkablil u3 atux cnocobos onpeaeneHusi cLueHapusa 3anpoca NnpeacTaBnsieTcs kak
CMUCOK OZIHOTO UNu Heckonbkux anemeHtoB ELEMENT, coaepxaiumiica B nogpasaene ENTRY.

Cnucok anementoB ELEMENT noapasaena ENTRY 3agaet ycnoeus ot6opa, coeamHsemMble oneparo-
pom UIN. Moapa3saensl ENTRY pasgena SECTION 3aaaior ycnoBus otbopa, coeauHsiemble oneparopom W.
CnepoBarenbHo, Takaa cneuudukanus 3anpoca MOXET, HanpuMep, UCMONb30BaTLCA ANA YKa3aHUs, 4To No-
nuTUKa paspeLuaeT npeaocTaBuTb AaHHble OMK ncuxmarpam unu ruHekonoram, pabotaiowmmM B KOHKPETHOM
6GonbHuLE.

Paspen SECTION tuna EHR_target ucnonbsyerca ana ykaszanus 4acten OMK naumeHTa, K KOTOpbiM
npumeHsietcs nonutuka. Yactn SMK moryT 3agaBaTteCsi 04eHb crneumduyHbiM 006pas3om, Hanpumep, ¢ no-
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MOLLBIO naeHTudukaropa rc_id koHkpetHoro Toma FOLDER unu nytem ykasaHua Cnucka KOHKPETHBIX KOMMO-
HeHToB RECORD_COMPONENT (B 4aCTHOCTU, HEKOTOPbIX U3 TEX, KOTOPbLIE NepeaaloTcs B TOW XKe Camon Bbl-
nucke EHR_EXTRACT). AnbrepHaTuBoi MOXET CNy>MTb onpeaeneHune yacren MK ¢ nOMOLLbI0 MHOXECTBA
apxeTunos u/unu nepuoaa BpeMeHu. 3TO NO3BOMSAET, HANPUMEp, 3a4aBaTb NONUTUKY, NPUMEHAEMYIO KO BCEM
pe3ynsrataM MUKPOBMONOrMyecknx UCCnefoBaHnin, nony4eHHblx ¢ 2003 no 2005 roabl. MoryT BkNO4aTLCA U
apyrue kputepum otéopa B )opMe CTPOKOBBIX BbiPaXKeHUMN.

Kak u B cnydae cneumcdukauyum sanpoca, cnucok anemeHtos ELEMENT noapasaena ENTRY 3apaer
ycnoeus otbopa, coeguHsiemble onepatopom UIA, a nogpasaensl ENTRY pasaena SECTION uenesbix aaH-
HbiX (EHR_target) sagaiot ycnosus ot6opa, coegmHseMbie onepatopom U.

Pasgen SECTION, onucbiBaloLLmii npaBuna AOCTyna, UCnonb3yercs, YTobbl 3aaarb paspeLueHuns, npu-
MEeHsieMble K 3anpocaM, YAOBMETBOPSIOWMM cneumdukaumMu 3anpoca AaHHblX, coBnaaatoLuein co cneundu-
Kauuen uenesbixX AaHHbIX. B npocTeiiuem cnyyae npaBuno MOXET COCTOSITb B pa3peLueHMn unu otTkase nor-
HOro AOCTyna K uenesbiM AaHHbIM. OfHAKO Ans obecneyeHus onpeaeneHHow rubkoctu nogpasaen ENTRY,
ONUCHLIBAIOLLMIF apXETUN MAKCMMAINbHOW KaTeropum YyBCTBUTENBLHOCTU, NPEACTABNSAET paspeLueHme aocTyna
B hopMe Lenoro Yncna, ykasbiBaloLLEro MakCMMarnbHYIO KaTeroputo, He00XoAUMYIO AN NONMy4YeHus A0CTyna.
3Ha4YeHUs KaTeropuin 4YyBCTBUTENLHOCTM ONMUCaHbI B Tabnuue 2. Ecnu yka3aHo uenoe 3HaveHue 1, To aro
03Ha4aeT, YTo K AaHHbIM Yactam OMK npeaocTaBnseTcs NonHbid AOCTYN, @ €Cnu 3Ha4YeHue 6 — MOJHbIN
oTka3 B goctyne. B apxetune MakCUMarnbHOW KaTeropum YyBCTBUTENBHOCTU OTAENbHO YKa3biBAlOTCA Lienble
3HaYEeHUA KaTeropun, HeoBXoAMMbIX ANA AOCTYNA K CYLLECTBYIOLLMM AaHHbIM OMK, Ana co3aaHus HOBbIX AaH-
HbIX, U3MEHEHWUA AAHHbIX U Nepeaayu AaHHbIX TPETbEN CTOPOHE. Takon Habop YeTblpex 3HaYEHUI paspeLuaet
nony4arenio 3MK, HanpumMep, UMeTb NPaBo AOCTyNa Ha YTeHue AaHHbix SMK 6e3 npasa nepenaym TpeTben
CTOpPOHE WNN YnTaTh CYLLECTBYIOLIME AaHHbIe 6€3 npaBa ux u3aMeHeHus U 406aBneHns HOBbIX AAHHLIX K 3TON
4aCcTU ANEKTPOHHOW MEAULIMHCKON KapThbl.

[pyras yactb pasaena npasun A0CTyNa UCNONb3YETCA AN YKa3aHusi, paspeLuaeTcs nu AoCTyn KO BCEM
ucTopnyeckum sepcusam aaHHbix SMK unm Tonbko k Tekyen (Hanbonee HegaeHeln) Bepcun. Takoe ykasaHue
MOXET Tpe6oBaTbCA B HEKOTOPbIX MOMMTMKAX A40CTYNAa AN COOTBETCTBUA AEMCTBYIOLLEMY 3aKOHOAATENbCTBY
no 3aLumTe AaHHbIX.

JononHutensHble npasuna MoryT ObITb 3aAaHbl B CTPOKOBOM BUAE. ECnu ncnonb3yioTca Takme CTpoKo-
Bble crneuudukaummn, To UX 0OAHO3HAYHAA MHTEpNpeTauus nMioabM1 U/Unu KOMNbIOTEPaMKU JOIKHA obecneyu-
BaTbCHA CTOPOHaMW, COBMECTHO Ucnonb3yowmmmn SMK.

OG6Lee Ha3HavyeHne apxetuna, onucaHHoro B komnosuuum COMPOSITION, — obecneunTb npeacras-
neHue 6a30BOi MHOPMALMKU NOMUTMKM AOCTYNa B NPOCTON U MHTeponepabenbHon hopme, AOMyCKaOLLEn
BKIIOYEHUE U nepeaady bonee cnoxHblx npasun. OaHako nocraBwmk IMK aomkeH 6biTb yBEPEH, YTO NOny-
yatenb OMK cnocoBeH NoHATL U NPUMEHWUTL Takne AOMOSHUTENbHbIE NPaBUNA, UHAYe UX BKNIOYEHWE He Npu-
HEeCEeT HUKaKOMN NOMb3bl.

B pa3Hbix BegoMcTBax U B pasHbix cucremax segeHus MK yposHu cTpykTypbl MK, HA KOTOpbIX 3a-
JaloTCA U PeanuayioTCs OrpaHu4eHnsa 4OCTyna, pasnuyaroTcs. FICHO, YTO 3agaHue OrpaHuYeHuii 4oCTyna Ha
O4YeHb HU3KOM YpOBHEe (Hanpumep, Ha ypoBHe noapasaenos ENTRY unu gaxe ewwe Huxe) NnpuBeaeT K TOMY,
YTO pasHble Knaccel Nonb3oBarenein ByayT NonyyaTb COBEPLUEHHO Pa3sHY MHOPMAaUMIO U3 O4HON U TOW e
komnosuuun COMPOSITION, uTo C034aCT KNMMHUYECKUE PUCKU U PUCKK YIIPABNEHUS BepcusaMuU. Ecnn orpanu-
YyeHus goctyna ykasaHbl B Bbinucke EHR_EXTRACT Ha 6onee HU3KOM ypOBHE, YEM CNOCOGHa BOCNPOU3BECTH
cucTema, nony4yaroLLas BeINMUCKY, TO 9TON cucTeme Oyaer TPyAHO MPAaBMIbHO BbIMOMHUTL 3TU OrPaHUYEHUs.
B Takux cnyvasx TpebyeTcs NpMHMMaThL peLueHne, Haao N MUHUMU3UPOBATL KMMHUYECKUIA pUCK (Hanpumep,
npumeHss ko Bcen komnosuuun COMPOSITION nonuTuky, 9KBUBaNeHTHYIO HaUMEHbLIEMY OrpaHUYEHMUIO Ha
coaepXaHue KOMMO3ULMK) UMK e MWUHUMU3UPOBATb BO3MOXHbIE IOPUANYECKUE MOCNeacTBuUs (Hanpumep,
npuMeHss Ko Bcei komnoduuun COMPOSITION nonutuky, 9KBUBaNEHTHYIO HAMBLICLLEMY OrpaHUYeHMIO). Mo-
3TOMY pEeKOMeHAyeTCsl, HTOObl BEAOMCTBA N0 BO3MOXHOCTU CAHKLUMOHUPOBAM NPUMEHEHUE NONUTUK HA YPOB-
He OTAEnNbHbIX KOMNO3ULIMIA UNKn KX rpynn, a He Ha ypoBHe pasgenos SECTION nnu noapasgenos ENTRY.

HeobxoauMOo NPUHATL BO BHUMAaHWE, YTO Takoe NpejcTaBlieHne npeaHasHavyeHo ans nepeaadv uHgop-
Mauuun o nonutuke BHyTpu Bbinuckn EHR_EXTRACT 1 He JOMXHO MHTEPNPETMPOBAaTLCA HU Kak MOAENb no-
NUTUKWN B KOMMNOHEHTax NoacMcTeM BE30NacHOCTU, HU KaK cneunduKkauus nonuTuk Npu nepegade U3 ogHom
noacucTeMbl 6€30NacHOCTU B APYrylo.

