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Mpeaucnosue

1 NOArOTOBINEH deaepanbHbiM rocyaapCTBEHHbIM OIOKETHLIM yUpexaeHuem «LleHTpanbHbii Ha-
YYHO-UCCNENOBATENLCKUA MHCTUTYT OopraHu3auun U uHdopmarusauumn sapasooxpaHeHuss MuHucrepcrsa
3apaBooxpaneHust Poccuiickoin deaepauyuu» (ULHUMOWU3 Munspgpasa) Ha ocHOBE COGCTBEHHOrO mepesoja
Ha PYCCKUI A3bIK aHITNOA3bIMHOW BEPCUN MEXAYHAPOAHOrO CTaHAApTa, YKa3aHHOro B NyHKTE 4

2 BHECEH TexHuuyeckum KOMUTETOM NO ctaHaaprusauum TK 468 «MHdopmaTusauus 3q0posbsi» npu
LUHANOWU3 Munsgpasa — nocTosiHHbIM npeacrasutenem ISO TC 215

3 YTBEPXXOEH U BBEAEH B JEVNCTBWE lMpukaszom degepanbHOro areHTcTea no TEXHUYECKOMY pe-
rynupoBaHuio u metponorum ot 30 HoAbpa 2016 1. Ne 1897-ct

4 Hacrosimi cTaHaapT naeHTUYeH mexayHapoaHomy cranaapty MCO 21549-4:2014 «MudopmaTtusa-
uusi 300poBbs. CTPYKTYpa AaHHbLIX HA NNACTMKOBOM KapTe nauueHTa. Yactb 4. PacluMpeHHble KNMHUYeckue
AaHHbley (ISO 21549-4:2014 «Health informatics — Patient healthcard data — Part 4: Extended clinical data»,
IDT).

Mpy NPUMEHEHUM HACTOALLETO CTaHAApTa PeKOMEHAYETC UCMONb30BaTb BMECTO CCbINOYHBIX MeXay-
HapOAHbIX CTaHAAPTOB COOTBETCTBYIOLME UM HALMOHANbLHBLIE CTAHAAPTLI, CBEAEHUA O KOTOPbIX NPUBEAEHLI B
AONONMHUTENBHOM NpunoxeHun OA

5 BBAMEH MOCT P NCO 21549-4:2009

lpasuna npumeHeHUss HacmMosWeao cmaHd0apma ycmaHoesieHbl 8 cmamee 26 ®edeparnbHo20 3aKoHa
om 29 uwHsa 2015 2. Ne 162-03 «O cmanlGapmusayuu e Poccutickoli ®edepayuu». NHgpopmayus 06 us-
MEHEHUSIX K HacmosiuieMy cmaxd0apmy nybrnukyemcs 6 exezo0HoM (N0 cOCMOoaHUK0 Ha 1 sHeapsa meKyuweeo
200a) uHopmayuoHHOM ykazamerne «HayuoHanbHble cmaHlapmbly, a oghuyuanbHbill MEKCM U3MEeHEHUl
U rornpasoK — 8 eXeMeCsa4YHOM UHOpMaUUOHHOM yka3amere «HayuoHanbHblie cmaHlapmebl». B cnyqyae
nepecmompa (3ameHbl) unu ommeHbl Hacmosuweeo cmaHdapma coomeemcmeyrouiee yeedomneHue bydem
onybrnuKkosaHo 6 bnuxalilem 6bilyCKe eXeMeCcsYHO020 UHGOPMaUUOHHO20 yKasamerns «HayuonarbHble
cmanfapmbly. Coomeemcemeyroujas UHpopmayus, yeeOoOMIeHUe U meKCmMbl pasmMeualomest makxe 6 UH-
gopmayuoHHol cucmeme obuie20 nosb30eaHuUs — Ha oghuyuanbHoM calime ®edeparnbHo20 azeHmemea no
MEXHUYECKOMY peayriuposaHuio u Memposoauu 6 cemu iimepHem (www.gost.ru)

© CranaaptuHdopm, 2017

Hacrosipmi cranaapt He MOXET ObiTb NOMHOCTLIO UIK YACTUYHO BOCTIPOM3BEAEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B Ka4ecTBe 0huLManbLHOro usaanus 6es paspeluenns denepanbHOro areHTCTBa No TEXHUYECKO-
MY PerynmpoBaHuIO 1 METPOTIOTMN
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BBeneHue

Bospociuasi MOOMNBHOCTL HaceneHus, yeenuyeHue o6beMOB MeAULMHCKON MOMOLLUM B YUpEXaAeHUsX
M Ha AOMY, a TaKKe pacTyLas noTpebHOCTL B yNy4lleHUn KayecTBa aMbynaTopHoi NOMOLUM NPUBENU K Cy-
LLIECTBEHHOMY pPOCTY Pa3BUTUSI U BHEAPEHUA NOPTATUBHLIX MHCHOPMALMOHHBLIX CUCTEM U CPEACTB XPAHEHUS
nHdopmauumn. Takue CpeacTBa U CUCTEMbI UMEIOT LUMPOKWIA CNEKTP NPUMEHEHUN: OT MAEHTUdMUKALMKU nauu-
€HTOB U NePEHOCHBIX Panros C MEAULMHCKUMU 3aNUCAMU A0 HOCUMBIX NALIMEHTOM CUCTEM MOHUTOPUHIA €0
COCTOSHMUS.

OCHOBHbIE (PYHKLIMKU TaKUX CPEACTB 3aKNIO4aIOTCA B TOM, YTOObI 06ecneunTs XxpaHeHue U 06MeH nepco-
HanbHOW MHAOPMaLMen 0 NauueHTe ¢ ApYrMMU CUCTEMaMU; TakuM 0Opa3oM, B TEYEHUE CBOETO CPOKa CIyX-
Obl Takue cpeacTBa MOryT 0OMEHMBATLCA UHOpMaUUen ¢ GONbLUMM YUCIIOM TEXHONOTMYECKU Pa3nUyYHbIX
CUCTEM, CYLLIECTBEHHO OTIIMYAIOLLUXCA CBOUMU (DYHKLMSAMU U BO3MOXXHOCTSIMU.

OpraHu3aropbl 34paBOOXpaHEHUA Bce Gonblue NOonaraloTcA Ha NoAoOHble aBTOMATU3UPOBAHHbLIE CU-
cTembl naeHTudukayuu. Hanpumep, ¢ NOMOLLbIO MALMHOYUTAEMbIX YCTPOWCTB, HOCUMbIX NALMEHTOM, MOXKHO
aBTOMAaru3npoBaTb BblAavy PELIENTOB U CYUTLIBATL UX TaM, A€ 3TO He0BX0AUMO.

MosiBneHne 6a3 AaHHbIX C yaaneHHbIM AOCTYNOM U UX CUCTEM NOAAEPXKKU NPUBENO K Pa3BUTUIO N UC-
NnonbL30BaHUIO CPEACTB uaeHTudukaumm «CyGbekToB 34PpaBOOXPaHEHUAY, CNOCOOHBIX obecneunBaTb (PyHk-
Lum 6€30NacHOCTU U Nepeaayn NEKTPOHHLIX LUAPOBLIX NOANMCEN NO BLIMUCTIUTENBHBIM CETAM.

PacryLyee ucnonb3oBaHue MalMHOMUTAEMbIX NNACTUKOBLIX KapT B NOBCEAHEBHON NPAKTUKe MEAULIMH-
CKOTo 00CMY>XXMBAHUS BbI3BANO POCT NOTPEGHOCTU B CTAHAAPTU3MPOBAHHOM dhopMaTe 06MEeHa AAHHBIMU.

MepcoHanbHbIE AAHHBIE, HOCUTENEM KOTOPLIX ABASETCA MALLMHOYUTAaeMas NNacTUKOBAsA KapTa nauneH-
Ta, MOryT ObITb pa3aeneHbl Ha Tpu 6onbLUNE KAaTEropun:

1) naeHTUUKALMOHHBIE AAaHHbIE (CaMOro YCTPOMCTBA U YENOBEKA, YbM AaHHbIE COAepXaTCa Ha kapTe);

2) aAMUHUCTPATUBHbLIE JAHHbIE;

3) knuHnYeckue aaHHble. CneagyeTr OTMETUTD, YTO NGaa NNacTUKoBas kapTa naumeHTa ae-gakTo A0MmK-
Ha coAepXarb AaHHbIe O CaMoli KapTe U MAEHTUUKALUMOHHBIE AaHHbIE, U, KPOME TOro, MOXET coaepXaTb
aAMWHUCTPATUBHbLIE U KITMHMYECKUE AaHHbIE, a TaKKe CBEAEHUS O NEKAPCTBEHHbIX HA3HAYEHUAX U CCbINKM Ha
Apyrue NCToOYHUKKU nHdopmauum.

[aHHble 0 KapTe AOMKHb! BKMNIOYATb:

- WAEHTUMUKALMOHHbIE JaHHbIe CaMoii KapThbl;

- WAGHTUUKALMIO BLINOMHAEMbIX (PYHKLMIA U PYHKLMOHANBHBIX BO3MOXHOCTEIN YCTPOWCTBA.

