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BaxHoe npumeyvyaHue — IEEE craHgapThl He npefHa3HaveHbl AN obecneyeHns 3alUTbl OKpyxartoLlei
cpeabl, 300poBbs, (hU3NHECKOW U UHPOPMALMOHHOW 6e30MacHOCTM BO BCEX BO3MOXHbIX cUTyaLmax. OTBETCTBEHHOCTL 3a
NPUMEHeHUe MePONPUATUI, HEOBXOAUMBIX ANS PELLEHUS 3TUX 3aad 1 BbINOMHEHUS eACTBYIOLMX PErynAaTOpHLIX Tpe6o-
BaHWI, BO3NaraeTcs Ha Nonb3oBaTenei craHjapTos.

HacTtoswuii IEEE ctaHaapT AoCTyneH ANa NPUMEHEHUS1 B COOTBETCTBMU C BaXXHbIMW 3aMeYaHUSIMUA U 1OpUANYECKu-
MM OroBopkamu. OTU 3aMeYaHWs U OroBOPKU MPUCYTCTBYIOT BO BCexX MybnukaLumsx, cojepxalyux HacTosLWiA cTaHaapT
MOA 3aronoBKOM «BaXHOE 3aMevaHne» UN «BaxHbIe 3aMevaHunsi U opuaUYecKue oroBopku Nno NpUMEHeHuIo cTaHapToB
IEEE». OHu MoryT 6bITb Takke nonydeHsl oT IEEE no 3anpocy unu npocmotpeHbl no agpecy: http://standards.ieee.org/
IPR/disclaimers.html.

1 O630p

1.1 O6nacTb NnpUuMeHeHus

B koHTekcTe cemenctea craHgaptoB UICO/MUISP 11073 no oOMEHy AaHHbIMWU C MEAULIMHCKUMU NpU-
Gopamn HaCTOALLMIA CTaHAApT OMUCLIBAET HE 3aBUCALLYIO OT CPEACTB Nnepeaayn cpeay NMpUroXeHWn U uH-
hopmaLMOHHbIe NPOuNM NepCoHanbLHbIX TeENeMeauLMHCKUX Npubopos. 3T npocdunu onpeaensiior ooMeH
JaHHbIMKW, NPeACcTaBneHne AaHHbIX, a Takke TEPMUHOMNOIMIO AN KOMMYHUKALMIA MeXAy NEPCOHaNbHbIMUA Me-
ANLUMHCKMMM NpubopamMun 1 BbIYUCAUTENBHLIMU YCTPOUCTBAMU (HANpUMep, YCTPOWCTBAMMN KIIMMAT-KOHTPOIS,
Jekogepamu, COTOBbIMKU TernedoHaMu U NepcoHanbHbIMK KOMNblOTEpamMKn). B HacToawem craHgapre aaHo
onpeaeneHne nepcoHanbHbIX TeneMeauUMHCKUX NpubOpOB Kak YCTPOWCTB, UCMONb3yeMbIX AN KOHTPONs
XU3HEAEATENBHOCTU, MOHUTOPUHIA 300POBOro 06pas3sa >kM3HUM, MOHUTOPUHIA 3A0POBbA HA AOMY Y NauueHTa
WnM B OMax COLMAanbHON MOMOLUM C MOMOLLIO MOOUIBHBIX MPUMOXEHUIA UMM MEAULIMHCKUX MHOopMaLImM-
OHHbIX cucTeM. B HEM npeacTaBneHbl Takke BapuaHTbl MCMOMb30BAHUS, PENEBAHTHLIE 3TUM CLIEHAPUAM U
cpeaam NPUNOXEHMA.

1.2 HasHavyeHue

Hacroawmi craHgapt onpeaenaer KOHTEKCT AN APYrux CTaHAapToOB NEepPCOHasIbHOW TenemMeauuuHbl,
BxoaswWmx B cepuio ctaHgaptoB MICO/MUIP 11073, u onucbiBaeT NoTpebHOCTL B MHTeponepabensHOCTU
cped NepcoHanbHoi TenemeanuuHbl. MHTeponepabenbHOCTb AABNSIETCS KIIOYEBbLIM (hakTOPOM B pa3BUTUM NO-
TEHUMANbHOrO PbiHKa 3TUX NPUOOPOB U 0BECNeYeHMn HaceneHUsi BO3MOXHOCTbLIO HE3aBMCUMOTO YNpPaBneHUA
CBOWM 37J0POBbLEM.

1.3 Cranpaptbi cepum 11073 B 06nacTM NnpUMEHEHUA NePCOHaNbHbIX MEAULIMHCKUX NPMGOpoB
(nmMn)

Cepus crangapros MMOP 11073 Geper ceoe Havano B 1990-x rogax. M3HayanbHO OHA npeagHasHa-
Yyanacb ANl COeAMHEHUA MEAULIMHCKUX NPUOOPOB, yCTaHABNMBAEMbIX Y NOCTENU GONLHOIO B OpraHn3auusax

UspaHue odpuumanbHoe
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3apaBooxpaHeHus. Mpumepamu Takux NPUGOPOB MOTYT CIY>XUTb MOHUTOPbI XXKM3HEHHO BaXKHbIX NOKasaTenemn,
MOHUTOPbI KPOBSIHOTO AaBMEHUA U Apyrue MeauuuHckue npubopsl. MepBoHayansHO B GONMbLUMHCTBE Criy4va-
€B MeauLMHCKue NpuBopbl UCMOMb30BaNUCh MEAULMHCKMMM IKCNepTaMu B OpraHM3aumsax 3paBooXpaHeHus.
OpaHako Ha UCMnonb3oBaHWe MeauUUHCKMX Npu6GopoB Ha IOMY CO BpeMeHeM Havan pactu cnpoc. Kpome Toro,
Ha PbIHOK BbILLMM YCTPOWCTBA AN PUTHECA M OLIEHKN COCTOSIHUSA 3[0POBbs. Takue ycTpoicTBa He npeaHa-
3HAYEHb! ANSt HENOCPEACTBEHHOTO UCNOMb30BAHUA NPAKTUKYIOLLMMU BpayaMu, HO COOMPaemMble UMK AaHHbIe
MOTYT UMETb KIMHUYECKYIO 3HAYUMOCTL. MOCTENEHHO TEPMUH «NEPCOHANbHBINM MeauUMHCKU npubopy (MMM)
cTan NPUMEHATLCA U K MEAULMHCKMM Npubopam, u K yCTpOWCTBaM ANS OLIEHKM COCTOSAHUS 3A0POBbA U (PUTHe-
ca, Ucnonb3yemeix B JOMALUHMX YCAOBUAX NONb30BAaTENsAMU 3a NpeaenaMm opraHu3aLuii 31paBoOXpaHeHus.
Ha cerognawHuii geHb MMM, kak npaBuno, NpoaalTca B kayectse ObITOBOM 3NEKTPOHMKM. OHU NpUMEHS-
IOTCSl Ha AOMY M B YCNOBUAX NepeMeLLeHUs. BonbUMHCTBO U3 HUX UMEIOT LMpPOBLIE AUCTINIEN U MECTHOE
XpaHuUnuLLe cuYMUTbIBaHWIA. Becrneacrtene manoro pasmepa v OrpaHUMHMEHHbIX UCTOMHMKOB NMUTaHUSt MHOTUE U3
3TUX YCTPOICTB 06naaaoT orpaHUYeHHbIMU BO3MOXXHOCTSIMU BbluMcnenuii. Bce yalle v yaule nonb3osarenu
HaxoasaT 00peMeHUTENbHbIM YTEHUE AaHHbIX C AUCNNEEB U PYYHOE 3anOSIHEHUE OHNAaWHOBLIX (hopM BBOAA.
Tioboe pyyHoe BMELLATENLCTBO MOBLILIAET BEPOATHOCTL OLLMOOK. MO3TOMY aBTOMATU3UPOBAHHAA nepeaada
3annCaHHbIX JaHHLIX CTAHOBUTCS BCe Gonee BaXkHOM, NPUHOCH AOMOMHUTENLHOE NMPEUMYLLECTBO 3aLUMTLI OT
paspyLLEHNS HOCUTENs MHAOPMaUMK. 3Ta SBONIOLMSI OKa3arna CBoe BRUSHUE M HA paboTbl MO CTaHAApPTU3aLuUM.

Ha cerogHsAWwHWI AeHb B paMkax cepun ctaHaaptos MMSP 11073 MM 6binu pa3paGoTtaHbl cneayto-
Me craHaaprbl:

- UICO/MNBP 11073-20601:2010(E) [B48]") u ero nonpaska MM3IP Std 11073-20601aTM-2010 [B36] —
ONTMMU3NPOBAHHLIA NPOTOKON 0OMEHa AaHHbIMU, ONPEeAEensioMin 6a30Bbie ANEeMEHTbI: UHOPMALIMOHHYIO
MoZenb NpeaMETHON 0bracTu, Moaenb cnyX0 U KOMMYHUKALMOHHYIO MOAENb.

OHuW JOMONHAKTCA CEPUEN CTaHAAPTOB «cneumanu3auuu npuboposy, npucnocadbnuealowmx o6LLIMPHbLIN
Habop WMHCTPYMEHTOB, NPEAOoCTaBneHHbIX B gokyMmeHTtax WCOMNIP 11073-20601:2010(E) [B48] u UMIP
Std 11073-20601aTM-2010 [B36], k KOHKPETHbIM Cny4asiMm UCMONbL30OBAHMSA, B LENsAX y4eTa ocobeHHocTen
Tuna cneumanuaupyemMoro npubopa. Ha gaHHbIi MOMEHT AOCTYNHbI CEAYOLLMe cneuuanusaummn npubopos:

- ISO/IEEE 11073-10404:2010(E) [B43];

- IEEE Std 11073-10406 TM-2011 [B27];

- ISO/IEEE 11073-10407:2010(E) [B44];

- ISO/IEEE 11073-10408:2010(E) [B45];

- ISO/IEEE 11073-10415:2010(E) [B46];

- IEEE Std 11073-10417TM-2011 [B28];

- IEEE Std 11073-10418TM-2011 [B29];

- IEEE Std 11073-10420TM-2010 [B30];

- IEEE Std 11073-10421TM-2010 [B31];

- IEEE Std 11073-10441TM-2008 [B32];

- IEEE Std 11073-10442TM-2008 [B33];

- IEEE Std 11073-10471TM-2008 [B34];

- IEEE Std 11073-10472TM-2010 [B35].

Beaytcsa paboTbl N0 go6aBneHuio apyrux cneuuanusaumnin npubopos.

Bbina npegnpuHsaTa nonbiTka Takow pa3paboTku, MpuM KOTOPOW COYETaHWE [AOKYMEHTa creuuanusa-
UMK ycTtpoiictea ¢ 6a30BbIM CTaHAAPTOM OKAa3biBANOCh 3aBEPLUEHHBIM W CamMOAOCTaTouHbIM. Hanpumep,
NCO/MUIBP 11073-10101:2004(E) [B41] npeaoctasnser OBOLUMPHbIA CMIMCOK TEPMUHOB AN KOAWPOBAHUA
3MEMEHTOB JaHHbIX B MHPOPMALMOHHON MOAENW NpeaMETHOR obnacTtu. Ona yno6CTBa UCMONL30OBAHUA 3TH
TEPMUHBI MOBTOPAIOTCA TaMm, rAe UCNOMb3YIOTCA, YTOOb! YUTaTENb CTaHAapTa cneumanu3auum He HyXaancs B
obpawuerHun k UICOMNIP 11073-10101:2004(E) [B41]. AHanornyHbIM 06pasomM BOCNPOU3BOAATCA KNIOYEBLIE
MOHATUSA, HAaNPUMEp UHPOPMALIMOHHAA Y KOMMYHUKALIMOHHASA MOAENM.

1.4 Ayautopusa

Hacrosiuin ctaHgapT npeaHasHadeH Ans yYuTaTtenen, 3auHTepPeCcoBaHHbIX B CTAHAAPTU3ALMN UHTEp-
onepabensHocTn MMIM. OH HaUeneH Ha yuTaTeneil, MHXEHEPOB U HE UHXKEHEePOB, NNAHMPYIOLLMX NPeaocTaB-
nATe cNy>x6bl NEPCOHAaNBHOTo 34PaBOOXPAHEHMS UM BHOCUTb B HUX BKNaA, UCNONb30BaTh UM NOKYNaTb Npu-
Gopebl, @ TaKkXKe Ha TeX, KTO 3aMHTEPECOBaH BO BCEM MHOroobpasuu LIaros, HeOOX0AUMBIX AN NNAHUPOBAHUSA
U peanusauuu.

) Homepa B KkBafipaTHLIX CKOBKaX COOTBETCTBYIOT HOMepaM BuGnuorpaduu.
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HacToAwumi cTaHaapT MOXET TakKe UCMONb30BaTLCA KCNepTamMmu No UHGOPMALMOHHBIM TEXHONOTUAM
(UT), koTopbiM TpebyeTcA HavarnbHbIi 0630p MOHATUIA, UCNONb3yeMbIX B cepumn ctaHgapros MNMIP 11073
MM, BO3MOXXHOCTb GbICTPOro onpeaeneHus Toro, Ans Kakux Lenen npegHasHa4eHo TO UNM UHOoe coaepxa-
HWEe W rAe MOXHO HaiTu ero noapobHoe onucaHue. B HEM Takke 0ObSCHEHbLI acnekTbl, B 6OnbLUen cTeneHu
OPVEHTUPOBAHHbIE HA NOMbL30BATENs, YTOObLI MHXEHEPbI MOTTN y3HaThL O0nblue 0 ero NpeacTaBneHuu npea-
MeTa. OTO ABNAETCS OCHOBHON TEMOW «0630pa cpeibi».

1.5 OpraHusauua AOKyMeHTa

Pa3pgenbl 4aHHOro AOKYMEHTa, HauMHas CO 2-T0, OPraHU30BaHbI cneayiowmm o6pasoMm:

- B pasgene 2 npueeaeHbl onpeaeneHunsi, akpOHMMbI U COKpaLEeHUA. B Lenom k 3ToMy pasaeny AOMmKHbI
UMETb AOCTYN YUTATENMU OOLLETEXHMYECKOW HAaNnPaBNEeHHOCTU U CNeUUanucTbl N0 BHEAPEHWUIO;

- B pasgerne 3 onucaHbl HEKOTOPbIE AETanu XapakTepucTuk NonNbL3oBaTens U UCnonb3osaHus npubopa,
3a HUMM CrieqyeT CBOAKA TMNOB NpubOpPOB; COAEMKAHME pasfena HaxoauTca Ha ObLLETEXHNYECKOM YPOBHE;

- pasgen 4 Cny»uT «pykoBoAcCTBOM» no TexHonoruu MMM, coaepxawmm HAbOp CTPYKTYPUPOBAHHBLIX
mMogenei, 0OblMHO CNeaYIOLLMIA NPUHLMITY «CBEPXY BHU3» . OTU MOAENU OPUEHTUPOBAHLI HA TEXHUYECKUX Che-
LManucToB, AaBas UM CYLUECTBEHHOE NOHUMAaHWE apXUTEKTYPbl CTAHAAPTA, XOTS B OCHOBHOM COAep>XaHue
pasaena COOTBETCTBYET OOLLETEXHMYECKOMY YPOBHIO. B 3TOM pasgene npeactaBneHbl OCHOBHbIE TEXHUYE-
CKMEe NOHATUA, KOTOPbIMKU onepupyeT cepusi craHaaptos UMSP 11073 NMIM;

- pasgen 5 oxsaTbiBaeT psaja TEM, 3aTparMBaioLLMx peanu3aumio (sHeapeHue). Ero coaepxxanune B cove-
TaHuu ¢ npunoxeHusamun A—C npegHasHayeHo Ans obecneyeHns rmy6oKoro TEXHMYECKOro NOHMMaHUA. B HeM
npeacrasneHo onucaHue Toro, kak craHgaptol MUGP 11073 MMM ucnonb3yloTtca BMECTE C APYrUMu cne-
unduKaLMsiMu B NpOEKTax peanusaumu.

Mpunoxenue D cogepxuT AeTanbHyI0 CNpaBo4vHyto Gubnuorpaduio.

2 TepmuHbI, onpeaerieHUs U cokpaweHusn

2.1 TepMUHbI ¥ onpeaerneHus

B faHHOM JOKYMEHTE MCMOnb3yTCA Crieaytolme TEPMUHBI U onpeaeneHns. TepMUHbI, He onpeaeneH-
HbIE B JAHHOM pasfene, cneayet cMOTpeTh B crosape |[EEE Standards Dictionary Online?).

2.1.1 areHT (agent): Y3en, cobupaioLuit u nepeaaroLLmMii nepcoHarnbHbie MEAULIMHCKUE AaHHbIE CBA3aH-
HOMY C HUM MEHeXepy.

2.1.2 npubop (device): TepmuH, oBo3HaqaOLWMii husndecknii NMPMOOP, BLINOMHAIOWMIT PONb areHTa
Unu MeHeaxepa.

2.1.3 ngentudukatop (handle): NokansHoe yHukansHoe 16-6utoBOE Yncno 6e3 3Haka, naeHTuduuu-
pYIOLLEE OAMH U3 IK3EMMINAPOB 0OLEKTA BHYTPU areHTa.

2.1.4 spopoBbe (health): B cooTeeTcTBUM C onpegeneHuem BcemupHoW opraHusaumm 3gpaBooxpa-
HeHusA «[OHO] AABMAETCA COCTOAHMEM MOJHOrO (hHM3UYECKOro, MEHTANILHOTO U coumarbHoro Gnaronony4usi, a
He TOMbKO NKLLb OTCYTCTBUEM 3a60neBaHni unu GONe3HEeHHOro COCTOSIHUAS). OTO OXBATLIBAET MOHUTOPUHT
310POBbA U COAENCTBUE NOBCEAHEBHON XU3HU, @ HE TONMBKO MEAULIMHCKYIO MOMOLLb.

2.1.5 MeHemxep (manager): ¥3en, nonyyaroLmii JaHHbIe OT OAHON NN HECKOMbKUX areHTCKMX CUCTEM.
Mpumepamu MeHeaXepoB MOTYT CIYXUTb COTOBbIN TenedoH, MEAULIMHCKOE YCTPOWCTBO, AEKOAep MK Bbl-
YucnuTenbHas cuctema.

2.1.6 nepcoHanbHbIA MeaUUMHCKUA npu6op (personal health device): Mpubop, ncnonb3yemslii B
nepcoHanbHbIX MEAULIMHCKUX NPUINOXEHUSAX.

MpuMevyaHUe — B LeNAX 4aHHOTO JOKYMeHTa 06MacTb NPUMEHEeHNs MeAMULIMHCKUX MPUBOPOB AOMONHUTENLHO
orpaHideHa MegULIMHCKAMU NPUBOpamMK, COeRUHEHHBIMM C MALMEHTOM W MOAAEPXKUBAIOLLMMI SMEKTPOHHBIE KOMMYHMKa-
Lnu. 3To Gonee y3koe onpeaeneHne He UCKIKYaeT 1 He MPOTUBOPEYNT Goree LLIMPOKUM CYLLECTBYIOLLMM ONPefeneHusIM
MEAMLMHCKNX NpnBopos?).

2) MNognucka Ha IEEE Standards Dictionary Online gocTynHa no agpecy: http://www.ieee.org/portal/innovate/prod-
ucts/standard/standards_dictionary.html.

3 NaHHbiit [OKyMeHT focTyneH no agpecy. https:/fapps.who.int/aboutwho/en/definition.html.

4 MMpuMedaHus B TeKcTe, TabnMMUax W Ha pUCYHKax CTaHAapTa MpefoCTaBRSIOTCA UCKMIOYUTENBHO B KadecTse
CrpaBKK W He copepxaT TpeboBaHuiA, HeoBXoaUMbIX ANA peanusaLyn 4aHHOro cTaHgapTa.
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2.1.7 peanbHoe BpeMsA (real time): 3Tu nporpaMmmbl OMKHbI FAPAHTMPOBATL PEaKLUMIO B paMKax CTPOro
OrpaHMYEHHOro BpEMEHM (BbINONMHEHWE Onepauuil OT BOSHUKHOBEHUSA COOLITUS 40 peakumu CUCTEMbI), Hanpu-
Mep, B Cly4ae HenpepbIBHOW (NOTOKOBOW) Nepegayn uamepeHunn anektpokapauorpada (3Kr).

2.1.8 kavectBo ycnyr (QoS) (quality of service): Heobxoaumble napameTpbl, CBA3aHHbIE C NOAAEPXK-
KOV nepeaadn MmeguUMHCKUX AaHHbIX N0 6€CnpoBOAHON (MM NPOBOAHON) CUCTEME MHAPACTPYKTYpPbI. Tpebo-
BaHUs QOS 3aBUCAT BO MHOTOM OT xapakrepa (Hanpumep, 6MocurHan unm OObIYHbIA TEKCT) U KPUTUYECKON
3HAYUMOCTU NepeaaBaembiX AAHHbIX U 0BBIMHO KNaccudMUMpyOTCS TakKUMKU napamMeTpamu, Kak HaaeXHOCTb,
3ajepxka, NPMOPUTET U NPOMYCKHAA CMOCOBHOCTD.

2.2 CokpaweHus

APDU — Brnok gaHHbIX npoTokona npuknagHoro ypoBHs (application protocol data unit);

ACH.1 — AGcTpakTHas cuHTakcuyeckas Hotauus sepceun 1 (Abstract Syntax Notation One);

CE — «Conformité Européenney («EBponeickoe COOTBETCTBUEY);

CDRH — LeHTtp CoeauHeHHbix LLitatoB AMepukm, 3aHuMmarowminca npubopamm 1 MepamMu pagnaumoHHOMN

rurneHsbl (United States Center for Devices and Radiological Health);
COPD — XpoHuuyeckasa o6CcTpykTuBHasn 6onesHb nerkux, XOBJ (chronic obstructive pulmonary disease);

CPU  — UeHTpanbHbliii npoueccop (central processing unit);

DIM — WudopmaumoHHaa moaens npeameTHon obnactu (domain information model);

OKIr — Onektpokapauorpad (electrocardiograph);

EHR  — OnektpoHHas meauuuHckas kapta (electronic health record);

EC — EBponenckuin coto3 (European Union);

EUI-64 — PacLlumpeHHblit yHUKanbHbIl naeHtTudukatop (64-6utosbiin) [extended unique identifier (64 bits)];

FDA  — YnpaeneHue CLUA no caHuTapHOMY Ha30py 3@ KAYECTBOM MULLEBbIX MPOAYKTOB U MEAUKAMEHTOB
(U.S. Food and Drug Administration);

HL7 — OpraHusayusa Health Level Seven;

IHE — Opranusauus Integrating the Healthcare Enterprise;

nT — WudopmaumoHHble TexHonoruu (information technology);

L2CAP — lpoTokon ynpaereHus norm4yeckor cBA3bio U ypoBHA agantauum (Logical Link Control and
Adaption Layer Protocol);

LAN — JNokanbHas BelMucnuTenbHas cetb, JIBC (local area network);

MCAP — lMpodune MHOrokaHaneHoW agantauum (multichannel adaptation profile);

MDC — KommyHukauma meguumHckux npubopo (medical device communication);

MDD — EBponelickas gupekTusa no MmeauumHckum npubopam (European Medical Device Directive);

MDER — lNMpaBuna koaupoBaHus meauuuHckux npubopos (medical device encoding rules);

MDS — Cucrema meanumHckoro npubopa (Medical Device System);

PAN  — lMepcoHanbHasa BbluMcnuTeNsHag ceTb, NBC (personal area network);

PDA  — lMepcoHanbHbIi uudpposon nomoLuHuk, MNUMM (personal digital assistant);

PERS — lNepcoHanbHble AaTymMKn 9KCTPEHHOIO pearnpoBaHus (personal emergency response sensors);

PHD — lMepcoHanbHbIn MeauumHckuii npubop (personal health device);

PHR  — lMepcoHanbHaa meguumHckas kapta (personal health record);

PM — [lNocToaHHaa meTpuka (persistent metric);

QoS  — KauectBo o6cnyxueaHusa (quality of service);

RFID — PaguouactoTHasa uaeHtudukauma (radio frequency identification);

SIDS — CwuHgpom BHesanHon aetckon cmeptn, CBAC (sudden infant death syndrome);

TCP/IP — lNpoTokon ynpaeneHus nepegaden/mexcereson npotokon (Transmission Control Protocol/Internet
Protocol);

WAN — mobanbHas BbluMcnuTensHaa cetb, MBC (wide area network).

3 O630p cpenbl MMM

3.1 O6wmne nonoxeHusa

Ha cerogHaWwHMIn A€Hb TUMUYHBLIA MEeAUUMHCKUIA npubop pasMellaetcss B GonbHuLUE, ynpaBnsercs
MEAWNLIMHCKMM NPOodECCUOHANoM, a pe3ynbTUPYIOLLUE AaHHbIe UCMONb3YIOTCA B AMArHOCTUYECKUX LENsax u
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Ana onTuMu3auuu okasaHus MEeaMLUHCKOW nomoLuu. Noxoxue TUnbl YCTPOWCTB UMEIOT 3HaYMTENbHOE pac-
MPOCTPaHeHNe B NOBCEAHEBHON XWU3HW U NPeAHasHaveHbl Ana dutHeca, obLiero 6narononyyus 3gopoBbA U
Apyrux ueneii. Bce aTu ycTpoiicTBa Npou3BOASAT AaHHble. Bo3HWKNO obLiee noHMMaHue, YTo Takue gaHHble
MPUHOCAT 3HAYMTENbHbIE NPEUMYLLECTBA, €CNK KOMMYHUKaLUMKU, OBMEH U NOBTOPHOE MCMOMb30BaHWE STUX
JaHHbIX BbINOMHATCS MHHOBALUMOHHLIM 0Bpa3om. Hanpumep, u3aMepeHus BECOB OTNPABIAIOTCA 4UETOSOTY.
Bpay-opauHaTop MOXeET UCMONb30BaTh Pe3ynbTaThl M3MEPEHUS KPOBSIHOTO JaBneHus, YTobbl faTb NauWUeHTy
MEAULMHCKUIA COBET. B HacTOALWEM CTaHgapTe OMMCAHO HECKONbKO MPUMEpPOB, B KOTOPbIX OBMEH AaHHbIMK
OCYLLECTBAETCS MEXAY NULOM, APY3bAMU, POACTBEHHUKAMN U coceasiMu, (PUTHEC-TPEHEPaMU, a TaKKe Me-
AVNLMHCKMMM CrieumanucTaMmm Ans MHOMUX PasHbIX Lienen.

Ha cBoeM nyTu OT YCTPOWUCTBA-UCTOMHMUKA A0 MECTa UCMOSIb30BAHWA AaHHbIE MOTYT NPOXOAUTb Yepes
HECKOMBLKO Apyrux npoueccos. Mx HeobxoauMo xpauutb, npeobpas3osbiBaTh, cobupartb, aHanM3MpoBaTb U
nepeaasatb. Kak npaBuno, 3tu npoLeccel pacnpesensoTcs Mexay HECKOSIbKMMU MEeCTaMm U YCTPORCTBaMM,
BEPOATHEE BCErO UMEIOLLUMMU Pa3HOE MPOUCXOXAEHNE U Pa3HbIX NOCTABLYMKOB. YTOBbI YCNELIHO COeaNHUTD
Takue npoueccbl B EAMHYIO Lienb, BCE CTAHLUMKM MEXAy HayanbHOW W KOHEYHOW TOYKamu AOMXHbl MMagko
B3aMMOAENCTBOBATL. JTO ABNSAETCS OBLLMPHBIM NOMeM CTaHaapTU3auMu, B KOTOPOM Takoe B3aumoaencTBue
«M3 KOHLIA B KOHEL» SIBNSIETCA HEOBXOAMMbIM, €CIIN HOBble MEAWULMHCKUE YCIIYIU U 3KOHOMUYECKME MOAENU
OKa>XKYTCH XKM3HEHHO BaXkKHbIMU ANsi HACENEHUS, KOTOPOE CTapEET, BeAET ManonoaBWKHbIA 00pa3 xxusHu nubo
MMEEeT OrpaHMYEHHbIN AOCTYN K MECTHBIM MEAMLIMHCKUM CneuuanmcTam.