6.2 ApxeTun KOMNO3uuMu NOSIUTUKU JocTyna

Ha pucyHke 4 nokasaHa CTpykTypa AepeBa apxeruna nonutuk goctyna. OTCTynbl BNPaBO O3Ha4aloT
BrnoxxeHue. Kaxabiii knacc komnoHeHtos RECORD_COMPONENT nokasaH ¢ UCMONb30BaHUEM CEAYIOLLUX
0003Ha4YeHNI (BKMIOYAs LIBETOBbIE BbIAENEHUS, XOTA OHU M He TpebytoTcs ANst UHTEPNpeTauun pUcyHka):



rOCT 54472—2011/1SO/TS 13606-4:2009—2011

- F: xxx B kopnuHeBom upeTe o3Havaet Tom FOLDER ¢ arpnbyTtom HasHavyeHus Toma xxx;

- C: xxx B kpacHom LeTe o3Hauaet komnosuymio COMPOSITION ¢ arpubyTom HasHaueHUst KOMNO3ULIMM XXX;
- S: xxx B xenTom usete o3Hayaet pasgen SECTION c arpubyTom HasHauyeHns pasgena xxx;

- E: xxx B TemHo-ronybom usete ozHauaet nogpasgen ENTRY ¢ arpubyTom HasHauyeHusa nogpasaena xxx;
- € XXX B 3€NeHOM LBeTe o3HayaeT anemeHT ELEMENT ¢ atpubyTomMm HasHa4yeHUs anemMeHTa xxx;

- D_V: XXXX o3Hayaet 3Ha4YeHue gaHHbIX Tuna XXXX.
O6s13aTenbHOCTb N KPaTHOCTb KaXKA0ro y3na AepeBa nokasaHbl Cnesa OT UMEHU y3na.

EHR_EXTRACT |
0..1 | F: Access policies
0..* | C: Access polic
1..1 | E: Effective time
1..* | e: time interval
D _V:IVL<TS>
0..1 | S: Request specification
0..1 | E: Functional roles
1..* | e: functional role
D V:CS FUNC ROLE
0..1 | E: Functional responsibilities
1..* | e: functional responsibility
D V:CV
0..1 | E: Structural roles
1..* | e: structural role
D V:CV
0..1 | E: Clinical settings
1..* | e: clincial settin
D V: CS _SETTING
0..1 | E: Specialities
1..* | e: speciaiiiy
D V:CV
0..1 | E: Parties
1..* | e:identified_party
[ D Vv:n
0..1 | E: Other requestor characteristics
1.* e: EHR requestor description
D _V: TEXT
0.1 | S: EHR_target
0..1 [ E: Record components
1.* e:rc_id
D V:I
0..1 | E: Archetypes
1..* | e: archetype_id
D V:I
0..1 | E: Time period
1..* | e:time interval
D _V: IVL<TS>
0..1 | E: Other selection criterion
1..* | e: EHR selection criterion
D V: TEXT
1.1 | S: Access rules
0..1 | E: Maximum sensitivity
1.1 e: access
D V:INT
1.1 e: create
D V:INT
1.1 @: revise
D V:INT
1.1 €. communicate
D V:INT
1.1
E: Version history
1..1 | e: all versions
D V: BL
0..* | E: Otherrules
1..* | e: access_rule
D V: TEXT

PucyHok 4 — MpeacTrasneHne apxetuna NonuTUKA JocTyna B dhopMe Auarpammbl
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6.3 Mpeactaenenune komnosuuun COMPOSITION apxeTuna nonuTUKKU AocTyna Ha A3bike ADL

Hannasa cneuudukaums opmanbHO onpeaenseT apxeTun NOMUTUK JOCTYNa Ha sidblke onpeaeneHus
apxetunoB ADL (Archetype Definition Language), onucanHom B UICO 13606-2. OHa siBnsieTca (hopmanbHbIM
npeacraBneHneM Mofenu, NoKa3aHHOW Ha PUCYHKe 4, U NOTUYECKW IKBUBANEHTHA NPEACTABNEHUIO HA A3blKe
UML, nokasaHHOMY Ha pUCYyHKe 5.

[nAa cooTBeTCTBUA HaCcTosILLEMY cTaHaapty Tpebyetcs, 4ToObl B Lensax nepeaayn uHgopmaumm o no-
nutuke goctyna B Bbinucky EHR_EXTRACT 6binu BknoveHbl komnoHeHTsl RECORD_COMPONENT, oree-
vaiowme aaHHoMy apxetuny u yaoenersopsiowme NCO 13606-1. Npumenenne ADL ans npeacrasneHns unm
nepeaaun 3Ton MHMOPMaLUN He ABnsAETCA HeobxoaumbIM. OH UCNONb3YETCA B HACTOALLEM noapasaene Kak
chopmanuam onucaHus apxeTuna B JaHHOM CTaHaapTe.

archetype

CEN-EN13606-COMPOSITION.access_policy.v1
concept

[at0000] -- MonuTukmn goctyna ans seinucku n3 MK, yaosnersopsioen cranaapty CEN EN13606
description

original_author = <
['name"] = <"Dipak Kalra">
['organisation"] = <"www.chime.ucl.ac.uk">

>

other_contributors = <
[ll1ll] = <llxxxxl>
[ll2ll] = <llxxxx">

>

lifecycle_state = <"npoekt">
archetype_package_uri = <http://www.centc251.org/somewhere>
details = <
['en"] =<
language = <"en">
purpose = <"lMepegaya cneyndUYHbIX OTPAHNYEHUIA HA PaCKPbITUE MHDOPMALMK, KOTOPBIE [OIDKHDI
NPUMEHSATHLCHA K KOMMNOHEHTaM AaHHOW BbIMMCKM U3 SMK">
keywords = <"KOHTponb ZgocTyna", "monuTtuka GesonacHocTn", "J4yBCTBUTEMLHOCTL", "ynpasneHue
npusuneruamu”, "poneBon KOHTPOnb gocTyna">
use = <"3Ta MoAenb NpefHasHayeHa Ansa nepefavm orpaHuYeHuii 4OCTyna, KOTopble AOMMKHbI Npu-
MEeHATLCA K ByayLmMmM 3anpocam 4ocTyna K uHchopmaummu gaHHon Beinuckn n3 SMK; 06bIMHO TeX OrpaHUYEeHni,
KOTOpbIE HaKNaAbIBAOTCS CyOLEKTOM MEANLMHCKON NOMOLLM">
misuse = <"OHa He npegHasHavyeHa AnA NPefCcTaBNeHUA BCEX NOMUTUK, UCMOSNb30BaHHbLIX ANS CO3-
[aHua AaHHOW BbINUCKW: TEX MONUTUK, KOTOPbIE Y& Obinn npumeHeHsl noctaswmkom SMK npu cosgaHum
BbINMUCKK, U APYTNX, KOTOPbIE MOTYT HE UMETb OTHOLUEHMA K nony4atento SMK">
copyright = <"CEN">
original_resource_uri = <
['xxx"] = <http:/to_be_confirmed.later.org/xyz>
>
>
>
definition
COMPOSITION[at0000] matches {
content cardinality matches {1..*} matches {
ENTRY[at0001] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0002] matches {
value matches {
IVL<TS> matches {*}
}

}
}
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SECTION[at0003] occurrences matches {0..1} matches {
items cardinality matches {0..*} matches {
ENTRY[at0004] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0005] matches {
value matches {
CS_FUNC_ROLE matches {*}
}
}
}

}
ENTRY[at0006] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0007] matches {
value matches {
CV matches {*}
}
}
}
}
ENTRY[at0008] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0009] matches {
value matches {
CS_SETTING matches {*}
}
}
}

}
ENTRY[at0010] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0011] matches {
value matches {
CV matches {*}
}
}
}

}
ENTRY[at0012] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0013] matches {
value matches {
Il matches {*}
}
}
}

}
ENTRY[at0014] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0015] matches {
value matches {
TEXT matches {*}

10
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SECTION[at0016] occurrences matches {0..1} matches {
items cardinality matches {0..*} matches {
ENTRY[at0017] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0018] matches {
value matches {
CS_FUNC_ROLE matches {*}
}
}
}

}
ENTRY[at0019] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0020] matches {
value matches {
CV matches {*}
}
}
}

}
ENTRY[at0021] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0022] matches {
value matches {
CS_SETTING matches {*}
}
}
}

}
ENTRY[at0023] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0024] matches {
value matches {
CV matches {*}

}
SECTION[at0025] occurrences matches {1..1} matches {
items cardinality matches {0..*} matches {
ENTRY[at0026] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0027] matches {
value matches {
INT matches {*}

}

}
ELEMENT[at0028] matches {
value matches {
INT matches {*}

}

}
ELEMENT[at0029] matches {
value matches {
INT matches {*}
}
}

11
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ELEMENT[at0030] matches {
value matches {
INT matches {*}
}
}
}

}
ENTRY[at0031] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0032] matches {
value matches {
BL matches {*}
}
}
}

}
ENTRY[at0033] occurrences matches {1..1} matches {
data cardinality matches {1..*} matches {
ELEMENT[at0034] matches {
value matches {
TEXT matches {*}

}

ontology
primary_language = <"en">
languages_available = <"en">
term_definitions = <
['en"] =<
items = <
['at0000"] = <
description = <"[Monutukn goctyna gnsg eeinucku n3 MK, ya0BneTBOPSIOLLEN CTaHA4aPTyY
CEN EN13606">
text = <"lMonuTukn goctyna">
>
['at0001"] = <
description = <"Cpoku 4eNCTBUS aHHOW NONUTUKK">
text = <"cpok gencreua">

>
['at0002"] = <
description = <"KOHKpeTHbIA CPOK, KOr4a AaHHAas NONUTUKA AOSPKHA AENCTBOBATL">
text = <"BpemeHHON uHTEpBaAN">
>
['at0003"] = <

description = <"CoOBOKYNHOCTb XapakTepucTuk, onpeaenstiowas tun Oyaywmx 3anpocos
OMK, Ansa KOTopbIX 40MKHA MCNONbL30BaTLCA AaHHasa nonuTuka">
text = <"cneuyudmkaums sanpoca">
>
['at0004"] = <
description = <"Cnncok dhyHKUMOHaNbHbLIX ponen nuua, 3anpawmeatoero MK, K KOTOpbIM
NPUMEHSETCA AaHHasa nonuTuka">
text = <"(pyHKUMOHaANbLHLIE ponu">
>