MaeHTUdUKALUOHHBIE AaHHbIE MOTYT BKIOYATh:

- YHUKanbHYIO UAEHTUMKALMIO BraZienbLa YCTPOWCTBA U BCEX APYIUX NNLL, K KOTOPLIM OTHOCATCA AaH-
Hbl€, XPaHSALLUMECSA B YCTPONCTBE.

AAMUHUCTPATUBHbIE JaHHbIE MOTYT BKIHOYATh:

- AOMOINHUTENbHbIE CBEAEHUS O nuLie, MHOPMaLUsi O KOTOPOM COAEPXUTCA Ha KapTe;

- Apyrue aaHHble (OTNUYHbIE OT KIMMHMYECKUX), HeobXoauMble ArA OKa3aHUst MEAULIMHCKOW MOMOLLM.

KnuHuyeckne faHHble MOryT BKIOYATh:

- UHpOPMALIMIO O COCTOSIHUM 3A0POBbA MaUUEHTa U COBLITUAX MEAULMHCKON MOMOLLN;

- ONKUCAHUE W OLEHKY pabOTHUKOM 34paBOOXPaHEHUS XxapakTepa CoObITUIF MEANLIMHCKON NOMOLLW;

- CBEEHUA O NIIaHUPYEMbIX, HA3HAYEHHBIX UMW BbINONHEHHbIX AENCTBUAX, CBA3AHHLIX C OKa3aHWem me-
OULMHCKON NMOMOLLMK.

[na onucaHnsA CTPYKTYPbl AaHHbIX HA NNIACTUKOBOM KapTe nauueHTa UCnonb3yeTcs «BbICOKOYPOBHEBAA»
o0bekTHaa TexHonorna mogenmposaHua (OMT), NOCKOMbKY, C OA4HON CTOPOHbI, 3NEKTPOHHAsA MeauLMHCKasa
KapTa JoMmkHa AaBaTtb onpeAerneHHble OTBETbI HA 3apaHee NOCTaBIEHHbIE BONPOChI, @ C APYrol CTOPOHBI, He-
06XOAI/IMO ONTUMU3NPOBAaTL MCNONb3oOBaHMUE NaMATU NYTEM COKpaLLEeHUA U30bITOYHOCTH AaHHbIX.

B HacTosileM craHaapTte G NMoMoOLLb YHUDULMPOBAHHOMO A3blka Moaenuposanus (UML), o6bIMHOTO
TekcTa u abCTpakTHOM CUHTakcuyeckoi Hotaumu (ASN.1) onucaHsl 1 onpegeneHsl MHPOPMALIMOHHBIE 00bEK-
Tbl PACLLUMPEHHBIX KNMUHNYECKMX JAaHHbIX, XPaHALLMECH NO 3HAYEHMIO UMK NO CCbINKE HA NNAacTUKOBLIX KapTax
nauneHToB.

B HacTosillem cTanHgapTe He OnucaHbl M He onpeaeneHbl obwme OObekTbl, OnpedeneHHble B
NCO 21549-2, naxke ecnu Ha HUX 4AETCA CCbINKa U OHU UCMOMb3YIOTCA B HACTOALLIEM JOKYMEHTE.
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HALULMWOHANBHBIN CTAHOAPT POCCUMNCKOW ®PEJEPALUUMN

NudopmaTnsauma sgopoBbs
CTPYKTYPA JAHHbIX HA MNACTUKOBOMW KAPTE NALMEHTA
YacTb 4
PaclumpeHHble KIIMHUYeCcKue AaHHble

Health informatics. Patient healthcard data. Part 4. Extended clinical data

Hara BBegeHunsa — 2018—01—01

1 O6bnactb NpUMeHeHusA

HacTroswuit cTaHAapT NPUMEHUM B TEX CryYasX, Koraa AaHHbIe 3anucblBaloTCA Ha NNacTMKOBbLIE KapThbl
NauueHTOB UMM NEPEHOCATCH KapTaMmu, COOTBETCTBYOLLMMMU (pudndeckum pasmepam ID-1, onpegeneHHbIM B
nCO 7810.

Hactosawmn crangapt onpeaenseTr 6a30BYyl0 CTPYKTYPY AaHHbIX, coaepXawmuxca B MHGOPMAaLUMOHHOM
00BbEKTE PACLUMPEHHBIX KIMHUYECKUX AAHHBIX, HO HE ONPEAENSET U HE NPEANUCLIBAET ANS XPAHEHUS Ha Kap-
Tax KOHKPETHbLIE HABOPbI AAHHLIX.

,D,J'Iﬂ obecnevyeHnss B3aMMHOM npnemMnemMocTu I'IpI/IJ'IO)KeHl/Il7l, npeaHasHa4YeHHbIX Ana ncnonb3oBaHUA B
MHOPMAaLIMOHHBIX CUCTEMAX 3APaBOOXPAHEHNSA N COOTBETCTBYIOLLMX TpeboBaHusMm MICO 21549, B HUX He0b-
XOAUMO UCNOMb30BaTh MHAPOPMALIMOHHBIE 0OBLEKTHI U3 YMCHa TEX, YTO ONpeaeneHsl B pa3aene 5 (HekoTopble
U3 HUX ABAAIOTCA paclumMpsaemMbiMu). OHWU AOMMKHbI MCNOMb30BaTbCHA B COMETAHWUW C APYTMMU AAHHbIMU, OMpe-
aerneHHbiMun B apyrux yactax MCO 21549.

B obnactb npumeHeHMs HaCTOSALLIEro CTaHaapTa He BXOAMT NoapobHoe onucaHne cneayowmx dyHKLUR
U MEeXaHM3MOB MX peanu3auumn (XOoTS ONMCaHHbIE B HEM CTPYKTYPbl MOTYT COAepXaTb perneBaHTHbIe UHAOP-
MaLUMOHHbIE 0ObLEKTbI, ONPEAeneHHbIe B APYTUX AOKYMEHTAX):

- KOQupoBaHME TEKCTOBbLIX AAHHbIX;

- yHKUMM U npoueaypbl MHEOPMALIMOHHON 6e30MacHOCTH, KOTOPbIe MOTYT ObITb 3afaHbl NoNb3oBaTe-
NAMM ANS NNAacTUKOBBIX KapT B 3aBUCMMOCTU OT UX KOHKPETHOTO NPUMEHEHUSA, HanpUMep 3aLumTa KOHUAEH-
ynanbHOn MHgopmaumu, obecneveHne LenoCTHOCTM AaHHbIX, ayTeHTUdmMKaumMs nonbL3oBaTenein u yCTponcTs,
UMEIOLLIMX OTHOLLEHUE K 9TUM (DYHKLMAM;

- cnyxObl yNpaBneHus AO0CTYMOM, KOTOPbIE MOTYT 3aBUCETb OT AKTUBHOIO WCMONb30BAHUS HEKOTOPbIX
KnaccoB NMMacTUKOBbIX KapT, HanpuMep, MUKPONPOLECCOPHLIX KapT;

- MPOLECCHI MHMUManu3aummn n nepcoHanusayumn (C KOTopbiX HAYUMHAETCA XU3HEHHBIN LMK KOHKPETHOW
NMacTUKOBOWN KapThbl, U C NOMOLLIbIO KOTOPbIX KapTa NoAroTaBMBaEeTCA K NOCNeAyoLWen 3anmcy 4aHHbiX B CO-
OTBETCTBMU C HACTOALLUMM CTaHAAPTOM).

Moaromy B 06nacTe NPUMEHEHNS HACTOSILLETO CTaHAApTa He BXOASAT:

- (husnyeckme unm normvyecknue peLLeHnsa no nNpakTMyeckoMy (PYHKLUMOHWPOBAHUIO KOHKPETHBLIX TUMNOB
NNacTUKOBbLIX KapT,

- panbHelwas obpaboTka coobLUeHun 3a npeaenamu uHTepdenca Mexay ABymMs CUCTEMAMMU;

- hopMa, KOTOPYIO MPUHMMAIOT AaHHbIE NPU KX UCMONb30BAHWMU BHE NNACTUKOBOW KapThl, UNK Cnocob ux
BMU3yarnbHOIro NpeAcTaBneHna Ha NNacTUKOBOW KapTe unu rae-nubo ewe.

2 HopmaTuBHbI€ CCbINIKU

B HaAcCTOSILLEM CTaHAapTe MUCMOSb30BAHbI CCLISIKM HA Creaylolme AOKYMEHTbI, COAepXKaHue KOTOPbIX
HEPaspbLIBHO CBSA3AHO C HACTOSALUMM CTaHaapToMm. Ecnu B cebinike ykasaHa gata nyGnukaumu, TO JOMMKEH

M3paHue ocpuuymanbHoe
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MCMNONb30BaTbCA TONbLKO LMTUPYEMbIN AOKYMEHT. ECnn AaTa B CCbINKe HE yKkasaHa, TO 0MKHO UCMONb30BaTh-
Ca nocrneiHee usgaHue JoKyMeHTa (BKNoYasi BCe Nonpasku).