BonbLioe Yucno opraHv3auuii NMPOMBILLIIEHHOCTU, BbiMycKatowweh npubopbl, NMOCTABLUMKOB MEAULIUH-
CKMX YCIyT, & TaKKe 0340POBUTENBHbLIX OpraHn3auuin U (PUTHEC-LIEHTPOB KOONEPUPYIOTCH ANSi rapMOHU3ALIMK
Bcex 6a30BbIX NOANPOLIECCOB. Takas koonepauusi Ha4anacb BHYTPU OTAENbHLIX MEAMLIMHCKMX OPraHU3aLmid.
FapmoHusaums Bkmoduna B cebs MHOro MHUUMaTuB. [ina passutus cepum craHaaptos 11073 B UMOP Gbina
cchopmupoaHa rpynna MMM, OaHoM U3 rmaBHbIX Lienen 3ToM rpynnbl ABMSETCHA NpeaoCTaBneHue OnTUMU-
3MPOBAHHOMO0 KOMMYHWUKALMOHHOrO NPOTOKOMA, npuemnemoro Ana peanusauuu MMM ¢ orpaHMYeHHbIMU Bbl-
YUCNUTENbHBLIMU pecypcamu. MO3TOMY MHOTME U3 BO3MOXKHOCTEN, ONMCAHHBLIX B NMOMHOW Cepuu CTaHAapToB
N3P 11073, He ncnonbaytotcs B ctanaaptax MMOP 11073 MNMIN. B peaynbsrate STUX ycunui Tenepb A0CTyn-
Ha 3Ha4UTENbHAas YacTb He0BX0AUMBIX CTAHAAPTOB, ONMMCAHHBIX HUXE U B APYIMX AOKYMeHTax. OTu ctaHaap-
Thbl TENEpb HEOGX0AMMO peanu3oBaTb U NPUMEHUTb HA NPAKTUKE.

Llenesor rpynnoi AaHHOro ob3opa cpeabl ABAAIOTCA NONb3oBaTeNW/NaUUeHTbl, MEANLIMHCKUE CneLu-
anucTbl, Npou3BoAUTENYU NPpMBOPOB U pa3paboTunkn NPorpaMmmHoro obecneveHmns. [laHHbIN pasgen He coaep-
XKUT rmyBOoKOro TeXHMYeckoro 063opa. OH onuchbIBaeT OOLLYIO KAPTUHY M COAEPHMUT CBEASHUSA, NO3BONAIOLLME
U3y4ynTb BapuaHTbl UCMONb30OBAHMS U NMOHATL paboune npoueccol, sknaa MMM B 3Tu npoueccel, TpeboBaHus K
npubopam, a TaKke KOHCTPYKTUBHbIE pa3mepsbl. YTobel MMIM cTano nerye UCNonb30BaTh, BaXHO 06CYyAUTL HE
TOMbKO TEXHUYECKUe AeTanm obLuei apxUTekTypbl U pa3paboTkn CMCTEMBI, HO eLle u TpeGoBaHus K yao0CTBY
€€ 1CMOonb30BaHMUS.

3.2 Tononorua cuctem MMM

O6umii nyTb AaHHbIX OT MMM 4o nocTaBLmMKa yCnyr 34paBoOOXpPaHEeHNAa unu putHeca B MEAULUMHCKYIO
KapTy U 00paTHO K MONbL30BATENIO NMPUHUMAET MHOTO PasfNYHbLIX POPM U COAEPXUT MHOTO MPOMEXYTOUHLIX
CTaHuuii. Ha nepBom ware gaHHble, co3gaHHble MMM, kak npasuno, nepeaatoTcs B BbIMUCIUTENbHbIE YCTPOit-
CTBa, KOTOpble cOBUPAIOT 3TU AaHHblE ArNA nepeaayn Ha ganbHeliwyio 06paboTky TeneMeauLMHCKUM LieH-
Tpam, MEAULIMHCKUM cneuuanucTam, uTHeC-TpeHepam u ApyruM NoCTasLLMKaM YCNYr, APY3bSM U POACTBEH-
HukaM. Takoin NOAX0 Peanu3oBaH BO MHOTMX BapuaHTax u Ana MHOrMX cneunanusawun.

Ha pucyHke 1 nokasaH BUJ «CBEpXy» Ha BCE y3rbl 9TOr0 NyTU, HAYUHAA C MECTa NPOBEAEHUS Usmepe-
HUI A0 MEHeMpKepa Pe3ynsTaToB M3MEPEHU U Aanee A0 CepBepoB, XPaHALMX U pacnpoCTPaHAIOWLMUX AaH-
Hble. Ctangaptel MMOP 11073 MNMMI oxBaTbiBalOT TOSILKO CaMble NepBbIe y3Mbl AaHHOIO MyTH.

MepcoHanbHbie NPUGOPBLI FrEHEPUPYIOT AAaHHbLIE, KOTOPLIE 3aTeM NepeaaloTcsl MeHemKepaM pesynesra-
TOB U3MEpPEHUI (KOTOPbIE MOTYT HyXaaTbCcs B permcrpaumm Ynpasneuusa CLUA no caHutapHomy Haa3opy 3a
Ka4yeCcTBOM NULLEBbLIX NpoAykToB U MeaukameHToB (FDA) unu Esponeinckoro cotosa (TC); nogpobHee cM. B
5.5). MNpubopbl COEAUHSAIOTCSI C MEHEMKEepPaAMMK PE3YNLTAaTOB U3MEPEHUI NO KaHanam dnNuXxXHero AencTBusA, Kak
npaBurno, B npeaenax KOMHaTbl UNU 3aaHus. Hanpumep, BeCbl NepeaatoT AaHHble MOOMNLHOMY TenedoHy
no uHTepdeicy nepcoHanbLHOM BbiuucnUTENbHON ceTu (PAN) ¢ noMoLbi0 KOHKpeTHOro meroaa PAN. laTuuk
OTKPbITUSI OKHA NepeaaeT KOHTponnepy UHOpMauuio o cobbITUM C NOMOLLLIO 1PYFOr0 KOHKPETHOTO METoAA
PAN. MeHemxep pe3ynsTaTtoB U3MEPEHUI MOXKET BbIMONMHUTL HEKOTOPYIO 06paboTKy AAHHBIX UMK K NPOCTO
nepeaarb ux 6e3 usmeHeHuii. B HEKOTOpbIX CNy4asxX COBOKYNMHOCTb 3TUX AAHHBLIX (POPMUPYET NEepCOoHanbHyIo
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meauunHckyto kapTty (MMK) nauymeHTa. Mo NyTM K MecTy HasHauyeHus BHYTPW opraHusaumu gaHHble NMK He-
peako NpoxoAsAT Mo NOKasbHbIM BblUMCNTENbHbIM ceTam (JIBC) koMHAT nnv 34aHuiA.

B apyrux cnyvyasx meHemxep pesyibTaToB M3MepPeHWi OTNpas/isieT AaHHble fanblue, U OHU UHTerpu-
pytotca B NMMK, cobupaemyto B Apyrom mecte. OHO, Kak nNpasBu/o, PacrosioOKeHO B OpraHu3auum nocTasLin-
Ka MeAMUMHCKOW MOMOLM unn faxe B UTHeC-LeHTpe. Ha cerofHsAWHWin geHb 60MbWLIUHCTBO NOCTAaBLLMKOB
yCnyr 34paBoOXpaHeHnss HefoCTaTo4HO 060pyfoBaHbl U NO3TOMY MCMOMb3YIT CEPBUCHI TenemenUuLUUHCKNX
LEeHTPOB. Takne LEeHTpbl NPeAOCTaBAAT CNYyXO6bl MHTErpaLmn 1 cobuparoT, XpaHaT, o6pabaTbiBaloT U aHaIU-
3UpYIOT AaHHble, nocTynawlwme OoT nonb3oBartenieli U NauneHToB. 3atem OHU MpPeAoCcTaBAAT OTYeThbl, Npej-
Ha3HaYyeHHble A8 MOMELW,EeHNs B 31EeKTPOHHble meaunumHckue kapTtbl (AMK) mnn MMK. Mpu 3TOM AaHHble
06bIYHO NepexofaT M3 OAHOW opraHusauuu B Apyryto. OHM NPOXoAaT 60/blune pacCTOsHUA MO rno6asibHbIM
BbluncAuTENbHLIM ceTam (FBC), HanpMMep no cetm MO6GWbHOM TenedoHun nam yepes NHTepHeT.

B aTomM nosHOM npouecce coefMHEHO MHOrO pasHblX 3/1eMEHTOB, NO3TOMY AOCTUYL COrfacus pasHbiX
rpynn o TOM, YTO U Kakum 06pa3om MOXET 6bITb caenaHo (B MEAULMHCKOM CMbIC/IE U MO OTHOLLIEHMWIO K TONO/0-
rmm), TpygHo. MNocne cornacoBaHns pabo4ymx NPOLECCOB MOXHO peann3oBaTb NOTOKM AaHHbIX. Ha pucyHke 1
nokasaHa 3Tas/loHHas apxXUTeKTypa CeTu opraHusauunii, npegHasHayeHHas ANsa ueneil KOMMyHUKauuin n obme-
Ha gaHHbiMKu MMM 1 ncnonb3yemasi opraHusauuneli Continue Health Alliance.

MepcoHasibHble U NOKa/IbHblEe BbIYUC/IUTE/IbHbIE CETU, KaK NPasuio, UCNONb3YIOT KabesnbHble Marmcrpa-
nn, 6ecnpoBofHble NepcoHasibHble BbluMcAuTenbHble cetn (WPAN), 6ecnpoBogHble codeTanus MBC//1BC
(WP/LAN), 6ecnpoBofHble CeTU AATHMKOB (NponpueTapHble WM TeTeporeHHble) 1 Apyrue aHanoruyHble co-
eanHeHns. CtaHgaptel MM3P 11073 MMM onuckiBaloT nepegavy gaHHbIX OT Npubopa meHemxepy pesybTa-
TOB n3MepeHuii. Mpn ganbHenwem obmeHe gaHHbIMK MMM, Korga OHW NOKMAAKT MeHeaXep pesynbTaToB U3-
MepeHunii, 06bIYHO OCYyLLECTBNSAETCA UX Npeobpa3oBaHne B hopMaTbl COOOLLEHNMI, ONMMCAHHbIX B CTaHAapTax
Health Level 7 (HL7) n nepegaBaeMbix MeTOAAMMN, OMMCAHHBIMU B UHTErPaLNOHHbIX MPOUNAX opraHu3aumm
(IHE)5>

Meremrep MeguumHckme
pe3synbTaTos KapTbI
P fl frlEEE “3MepeHmmn
CepBuCHbII
TenemeULNHCKNIA
WHTepdpeiic LeHTp
IOKa/TbHOM
BbIUNCN-
TenbHON
cetn (JIBC) F B I
%
w1
B
ViTepceiic WHTepdeiic VnTepdeiic 3MK
nepcoHasbHoM [06anLHOI cem
BbIUMC/NTE - BLIUMC/TE b MeAULMHCKO MK
HOI ceTn ot ceTu KapTbl
(MBC) (rBC) (CMK) |_|_|

PucyHok 1— Tononorus cuctem MMM, onucaHHas opraHusauuein Continue Health Alliance6)

JaHHble, cobpaHHble YCTPOICTBOM, AO0/KHbI [OCTWraTb NYHKTOB Ha3HAuYeHMs Aafieko 3a npejenamu
MeHegKepa pe3y/bTaToB U3MEPEHUi, UTOGbI OHWM CTa/IN AOCTYMHLIMW APYTMM NapTHepam no KOMMYHUKauWsiM
BO MHOTMX pasHblx MecTax. Mo3aToMy Takoii BapumaHT KOMMYHUKaLWUA, oxBaTbiBatoLMX 60/1€e WNpPOoKy Teppu-

5 W3paHusa IHE moxHO HaliTh B Integrating the Healthcare Enterprise no agpecy: http://www.ihe.net.
6) OTa cxema peanusauuy apxuTekTypbl, NPeanoXeHHol B AokyMeHTe Continue Health Alliance Guidelines, B3sita
13 npeseHTaummn Continua Health Alliance 2010 Overview Presentation, cm. www.continuaalliance.org.
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TOPUIO, ABNAETCA 00513aTENbHLIM 3MEMEHTOM CLIEHAPUEB UCMOMb30BaHUS, ONUCAHHLIX B 4AHHOM AOKYMEHTE.
Crangaptel MMSP 11073 MNMI1 B 0CHOBHOM NpeaHa3HayeHbl Ans ONMCaHUsi KOMMYHUKaLWMI Mexay npudopom
M MEHeaXKepOM pe3ynsratoB uamepeHui. [Anga peanusauuu saBepLueHHbIX (MOMNHbIX) CUCTEM B AONOMHEHNE K
HUM HEeOOX0AWUMbI Apyrue CTaHAapThbl.

[na cozgaHus nonHoro Habopa CTaHAapTOB, OXBATLIBAIOLLIETO B TOM UMUcCHe rnobanbHbIe KOMMYHUKaLWK,
B 2006 roay Gbina obpasoBaHa opranusauusa Continua Health Alliance, 0CHOBHOW LieNnbl0 KOTOPOI SIBASANOCH
9MEKTPOHHOE NPEAOCTaBNEHNE AAHHBIX NEPCOHANbHLIX NPUOOPOB, ONTUMM3UPYIOLLIEE UX UCMONb3OBAHUE U
noBbiLaloLee uHTeponepabenbHocTb. COBMECTHO C NApPTHEPCKMMK OpraHu3auusiMu Obina cosgaHa obuias
TEXHUYECKasA MOAENDb, Obinu BoiIGpaHbl TEXHONOMMU UHTEPAENCOB M pa3paboTaHa JOKYMEHTALMs MO YCTAHOB-
Ke coeauHeHuin. 3Tu pesynbratel onybnukoBaHbl B JokymeHTe Continua Design Guidelines (PykoBoacTBo no
apxutektype Continua) [B3]. OH ccbinaerca Ha psg 6a30BbIX CTAHAAPTOB, paspaboTaHHbIX APYTUMU OpraHu-
3auusaMu. 3TO PYKOBOACTBO NO apXMTEKTYpe NMbiTaeTcsa usbexarbs AybnupoBaHus pabot un obecneunBaer uc-
NonbL30BaHWE CYLLECTBYIOLUMX PABOT MO UX HA3HAYEHMIO.

B pamkax aron o6wien apxutektypsl craHgaptel MMOP 11073 MNMI onucbiBalOT 0OMEH JaHHBIMU MeXy
nepcoHanbHbIM NPMOOPOM M MeHemkepoMm. [na ApyrMx OOMEHOB AAHHbLIMWM C MEAULMHCKUMMU KapTaMu UC-
NONb3YIOTCA UHTErpauuoHHbie npodmnm IHE.

Hapsay ¢ TexHu4eckoli peanusauumein HeobxoaAUMO paspeLuMTb MHOTUE JpYrue BOMPOCHI: BCE BOBMeE-
YeHHble CTOPOHbI AOIMKHbI 06naaaTb Bcew Heobxoaumon uHdopMaumen, AOMKHbI ObiTb NPONOXEHbI NyTH
3MEKTPOHHBIX KOMMYHUKALIMIA, AOMKHbI ObITh YYTEHbI BO3MOXHbIE OTKa3bl NPUOOPOB M Apyrue OTKa3bl, BCE
NPOLIECChI AOMKHbI ObITE YETKO ONpeaeneHsl U T.4.

Kpome onucaHus o6Liei KapTUHbI, AaHHbIA 0030p B OCHOBHOM COCPEAOTOMEH HA BKIaje CTaHfapToB
UN3SP 11073 MMI B TEXHUYECKYIO peanu3aumio oomeHa aaHHbiMu mexay MMM u MeHegkepom pesynsTaToB
N3MEPEHUN.

3.3 KoHTekcTbl UCNONb30BaHUA

MHorue geiicTBuUA B HaLLEl XU3HM CBA3aHbI C MUYHBIM Bnarononyynem u coutHecoM. Koraa Bo3Hukaior
npoGnemMbl CO 3A0POBLEM, JTIOAM NbITAKOTCA NEPEHATH 340POBLIN 06pa3s XM3HW unu 0bpaLLaloTca 3a MeanLUnH-
CKOW MOMOLLbI0. HEKOTOPBIE NepecMaTpuBatoT CBOIM 00pa3 »xu3Hu. OHKU NPUHUMAIOT peleHue GbiTb 6onee ak-
TUBHBIMU, B3ATb Ha CeBA OTBETCTBEHHOCTb 3a CBOE COOCTBEHHOE 310pOBLE U Briarononyuue, a TaKke caenarb
BKNag B 340poBbEe U Gnarononyyune Apyrux. Bo MHOMMX KOHTEKCTax Takylo akTUBHOCTb MOXHO Noaaepkarb C
MOMOLLbIO pasHbIX CNOCo60B npumeHeHus MMM,

B HacTosiLeM pasaene npeaoCTaBneHbl HEKOTOPbIE NPUMEPDI, TUMUYHDIE NS PA3HbIX KOHTEKCTOB. B Hem
TaKKe NpuBeaeHbl NPUMEPBI TOrO, Kak AaHHbIE Npubopa nepeaaloTca B Apyrue Mecra, HanpuMep Apy3bsaMm,
pPOACTBEHHUKAM WM MEeAMUMHCKUM crieuuanuctam. MNMpoctotel pagu HassaHua craHaaptos MMOP 11073
MMM Gyayt cokpaweHbl. Hanpumep, HasBaHne «UCOMUUIP 11073-10404 Cneuuanusaums npubopa.
MynbcokcumeTp» ByaeT cokpawieHo Ao «10404 nynbcokcumeTp». B T1abnuue 1 npuBeaeHbl HEKOTOpPbIE
NpUMepbl UCNONb30BAHWSA KOHTEKCTOB W FPYNM BAPUAHTOB MUCMONb30BAHUS.

Tabnuuya 1 — HekoTopble NpUMepbl KOHTEKCTOB MCMONBL30BaHUS, IPYNI BapuaHTOB UCTONB30BaHUA U UCNONb3YeMbIX
AaTynKoB

KoHTeKcTbl MCronb3oBaHUA/rpy bl

Mpumepbl UCMONb3yeMbIX JaTYUKOB U Npubopos
BapuaHTOB UCNob3oBaHNA P p B3y A P p

3popoBbe U hUTHEC 10442 obopypoBaHue ans cunosoro gputHeca, 10407 MOHWUTOP KpPOBSAHOrO AaBne-
Husa, 10415 Bechbl

OpuWHOKOE NpoXxuBaHue 10471 KoHUEHTpaTop aKTUBHOCTU OAMHOKOro 4YenoBeka, 10472 MoHuTOp nekap-

(ognHoKoe cTapeHue) cTBeHHbIX cpefcTs, 10407 MoHUTOp KpoBsiHOro AasneHus, 10415 seckl, 10408 Tep-

MoMmeTp, 10417 rniokomeTtp, 10404 nynLCOKCUMETpP

YnpaeneHue neyeHnemM 10471 KoHUEHTpaTop aKTUBHOCTU OAMHOKOro denoseka, 10472 MoHuTOp nekap-
cTBeHHbIX cpefcTs, 10407 MoHUTOp KpoBsiHOro AasneHus, 10415 seckl, 10408 Tep-
MomeTp, 10417 rniokomeTtp, 10404 nynbCOKCUMETP

MMM ncnonb3yloTC BO MHOTUX Pa3HbIX YCIOBUAX, HAYMHASA OT UCMONbL3OBAHWUA BECOB A5 KOHTPONS
ANETbI A0 CAOXHOTO KPYrMOCYTOYHOIO KOHTPONA 3@ Kapavonorudeckon peabunuraumeii. Hacrosiwmii 063op
Ha4YUHAETCA C TUNUYHBIX MOBCEAHEBHbIX CUTYaLMiA, B KOTOPbIX MMM ncnonb3yoTca 30poBbIMU NioAbMU. 3a-
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Tem 6yayT fo6aBneHbl 60n1ee CNOXHbIe CUTyauun MOHUTOPUHIA, B KOTOPbLIX y4acTBYIOT pasHble MeaULUHCKMe
paboTHMKN AN OKa3aHus MOMOLLM MeHee 3[40pOBbIM /0AsAM. MHOrMe 3/1eMeHTbl 3TUX BapUaHTOB WCMOMb-
30BaHNA MOKa elle He peasin3oBaHbl B TUMWYHbLIX cucTeMax. [eAaTenbHOCTb MO CTaHAapTu3auuu npusBaHa
BHECTW BKnag B 6051€ee BbICOKMI YypOBEHb MHTErpauum, KOTopblii B ByayLiem ob6ecneyunT NoMHbIA ypoBeHb 6ec-
NpensiTCTBEHHOro AOCTyna K ycryram.

BapuraHTbl UCNOb30BaHUA, onucaHHble B 3.4—3.6, cneayoT o6Lell cxeme, NOKa3aHHON Ha PUCYHKe 2.
OOVH WK HecKoNbko NpubGOpPOB CO6GMPAlOT AaHHble O 340POBbE MOSb30BaTens. B neBoii yactu pucyHka no-
Ka3aH areHT — nporpamMmHblii MOAY/b, KOTOPLI 06bIYHO AIBNsieTCa YacTbio MMM, Ha gpyroii ctopoHe nokasaH
MeHe[XXep — MporpamMmMHbIi MOAyNb YCTPOCTBA MeHeKepa pe3ynbTatoB usMepeHuin. B mupe N3P 11073
TakMe «areHTbl» MepejarT CBOM AaHHble «MeHemkepam» C MOMOLLbI0 /I0Ka/bHOro MHTepdelica KOMMYHU-
Kauunini 6amxHero n cpefHero paguycos feiicTBua. MeHemxep nepegaet AaHHble huTHec-TpeHepam, mMeau-
LWHCKMM crneunanucTam Wam ApyruM nporpammHbiM cnyx6am. CyulecTByeT o6Wuii nnaH NosiHoro paéoyero
npouecca. MNMnaH MoxeT 3a4aBaTbCA M3HAYA/IbHO W, BO3MOXHO, MEHATLCA B TEYEHME XM3HEHHOTO LMKNa Koo-
nepaumn u cuctembl. B nogpasgenax 3.4—3.6 onucaH pafg TUNUYHBIX Clly4YaeB UCMOMb30BaHUA AN pasHbIX
rpynn nonb3oBaTeneil u pasHbiX YC/I0BUNA.

a B

YpaneHHble CUCTEMBI

AreHTbI MepcoHasbHbIe CUCTEMDbI ¢putHec-TpeHepa/
MeHemkepa MeANLMHCKOTro paboTHUKa
1HE/MMK

PurcyHok 2 — O6wuii BapyaHT MCNob30BaHWS A1 NePCOHA/IbHOr0 KOHTPO/SA 3[40POBbs

Mcnonb3oBaHne KoMMyHMKaumii ¢ MMM No3BoNsSieT M3BNEYbL MHOTO BbIrOf, Kak 60MbLUNX, TakK U MasblX,
pasfiMyHbIM BOB/IEUYEHHLIM CTOPOHAM, OT Y/IyULLIEeHHbIX BO3MOXHOCTE NEPCOHANLHOTO0 MOHUTOPUHIA (OUTHEC-
TPEHVWPOBOK 10 CUCTEM TPEBOXHbIX CUTHANIOB, MPeAHa3HAUYeHHbIX As UL, CTPaAaloWmnX XPOHUUYECKoin 06-
CTPYKTUBHOI 6one3Hblo nerknx (XOBJ1) unn cepfeuHbiMy 3a60/1eBaHMsSMU. KOHEUYHo, BbIroAbl MNosyyawT u
MeLULMHCKME CNeLnanncTbl, KOTOpPblIE MOTYT OCYLLECTB/ISATb MOHUTOPUHI COCTOSIHUS 3[40POBbS B peXume pe-
aNbHOTO BPEeMEeHM, UHTEerpauuio ynpaeneHus MeguuuMHCKUMK Npu6opamu, a Takke okasblBaTb MeULMHCKYIO
nomoLlb Nosib3oBaTenam/nauneHTam, HaxoAsaLWMMCs Aaneko OT HUX.

3.4 3p0poBbe N PUTHEC

3.4.1 O6wme NonoxeHns
B Tabnunue 2 nokaszaHO HECKONbKO MPOCTbIX BAPMaHTOB UCNO/Mb30BAHUA Cepun faTyvMKoB W NMpUBOpPOB,
COOTBETCTBYOLWMX cTaHgapTam 11073.