12
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['at0005"] = <
description = <"®yHKkuMoHanbLHasa ponb, onpeaeneHHasa B 6.2 HacToALLero craHgapra™>
text = <"(pyHkumoHanbHag ponb">
>
['at0006"] = <
description = <"Cnncok CTPYKTYPHbIX ponen nuua, sanpawumeatowero MK, K KOTopbIM npu-
MEHSAETCA AaHHasa nonuTuka'™>
text = <"CTpyKTypHbIE ponu">
>
['at0007"] = <
description = <"CTpykTypHas ponb, B OyayLwem aomkHa 6paTtbCs U3 cnosaps, onpeaenex-
Horo TK 215 NCO">
text = <"cTpykTypHaa ponb">
>
['at0008"] = <
description = <"Cnucok ycrnosui okasaHnsa MeAULMHCKOW NOMOLLM, AN KOTOPbIX NPUMEHS-
€TCA AaHHas nonuTtuka">
text = <"ycnoBusa okasaHUA MeaULMHCKON NOMOoLLM">
>
['at0009"] = <
description = <"KOHKpEeTHbIE YCNOBUSA OKa3aHnsa MeguLMHCKON MOMOLLM, B3ATbIE U3 CMNCKA,
Y ! Ly
NpPeanoXeHHOro B HacCTosALLEM cTaHaapTe">
text = <"ycnoeusa okazaHUA MEaULIMHCKOW NOMOLLM">
>
['at0010"] = <
description = <"CnnMcok MeauUMHCKUX CneLnanbLHOCTER B OpraHn3auuu, 3anpaLlumsatowen
OMK, Ha KOTOpble pacnpoCTpaHAETCa HacTosALaa noauTuka">
text = <"cneumanbHoCTU">
>
['at0011"] = <
description = <"Tlo6oe koauMpoBaHue npeacTaBnNeHUst MEAULMHCKON cneunanbHOCTU, Ha
Y |
KOTOPYIO pacnpoCTPaHSIETCA AaHHASA NONUTMKA: MECTHbIe NPaBuna AOIKHbI ONPeaenuTb, Kakow CNUCOK Tep-
MMWHOB A0IMKeH ObITb UCMONbL30BaH Ana obecnevyeHnsa nHTeponepabenbLHOCTU">
text = <"cneumnanbHOCTL">

>
['at0012"] = <
description = <"Cnncok nuuy, Ha KOTOPbIE PacnPOCTPaHAETCA AaHHaa NonMTuKa">
text = <"CTOpPOHbLI">
>
['at0013"] = <
description = <"CneunduyHasa naeHTuduumpoBaHHas ctopoHa™>
text = <"ugeHTnduuymposaHHas ctopoHa">
>
['at0014"] = <

description = <"COBOKYNHOCTb AOMNOSHUTENLHbLIX AECKPUNTOPOB NULA, 3anpalumMBatoLLero
OMK, koTopble NMbo onpeaeneHbl MECTHBIMU MpaBunamMu, MO0 AOMKHbI COOTBETCTBOBATL PETMOHANbHbLIM
UM HauMoHanbHbIM NpasuiamM unu 3akoHam'">
text = <"gpyrue atpubyTbl NMuUa, 3anpawumsawwero IMK">
>
['at0015"] = <
description = <"CneunduyHblii geckpuntop npodpuna nuuya, sanpawmsatowiero MK, K ko-
TOPOMY MPUMEHSAETCA AaHHAasA nonuTuka™>
text = <"geckpuntop nuua, 3anpawmsatowero SMK">
>
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['at0016"] = <
description = <"Cnncok xapakTepucTuK, onpeaensaioLmnin 4acT SNeKTPOHHON MEANLMHCKON
KapTbl AAHHOrO CyObeKkTa MeAULUMHCKOW MOMOLLM, Ha KOTOpble AOIMKHA pacnpoCTPaHATbLCA AaHHAsA NOMu-
Tuka">
text = <"uenesble yactn SMK">
>
['at0017"] = <
escription = NUCOK CNEeLUPUYHBIX 3KIEMNNAPOB KOMMOHEHTOB , K KOTOPbIM NpUMe-
d t <"C SMK
HAETCA AaHHas nonutuka">
text = <"koMnoHeHTbl SMK">
>
['at0018"] = <
description = <"KoHKpeTHbIn KOMNOHEHT 3MK, K KOTOpPOMY MpUMEHSIeTCA AaHHasi Monu-
Tuka">
text = <"rc_id">
>
['at0019"] = <
description = <"Cnuncok apxeTunos, K KOTOPbIM NPUMEHAETCA AaHHaa nonuTuka">
text = <"apxetunbl">
>
['at0020"] = <
description = <"MaeHTudukatop apxetuna: ata noNUTUKa NPUMEHAETCS KO BCEM 3K3eMnns-
pam komnoHeHToB OMK, COOTBETCTBYIOLLMX YACTN AAHHOrO apxeTuna™™>
text = <"archetype_id">
>
['at0021"] = <
description = <"CnMCOK BPEMEHHbLIX MHTEPBANOB: 3Ta NOMMTUKA NPUMEHSETCA KO BCEM IK-
3eMnnapam KomnoHeHToB SMK, 3anncaHHbix B 6a3y AaHHbIX B MOMEHT BPEMEHM, nonagatoLwuii B Ntobon u3
3TUX MHTEpPBaNoB">
text = <"BpemeHHble nHTepBanbI">
>
['at0022"] = <
description = <"KOHKpPETHbIn BPEMEHHON MHTEPBAI: 3Ta NOAMTUKA NPUMEHSETCA KO BCEM 9K-
3eMnnapam KomnoHeHToB OMK, 3anucaHHbIX B 6a3y gaHHbIX B MOMEHT BPEMEHU AaHHOrO MHTepeana">
text = <"BpemeHHOW nHTepBan™>
>
['at0023"] = <
description = <"Cnncok AONONHUTENbHbLIX AECKPUNTOPOB YaCTU SNEKTPOHHON MEAULMNHCKON
KapTbl 4AHHOTO CyObeKTa, K KOTOPbIM NPUMEHSAETCA AAHHASA NonuTuKa">
text = <"gpyrue kputepum otbopa">
>
['at0024"] = <
description = <"CneyundunyHbin geckpuntop KkomnoHeHta SMK, K KOTOPOMY MpUMEHSETCA
JaHHasa nonuTuka">
text = <"kputepuu ot6opa AaHHbIX SMK">

>

['at0025"] = <
description = <"Cnucok paspeLueHuin (npasurn), AUKTYEMbIX JaHHOW MNONUTUKON">
text = <"npasuna gocryna">

>

['at0026"] = <

description = <"MakcumManbHas KaTteropusa 4yBCTBUTENbLHOCTU LENeBOro koMnoHeHta 3SMK,
KOTOPOW COrnacHoO AaHHOW NONUTMKE AOSMKHO ObiTb HAZENeHO NPOMMIMPOBaAHHOE NKULO, 3anpalunBatoLlee
OMK, 4T06bl UMETH BO3MOXHOCTb BbINOMNMHUTL KOHKPETHbIE PYHKLMKN cucTeMbl BeaeHns MK, onpeaeneHHble
3MneMeHTamu HacTosLLero noapasaena. Kareropusi YyBCTBUTENbHOCTU 3aa€TCA B COOTBETCTBUM C 6.1 HACTO-
qulero ctaHgapra">
text = <"makcumanbHas Kkateropusi YyBCTBUTENLHOCTW">
>
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['at0027" = <
description = <"MakcumanbHas KaTteropus 4yBCTBUTENbHOCTU, KOTOPYIO HAA0 UMETb ANs
Joctyna K AaHHbIM OMK">
text = <"goctyn">
>
['at0028"] = <
description = <"MakcumanbHas kaTeropus 4yBCTBUTENbHOCTU, KOTOPYIO HAA0 UMETL AMNs
otnpaeku B SMK HOBbIX KOMMNOHEHTOB 3TOr0O TUNA">
text = <"cospaHue">
>
['at0029" = <
description = <"MakcumanbsHas Kkateropusi YyBCTBUTENBHOCTM KoMnoHeHTa SMK, KoTopyto
Hago0 UMETb 3anpaLumBaloLLEMy NULY AN U3MEHEHUSI NN NOTMYECKOro yaaneHusa gaHHbix OMK">
text = <"msmeHeHue">
>
['at0030" = <
description = <"<"MakcumansHas kateropus YyBCTBUTENbHOCTM KoMnoHeHTa SMK, koTo-
pyl0 Ha40 UMETL 3anpaluuBatoLLemy nuLy ANs ero nepegayun TpeTben CTopoHe">
text = <"nepepaua">

>
['at0031"] = <
description = <"MIHCTPYKUMS AAHHON MNONUTUKM B 4aCTW AOCTYNA K NPEXHUM BEPCUAM AaH-
HbIX OMK">
text = <"ucropus sepcuin">
>
['at0032" = <

description = <"byneBckoe 3Ha4eHUe, YKa3bIBaIOLLEE, MOXET NU AaHHbIN KNacc 3anpalum-
BaKOLLMX UL, UMETbL JOCTYN K NPEXHUM BEPCUAM U3MEHEHHOTO KOMMoHeHTa MK, ecnu oHM UMEIOT J0CTYN K
M3MEHEHHOMY KOMMOHEHTY">
text = <"Bce Bepcuun">
>
['at0033"] = <
description = <"Cn1cok A0NOMHUTENbLHLIX NPABUI, KOTOPbIe MOTYT ObiTb 3a4aHbl HA MECT-
HOM YpOBHE u/unu TpebyloTCA ANt COOTBETCTBUS PETMOHANbLHLIM UMM HALMOHANbHLIM NpaBunaM Unu 3ako-
Ham">
text = <"gpyrue npasuna">

>

['at0034" = <
description = <"CneunduyHoe MecTHOe npasuno gocryna">
text = <"npasuno gocryna">

>

>

6.4 NMpepacTaBneHne apxeTuna KOMMO3MLIMM NMOSIMTUKM AOCTYNA Ha A3bike UML

Hunarpamma knaccos Ha sAsbike UML, nokazaHHasa Ha pucyHke 5, normyecku akBuBaneHTHa npeacrasne-
HMIO apxeTuna Ha A3bike ADL, npuBeaeHHOMY B 6.3. OHa BKMOYEHa B HACTOALLMI CTaHAAPT ANA COBMECTUMO-
CTU C nepegayeit MHopMaummn NONMTUKK AocTyna B cooTBeTcTBMU ¢ MICO/TC 22600.
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o+ i 1 *

ACCESS_POLICY policy_attestation 1 ATTESTATION
+policy_id : Il [1] +time : TS [1]
+author : Il [1] +performer : Il [1]
+date_committed : TS &1] +proof : ED [0..1]
+previous_version : I [0..1] +EHR target +function : CV [0..1]
+effective_start : TS [0..1] — +attested_view : ED [0..1] NMpuMmevyaHne-—
+effective_end : TS [0..1] Ecnu HuKakve Leneeble