ISO 21549-1 Health informatics — Patient healthcard data — Part 1: General structure (MHdopmaTusa-
umna 3a0poBbAa. CTPYKTYpa AaHHbLIX HA NNACTUKOBOW KapTe naumenTa. Yacts 1. ObLwasa cTpykrypa)

ISO 21549-2 Health informatics — Patient healthcard data — Part 2: Common objects (MHdpopmaTusa-
umnsa 3a0poBbA. CTPYKTYpa AaHHbIX HA NNACTUKOBOW KapTe naumeHTa. Yactb 2. ObLume 06beKTbI)

ISO 21549-3 Health informatics — Patient healthcard data — Part 3: Limited clinical data (UHdopma-
Tusaums 300poBbs. CTPYKTYpa AaHHbIX HA NNacTUMKOBOW KapTe nauyueHTa. Yacte 3. OCHOBHbIE KNIMHUYECKNE
AaHHbIE)

3 TepmuHbI U onpeneneHus

B HacTodwem aokyMeHTe npumeHeHbl TepMuHbl No MCO 21549-1, UCO 21549-2 n UCO 21549-3, a
TakkKe cneayLwme TEPMUHbI C COOTBETCTBYIOLLMMU ONPEAENEeHUSAMM:

3.1 knuHuyeckune aaHHble (clinical information): MHdhopmauus o cybbekTe MEANLMHCKONM NOMOLLM, CO3-
JaHHasa MeAMLMHCKUM CneuuanucToM U peneBaHTHas Ans OLUEHKU COCTOSAHUA 340POBbS UNU NEYEHUs JaHHO-
ro cybbekta MeauLMHCKON NOMOLLN.

[ENV 1613]

3.2 npeactaButens 3gpaBooxpaHenusn (healthcare party): KOpuanyeckoe nnu pusunyeckoe nuuo, yya-
CTByIOLLEE B MPSIMOM UITM KOCBEHHOM OKa3aHWWM MeAWULIMHCKON NOMOLLUM OTAENbHOMY MaUMEHTY Unu B nNpeao-
CTaBMNEHUN YCNyr B chepe 34paBoOOXPaHEHUS.

[ENV 1613]

3.3 nepepaTtouHbIi areHT (relaying agent): CTopoHa, cornacusLlasica AeACTBOBAaTb B KA4eCTBE MO-
cpefHuKa npu nepegaye coobLEHUI Mexay 3anpalumBaioLLMMiA U OTBEYaLWUMK NpeacTaBuTensamMm 3gpaso-
oxpaHeHnsa B 060MX HanpaBneHusax B criyvae, ecnu nNpsamoe obLLeHne Mexay HUMU HEBO3MOXHO NO NPUYKUHE
TOrO, YTO OTBEYAKLLAs CTOPOHA HEM3BECTHA, MOCKOMNbKY 3aBUCUT OT MHAMBKUAYAaNbLHOTO BbIBOpa nayueHTa.

[ENV 13607]

4 O603Ha4YeHNA N COKpaL,eHns

ASN.1 — abcTpakTHas cuHTakcudeckas Hotauusa sepcun 1;

HCP — cybbekT 3apaBoOXpaHEHUS;

HDC — nnacrukoBas kapra nauueHTa;

UML — yHMULMPOBAHHLIN A3bIK MOAENWPOBAHUS;
UTC — yHuBepcanbHOe KOOPAUHMPOBAHHOE BpPEMA.

5 ba3oBasa oObekTHasA Modersib AaHHbIX MNSIACTUKOBOW KapThl NauueHTa

5.1 CtpykTypa uHOpMaLMOHHOIO o6bekTa «lMnacTukoBas kapTa nauneHTa»

COBOKYNHOCTb 6a30BbIX MHOPMAaLMOHHLIX 0OBLEKTOB CKOHCTPYMpPOBaHa Takum obBpasom, 4Tobbl obe-
CMe4YnTb HeobXxoAUMYI0 TMOKOCTb CTPYKTYPbl XPAHALLMXCA KIMHWUYECKUX AaHHbIX, AOMYCKAIOLWY Nocneayto-
Lue cneumanm3npoBaHHble pacluMpeHna. 3TOT Noaxod AOMKEH NOMOYbL peanu3aumm o0LWmux BCnomoraTerb-
HbIX XapakTePUCTUK XPaAHALLUMXCS AaHHbIX, CNOCOBCTBYOLWMX 3P(PEKTUBHOMY MCMONb30BAHUIO NAMSITH, YTO
O4YeHb BaXXHO ANnA NNacTUKOBbLIX KapT ©onbLUMHCTBA TUMOB.

O6wan CTPyKTypa AaHHbIX HA NIACTUKOBOWM KapTe NauueHTa, OCHOBAHHAsI HA 0ObEeKTHO-OPUEHTUPOBAH-
HOW MOAEnu, NnpeacTtasneHa B Buae gnarpammel knaccos UML Ha pucyHke 1.
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[aHHble Ha NNacTUKOBOW KapTe nauneHTa

1 0.1 \\km 0.1 0.1

OaHHbie
Xapaktepuctuku | | MpeHTMdMKaUUOHHbIe | | ADMUHUCTPaTUBHbIe KnuHuyeckve Cenink 3neKTpoHHbIe BGesonacHocT
YCTpOWCTBa OaHHble fAaHHble faHHble peuenTb NNacTUKOBOW KapThl
nauueHTa
0.1 0.1
OCHOBHbI® PacwmpexHbie
KIIMHU4ecKk1e KNUHK4ecime
AaHHble AaHHble

PucyHok 1 — [aHHble Ha nnacTukoBoi KapTe nayuerTa. Obwas cTpykTypa

CoaepxaHne gaHHOMW OOBLEKTHO-OPMEHTUPOBAHHOW CTPYKTYPbl U3NOXEHO B pasaene 7 U B NpUIoXe-
HUKM A 1 npeanonaraer UCMNONb30BaHUe 06bLEKTOB, HE OnpefeneHHbIX B HACTOALWEM CTaHaapTe.

n puMedyaHune — MOoXHO cOCTaBUTb CovETaHUSA VIHCbOpMaLWIOHHbIX 06bekToB, COXpaHAA KOHTEKCTHO-oNnpeae-
NeHHble Tern, a Takke onpefennTb HOBbIE 06BbEKTHI U B TO Xe BpeMA COXPaHUTL B3aUMHYIO NPUEMNEMOCTb.

B A0MOnHEHME K BO3MOXHOCTW MOCTPOEHUSA CROXHBIX arperMpoBaHHbIX WH(POPMALMOHHBLIX 0GLEKTOB
1“3 6onee NPOCTLIX COCTABNSAOLMX HACTOALLMI CTAHAAPT NO3BONSAET YCTAHABMBATL aCCOLMATUBHbLIE CBA3M
MeXgy HEKOTOPbIMU 0ObEKTaMU B LIENAX COBMECTHOTO UCNONb30BaHNA UHGOpMaumn. Takue CBA3W B OCHOB-
HOM NPUMEHSIIOTCS, YTOGLI, HANPUMEP, OAWH W TOT ke HABop AONOSHUTENLHLIX aTpPUGYTOB MCNONL30Bancs
HECKOMbKUMM XPaHALLMMUCA 0ObEKTAMU AAHHbIX.

5.2 ba3oBble MH(POPMALMOHHBbIE OOBLEKTbI

5.2.1 KpaTtkum 0630p

B HacTosLen cepun CTaHAApTOB UCMONbL3YIOTCA 0OLLME TUMbI AAHHbIX, HE UMEIOLLIME CaMOCTOATENBHOTO
3Ha4YeHus, HO MCMONb3yemble NPU ONpeaeneHn Apyrux 00bLEKTOB B HaCToAWEM ctaHaapre. MNpu Manunynu-
POBaHMU TaKUMU 0OBLEKTAMU MOXHO NOMNMb30BATLCA ONEPALUSMU, ONPEAENEHHbIMU ANS 3TUX TUMOB AAHHbIX.
dopmanbHbie onpegeneHns 00LWMX TUMOB AaHHbIX NpuBeaeHsbl B UCO 21549-2.

5.2.2 KogupoBaHHbIe 3HAYEHUA

KoanpoBaHHbIE 3HAYEHUSA UHTEPNPETUPYIOTCA C MOMOLLLIO CUCTEM KOAMPOBAHUS, U3 KOTOPbIX OHU B3S-
Tbl. OBLMIA NPMHUMN B HACTOALLEM CTAHAApPTE TAKOB: KOrAa Takue KOAbl BLICTYNAIOT B Ka4eCTBE NapameTpos,
TO UCMONb30BaHUE KOHKPETHOW CUCTEMBI KOAUPOBAHUS HE ABNAETCA 00a3aTeNbHbIM, €CNU MHOE HE YKa3aHo B
Hacroawem craHgaprte. Npumepom MOXET CnyX>mTb ucnonssosaHne UCO 3166-1 ana kogos CTpaH.

Ecnu cuctema koaMpoBaHus yka3aHa B HaCTOAILLEM CTaHAApTe, TO UCNOMb30BaHUE anbTepPHaTUBHON CU-
CTeMbl KOAMPOBAHMSA HEe AonycKaeTcs. JioOble CCbINKM Ha BHO HE yKa3aHHble CUCTEMbl KOAUPOBAHUA MOTYT
6bITb B OyAYyLLEM N3MEHEHbl HE3aBUCUMMO OT OCTanbHOIO COAepPXXaHWUA HACTOALLEro cTaHaapTa.