Tab6nu pa 2— Mpumepsb! faTymKoB U an|60pOB AONA BapMaHTOB MCNO/b30BaHUA, CBA3aHHbIX CO 340p0BbEM U CbVITHeCOM

MpeaMeTHas 06/1acTb IMp1Mepb! BapyiaHTOB UCTOMb30BaHNs MMp1MepbI 47151 UCTOMNb3YeMbIX AATHMKOB 1 MPYGOPOB

Be3onacHbliii Aom 3awmTa, 6e3onacHoCcTb 10471 KOHUEHTpaTop akTMBHOCTU OAMHOKOrO YesioBe-
Ka, BK/OYasA AaTyMKL OKpyXxatoLein cpegbl (Hanpumep,
0o6GHapyXeHne yrapHoro rasa)

340poBbIli 06pas3 KoHTposnb Beca, ynpaBneHue gvetoir, 10415 Becbl, 10407 MOHWTOP KPOBSIHOTO AaBfieHUs,
XKN3HN 6anaHc Xn3Hb — paboTta, npodmnak- 10442 obopymoBaHue gasi cunoBoro gomtHeca, 10406
THKa 3MOLMOHA/IBHOIO UCTOLLEHMSA. 6aszoBasi OKI

MepcoHanbHask MeguLMHCKas kapTa,
OH/1alHOBLIN AHEBHUK NUTaHKSA
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OKoH4YaHue mabnuypi 2

MpeaMeTHaA obnacTb Mpvmepbl BapraHToB UCNONBb30BaHUA MpumMepbl ANA NCMonNb3yeMbIX aTYMKOB 1 Npubopos

DuTHec MnaH  TpeHupoBoK, coBMecTHoe | 10415 Beckl, 10406 6azoas OKT, 10407 MOHUTOP Kpo-
ynpaBfieHWe TPeHWpyloWwencsa rpyn- | BaHoro faenenus, 10442 obopyaoBaHue A4S CUII0BOrO
oW, BUpTyarbHble COPEBHOBaHUSA unTHeca ¢ GPS 1 AUCTaHUMOHHBIM COOPOM JaHHbIX

Cnopt OnTuMmnsaLms TPeHNpPOoBOK 10415 Bechl, 10406 6azobasn 3KI, 10407 MOHUTOP Kpo-

BAHOro aaBnenuns, 10442 obopyfnoBaHue AN CUMoBOro
cutHeca, OKI, apromeTp, rpebHol TpeHaxep

HacnegcTtBeHHocTb, | lNMpodunaktuka 10407 MOHUTOP KOHTPONS KpoBsAHOrO AaBneHus, 10472

03abo4eHHOCTb NPOCTON [03aTOp JeKapCTBEHHLIX CPEACTB, KOHTPOrb

30pOBLEM XofecTepuHa

BepeMeHHOCTb DepTUNBLHOCTL 10408 TepmomeTp, 10472 npocToit fosarop nekap-
CTBE€HHbIX CpeACTB, aHallM3 MO4K

Ctumynupytowjne MpodmnakTuka 10415 Becekl, 10471 KOHLEHTPaTOP aKTUBHOCTU OLWUHO-

nporpammbl KOro YenoBeka, BKIOYasa AaTyMK oKpyxatoLlei cpefbl,

Aatyuk gsuxeHus, 10404 nynscokcumeTp, 10472 npo-
CTON [o3aTop nekapcTBeHHbIX cpefcts, 10421 nuk-
dnoymeTtp

TUNWYHbIE NONb30BAaTENbCKME FPYMNbl COCTOSAT U3 340POBbIX NNL, UCMONb3YIOWMUX PasfuYHble TPeHa-
Xepbl 4nA coxpaHeHus 340poBbs. OHu npumensoT MMM ana céopa aaHHbIX, COXpaHAEMbIX Ha npubope,
apXMBUPYIOT UX Ha AOMAaLLUHEM NepcoHarbHOM KOMMbIOTEPE W MOTYT nepefaBaTb MX (PUTHEC-TPEHepy unu
nepcoHanbHOMY TpeHepy Ans oueHku. Camu nonb3oBatenu 06blMHO umeoT MMM u ncnonb3ytoT ux. OHu
CnejsT 3a COCTOSHUEM CBOEro 30P0BbS, YTOObI MMHUMU3UPOBATL Bpes 340POBbIO, BbI3BaHHLIN, Hanpumep,
BbICOKMM KPOBSIHbIM JaBfIEHMEM WS MOBbLILUEHHBIM XONECTEPUHOM (C KOTOPbLIM OHU YXKE€ CTankuBanucb Unu
3HAlOT 0 BO3MOXXHOM pUCKE U3 CEMEHOro aHamHe3a). OHU ULLYT NOMOLLUM Y NpocheCccCuoHanoB, YToObl CTPYK-
TYpupoBaTh NnaH TPEHUPOBKN U CrieaoBaTb €My, B3aMMOAENCTBYS C TPEHMPYIOWMMUCA rpynnamu. Hekoto-
pble COBPEMEHHbLIE CUCTEMBI AaXKe UCMOMb3YIOT nokasaHus NpubopoB AN «BUPTYyaribHbIX COPEBHOBAHUIY,
B KOTOPbIX MOfb30BaTENMN MOTYT CPABHUTL CBON AOCTMXEHUSI NO ceTn NHTepHeT. CyluecTByeT MHOIO Apyrux
cuUTyauuin, B KOTOPbIX 340pOBbIE nMua ucnonbaytot MMM, Hanpumep BO Bpems 6epeMeHHOCTU UIK B KOHTEK-
cTe CTUMYNUPYIOLLMX NPOrpamm.

B cerogHAWHWUX peanusaumsix TUNUYHbIE NPUOOPbLI HE MOTYT aBTOMaTUYECKU COEAUHATLCS C APYTMMU
4acTaMU CUCTEMBbI, PACNONOXXEHHLIMU B APYrux mecrax. |-|OJ1b3OBaTe]'IVI, KaK npaBuIo, BblHY>X1€Hbl aKTUB-
HO CUMTbIBaTb U3MEPEHHBbIE 3HAYEHMA HA AUCNIEE U BBOAUTbL MX B 9KPaHHbIE (POPMblI UHTEPHET-NOPTANoB U
APYIMX TUMNOB LIENEBbIX CUCTEM, €CNU OHU XOTAT NOAENUTLCH STUMK 3HaYeHusIMKU. B Byayuiem cuctembl Gyayr
aBTOMaTMyecku cobuparb NoKaszaHusi 4aTYUKOB aKTUBHOCTH, @ TAKKe AaHHble O TPEHUPOBKE U €€ UHTEHCUB-
HOCTU M3 Takux (puTHEC-NPUBOPOB, KaK IPromMeTpel, 6eroBbie JOPOXKU, rpebHbIe TpeHaxepsbl. becnpoBogHbie
nNpubopbl, HOCUMbIE HA 3aNACTbE UMM Ha APYrMX MecTtax Tena, OyayT MHTErpupoBaTLCA B oAexay («ymHas
TKaHb») AN perucrTpauuu putma cepaua, BbiCOTbl, CKOPOCTH, COXNOKEHHbIX Kanopui U ANUTENbHOCTU TPEHU-
poBku (Hanpumep, Ha bery).

B sroit obnactu CywecTByeT MHOIO BapUaHTOB aHanu3a AaHHbIX, HAUUHAs OT NMPOCTOW CTATUCTUKK U3-
MepeHunin (HanpuMep, cpeaHee, MUHUMYM U MAakCUMYM), BbIMOSIHEHHbLIX B TEYEHME BCETO YNPaXKHEHMS UMK BO
BpeMs OTAErNbHbIX CTaanii TPEHUPOBKU. M3MepeHus KpOBSHOTO AAaBneHus, Beca Terna u gpyrue usmepeHus
CHMMAIOTCS 0, BO BPEMS YNPaXKHEHMS M NOCne Hero. Ecnu naMmepenme NonHOCTbIO UHAUBUAYANU3MPOBAHO,
TO OHO oGecne4nBaeT TOYHBIN CMOCOD TECTUPOBAHMSA U MOHUTOPUHIA MHTEHCUBHOCTM TPEHUPOBKU M BOCCTa-
HOBJeHUA. CerogHsA CNOPTUBHBIE BPAYM PYTUHHO UCMOSb3YIOT TECTUPOBAHME KOHLEHTPALMK NakTara B KPOBU
B Ka4eCTBE TOYHOMN Mepbl onpeaeneHna onTuMarbHbIX HArpy3ok, c4yntas, 4YTo OHa ABIAETCA oonee TOYHbIM
nokasarenem, YemMm MakCMMarbHas 4yacroTa cepaeyHbIX COKPaLLEHWI.

3.4.2 BO3MOXHbIe NepCneKTUBLbI

O6MeH peyveBbiMU, BUAEO, TEKCTOBbLIMU COOOLLEHUSIMU WIN 9NEKTPOHHLIMU MUCbMaMM YXKE UCIMOSb-
3yeTcs ANns KOMMYHMKAUWMW MeXAy y4acTHUMKaMu TPEHUMPOBKU BO BPEMS UIIM NOCAE ee BbiNOIHEHUSA, U €ro
Ba)XKHOCTb B Oyayulem Bo3pacrter. TunMuHoe >unoe noMmeuwieHwe dyayuiero 6yaer ocHalleHO «KOpoOGKoy,
eXelHEeBHO UNu exxeHeaenbHO cobupaloLlei AaHHble CO MHOTMX YCTPOWCTB M nepeaatowei ux cnyxobe mo-
HUTOPUHTA, YTOObI (PUTHEC-TPEHEP UMK ANETONOr MOIMU NPEAOCTaBUTL 0OPATHYIO CBSA3b U BHOCUTL NONPaBKK
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B UHTEHCMBHOCTb TPEHMPOBOK UMK NNaH nuTaHusA. Ecnu CyLiecTByeT pUCK CEPbE3HbIX OCMOXHEHWUN, AaHHbIE
MOTYT Nepecbinarbecs nevallemy Bpady 4ns MEAULIMHCKOrO KOHTPOMS.

Korga nepegaya gaHHbIx, cobupaembix MMM, npumet Bonee wmnpokme macwitabbl, TO CBOAKM O COCTO-
SIHUU 300POBbAA CMOTYT FEHEPUPOBATLCH aBTOMAaTUYECKM, NMONyaBTOMATUMYECKU, PEryrnsipHO MU Mo 3anpocy
nporpaMMHON Cnyx0bl, NPeAOCTaBNALWEN 3TU AaHHbIE MEAMLUHCKOMY CreuuanucTy B Ka4ecTBe AOMOoNnHu-
TenbHOW WHAMBUAYaNU3MpoBaHHOW uHGopMauun o6 ynpaeneHuu 340poBbiM 06pa3oM »u3Hu. Janee, co-
OpaHHbIe JaHHbIE MOTYT XpaHUTLCS B 6a3e AaHHbIX, AOCTYMHON B CETU MIHTEPHET, U3 KOTOPOIi MONb3oBaTenu u
UX neyaLypue spavn CMOryT nonyyarb MeAULMHCKYIO MHOPMALMIO. OTU faHHbIE MO3XKe MOTryT TaKkke UCMOosb-
30BaTbCA B Ka4eCTBE 6a30BbIX MEAULIMHCKUX NOKA3aTenen.

3.4.3 Tunbl U pONKU yYacTHUKOB

B npouecc c6opa u uHTepnpetaummn aaHHbix, cobupaembix MMM, BOBNeYeHbl caMu NOAU, BeayLMe
340pOBLIA 00pa3s XM3HWU, a TakKe AMETONOrM, (PUTHEC-TPEHEPLI, NEPCOHANbHbIE TPEHEPbLI U MEAULIMHCKUE
cneuuanucTel. YCNoBMS M3MEPEHUA BAPbUPYIOTCA OT TPEHUPOBKU, BbIMOMHSAEMOI Ha AOMY, 4O (PUTHEC-LIEH-
TPOB U KypOPTOB. JTioau Taike MoryT cBo0060AHO nepeMeLLaTbesa Nog OTKPbITbIM HEGOM, y4acTBYs B CNOpTE UMK
duTHece.

3.4.4 HapexHOCTb, YacToTa U CBOEBPEMEHHOCTb U3MEPEeHUi

CBOEBPEMEHHOCTL He ABNSAETCH NpobnemMoli And AaHHOTO Cry4as UCNOnb30BaHWSA, NOCKOMbLKY U3mepe-
HWUA NPOBOAATCA OT Chy4as K Cry4valo 1 yTparta Uim UCKaXkeHMe AaHHbIX He BneYeT 3a co6oii HenocpeaCTBEH-
Hy10 yrpo3y cusunyeckon 6esonacHoCcTu. B 3aBMCMMOCTM OT MHAUBUAYANbHOTO BapuMaHTa UCMONb30BaHMSA NPO-
BOASITCA KPATKOCPOYHbIE M3MEPEHUs (HanpuMep, TePMOMETP, BECLI) UK ANUTENbHbIE (Hanpumep, AaT4nuku
OKpY>KaloLLen cpelbl U MOHUTOP KPOBSHOTO [aBrEHUs).

3.4.5 TpeGoBaHusa kK npubopam

Mpu6opbl AOMKHBI ObITb NEMKUMU B UCMONb30OBAHUU U JOCTATOMHO MPOYHLIMU, YTOBBI UX MOXHO ObINo
NPUMEHATL B NOBCEAHEBHON NPAaKTUKE; NOITOMY yA0OCTBO MCMONb30OBAHUA MPOrpaMMHOro obecneveHus u
annapaTHbIX CpeacTB 3TUX NPUOOPOB UMEET CYLLUECTBEHHOE 3HayeHue. MoapobHylo uHpopMauumio o yerno-
BEYECKUX pakTopax cMm. B 5.3.3. Bo MHOrmx cnyyasx B NOBCEAHEBHON AeATENbHOCTU GyayT UCNONb30BAaTLCA
MOBunbHbIE NPUGOPBI.

3.4.6 MNMpeumywecrtea

HesaBucnmMo oT TexHonorui, nexawmx B ocHose MMI, NUYHBIA KOHTPONb 340POBbLA UMEET LLUUPOKYIO
obnacTtb NnpuMeHeHus. N AaHHON rpynnbl NONb30BAaTeNel K npeumMyLecTsam npumeHeHust MMM MoxHo oT-
HEeCTW NepcoHanbHoe ynpasneHue UTHECOM, AOKYMEHTUPOBaHUE, aHanu3 camovyBCTBUS U MITAHUPOBAHUE
o6pasa XuU3Hu.

3.4.7 Mpumepsbl

MoxHO npuBecTu cnegyowme TUNMYHLIE BapuaHTbl ucnonb3osaHusi MMM B npeameTHOM o6nactu nuy-
HOro KOHTPOMNS 340POBbS U UTHECA:

- ANg BeAeHUs NepcoHanbHOW MeauuMHCKOW kapTtbl Mon (rMnoteTtnyeckas NMYHOCTb) HAYMHAET BECTU
aBTOMAaTU4YECKUA MOHUTOPUHT CBOEr0 BECA, KPOBSIHOTO AABNEHUS U NOKa3aTenen XonecTepuHa B0 BPEMs Bbi-
NONHEHUA eXeAHEBHbIX TPEHUPOBOK;

- 3ab0TnMBas CeMbs YCTaHABMNMBAET AOMA AATYMKW OKpYXKaloLUel cpefibl U UCNONb30BaHUA, YTODbI UX
MarnoneTHue AeTu He npuHecnu cebe Bpeaa.

3.5 OauHokoe npoxuBaHue (0ANHOKOE CTapeHue)

B tabnuue 3 nokasaHbl BapuaHTbl UCNONb30BaHUS, a TaKKe NPUMEPDLI UCMONb3YEMbIX AAaTYUKOB U NpU-
6opos.

Tabnuuya 3 — lNpumepsbl AaTunKoB U NPUGOPLI A51st BAPUAHTOB UCMONb30BaHUSA NMPU OfMHOKOM NPOXMBaHUM

MpeamMeTHasa
OBNACTE MpuMepbl criyyaeB UCNonNb3oBaHUs MpuMepb! UCTONb3YeMbIX AaTYMKOB U NpGopos

OHTy3nacThl, Mpodunakruka 10471 KOHUEHTpaTop aKTMBHOCTW OAWHOKOrO 4ernoseka, 10472
3abotnueble NpoCTON f03aTop NekapcTBeHHbIX cpeacTts, 10407 MOHUTOp Kpo-
ceMbu BAHOro AasneHus, 10415 seckl, 10408 TepmomeTp

BpoxaeHHble Obrnervexune noscefHeBHoW | 10471 KOHUEHTpaTOp aKTMBHOCTU OfWHOKOrO Yenoseka, 10472
nedekTsl, JKU3HWU, MOHUTOPUHT NpoCTON f03aTop NnekapcTBeHHbIX cpeacts, 10407 MOHUTOpP Kpo-
HecYyacTHble BAHoro Aasnenus, 10415 seckl, 10408 Tepmometp, 10404 nynb-
cnyyau cokcumeTp, 10406 6asoBasn IKI
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OkoHyYaHue mabnuypsi 3

MpeameTHas

oBHACTE Mpumepbl cnyYaes UCMONb30BaHUA Mp1Mepbl MCNonb3yeMbIX 4aT4NKoB U NpuGopos
Yxop 3a MpepoTBpalleHne HecdacTHbIX | 10471 KOHUEHTpPaTOp aKTUBHOCTWM OAWHOKOro Yenoseka, 10472
npectapenbiMi | crnyvyaes, MOHWTOPUHT, obrerye- | MPOCToi [03aTop fekapCTBEHHbIX cpeacTs, 10407 MOHUTOP Kpo-
HWe NoBCEAHEBHOM XM3HU BAHoro AasneHus, 10415 seckl, 10408 TepMmomeTp, 10417 rntoko-

MeTp, 10404 nynescokeumeTp, 10406 6asoBas OKI

Peabunutauuns | BoccTaHosneHue cnocobHo- | 10471 KOHLUEHTpaTop aKTMBHOCTW OAMHOKOro Yyenoseka, 10472
CTeil, CUNOBbIe YNpaXHeHWs W | MPOCTOW [03aTop feKapCTBEHHbIX cpeacTs, 10407 MOHUTOP Kpo-
hUTHEC, MOHUTOPMHN, yckope- | BsHoro gaBneHus, 10415 seckl, 10408 TepmomeTp, 10417 rntoko-
HWe npoLecca BoccTaHoBneHua | MeTp, 10404 nynbcokecumetp, 10406 Gazoan SKI

TepMUHbI KOAUHOKOE MPOXMBaHWEY U «KOQUHOKOE CTapeHUey» NCNOMb3YIOTCS, HaNpUMep, opraHusaumen
Continua Alliance”) ans MEHOBaHNA 3TUX TEM, B TO BPeMs kak B EBponeiickom cotose nporpamma «Ambient
Assisted Living Joint Programme» (nporpamma nNpoXx1BaHWUA G BHELUHUM yX040M)®) NpuHsNa TEPMUH «npo-
XXWBaHWe C BHELWHWUM yxodomMm». B aTom noapasgene obCyxaalTcs BCE aCrneKkTbl OAUHOKOIO NPOXUBAHUA U
cTapeHus.

TexHW4eckn 3amHTepecoBaHHbIE «3IHTY3MACTbI», KAK U COBPEMEHHbIE 3ab0TNMBbLIE CEMbW, ABNAIOTCA
ML HEMHOTMMU U3 LEneBbIX rpynn OAWHOKOro NpoxusaHuA. [pyrue 4neHbl AaHHOW rpynnbl B OCHOBHOM
30pOBbI, HO, K NPUMEPY, MOTYT CTpaaaTh OT BPOXAEHHbIX Ae(EKTOB UMK ANUTENbHbLIX NOCNEACTBUI HECHACT-
Horo cny4yas. ExxegHeBHOE (MM NOCTOAHHOE) ucnonb3oBaHue MMM MOXET 3HAaUUTENbHO NOBLICUTL KAYE€CTBO
JKU3HW 9TUX NOSb3OBATENENA.

Mpumenexnve MMM npu OAMHOKOM MPOXMBaHUKU CMOXET o0ecnevymTb NOTPeOHOCTM CTApeloLero Ha-
ceneHusi ¢ MeHbLUMMKM 3atpatamu. [pyu OAMHOKOM CTapeHUU OHO CMOXET YBENUYUTbH NPOAOMIMUTENbHOCTb
YKWU3HW OTAEMbHO >XUBYLLIMX MOXUIbIX NOAEN 3a CYET NOBbLILUEHUS UX HE3AaBUCUMOCTU, NOMOras BbIMOSIHATb
€XEeAHEBHYIO AEATENbHOCTb C NOMOLLbIO MHTENMNEKTYarnbHbIX CPEACTB, NO3BONAIOLIMX NOMy4aTb AUCTAHLIMOH-
Hbl€ yCryru, BkIoYas yxoa. B fomax 6yayuiero 6ynet 6onblue MHTENNeKTyarbHbIX B3aMMOAeNCTBYIOLLIMX NpU-
60poB, 4AaTYMKOB UMM CUCTEM MOHUTOPUHIA, HabnogaLWMX, HanpUMep, 3a YHKLIMOHUPOBAHUEM JOMALLHEN
3MEKTPOHUKM, aKTUBHOCTbLIO 0BorpeBaTenei unm 3a oTKpbiIBaHWEM ABepeN, YTOObI MOBLICUTL KA4ECTBO XXU3HU.

OAMHOKO MpPOXMBAIOLLME MONbL30BATENN XUBYT AOMAa U ABNSIOTCA MOOUNbHbIMU. TeM HE MEHee OHU
MOTYT HYXAaTbCA B HEKOTOPOM YNpaBrieHUU UX NOBCEAHEBHOW XU3HbIO, A Takke B BO3MOXKHOW ajgantauum K
nx cpege obutaHuA. Takyio NOMOLLL MOFYT NPEAOCTaBUTb POACTBEHHUKU, COCEaU, MEAULMHCKUE crieuuanu-
CTbl M COMYTCTBYIOLLMI NEPCOHan, Hanpumep U3noTepanesTbl, KOHTPONUpPYoLMe peadunurauuio. Lienesas
rpynna BKYaeT nonb3oBarenei B MHBanuAHbIX KONAcKax, cnabdosmaawmx Nonb3oBaTenen, Hy>XKaaloLLmMxca B
[OMOSHUTENbLHOW 0OPaTHOW ayaMOCBA3M, a TaKkKe NIoAEN CO CNyX0BbIMU YCTPOMCTBAMM UIU CIIOKHBLIMMU MPO-
Te3amu pyK U 3ansiCTUN.

Kak nokasaHo B cnegylolmx npuMepax, Ans AOMalUHEro UCNONb3OBaHUS HEOOXOAUMbI pa3nu4yHble
AaTymkn U NnpuBopbI: K NPUMEpY, HAaNOMUHaHWA MOTYT NOMOYbL CaMUM MOSb3OBAaTENSAM B NPUEME NEKapcCTB.
B cnyyae HeoxugaHHbIX U NOTEHUMANbHO ONaCHbIX M3MEHEHMII B NOBEAEHUW AAHHOIO NONbL30BaTens Unu co-
CTOSIHUM €ro 340POBbA HANOMUHAHWA MOTYT HaNPaBATLCA APYrMM NIOAAM, HAaNPUMeEpP POACTBEHHMKAM U He-
noganeky HaxoAAaLWMMCa MeaULMHCKMM paBoTHUKaM. 3akpenneHHble Ha Tene AaruMku naaeHus MoryT npea-
ynpeauTb CUCTEMY MOHUTOPUHIA O TOM, YTO MOTFO NPOU30OKTM NnageHue. YTobbl NOBLICUTL BE30MNacHOCTL Ha
ZAOMY, NOMb30BAaTENM 3BOHAT APYrMM G NpocbBOi 0 NOMOLLM, UCMOMb3YS NEPCOHANbHbIE AaTUMKU 9KCTPEHHOTO
pearupoBaHus (personal emergency response sensors, PERS). Takue aatunkum 06bIMHO UMEIOT POPMY KHOM-
K1, KOTOPYIO NONb30BaTenb HAXUMAET, YTOBbl YBEAOMUTL O HANMUMYUN HEKOTOPOI SKCTPEHHON CUTyauumn («Tpe-
BOXXHASA KHOMKAa» Ha Hapyu4HbIX Yacax). MHorue HegaBHue pa3paboTku pacCcyUUTaHbl HA 3Ty LENEBYIO rpynny, U
COOTBETCTBYIOLIME NPUBOPLI MOCTENEHHO BbIXOAAT HA PbIHOK.

3.5.1 Tunbl U ponu y4yacTHUKOB

[encTeyOlMMM NMuaMn B 9TOM BapuaHTE UCNONb30BAHUA ABAAIOTCA APY3bsS U POACTBEHHUKM, Tepa-
NeBTbl, @ TakKe MEAULMHCKME cneumanuctbl. Bo3MoXkHbIE YCNOBUS OXBATLIBAIOT LUMPOKMIA AMana3oH — OT
A0OMa nonb3oBarens 40 peabunuTauMoHHOTO LIEHTPa, a Takke NONHOCTbIO MOBUIBHYIO Cpeay.

7) NauHblit [OKYMEHT JocTyneH no agpecy: http://vww.continuaalliance.org/connected-health-vision/aging-
independently.html.

8 [ononHuTenbHyto MHOPMaLMIo cM. Mo agpecy: http://www.aal-europe.eu/.
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3.5.2 HapgexHoCTb, 4YacToTa U CBOEBPEMEHHOCTb U3MEPEHUN

CBOEBPEMEHHOCTb BapbUPYETCA OT HEPErynsapHbIX M3MEPEHUN, HaNnpUMep Beca, A0 NOony4YeHnss curHa-
OB B peXMME peanbHOro BpeMeHu, HanpuMmep OT AaTtyuka nageHus u ycrponcts PERS. Kak npasuno, noteps
UNWU UCKAKEHUE [aHHLIX HE MPEeACTaBMAT HENOCPEACTBEHHYIO yrpody duauyeckol 6e30macHoCTu, 3a uc-
KINIOYEeHUEM TexX criyuaes, korga npubop sABnseTcs eAUHCTBEHHbLIM CPeACTBOM BbI30BA NOMOLLY B 3KCTPEHHOM
cutyaumu. Crnegyet UaeHTUAUUMPOBATL TakUe yrpo3bl M NPUHUMATb Mepbl A5 UX CHUMXKEHUA.

3.5.3 Mpeumywecrtea

Mpumenenve MMM npu 0OAMHOKOM NPOXUBAHMKU C BHELUHUM YXOAOM HaYMHAETCH C NOAAEepXUBatoLLMX
TEXHONMOTMUI G MOMOLLLIO AATYUKOB U CUCTEM MOHUTOPUHTA, UCTMOMb3YEeMbIX COBPEMEHHBIMU CEMBSAMU, U NPO-
JorkaeTcs NoAfepP KON npecTapenbix UM UHBaNUA0B B UX JOoMax. MepcoHanbHble MeauumMHeKue npubopsl
MOBLILLIAIOT KAYECTBO XXU3HU U NOAAEPXKUBAIOT M0AEN B UX NOBCEAHEBHOW XU3HU.

3.5.4 Mpumepbl

MoxxHO npuBecTun crneayoLwme npumMmepbl 0AMHOKOrO NPOXMBAHKUSA C BHELLHUM YXOA0M:

- 3a60TNMBas CEMbsi YCTAHABNMBAET JaT4YMKM OKPYXalOLLEN cpeabl, AaTynku nageHua u PERS B gom
CBOMX poauTeneii, YToObl B 9KCTPEHHOI CUTYaL My POACTBEHHUKM U MEAULIMHCKUE cneLuanncTtbl Gbinm BbICTpo
NPOUH(OPMUPOBAHDI;

- NOCne Cepbe3HOro XMpypruieckoro BMewsarenscraea lMon (rMnorernyeckas NUMYHOCTb) NOMyYun BO3-
MOXHOCTb PaHO BbIMMCATLCA U3 BONMbHULBI, HO MYy HEOOX0AMMO PErynsipHO NPeAoCTaBNATL BpadaM nokasa-
TEnW ero KPOBSAHOIO AABNEHUA U HACBILLEHMS KPOBW KUCNOPOAOM, YTOObI OHU MO KOHTPONMPOBAThL NpoLece
ero peabunutaumu.

3.5.56 3a6ota o npecTtapenbix/NepcneKTUBbI

[ns oauHOKO MPOXXMBAIOLWIMX MpecTapenbiX NIOAEN AAaTYMKKU, OCYLLECTBISALWME MOHUTOPUHT Meau-
LIMHCKMX aCneKTOB UX XMW3HWU, MOTYT ObiTb COBMELLEHbI C APYTMMU AaT4yMKamMu, yCTaHOBSIEHHbIMU B aBTOMa-
TU3UPOBAHHON AoMaluHen cpepe. Moka 4yTo MeauumMHckue npubopbl U YCTPOWCTBA aBToMatM3aumm aoma
coCyLecTBYIOT 6e3 B3aumoaeiicTeus. loma Gygyuiero OyayT OCHALLEHBI YCTPOMCTBAMM, COBMPAIOLIMMU U UH-
TEPNPETUPYIOWMMN AaHHbIE U3 BCEX AOCTYMHbIX UCTOYHMKOB, NepeaaloMMm M pacnpoCTPaHSIOWMMU AaH-
Hble, HanpUMep, ¢ MOMOLLbLIO AOMAaLUHUX CETEN, a Takke obrneryaowmmn ooMeH nogobHon uHdopmavmen ¢
Bpa4YamMu U poACTBEHHUKaMU No ceTn MHTepHeT. Ona obecneyeHmsa oOMeHa AaHHLIMU MeXy STUMU pasHbl-
MM cuctemamm notpedyetcsa obwmii Habop cTaHgapToB. B HacToALee BpeMs OCyLLEeCTBNAIOTCA pa3paboTku
Tenesm3opoB ByayLUero, KOTopble CMOTYT CNY>XUTb CPECTBOM akTUBHOIO B3aUMOAENCTBUA NONb3oBaTens ¢
CMCTEMOW, AOCTYNA K AaHHbIM U KOMMYHMKaLMI C ApyrumMu cnyx6amu, Hanpumep co cny>x0oi coumanbHoro
obecneyeHuns unm co CMOTPUTENSMMU JOMOB NpeCTaperbiX.