KPUTEPUU He YKa3aHb!,
NonuTUKa NPUMEHSAETCS
. "] Ko BCEW BbINUCKe
+request_characteristics 0.* TARGET o EHR EXTRACT
+access_rules +rc_ids : SET<II>[0..1]
+archetype_ids : SET<II>[0..1]
+time_period : IVL<TS>[0..1]
+other_criteria : SET<String>[0..1]

1 0.*
MAX_SENSITIVITY_CONSTRAINTS REQUEST B
MpumeyaHune-—

+access : INT [1] +functional_roles : SET<CS_FUNC_ROLE>[0..1] Ecnu Hukakue

+write : INT [0..1] +structural_roles : SET<CV>[0..1] XapaKTep1CTHKM

+modify : INT [0..1] +functional_rewsposibilities : SET<CV>[0..1] ——— 3anpalunBaloLero

+communicate : INT [0..1] +ckinical_settings : SET<CS_SETTING>[0..1] Mua He yKasaHbl,

+version_history : BL [1] +specialities : SET<CV>[0..1] nonuTHKa

+other_constraints : SET<String>[0..1] +parties : SET<II>[0..1] NPUMEHSETCS
+other_characteristics : SET<String>[0..1] KO BCEM 3anpocam

MpuMeyaHue—3HayeHne Tuna INT
OOJDKHO COBNaaaTtb G OAHWM U3 3HaYeHuiA
KaTeropuu YyBCTBUTENLHOCTH
CS_SENSITIVITY u cpaBHMBaTbLCA

Co 3HaJyeHueM aTpubyTa KaTeropum
YYBCTBUTENBHOrO KOMMOHEHTa
RECORD_COMPONENT

PucyHok 5 — NpeacTaBneHne Mogenu NnonuTUKN 4ocTyna Ha assike UML

7 MNpencraBneHne nHopMauumn XXypHana ayaura — Mogenb obbekTa
EHR_AUDIT_LOG_EXTRACT

Yrobbl nepeaaya xxypHana ayauta CooTBETCTBOBanNa TpeboBaHMAM HACTOALLEro cTaHaapTa, Heobxoam-
MO MCMosIb30BaTh MHPOPMALMOHHYIO MOAETb XKypHAna, NokasaHHYI0 Ha pucyHke 6. OnpeaeneHue KnNaccos u
aTpuByTOB NPUBEAEHO NOA PUCYHKOM.

EHR_AUDIT_LOG_EXTRACT DEMOGRAPHIC EXTRACT
+ehr_system : Il [1] ies -
Bl bk e——— 5.1 +parties : SET<IDENTIFIED_ENTITY>[1]

+subject_of_care : 11 [1]
+ime_created : TS [1]
+hsa_authorising : 11 [0..1]

AUDIT_LOG_CONSTRAINTS

0..1 | +time_period : IVL<TS>[0..1]
+max_sensitivity : INT [0..1]
0.* +archetype_ids : SET<|I>[0..1]

+rc_ids : SET<II>[0..1]
EHR_AUDIT_LOG_ENTRY +other_constraints : TEXT [0..1]
+purpose : TEXT [0..1]

+response_dt : TS [1]

+recipient : 11 [0..1]
+reason_for_refusal : TEXT [0..1]
+other_response_details : TEXT [0..1]
+archetype_ids : SET<II>[0..1]
+rc_ids : SET<II>[0..1

+Hime_period : IVL<TS>[0..1]
+all_versions : BL [0..1
+description_of_data : TEXT [0..1]

PucyHok 6 — MNpeacTaBneHne moaenu Beigepxku U3 xypHana ayauta OMK Ha assike UML
16
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Knacc EHR_AUDIT_LOG_EXTRACT

CornacHo HacTofILLEMY CTaHAAapTy STOT KNAcC SBMNSAETCA KOPHEBLIM M OMUCLIBAET JaHHbIE XXypHana
ayauta SMK B chopMme, npeaHa3HaYEHHO ANa nepeaayn.

ATpubyt ehr_system: Il [1]

YHuKanbHbIi naeHTUGUKaTOp cuctembl BeaeHnsa SMK, xpaHsiLen aNeKTPOHHYIO MEAULMHCKYIO KapTy, K
KOTOpPOW Obln OCYLLECTBIIEH AOCTYN.

Atpubyt ehr_id: 1l [1]

YHUKanbHbIA MAEHTUUKATOP ANEKTPOHHON MEeAULMHCKOM KapTbl, K KOTOPOI Obin OCYLLECTBNEH AOCTYN.

ATpubyT subject_of_care: Il [1]

YHUKanbHbIl aeHTUUKaTop cybbekta MeauLMHCKON NMOMOLLM, K KOTOPOMY OTHOCUTCA aTa SMK.

ATpubyt time_created: TS [1]

[Jarta u BpeMs BbIGOPKM JaHHOW MHCOPMALMK U3 CUCTEMbI BEAEHUA XypHana ayauTa.

ATpubyT hca_authorising: 11 [0.1]

MaeHTUdUKaTop CTOPOHBI, KOTOpaa asTopusoBana co3aaHue u nepeaady AaHHOW BbIAEPXKKU U3 XKypHa-
na aygura.

Knacc DEMOGRAPHIC_EXTRACT [0..1]

ATpunbyT parties: SET<IDENTIFIED_ENTITY>

[aHHbIN KNacc MOEHTUYEH Knaccy ¢ COOTBETCTBYIOLLMM UMEHEM, ONPEAENEeHHOMY B 3TanOHHOM UHOp-
mauuoHHoin mogenn SMK B MCO 13606-1. 3TOT ke camblit NakeT A0SMKEH UCNONb30BaTLCA ANA BKIIOYEHUSA
6a30Boli onucatenbHoi MHGopMauun 060 BCex CTOPOHAX, AESHTU(DULMPOBAHHLIX B JAHHOW BbIAEPXKE U3
XypHana ayauTa (cybbekrte MeanLMHCKON NOMOLLM, NOCPEAHNUKAX B CUCTEME 34PAaBOOXPAHEHUS, OpPraHn3aLu-
SIX, YCTPONCTBAX U T. 4.).

Knacc AUDIT_LOG_CONSTRAINTS [0..1]

3TOT Knacc onpeaenser PunbTp, NPUMEHEHHBI B OTBET HA 3anNpoc NpU reHepauun AaHHOW BblaepXKKK
U3 XypHana ayauTa.

ATpunbyT time_period: IVL<TS> [0..1]

Mepuoa BpeMeHM, oxBaTbiBaeMblIii AaHHOI BbIAEPKKON U3 XXypHana ayauTa.

ATpunbyT max_sensitivity: Integer [0..1]

MakcumanbHasa kateropus 4yBCTBUTENbLHOCTM KomnoHeHToB RECORD_COMPONENT, goctyn K KOTO-
PbIM 3apErMcTpMpOBaH B JAHHON BbIAEPXKKE U3 XXypHana ayaura.

ATpubyT archetype_ids: SET<II> [0..1]

MHOXeCTBO apxeTUnoB, KOTOPbIMU OFPAHMYEHA JaHHAS BbIAEPXKA U3 XXypHana ayauTa.

ATpunbyT rc_ids: SET<II> [0..1]

MHoxecTBo koMnoHeHToB RECORD_COMPONENT, KOTOpbIMU OrpaHM4eHa AaHHas BbiAEpXKKa U3 Xyp-
Hana aygura.

ATtpudyt other_constraints: TEXT [0..1]

Tobble apyrve orpaHuyeHus coaepxaHus AAHHOW BbIAEPXKW U3 XypHana ayauta. Mockonbky aror
aTpubyT MMEET TEKCTOBBIN TUM JaHHbIX, 3T AOMNONHUTENbHLIE OrPAHUYEHUSA MOTYT 0Ka3aTbCsl HENPUTOAHBIMU
AN aBToMaruyeckon o6pabortku.

Knacc EHR_AUDIT_LOG_ENTRY [0..*]

Knacc EHR_AUDIT_LOG_EXTRACT coaepxut MHOXecTBO 3anucein EHR_AUDIT_LOG_ENTRY, kax-
asi U3 KOTOPbIX COAEPXMUT cBeaeHusi 06 0AHOM akTe A0CTyna K AAHHON SreKTPOHHON MEQULIMHCKON KapTe B
cucteme BegeHuss SMK. 3anuch xypHana ayauta cogepxumt uHgopmaumio o aaHHbix SMK, K KOTOpbIM Obin
npegocTaBneH AOCTYM, KOMY M KOrga OH Obin NnpegocTasneH.

ATpubyT purpose: TEXT [0..1]

OnucaHue 060CHOBaHUSI AaHHoro 3anpoca OMK.

ATpulyT response_dt: TS [1]

[ara u Bpemsl npegocTaBneHust OTBETa cucremomn seaeHuns SMK.

ATpubyt recipient: Il [0..1]

CTOpOHa, KOTopoK nepeaaHbl AaHHble SMK. Elo MOXeET ObiTb, @ MOXET U He ObiTb NMULIO, HAa3BaHHOE MNO-
nyyaresneM B 3anpoce.

ATpubyT reason_for_refusal: TEXT [0..1]

OnucaHne NpUYMHBI, N0 KOTOPO# 3anpoc OblN OTKIOHEH UMW YaCTUYHO Y10BINETBOPEH. TOMY aTtpubyTy
NPUCBOEH TEKCTOBbIN TUMN AAHHbIX, MOCKOSMbKY (hOpManbHOro CNPaBoOYHMUKA KOAOB MOKA HET.

ATpubyT other_response_details: TEXT [0..1]
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3T10T atpubyT MOXET MCNONbL30BaTLCH ANS NpPeacTaBneHus niobbix ApYrux AeTanen 3anpoca, Hanpu-
Mep, OnNMcaHmus Nobbix COObITUIA, B CBA3U C KOTOPLIMU MHULMUPOBAH AOCTYN, UK (hakTOPOB, KOTOPLIE BbI3BA-
nu nepegady gaHHbix MK 6e3 3anpoca ¢ Ybei-nmbo CTOPOHbI.

ATtpubyT archetype_ids: SET<II> [0..1]

MHOXXeCcTBO apxeTunoB, BKIIOYEHHbIX B AaHHY0 Bbinucky EHR_EXTRACT.

ATpunbyT rc_ids: SET<II> [0..1]

MuoxecTBo komnoHeHToB RECORD_COMPONENT, BKNtoYeHHbIX B AaHHyo Bbinncky EHR_EXTRACT.