MHdopMaunoHHbIi 06bEKT KoaupoBaHHbIX AaHHbIX CodedData cnegyeT KOHCTpyMpoBaTb B COOTBET-
CTBWM C onpeaeneHnem, npuseaeHHbim B UCO 21549-2.

5.2.3 ATpuOyTbl YCTPOMCTBA U 3alUTbI AAHHbIX

MepcoHanbHble AaHHbIE, XPaHALMECH HA MAACTUKOBLIX KapTax, UCNOMb3yeMblX B 3 paBOOXPAHEHUMU,
MOryT TpeboBaTb 3awuTbl. [03TOMY B HACTOSILLEM CTAHAAPTE UCNONbL3YeTCs psg atpubyToB B6e3onacHoCTy,
onpeaeneHHbii B MICO 21549-2. PeanbHoe coaep)kaHue atux atpubyToB (MX 3HAYEHME), paBHO Kak U Mexa-
HWU3MbI UX UCMONb30BaHUSI HE BXOASAT B 06NacTb NPUMEHEHUS HACTOSALLIETO CTaHAapTa.

CreayeT nogyepkHyTb, YTO aTpubyThl 6€30NacHOCTU HE MOTYT YAOBNETBOPSAThL NPEAbABNAEMbIM Tpe6o-
BaHusAM obecneyeHns 6esonacHoCcTu 6e3 CNONb30BaHNUA HAANEXALUMX DYHKLIMIA M BCTPOEHHBIX MEXaHU3MOB
NNacTUKOBOW KapThbl.

Takue «npaBa AOCTyna» K OTAENbHLIM 3MEMEHTaM AAaHHbIX Ha3HAYaloTCA OnpedernieHHbIM nuuam.
OHu ByayT onpegeneHbl pa3paboTynkamMn NPUNOXEHUA U MOTYT KOHTPONMPOBATLCSl AaBTOMATU3UPOBaAHHLIMU

3



FOCT P UCO 21549-4—2016

cucTemamu, Hanpumep, C MOMOLLbLI MIACTUKOBBLIX KapT MeAuuMHCKuX paborHukoB. NpaBa MoOryt GbiTb
onpeneneHbl HA YPOBHE MPUIIOXKEHUS, TEM CaMbiM obecneunBasi NPUKNAAHYI0 U NOTEHUMAanNbHO PeruoHasnb-
HYIO cneunduKy.

MHdopmaumoHHein 06bekT SecurityServices npeaHa3HayeH Ansi XpaHEHUs1 AaHHbIX, TpPeOyeMbIX Ans Bbl-
nonHeHus pyHkumMin u paboTbl MEXaHM3MOB obecnedyeHus 6e30NacHOCTU. JK3eMNNsApPbl 3TOro 0ObLEKTa MOryT
ObITb «NPUCOEAUHEHDBI» K OTAENbHbIM 3NEMEHTAM AAHHbIX, COXPaHsi TEM CaMbiM UCXOAHbIe TpeboBaHuA no
obecneyeHnio 6e3onacHOCTM Npu nepeaave WHMOPMaLMK MEXAY Pas3nUYHbIMU BMAAMM MACTUKOBLIX KapT.
C NOMOLLbIO 3TOT0 MEXaHM3Ma MOXHO rapaHTUpPOBAaTh, YTO NPU Nepeaye AaHHbLIX OT aKTMBHOIO HOCUTENS
[aHHbIX K NTaCCUBHOMY, @ MOTOM — B 06paTHOM HanpaBfeHUN — OT NACCMBHOTO K aKTUBHOMY, MCXOAHbIE Tpe6o-
BaHUS no obecneveHunio 6esonacHocTu B6yayT co3aaHbl NOBTOPHO. Takas BO3MOXHOCTb NO3BOMSET TaKkke Npo-
BECTU NOMHYI0 PennuKauuio NNacTUKOBOW KapTbl, HANPUMEP, NPU €€ BOCCTAHOBINEHMU NOCHE NOBPEXAEHUS.

5.2.4 UHdpopmaumoHHbI 06bekT AccessoryAttributes

MHdopmaumoHHbii 06bekT AccessoryAttributes gomkeH npeacraBnate cobon ynopagoveHHbin Habop
JaHHbIX, He0BX0AUMBIX ANSl perucrpauuy AENCTBUN UCTOUYHMKA UMHOPMaLUM, a TaKke CPeacTB AOCTaBKU
UHgopmauum k notpedbutento. Ero crpyktypa usnoxena B UCO 21549-2.

6 OyHKUMOHarNbHbIe TPEOOBaHMSA K XPAaHEHUIO HA KapTe pacliMPeHHbIX
KIMTMHUYECKUX JaHHbIX

6.1 KpaTtkuit 0630p nogaepxmBaeMbix CNOCOO0B UCNOSIb30OBaHUSA

OnpeaeneHnsa MHAOPMALMOHHBIX OOLEKTOB B HACTOSILLIEM CTaHAAPTE UCXOAAT U3 TOTO, YTO NNACTUKO-
Bas KapTa nauueHTa ucnonb3yercs Ans:

- XpaHEHUs1 KNMHUYECKUX COOOLLEHUIA (3aKa30B, HANPaBNEHUN U Pe3ynLTaToB UCCNEAO0BaHUIN) Mexay
cnabo cBA3aHHbIMKU NPEACTaBUTENSAMU 34paBOOXPaHEHUA (T. €. CTOPOHaMM, KOTOPblE€ HE MOTYT YCTaHOBUTb
ceTeBoe COeIMHEHUE UMK eLLEe HE UMEIOT TPETLEN JOBEPEHHON CTOPOHbI);

- nepegadu KIo4er 4ocTyna K KNnMHUYEeCKoW MHAOPMAaLIMKM U CCbINIOK HA KNMHUYECKNE coobLeHns mexay
TECHO CBSI3aHHLIMMW MPEACTABUTESNIAMU 34PABOOXPAHEHUS (T. €. CTOPOHaMU, UMEIOLLIMMMN BO3MOXHOCTb yCTa-
HOBUTb CETEBOE COEAUHEHNE 1 UMEIOLLIMMU AOBEPEHHYIO TPETLIO CTOPOHY);

- nepegadu KOAUPOBAHHBIX CMIMCKOB AMArHO30B U Npoueayp, PacLLUMPSIIOLLMX OCHOBHbIE KITMHUYECKUE
AaHHble, onucaHHble B UICO 21549-3. 3T CNMCKM MOryT paccMaTpuBaTbCA Kak HaAUUOHAaMbHbIE UK Aaxe
BEJOMCTBEHHbIE PACLUMPEHNUS OCHOBHOW KNUHUYECKOIW MHDOPMALMK.

6.2 Mepepava KNMHUYECKUX COOBIEHNI MeXAY NPeACTaBUTENAMU 34PABOOXPaHeHUA

MnacTUKOBbLIE KAPTbI MALMEHTOB, NPEAHA3HAYEHHbIE ANA NEPeAaqn KITMHUYECKUX COOGLLEHUI OT OAHOrO
npeacTaBUTENA 34PaBOOXPAHEHUS K APYTOMY, A0MDKHbI PACCMAaTPUBATLCS KaK 3aLLMLLEHHBIN HOCUTENb UHAOP-
MauuK ANA NepeaaToyHoro areHTa. Takue KapTbl MOTYT NPUHUMATL KIMHMYECKue coobuienusa Ges npeasapu-
TENbHOTO YKa3aHuA NONy4yaTernsi, a TaKkKe BbINOMHATL ONPeAeNeHHYIO POrib NPU PELLIEHUM BONPOCA O BO3MOX-
HOCTU NPEAOCTaBNEHUS KNMTMHUYECKNX AAHHBIX ayTEHTUMDULNPOBAHHOMY NPEACTABUTENIO 3PAaBOOXPAHEHUS.

7 PacumpeHHasa knuHuyeckasa nHdgpopmaumsa

7.1 O6wasn cTpykrypa

Knacc uHdopmaumoHHbix 06bektoB ExtendedClinicalData, onucbiBalowmit CTPyKTypy pacLUMPEHHOMN
KNMHUYECKON MHpOpMaALIMKM, COCTOUT U3 [IByX OTAENbHbLIX KMACCOB: CNUCKA KIIMHUYECKUX COObITUI (Knacc
ClinicalEventDescription) u nocnegoBaTtenbHOCTU NpPeo6pa30BaHHbLIX KIMHUYECKUX CcoobLeHnin (knacc
MappedClinicalMessage). Npu Takoi CTPyKType Kaxablil U3 STMX MHGOPMALIMOHHBIX OOBEKTOB MOXET UMETb
otnuyaiomeca atpubytol 6esonacHOCTH, B TOM YnCne npaea AOCTyna, ONUMCaHHbIE C NOMOLLLIO AONOSHU-
TenbHbIX aTpubyToB (knacc AccessoryAttributes).