K npumepy, MOryT ncnonbL30BaTbCA AaT4YUKKU, YCTAHOBMEHHbIE HA KpoBaTu. Ecnu npecrapenoe nuuo no-
KUAAET CBOIO KPOBaThL MOCPEAU HOUM U HE BO3BPALLIAETCS K Hel bonee Yyem 3a AaHHbIN NPOMEXYTOK BPEMEHHU,
TO POACTBEHHUKAM UIN COLUanbLHOMy paboTHUKY MOXET ObITb OTNPABMNEH CUrHAN TPEBOrU, YTOOL! OHK NONbI-
Tanucb CBA3aTbCA C HUM. Mog0bHbIE CLIEHApUK YXxe EMOHCTPUPOBANUCh B Uccneaoeartenbckux paborax. Ha
PbIHOK MOCTENEHHO BbLIXOAST AMEKTPOHHbIE KOHTEWHEPLI ANs TAbneTok unu Ao3atopbl nekapcrs. OHU MoryT
MCNOMb30BaTLCA B CMCTEMAX, HAMOMMHAIOLLMX NONbL30BATENAM O NPUEME NEKapPCTB C HYXXKHOW NEePUOANYHO-
CTblO, aKTUBHO 3aCTaBNATb NOMb3oBaTenen NPUHMMAaTbL NeKapcTBa U NOCLINaTh YBEAOMMEHUA MEAULIMHCKUM
paboTHukaMm, ecnu nekapcrea He Obinu NpuHATHI BOBpeMs. B Byayuiem 6ecnposogHan MaHxeTa ans usMe-
peHUs KPOBSHOIO AaBMNEHMs MOXET ObITb HACTpPOEHa Ha HaNOMMHaHWE NoNb30BaTensM O HeobXxoauMOCTU
o4YyepeaHoro U3MepeHusi KPOBSIHOTO AaBneHusl. Pesynbrarbl UBMepeHuin MoryT NepeaaBaTbC POACTBEHHUKAM
C NOMOLLbIO KOPOTKUX TEKCTOBbLIX co0bLeHun (SMS), oTnpaBnsiembix Ha TenedoHbl. POACTBEHHUKU CMOTYT
y3HaTb, NPaBUIbHO NY (PYHKLMOHMPYET yaarneHHasi CUCTEMa MOHUTOPUHTA, Kakue CoObITUA uMenu mMecto (Ha-
npuMmep, NauMeHT BCTan C MOCTenu, NPUHAN NeKapcTBa u u3mepun KpoesHoe aasneHue). Korpa takue cu-
CTeMbl MoNyyaT LUIMPOKOE pacnpoCTpaHeHUe, OHU NOMOryT o6ecneuutb Gnarononyyune nonb3osarenei. Mon-
HO3KpaHHbLIM BMAEO0-4aT C POACTBEHHUKAMM UMM MEAULMHCKMMU CneLmanuctamm B KOHEYHOM CHETe CTaHeT
NPUBLIYHOI YaCTbIO NOBCEAHEBHON AEATENLHOCTM.

3.5.5.1 Tunbl u ponu y4acTHUKOB

[encTByIOLMMM NULLAMU B 9TOM BapUaHTE UCNONb30BaHUS SIBMISAIOTCSA MEAULIMHCKUE cneumanucThbl, Co-
uuanbHble paboTHUKK, @ TAKKe POACTBEHHUKU. TUMUYHBLIMK YCIOBUSIMU UCMONL30BAHUS SBMSETCA AOM Ha-
6nogaemoro nuua, Ho OHW MOTYT BbiTb pacLUMpPEHbl 10 MOGUITbHOI Cpeabl.

3.5.5.2 HagexHoCTb, 4acToTa n CBOEBPEMEHHOCTb U3MEPEHUN

Kak u B cnyyae 04MHOKOro NpOXMBaHMSA, CBOEBPEMEHHOCTb BAPbUPYETCS OT HEPETYNAPHLIX U3MEPEHUN,
HanpumMep Beca, 4O MONyYEeHUs1 CUrHAroOB B PEXMME peanbHOro BPeMeHU, HanpuMep OT AaTyuuka nageHust.
Mpu oTkasax npubOpPOB, NOTEPE NN UCKAKEHUU AAHHBIX BO3HMKAIOT 3HAUMTENbHbIE Yrpo3bl. X Hago Hapne-
Xaluym 06pasom yuuTbiBaTh.
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3.5.6 Peabunutauus

STOT cueHapuii NPUMEHUM K MOnb3oBaTensM, npumeHsaowmm MMM ans obecneyeHus U MOHUTOPUH-
ra nporpecca B peabunurtauuu nocne paHeHUs UM XUPYpruyeckoro BMellaTenscrea. CHavana usmepeHus
NPOBOASATCS B MEAMLIMHCKOW OpraHu3auuun. 3aTteM nonb30BaTenb UM NauUeHT BhIMUCLIBAETCS M3 BONbHULEI
U BbIMOMHAET Nporpammy peabunuraumun B ka4ectse ambynaTopHoro nauueHrta. Peabunutauma Tpebyer pe-
TYNAPHOrO BbIMOIHEHUS AOMALLHUX YNPaXHEHWA. [auueHTbl NONy4alT NepBUYHOE O0OyYeHME BbIMOMHEHUIO
YNPa>KHEHUI, a 3aTEM NPOAOIKAIOT UX BbIMOMTHEHUE CaMOCTOSITENBLHO Ha AOMY. B HacTosilee BpeMs Takue
nauueHTbl AOKHBI PErynapHO NoceLlatb MEAULIMHCKME OpraHu3auun Ans NoBTOPHbLIX UBMEPEHUI, aHanu3a
TEKyLLlero COCTOSHUS U agantauuu nporpaMm ynpaxkHeHuin. B 6yaywem MoxHO Oyaer npoBoanTb usmepe-
HWSA Ha gOMY, YTOObI MauMeHT nosyvan o6paTHY CBsi3b O AOCTUFHYTOM MPOrpecce M TeM CambIM YCKOPSN
peabunutaumio. [na sToro nonb3oBartenu OyayT Nony4varb AONOMHUTENLHOE 00y4YeHUe, Hanpumep y cuano-
TepanesTa, Kak HY>XHO BbINOMHATb YNPAXHEHUS, KaK NPaBUIbHO pasMeLLaTtbh AaT4MKK, Kak UCMOnbL30BaTh W
obcnyxuBaTe NpuOOp, BKIOYAsA €ro YMCTKY, 3apsaKy, 3ameHy 6atapen nunu cMeHy anekTpogoB. CucTemsl no-
[OGHOTO TUNA Y>Xe IEMOHCTPUPOBANUCh B UCCNEAOBATENLCKMX LIENSX. B HAaCTOsILLEE BPEMS AN TAKUX CUCTEM
paspabatbiBaloTca npubopbl U AaTymMku, obecnevnBaroLLMe U3MEPEHME CUMbl, YINa KOHEYHOCTEN U Apyrux
TUMOB ABUXXEHUNA.

3.5.7 Tunbl N ponu y4acTHUKOB

TepanesTbl U MEAWULMHCKUE CMELMANUCTbI UrPaLOT BaXKHLIE PONW B 3TOM BapuaHTe UCNONb30BaHUSA, KO-
TOPbIA, KaK NpaBuno, peanusyetca 60nbHMLAMU Unu peabunuTauuoHHbLIMK LeHTpamu. PacluMpeHHas Tepa-
nns OCYLLIECTBMAETCA HA AOMY Y NONbL30BATENS UMM B MONHOCTLIO MOGUNBHOW cpeae.

3.5.7.1 HagexHoCTb, 4acToTa U CBOEBPEMEHHOCTb M3MEPEHUN

[nsa c6opa XM3HEHHO BaXKHbIX Mokasarenei MoXxeT TpeboBaTbCA BO3MOXHOCTb COEAUHEHUS B PEXUME
peansHOro BpeMeHu. A Ans nonyyeHus obyein nHdopmauum 0 npouecce peabunurauum UCNonb3yloTcsa pe-
rynspHble U3MEPEHHUS.

3.6 OucnaHcepHoe HaGnaeHue

B Tabnuue 4 npeacraeneHbl BApMaHTbl UCNOMBb30BaHUA M NPUMEPBLI UCMONb3YEMbIX AAaTYUKOB U NPU-
6opos.

B gaHHOM cueHapum y4acTByeT rpynna nonb3oBarenei, KoTopble, HanpuMep, UMEIOT U3BbITOUHbIN BEC
UMW NOBbLILUEHHOE KPOBSHOE AaBNEHUE U MOSTOMY MOABEPXKEHbI NOBLILLEHHOMY PUCKY 3HAYUTENbHLIX Yrpo3
3/10POBLIO, AAXE €CMN OHU ELUE HE UCTLITLIBAIOT Kakux-nubo npobnem co 3aopoBbeM. [AnA npodunakTmkm
[0NrocpoyHoOro yuwep6a u pasBuTUA XpoHUMYeckux 3aboneBaHuil pekoMEHAYETCA CneaoBaTh YETKO onpese-
NEeHHOMY NnaHy agucnaHcepHoro HabmoaeHua. Takas npodunakTuka 3aboneBaHuii NOTEHLMANbLHO NOBLILLAET
Ka4eCTBO >KU3HW B AOSITOCPOYHOI NEPCNEKTUBE U NOMOraeT usbexarb U3NULIHUX Pacxof0B, KOTOPbIE MOMYT
BO3HMKHYTb Ha 6onee no3gHnX cragusax MeauLMHCKON MOMOLL.

K rpynne 60nbHbIX NOMb30BaTENEN OTHOCATCS NMIOAU, CTPaAaloLLUe XPOHUHECKUMMN HapyLLUEHUSIMU 30~
POBbS, HAaNpUMep UMeloLMe Kapauonorudeckue npobnemobl, Anabet MM NOYEUHyYI0 HEJOCTAaTOYHOCTL. Takue
NONb30BaTENN HYXXAAIOTCH B NIEYEHUU, NPESOCTaBNAEMOM MEAULIMHCKMMM CrieLManucTaMmu unm couuanbHbl-
MM pabOoTHMKaMK, HO XMUBYT Aoma. Ba3oBbIii BapuaHT UCNONbL30BAHMA BKIMIOYAET NPUMEHEHME NMPOCTLIX NPU-
6opoB, HanpUMep TOHOMETPOB, MIOKOMETPOB U MYNIbCOKCUMETPOB, KOTOPLIE BPEMSI OT BPEMEHMU NepeaarT
OaHHbIE.

Ta6nuuya 4 — MNpumepsbl AaTunKoB U NPUGOPOB, CMONL3YEMBIX NPU AUCTIAHCEPHOM HabnopgeHUu

MpeameTHas o6nacte | MpuMep BapuaHTa UCMOSb30BaAHUA Mp1Mepbl MCNONBL3yeMbIX AaTYMKOB U Npubopos
KoHTponb KoHTponb Beca, nnaHuposaHue | 10415 Beckl, 10442 o6opyaoBaHue ANa cUNoBoro putHeca,
n36bIToOYHOrO Beca AneTbl n puTHeCa 10472 npocToii A03aTop NeKapCTBEHHLIX CPeAcTB, Nepco-

HanbHas MeAuLMHCKas KapTa, OHMaiHOBLIA AHEBHWUK NUTa-
HUS1, KOHTPOIb XONecTepUHa

MnepreH3us YnpaeneHue ypoeHeM cTpecca, | 10472 npocToil aosatop nekapcTBeHHbIX cpeacts, 10407
ynpaBneHue KpoBsiHbIM AaBrne- | MOHUTOP KpoBsiHOro AasneHus, 10415 seckl, 10442 obopy-
HUeM AoBaHWe Ans cunosoro uTHeca

(KOBEHUNbHBIIA) HucnaHcepHoe HabniogeHue 10417 mmiokoMeTp, 10407 MOHWUTOP KPOBSHOTO AaBneHus,

aunaber 10415 Becbl
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OkoHvyaHue mabnuupl 4

MpeameTHas o6nacTe | MpumMep BapuaHTa UCMONb3OBAHWS Mprmepbl UCNoNb3yeMbIX 4aTHUKOB U NPUGOPOB

Yxoa 3a otgenbHelM | OguHokoe npoxuBaHue, npo- | 10471 KOHUEHTpaTop aKTMBHOCTM OAMHOKOrO YernoBeka,
nauneHTOM/LEHTpbl | rpaMMbl NpoxuBaHus ¢ BHelw- | 10472 npocToill fo3aTop NekapcTBeHHbIX cpefcts, 10407
yxoga HUM yXof oM MOHUTOpP KpoBsiHoro Aasnexus, 10415 seckl, 10408 Tepmo-
meTp, 10404 nynbcokeumerp, 10442 obopygosaHue ans cu-
nosoro ¢uTHeca, 10406 GasoBas OKI

OTAensHbIN YaaneHHbld MOHUTOPUHI Kap- | 10471 KOHUeHTpaTop aKTUBHOCTU OAMHOKOro Yernoseka,
Kap4uonormyeckui Anonoruyeckux cobbITWiA, WH- | 10472 npocToil Ao3aTop nekapcTBeHHbIX cpeacTs, 10407
nauueHT CTpyKTax no obpasy >n3Hu MOHUTOpP KpoBsiHOrO faBneHus, 10415 seckl, 10408 Tepmo-

metp, 10404 nynbcokcumeTp, 10442 oGopyaoBaHue aAns
cunosoro cutHeca, 10406 Gazosas SKI, XoNTepoOBCKUiA Mo-

HUTOP
XpoHuyeckas 10404 nynecokcumetp, 10407 MOHUTOpP KpOBAHOro Aasne-
actma, XOB/J1 HMA, 10421 nukdpnoymeTp, cnmpomeTp

MogoGHOEe B3aMMOAEHCTBME 9TUX NOMNb30BaTeNEN ¢ MEAULMHCKUMU U COLManbHbIMWU paBoTHUKaMK No-
3BONSIET CHU3UTb NOTPEOHOCTM B BU3UTAX AN IMYHOTO KOHTAKTa, CKOHLUEHTPUPOBAaTb BHUMaHUE MEAULMHCKUX
U coumanbHbIX pabOTHMKOB Ha TEX NKLaXx, KOTopble Bonee Apyrux HY>X4aloTcA B NOMOLLM, UCKIIOYNTL HEOOS-
3aTenbHblE NEPEMELLEHNS A0 MECT OKa3aHusa NOMOLUM. [pyruM NpeEMMyLLECTBOM SIBASIETCA BO3MOXHOCTb MO-
BbICUTb YPOBEHb MOHUTOPUHIA MEXAyY Bu3uTamu. Bee 910 Takoke noMoraer nonyyutb 6onee To4HbIi Habop pe-
3yNbTaTOB U3MEPEHUIA, XapakTEPU3YIOLLNX UCTUHHBIN YPOBEHb 340P0OBbSA NALMEHTA HA NPOTSHKEHUU BPEMEHU.
B HEKOTOpbIX CUTyaUMAX OCOOEHHO BaXkHbIM SBIIAETCS NOMYyYEHME AAHHbIX B NPUBLIYHON CPEAE NPOXMBAHUSA,
HanpumMep, 4Tobbl n3bexarb «cuHApoma Genoro xanaray» B criydae runepreHauu (y nauMeHToB NOBLILLAETCA
KPOBSIHOE AaBNEHNE B KIIMHUYECKON OOCTAHOBKE, BbI3bIBAIOLLEN TPEBOXHOE COCTOSAHUE).

3.6.1 KoHTponk uU3bLITOYHOrO Beca

BbIno nokasaHo, YTO NepCcoHarbHbIA KOHTAKT U couMarnbHble B3aMMOAENCTBUA OKA3biBAKOT 3HAYUTENb-
HOe BNUAHWE Ha UHAMBUAYarnbHOE NOBEAEHME B nNporpammMax KoHTponsa Beca. Nepegaya AaHHbIX, HAaNnpUumep
MHAMBUAYaANbHOTO BECA, SIBMAETCA CYLLECTBEHHON ANA NPeAoCTaBNEeHNs NepCoOHanbHO 00paTHON CBS3U yya-
CTBYIOLMM nonb3oBatensm. MogobHoe neyeHne NpoBOAUTCSI B CAHATOPUSIX, HA KypopTax unu B MeaULIMHCKUX
opraHusauusax. B HacToswee Bpemsa M3MEpeHUsa AOMKHbI CHUTLIBAaTbCA C Npubopa BPy4HYIO U BBOAUTLCS B
ueneyto cuctemMy. B Oyaywmx npoueccax KOHTPOns U3bbITOMHOrO BECA MOMYT UCMONb30BATLCS MEKTPOHHbIE
BECbI, COEAUHEHHbIE C BbIMUCIUTENLHON CETbIO, 06ecnevnBaloLmMe nsMepeHne Beca/maccbl 1 aBToMaruye-
ckuii cbop apyrux napameTpoB, HanpUMep NPOLIEHTHOE COAEpXKaHMe Xupa U MHAEKC Macchl Tena. B HekoTo-
PbIX YCNOBUSIX, HAMPUMEP B CaHaTopusax, OyayT AOCTYNHbI AAHHbIE O NUTaHUK. B HacTosiLee BpeMsi AOCTYMHbI
NPUIOXEHMUSA, NO3BONAOLLME NOMb30BATENAM BECTU €XEAHEBHbIN AHEBHUK NUTaHuA. bByayume cucrtemol Oy-
OyT nepeaasaTtb 3TW AaHHble Ha MK unu B cuctemy cbopa pe3ynsratoB U3MEpPEHUI, OTKyAa OHM ByayT OLeHu-
BaTbCA AUETONOrOM, TPEHEPOM UMK APYTUM SKCNEPTOM.

3arem Takaa uHgopmauma MOXET MCMNOMNbL30BaTLCA ANS BO3AEACTBUSA HA €XKEAHEBHLIW NMaH NUTaHUSA
nonb3oBarens/naumMeHTa, ANUTEeNbHOCTb TPEHUPOBKK W BbIGOP ynpaxkHeHui. [N ctTaHAapTHbLIX NPOBEPOK CO-
CTOAHNA NMMbO B Cny4vasix, €CNu XXenaeMble pe3ynsrathl (CHUKEHNE Beca A0 3a4aHHOI0 YPOBHS) HE Oblnn BO-
BpeMS OCTUTHYTbI, MOTYT OCYLLECTBNATLCA NEPUOANYECKME BUSUTLI K Bpady. Nepea TakuMu BU3UTaMu Bpady
MOXET HanpaBnATbCA CBOJAKA cOOpaHHOW MHopMaumm, BKNoYas exefHEBHble B3BELLUMBAHUSA. [JleMOHCTpa-
UMM NoAOOBHbIX CUCTEM YXKE NMPOBOAUNUCE.

3.6.1.1 Tunbl U PONM Yy4aCTHUKOB

B aononHeHue K NOnb30BaTento/nauueHTy B Npouecce y4acTBYOT AUETONOMNM, TPEHEPbI, MEAULMHCKUE
CrneumanuncTbl U PuanoTepaneBTbl. ATOT BAPUAHT UCMONb3OBAHUSA MOXET OCYLLIECTBIATLCS KaK Y NONb30Bare-
Nnsi Ha AOMY, TaK U B peabunmTaumoHHOM LIEHTpe, B CAHATOPUU UK B APYTUX OPraHn3auusix 34paBoOXpaHEeHus.

3.6.1.2 HagexHOCTb, YyacToTa U CBOEBPEMEHHOCTb U3MEPEHNN

YT0 KacaeTcsi CBOEBPEMEHHOCTM, TO MOKA3aHUSA CYUTLIBAIOTCS TONbKO BPEMsI OT BpeMeHu. Notepu pe-
3yNbTaToOB U3MEPEHUN He BNEKYT 3a COBOI HUKAKMX HEMOCPEACTBEHHbIX Yrpo3.

3.6.2 NunepTeH3us (KAapAMONOrMYECKMA NaLUEHT U PYKOBOAUTESIb, NOABEPXKEHHbINA CTPECCY)

Monb3oBaTenu gaHHOW rpPynnbl UCMbITbIBAIOT CUMMNTOMbI FTMNEPTEH3UN (TMNEPTOHUN) HA YMEPEHHOM, He
60MNe3HeHHOM ypOBHe. TUMUYHBLIMU NMPUMEpPaMK cryxart noau, paborarome B yCNoBMSAX AaBNeHUs, KOTO-
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pbl€ HE HAXOAST BPEMSA ANA PErynsipHbIX BU3UTOB K Bpady. MOHUTOPUHI COCTOSIHUSA 340POBbA Takux nioaein ¢
Uenbio NpeaoTBpaLLEHUs HAaHECEHUS Bpeaa 310POBbIO UK OCIOXKHEHUI MOr Obl 0Ka3aTb UM 3HAYUTENBHYIO
noneb3y. [ipyrue nuua, y>xe UCnbiTaBLLME CEPbLE3HOE KapAanonorniyeckoe cobbITue, HYyXAaKTCa B AanbHenLWeM
HW3KOYPOBHEBOM MOHUTOPUHIE, OCYLLECTBNSIEMOM NMOA ONpeAeneHHbIM KOHTPONEM CO CTOPOHbI MEAULIMHCKUX
CNeumManucroB, YToObl OHU CHOBA CMOINM BECTU HOPMAsbHbIN 06pa3s XM3HU U U3BNEYb ANa cebA oLyTUMbIE
NPEeUMyLLIECTBA NPU HE3HAYMTENBLHLIX 3aTpaTax BpeMEHU, YCUIIUA U AEHET.

3.6.2.1 Bo3MOXHbIE NEPCNEKTUBI

Takum 06pa3om, nonb3oBarTenu, CTpaaaloLue runepTeHsnen, MoryT 6biTb OCHaLLEHbI U3MEPUTENLHBIMU
npubopaMn ANUTENbHOIO MONb30BaHMA (KPOBSHOE AABREHME, 4acToTa cepaeqHbIX cokpaiyeHuit unu JSKI).
JaHHble MOTyT nepeaaBaTbCsl APYroi CUCTEME ANs AanbHenLWwen OLEHKN nevawmm spaqdom. Takoi Bpay no-
MOXET MIIAHMPOBATb U KOHTPONMPOBATb M3MEHEHUE 00pa3a >U3HWU, HAYMHAA OT aaanTUPOBAHHOW AMETHI U
nnaHa ynpaxHseHui go ¢as otabixa U BOCCTAHOBIIEHUS.

JocTyn K AaHHbIM, COGPaHHBLIM CO BCEX MEAMLIMHCKMX NpMBOpPOB, OCYLLECTBNAETCA AUCTAHLUUOHHO. CTa-
TYC CUCTEMbI MOXET KOHTPOSNIMPOBATLCA HA PACCTOSIHMU. B 3TOM BapnaHTe UCnonb30BaHus1, BEPOSITHO, NOTpe-
OyloTcs cepTUULMPOBaHHbIE MeaULMHCKKUE NpuBopbl. B ByayLem BNofHe MOFYT NOSIBUTLCSA PaCLUMPEHHbIE
OHNanHOBbLIE CEPBMUCHI, HANPUMEP CYTOYHbIN MOHUTOPUHI JKI. OHnaHOBasA NOTOKOBas nepeaava AaHHbIX
yCnoxHsieT npnbopbl u TpebyeT BbICOKOKaYeCTBEHHbIX METOA0B NEpPeAayn AaHHbIX, a TAKKe Ka4eCTBEHHOro
TEXHUYECKoro obcnyxmsaHus. MosToMy peanusaums TakoW TEXHONOMUM MOXET 3aTAHYTbCA. Moxoxue uaen
Obinu peanu3oBaHbl HA NPAKTUKE C XOPOLWKUMK pe3ynbraraMmu. bonee Lwmpokoe npuMeHeHne ocTaeTca A0nro-
CpPOYHOM LEenblo, NOTEHLMan KOTOpoi Bo3pacTaer.

3.6.2.2 Tunbl U PONKM y4aCTHUKOB

OCHOBHBLIMW YY4aCTHUKAMM [JaHHOTO BapuaHTa MCMNOMNb30BAHUS SABMAAIOTCA MALUMEHTBI, UCNONb3YIOLWMne
MM, a TaKkke nevyawme spaqv U MeauLUMHCKUe CneLmnanmncTbl. 3TOT CLEHaPUIn HE UMEET PErMoHanbHbIX orpa-
HUYEHUIA.

3.6.2.3 HaaeXHOCTb, 4acToTa U CBOEBPEMEHHOCTb U3MEPEHUN

M3mepeHuns npoBoaaTCA C perynfpHeiMU UHTEpBanamu Ha NPOTSXEHNN ANUTENbHBLIX MPOMEXXYTKOB Bpe-
MEHMU, UCMONbL3YIOTCA MECTHOE M OHNAWHOBOE XPaHEHUe, OTCNEXMBAHME U aHANU3 TPEHAOB, a TAKKE BU3yanu-
3aums. lNMokaszaHUa CHUMAIOTCH TONbKO BPEMSA OT BPEMEHU.

3.6.3 lOBeHUnNbHLIN agnadeTt

Monb3osarenu, cTpajaloLLue IOBEHUIbHBIM AMAabEeTOM, UCNONb3YIOT [MIOKOMETPbI U COTOBbLIE TENE(OHbI
UNKU NepcoHanbHbIA KOMNbIOTEP (MEHEMKep pe3ynbratoB U3MEpeHU) ANa KOHTPONA coaepXkaHua caxapa
B KPOBU. B TeyeHne aHA MeHemkep pPe3ynsTaToB U3MEPEHUI PErynsipHO HanOMWHAET NONb30BaTENIO O He-
06Xx0a4MMOCTU M3MEPUTL COAEPXKaHWe caxapa B KPOBM, a FNIOKOMETP Nocne Ka)aoro usmepeHusa Gecnpensar-
CTBEHHO NepeaaeT n3MepeHUs Ha COTOBbIN TeNEedOH, KOTOPLIN B CBOIO Ovepeab NepechinaeT AaHHble cnyxbe
MOHUTOPUHra auabeta, KoTopas BEAEeT AONTOBPEMEHHYIO UCTOpUIO GONe3Hn NONb30BaTenst U aHanNM3upyeT
TpeHAa. Ecnu pesynbraT n3mepeHus nokasancsi HeoObIYHLIM UM NONbL30BATENb HE BbIMONHUM U3MEPEHUE B
CpOK, TO CUCTEMA aBTOMAaTUYECKN COEAUHSIETCA C OTBETCTBEHHbLIM NULOM (poauTenem), KOTOPbIN HEMEATTEHHO
BbI3bIBAET NoOnb3oBarens no mobunsHoMy TenedoHy. JononHUTENbHYI0 UHOPMAaLMIO O KOHTpore auabera
MOXHO HanTu B 3.6.5.