ATpubyT time_period: IVL<TS> [0..1]

Mepuoa BpemeHu, oxBaTbiBaeMblli AaHHOW Bbinuckoln EHR_EXTRACT, ecnu oHa 6bina nomnydeHa u3
SMK ¢ noMoLLbO hunbTpaymMn No BpEMEHHOMY NEPUOAY.

AtpubyT all_versions: BL [0..1]

3TOT aTpubyT yKasbIBaEeT, BCE NN BEPCUU BKITHOYEHbI B AaHHY0 EHR_EXTRACT.

ATtpunbyT description_of_data: TEXT [0..1]

3T0T arpubyT cogep T Niobble ApyrMe AeTanm ONUCaHUs BbIMUCKUA U3 ANEKTPOHHOW MEAMLMHCKOW Kap-
Thl UM OTPAHUYEHUI, MPUMEHEHHBIX MPU €€ CO34aHUN.
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MpunoxeHue A
(cnpaBouHoe)

Mpumep KOHTPONA AocTyna

MpuBeeHHbIE HMKe AnarpaMmbl AEeMOHCTPUPYIOT CNoco6 MPUMEHEeHUs OTHOCUTENBHO MPOCTLIX MOMWTUK ANS
obecneveHnst AOCTaTOMHO FMBKUX BO3MOXHOCTel yNpaBneHUs LOCTYNOM K fJaHHbIM ogHo MK,

[MpeanonoXuMm, YTo SNeKTPOHHas MeauumMHeKas KapTa [proaHHbl [PKOHC COAEPXUT YeTbIpe KOMMNO3NLWK:

- oBpalleHne no NoBoAY acTMbl K CBOEMY y4acTKOBOMY TepanesTy;

- KOHCynbTaLmna neuxuartpa B NOMUKITMHUYECKOM OTAENEHUU cTalMoHapa no noBogy Aenpeccuu,

- pesynraTt NabopaTopHOro aHanmsa B KOXKHO-BEHepOonornyeckom gucnaHcepe, NOATBEPKAAIOLLMIA XNaMugmos;

- pesynerar aHanusa Ha BUY.

Kaxgasa 13 aTUX KOMMO3ULMIA UMeeT onpeferneHHyo KaTeroputo YyBCTBUTENBHOCTU (B cooTBeTcTBUM € 5.1). KOM-
nosnumsa aHanuaa Ha BUY cofepXuT TakKke CChINKY Ha NOMUTUKY, 3anpeLlatolwyro 4ocTyn HasBaHHON CTOPOHLI K STOM
KOMMO3ULnK.

®pen — y4acTKoBbLI Bpay [pkoaHHbI; OH MOXET UMeTb AocTyn K ee OMK ¢ hyHKLMOHANBHOR porbio MMYHOro Bpada.
EMy pa3pelleH OCTyn KO BCEM YETbIPEM KOMMO3ULUAM.

AMK OxoaHHbI [HKOHC
OG6palleHue No NoBoay acTMbl KaTeropus
w1 APXETUN = BU3UT K YHacTKOBOMY Bpady “YBCTBUTENLHOCTU =
uo = 1230 MeaULMHCKasa NOMOoLLb
Kateropus
Henpeccus YYBCTBUTENBHOCTH =
ApXSTI/II'I = KOHCynbTauun crneuuanbHasa
v = 1231 MeAnomolLb
(ncuxuarpus)
Kareropusi
Xnamuanos YYBCTBUTENbHOCTH =
®dpen — y4acTKoBbIii TepanesT Apxetn = naGopatopHsiit akanus 8 PRI
(«NUYHBIA Bpay») v = 1232 (BeHepornomus)
Kareropus
AHanus Ha BUY YyBCTBUTENLHOCTN =
A = - cneuuvanbHasa
ApxeTun = naﬁopaToprM aHanus MeanoMoLLb )
= BEeHepornomms), UCKnJvana
VA = 1233 RIAI69876
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[DKOH — cpeAHUn MeQULMHCKNIA paboTHUK Ha TOM Xe caMOM TepaneBTU4eCKOM yyacTke. Ero dyHKUMoHanbHasa
ponb — nevawnii MeANLMHCKNA paboTHUK. No3TOMY OH MOXKET MoMy4UTh JOCTYN TONbKO K MHGopMaLmmn 06 obpalleHuu
no rnosoAy acTMmbil.

OMK [>xoaHHbI [HXOHC
O6palLieHue no noeoay acTMbl Kareropus
ApXeTUN = BUNT K y4aCTKOBOMY Bpayy 4yBCTBUTONbHOCTU =
ma = 1230 MeauLMHCKasa NOMoLLb
KaTeropus
Aenpeccus YyBCTBUTENLHOCTH =
ApXeTun = KOHCYnbTauma creymnanbHas
na = 1231 MeanomoLLb
(ncuxuatpus)
Kateropus
Xnamuguos YyBCTBUTENbLHOCTH =
ApxeTun = nabopaTopHbIiA aHanu3 cneunanbHas
[kOH — cpeaHnit o =1232 Meep:lréomﬁg.:; ]
MeAMLIMHCKMA paGoTHUK (senepornorus)
(«neyalnin MeANLIMHCKWIA Kareropus
paboTHMK») AHanus Ha BUM YYBCTBUTENLHOCTH =
- " cneuvancHas
ApxeTun = nabopaTopHbIA aHanu3 MeanomoLLb
ua=1233 (BeHeponorus), uckrioyas
BRIAN9876

XeneH — MefULMHCKas cecTpa B KOXHO-BEHEPOnornyeckom aucnaHcepe. OHa MOXET UMETb POnb AOBEPEHHOMO
MEeANLMHCKOro paboTHMKa B KITMHWYECKUX YCIOBUSIX KOXHO-BEHEPONOrM4ecKoro gucnaqcepa. [MostomMy oHa MOXeT BUAETb
Tpy komnoauuun SMK [koaHHbl, To ecTb MHopMaumio 06 obpalleHun No NOBOAY acTMbl U pesyrbraThl aHanu3oB (Ha
xnamugunos u Ha BUY).

AMK IxoaHHbI [JXOHC
OGpalleHne no NOBoAYy acTMbl Kateropus
ApXeT!n = BU3NT K Y4aCTKOBOMY Bpady YyBCTBUTENbLHOCTH =
Mo = 1230 MEeULIMHCKas NOMOLLb
Kateropus
Henpeccun UYBCTBUTENLHOCTH =
ApXxeTvn = KOHCynbTauua cneumanbHas
M = 1231 MeanoMolLLb
(ncuxuatpus)
KaTteropus
Xnamuguos YYBCTBUTENLHOCTM =
Xenen — mencectpa KB Apxen = naGopaTopHblit aHanms cneumnanbHas
(«aoBepeHHbIA MeaANLIMHCKUIH ma = 1232 meanoMoLlL
paGoTHUK») (BeHeponorus)
Kateropus
Axanus Ha BUY YyBCTBUTENbLHOCTU =
Apxevin = naGopaTopHbIil aHanu3 cneynanbhan
~ MeAanoMoLLbL
nn=1233 (BeHeporiomms), Uckniovas
BRIAN9876
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BpaiiaH paboTaeT B TOM Xe gucnaHcepe, 4To u XeneH, u B 006bIMHOM criyqae Mor 6bl UMeTb AOCTYN K TOM e HAop-
MaLumu, 4to U oHa. OfHaKo OH SABHLIM 06Pa30M WUCKIIOYEH M3 Kpyra NnL, KOTOpLIM AOCTYNEH pesynkTaT aHanusa Ha BUY,
1 MOITOMY MOXET BULETH TOMBKO ABE KOMMNO3ULUWN SNEKTPOHHOW MEANLMHCKON KapThl [DKOaHHbI.

OMK xoaHHbI [)xOHC
O6palLieHue No NoBoAy acTMbI KaTeropus
ApXeTun = BUBMT K yHacTKOBOMY Bpayy 4yBCTBUTEINBHOCTM =
va = 1230 MeauLIMHCKas NMoMoLLb
Kateropus
Denpeccusi YyBCTBUTENBHOCTH =
ApXeTun = KOHCYNbTaLms cneymanbHas
v = 1231 MeanomolLLb
(ncuxuatpus)
Kareropus
Xnamugunos YYBCTBUTENbLHOCTU =
BpaitaH — cpegHui ApxeTun = nabopaTopHbIN aHanus cneumanbHas
meaMumHckuii pa6otHuk KB[, na =1232 MEAroMoLLL
. - (BeHeporiorust)
(«aoBepeHHbIA MeAULIMHCKUA
paGoOTHUK») Kateropus
AHanus Ha BUY YyBCTBUTENbHOCTU =
Apxetun = nabopaTopHbIil aHanu3 creumanbHas
MeZanoMolLb
va = 1233 (BeHeponomms), Uckniovasn
BRIAN9876

[xoaHHe Tonbko 15 neT, U ee BecnokoUT, YTO ee MaTb Kak 3aKOHHLIV NpeACcTaBUTENb UMEET OpUuaNYEcKue Npasa
poctyna k ee OMK. Eit 66l He xoTenock, YToObI MaTb 3Hana o0 ee CekCyanbHON akTUBHOCTU, O KOTOPON MOXHO Obino Obl
nerko jorafatbcs, BUASA pe3ynbraTel aHanm3oB Ha xnamuamnos n BUY unu npocto 3Has 06 ux cywectsoBaHuu. MNoatomy
[hxoaHHa npeanoxuna nonuTUKY JocTyna, koTopasa npuMersaetca kK SMK B LienoM U 3anpeLyaeT poauTENAaM MMETb JOCTYN
K NtoBbIM pesynkTaTtam flabopaTopHeIX aHann3oB. Takoe orpaHuyYeHne pacnpocTpaHaeTcsa U Ha pesynbTaTel ByayLimx aHa-
1M30B, HaNpUMep, eclv Y4acTKOBbLIA Bpay WK AUcCnaHcep HanpaBsaT ee Ha MUKpoBuonoruiyeckue aHanusbl.

MoxxHo nun [proaHHe pa3peLunTb Takyto MOMUTUKY MU HET, U C Ybeil CaHKUMKU — CrOXHbIA 3TUYeckuid Bonpoc. Ha-
LioHarnbHbIe 3aKoHodaTenbCcTBa MOryT UMETL pasHble NpaBumia Ha 3TOT CHET, HO Takas nonuTyKa B NPUHLMNE MOXET BbiTb
fo3BoneHa, ecnu Byget couTeHo, YTo [pKoaHHa AOCTUMMa [OCTaTOMHOW 3PenocTh U KOMMETEHTHOCTU, UNu xe dakT no-
CTaHOBKW Ha y4€T B KOXHO-BEHEponornyeckom gucnaHcepe byaeT faBaThb Takue npaBa aBTOMaTUYECKN.