CM. pUCYHOK 2 n Tabnuuy 1.
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ExtendedClinicalData

+clinicalEventDescription :
+mappedClinicalMessage :

ClinicalEventDescription [0.."]
MappedClinicalMessage [0..*]

PucyHok 2 — CTpykTypa knacca ExtendedClinicalData

Tabnuuya 1— Cneyndukaums otaenbHbIX aneMeHToB knacca ExtendedClinicalData

Mma knacca Tun AaHHbIX KpaTHocTb KommeHTapuii
ClinicalEventDescription Knacc 0..n [aHHbIi Knacc cofepXuT onucaHne KnuHUYeckoro cobbiTus,
3aperucTprpoBaHHOro Ha NNacTUKOBOW KapTe nauueHTa
MappedClinicalMessage Knacc 0..n JaHHblil knacc copepXuT npeobpas’oBaHHOE KIUHUYECKOe
cooblLLeHne, Hecyllee UHOpMaLUIO O 3aperucTpupoBaHHOM
KIMTMHUYECKOM COBLITUM

7.2 OnucaHue KIUMHU4YeCKOro coobITusA

B coctaB knacca ClinicalEventDescription, onucbkiBaloLLero KnmHu4eckoe cobbiTue u npeaHazHa4eHHoro
ANA NoAaepXKku npoueaypsl BbIGOpa peneBaHTHOTO KIMMHUYECKOro COOBLLEHMNA, AOSMKHBI BXOAUTL: MAEHTUDU-
KaTop KMMHMYECKOro cobbITUs, TUM M NOATMN COObLITUA (YyNpaBnsiloWMi KOa), a TakkKe aata, Bpemsa U Mecto
cobbITUA. [aHHbIN KNacc MOXET TakKxXe coep)aTb HeobsA3aTenbHbIi Knacc AccessoryAttributes.

B cootBeTcTBUM C pucyHkoMm 3 ak3emnnap knacca ClinicalEventDescription MOXET coaepxaTb CCbISIKy
Ha ak3emnnsp knacca MappedClinicalMessage u ccbinky Ha ak3emnnap knacca AccessoryAttributes. Cneuu-
dumkaumns otaenbHbIX anemeHToB knacca ClinicalEventDescription npuseaena s Tabnuue 2.

ClinicalEventDescription

+eventID : OCTET STRING [1]
+eventType : CodedData [1]
+eventSubtype : CodedData [0..1]
+eventDateTime : UTCTime [0..1]

+accessoryAttributes : AccessoryAttributes [0..1]

+eventPlacey/0..1

EventPlace

+clinMessPointer {/ 0..1

MappedClinicalMessage

PucyHok 3 — CtpykTypa knacca ClinicalEventDescription

Tabnunuya 2 — Cneyudukayua otaensHbix aneMeHToB knacca ClinicalEventDescription

Nmsa nons

Tun AaHHBIX KpaTHoCcTb

KoMmeHTapum

eventID

OCTET STRING 1

[aHHbIl aneMeHT UaeHTUULUPYET KNUHNUYEecKoe cobbiTue
cnoco60oM, NO3BOSISIIOLUM OTNIPABUTENIO COOTBETCTBYHOLLIEND
KNMUHWUYECKOTO COOBLLEHUSI YHUKANbHO WAEHTUdDULMpOBaTL
cobbiTne

eventType

CodedData 1

[aHHblil aneMeHT onpeaensieT TUN KNUHUYecKoro cobbiTus
(3aKa3, HanpaeneHue, BbINUCKaA, pesynbrar KIUHUYEeCKOro
nceneaoBaHUA M T. 4.)

eventSubtype

CodedData 0..1

[aHHbIl aneMeHT onpeaenset NOATUN KNUHUYECKOTO cOobbI-
THUA, HeobxoaUMbIN AN ynpaBneHns (HOBbIWA 3aka3, oTMeHa
3aKkasauTa.)
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OkoHYaHue mabnuupl 2

Nma nona Tun gaHHbIX KpaTHoCcTb KommeHTapun

eventDateTtime UTCTime 0.1 [aHHbll 3neMeHT onpegensaeT gaTty U BpeMsa KNUHUYECKoro
cobbITnA

accessoryAttributes | AccessoryAttributes 0.1 [aHHblll 3neMeHT BKNto4aeT B cebs gaHHbIe, UCnosb3yeMble,
B YaCTHOCTH, MPU ayTEHTUUKALMKU U aBTOPU3aLMK

eventPlace RefPointer 0..1 [aHHbIl aneMeHT npeacTaBnsaeT coboi cchifiky Ha MecTo
WNKU Ha CUCTeMY, rAe NPOU3OLWNO UNK GbINO 3aperncTpupo-
BaHO KNMHUYeckoe cobbiTue

clinMessPointer RefPointer 0..1 [aHHbIl aneMeHT npeacTaBnaeT coboi ccbinky Ha npeob-
pasoBaHHOe KNWHUYeckoe coobLleHne

7.3 NpeoGpa3oBaHHOe KITMHUYECKOE COOOWEeHne

MHdopmaumoHHblit 06bekt MappedClinicalMessage, onucbiBalowmii npeobpasoBaHHOE KIIMHUYECKOE
coobLLeHne, JOMKEH coaepaTb MHAPOPMAaLMIO O KIIMHUYECKOM COBbITUN. 3Ta MHpOpMALIMA COAEPXKUTCH B
KIIMHUYECKOM COOBLLEHUN, UHULMUPOBAHHOM 3TUM COOLITUEM M HAaNpaBnsAeMoM nNoTpebutenem MeaULMHCKOM

MOMOLLIM e€e NOCTaBLLMKY UK HA0BOPOT.

B coOTBETCTBMU C PUCYHKOM 4, Ha Kaxkabln ak3emnnap knacca MappedClinicalMessage aomkHa ObiTb
ceblnka oT ogHoro ak3emnnspa knacca ClinicalEventDescription. Cneundukauma oTaenbHbIX S11EMEHTOB
knacca MappedClinicalMessage npuseaeHa B Tabnuue 3.

ClinicalEventDescription

+clinMessPointer

MappedClinicalMessage

+messagingStandardName : CodedData [1]
+messagingStandardVersion : CodedData [0..1]

0.1

+messageEncodingRules : CodedData [0..1]
+messagelLanguage : CodedData [0..1]
+messageMappingRules : CodedData [0..1]
+mappedMessage : OCTET STRING [1]
+accessoryAttributes : AccessoryAttributes [0..1]

PucyHok 4 — Ctpykrypa knacca MappedClinicalMessage

Tabnuya 3 — Cneundukauyusn otaensHeIX aneMeHToB knacca MappedClinicalMessage

UmaA nons Tun AaHHbIX KpaTHocTb KoMMeHTapuii

messagingStandardName CodedData 1 [aHHbll 3nemMeHT onpeaensieT cTaHAapT nepegaqu
coo6LweHnid, ncnonb3yemelii oTnpaBUTENEM

messagingStandardVersion | CodedData 0.1 [aHHbiil 3neMeHT onpeaensieT cTaHaapT nepeaaqu
coobLLeHniA, NICNoNb3yeMblil OTrpaBUTENEM

messageEncodingRules CodedData 0..1 [aHHbI aNneMeHT onpeaenser npaeuna koguposa-
HUs coOBLYEHWIA, CNONb3yeMbIe OTNpaBUTENEM

messagelLanguage CodedData 0..1 [aHHbI aneMeHT onpeaensieT 0CHOBHOM A3bIK CO-
obLeHua

messageMappingRules CodedData 0.1 [aHHbIl anemMeHT onpeaenseT npasuna npeobpa-
30BaHWA, UCNOMb3YEMbIe NPUINOXKEHNEM KapThl NPK
3anucy cooBLUEHUA Ha NNacTUKOBYIO KapTy nauu-
eHTa

mappedMessage OCTET STRING 1 [aHHbI aneMeHT npeacTaBnsaeT coboit camo npe-
obpasoBaHHoe coobLeHmne

accessoryAttributes AccessoryAttributes 0..1 [aHHbI aneMeHT BkntodaeT B cebs gaHHble, uc-
nonb3yemMble, B YacTHOCTW, NpU ayTeHTUdUKaLum
1 aBTOpM3aLMK
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MpunoxeHue A
(oba3aTtenbHoe)

AGcCTpakTHasa CUHTaKcuvyeckas HoTauusa Bepcuun 1. OnpegeneHna JaHHbIX

ExtendedClinicalData DEFINITIONS ::= BEGIN

EXPORTS ExtendedClinicalData;

-- AccessoryAttributes, CodingSchemesUsed, CodedData, RefPointer onpeseneHbl

--B IS0 21549-2

IMPORTS AccessoryAttributes, CodingSchemesUsed, CodedData, RefPointer FROM CommonData-Types;
ExtendedClinicalData ::= SET

{
clinicalEventDescriptions [0] SEQUENCE OF ClinicalEventDescription OPTIONAL,
mappedClinicalMessages [1] SEQUENCE OF MappedClinicalMessage OPTIONAL

}
ClinicalEventDescription ::= SET

{

eventlD [0] OCTET STRING,

eventType [1] CodedData,

eventSubtype [2] CodedData OPTIONAL,
eventDateTime [3] UTCTime OPTIONAL,
eventPlace [4] RefPointer OPTIONAL,