B 10 Bpemsa kak knaccudeckoe BefeHue auabera pacCuMTaHO Ha B3POCHbIX, BEEHUE HOBEHANbHOIO
anabera Take BKMoYaeT B cebs MOTMBALMOHHbIE acneKTbl U BOCMMTAHUE NUYHON OCBEAOMNEHHOCTU CpeEaU
MonoAbIX nogen. MoaTomy NPUNOKEHUA AnA COTOBbIX TenedoHoB u MMIT gomkHbl 06nagaTe yNyylEeHHbIM
yA0OCTBOM MCMONB30BAHUS U C HUMM JOIMKHO BbiTh NPUATHO paboTarts.

3.6.3.1 Bo3MOXHbIE NepcneKkTuBbl

[aHHbIN cueHapuin MOXET pacnpoCTPaHUTb OKa3aHue MeAULMHCKON MOMOLUM OBEHanbHbiM aAnabeTtu-
KaM Ha JoMallHue YCroBus, a Takke ynyylwuTs nporpammbl BeaeHus auabeta. Qanee, B Gyaywem, Takas
TEXHOSOrs MO3BOMUT OCYLLECTBMSATL MOHUTOPUHT TeYeHUs 3aboneBaHus, BKIOYas, B YACTHOCTU, HENPEPbIB-
HYIO OLIEHKY COAepXXaHWUs rMoKo3bl B KPOBU, (hU3UYECKON aKTUBHOCTU, MPUHUMAEMBIX NEKAPCTB, NUTAHUA U
nepudpepuyeckoin nepdyaun. Ha oCHOBE 3TOI OLEHKM MOXET ObITb OCYLLECTBIIEHA CBOEBPEMEHHAS 3anNUCh K
Bpayvy, a AaHHbIE MOTYT UCNOMbL30BATLCA ANA aHanu3a AMHaAMUKK NevYeHnus. B HacTosALee Bpemsa yxe cylle-
CTBYIOT NporpamMmbl, peanusytoLue drneMeHTbl Takux CUeHapueB.

3.6.3.2 Tunbl 1 ponu y4aCTHUKOB

OCHOBHbIMU y4yaCTHMKaMun AaHHOro BapuaHTa MCNnofb30BaHNA ABNAKOTCA I'IOJ'IbSOBaTeﬂVI/naL[I/IeHTbI N UX
nevawume Bpayvn. [JaHHbln CLUEHapUIN ABNAETCA NOMHOCTLIO MOBUNBHBIM U HE UMEET PerroHarnbHbIX OrpaHu-
YEeHUN.
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3.6.3.3 HapgexHocTb, 4actota u CBO€BPEeMEHHOCTb U3MEPEHUI

MokasaHua NpUBOPOB CHUMAIOTCA NEPUOANYECKU, a ANS TPEBOXKHBLIX CUTHANOB MOXET NOHAA00UTLCA
COEANHEHNE B PEXMME PEaNbHOIO BPEMEHMW.

3.6.4 Pasnuuue mexay uHauBuayanbHbIM BeA€HUEM NALMEHTA U LIEHTPaMM yXoaa 3a MHOTUMM
nauueHTamu: ynpaeneHue ngeHtudukaumen u ceptupuumpoBaHHbie Npuoopbl

CyLeCTBYET HECKOMNbKO 6a30BbIX Pa3nuuuii MeXay cuTyaumMamu, Koraa nosb3oBaresib UCNOSb3yeT UH-
AuBuAayarnbHbI NpubOp, a rpynna nonb3oBaTtenei UCNonb3yeT oAnH 06wmi npubop. 3Tu pasnuunsi Bapbupy-
I0TCA OT acCnekToB yA00CTBA MCNONBL30BAHUSA A0 I0PUANYECKUX, (PMHAHCOBLIX M PYrMX BONPOCOB. HacTosiLmii
OT4YeT He Aaet rmyboKoro onUcaHna pasnuyuin. B Hem BbiAeNeHbl HEKOTOPbIE U3 HUX, YTOObLI YuTaTenb cMor
OpUeHTUpOBaTLCA B Nnpobneme.

EauHonuuHble nonb3oearenu MMM vyacto Bnaaelot atumu npubopamu. B aApyrux cueHapusix cneum-
anucT npeagoctasnAaeT Nnpubopsl rpynne Nonb3oBarenei, Hanpumep B AOME NpecTapernbiX, Kak 4acTb yCIyru,
BKJIOYAIOLLEN B CeDA Taloke TexHMYeckoe obcnyxumBaHue n (PyHKUMOHMpOBaHMe. 3TO NpeabsBAsSIET CBOU Tpe-
6oBaHusA K ya00CTBY MCNONb30BaAHUS, MPOYHOCTU, (DYHKLMOHANBHOCTYU U LUeHe npubopa. MosTtomy ctaHaaprbl
N3P 11073 MMM nogaep>xusaioT cneaylowme asa pexxuma, KoTopbie MOryT MCNOMNMb30BaTbLC OJHOBPEMEHHO:

- B NEPBOM PEXUME NONbL30BATENb MOXET NOAKMIOYUTLCA K CYLLECTBYIOLMM MEHeMKepam B AOMALLHEN/
MOGUNBLHON Cpeae N U3MepPEeHUs OCYLLECTBAAIOTCA NPUMEPHO OANHAKOBO Ans kKaxaoro MMIM. Kaxabii nonb-
30Barenb OOLIYHO MCMONb3YeT OAUH NPMBOP ANA U3MEPEHUs, a APYroil — B Ka4YeCTBE MEHeaKepa pesynbra-
TOB U3MEPEHUMN;

- BO BTOPOM pexuMe usMepuTenbHbii npubop Oyaet obnaaatb kKoHdurypaumen ¢ OyHKLUMOHANbHOCTbIO
XpaHunuLia aaHHbixX. Takaa koHurypaumsa o6bIMHO MCMONBb3YeTCa B MEAULMHCKOM KabuHeTe /KIMHUYECKOM
cpele B Lensax perynapHoro ucnonb3oBaHua Ana nocerutenein. Merneaxxep pesynsraroB MU3BMEpEHUn MOXeT
3aTeM ckayatb COOpaHHbIe AAHHBIE U OYUCTUTL XPAHUAULLE ANA NOATOTOBKU K CrEeAYIOLLEMY BU3UTY.

Mo xenanuio areHTa npubop MOXET noaaepKuBaTb 06a pexxuMa CNoNbL3o0BaHUsl, UMes ABE KOHUrypa-
uuun, nossonsiowme: 1) NoNb3OBaTENIO OCYLUECTBAATL MOHUTOPUHT CBOEH €XEAHEBHOW aKTUBHOCTYU U 2) AUC-
TaHUMOHHO YaneHHON CUCTEME BbINONHATL MOHUTOPUHT NO 3a4aHHOMY MONbL30BATENEM PACNUCAHUIO.

MHamBuayanbHble nofb3oBaTtenu o6bIMHO MMEIoT CTabunbHbIN HaGop ucnonb3yembix Npubopos. CBS3b
Mexay nonb3oBareneM u npubopom NO NPUHLUMUNY «OAUH K OAHOMY» NO3BOMSET aBTOMAaTu4ecku o6aBnsATL
naeHTUUKaLmMio naymeHTa B AaHHble, KOTOpble NOCTYNAaloT OT YHMKanNbHO uaeHTuduumpyemoro npubopa,
HanpuMep MoKasaHus KPOBSIHOTO AABMEHUS: €CNU NOMNb30BaTeNb NOMyYUsT MOHUTOP KPOBAHOIO AaBNEHUA C
CepUiiHbIM HOMEpPOM, TO Niobble AaHHbIE, B KOTOPbIX NEpPefaeTc YHUKanbHbIM CEepUiiHbIN HOMep npubopa,
MOXHO C YBEPEHHOCTbIO CUMTaTb CHSATLIMU C 3TOrO monb3oBarens/nauueHta. Moryt notpebosarbca aonon-
HUTENbHbIE MEpPbl NMPEeAOCTOPOXHOCTU, HANPUMEpP SIBHO NPOUHCTPYKTMPOBATL NONb30BATENA: HE paspeLuaTb
HWKOMY WCMONb30BaTk €ro Npubop unu He aasarb NPUOOpPY 3anpalmMBaTh AONOMHUTENbHYIO MAEHTU(dMUKA-
LUMOHHYIO MHAOPMAaUMIO, K NPUMEPY NEPCOHAnNbHbIM MAESHTU(MUKALMOHHBIN KOAOBLIN HOMEp. MOXHO Takke
npeanonaratk, YTO HAKTO HE UMEET HECAHKLMOHUPOBAHHOIO AOCTYNa K Npubopy U TeM cambiM AaHHbIE, Xpa-
HALLMECH B HEM, B KAKOM-TO Mepe 3aLluLLeHbl OT HECAHKLMOHMPOBAHHOIO A0CTYNA.

B cpepax ¢ HeckonbKMMKM nonb3oBarenaMu/nayueHTamm, HanpuMep B CemMbaX, KOMMYHarNbHbIX KBAPTH-
pax, Aomax npecrapernbix unu 6onbHULax oanH Npubop 0BbIMHO NCNOMbL3YETCA ANsi U3MEPEHUs noka3arenen
HECKOINbKUX NuLl (BECLI, TEPMOMETPbI, TOHOMETPLI U T.1.). Ecnu 9T npubopbl NOAKMIOYEHbI K BEIMUCIIUTENLHON
CeTU, CTaHOBATCA HeobxoauMbIMM Be3onacHble M 3MMEKTUBHbIE METOALI UAEHTUdMUKAUMK nonb3oBarenen/
naymeHToB. CtaHaaptbl MM3P 11073 MM no3BonsioT OCYLLECTBNATb Nepegadvy MaeHTUMPUKALUMOHHbIX AaH-
HblX naumeHTa. OaHaKo B HACTOSILLIEE BPEMS CYLLECTBYET MHOTO CneLuanM3npoBaHHbIX CTaHAAPTOB U TEXHO-
norui, UCMOMb3yeMbIX AN 06ecnedYeHns HaaeXxHoN uaeHTuduKaLmMn NonbL3oBaTenen/naLMeHTos U NpuGopoB.:
WHTENIEKTYansHble KapToyku, 6pacneTsl, WTPUX-Koabl, paguoyactotHble meTkn (RFID), aTukeTku u apyrue
TEXHOMOMUWU. B TUNUYHON CerogHsALIHeln peanusauuy aBTOMAaTUYECcKass UHTErpaumsa AaHHbIX, NOCTYNaroLLmMX
¢ npubopos, oTcyTcTBYET. Byayuime cuctembl ByayT UHTErpupoBaTh AaHHbIE, NOCTynawwme ¢ npubopos, u
TEXHOMOMUU MAEHTUMDUKALUM C Lenbio 00ecneynTb XpaHeHWe KaxKAoro 3MIeMEHTa AaHHbIX G HaAanexailuewn
naeHTudukaumen nonb3osatens. 1o 6yaer 0COGEHHO HEOBX0AMMO B MHOFOMNONbL30BATENLCKMX Cpeaax, rae
0ZVH NpMGOP roTOB K MCMOMb30BAHUIO HECKOTIbKMMI MONb30BaTENSAMMU.

Kak B 04HONOMbL30BaTENLCKON, TAK U B MHOTOMONb30BATENLCKON CPEAe HEPEAKO NCnonb3yoTcs 6ecnpo-
BOJHbIE COeMHeHus. B Oyayliem oHu OyayT ucnonb30BaTbCA U ANA NEpeaayn AaHHbIX, cobupaemeix npubdo-
pamu. Mo3ToMy BO BCEX NOAOBHBIX MPUOXKEHUSAX CNIEAYET yUUTbIBATb BOZMOXHOCTL Nepexeara MHdopmaLuu.

B ueHTpax yxona 3a MHOrMMU nauueHTamu obbl4HO TPebytoTcs Gonee BIHOCIMBLIE U KAYECTBEHHbIE
nNpMBOpPbI, MOCKOMNbKY KaXablii Takon Nnpubop umeet 6onee BbICOKUN KOIPMULUMEHT UCTONb3OBAHUA UMN KOH-
nanHoBoe» Bpems. TexHonoruu nepegadun gaHHolx MMM, ncnonbayemoro eauHonuyHo, u NMI, ncnonesye-
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MOr0O B OpraHusauuu Ans rpynn nayueHToB, UMEIOT onpeaeneHHble pasnuuus. B 6onbHULAX BO3MOXHOCTH
nepeaaqn AaHHbIX, KaK NPaBUIo, YETKO onpeaeneHbl u CTabunbHbl, NOSTOMY TEXHOMOMMA Nepeaaqu AaHHbIX
npubopa 0CTaHETCA HEM3MEHHOW B TEYEHUE ANUTENBHOTO BPEMEHMN.

OpraHu3auuoHHbIe BOMPOCH! TAKKe HaKNaabiBaloT TpeboBaHUA K apxuTekType cuctem u npubopa. B
yCNoOBUSAX MEAWLIMHCKOM OpraHu3aummu nepcoHan obbiYHO A0CTyneH B nioboe Bpemsi. C TOYKM 3peHUs pucka
CyLLECTBYET 3HAUMTENbHAA pasHULa Mexay TeM, koraa npocdeccmoHanbHasi u 0bydyeHHas NoMoLLb AOCTYNHA
onepaTUBHO M HA MECTE, M TeM, Koraa cneyuanucrtam Heobxoaumo GbiCTpo fobupaTtbea A0 nonb3osarens/
nauneHTa (B 9KCTPEHHbIX Cryyasx), UCNONb3ysl, HaNnpUMep, MaLMHY CKOPOW MOMOLLM UNKU Aaxe BEepPTOSeT.
KoHeuwHo, 310 Take Bneyer 3a coO00i MHOFO APYrux OTNMUuii B NPOLECCaX, a TaKkke IpUaNYeCcKuX U ouHaH-
COBbIX NOCNEACTBUIA.

3.6.5 Begenue guaberta

Monb3oBarenu/naumeHTbl, 6onbHble AnabeToM, MOryT ObiTb OCHALIEHbl ABTOMAaTUYECKUMU FNIOKOMeE-
Tpamu, NO3BOSAIOLLMUMU U3MEDPSTL COAEPXXAHUE FTIOKO3bl B KPOBU, U A03aTOPaMU NEKAPCTBEHHbLIX CPEACTB,
NpeaoCTaBnALLUMMU NeKapCTBEHHbIE CPeACTBA. PErMcCTpupyloTcs Takke Npuemsl NULLW U husndeckasn akTme-
HOCTb. CoOpaHHble AaHHble 0ObIYHO OLEHMBAIOTCS NOMb30BaTeNemM/NauMeHToM, a 3aTeM MeaULMHCKUMU che-
uuanuctamu. Kakme aaHHble pErMCTpUpPYIOTCS M KaKOB MHTEPBAN MexXay U3MepeHusiMUu, onpeaenseTca ans
KaXxaoro nonb3oBaTens MHAUBUAYansHo. B cuctemax, noacoeaAMHEHHBIX K BEIMUCAUTENBHOW CETU, NONE3HbI
MexaHWU3Mbl NpeaynpexaeHuit, UHpoOpMUpPYIOLLIUE NONb30BaTENS U MEAMUMHCKOTO Cneumanucra o TekyLem
COCTOSIHUM 340POBbSI MONbL30BATENS U UHULMUPYIOLLIME BCMIOMOTraTeNbHbIe AENCTBUSA.

MauneHTsbl, cTpagaiowme AMabeTom, KOHTPONUPYIOT COAEPXaHUE FNIOKO3bl B KPOBU NOCPEACTBOM NOA-
KOXHbIX AATYMKOB, CHUMAIOLLMX MOKa3aHuA Kaxgabie 15 MuHyT. Monb3oBaTteny coBepLlIeHHO MOOUIbHBI, XO-
OAT Ha paboTy, N0 mMarasuHam M 3aHUMAIOTCA (huanyeckumu ynpakHeHuammn (Hanpumep, 6erom Tpycuoin B
MECTHOM MapKe) N0 PeXKUMy, peKOMeHA0BaHHOMY nevaluum Bpavom. Ecnu rniokomeTtp cnocoben nepeaasarb
JaHHble, TO MHAOPMAaLUA MOXKET OTNPaBAATLCS, HANPUMEP, C NOMOLLLIO 6ECNPOBOAHOIO KaHana Apyrum no-
cTaBLymkam ycnyr. C NoMOLLEHO Lnio3a AaHHble NepeHanpaBnsioTCA Ha LEHTpanbHY0 CTaHLMIO MOHUTOPUHTA,
pasBepHYTYIO B MECTHOMN BorbHULE. CUCTEMbI AAHHOTO TUNA YXXe AEMOHCTPUPOBANUCH, LLEHTPbLI TENEMOHUTO-
puHra paboTaloT B psiie COOOLLECTB N0 BCEMY MUPY, UMEIOT MUNMMOHLI NONb30BaTENEN U BbINOSHAIOT ThICAYN
TenemeTpuyeckux CeaHcoB B MeCSIL.

B aTux ycnosusx none3oBareny MOryT nony4arb 4OCTYN K COOCTBEHHbIM JaHHbLIM C LIEHTPaNbHOro cep-
Bepa, YTobbl, K NPUMEPY, NIaHMPOBaTb NPUEM NULLKM U COOTBETCTBYIOLLMI EMY NpUEM nekapcTs. PerynsapHole
OMOBELLEHUA OTNPABAAIOTCA ANS HANOMUHAHUA NONL30BATENSAM O HEOBXOAMMOCTU UHCYNUHOBBLIX UHBEKLIWA.

Ounaber 4yacTo UMEET OCNOXKHEHUSA, KOTOpble HEOOX0AWMO YUUTbLIBATbL B MiaHax BeaeHus. B tabnuue 5
nokasaH NpuMep psga AeWCTBUIA, KOTOPbIE MOTYT CTaTb HEOBXOAUMbBIMUA OAHOMY MALMEHTY B TEYEHUE ANnU-
TENbLHOro Nepuoaa BPEMEHH!.

3.6.5.1 B03MOXHble NEPCNEKTUBDI

OxxupaaeTcs, Yto NogobHble CUCTEMBI CTaHYT Gonee pacnpocTpaHeHHbIMK B Brikaiiuem dyayuiem. fiuc-
TaHUMOHHbIE KOHCYNbTauunm OyayT AOCTYNHLI NO TenedoHy, SNEKTPOHHON No4Te, BUAEOKOH(DEPEHLCBAIU U
MOTYT TaKXKe BKIOYaTb CUCTEMY NpeaynpeXxaeHui, HanpasnseMbiX Kak nonb3oBaTento/nauneHTy, Tak u ero
Bpayy. B AnuTenbHOM nepcnekTuee KOMaHAbl ynpaeneHus GyayT no pacnucaHuio nepeaaBaTbCs B UMNMAHTH-
POBaHHYIO WHCYMMHOBYIO MOMIY AN ONTUMMU3aLMK JO3UPOBKN HA OCHOBE TEKYLLETO U3MEPEHUA COAePXKaHUA
rMoKo3bl B KpoBu. MNporpammHoe oGecneyeHue Lwno3a unm CUCTEMbI LLIEHTPAIbHOTO MOHMTOPUHFA MOXET OTO-
GpakaTb MHDOPMALUIO O TOM, UTO COAEPXKAHUE TTIOKO3bl B KPOBU BbILLNO 32 Npeaens! 3a4aHHOro MHTepBana.
OTO NO3BONUT MEAULMHCKUM pabOTHUKAM, AEXKYPALLUMM Y LEHTPANbHOW CUCTEMbI MOHUTOPUHIA, UHULUKUPO-
BaTb KOHTAKT C NOMb3oBarenem/nauneHToM nubo BbI3BaTh ANA HEr0 CKOPYIO UM HEOTNOXHYIO NOMOLLb.

Tabnuya 5— MNpuMepbl AaTumMKoB U NPUBOPLI AN TanoB BeAeHUN Anabeta

BospacT, cobbiTne OnucaHue Mpumepbl NCNONB3YEMBIX AaTYUKOB U NPUGOPOB
Puck anabeta
45, pnabet TUna i PekomeHgauun no obpasy xusnu, | 10417 rnokomeTp
pasyMHas uiausuayansHas obpart-
Has cBSI3b
55, runepreHsus OLeHKa pucka 0CnoXHeHUi, uHten- | 10407 MOHWUTOP KpOBSAHOMO AaBneHUs
nekTyarnbHbIN aHanus JaHHbIX
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OKOH4YaHue mabnuupi 5

BospacrT, cobbiTue OnucaHue MpuMepbl NCNoNbL3yeMbIX AaTYNKOB U NPUGopoB

65, cTeHokapaua 10406 6a3osasn IKI (1—3 oTBeaeHNS)

67, XpoHu4eckasa cepaeq- 10407 MoHuTOp KpoBAHOro AasneHus, 10415 Beckl

Has HefoCTaTO4HOCTL

70, femMeHUuA 10471 KOHUEHTpaTOp aKTUBHOCTU OAUHOKOIO Ye-
noseka, 10472 npocToii f03aTop NeKapCTBEHHbIX
cpeacTs

72, UHCYNUHOBas 3aBUCU- 10417 rnioKoMeTp, UCNONb3yeMbIiA HeNpPEepPLIBHO

MOCTb

74, nopok cepaua 10418 MOHUTOP MEXAYHapOAHOro HOpMaru3oBaH-
HOrO OTHOLLEHNSA (CBEPTLIBaHUE KPOBM)

76, HepgepxaHue MoHuTop HepepxaHus

78, nageHus 10471 KOHUEHTpaTOp aKTUBHOCTU OfWHOKOIO Yerio-

Beka, NpeaynpexaeHust o nageHnun

3.6.5.2 Tunbl 1 ponu y4acTHMKOB

OCHOBHbIMM AEWCTBYIOLMMM NMLIAMIY B 3TOM BApMaHTe UCNONb30BaHWUA ABNSIOTCA Nonb3oBarenu/nauu-
€HTbl U UX Bpayn. [aHHbIi CUEeHapuin ABMAETCA COBEPLUEHHO MOBUNbLHLIM U HE UMEET PETMOHArbHLIX OrpaHu-
YEHUIA.

3.6.5.3 HapgexHoCTb, 4acToTa 1 CBOEBPEMEHHOCTb U3MEPEHUN

BasxHble nokasaHus npubopoB CHUMAKTCA NEPUOANYECcKU, U MOTYT TPEOOBaTLCA COEANHEHUS B peXUME
peanbHOro BPEMEHM ANsi TPEBOXHbIX CUTHANOB, UHULIMMPYEMbIX PA3HLIMU KOMMNOHEHTAMU B3aUMOCBSI3aHHOW
CUCTEMBI.

3.6.6 XpoHuueckaa actma, XOBJ1

Monb3oBaTtenu, cTpagatoLime XPOHUHECKON aCTMOW, UCMONb3YIOT NUKMNOYMETP, NyNbCOKCUMETP U TO-
HOMETp ANs €XeAHEBHOIo KOHTPONSA CBOEro COCTOSHMA. AHanorMyHo nonb3oBatenu ¢ XOBJT ucnonb3yior
nukcnoymeTpel. B HacTosiLuee Bpemsi 3TM NPUGOPLI AOCTYNHBI HA PbIHKE.

3.6.6.1 Bo3MOXHbIE NepcneKkTUBbI

Korga craHyT goctynHbl npubopbl CNEAyIOWero NOKONEeHUs CO CTaHAAPTU3UPOBAHHLIMU UHTEpPdEN-
CcaMu, U3MEpEeHHblIe UMM MNOoKa3aTenu CMOryT aBTOMaTUYECKU nepeaaBaTbCsi B AOMALLHIOW MEPCOHAanNbHYIO
3NEKTPOHHYIO MEAULMHCKYIO KapTy U NepenpaBnaTbCA B CEPBUCHLIN LIEHTP MEAULUHCKOTO TENEMOHUTOPUHTA,
NOMOraloLLMi OTCREXUBATh COCTOSIHWE 340POBbA. MeauunHCKMe cneuuannucTbl B CEPBUCHbLIX LEHTPaxX CMO-
ryT KOHTPONMPOBAaTb AUHAMMUKY U3MEHEHUS NOCTYNaloWMX AaHHbIX. Monb3oBaTens/NaUMeHT u ero nevawmi
Bpay CMOryT norny4yarb aBToMarnyeckue onoselleHusa. MeauumHckue cneuuanuctbl CMOMyT CBA3bLIBATLCA C
nonb3oarenem/naumMeHTom Ans 00CyXaeHust UX CUMMNTOMOB, PEKOMEHA0BATL U3MEHEHUE 00pa3a KM3HU Unu
3anucatb Ha NpUeM Ans AONOSNHUTENLHOW AUArHOCTUKN.

3.6.6.2 Tunbl M PONM y4aCTHUKOB

Kak u B cnyyae BegeHusi aguabera, OCHOBHbIMU YH4aCTHMKAMWU AAHHOTO BapuaHTa MCMNOMb30BaHUA SAB-
NATCA NOMb3oBaTENU/NALUEHTb U UX nevailue Bpavn. CueHapun ABNSAETCA NONHOCTLIO MOOUIbHLIM U HE
UMEET pernoHasnbHbIX OrPaHUYEHUI.

3.6.6.3 HapgexxHOoCTb, 4acToTa U CBOEBPEMEHHOCTL U3MEPEHUI

Moka3saHus nNpuOOPOB CHUMAIOTCA MEPUOANYECKU, M MOTYT TpebGoBaTbCA COEAMHEHUSI B pexXume
peanbHOro BpeMeHW A5 TPEBOXKHbIX CUTHANOB, MHULMUPYEMbIX Pa3HbIMU KOMMOHEHTaMU B3aUMOCBA3aHHOM
CUCTEMBI.

3.6.7 MuguBuayanbHbIi MOOMIbHBIA MOHUTOPUHI COCTOAHUA 3A0POBbLA KapAWOJIOrUYECKOro
nauueHTta

[nsa HenpepbIBHOTO MOHUTOPUHIA ANEKTPUYECKON aKTUBHOCTM Y€0BEYECKOro cepaLa B TEYEHNe He Me-
Hee 24 4acoB UCMOSb3YETCH CreLuanu3aupoBaHHbIi amOynaTopHbIl kapauorpad (HanpuMep, XoNTepPOBCKUit
MOHUTOP, KOTOPbLIN B HAcTosLLEEe BpeMs He npeactasned B ctaHgaprax WA3P 11073 MMIM). Ero pacumpeH-
HbIli NEPUOA PerMcTpaummn CUrHanoB ObIBaeT NONE3eH ANA BbISIBNEHUA HEPETYNAPHLIX HAPYLLEHWUIA CEPAEYHO-
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ro pUTMAa, KOTOpbIE CNOXHO MAEeHTUdUUMpPOBaThL B Gonee KOPOTKUE MHTEPBAanbl BpeMeHu. B cnyyae nonb3oBa-
Teneii/naumeHToB ¢ Gonee NpexoaaWMMMU CUMNTOMAMU PETUCTPATOP KapaWONorMyecknx cobbiTuii cobupaet
JAaHHble B TedeHue Bonee ogHoro mecsiua.

XornTepoBCKMIA MOHUTOP 3aMUCLIBAET ANEKTPUYECKNE CUTHaNMbI CEpALIA, CHUMAEMbIE C ANMEKTPOAOB, NPU-
KpenneHHbIX K Teny, Ha NpoTsXXeHUu Bcero nepuwoaa 3anucu. MOHUTOPbLI, COEAMHEHHBbIE C BblUUCIUTENLHON
CeTbio, MOTYT NepeaaBaTh AaHHbIE B KOHLIE CeaHca 3anucu Unu B peXXmMMe pearnbHOro BpemeHu. Hekotopbie
COBpPEMEHHbIE NPMBOPLI UMEIOT UHTEPEHCHI TAKOTO TMNA, BOMNBLUMHCTBO U3 KOTOPLIX HE CTAHAAPTU3NPOBAHO.
Byaywume npunoxxeHUs peructTpauuu CUrHanoB, peanuayioLiMe CTaHAapTU3OBaHHYIO Nepeaavy AaHHbIX MOHU-
TOPWHra U3 KOHLUA B KOHeL, obneryaT npefocTaBfieHMe 3TUX AaHHbIX MeAULMHCKUM paboTHUKaM, NOCTaBLUy-
KaM, 4YTO MO3BOMMUT MOBbLICUTb KAYECTBO OKasaHWA MEAULMHCKOW NOMOLLU.