Llenb HacTosiLLero npumepa — nokasaTtb, kak obLiasa nonuTtruka fgoctyna K SMK MOXET NpUMeHATLCS AN peLueHus
NoAoBHBIX 3aaau.
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SMK [OxoaHHbI [HKOHC
ObpaLueHue no nosoay acTMbl Kateropus
ApXeTnn = BUSWT K y4acTKOBOMY Bpa4y 4yBCTBUTENLHOCTU =
no = 1230 MeauLMHCKas MOMOLLb
Kareropus
Henpeccun YYBCTBUTErNLHOCTY =
ApXeTun = KOHCYNbTaUun crneuumarnbHas
Mﬂ =1231 MeanomMolLLb
(nenxuaTpus)
Karteropus
Xnamuguos YYBCTBUTENBHOCTH =
M3apu — MaTb [DKOaHHbI ApxeTun = nabopaTopHbiil aHanu3 cneunanbHas
il = 1232 MeanomMolLlb
(«none4nTennb») A (BeHepornoms)
KaTeropus
AHanus Ha BUY YyBCTBUTESIbHOCTH =
= - cneuuanbHas
ApxeTun = nabopaTopHbIin aHanu3 MEANOMOLLb
na=1233 BEHeposions), Uckriovas
RIAN9876

CriegyeT UMeTb B BUZY, YTO Takasl NoNUTHKa cama no cebe o3HavaeT, YTo [pkoaHHe eCTb YTO CKpLIBaTk, U MOSTOMY
AOCTYN K MOMUTUKE TakKe AOMKeH ObiTh orpaHuyeH, YTobbl MaTk He 3Hafa O ee cyllecTBOBaHWWA. 3TOT NpUMep Takke
UNICTPUpYeT HeoBX0AUMOCTL Takoro cnocoba oTkasa sanpoca Ha gocTyn K OMK (no npuumHe HepoCcTaToOuHbLIX Npas 40-
CTyna), HO NMpY 3TOM OTKa3 He MOXET CBUAETENBCTBOBATL O TOM, YTO KaKMe-To JjaHHbIe CKpLIBaloTCS.
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MpunoxexHue B
(cnpaBouHoe)

CBsa3b co ctaHgapTom ENV 13606-3:2000

Kak yxe 6bino ckasaHO BO BBEJEHUM K HACTOsLLeMY CTaHLapTy, NpaBuna pacnpocTpaHeHus:, npefcTaBneHHble B
cTaHgapTe ENV 13606-3:2000, 6bInu U3MeHeHbI No crnegyowumM npuydmnHam:

- HeKoTopble acnekTel cneyudukauum ctaHaaprta ENV 13606-3:2000, Hanpumep WHY (uenb TpeGoBaHus nepe-
fa4vn SMK), onpefeneHbl ¢ NOMOLLbIO TEKCTOBLIX aTpubyToB 6e3 hopManvnaoBaHHOro croeaps, YTo NPensaTcTByeT A0CTU-
XKEHUIo MHTeponepabensHOCTY;

- obLasn 6asoBan CTPYKTypa npegycmarpusana ropasgo Gonblue geTaneil KOHTPoNsA AoCTyna, Yem peanusoBaHo B
BOnNLLUMHCTBE COBPEMEHHbIX cucTeM BeaeHua SMK, n ee peanusauns 6bina 66l O4HOBPEMEHHO U LLOPOrOM, U TPYAHOW,

- oHa notpebosana 6kl OT MEAULIMHCKUX PaGoTHUKOB 3HAUYUTENbHLIX AOMONHUTENbHBLIX YCUMUIA MO 3anOnHEHUIO 3K-
3eMMnApPOoB Npasui B NpoLecce onepaTuBHOro BBoga AaHHbIX B OMK;

- BO MHOTUX KOMMBIOTEPU3OBAHHBIX CUCTEMaX 34 paBOOXPaHEHNS NMPUHUMaNUCh U NpUHUMatoTes obLyne mepbl 6e30-
nacHocTu, u gobasrneHne K HUM cpefcTB, crneyndudHbix Ans MK, paccmaTpuBanock 6kl Kak Heo60CHOBaHHOE.

N3BeCTHO, YTO HEKOTOpLIE paspaboTUUKuU UCMonb3oBasnv STOT NpeABapUTENbHbIA CTaHAaPT B Ka4eCcTBe OCHOBLI ANA
KOHCTpyMpoBaHMA nonutuk goctyna k OMK. OgHako paboyas rpynna no paspaboTke HacTosLLero ctaHgapTa He Halna
Kakux-nnbo ceefeHuii o MacwTabHoi feMoHCTpauun nHTeponepabenbHOCTU NpaBun pacnpocTpaHeHUsi NOAMTUK Npu 06-
MeHe faHHbIMU MeXay UHPOPMaLMOHHEIMU cUCTEMaMK pa3HbIX NpoussoauTenei. B Tabnuue B.1 nepeyncneHsl 6a3osklie
MHPOPMALIMOHHBIE KOMMOHEHTBI (knaccel U aTpubyThl) MOAENU MpaBWil pacnpoCTPaHeHUss B TOM BUAE, Kak OHU Obinn
ony6nukosaHel B 2000 roay, # yKasaHbl MPUYMHBI, MO KOTOPLIM 3T KOMMOHEHTLI He GblNi BKMIOYEHLI B UCXOAHOM BUiE B
HacTOALMIA CTaHAapT, UK faHbl cnocodbl UX NPeACTaBMNEHNs B MOAENMU NONUTUKY, ONpeferieHHol B pasgene 6.

Tabnuya B.1 — NHdopMaLnUoHHbIE KOMMNOHEHTHI (Kacchl v aTpubyTel) MOAENW NPaBKUn pacnpocTpaHeHusi, onybrnuko-
BaHHble B 2000 rogy

McxoaHble aTpubyThl NpaBun pacnpocTpaHeHWs
CooTBeTCTBME MOZEN MOSTUTUKM,
onpefeneHHol B pasaene 6 Mpumesatine
KaTeropua ATpubyT
DR reference Tenepb 3TOT Knacc NPUHLMUNM-
(ccbinka Ha anbHO COOTBETCTBYET KOMNOHEHTY
npasuna pac- RECORD_COMPONENT, coaep-
npocTpaHeHus) Kallemy MONUTUKY AocTyna no
CChIrke
Distributionrule unique policy_id
identifier  (yHMKanbHbINA
naeHTudKaTop npasu-
na pacrnpocTpaHeHus)
Applied date and time MoMeHT 3anucu B 6a3y paH-
(AaTa 1 BpeMsA 3anucu) HbIX  KomroHeHTa RECORD_
COMPONENT
Applied by (3anucas- Cy6beKkT, WUHWLMMpOBaBLUKIA
LUMIA cyBBeKT) 3anucb komnoHeHta RECORD_
COMPONENT B 6a3y faHHbIX
Valid from (gaTta Hava- [aTta, HauMHasa c KoTopoW
na aeicTeumA) [OMKHa AeCTBOBaTb fjaHHasi Nno-
nuTUKa gocTtyna
Valid to (aara npekpa- [aTta 3aBeplueHus peicTBuA
LeHMs aeicTeuns) AaHHON NONUTUKKN AoCTyna
Negation statement (OteyTcTBYeET) B pasgene SECTION npaBun
(obrsBneHne  oTpuua- JocTtyna 6yaet onpefeneHo, SB-
HUS1) nsieTca NW AaHHas feknapauus
NOMUTUKA paspelleHneM WUnu oT-
Kasom
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lMpodomxerHue mabnuyp! B.1

McxoaHble aTpubyThl NpaBun pacnpocTpaHeHus

CooTBeTCTBUE MOAENM MOMUTUKMN,

. MpumeyaHue
onpejerneHHou B pasgene 6
KaTteropusa ATpubyT
Basic distribution rule (OtcyTeTByeT) Mexay 6a3oBbIMM M Heba3oBLIMU
(ocHoBHOe npaBuno pac- npaBunamMmn Tenepb HET pasnuyus
NpocTpaHeHus)
Invalidated by (nepe- CybbeKT, WMHULMMpPOBaBLLNIA MpeacraBneH ¢ NOMOLLBIO HOP-
3anucaBLUnii cybbekT) 3anucb komnoHeHTa RECORD_ | mManbHOro  npouecca  co3fjaHuA
COMPONENT B 6a3y faHHbIX Bepcuit  komnoHeHToB RECORD_
COMPONENT
Country of application (OtcyTcTByeT) CM. KOMMEHTapuii o cTpaHe, npu-
(cTpaHa npUMeHeHus1) BefleHHbli HUxe pasaena WHERE
Consent demonstra- ATTecTaLus NoNMUTUKKU JocTyna MpeacraBneH ¢ NOMOLLBIO HOP-
tion reference MarnbHOro npouecca arrecTauuu
RECORD_COMPONENT
Distribution
rule (npasuno
pacripocTpa-
HeHWs)
Distribution rule unique NaeHtudpukatop rc_id nonu-
identifier  (YHMKanbHbIA | TMKK focTyna
uaeHTudMKaTop nNpasuna
pacnpocTpaHeHus)
Access type (Tun go- MakcumaneHas KaTeropusi
cTyna) YYBCTBUTENIBHOCTN  3MEMEHTOB:
[OCTyn, cosflaHue, M3MEeHeHue,
nepegava
Apply DR access (npu- (OtcyTcTBYET) Ecnn nonutukm poctyna ne-
MEHSIeTCA K [OCTyny K pepatoTca Kak KOMNO3ULMN
npasuny pacnpocTpaHe- COMPOSITION, To Ana HuX Toxe
HUS) MoryT 6biTb 3aAaHbl OrpaHUYeHUs
Ha [OCTYyn, co3faHne, U3MeHeHue,
nepenady. OaHako Bpag Nu nonu-
TUKU JOCTYNa K NMonMTUKam focTyna
ByLyT YacTo nepefaBaThbCs B UHTE-
ponepabenbHoit opMe B BhbINUCKe
13 MK
Healthcare agent in AsTop komnoaunuun COMPO-
context (cy6wekT 3gpaBo- | SITION, onuceiBatoleit nonutu-
OXpaHeHus B KOHTeKCTe) | Ky AocTyna
WHO (KTO)

Profession
cus)