-- [JaHHEIA 3neMeHT ABNSETCA yKa3aTenleM Ha uaeHTudukarop nuya/mecta,
-- XpaHsALWmiics rge-nvbo ewe

clinMessPointer [5] RefPointer OPTIONAL,

-- [laHHEIA 3NeMeHT SBNSeTCA yKasaTeneM Ha KiMHUYeckoe coobLyeHme,

-- XpaHsLeecs rge-nubo elle

accessoryAttributes [6] AccessoryAttributes OPTIONAL
}

MappedClinicalMessage ::= SET

{

messagingStandardName  [0] CodedData,
messagingStandardVersion [1] CodedData OPTIONAL,
messageEncodingRules [2] CodedData OPTIONAL,
messagelanguage [3] CodedData OPTIONAL,
messageMappingRules [4] CodedData OPTIONAL,
mappedMessage [5] OCTET STRING,
accessoryAttributes [6] AccessoryAttributes ~ OPTIONAL
}

END
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MpunoxeHne B
(cnpaBoyHoe)

O60CHOBaHME CTPYKTYPbI PaCLUIMPEHHbIX KNUHUYECKMX AaHHbIX

B.1 BeeaeHue

MeauMUMHCKWIA cneuuanvcT, ohopMASAIOWMIA KAMHUYECKoe Ha3HauYeHne UM HanpaBfieHue, Kak npaBuo, AOMNOJHS-
€T ero pefieBaHTHOM KNMHUYECKOl MHhopMauueli 0 nauneHTe — cybbekTe HasHaYeHus unv HanpasneHus. Monyyatens
Ha3HauYeHWs1 WM Hanpas/ieHus1 06bIYHO BO3BpALLAeT eMy OTYETHI O MpoLecce U pesy/ibTaTax BbIMOTHEHUS 3anNpPOLLEHHOM
ycnyrn. 3T OT4eTbl MOTYT ObITb COCTaB/IEHbI, KOrAa 3aTpeboBaHHas yC/yra yxe okasaHa, Wi Xe Ha 3HauyMMbIX aTanax
BbINOMHEHNA Tpebyemoli ycnyru. VHdopmauusa, nepefaBaemas B Tpe60BaHUAX WM OTYETAX, KOTOPbIMW 06MEHMBaOTCA
MeANLMHCKNE PabOTHWKW, OBbIYHO ABNSETCS YacTbl aAMMHUCTPATMBHLIX WM KIMHUYECKMX 3anuceil 0 naumeHTte, xpa-
HALLMXCA Y KaXXAO0N 13 B3aUMOLENCTBYIOLMX CTOPOH. SNEKTPOHHAA nepefaya Takux TpeboBaHUii 1 OTHETOB CHUXKAET He-
06X0AMMOCTb PYYHOTO BBOAA AaHHbIX M PUCK OLIMBOK NpeobpasoBaHnsa 3TUX AaHHbIX B MaLMHHYO hopMy. OHa Takxe no-
BblllaeT ah(heKTMBHOCTb B3aMMOLENCTBUSA, YTO NO3BOMSET YYULINTb KAYECTBO NPefoCTaBNEHNS MEAVNLMHCKOM NMOMOLLW.

MnacTukoBble KapTbl NauMEHTOB MOTYT YNPOCTUTb 3NEKTPOHHYIO nepefayvy HasHauyeHwii, HanpaBieHuii 1 0TYeTOB
Mexzay cnabo cBA3aHHbIMW NpeAcTaBUTENsa MU 34paBoOXpPaHeHus (Hanpumep, CTOPOH He UMEILMX BO3MOXHOCTU ycTa-
HOBUTb CETEBOE COeAMHEeHMe, WM MoKa He MMEIOLMX AOBEPEHHON TpeTbell CTOPOHLI). MnacTukoBble KapTbl NauveHToB
MOTYT TaKXe CNYXUTb XpaHunuwammn kiyeid 4ocTyna 1 CCbi/IOK Ha peneBaHTHble NOAMHOXECTBA 3/1EKTPOHHOW UCTOpUK
60/1e3HM naumeHTa, nNpefHasHaYeHHbIMU A1 UCMONb30BaHUSA TECHO CBA3AHHLIMW NPeACcTaBUTENSAMU 34paBOOXPaHEHUS
(T. €. CTOPOH, MMeLUX BO3MOXHOCTb YCTAHOBUTL CETEBOE COEAUHEHNE N UMEIOLLMX TPETHI0 AOBEPEHHYIO CTOPOHY).

MnacTukoBble KapTbl MAaUMEHTOB B KOMMJIEKCE C COOTBETCTBYIOLLMM KapTOYHbIM NpuioXeHnem (KapTouHoOW cucTe-
MOI) MOTYT CcUMTaTbCA NepefaToyHbIMMN areHTamn B COOTBETCTBMM C TepMuHonorneli ENV 13607. Cm. pucyHok B.1.

nHTepdenc kapThbl

PucyHok B.1 — lMnactukoBas kapta naumeHTa Kak KOMMOHEHT nepefaTo4yHoro areHTta

Mpn 06MEHE KIMHUYECKUMU Ha3HAYEHUSIMW 1 HanpaBfeHsiMK NepeaaToUHblii areHT SB/ISeTCS CTOPOHOIA, cornacue-
LWelics AelicTBOBaTb B KAYECTBE NMPOMEXYTOUYHOTO NepeaaTouHOro 3BeHa Mexy TPeGYLWYMU 1 0TBeYarLMy npeacTa-
BUTENSAIMW 3[,paBOOXPaAHEHNsI B 060MX HanpaB/eHNUsIX, eC/iM NPSIMOE 06LLEHMEe HEBO3MOXHO B CUJ1y TOTO, YTO OTBevarLlas
CTOPOHA He M3BECTHa, MOCKOJIbKY 3aBUCUT OT MHAVMBUAYA/ILHOTO BbiGOpa nauyueHTa (pUucyHok B.2). Takoii nepeaaTouHbilii
areHT MOXET Takke ayTeHTUULMPOBATL NPaBO MNOJYYAKOLLENR CTOPOHLI HA AOCTYN K PACLUMPEHHON KAMHUYECKOH UHGOop-
Mauum.
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PUCyHOK B.2 — AreHT Kak NocpeAHuK Mexy 3anpallvBatoliMM 1 0TBeYaoLyiM NocTaBLLMKaMm

UTo6bl UrpaTb PosSib XpPaHUIMLLA HA3HAYEHWIA, HanNpaBneHWii 1 OTYETOB A8 NepeAaToyHOro areHTa, naacTuKoBas
KapTa nauueHTa fo/MKHa 6bITb CMOCO6HA XPaHUTL PaCLUMPEHHbIE KIIMHUYECKME faHHbIE B A0MNOSIHEHME K AaHHbIM, HE06XO0-
[MMbIM NPU OKa3aHWU CKOPOI 1 HEOT/IOXHOM NOMOLLY, CBEAEHUSM O IEKAPCTBEHHbIX HA3HAYEHUSIX, UAEHTU(NKALIMOHHOM
1 aAMVHUCTPATUBHOW MHDopMaumn. HeobxoauMbl CTaHAAPTbI CTPYKTYPbl PaCLUMPEHHBIX KIMHWUYECKUX AaHHbIX, NEPEHO-
CUMBIX Ha NIACTUKOBOI KapTe NauyeHTa Mexay MHOXECTBOM YXe BHeAPEHHbIX cucTeM. MpuMeHeHne Takux CTaHa4apToB
ynpoLaeT 3MeKTPOHHbLI 06MeH Ha3HAYeHWsIMK, HanpaBAEHUSIMU U OTYETAMU U Mexay cnabo CBSI3aHHLIMU, U MEeXay
TECHO CBA3aHHLIMU MPeACTaBUTENSIMU 34PaBO0OXPAHEHNS, CHUXKAET He06X0AMMOCTbL B PyYHOM BBOAE M PUCK OLIMGBOK npe-
06pas3oBaHnsl faHHbIX B 3/1EKTPOHHYIO (HOpMYy, YTO MPMBOAMT K MOBBILEHWIO 3(D(EKTMBHOCTM OKasaHWs MeAULMHCKOM
NMOMOLLY.

B.2 MocTpoeHue CTPYKTYpPbl PACWNPEHHbIX KTUHUYECKUX AaHHbIX

NHdopmaLMoHHble 06beKTbl pacLUMPEHHbIX KTMHUYECKUX AaHHbIX, NPeAOXKeHHble B HACTOALLEM CTaHAapTe, SBAs-
10TCS1 NMPOM3BOAHBLIMU OT pPefieBaHTHbIX onpeseseHnin MHpopMaLOHHbIX 06BEKTOB, AaHHbIX B CYLLECTBYOLLMX CTaHAapTax
3/1EKTPOHHOro 06MeHa HasHaveHusiMu/HanpaseHnaMu/oT4HeTaMm, BKIKOYAA Cregylowye, HO He OrpaHNYMBasCb UM

ENV 1613 Medical informatics — Messages for exchange of laboratory information;

ENV 12538 Medical informatics — Messages for patient referral and discharge;

ENV 12539 Medical Informatics — Request and report messages for diagnostic service departments;

HL7 Version 2 Chapter 4 Order Entry, Chapter 7 Observation Reporting, Chapter 11 Patient Referral,

HL7 Clinical Document Architecture;

UN/EDIFACT Messages MEDREQ and MEDRPT;

DICOM 3.0.