[na peructpauuu peakux coObiTui, KOraa nonb30BaTenb/NaLUUeHT, K NPUMEPY, UCNbITLIBAET OCTPYIO
rpyaHyio 60mnb U Xo4eT 0BpaTuThCH K MEAULIMHCKOMY CNeLManucTy 3a NoMOLLbIO, MCNONb3yloTcs HeGonbLume
MOOUIbHbIE YCTPONCTBA, 3anucbiBatoLme Heckonbko MUHYT SKIM nocne MOMeHTa BO3HUKHOBEHUs1 6onu. 310
nomoraeTt usbexarb cuTyauui, B KOTOPbIX MOMb30oBaTenb/nauMeHT obpawaeTca 3a noMOoLLbIO CyCcTsl Anu-
TenbHOE BPEMS NOCne OCTPOro CobbITUSA, U KapAUONOr HE UMEET HUKaKMX OOLEKTUBHLIX CBEEHUI 00 aHo-
MarnbHON cuTyauuun.

3.6.8 MoHuTOp anHo3 (MK AOMALIHMIA MOHUTOP CMHAPOMA BHe3anHou aetckon cmeptu [CBAC]
¢ (byHKUMEN TeNIeKOMMYHUKaLIMK)

O6nactb NPUMEHEHUST MOHUTOPOB arnHO3 BapbUPYeTCsl OT NONb30BaTENne ¢ acnMpaLUOHHON NMHEBMO-
HUEW unu 6Nokagon BEPXHUX AbIXaTeNbHbIX MyTEN A0 MALUMEHTOB, CTPafaloWmuX XPOHUYECKUMU BonesHamu
nerkux, HanpuMmep actmMoun. M3BecTHbl Takke nonbITku npegorspawieHusa CBAC. [anee, onacHble nocnes-
cTBUA BpeMeHHOVI OCTaHOBKM AblXaHUA BO BPEMA CHa MOIyT OTCNEXUBATLCA C NOMOLLULIO AJNTUTENbHOIO UNun
KpaTKOCPOYHOTO MOHUTOPWHIA CHA, COBMECTHO C UCMNOMb30BAHUEM PEMHSA, FEHEPUPYIOLLIETO TPEBOXHbIE CUT-
Hanbl UK NOXoXxue cobbiTus, YToObI pa3byauTb NONL30BATENs UMM 3aCTABUTL €10 CMEHWUTbL CBOE MOJIOXKEHUE
BO BPEMS CHa.

COBpEMEHHbIE MOHMTOPbI AnNHOd UCMOMb3YIOTCS B GONBHMLAX M HA AOMY U OCTAlOTC aKTUBHLIMU HA
NPOTS>KEHMU BCETO BPEMEHU UMK TOMNbKO B ONpeferneHHble MHTepBanbl. TMNMMYHasA NPOAOIDKUTENLHOCTL pabo-
Tbl BAPbUPYETCA OT 24 Yacos A0 2 Unn 3 Mecsaues.

CucteMa MOHMTOPUHIa anHos 06bIYHO COBMPAET AaHHbIE OT HECKONbKMX NPMBOPOB AN 06bEAUHEHHOTO
nNpocMOTpPAa, Hanpumep oT KAPAMOMOHUTOPOB, PECNUPaTOPHbLIX MOHMTOPOB U NYNbCOKCUMETPOB.

3.6.8.1 Tunbl n POnM y4acTHUKOB

[MockonbKy OCHOBHBLIMW YY4aCTHUKaMU 3TOFO CLEHapUs SIBMIAIOTCA POAUTENN U MEeAULMHCKME cneuunanu-
CTbl, TO OH OCYLLECTBMAETCA HA ;OMY UMK B OONbHULE.

3.6.8.2 HaaexHOCTb, 4acToTa M CBOEBPEMEHHOCTb U3MEPEHUN

CoeauHeHue B peXxMme peanbHOr0 BPEMEHU SIBMSIETCS1 HEOOX0AUMBIM AN OTNPABKW TPEBOXHbIX CUT-
Harmnos.

3.6.9 lMpeumywecrsa

KommyHnukauyumn NMIM npeaoctaensaioT 3HaUUTENbHbLIE NPEUMYLLECTBA NPU BEAEHUW MALMUEHTOB C HEU3-
nevyumbiMu 3a6oneBaHUAMM, NOCKOSbKY NO3BONSIIOT 06€CNeYnTb UM CYLLECTBEHHYIO NOAAEPXKKY B MX NOBCEA-
HEBHOMW HOPMAarnbHOM XM3HW. COeAUHEHUS1 1aTYMKOB M 103aTOPOB B PearnbHOM BPEMEHU NOMOraloT ynpoCcTUTb
eXeAHEBHble MEAMLMHCKME npoueaypbl, @ NPpU BO3HUKHOBEHUU IKCTPEHHON CUTYaLMKU OCYLLECTBISIETCA He-
MeANEHHbIN KOHTAKT C MEAULIMHCKUMM CneuuanucTamu.

[axe ecnu ans BeAeHUA NAUMEHTOB C onpeaeneHHbIMU 3a60neBaHUAMU YXKe UCNONb3YIOTCS pasnny-
Hble MeauLMHCKWe NpMBOopbI, TO AN NOBLILLUEHUS KAaYecTBa MEAULMHCKON NOMOLLM HEOOX0AMMO COeaUHATb
3TU Npnbopbl U CTAaHAAPTU30BaTb UX MHTEpdECl. PelueHne 3Toi 3agaum MoxeT GbiTb CBA3aHO C onpeae-
NEeHHbIMU TEXHUYECKUMU TPYAHOCTAMU, HO NPEAOCTABNAET 3aMETHbIE NpeumyliecTBa MEAULIMHCKUM cneLu-
anucrtam, nonb3oBarensm/naumMeHTaMm U TEXHUYECKOMY NepcoHany.

3.6.10 Mpumep

B Bo3pacte 45 net MNony (rMnorernyeckas NUYHOCTL) ObiN NOCTaBneH avarHo3 agnabera tuna ll. B go-
NONHEeHne K MeAULIMHCKON KOHCYNbTaLum no npasuibHOMY 06pa3sy XM3HU U NepPCOHaANN3UPOBaHHOW 0OpaTHON
cea3u Mon Hayan u3MepaTb CogepKaHue rMnioKo3bl B CBOEN KpoBu. Yepes Heckonbko net y MNMona oGHapyxu-
nacb rMnepreH3us; NO3TOMy NOHAA00OMUNCA NOCTOSHHBIA MOHUTOPUHI €r0 KPOBSIHOTO AaeneHus. B Bo3dpacre
70 net Mon ctan cTpagatb OT AEMEHLUMW, NOITOMY ANsi NOAAEPKKU €r0 XXU3HEAEATENbHOCTU B €ro XXunuLue
Obinu yCTAHOBMEHbI AATYMKN OKPY>KAIOLLEH Cpeabl U A03aTOp NeKapCTBEHHbIX CPEACTB.
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3.7 Mpumepbl npuGopoB

3.7.1 O6wme nonoxeHusi

B naHHoM noapasaene nepeuncrieHbl npumepsl TMNoB MMM, HekoTopble u3 HUX CTaHAAPTU3NPOBAHLI B
cooTBeTcTBUM cO cTaHaaptammu MUISP 11073 MNMMI1, apyrue, kak 3T0 0TMEYaEeTCA, HET.

3.7.2 O6opynoBaHue ansa cunoBoro ¢houtHeca

AreHTbl cunbl U PUTHECA U3MEPSIIOT Npeaernbl, A0 KOTOPbIX MOfb30BaTeNb MOXET BbINOMHATL OnNpe-
JeneHHoe [ABWXEHWe NpW 3agaHHOM COMPOTUBNEHUU. AreHTbl 3TOW Kateropum AO0BOSNBLHO Pa3HOOGpPasHbI,
BapbMPYACh OT TPEHAXKEPOB AN OQHON YaCTu Tena, HanpUMep XXMM HOramu, 40 MHOTO(PYHKLMOHANbHbLIX areH-
TOB, KOTOpbIE UCNOMb3YIOTCA NPU BbLIMOMHEHUM PA3HOOOPA3HLIX ynpaxkHeHUW. XoTa POpPMbl TakuxX areHToB
pa3Ho00pasHbl, U3MEPEHUS, KOTOPbIE OHU BbIMOMHSAIOT, B OCHOBHOM OZMHAKOBbI. Ar€HTbl JaHHON KaTeropuu
(PYHKLUMOHUPYIOT B peXMME NPOMEXYTOUHOIO XPaHEHUs1 C nocrneayowen nepeaaden aaHHolx. U3mepenun
3aKaH4MBAIOTCS, KOrAa 3aKkaHYMBAETCA BPEMS BbINONIHEHUSA YNPaXKHEHUS1. 3aTeM areHT nepeaaeT Bce umepe-
HWUSA MEHEAXKEPY pe3ynbTaToB U3MepeHuii. Nlepuoa BpeMeHu U3MepeHns ynpakHeHnin Ha3blBaeTca NOAXOAOM.
Moapo6Hoctu cm. B IEEE Std 11073-10442TM-2008 [B33].

3.7.3 MoHuTOp cepaevHo-cocyauctoro chutHeca U pr3nyeckom aKTUBHOCTU

AreHTbl MOHUTOPUHIA CepAEYHO-COCYAUCTOrO (hUTHECA U (PU3NHECKOW aKTUBHOCTU U3MEPAIOT usnde-
CKYI0 aKTUBHOCTb fMLA WU PErMcTpupyioT OM3nONOrMyeckyio peakumio Ha aTy akTUBHOCTb. K TakuMm areHtam
OTHOCATCA OEroBble AOPOXKKM, BENOTPEHAXEPDI, MOHMTOPbI YACTOThl CepAEYHbIX COKPALLIEHUI, BENOKOMNbIO-
Tepbl, NEAOMETPbI U MOHUTOPbI OBLLE aKTUBHOCTWM/0Opa3a Xu3Hu. XoTs (hopMbl TAKUX areHTOB 3HAYUTENbHO
OTNMYAIOTCA APYT OT APYra, BbINOMNHAEMbIE UMW U3MEPEHUSI UMEIOT MHOTO 00LLIEro U HEPeaKOo NepPeKPLIBaOTCS.
MoapobHoe onucanne cm. B IEEE Std 11073-10441-2008 [B32].

3.7.4 basoBas SKI

Ba3oBasi anekTpokapamorpaMmMa npegHasHayeHa Ans npocThiX NPUIIOKEHUN, OCYLLECTBASIOLLUX MOHU-
TOPWHT 9MEeKTPUYECKOI akTMBHOCTU cepaua. Mpubopbl K ANS MOHUTOPUHIA OTAMYAIOTCA OT ANMArHoCTUYe-
CKMX KapauorpachoB TEM, YTO UX MOXKHO HOCUTb Ha Tene, YNCII0 UCNOSIb3yEMbIX OTBEAEHUI He BonbLue Tpex.
Kpome TOro, Takme npubopbl He HYXAatoTCA B BO3MOXHOCTAX aHHoTaumu IKIT munu aHanu3a peructpupyemon
9NEKTPUYECKON aKTUBHOCTU B LIENIAX BbIIBEHWUS M3BECTHbIX Kapauonorndeckux dpeHomeHos. MoapobHoe
onucaHue cM. B |IEEE Std 11073-10406-2011 [B27].

3.7.5 Becbl

Becbl namepsor Bec (Maccy) o6bekta. OHM MOTYT UCNOMNb30BaTb, HANPUMEP, NPYXXUHY, KOTOopas aedop-
MUPYETCS NOA Harpy3kon, unu BanaHcup, CPaBHUBAIOLIMIA HEU3BECTHbIW BEC C 3TANOHHLIM BECOM NpU NOMO-
LM FOPU3OHTANBHOIO phiuara. Bec Tena aBnseTcs TUNUYHBIM pe3ynsTartoM U3MEepeHUn, NpeacTaBnieMbiM B
kunorpammax (kr) unu cpyHtax (Ib). NMoapo6Hoe onucanue cm. B ISO/IEEE 11073-10415:2010(E) [B46].

3.7.6 AHanusatop cocTasa Tena

Mpubopbl aHanu3a cocTaBa Tena LUMPOKO UCMONb3YIOTCA ANst UBMEPEHNS SNEKTPUYECKOro CONpPoTUBAe-
HWUSI Tena u Ans BbIMUCIIEHUSI MO 3HAYEHUIO CONPOTUBNEHUSI Pa3NUYHbIX KOMIMTOHEHTOB COCTaBa Tena, Bkno4vas
koachuumeHT xmpa. MNMpubopsbl aHanu3a cocraBa Tena MOryT Takke BbIMMCAATL UMW 3anpawmBaTtbh UHAEKC
Maccol Tena. Moagpo6Hoe onucanue cm. B IEEE Std 11073-10420 [B30].

3.7.7 MpocToi oo3aTop rNeKkapCcTBeHHbIX CpeacTB

[lo3aTop nekapCTBEHHbIX CPEACTB COAEPXUT 403y OAHOIO MIM HECKONbKUX NEeKapCTBEHHbIX Npenapa-
ToB. Kaxxgasa posa gorkHa noaaBaTbCs MONb30BaTENiO/MAaLUEHTy B 3apaHee onpeaeneHHoe Bpems. Koraa
nauueHT 3abupaet npegocTaBneHHyIo 103y U3 Ao3artopa (403a NPUHATA) M/unu Koraa Ao3a He Gbina 3abpana
Nno UCTEYEHUN 3apaHee ONnpeAereHHOro BpeMeHu (103a NponyLueHa), reHepupyeTcsa cobbitue aaryuuka. MNoa-
po6Hoe onucaHue cM. B IEEE Std 11073-10472-2010 [B35].

3.7.8 MoHMTOp MeXAYHAPOAHOIro HOPMArIM30BaHHOIO OTHOWEHUA

B kOHTEKCTe nepcoHarnbHbIX MEAULMHCKUX NPUOOPOB MOHUTOPUHI MEXIYHAPOAHOr0 HOPMAanu3oBaH-
HOro otHoweHusa (MHO) ocyliecTBnsieTca ¢ NOMOLLbIO U3MepeHuss NnpoTtpombuHosoro spemenun (MTB), uc-
Nornb3yemoro A5 OLIEHKU JOCTUXKEHUSA LIENEeBOro YPOBHSI aHTUKOATYISIHTHOM Tepanuu, U ero NpecTaBneHus B
dopmMe MexxayHApOIHOrO HOPMAanM30BaHHOTO oTHoLLEeHus (MHO) ¢ nomoLLbIo cpaBHEHUA C NPOTPOMOUHOBLIM
BpeMeHeM HOpMarnbHOW nnasmbl Kposu. K uncny npunoxenuin mouutopa MHO oTHOCUTCA ynpaeneHue Tepa-
NEBTUYECKUM YPOBHEM aHTUKOATyNsiHTA, MCMONb3yeMOE NpU NeYeHUn psaa coctonHuin. Metoa nsmepeHus He
ykasaH. lNMoapobHoe onucaHue cm. B IEEE 11073-10418-2011 [B29].

3.7.9 MoHMTOp KPOBAHOIO AABSIEHUA

MOHUTOP KPOBSIHOTO AABMEHUsI U3MepPSiET AaBneHne KpoBu. [Ins orpaHuyeHus NoToka KpoBU 0ObIYHO
MCNONb3yeTC HAAYBHAs MaHXETa, a AaBeHne U3MEepPSETCA PTYTHbIM UMW MEXaHN4eCKUM MaHomeTpoM. Mo-
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HUTOP PErUCTPUPYET CUCTONUYECKOE, AUACTONMUYECKOE U cpeaHee aaeneHue. MNMoapo6GHoe onucaHue cMm. B
ISO/IEEE 11073-10407:2010(E) [B44].

3.7.10 Mukdpnoymetp

MukdnoymeTp namepsaeT MakCUMarnbHYI0 CKOPOCTb BbiA0OXa nauueHTa. [laHHbii npubop ucnonbayerca
ANA OLUEHKU CNOCOBHOCTM nauueHTa BbigbixaTb Bo3ayX. OH u3MepsieT NOTOK BO3Jyxa uepe3 OpoHXu U TeM
caMbIM CTeneHb ux cyxxeHus. NMogpobHoe onucanune cum. B IEEE Std 11073-10421TM-2010 [B31].

3.7.11 miokomeTp

MIOKOMETP U3MEpPAET KOHLEHTPaUMIO rOKO3bl B KpOBU. [TIOK03a, UNKU caxap KpOBW, SIBNSIETCS OCHOB-
HbIM UCTOUYHUKOM IHEPrUU ANS YEroBeYecKoro opraHusma. CogepxaHue rmnoKo3bl B KPOBU ABMSETCA KIOYve-
BbIM MoOKa3sarenem, KOTopblii auabeTuku u3MepsaIoT HECKONbKO pa3 B AeHb. LLkana npubopa rpagympoBaHa B
mr/an unnm mmone/n. MNogpo6bHoe onucanue cM. B IEEE Std 11073-10417TM-2011 [B28].

3.7.12 NMynbcokcumeTp

MynbCOKCUMETP, UK YNPOLLEHHO OKCUMETP, 00ecne4ymBaeT HEMHBA3UBHYIO OLIEHKY (DYHKLIMOHANBHOIO
Kucnopoaa aprepuanbHoro remornoouna (SpO2) no B3aMMoAenCTBMIO CBETOBOTO CUrHana ¢ TKaHbIo, UCTONb-
3yA U3MEHEHUs1 ONTUYECKUX CBOMCTB TKaHWU, NPOMCXOAsiLLME NMpU NMynbcauun Kpooobpawenus. MoapobHoe
onucaHue cMm. B ISO/IEEE 11073-10404:2010(E) [B43].

3.7.13 TepmomeTp

TepmoMeTp U3MepsieT TeMNepaTypy onpeaeneHHo TOUKM Tena vyenoseka. B obuem cnyyae OH cCHUMaer
nokasaHus, npeacrasnsaiowme 6a3oBylo Temneparypy Tena. o Tpaguumm opanbHbIE UK peKTanbHbie u3Me-
pPEeHNA NCNonNb3yIOTCA ANS NONYyYEeHUs1 pa3oBbiX 3HAYEHUM, @ NOAMbILLEYHbIE U3MEPEHUSA UCTONb3YIOTCA NpU
pacumpeHHOM MOHUTOpuHre. MNoapobHoe onucanue cum. B ISO/IEEE 11073-10408:2010(E) [B45].

3.7.14 KoHueHTpaTOp aKTUBHOCTU OAUHOKOIO YerioBeKa

KOHueHTpaTop akTUBHOCTU OAMHOKOTO YefoBeka cobupaer noKa3aHusl AaTuyukoB aKTUBHOCTU U3 MHO-
rMX NCTOYHUKOB, UCMOSb3YEMbIX ANS NOAAEPXKN OAUHOKOIO MPOXUBAHUSA OHOTO MNU HECKOMbKUX XUMbLIOB.
OKpyx¢aloLas cpeaa XunbLOB MOXET 3HAYMTENbHO BapbMPOBATLCA U BKMIOYaTh B ce6A pasHOOOpasHbie
COYEeTaHUA OaTYMKOB, MOSTOMY AAHHbIE O COOLITUAX AKTUBHOCTU, PETMCTPUPYEMBIX AATYMKAMU, O KOTOPbIX
coobLaeT kakoin-nubo onpeaeneHHbIN areHT, UMEIOT COOTBETCTBYIOLLME Bapuauun. Huxe npuseaeH o63op
BMAOB AAaTYMKOB M COOMpaeMbIX MU AaHHbLIX 06 akTuBHOCTU. NoapobHoe onucanue cm. B IEEE Std 11073-
10471TM-2008 [B34].

TeMmnepaTypHbIA JaTYUK

TeMnepaTypHbIi AaTYMK aHanu3upyeT Temneparypy okpyxatowen cpeabl. Mpu Buixoae Temneparypbl
3a npegersbl 3a4aHHOMO AnanasoHa u npu BxoZe B 3TOT AManNa3oH OH reHepupyeT cobbiTus. CobbITUA aaTumnka
MOTyT coobLaTk 0 NoAbLEME TeMnepaTypbl OKpYXaloLei Cpeabl Bbile ONpeAeneHHOro ypoBHA (BEPXHEro
npeaena), MOHWKEHUN TEMMEPATYPbl HUXKE ONPeENEHHOro YPOBHSA (HUXHEro npeaena) unm 0 TOM, YTO U3-
MEHEHUe TeMnepaTypbl NPOUCXOAUT CO CKOPOCTLIO, MPEBLILLAIOLLEH OXXUAAEMYI0. OTU JAaTUYMKU UCNOMbL3YIOTCA
AN 0BHapyXeHUA TakuxX CUTYaLuii, kKak onacHoe NOBbILUEHUE WNW MOHUXEHUE TeMNepaTypbl NGO 4TO nocne
NPUroTOBNEHUSA NULLKU KOHADOPKWU KYXOHHOW NAWUTbI OCTanMCh BKIIOYEHHbIMU.

Jatuuk nageHun

[aTtymk nageHus onoBeLLaeT CUCTEMY MOHUTOPUHIA O TOM, YTO NPOU3OLLUNO COBObITUE, KOTOPOE MOXET
ObITb accoLMMPOBAHO C NageHuem nauueHTa. Takue AaTvyuku MOryT ObiTb NPUKPEnneHbl K Teny unu BbiTb
BCTPOEHbI B 34aHuUsi U Monbl. Jatymku, npukpennsemble K Teny, ncnons3osatb GbicTpee u npoule. OaHako
MHOrMe Nonb30BaTesIn HEOXOTHO COFNAaLLAaKTCsi NOCTOSIHHO HOCUTB Takue npubopsl.

[aTuuk nepcoHanbHOW CMCTEMbI 3KCTPEHHOIO pearupoBaHus

Jartyuk nepcoHanbHOW CUCTEMbI IKCTPEHHOTO pearnpoBaHUsl ONOBELLAET CUCTEMY MOHUTOPUHrA O CO-
ObITuKM, TpebyloLeM 3KCTPEHHOro pearnpoBaHusi. OBbIMHO OH UMEET (DOpPMY KHOMKK, Ha KOTOPYIO NauUMEHT
HaXKMMaeT, YTobbl NoAaTh CUrHaN SKCTPEHHON CUTYyaLun («<TPEBOXHAsS KHOMKa»).

JdaTtunkn okpyxarowen cpeabl

[aTtumku oKkpy>atoLen cpeabl reHepupyloT coObITMe AaTyuka Kaxabid pas, Korga onpedeneHHasa xa-
paKkTepucTMKa OKPY>XKaloLEN Cpeabl BbIXOAWUT 3a 3afaHHble npedensl. MNpumepamu cnyxar AaTyuku AbiMa,
JaTynKM yrapHoro rasa, AaTtyvmku BOAbI M AaTYUKM NPUPOAHOTO /CHUKEHHOTO rasa.

DaTuyuk gBuXxeHusA

Jatuuk aBMXKEHUSI reHepupyeT cobbITUe AaTumnKka KaXkablin pas, korga oH oGHapy>XMBaeT ABUXEHWE, npe-
BblLLAOLLEE 3aJaHHYIO BENUYMHY. Takol TUN AATUYNKOB, Kak MPaBMIIo, UCMONb3YETCH ANs 0OHapy»XeHusa nubo
obLiero aABuxeHUA, NGO HE3aKOHHOTO NMPOHUKHOBEHUA B oM. OBHapyXUB ABWXEHUE, AaT4MK 06LLero ABu-
KEHUS HEMEANEHHO rEHEPUPYET COObITME U MHULMUPYET NocneayoLlee AeCTBUE, KOTOPOE MOXET UCMOMb30-
BaTbCA AJ1st OTCNEXUBAHUA CTEMNEHU aKTUBHOCTU XMUsbLa, YTOObl YCTAHOBUTL, UBMEHMNAch N TUNUYHASA MO-

21



roCT P 57710—2017

Aenb ero nosegeHus. Mpu obHapyeHUn ABKEHWUSA AATYMK NPOHUKHOBEHWUA MOXET MHULIMUPOBATL AeliCTBUE
BbISIBNEHUS HAPYLUMTENS.

JaTumk noKuaaHusa TeppuTopumn

Jatynk nokmaaHua TEPPUTOPUN rEHEPUPYET CODbITME KaXKabIl pas, Korga oH 0BHapY>XMBAET, YTo NUUO
U YCTPOWCTBO NOKUAAET Tepputopuio. OH 00bIYHO MCMONb3YETCA ANSA ML, C KOTHUTUBHBIMU PacCTpoCTBa-
MW, UCTbITbIBAKOLLMX 3aTPYAHEHUA NpU NpedbiBaHUM B HE3HAKOMOW 06CTaHOBKE. [laTunK MOXET TaKXKe reHepu-
poBaTb COBbITUE, €CnK BbIXOA U3 MOMELLEHUS OCTancs OTKPbITbIM.

Jatyuk aHypesa

HaTtuuk aHypesa reHepupyeT cobbiTue, korga OH OGHapY>XMBAET MOYENUCTYCKaHMe B NOCTeNb UNN He-
NPOU3BOMbHOE MOYeucnyckaHue. OH MOXET YCTaHaBNMBAaTLCA B Pa3HbIX MECTAX, HANPUMep Ha KpoBaTu Unu
B Kpecrne.

[aTumK 3aMbIKaHMS KOHTAKTOB

Jatynk 3aMblKaHWUA KOHTAKTOB rEHEPUPYET COObITUE N3MEHEHUA COCTOSAHUA BCAKUI pa3, KOraa KOHTaKT
NpepbIBAETCA UMU 3amblKaeTcA. Takoil AaTymk ONOBELLAeT O COCTOSHUM KOHTAKTa Nnocne nepexoaa B apyroe
COCTOsIHUE. Ha Kaxkablii nepexoa reHepupyeTcs TONbKO 0AHO coBbITUE aaTumnka. Takol AaTHMK MOXET YyCTaHAaB-
NMBAaTbLCA B NPOXOAHBIX ABEPSX, ABEpLAX LWkada, B BbIABUXHbLIX ALLMKAX, HA OKHAX U B CEHCOPHbIX KOBPUKAaX.

JaTtyuk ncnonb3oBaHus

JaTtymkn Ncnonb30BaHUA reHepupyIoT COObITUE U3MEHEHUA COCTOAHUA, YKa3sbiBaloLee Ha Havyano unm
KOHeL, ucnonsL3oBaHuA (HanpuMep, Koraa naumeHT foXUTCA B KPOBaTb MM CaaUTCA B kpecno nubo nokuaaer
KpoBaTb UNu Kpecrno). OH Takke reHepupyeT cobbITME 0XKMAAaeMoro UCNOMb30BaHUA, HE HAYaToro AOCTaTOMHO
ObICTPO (HapyLUEHWE OXUAAeMOoro Ha4ana), a Takke CoObITMe ANUTENbHOCTM NCMONb30BAHUSA, NPEBLILLAIOLLEN
oXxugaemoe 3aBepLUeHne (HapyLleHMe OXX1ugaemoro 3apepLueHus).