(npochec-

CTpYKTYpHbIE ponu

B 2000 roay He 6bin onpegeneH
WNW yKasaH ChnpaBOYHUK AOMNYCTW-
MbIX 3Ha4YeHWi, YTO He AaBano BO3-
MOXXHOCTU oBecnednTb afeKsaTHbIi
ypoBeHb  UHTepornepabensHOCTY.
MepeMMeHOBaHE B «CTPYKTYPHYHO
ponb» NO3BONSAET BOCMONL30BATLCA

CMPaBOYHUKOM, OMpeferieHHbIM B
NCO/TC 21298
Specialization (cneum- CneLuansHocTu
anusauyus)
Healthcare agent CTOpOHbI M3ameHeH, 4Tobbl Mcrnonb3oBaTb
(cybbekT  3apaBooxpa- nakeT AeMorpacu4eckux faHHbIX,
HeHus) onpegerneHHbln B UCO 13606-1. Tun

JaHHbIX 3aMeHeH Ha |l

Engaged in care (Bo-
BrneYeH B MEeAULMHCKYHO
NMomoLLb)

(CM. dyHKUMOHanNbHY pornb)

MepeHeceH B pasgen WHY (cm.
HWXeE)
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lpodonxeHue mabnuyp! B.1

UcxoaHble aTpubyTel NpaBun pacnpocTpaHeHus
A PuBY P pacnpocTp CooTBeTCTBME MOAENMN MONUTUKK,

onpegerneHHol B pasgene 6

MpumevaHne
KaTeropus ATpubyT

WHEN WHTepBansl BpeMeHn focTyna, pas-
(KOrgA) pelleHHble MeAULMHCKOMY MepcoHany,
TPYAHO ONpeAenuTs TOYHO, pa3se YTo pe-
TPOCNEKTUBHO.

HeckonbeKko @MM3040B OKa3aHWA Me-
AVLMHCKOA MOMOLLM MOXET NPOXoAWTb
napannenbHo W nepecekaTbcA Mo Bpe-
MeHu. [MNpogonxeHune goctyna k MK mo-
XeT TpeboBaTbCs B TEYEHWE HEKOTOoporo
BPEMEHW Mocne 3aBepLUeHUs 3nu3oaa,
YTOGBl 3aperncTpupoBaTb OCNOXHEHWUS
Wnn AaTb OTBETHI Ha 3anpoc crneayromx
MOCTaBLUMKOB MEAULMHCKON nomoLLu.
[ToaTomy dpaceT BpemeHn WHEN 6bin
yAaneH. MNapameTp cpoka AeicTBuTenb-
HOCTW MO3BOMAET 3afaTk UHTepBan Bpe-
MeHW, Korfa [ocTyn paspeLleH

Episode of care (anu- (OtcyTeTBYeT) CMm.BhbIWe
307 NeveHusn)

Episode reference (OtcyTeTByeT) CM.BblWwe
(ccbinka Ha anuaop nedve-
HUS)

Episode  description (OteyTeTByeT) CM.BbIWe
(onucaHne anusopa ne-
YeHus)

WHERE Mockonbky copepxaHne 3MK nocre-
(FOE) NEeHHO WHTepHaLuoHanuanpyetca (Ha-
npUMep, MOXET cofiepXaTb KOMNO3ULUH,
cosfjaHHble B pasHbiX CTpaHax) W jo-
CTYNn K HeMy Toxe MoXeT TpebosaTbes
B pasHbIX CTpaHax, To npeanonaraercs,
YTO paspelleHue WnKn oTkas B AOCTyne,
cneunduyHble NS KOHKPETHOW CTpaHbl,
He MoOryT ObITb yKa3aHbl kak CBOWCTBO
ofHoi unn Bcex OMK. CyulecTsyiowme
HaLuoHanbHbIe NpaBuna U 3aKOHbl MOTYT
6bITb NpeAcTaBneHbl ¢ NOMOLLbLIO KpUTe-
pueB, onpefeneHHbIX B pasaene 6, a He
nyTeM MpOCTOro yKasaHUs CTpaHbl WIu
reorpacudeckoii obnactu. B yactHocth,
siIBHOe MH(OPMUPOBaHHOE cornacue Ha
nepemelleHne AaHHbIX BHyTpU EBponeii-
CKOro coto3a He TpebyeTcs, ecnu Takoe
nepemeLleHne COBMECTUMO C LensiMu
AocTyna K aHHbIM (HanpuMep, okasaHue
MeAuLUHCKon nomolyn). MosTomy sta xa-
paKkTepucTUka UCKIoMeHa

Country specificity (OteyTcrByeT) CM. BblLLe
(cneuyundun4HOCTL ana
CTpaHbl)

Legal requirement (OteyTcrByeT) Cwm. BblLLe
(TpeboBaHne 3akoHoaa-
TenbcTBa)
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[MpodomxeHue mabnuyp! B.1

MexodHble aTpubyThl NpasBumn pacnpocTpaHeHUs
A Uy P pacnpoctp CoOTBETCTBIE MOAENMN MOSIUTUKK,

onpegeneHHow B pasaene 6

MpumevaHue
KaTteropus ATpubyT

YcnoBusa okasaHus Megu- OT0T aTpubyT AobaBneH AnA ykasa-
LIMHCKOW MOMOLLM HWS, Y4TO AOCTYN paspelleH Tonbko ANS
onpeferneHHbIX YCrnoBUA OKasaHWA Me-
AVLIMHCKOW MOMOLLM (TUMOB YYPEXAeHWiA
3[1paBOOXpaHeHnss unu UuxX nogpasne-
NeHniA), Hanpumep, TOMbKO AMA KOXHO-
BeHeponorn4eckoro gucnaHcepa. Takne
orpaHnu4eHna Hepeako HakmagbiBatoTCA
HaLWoHanbHbIM 3aKOHOAATENbLCTBOM.
B 6ygywem UCO onpenenut ans 3Hade-
HWi4 aTOro aTpUbyTa HOBLIA CNPaBOYHUK

WHY OcHOBHasi CIOXHOCTb pefaKkTupoBa-
(MOYEMY) HUS 3TOW YacTu npaBun pacrnpocTpaHe-
HWA coCToAMa B NOUCKE YHUBEPCAbHOTO
1 COrMacoBaHHOro C APYrUMU MpUnoxe-
HWAMKW CcrpaBOYHUKA LUeneid aoctyna,
KOTOpbIiA nocnyxun 6bl ygo6HoW 1 Mac-
WTabupyemMoih OCHOBOW ANs JeneHus
ANEKTPOHHOW MEAULMHCKON KapTbl Ha
YyacTn u3 coobpaxeHuit GezonacHOCTU.
Mmetowmniica onbIT nokasbiBaet, 4to B
AaHHOM KoHTeKcTe byaeT paboTtarb Tonb-
KO camas npocTeiiluasa Kateropusauusi.
B npoTMBHOM cry4yae BO3HUKAIOT CIOX-
Hble PUCKM OTKasa BO BMOJSIHE 3aKOHHOM
AOCTyNe MeAULUHCKOMY nepcoHany, Ybs
MeAUUMHCKas noMollb He Gbina npeay-
CMOTpPeHa B MOMEHT OTnpaskn MHdopMa-
LMK SNEKTPOHHOW MEAULUMHCKOWA KapThl B
6a3y faHHbIX

Healthcare  process (OteyTeTByeT) ATpubyT yaaneH, NockornbKy B NpeaBa-
code (kog npouecca Me- puUTENLHOM cTaHpapTe He Obin onpepe-
AWULMHCKOW NMOMOLLM) NeH KOHKPETHLIA CrpaBoOYHUK U TOYHOCTb
onpegeneHus atoro atpmbyTa He obecne-
yuBana WHTeponepabenbHOro MpPUHATUSA
peLleHuii 0 goctyne. BMecTo Hero Mox-
HO WCMONb30BaTb (PYHKLUOHASbHYIO OT-
BETCTBEHHOCTb

Healthcare  process (OteyTcTByeT) CM. Bblwe
text (HasBaHue npovecca
MeAULMHCKO NOMOLLN)

Sensitivity class (kare- Tenepb OH BKNIOYEH B HOBYIO KaTero-
ropus YyBCTBUTENBLHOCTU) puto "YTO" (“WHAT”) (cM. Huxe)

Purpose of use (uenb
NPUMEHeHMS)

Purpose of use code (OtcyTcTByYeT) ATpubyT yaaneH, Nockonbky B npefasa-
(koA uenu npuMeHeHUs) pUTENbHOM CcTaHpapTe He Obin onpege-
NeH KOHKPETHLI CrnpaBoOYHUK W TOYHOCTL
onpegeneHus sToro aTpubyTta He o6ecne-
yuBana WHTeponepabenbHOro NPUHATUA
pelueHuit o gocTtyne. Bmecto Hero Mox-
HO Ucnonb3oBaTb (PYHKLMOHANBHYIO OT-
BETCTBEHHOCTb
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lpodomxeHue mabnuupi B.1

WcxoaHble aTpubyTel NPaBun pacnpocTpaHeHWs
CooTBeTCTBME MOAENU MOMUTUKK,

o MpumeyvaHue
onpeAerneHHo B pasaene 6
KaTteropusa ATpubyT

Purpose of use text (OtcyTerByeT) CM. Bbllwe
(Ha3BaHne uUenn npumMe-

HeHnA)

Specific purpose of OYHKYMOHaNbHaA OTBET- OTOT aTpubyT MMeeT TUM AaHHbIX
use (cneuududHas Lenb | CTBEHHOCTb CV, Ho ana obecnevyeHns uHTeponepa-
npUMeHeHus) GenbHOCTM coobluecTBa pa3paboTYMKOB

LOJMKHBI cornacoBaTb KOHKPETHblE Tep-
MWHBI UNK oToBpaxeHne Ha yHuBepcarb-
HYI0 TepMUHOMOr N0

Activity (hesTenb- (OteyTeTBYET) ATpuBYT yaarneH, Nockoneky B Npeasa-

HOCTb) pUTENbHOM cTaHgapTe He Gbln onpege-
NeH KOHKPETHLIN CrpaBoOYHUK M TOYHOCTb
onpegeneHns sToro atpubyta He obecre-
yYMBana MHTeponepabeneHOro MPUHATUSNA
pelueHUit o goctyne. BmecTo Hero Mox-
HO MCMonb3oBaTb (BYHKLMOHAMNBHYO OT-
BETCTBEHHOCTb

Subject of care (cy6w- CTopoOHbI CybrekT MeaWLMHCKON nomo-
eKT MeAULMHCKOA nomo- WM  MAeHTUdULMpyeTcA B nakeTe
Lm) DEMOGRAPHIC_EXTRACT, onpege-

neHHom B CO 13606-1

Healthcare party role
(ponb  CTOPOHbLI, OKas3bl-
BawLed  MegMLMHCKYIo
NoMoLLs)