Takoli nogxos nmpefnonaraeT, YTO pesieBaHTHblE YacTU COOOLLEHWIA, pacCMOTPEHHbIE B 3TUX CTaHAApTaXx, AO/DKHbI
oTobpaxaTbCA Ha npegnaraemylo CTPYKTYpY paclUMpeHHbIX KIMHUYECKMX AaHHbIX U obpaTHo. ogobHoe oTobpaxeHue
MOXET 6bITb OCYLLECTB/IEHO C NMOMOLLIO MPOMEXYTOUYHOTO KapTOYHOTo NpUAoXKeHust (prcyHok B.1). OHO MOXeT 6bITb cae-
N1aHO Ha pas3/IMyHbIX YPOBHAX CTPYKTYPbl COOBLLEHMA: HA YPOBHE CaMOro COOGLLEHNS, HA YPOBHe YacTeil coobLueHus, Ha
YPOBHE 3/1eMEeHTOB Co06LeHns (pucyHok B.3).
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YpoBeHb coobLeHuns

YpoBeHb YacTeli coobLieHns

YpoBeHb 3/1EMEHTOB COO06LLEHNS

PucyHok B.3 — YpOBHU CTPYKTYpbl COOBLLEHMSA

Heckonbko neT Haszag komuteT ASC X12N CTOMKHY/CA C aHa/IOTMYHON NPOGMIEMOI KOHCTPYMPOBaHNA CTPYKTYpPbI
KVMHUYECKMX AaHHbIX Npyu DOPMUPOBAHUN MPUIOXKEHUI K cyeTam Ha onnaty. KOMWUTET NpuHAN pelleHne MCnosb3oBaTb
0TO6paxXeHUA COOBLLEHNS KIMHMYECKOro 3akasa ctaHgapTta HL7 Bepcum 2 Ha NepBOM YPOBHE, YPOBHE COOOLLEHUS: CO-
o6weHne ORU (Observational Report Unsolicited — oTueT 0 pe3ynbtatax 06¢nefoBaHusl) BCTpavBasiCs B CErMEHT ABONY-
HbIX AaHHbIX BIN. Takoii noaxof CyleCTBEHHO yNpoCTW/ 3a4ady BHeAPeHUs1 1 NoAAEPXKaHNs cTaHdapTa.

Ecnn o6beM NamsiTy NAacTVKOBOM KapTbl NauMeHTa Masl, TO KapTa MOXEeT OoKasaTbCsH HEeMpUrogHoWn Ans nepeHoca
npeobpa3oBaHHbIX KNMHUYECKMX COOBLLEHNI. HOBbIE TUMbI NNACTUKOBbLIX KAPT MOryT MMETb 06beM NaMsATh 40 HECKOSIbKMX
COTEH MerabaVit. Takum 06pa3oM, 3TOT HEJOCTATOK He SBMSETCA KPUTUYHBIM.

MnacTvkoBasa KapTa nauveHTa AO0/KHA CoAepXaTb He TOMbKO BIOXEHHbIE KIMHUYECKME COOOLLEHUS, HO U HEKOTO-
pyto BCMOMOraTesibHy0 CTPYKTYPY AaHHbIX. 3Ta CTPYKTypa MOXET 6biTb MPoU3BeAeHa Ha OCHOBE AuarpaMMbl B3aumogeii-
CTBMWSA, NMOKa3aHHOW Ha pucyHke B.4.
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PucyHok B.4 — B3aumogeiicTBue Mexay MeAWLUHCKUMN MH(OPMAUNOHHBIMU CUCTEMAMM U NAIACTUKOBLIMU KapTamu
nauvMeHToB, CoAlepPXallMmn KINHUYEeCcKue cooblieHus

CTopoHa, Tpebytouian ycnyry ¢ MnoMOLLbI0 HAa3HAYEHUS UM HanpaB/iIEHUA, MOXET OTNPAaBATbL ee HEeNOCPEACTBEHHO
NOCTaBLLMKY YCNYr UK Xe 3anucbiBaTb Ha NNacTUKOBYH KapTy nauuMeHTa yepes3 mHTepdelic npunoxeHma kaptbl. Korga
nauuveHT— BNagesel KapTbl — nocelaeTt nocrasBLinMKa YCayr, TO OH WX OHa MPeAOCTaB AT MOCTaBLUKY YCyr npaso
MCNOb30BaHNA KapTbl. KapTa MOXeT XxpaHuTb 60/blioe Yncno TpeboBaHuit ycnyr, NO3TOMY MOCTaBLUUK YCAYT AOJIKEH
CHavasna 3anpocuTb CNUCOK TpebGoBaHuWiA, a 3aTeM BblGpaTh U3 NOSTYYEHHOrO CNUCKka Heobxoanmoe emy TpeboBaHune. AHa-
nornyHas npoueaypa AoMxHa 6biTb BbiNOSIHEHA Tpebyloleli CTOPOHON AN NOyvYeHua UHopmauuy o pesynbTatax Bbl-
nosHeHna TpeboBaHnA. Takum 06pa3om, MPUIOKEHUE KapTbl AO/DKHO CYMTATb CMMCOK COOTBETCTBYIOLMX KTUHUYECKUX
COo6bITMI A C NNACTUKOBOW KapTbl naumeHTa unu xe copmMmpoBaTb €ro, NocsefoBaTeflbHO YnTas 3anuMcaHHble Ha KapTy
KNnHWYeckne coobweHus. MocnegHuii MeTog He IBNAETCA NOAXOAALMUM, TaK Kak Ha KapTy MOXeT 6biTb 3annucaH 60/bLLoi
06BbEM KIMHUYECKUX AaHHbIX U COO6LULeHUA, 1 nocrefoBaTe/ibHOE YTeHMEe MOXeT NnoTpeboBaTb 3HAYUTENbHbIX 3aTpar
BpeMeHu; cnefoBaTesibHO, NacTUKOBas kapTa nauueHTa [AOJIKHA coAepXaTb U B/IOXEHHbIE KIMHUYecKue coobLleHuns, n
CMMNCOK KNTMHNYECKNX COBbITUIA, CBA3AHHbLIX C 3TUMK coobweHnamu. Ecnu o6bem namsaTu naacTUKOBOM KapTbl He NO3BO-
NAeT XpaHUTb KIMHUYECKNe coobLLeHns, Takas kapTa MOXeT cofepXaTb TOMIbKO CNUCOK cobbiTuin. MHhopmauus o dakTe
COObITUSA MOXEeT 0Ka3aTbCA MOMIe3HbIM Aaxe B OTCYTCTBME B NMamMATU KapTbl COOOLWEHUA ¢ ero onucaHvem. Vivesa naeHtn-
hukaTop cobbITUA, NpeacTaBuTe b 34PaBOOXPAHEHUA MOXET HanpaBuUTb 3anpoc Ha NoslyyeHne AeTasnibHON KNMHUYECKO
MHopMaL MM OTNpaBuTEN0 COOBLLEHNS, UCMOb3ys CeTeBOe COefMHEeHNe Uan NpocTo Mo TenedoHry.

MnacTvkoBas kapTa nauMeHTa MOXET Takke cofepXaTb KOAMPOBaHHON CNMCOK Npo6seM naumeHTa, AMarHo3oB unn
npoueayp. Takoin CNMCOK pacliMpsieT OCHOBHbIE K/IMHWYECKME AaHHble, onpeaeneHHble B MCO 21549-3. OH TakxXe MOXeT
ObITb NOMIE3EH MPU OKa3aHWW CKOPOWN W HEOT/IOXHOW nomolin. Kaxaas 3anncb Takoro cnmcka COAEePXMT KOAMPOBaHHYIO
dpasy, NOCTPOEHHYK C MOMOLLbI MOAXOAALEl KAUHUYECKOWN krnaccudukauum unam CUCTeMbl KOAMPOBaHUSA, Hanpumep,
ICD, CPT, SNOMED International, SNOMED RT, SNOMED CT. OnpegeneHue Tuna gaHHblx ConceptDescriptor aBnsertcs
npomn3BOAHbIM OT TUNa AaHHbIX CD, onpepeneHHoro B MCO 21090.
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Mpunoxexnune C
(cnpaBoyHoe)

Tun n NOATUN KITMHUYECKOTO COObITUA

C.1 BBepeHue

B cOOTBETCTBUM C HACTOALWMM CTaHAApTOM, TUMLI U NOATUNLI COBLITUI ABNAIOTCA KOQUPOBaHHLIMK AaHHbIMW. B
ctaHgapte HL7 Bepcun 2 Tunbl cobbiTuit onpegensiorcs B Tabnuye 0003 — tun cobblTUA, COOTBETCTBEHHO, UMS CUCTEMBI
AomkHO 6biTb H70003. Kogbl ynpaeneHus HasHayeHusamu (Tabnuuya 0119 ctangapta HL7) MoryT paccMmarpusatbes Kak
NOATMUMbI COBBLITUIA, COOTBETCTBEHHO, UMSA UX CUCTEMbI KOAMPOBaHMA A0MKHO 6biTb H70119. Hactosiee npunoxeHue
cofepXuT nogmHoxecteo Tabnuy 0003 (cM. Tabnuuy C.1) n 0119 ctangapTa HL7 (cm. Tabnuuy C.2) B KauecTBe peKOMeH-

[lyeMbIX KOZ|0B TUNOB W NOATUNOB COGLITUIA COOTBETCTBEHHO.