[aTuuk BbIKnovaTens

[atuuk reHepupyeT cobbiTUe, KOraa BbIKIIOYMATENb MEHAET COCTOsHME Ha «BknioveH» (ON) unu «Bbl-
kntoyeH» (OFF). MpuMepamu cnyxar BbIKNIOYATENN OCBELLEHUSA, BEHTUNSTOPOB U ApYyrMe NnoaobHbIe BbIKMIO-
yaTenu aneKTPUYECKUx annaparos.

4 BeepeHue B ctaHgapTbl MMOP 11073 MMM (pykoBOoAcTBO)

4.1 OOwee onucaHue KOHTeKcTa ctaHgaprtoB UM3IP 11073

Cepusa crangaptoB MM3P 11073 BHOCUT CBOW BKnaja B obecrneyeHue uHTeponepabenbHOCTU meau-
LMHCKMX U NMepCoHarbHbIX MeauumuHckux npubopos. UHTeponepabenbHOCTL 03HaYaeT cnocobHOCTL Npubopa
nNpefoCTaBnATb AaHHble TaK, YTOObl OHM ObiNM AOCTYMHLI APYrUM npubopam U cucTtemam, a satem nocpea-
CTBOM 9IEKTPOHHbIX CPEACTB — APYrMM nuuam, Haxoaswmmcs 6nusko unu ganeko. Haa scem atum «ce-
MaHTU4eckas uHTeponepabensHOCTLY NO3BONSAET LENEBbIM CUCTEMAM aBTOMATUHECKU UHTEPNPETMPOBAaTL U
aHanu3upoBarTk AaHHble. OHa NO3BOMSAET OAHO3HAYHO UHTEPNPETUPOBATL MH(POPMALIMIO (HE aBTOMATUYECKH),
B OCOOEHHOCTU Ha Pa3HbIX A3bIKaxX U B PA3HOW KyNbTYPHON cpeae.

MHTeponepabenbHOCTL NpMBOpPOB, BbIMYCKAEMbIX Pa3HbIMU NPOU3BOAUTENSAMU, Nyylle BCEro AoCTura-
eTcsl Npy UCMOoJIb30BaHUM OBLLUMX CTaHAAPTOB ANl BCEX B3aWMOAENCTBYIOLMX cuctem u npubopos. Cepus
crangaptoB MICO/MNSP 11073 paspabotaHa ans ctaHaapTusauum B3aumoaencrBma ¢ MeanUUHCKUMU NpK-
6opamu. B nocnegHue HECKOMNbKO NET K Hen Bbin AoBaBneH psg HOBbIX CTaHAAPTOB, ONTUMU3UPOBAHHLIX ANSA
B3aumogeicTayowux MMM, Ha pucyHke 3 nokasaH 0630p TEXHUYECKMX KOMMYHUKaLUIN MEXAY HECKONbKUMU
npubopamu n PyHKUUAMN.

B HacTosLLeM pa3aene nokasaHo, kak craHaaptel UM3P 11073 MMM o6neryatot onTumManbHOe UCNOsb-
3oBaHue MMM, genasa pesynsratbl U3MEPEHUI AOCTYNMHbIMU ANns Oyayuiero UHHOBALMOHHOTO U BbIFOAHOIO
ucnonb3oBaHus. Ha pucyHke 3 nokasaH obLumin «naHaLladT» KOMMyHUKaumin. B paMkax atoro «nasHgluadra»
crangaptbl MMM onuckiBalOT METOALI Nepefayn AaHHbIX mexay MMM u arperupylowmmm yctpoiuctsamu. Ha
pucyHke 4 nokasaH o63op craHgapros MMIM.

Cnepylowe craHgaptbl ABNAOTCA «6a3oBbiMu cTaHgaptamuy cepun MASP 11073:

- ISO/IEEE 11073-10101:2004(E) [B41];

- ISO/IEEE 11073-10201:2004(E) [B42];

- ISO/IEEE 11073-20101:2004(E) [B47];

- ISO/IEEE 11073-30200:2004(E) [B49];

- ISO/IEEE 11073-30300:2004(E) [B50].
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ArpernposaHue/

MepcoHanbHble MeauuynHckue npu6opsl (MMM CoepguHeHuns Cnyx6bl
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MeILIMHCKO
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MynbcokenmeTp
Cnyx6a aveTbl win
dmTHeca
Cnmpometp
AeTckne
MOHUTOPbI KoHTporb
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nekapeTE NepCoHasIbHOM
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Cryw6a
MoTpe6uTenbckas MOH/TOpVHra
VMIMIaHTaToB
3NeKTPoHMKa Q6opyAoBakue
L‘I Ans utHeca

PucyHok 3 — O630p TEXHUYECKUX KOMMYHUKaLuii

Ccblnasice Ha 6a3oBble cTaHAapThl, cTaHAapTel MM3OP 11073 MM, B cBOK o4vepenb, AenakwT onpege-
NleHHble B HUX MOHATUA AOCTYMHLIMU ANA MCNOMb30BaHMA B Npubopax Ha AOMY U B 06LLUX, HE MeAULMNHCKNX
KOHTeKkcTax. OHM COOTBETCTBYWLWMM 06pa3om pacwupsoT 6asosBble cTaHgapTel MM3P 11073 n 3aMmcTBy-
10T U3 HUX cOofepXXaHue MHOTMMU pasHbiMM cnocobamu. Ha pucyHke 4 nokasaH 0630p 6a30BbiX CTaHAApPTOB
MNP 11073 n ctaHgapToB MNISP 11073 MMM u cBszeit mexay Humu. CyLecTBYOT ABa TUNa CBSA3W:

- 3aMMCTBOBaHUe naei n/mnm cogepxaHns u3 6a30BbiX JOKYMEHTOB (MYHKTUPHbIE AVHWN);

- ycusieHne uHgopmMaumm 13 6a3oBOro fOKyMeHTa W BK/IOYEHWE HOBOTO COLEPXaHUA B 3TOT AOKYMEHT
0N NoAAEPXKKN AaHHOro ctaHgapta (Cn/owWHbIe JINHUK).

CraHpaptel WA3P 11073 MMM npegnonaranocb caenatb AOCTATOYHO NPOCTbIMU 3a CYET OrpaHnyeHus
PYHKLMOHANbHOCTN A0 abCcoNTHO Heobxoaumoli. C Apyroli CTOpOHbI, cTaHgapTel MW3P 11073 MMM asns-
IOTCSl N0 HEO6XOAMMOCTMN OBLWINPHLIMUK, NOCKO/IbKY BK/KOYAT B cebsi NOMHbIA 06beM CBeAEeHW, NO3BONASAOWNI
cneunannctam peanui3oBaTb CYLLECTBYKOLWME cOrnacoBaHHble yHKUMW. TpUHMManocb BO BHWMaHWe, 4To
npu peanunsauuy NPOCTbIX NPUOGOPOB M CUCTEM AOCTATOYHO MCMOMbL30BATb TOMIbKO MOAMHOXECTBO (DYHKLMIA,
onpepgeneHHbix cTaHgaptamun MNP 11073 MMM, Ansa obneryeHnsa yteHms ctaHgaptos MW3P 11073 MMI B
HUX BOCNPOM3BefeHbl OCHOBHblE 3/IeMeHTbl 6a30BbIX CTaH4ApPTOB, YTO NO3BOJIAET He C/IMWKOM 4acTto obpa-
warbcs K 6a30BbIM CTaHAapTam 3a 6onee geTasbHbIMU CBEAEHUAMU.

Hanbonee BaxHble MOHATUA, «areHT» U «MeHegxep», onpefeneHbl B 6a30BbiXx cTaHAapTax VISP u
4YacTo NOBTOPHO MCMNOMbL3YHTCA B AaHHOW cepuu.

AreHT saBnseTcsa nporpamMHbiM KoMnoHeHTom [MMI. Ero ocHOBHOI 3ajauyeil sABnseTcs obecneyeHue
YHKLMM B3auMoAelicTBUSA C APYTMMUW YCTPOWCTBAMU BHeLWHero mupa. NapTHepamu areHToB SBNAKOTCA Me-
Hemkepbl. OHW, KaK U areHTbl, ABAAIOTCA NPOrpaMMHbIMU KOMNOHEHTaMy YCTPOWCTB, Haxo4sAWmMXcs Ha ApYyroi
CTOpOHE KaHasa nepefayun AaHHbIX. MeHemxepbl, Kak npasuio, NPUHUMAKOT faHHble OT areHToB. Ha pucyH-
Ke 3 nokasaH «naHawadT», 0XxBaTbiBAKLWNIA AAaTUMKN N MEHeLXXepbl pe3ynbTatoB U3mMepeHunii.

Mpunbopbl, B KOTOpPble BCTPOEHbLI areHTbl, Kak MpaBW/iO, SBAAKTCA ManoblaXeTHbIMU, NOTpebutenb-
CKMMU ycTpoicTBamMu. O3TOMY OHW MMEKT OrpaHuMyeHHble (PYHKLMOHAas/IbHble BO3MOXHOCTWM annapaTtHoro
obecneuveHns (onepaTuBHoe 3anomuHalowee yctpolicteo [O3Y], NOCTOSsHHOE 3anoMuHallwee YCTPOMCTBO,
ueHTpanbHbIi npoueccop [LM]) n orpaHnyeHHble pecypcbl NUTaHus (ManeHbkas 6aTapelika). UTobbl coxpa-
HATb NPOCTOTY U 3KOHOMUTb 3HEPIUO, OHW 0BLIYHO UMEIT (PUKCUPOBAHHbIE KOHUTypaunm n oTCoeanHATCA
OT BbIYNCNUTENBLHON CeTU B C/iyyae HeakTUBHOCTU. MeHegxepbl 06blYHO BCTPOEHbI B ycTpolicTBa c 6onee
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Cneuvanusaunm npnbéopos

-10201
WHdopmaLmnoHHas
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20101 MpuknagHble npogunm. ba3osbii

/ LWiT (MDER)

f/ > f
-30200 -30300
Serial [rDA

PucyHok 4 — O630p cTaHAApPTOB NEepCcoHasbHbIX MeAULMHCKUX Npubopos

CyLLeCTBEHHbIMN HabopamMu (YHKLMOHANbHbIX BO3MOXHOCTEW M CMOCO6HbI COEAMHATHLCA C HECKOSbKUMU
areHTaMmy. OHM 06bIYHO NUTATCA OT ceTn unu batapei 6onblueil eMKOCTH.

Kak nokaszaHo Ha pucyHke 5, ctaHgapTbl WCO/MN3P 11073-20601:2010(E) [B48] u NNSP Std 11073-
20601 aTM-2010 [B36] ncnonb3yoT cnegylowme mMeToabl 4719 ONUCAHUA CTPYKTYPbl U NOBEAEHUA areHToB U
MeHe[)XepoB:

- ucnonb3oBaHue mogenu npegmeTtHoli o6nactu (domain information model, DIM), kKoTopas onucbiBaeT
Habop aToMapHbIX YacTeil 1 NokasbiBaeT, Kak 3TV 4YacTu coeAnHATCA s hopmmpoBaHusa 6osee KPYynHO-
ro 3/leMeHTa, KOTOpbIi MOXEeT MCMNONb30BaTbCsA B KOMMOHEHTE NporpamMmHoro obecnedveHus. PaspaboTyuku
06bIYHO Ha3bIBAlOT TakKMe 3NEMEHTbl «knaccaMu» n «obbekTamu». MNMokasaTenb KPOBSAHOIO AaBneHuns ABnsieT-
CA NPMMEPOM 3HaYeHnsa aTpubyTa akK3emnaspa 4ncroBoro obbekTa, NpeAcTaBnALWEro n3MepeHne KpoBAHO-
ro faBJ/IeHUS;
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- UCMO/Ib30BaHWE HOMEHKNATYpbl: MOAeNb NpeaMeTHOM 0651acTi NCnonb3yeT CTabuiibHbIA 1 rapMOHW-
31pPOBaHHbI HA6OP TEPMMHOB, NOMOraloLLMA MCMO/Ib30BaTb COrlacoBaHHble TEPMUHbI A1 OAHOIO M TOro Xe
MOHATUS B LieNsiX obecneyeHnss ceMaHTUYeckoli MHTeponepabenbHOCTU. C MX MOMOLLbIO COAepXaHue ro-
KO3bl B KPOBM BMECTE CO BCEMU HEOOXOAUMbIMU AeTanamu (Hanpumep, LWTamn AaTbl U BPEMEHW, eAVHULbI
n3MepeHus, naeHTugukatop npubopa u T.4.) BCErga MOXHO NIErKO OT/IMUUTL OT APYrMX 3/IEMEHTOB [AaHHbIX.
CornacoBaHHass HOMeHKNatypa nosesHa npu paboTe Hag apxXWUTEKTYpoW CUMCTEMbl M Ha NPOTSXEHUU BCEX
a3 ee peanusauum 1 ncnonb3osaHmsA. KOMMyHUKaLMOHHAs MOAENb Takke OnucbiBaeT, kak MOXHO npeobpa-
30BaTb abCTPaKTHbIA CMHTaKCUC, MCMOMb3yeMblii MpY OnucaHWu Mogenu npeameTHOM 06nacTv, B CUHTaKCUC
nepefayn AaHHbIX;

- UCMOMIb30BaHME «CEPBUCHOM MOAENM», OMUCbIBaOLLE B3auMoAelcTBME MPOTOKONA C O6beKkTaMu 1
aTpunbytamu;

- UCMOJMIb30BaHNE «KOMMYHUKALMOHHOW MoAenu», onucbiBatoLLeil nepexodbl COCTOsIHUI CeTeBbIX CO-
eANHEHW 1 fgeTan KOMMYHUKaALMOHHbIX XapakTepuCTUK.

ASN.1 Mogenb npeamMeTHO

obnacTtu

CepsucHaa moaenob

KOMMYyHUKaLMOHHAst Moaesb

PucyHok 5 — Ba3sosble 6510km MogenupoBaHna B cTaHgapte ICO/MUSP 11073-20601

B cepun ctaHgaptoB N3P 11073 gna onvcaHus 06BLEKTOB U CAYX6 ucnonb3dyetca AGCTpakTHas CUH-
Takcuyeckasi Hotaumss Bepcum ogyH (ACH.1). ACH.1 npepcTaBnsieT co6oil oopMasibHyt0 HOTauuio, UCMOJib-
3yeMylo 419 ONucaHus faHHbIX, nepefaBaemblX TeNIEKOMMYHUKALMOHHBIMU NpoTokosiaMu. OHa He 3aBUCUT
OT A3blka peanun3aunv 1 u3ndeckoro npeacrasneHns gaHHbiX. ACH.1 onpegensieT hopmMasibHy0 cuctemy
cneundmkaLmm abcTpakTHbIX TUNOB AaHHbIX.

CyLLecTBYIOT NporpaMMHble UHCTPYMEHTa/lbHble CPeAcTBa, CMOCO6HbIE aBTOMATUYeCKN reHepupoBaTb
CTPYKTYpbl Ha A3blke C 1 obecneumBaTb MaplUlanvHr ANS NpeAcTaBneHns AaHHbIX B (OUKCMPOBaAHHOM ABOUY-
HOM bopmarte, ynakoBaHHOM ABOMYHOM ¢oopmate u Ha A3blke XML (extensible Markup Language — pacluu-
psieMblii A3bIK pa3MeTky). Ans nepefayv AaHHble YNakoBbIBAKTCA B GI0KM AaHHbIX MPOTOKOMA NPUKNaAHOro
ypoBHA (APDU — Application Protocol Data Unit). 3Tn 610kn cogepxat gaHHble B ABOMYHOM hopmaTte. C mnx
NOMOLLbIO laHHble NepefaloTCs MexXay areHTOM U MeHeKepoM.

4.2 Mogenb npegmeTHOW o6nacTtu

4.2.1 O6wme NosoxeHns

DIM onwucbiBaeT Habop 3M1EMEHTOB, KOTOpble pPa3paboTyuuky UCMOMb3YIOT U KOMOMHUPYIOT ANA MOAenu-
poBaHusi CBOWCTB AaHHblX, obpabaTbiBaembix MMI. B peanusauusax atm anemeHTbl OyayT, K npumepy, onu-
CaHbl KaK «knaccbl» U «06bekTbl». Ha pucyHke 6 nokasaHa vHgopmaLlvoHHas Mofenb npeameTHOW o6nactu
MMIM. Hanpumep, cuctema meguunHckoro npubopa (medical device system, MDS) npegcTtaBnsieT COGCTBEH-
HO npu6bop. Mogenu «meTpukm» (Metric) XpaHaT pas/iMyHble POPMbl M3MEPEHMA. «[MOCTOSTHHOE XpaHWuauLe
MeTpukn» (persistent metric store, PM-xpaHunuuie) npefactaBnseT CPeAcTBO XpaHEHWs AaHHbIX B TeYeHue
onpefenieHHoro nepuoaa, a Takke XpaHeHUsi rpynn «ckaHepoB» (scanner). OHO ONTMMU3MPYET ynpaBfieHne
[JaHHbIMW U yrpaBfieHne MOTOKOM AaHHbIX. Ha pucyHke 7 nokasaH npumep MOZEenu, ONuUCbIBatoLLei peanbHbIi
npuéop, B faHHOM criydyae nukdnoymeTp.

25



OCT P 57710—2017

PucyHok 6 — Mojaens npeaMeTHol 06/1acTi NepcoHabHOM0 MeAMLMHCKOTO npuéopa

PucyHok 7 — WHdopmaumoHHas mMogenb npefMeTHol 061acT peasibHOro npubopa, NpoussBefeHHas OT CTaHJapToB
NNOP 11073 MMM n B3siTaa 3 cTaHAapTa cneynanmsauyumn yctpoiicte MNP 11073-10421 (nukdnoymeTp)

Mcnonb3ys nHopmaynoHHble mogenu, ctaHgaptel MMOP 11073 MMM npefocTaBnsaoT onucaHnsa Koau
poBaHuA N nepegayvnm gaHHbiXx. ITO noapobHO onncaHo B B.2. Ha pucyHke B.1, B3atom us NCO/NMNIP1KO73
10407:2010(E) [B44], noka3aHa guarpamma nocnefoBaTeslbHOCTU.
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4.2.2 Tpumep peanusayunmn

Ha pucyHke 8 nokasaH 3k3eMnnsp YMCNOBOro ob6bekTa, cneundmnyHoro AnA KOHKpPeTHOro npmbopa, a
UMeHHO AN BecoB. OH COOTBETCTBYET CMeAYLWNM KPUTEPUAM:

- pns co3paHus ob6bekta Weight (Bec) co3pgaeTca aksemnnsap knacca Numeric (4ncnosoid);

- MHOrMe aTpubyTbl aToro obvekta (Handle, Type u 1.4.) HacnegywTca OT knacca Metric (meTpuka);

- BCce obsA3aTenbHble aTpubyThl BKAtoYeHbl (Handle, Type, Metric-Spec-Small);

- 06BEKT COOTBETCTBYET YCNOBUAM, YKa3aHHbIM B rpade npumedvaHuidi ABYyX YCMOBHbIX aTpubyTos
(Attribute-Value-Map, Simple-Nu-Observed-Value);

- BK/lOYaeT B cebs 0AuH fOMONHUTENbHbIA aTpubyT (Unit-Code);

- HUKakne fgpyrve aTpmbyTbl He BK/OYEHbI.

Weight: Numeric

Handle = 1

Type = MDC_MASS_BODY_ACTUAL
Metric-Spec-Small = 0xD040
Attribute-Value-Map

Simple-Nu-Observed-Value = 175.0
Unit-Code = MDC DIM LB

PucyHok 8 — lMpumep peannsaumn Mogenu npeaMeTHoi obnactu
MonHaa moaenb MOHUTOPA KPOBAHOrO AaB/lIeHNsl CO BCEMU AeTansaMu nokasaHa Ha pucyHke A.l.

4.3 HomeHknartypa

HomeHknaTypa npegoctaBnsieT ctabunibHblli HA60P TEPMUHOB, & TakKKe YMC/IOBbIX KOAOB 3TUX TEPMU-
HoB. OHa cnoco6cTByeT (hOpMUMpPOBaHUIO OBLLErO A3blKa A1 TeX, KTO reHepupyeT AaHHble B gaTtyukax npu-
60pOB, M Tex, KTO B fanbHeilwem obpabaTbiBaeT AaHHble B MeHef)Xepax pe3ynbTatoB U3MEpPeHWin unu B
APYrux MecTax Lenoykm nepegaum gaHHoix. OHa Takxe obneryaet BO3MOXHOCTb NepeHoca Ha MeCTHble KOApbl.
HomeHknaTypa nonHocTblo onpegeneHa B MCO/MNIP 11073-10101:2004(E) [B41].

HomeHnknaTypa onpegenseT 32-6utosble ngeHtudrkatopsl MDC_*, KOTOpble, Kak MoKa3aHO Ha PUCYH-
Ke 9, COCTOAT U3 cnefywoLnx ABYX YacTel:

- Homep 6/10Kka KOAOB B CTaplimx 16 6utax;

- pakTMUeckuii kog TepMuHa B Maagwmx 16 6utax (c nogpasgenamu).

Bnoku KOgoB rpynnupytoT NOX0OXWEe KOAbl TEPMUHOB, HanpuMmep M3nMonornyeckne M3MepeHus, Bennyu-
Hbl, COBbLITUA U YacTu Tena.

YT06bI COKpPATUTL pasmep naketa AaHHbIX, KOJ TEPMUHA MOXET UCMOMb30BaThCA cam no cebe npu onpe-
[JeneHHbIX yCNoBuAX: HoMep 6/10ka KoA0B [O/MKEH ObiTh yXXe n3BecTeH (K mpuMepy, cTaHgapTu3mMpoBaH). Ha-
npumep, KoAbl e4VHUL N3MEepPEeHnsa Bcerga HaxoaaTcs B 6/10ke ¢ KOAOM «Pa3MepHOCTU».

4.3.1 TlMpumepbl

B cnepytouwem npumepe nokasaH 32-6UTOBbIN (4-6aiiTOBbIR) nAeHTUdUKATOP, KlacCuuuMpyLnia
610K KOL4OB (pa3zen) B cTapwmx 16 6utax U TeEPMUH B Maagwmnx 16 6utax:

- MosHbIA ngeHTudurkatop: 0x00 0x02 OxE1l 0x40;

- cTapwue 16 6uToB: 0Xx00 0x02, TO ecTb AecATUYHOEe 3HauyeHwe 2, uaeHTuduumpylouwee 670K KOLOB
MDC_PART_SCADA (gucnetuepckoe ynpaBsieHne n cbop gaHHbIX);

- Mmnagwue 16 6utoB: OXE1l 0x40, TO ecTb AecATUYHOe 3HavyeHne 57664, nageHTuduumpyluee TepMnH
¢ MHemokogoMm MDC_MASS_BODY_ACTUAL (thaktnueckas macca Tena).

4.4 CepsucHasa mogesb

CepBucHasa mMofesNlb OnNucbiBaeT KOHLUENTYaslbHble MEXaHW3Mbl CEPBMCOB O6MeHa AaHHbIMU. DTN CepBu-
Cbl OMEpPUPYIOT COOBLLLEHNAMU, KOTOPbIMM OOMEHNBAIOTCA areHT 1 MeHegxep. DT coobleHns onpefeneHsl B
HoTaumm ACH.1. B HacTosllLeM cTaHAapTe onpejesieHbl cnefyLume CepBuchl:

- cepBuUc accouunauunm:

1) 3anpoc accouunaumn/oTBET Ha 3anpoc accoyuauum;

2) 3anpoc 3aBeplueHns accouunaunn/noATBepxaeHne 3aBeplleHns accounalmm,
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3) npepbiBaHMe accouuaumnu;
- cepBuC AocTyna K 06bekTy:
1) nonyyeHne AaHHbIX;

2) NpuCBOEHWE [aHHbIX;

3) oTyeT 0 cob6bITUK;

4) peicteua (MeToAbl).

KOHTEeKCTHO-He3aBNCHMbIe KoAbl

PucyHok 9 — MCO/MNBP 11073-10101:2004(E) [B41]: cbopka KOHTEKCTHO-HE3ABUCUMbIX KOZOB U3 KoAa 6r1oka
N KOHKPETHbIX TEPMUHOB B 6/10Ke

4.4.1 Cepsuc accouuaumn

CepBuCbl accoumaumm no3BoAT co3gaBaTb W Npekpalarb NorMyeckoe coeguHeHne. Takoe coefvHe-
HVe ycTaHaB/nMBaeTca nosepx hmsnyeckoro kabesbHOro wn 6ecnpoBOAHOIO COeAMHEHWUS U UCMONb3yeTcs
ONa nepefayn KOMaHAHbIX COOOLLEHWIA, CBA3AHHBIX C YNpaB/ieHeM COoefuHEHNEM.

B uncno cepsucoB accoumaLmn BXOAAT:

- 3anpoc accounaumm (aarq);

1) areHT uHMUUMpyeT accoumnaunio ¢ MEHELXEPOM;

- OTBET Ha 3anpoc accoyunauyun (aare);

2) MeHe[xep OTBeYaeT Ha 3anpoc accouuauuu,

- 3anpoc 3aBepleHns accounaumm (rlrg);

3) areHT WM MeHekep 3aBepluaeT accoumnaumio (ceaHc);

- nogTBEpPXAeHWe 3aBeplueHusa accoumnauun (rire);

4) oTBET acCOLMMPOBaHHOWN CTOPOHBI;

- npepbiBaHMe accounaummn (abrt);

5) areHT win MeHemkep NpepbiBalOT accoumaumio (06bIYHO B CBA3W C OTKA30M).

4.4.2 CepBuc goctyna Kk 06bekTy

CepBuCbl AOCTyna K 06bekTam MUCNonb3ylTcsa Ana NosyvyeHusa AocTyna K aTpubyTaMm B MHGOPMAaLMOH-
HbIX 06bEKTax, OnpeAeNieHHbIX B MOAENN NPeAMeTHON o6nacTu. B uncno cepencoB gocTyna BXoasT:

- cepeuc GET (mony4yeHune p[aHHbIX) WCMONb3YeTCs MEHeKEepPOM AN MOJlyYeHus 3HauveHuin MDS-
06BEKTOB areHTa 1 atpubytoB PM-xpaHunuuia;

28



roCT P 57710—2017

- cepBuc SET (npucBoeHne AaHHbIX) UCMONb3YETCH MEHEAXEPOM ANA YCTAHOBKU 3HAYEHUI aTtpubyToB
obbekTa areHTa;

- cepeuc EVENT REPORT (oTyeT 0 COObITUM) UCMONb3YETCs areHTOM AN OTNPABKU MEHEeIKepy 0OHOB-
NEHWN KOHMUrypaumm n pesyrnbratoB M3MEepeHUN;

- cepuc ACTION (genicTBue): ucnonb3yerca MeEHeIKEePOM ANA Bbi30Ba A4EACTBUI (MM METOAO0B), NOA-
aepxuaemblx areHTom. MNpumepom cnyxut gencrsue MDS-Data-Request, ucnonsayemoe ansa sanpoca y
areHTa U3MepeHHbIX AaHHbIX.