Healthcare party code DyHKLUMOHanbHas ponb
(koA porn CTOpOHEI, OKa-
3biBaloLLiei MeJULIUHCKYIO
nomoLyp)

Healthcare party text DyHKYMoHaneHasa ponb
(HasBaHue ponu CcTopo-
Hbl, OKa3sblBaloLLeid Meamn-
LMHCKYIO NMOMOLLb)

HOW (KAK) B HacTosillee BpeMA MNPUHATO CYMU-
TaTb, YTO MONMUTMKM Ge3zonacHoCTU STo-
ro TWNa, pacCMOTPEHHble B CTaHAjapTe
ENV 13606-3 (kak yacTb pasgena HOW),
OOIMKHBI  OMpefenaTbCA  opraHvu3auus-
MK, cnyx6amu 31paBoOXpaHEHUs Unu
pernoHansHbLIMM OpraHaMu ynpaeneHus
304paBOOXPaHEHUEM U HE AOSMKHBI Oro-
BapuBaTbCsa Ha ypoBHe oTtaenbHon MK,
Takke cuyWTaeTcsi, UTO 3afjaHue orpaHu-
YeHWN Ha TexHOrorUM AOCTyNa ABNAETCA
ropasgo Gonee crnoxHoit 3agadvew, 4em
Te, KOTOpble MOXHO pelUUTb C NOMOLLbIO
nepBoHaYanbLHO  OMpeAeneHHbIX aTpu-
6yToB aTOro pasgena. MostoMmy pasgen
HOW 6bin nonHocThio yaaneH

Access method (MeTog
Joctyna)
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[MpodonxeHue mabnuyp! B.1

NexoaHble aTpubyThl NpaBUn pacrnpocTpaHeHWs

KaTteropusa ATpubyYT

CooTBeTCcTBME MOAENM
nonuTUKK, onpeaeneH-
HOW B pasgene 6

MNpumeyaHne

Security policy (nonutuka
6e3onacHocTK)

Security policy text (Tekct
nonuTUKK BesonacHocT)

Signed (noanuca)

Encrypted distribution
(wndpposBaHHOE pacnpocTpa-
HeHue)

Encrypted storage (Luudp-
poBaHHOE XpaHeHue)

Operating system security
rating (knacc 3awuThl onepa-
LMOHHOW CUCTEMBI)

Physical security rating
(knacc uanvecKkon 3almTbl)

Software security rating
(knacc 3awuTbl NporpaMMHoO-
ro obecneveHus)

Consent required (Tpeby-
eTca UHOPMUPOBAHHOE CO-
rnacve)

Tenepb cuMTaeTcA [OCTATOMHLIM, €cnun
cyObekT MefULMHCKOW NOMOLLMU MOXKET aTTe-
CTOBaTb MOMUTUKY AOCTyNa (U TEM camblM CO-
rmacuTbCs ¢ ee onpefeneHueM) u aTTecToBaTb
koMmnoHeHnTsl RECORD_COMPONENT, ko-
TOpble CChINAOTCH Ha 3afaHHyto MOMUTUKY (U
TEeM caMblM COIMacuUTbLCA C ee MPUMEHEHUEM
K aTuM Yactam 3MK). TpeGosaHue MHGOPMU-
pOBaHHOroO corfacusa nauuWeHTa BO BPeMs UcC-
NOfTHEHUs NporpaMMHOro obecrneveHns MoXeT
6bITb 06ecneyveHo NyTeM orpaHW4eHuss LOCTy-
na nauueHTa K faHHbIM. MosTOMy STOT Knacc
Obin yaaneH

Healthcare party (cTopoHa,
okasbiBaroLlas MeAULIMHCKYIO
nomMoLLp)

Consent method code (kog
mMeToda Mony4YeHUss WHGop-
MWPOBaHHOro cornacus)

Consent method text (Ha-
3BaHWe MeTofa MonyYeHus
WHOPMUPOBaAHHOIO  corfna-
cus)

Healthcare party role (pone
CTOpOHbLI, OKasblBaloLlen me-
OWLUMHCKYO MOMOLL)

Healthcare party code (kog
pONU CTOPOHbI, OKa3blBatoLLei
MEAMNLMHCKYIO NMOMOLLb)
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McxogHble aTpubyTel NpaBun pacnpocTpaHeHNst

CooTBeTCTBUE MOAENN
NONUTUKK, onpeaeneH-

MpumevaHve

KaTeropus ATpUBYT Holi B pasgene 6
Healthcare party text (Ha-
3BaHME POMM CTOPOHBI, OKa-
3biBaoLWeid MeauLIMHCKYO rno-
MOLLb)
WHAT (4TO) McxoaHble npaBuria pacnpocTpaHeHUs nog-

pasymMeBanu, 4To Ha Kaxgoe npaBuno Aormx-
Ha OblTb CChbIflka W3 OLHOrO0 WM HECKOMbKWX
apXUTEKTYPHbIX KoMMoHeHToB OMK. XoTs aTo
morno 6bl MO3BONWTL 3afaBaTb AE€TallbHble
nonWTWKM AocTyna, HeobxoauMma Takke Mac-
WTabupyemasn BO3MOXHOCTb OnpefeneHns He-
KOTOpbIX NONUTUK Ha ypoBHe OMK B LienoM unu
Ha ypoBHe oTAenbHbIX YacTei SMK no ccbinke
(Hanpumep, NnpaBmo Mormo Bkl NPUMEHSATLCA B
COOTBETCTBUU C HEKOTOPLIM anroputMom). [ns
ee peanusauum notpebosanocb fobaeneHue
K cneyundukauum kateropun WHAT. SToT nog-
XO[, NO3BOMAET Takke NPUMEHATL 06bABNEHNSA
KOHTPONSA AOCTYMNa K COBOKYMHOCTWU KOMMOHEH-
TOB, KOTOpble yxe cyuwectsyoT B OSMK — BE3
HEOBXOOMMOCTM TNMEPECMOTPA KATE-
FOPUKN KAXOOIo OTAOENBHOMO KOMMNO-
HEHTA NPWY OOBABINEHUN EIO B 3TY CO-
BOKYMHOCTb. 3T0T nogxos 3HaYWTeNbHO
obrierdaer aKcniyarauuto KpynHbIX MOSUTUK,
KOTOpble MOTYT PerynapHo nepecMarpuBaThes
LN OTpaXeHWs BONU naumeHTa

KoMnoHeHTbI MonuTnka gocTyna NpUMEHSETCS K Of{HOMY
SMK WITU HECKOSbKUM crieLudUYHBIM KOMMOHEHTaM
RECORD_COMPONENT (HanpumMep, K KOH-

kpeTtHoMy ToMy FOLDER)
ApxeTunbi Otor aTtpubyT no3BONSIET accoLMUpoBaTb

06bABNEHUsT KOHTpOMNA AOCTyna € Kraccamu
AaHHbIX OMK u Tem camMblM aBTOMaTU4eCKU
pacnpocTpaHATb UX Ha ftobble HOBbIE JaHHbIE,
nobaBrneHHble K JaHHOMY apxeTuny

BpemeHHol ne-
puoa

OtoT arpubyT no3BomnseT MpPUMEHsITb No-
NIMTUKY K cerMeHTaM OMK B 3aBUCMMOCTMU OT
BpeMeHU WX AEWCTBUA (B OTIMYMe OT cpoka
AeicTBMA caMOM NOSTUTUKK)
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MpunoxeHune JA
(cnpaBouHoe)

CBe,quMSI O COOTBETCTBUU CCbIJTOYHBIX MeXAYHAPOOHbIX CTAHAAPTOB U AOKYMEHTOB CCbIJTOYHbIM
HaLMOHaNbHbIM cTaHaaptam Poccumckon degepauum

Tabnuya OAA1

O6o3HavyeHne cCbiNoYHOro
MeXayHapo4Horo ctaHaapTa, coé:::elle;:m O603HaveHWe 1 HauMeHoBaHNe COOTBETCTBYHOLLEro HaunoHanbHOro ctaHaapTa
AOKYyMeHTa

NCO 13606-1:2008 — [OCT P NCO 13606-1—2011 «MHdopmaTusayus sgoposes. MNepe-
Jlada aneKTPOHHLIX MeAULMHCKUX KapT. YacTb 1. basosas Mmogens»

NCO 13606-2:2008 — *

NCO 13606-5:2010 — *

NCO/TC 21298:2008 —

NCO/M3K 27002:2005 — *

NCO 27799:2008 — *

NCO/TC 22600-1:2006 IDT OCT P UCO/TC 22600-1—2009 «MHdpopMaTusauusa 340poBbA.
YnpaBneHwe MNONHOMOYUAMKU W KOHTponb gocTtyna. Yacte 1. Ob6uwme
CBEAEHUS U ynpaBreHue nonmTUKon»

NCO/TC 22600-2:2006 IDT [OCT P WCO/TC 22600-2—2009 «WMHdopmaTusauyus sgopo-
BbA. YMpaBneHue MOMHOMOYMAMW W KOHTpOmnb jJocTyna. Yactb 2.
dopmaneHble Moaenn»

NCO/TC 22600-3:2009 — *

MCO/TC 18308:2004 IDT [OCT P UCO/TC 18308—2008 «NHdpopmaTuaauus 3gopoBbs. Tpe-
60oBaHUA K apXUTEKTYpe 3NEKTPOHHOrO y4eTa 340poBbLA»

NCO/TO 22221:2006 — *

BETCTBUA CTAHAapTOB:
IDT — ngeHTu4YHblE

CTaHA4apThl.

* COOTBETCTBYHOLLMIA HAaUMOHAIBHEINA CTaHAapT OTCYTCTBYET. []o ero yTBEpXeHNs peKOMEHAYeTCsA UCMONb30BaThb
nepeBoj Ha pyCCckUil A3bIK JAHHOTO MexayHapogHoro cTaHaapTa. [epeBof AaHHOTO MEXAYHapPOAHOro cTaHaapTa Ha-
xopuTest B ®efeparnbHOM UHPOPMaLMOHHOM (POHAE TEXHUYECKUX pernamMeHToB U CTaHAapToB.

il punMmeHdaHne — B HaCTOﬂLLleVI Ta6n|/|u,e ncnonb3oBaHo crejgyruiee ycrioBHoe 0603Ha4YeHNe CTENEHN COOT-
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