C.2 Tunbl cobbiTumn

Tabnuya C.1— MNMogmHoxecTso Tabnuubl 0003. Tun cobeiTua

Tun cobbITUA

OnucaHue

A03 ADT/ACK — Bbinucka /KoHeL| BUSUTa nayneHTa

A13 ADT/ACK — oTMeHa BhINUCKU/KOHLIA BU3UTa NaUUeHTa

CO01 CRM — peructpauus naumeHTa B KNMHUYECKOM UCNbITaHUK

Cc02 CRM — oTMeHa perucrpauyu naumeHTa B KNUHUYECKOM WUCMbITaHUM (TONLKO B CBA3U C OLINGKOW
Megpeructparopa)

Co3 CRM — koppeKuu1s/M3mMeHeHne perucTpaunm B KIIMHUHECKOM UCNbITaHUN

co7 CRM — koppeKumnsa/mameHeHne uHdopmauumn o pae KNMHUYECKOro CNbITaHnA

Co08 CRM — npekpalleHue ydacTus nauveHTa B pase KIMMHUYECKOrO UCTLITAHUSA

C09 CSU — aBTOMaTu4eckne MHTepBanbl NpefocTaBneHnsl OTYETOB, HanpuMep eXeMeCA4HO

Cc10 CSU — 3aBeplUeHMe y4acTUA NayneHTa B KNMHUYECKOM UCTIBITaHUN

C11 CSU — 3aBeplueHne y4acTusa naumeHTa B hase KIMHUYECKOro UCNbITaHWs

C12 CSU — unsmeHeHMe/KoppeKLMsa 3aKkasa UccrneqoBaHns unm pesynsrata uccnegoBaHna nayueHTa

112 REF/RR| — HanpaeneHwe nayneHTa

113 REF/RR| — nsMeHeHWe HanpaBrneHus naumeHTa

114 REF/RR| — oTMeHa HanpaeneHWs nayneHTa

115 REF/RRI| — 3anpoc cTaTyca HanpaBneHua nauueHTa

001 ORM — 3akas

002 ORR — oTBeT Ha 3aka3

019 OMG — o6LyMii KNMHWYECKMiA 3akas

020 ORG/ORL — oTBeT Ha obLuit KNMHMYeCKUi 3akas

021 OML — 3akas nabopaTopHoro aHanusa

022 ORL — obLuit oTBeT Ha 3aka3 nabopaTopHoro aHanusa (Ha noboe coobeHne OML)

PC1 PPR — pob6aeneHne MeguUMHCKoi npobnembl nauueHTa

PC2 PPR — usMeHeHWe MeJWULMHCKON NpobnemMel nayneHTa

PC3 PPR — yganeHvue MeauLUUHCKOA NpobrneMsl NaumeHTa

PC6 PGL — pobaeneHve Uenu nayveHTa

PC7 PGL — uaMeHeHue LUenu nayneHTa

PC8 PGL — yganeHue Uenu nayuneHTa

PC9 PGQ — 3anpoc o Uenu nayueHTa

12
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OkoHyYaHue mabnuypi C.1

Tun cobbITnA OnucaHune
PCA PGR — oTBeT 0 Lenu nauueHTa
PCB PPP — po6aBneHune K KMHUYeCKOMY MapLIpyTy (Npo6neMHo-opueHTUpOBaHHOMY) NaLUeHTa
PCC PPP — naMeHeHHUe KnHUYeCKoro MapLupyTa (NpobneMHo-0pUueHTUPOBaHHOIO) NaLueHTa
PCD PPP — yaaneHue KMHWUYeCKoro MappyTa (NpobnemMHo-0pMeHTMPOBaHHOMO) NaLmeHTa
PCG PPG — pgobaBneHune K KNMHUYECKOMY MapLUpyTy (Lene-opueHTUpOBaHHOMY) NaLMeHTa
PCH PPG — n3ameHeHne KNUHUYECKOro MapLupyTa (Lene-opueHTMpoBaHHOro) naumeHTa
PCJ PPG — yaaneHue KNUHWYECKOro MapLipyTa (Lene-opueHTMpoBaHHOro) nayueHTa
RO1 ORU/ACK — npsMas nepefada pesynsraToB UCCNeA0BaHNS
R21 OUL — cBobogHoe nabopatopHoe uccrneaoBaHne
TO1 MDM/ACK — yBegomMneHne 06 UCXogHOM JOKyMeHTe
T02 MDM/ACK — yBegomMneHune 06 ncxogHoM JOKYMEHTe C nepeaadeii cogepxxaHus
TO3 MDM/ACK — yBegomMneHne o6 n3MeHeHWn cTatyca AoKyMeHTa
TO4 MDM/ACK - yBeagomrieHne 06 U3MeHeHUN cTaTyca AOKYMEHTa ¢ Nepegadeil CogepxaHus
TO5 MDM/ACK — yBegomneHue o JOMNoNHEHUN JOKyMeHTa
TO6 MDM/ACK — yBegomneHue o AononHeHnn JoOKyMeHTa ¢ nepefjadei coqepxanus
TO7 MDM/ACK — yBeaoMneHue o pegakTMpoBaHU JOKyMeHTa
TO8 MDM/ACK — yBeaoMneHue o peaakTMpoBaHUi JOKyMeHTa C nepejadein cogepxanus
TO9 MDM/ACK — yBepgomneHune o 3aMeHe JoKyMeHTa
T10 MDM/ACK — yBegomMneHue o 3aMeHe OoKYMeHTa ¢ nepefaveit cogepxanHus
T11 MDM/ACK — yBepomMrneHune 06 oTMeHe JOKyMeHTa
Vo4 VXU — npsimoe coobLueHne ¢ faHHbIMU O BakLMHaLun
W01 ORU — HenpepbIBHLIV CUrHarn, Nnpamasn nepefada CHUTAHHbLIX AaHHbIX

C.3 NoaTrunbl cobbITUi

Tabnunya C.2— MNogmHoxecTBo Tabnuubl 0119. Kokl ynpaeneHus sakasom

3HaveHue Onucaxune
AF TpeboBaHue noBTOpeHUA 3aka3a ofobpeHo
CA TpeboBaHne oTMeHbI 3aKasa
CH 3aKa3-noToMoK
CN KoM6UHUpoBaHHbIi pe3ynsraT
CR 3aKa3 0TMeHeH B COOTBETCTBUU € TpeboBaHneM
DC TpeboBaHue npekpalleHus BLINOSTHEHUS 3aKasa
S8 3anpoc Ha NochbInkKy crtatyca 3aKkasa
UA McnonHuTenb He MOXET NPUHATL 3aKas
uc OTMeHa 3aKa3a HeBO3MOXHa
ubD MpekpalleHue BLIMNOMHEHMUS 3aKaza HEBO3MOXHO
UF lMoBTOpeHMe 3aKkasa HEBO3MOXHO
UH lMpuocTaHoBKa BEINONHEHWUS 3aKa3a HEBO3MOXHa
UM 3amelleHue 3aKkasa HEBO3MOXHO
UN OTMEHUTL CBA3b 3aKa3a ¢ NpobnemMoit naumeHTa UnNu Lenbio

13
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OkoH4YaHue mabnuupi C.2

3HavyeHue OnucaHne
UR [MNpopomkeHne NPUOCTaHOBIEHHOMO BbIMNOMHEHUA 3aKa3a HEBO3MOXHO
uXx MN3MeHeHne 3aKka3a HEBO3MOXHO
XO TpeboBaHWe N3MEeHEHNA 3aKkasa
XR 3aka3 u3aMeHeH B COOTBETCTBMMU € TpeboBaHMEM
XX 3aKa3 U3aMeHeH no UHULUMaTmMBe UCNONHUTENSA

14
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Mpunoxexnue AA
(cnpaBouHoe)

CBeileHUA O COOTBETCTBUU CCbITOYHbIX MeXAyHapoAHbIX CTAHAAPTOB HALUUOHANMbHLIM CTAHOAPTAM

Tabnuya A1

OB03HaYeHNe CCbINOYHOro CTteneHb OB03HaYeHWe N HaUMeHoBaHNe COOTBETCTBYHLUEro HauMoHanbHoOro
MeXAyHapo4Horo ctaHaapTa COOTBETCTBUA CTaHAapTa

ISO 21549-1 IDT FOCT P UCO 21549-1—2009 «HopmaTusayuns agoposbs. CTPYKTY-
pa AaHHbLIX Ha MNacTUKOBOW KapTe nayneHTa. Yactb 1. Obwas cTpyk-
Typa»

ISO 21549-2 IDT FMOCT P NCO 21549-2—2009 «MHdopmaTusayns sgoposbs. CTpyk-
Typa LaHHbIX Ha NNacTMKOBOW KapTe nayueHTa. Yactb 2. Obwmne o6L-
eKThbI»

ISO 21549-3 IDT MOCT P NCO 21549-3—2009 «MHdopmaTusayuns sgoposbs. CTpyk-

Typa AaHHbIX Ha MnacTMKOBOW KapTe nauueHTa. YacTb 3. OCHOBHLIE
KITMHUYeCKne JaHHble»

BETCTBUA CTaHAapTa:

M punMmedaHhne — B HaCTOHLLleVI Ta6n|/|qe MCNoONbL3OBaHO crefyrllee ycnoBHoe 0603Ha4YeHNe CTeneHn cooT-

- IDT — ngeHTU4YHLbIe cTaHgapThl.

15
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