[ns 6230BbIX TPAH3aKLMI U3MEPEHUIT AOCTAaTOYHO UCTIONbL30BAHUA CEPBIUCA OTYETA O COOLITUM (T.€. 3Ha-
YyeHusi, reHepupyemeble MM, MoryT nepegasaTbCa MEHELKEPY C MOMOLLBIO 3TOr0 CepBuca). ATOT CEPBUC AB-
NSETCA O4HOW U3 OCHOBONONAararWmx MYHKUMIA, onpeaenerHHbiX B ctaHgaptax MM3P 11073 MNMIM. MNosromy
B 4.4.3 GyayT npeacTaBneHbl XapakTepUCTUKU CepBUCa OTYETa O COBLITUM.

4.4.3 CepBuC OTUYETA O COObLITUU: Nepeaaya pesynbLTaToB U3MEPEHUN

CepBuc oT4eTa 0 COObITUM ABNAETCH OCHOBHbLIM MEXAHU3MOM, G MOMOLLLIO KOTOPOTO areHT MOXET CO-
obLaTe pe3ynsTathl UAMEPEHUI U AaHHble KoHpurypauuu. OtyeTbl 0 coBbiTumn B MM ABNSIOTCA CBONCTBOM
MDS u 06bekToB ckaHepa. OTnpaBuTenb OTYETa O COOLITUM UMEET BO3MOXHOCTb 3aMpPOCUThL OT nony4arens
HeobsA3aTeNnLHOE NOATBEPXKAEHUE. DTN KOHKPETHbIE OTHETBI O COBLITUM MOTYT UMETb Pa3HOO6pasHylo cop-
MY W CBOWCTBA B COOTBETCTBUM C ONpeAeneHusamMun, NnpuBeaeHHbIMU B nogpasgenax 7.4.2—7.4.7 cranpapra
NUCO/MNIP 11073-20601:2010(E) [B48].

CepBUC OTHETOB 0 COOLITUM KOHPMTYPUPOBAHMS MO3BONAET NepeaaTb MHMOPMAaLUIO O KOHKPETHOMN KOH-
durypaummn npubopa areHTa u Bcex 0OBLEKTOB areHTta (T.e. areHT coobLiaeT MeHemxepy TMn uHdopmMauum,
KoTopasi 6yaet oTnpaBneHa no3xe, U B kKakoM chopmaTe oHa Oyaer nepegaHa). B TeueHue ogHov accoumauum
KOHMrypauus areHTa siBnseTcs pukcnpoBaHHoi. OTYETbl 0 COBLITUM KOHUIYPUPOBaAHUA coaepXaT cneay-
OLLYI0 MHAOPMALUIO:

- ONUCAaHNE KOHKPETHOWM KOHUIypaLuu,

- ONUCaHne BCEX OOBLEKTOB areHTa;

- 3HAYEHWSA HE YaCTO MEHAIOLLMXCH aTpUOyTOB;

- HeobA3aTenbHOe onucaHne PUKCUPOBAHHOIO U rPYNNMpyemMoro hopmara coobLLEHUI;

- MOATBEPHKAEHNE/OTKIIOHEHNE MEHEMKEPOM B 3aBUCUMOCTU OT CNOCOBHOCTU NPEAOCTaBUTb NOAAEPKKY.

OT4eTbl 0 COBLITUSAX MBMEHEHUS AAHHBIX UCMIONb3YIOTCA ANs NepeAayn MeHeKepy AaHHbIX, U3MEPEH-
HblX areHToM. B cneayiowmx Tpex ab3auax npeacTaBneHbl PasnuMuHbIE XapakTePUCTUKU, KOTOPLIMU MOXET
obnaaartb OTYET 0 COOLITUM M3MEHEHUA IAHHbIX.

O6MeH AaHHBIMU MOXET ObITb UHULIMMPOBAH areHTOM UINU MeHepkepoM. B nepBoM cnyvae areHT pe-
LIAET, B Kakol MOMEHT BPEMEHU OH OyaeT nepeaaBaTb [aHHble MeHemkepy. Bo BTOpoM cnyvae meHemkep
nepepaer areHTy TpeboBaHne HavaTb UM OCTAHOBUTbL OTNPABKY M3MEPEHHBIX AAHHbIX.

MN3mepeHHble AaHHbIe MOXHO nepeaaBarb G MOMOLLLIO OTYETOB O COOLITUM, MCNONb3YA OAUH U3 Tpex
TMNOoB hopmara: NnepeMeHHbIN, PUKCUPOBAHHDIN UMK IPyNNupyeMbii. CpaBHEHUE 3TUX pasHbix OpMaToB Mo-
KasaHo Ha pucyHke 10. Ux otnuume B TOM, kakast metamHopMaLus nepenaeTca Ansa NPocToro U3MepPEHHOro
3HavyeHuns. K npumepy, npu nepemeHHoM chopmare kaxabii pa3 byaer nepeaaBaTbCsi COOTBETCTBYIOLLMNA Ae-
ckpuntop obbekta (handle), a Takke ngeHtTudukarop arpubyta, B T0 Bpems Kak npu oukcupoBaHHoMm chopma-
Te nepenaeTcs TonNbKO aAeckpuntop oowekTa. Mpu rpynnupyemom chopMare nepeaaloTcs TONbKO MU3MEPEHHbIE
3HAYEHNA 04€Hb KOMNAKTHBLIM CMOCOBOM.

OT4eT 0 COOLITUM MOXKET UCTONb30BaTb MHOTOMONb30BATENbLCKYIO BO3MOXHOCTb, €CNU NPeANnonaraercs,
41O 0AMH U TOT Xe MMM GyaeT ucnonbL30BaTbCs HECKONBbKUMU MoAbMU. Mpu UCNONBb30BaHUKN ITON BO3MOMK-
Hoctu MMM pgomkeH npeanaratb NONbL30BaTENsIM BO3MOXHOCTbL uaeHTuchuumposatb cebsa. Bo Bcex apyrux
CNy4asx areHT MOXET UCMNOMb30BaTb OJHOMOMNbL30BATENLCKUIA OTUET.

4.5 KoMMyHUKauMOHHAA Moaerb

4.5.1 O6Gwmne KOMMYHUKALMOHHBbIE XapPaKTEePUCTUKH

KoMMyHUKaUMOHHasa mMoaenb ONMUCLIBAET XapaKTEPUCTUKM KOMMYHUKALMA, MaLUMHY nepexoaa CoCTos-
HWUI COEANHEHNI N AONYCTUMbIE B3aMMOAEWCTBUA areHTa u MeHepKepa B KaxaoM coctosiHumn. KoMmyHukaum-
OHHaA MoAenb ONUCLIBAET, KAK CEPBUCHI, YNIOMSIHYTHIE B 4.4, NPUMEHSAIOTCA pa3nu4YHbIMKU npoueaypamun. OHa
TalKe ONUCLIBAET, Kak COOBLLEHUS!, COOTBETCTBYIOLLIME KaXA0MY CEPBUCY, KOAUPYIOTCA B IBOUYHBINA chopmaT U
AeKOAUPYIOTCA U3 ABOUYHOrO chopMara npu nepeaade no TPaHCMOPTHbIM KaHanam.

CoeanHeHnn OCYLLECTBIISIOTCSA MO MPUHLMITY «TOYKa — TOYKA», W, KaK MPaBWIIO, areHT B3auMoaencTByeT
C 0AHUM MeHeakepoM. MeHemkep MOXeET B3auMOAENCTBOBATb C HECKONMbKUMKU areHTamu. bnok APDU aon-
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XeH obpabaTbiBaTbCs aBTOMaTuyecku. 5ok APDU MoryT paséuBatbCsi Ha CEIMEHTbI 1 MOBTOPHO co6upaTh-
cs. MakcumasbHblii pasmep 6n1oka APDU (ecnv B cneuvanmsauyun npuéopa OH He COKpalleH) COoCTaBnsieT
63K npv oTnpaBke mMeHeakepy 1 8K npu oTnpaske areHTy. MpegnonaraioTcs cneayiolime Ase pasHble rpynnbi
XapakTepuCcTMK KOMMYHUKaLWIA:

- HafieXHble: UCMOosb3YTCs ANa Npoueayp accoumauum 1 NoATBEPXAAEMbIX KOMMYHVKALMIA;

- «MaKCUMasIbHO XOpoLLMe»/copacbiBaeMble: He 0653aTENIbHO UCMOMb3YHTCA AN HEMOATBEPXAAEMbIX
KOMMYHUKaLUii, HO He ANA NpoLeayp accouuauuy u noATBEPXAAaeMblX KOMMYHUKALWIA.

MepeMeHHbIi hopmar ®urKCcMpoBaHHbIi hopmar PacnpenenexHblili hopmat
r n
Jeckpuntop o6bekTa 1 [Jeckpuntop o6bekTa 1
o Atpubyta 1 1
Onvna 1.1
3HauveHve _1_1 3HaveHve_1_1 3HaueHne 1 1
na Atpubyta 1_2
Onvua 1 2
3HaveHne_1_2 3HayeHve_1_2 3HaueHve 1 2
na Atpubyta 1_3
Onvua 1.3
3HauveHne_1 3 3HayeHne_1_3 3HayeHne_1_3
JeckpunTtop ob6bekTa 2 Jeckpuntop ob6bekTa 2
A Atpubyta 2 1
OnvHa 2 1
3HaveHne_2_1 3HaveHne 2 1 3HaveHve 2 1
Jeckpuntop o6bekTa n [Jeckpuntop ob6bekTa n
na Atpubyta n_1
Onvna n 1
3HaveHne_n_1 3HaveHve_n_1 3HauveHve_n_1
na Atpubyta n_2
AnvHa n 2
3HaveHune_n_2 3HayeHve n 2 y 3HaveHne n 2

PucyHok 10 — CpaBHeHue pasHbIX (hOpMaToB OTYETOB 06 W3MEPEHHbIX faHHbIX

4.5.2 XapakTepuUCcTUKN HaZeXHbIX KOMMYHUKaL N

Bnokn APDU focTaBnsoTCs B Nopsgke oTnpaBky, 6e3 obHapyxumBaeMbix ownbok, 6e3 aybnmposaHus m
notepu. Bo3amoxHbl 3agepxkn nepegaun 6510koB APDU, cBA3aHHbIE C MOBTOPHbIMK MOMbITKaMyu. KOMMyHMKa-
LIMOHHBIA YPOBEHb JO/MKEH PErncTpMpoBaTb HauyaToe coefguHeHne 1 coobwatb 0 pasbeanHeHnn. OH AOKeH
TaKxe permcTpvpoBaTb OTka3 B oTrnpaske 610ka APDU, a ynpaBnieHne noTOKOM AO/MKHO NOAAEPXKMBATLCA AN
nonHoro 6noka APDU.

4.5.3 XapakTepuUCTUKN KOMMYHUKaLUA «MakCMMaabHO XopoLlune»

OTtnpaska 610koB APDU MOXeT 6bITb 3afepxaHa, 6710k MOryT AOCTaBAATbCA C HapyLleHWeM nopsigka
nnu gyénuposaHveM. Ha npuknagHom yposHe 610km APDU f0/mKHbI UMETb NOcnefoBaTesibHY Hymepauuto.
OHM MOryT nocTynatb CO CKOPOCTbIO, NPMBOAALLENA K NepenosiHeHuo 6ydepa.
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4.5.4 Mpumep: nepegaya 3Ha4Ye€HUM KPOBAHOIO AaBJIEHUS

B npumepe onucaHo, Kak MOHUTOP KPOBSHOrO AaBMeHWUsi, peanusylolui cneuyuanusauuio npubopa,
onucaxHyto B UCO/MNISP 11073-10407:2010(E) [B44], nepenaer MeHemkepy pesynsrarbl U3BMEpPEeHUn Kpo-
BAHOTO JaBreHus.

Korga mMOHUTOP KPOBSAAHOTO AaBneHus (npeacraensowmi cobol peanusauuio areHTa) 3aBepLuaeT Bbl-
NONMHEHNe U3MEepPEHUii U YCTaHABNMBAET (PU3NUECKOE COeAMHEHUE C YCTPONCTBOM MEHEKEPA, areHT MOXET
nepeaarb M3MEpPEHHbIe 3HayeHus. [na 9TOro OH AOIPKEH MHULUMMPOBATbL MPOLEAYPY accouuaLuu, B KOTO-
poii o6e CTOPOHbI KOMMYHMKALMIA COrMaLualoTca UCNONb3oBaTh OGLMIA NPOTOKON AAHHLIX M 00U HAOOp
onepauMoHHbIX napameTpoB. [Npoueaypa HaUMHAETCA ¢ 3anpoca accouuauuu, OTNPaBnSemMOro areHToM.
CoobLyeHne 3anpoca accouualmu COAEPXUT, HanpuMep, uaeHTudukaumio areHTa, UHopMaumio o yHk-
unsix, obecnevnBaeMblX areHTOM, UCMOMNb3yeMble MpaBuna KOAMPOBaHUA U AeKoAUPOBaHUS COOOLLEeHUn, a
TaKke Tekywylo KoHdurypaumio areHta (dev-config-id). Korga MeHegxep nony4aert sanpoc accouuauuu, 1o
OH CPaBHMBAET MONYYEHHbIE B HEM MApameTpbl CO CBOMMU U PELLAET, ABMAETCA NI areHT COBMECTUMbIM C
HUM. C nomoLblo naeHTudukaropa dev-config-id meHepkep onpeaenut, U3BECTHA NK eMy 3Ta KOHMurypa-
umns (T1.e. NOMMET N OH CTPYKTYPY U coAepaHue nocneaylowmx 0TYETOB AaHHbLIX). [nA nepsbixX 3anpocoB
accoumaumii MeHegkep B 60NMbLUMHCTBE CniyyaeB He GyaeT 3HaTh KOHUrypaumio npubopa areHTa u noaTomy
B OTBETE HAa 3anpoC accouuaLmmn COODLLUMT areHTy, 4TOo 3anpoc accounauun MoxeT ObiTb YAOBMETBOPEH, HO
Heo6xo4MMO NonyyYnTb NapameTpbl kKoHdUrypaummn areHta. Mocne oTnpaBku OTBETA Ha 3anpoc accouuaLum
MEHEeAXEP UHULMUPYET npoueaypy KoHdurypauun. PaBHbiM 06pa3oM areHT no nosy4eHnn aToro OTBETa TOXe
MHULMUPYET npoueaypy KoHdurypaumum, 4tTobbl nepeaaTe MeEHeMKEPY UHOpMaLMIO O CBOEW KOHUrypaumu.
AreHT BbINOSHAET Npoueaypy KOHUrypaumm, ucnonb3ysa NOATBEPKAaEMOe COobLLEeHne oT4yeTa 0 cobbITuu, B
KOTOPOM OH COOBLLAeT MeHemKepy NepeyeHb peanu3oBaHHbIX 0GLEKTOB areHTa (Hanpumep, YUCNOBOW 00b-
€KT ANs CYMTbIBAHUI 3HAYEHUSA NYNbCa), X cTaTudeckue aTtpubyThbl (HaNpUMep, nAEHTUUKATOP eAUHNL, 3-
MEepeHUs/pasMepHOCTH), a TaKke opraHusauuio Gyaywmx coobLleHni AaHHbIX (HanpUMep, OTYETbl O CObbI-
TUAX B PUKCMpPOBAHHOM chopMaTe). Ecnu meHepxep NpUHMMAET KOHGUrypaumio, TO OH BO3BPALUAET areHTy
coobuweHune accepted-config (npuHsTas koHdurypauus), a 3atem o6a yCTponcTea nepenayT B COCTOSIHME B3a-
UMoaencTeusA. Ons UHULMUPOBAHHON areHTOM nepeaavn U3MEpPEHHbIX AaHHLIX OH UCNOMNbL3YET CePBUC OTHETA
0 CcoBbITUM, B KOTOPOM MOHUTOP KPOBAHOMO AABMEHUA MOXET Nepecnartb MeHeaXepy NoKa3aHus KPOBSAHOIO
JaeneHusa u nyneca. Korga areHT nepegact BCIO NpefHasHavyeHHylo MHgopMauumio, OH BbI3OBET npoueay-
py Auccoumaumm u oTNpaBUT MEHEZXKEPY 3anpoc O 3aBepLUeHun accouuauuun. B oTBeT meHekep oTnpasut
noaTBepXKAeHue 3aBepLueHuUs accoumauumn, n oba npubopa nepeiayT B HEACCOLMUPOBAHHOE COCTOSIHME.
B 3aBucumocTu oT TUNa hU3MYECKUX CPeACTB Nepeaayn AaHHbIX U cnocoba ux UCNnonb3oBaHUs MOXET ObiTb
obecneyeHo Heobsi3aTeNbHOE COXpPaHeHUe (hU3MYeCKoro COeIMHEHUS.

B nogpasagene B.2 npuBeaeHbl nogpobHOe onucaHue m guarpaMmMa nocrnefoBaTenibHOCTU ONMUCAHHBIX
BblLLE KOMMYHUKaLUA.

4.5.5 Cpepna nepegaumn

4.5.5.1 O6wue nonoxeHus

KoMMYHUKaUUOHHbIE TEXHOMOIMMK, UCNOMb3yeMble ANA nepeaaqn gaHHbIX 6Mopu3nIeckux usmMepeHni,
[ensaTcs Ha aBe GonbLume rpynnbl: NPoBoAHbIe U BecnpoBoaHble. Kpome Toro, oHU NoapasaensioTcst Ha pas-
Hbl€ FPYMMbl B 3aBUCUMOCTHU OT paauyca aencteus. KoMmyHukaummn GnumxHero paguyca eicTBus, Kak npaBu-
no, ucnonb3yloT kabenbHyto Maructparns, 6ecnposogHyio MNBC, 6ecnposoaHyto MNBC/JIBC, paano4acToTHYIO
naentudukauuo (RFID) n aHanornyHele kaHansl. KOMMyHUKauumM ganbHero paguyca AencrBust UCNONb3yoT
NpoTOKON ynpaeneHus nepeaayen/mexceresoi npotokon TCP/IP nosepx JIBC unu COTOBbLIX TEXHOMOTMIA.

B HacTOSILLEM CTaHaapTe nepedncrieHbl TONbKO HEKOTOpPbIE U3 STUX TexHomorui. Bonee noagpobHoe 06-
CY)XOEHME CM. B PYKOBOACTBE MO UCNOMbL30BaHWIO BECNPOBOAHON paguodacTotHon TexHonorum (MNSP Std
11073-00101TM-2008 [B26]. PykoBOoACTBO N0 apXxuTEKType, onybnmkosaHHoe opraHusauueri Continua Health
Alliance, pucyeT MOMHYI0 KapTuHY cpeabl coeauHeHuii, ot MMM, B3anmMoaencTByOWMX C MEHeMKepaMmn pe-
3ynbLTaToB U3MEpPEeHUit, 40 TenemMeaMUUHCKUX LEHTPOB U cuctem BegeHuss SMK, ocHOBaHHbIX Ha cTaHaapTax
N3P 11073 MMM n apyrux cneumdukaumsax.

4.5.5.2 becnposogHas MNBC

Muorue MM, AoCcTynHbIE Ha pbIHKE, UCMONb3YIOT 6eCnpPOBOAHYID PAaANOYACTOTHYIO Nnepeaayvy AaHHbIX
no 6ecnposogHoii MBC, LWMPOKO pacnpoCTpaHEHHOW Ha HOYTBYKax U MHOrMX MOBUIbHLIX TenedoHax. bec-
nposogHas MBC 06bI4HO Ucnonb3yeTcsa Ans nepeaadn MobunsHOMy TenedoHy pe3ynsTaToB U3MepeHuit, no-
nyYeHHbIX Ha MOBWUNBHOM nNpubope, Ha KOPOTKOW AWCTaHumu. 3ateM MOOUMbHLIN TenedoH nepeaaer aTu
pesynbTaThl ANA AanbHenwer 06paboTku No coeanHeHuto 6onbLLOrO paguyca Aencreus (Hanpumep, no dec-
nposogHon 'BC).
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Ans nepegayn mMeauUMHCKUX AaHHbIX AOCTYMNHbI Npodunu, Nno3sonswWwue nepegasartb AaHHbIe B CO-
oreetctBun ¢ UICO/MNIP 11073-20601:2010(E) [B48] n MM3P Std 11073-20601aTM-2010 [B36], Bkntovas
Mepbl 3aWwuThl (ayTeHTUUKaUMIo U WndposaHue).

4.5.5.3 KabenbHas marnctpans MNBC

KabenbHasa maructpans MNBC ABNAETCS 04eHb pacnpoCTpaHeHHbIM Cnoco60M NPOBOAHOMO COeAMHEHUS
GbITOBOI SMEKTPOHUKM C HOYTOYKaMM U HACTOSNbHLIMU KOMMbIOTEPaAMU, a TaKkkKe B3aUMOAENCTBUS CO MHOTMMU
MoBunbHbIMKU Npubopamu (06LIMHO OrpaHUUMBaACL UX 3apPAAKOIA).

KaGenbHaa maructpanb 06bI4HO NPeaoCTaBnseT yCTPOMCTBAM JMEKTPUYECKOE NMUTAHUE, YTO ABMSAET-
¢ GonblWMM NPEUMYLLECTBOM NO CPaBHEHMIO C BecnpoBOAHbIMKU TexHonorusmu. KabensHas maructpanb
ucnonbayetrcs B MMM, ans KOTOPbIX NPOBOAHOE coeauMHeEHUe Gonee npurogHo, YyeMm BecnpoBogHas nepe-
Jaya AaHHbIX (N0 TEXHUYECKUM MpuYMHam unu Ana yaobctea UCMNonb3oBaHus). CyLIECTBYIOT NPOTOKOMbI,
JOCTyMHble Ans kabGenbHblX Maructpanen MNMBC 1 nossonaLwme UM nepeaaBatb AaHHbIE B COOTBETCTBUU C
NCO/MNIP 11073-20601:2010(E) [B48] n MM3P Std 11073-20601aTM-2010 [B36].

4.5.5.4 BecnpoBogHble cetu MNBC/NBC

BecnpoBoaHbie nepeaayvun gaHHbix no cetam MNBC/NIBC (wP/LAN) Becbma nonynsipHbl ANs COEAMHEHUA
C HeGOMbLUUMM, NETKUMKU JaTYUKAMU, UMEIOLUMMMN HU3KOE NoTpebneHne aHeprumn u 6atapeHoe nuTaHue, Ha
KOPOTKUX AUCTaHUMAX, B Npeaenax KoMHaThl unu 3aanus. CyLiecTBytoT npubopsl, KOTOpbIe MOTYT paboTtaTb
mMecsAuaMu u rogamu 6e3 3aMeHbl Gatapen. ITW CeTU MOTYT TakXke MCNOMb30BaTbCA ANA COEAMHEHUS He-
CKOIbKMX OAaTYMKOB B «0ONako», B KOTOPOM OfHA CTaHUMSI CMYXWT PETPAHCNATOPOM ANsl APYrUX CTaHUMUMA,
HaxoAALWMXCH CNULLKOM Aaneko Apyr OT Apyra, 4toObl UMETb NPsiMOe coeauHeHmne. CyLLEeCTBYIOT NMPOTOKOSbI
BGecnpoBoAHON Nepeagayn aaHHbIx No cetam MBC/JIBC, no3sonsaowme nepeaaBarb AaHHbIe B COOTBETCTBUU C
NCO/MNIP 11073-20601:2010(E) [B48] u MM3P Std 11073-20601aTM-2010 [B36].

B HekoTopbix ceTax MBC/NBC npeaocTaBnaioTcs Takke CEPBUCHI 0€30MaCHOCTU U HAAEXHOTO MOHUTO-
puHra, HeoGXoAMMbIE MPU OKA3AHWN HEKPUTUHHOW MEAMLMHCKOM NOMOLLM, NPEOCTaBNAEMON HE NMPU OCTPbIX
COCTOSIHUSIX, @ NPU BEEHUN XPOHUYECKUX 3aboneBaHuii 1 OAUHOKOTO CTapeHus], a Takke Ans Lenei obwero
03gopoBneHus, bnarononyuua u outHeca. Cetn MNBC/JIBC MOryT uCnonb30BaTbCA Kak HA AOMY, Tak U Meau-
LUMHCKMMK creuuanuctaMmm, HanpuMep spadaMu U MeauLMHCKUMU CECTPaMMU.

4.5.5.5 lMpotokonel TCP/UDP/IP B cetax MBC/NBC

Mpotokonbl TCP/IP B npoBoAHbIX JIBC 06bIMHO MCMONBL3YIOTCH ANna 6onee KpynHbIX MEAULMHCKUX NpK-
6opos, AnsA NpubopoB, MCMOSb3YEMbIX B CMIOPTE U (DUTHECE, a TAKKE ANS CUCTEM AATYMKOB, UCMOTb3YEMbIX
ONA KOHTPOSS OKPY>KaloLein cpeabl B XXUINbIX 3aaHuaX. 6ecnpoBoAHON BapuaHT UCMNOMb3yeT O4EHb MOXOXUE
NPOTOKOMbI M 4aCTO UCMONb3YyeTCA B Brn3Kknx coeAUHEHUSIX C NPOBOAHbLIMKM JIBC, BO MHOTMX Criyyasix laXe 3a
npegenamu 3aaHuin. Bctpansanue uHtepdeiica JIBC, B oco6eHHocTu 6ecnpoBogHoro, B HeGonbLuoi MMM,
nuTatowmics ot batapei, CyLUeCTBEHHO OrpaHUUMBAET BpeMS paboTbl B CBA3M CO 3HAUMTENbHLIM NoTpebne-
HWEM BHEeprum sTumMKU UHTEpdeicamu.

Mpotokonel TCP/IP 06bIMHO MCNONb3YIOTCS B NPUIOXEHMUSIX, KOTOPbIM TpebyeTcsl CkOpoCTHasi nepesaya
6onbmx 06bEMOB AaHHBIX. VX npenmyLiecTBamMu SIBNSIOTCSI BO3MOXHOCTU KOMMYHUKaLMKU Ha BonbLume pac-
CTOSIHWUSA U LUMPOKO pacrpoCTpaHeHHbIe CUCTEMBI 3aLLUTbI NepeaBaeMblX AaHHbIX (Hanpumep, WPA n WPA2).

Mpotokon nonb3oBarenbckux aentarpamm (User Datagram Protocol, UDP) npenocraBnsier npuknaa-
HbIM NporpamMMam BO3MOXHOCTb OTNPABAATL COOOLLEHUS APYIMM NPOrpaMMam ¢ MUHUMAIbHLIMU MPOTOKOSb-
HbIMK n3aep>xkamun. OH He TpebyeT opraHm3auumu coeuHeHuii (OCHOBaH Ha nepeaaye NakeToB), He rapaHTu-
pyeT 4OCTaBKY 1 3aLuTy oT Ay6nuposanus?.

4.5.5.6 RFID

Mpotokon RFID (MCO/M3K 1444319)) 06b1uHO ucnonbayeTcs Ans uenei uaeHTudukaumu. Hanpumep,
naumeHTbl, Haxoasawmecs B 6onbHULAX AHAMU U HeaensMu, HocaTt 6pacnetbl RFID ana o6ecneyenus ux ner-
KO 1 yooBHON naeHTuduKkauum u onpeaeneHnuss MeCTOHaAXOKAEHUS.

5 Wcnonb3oBaHue ctaHaaproB UMOP 11073 MMM B npouecce pa3padoTku

5.1 Mpumep peanusauun. BeeaeHue, pykoBoacTeo no ucnons3osaiuo MICO/MNUIP 11073-
20601:2010(E) [B48] u MUIP Std 11073-20601aTM-2010 [B36]

B naHHOM pasgene oyepyeH BO3MOXHbLINM npouecc peanusauuu cuctemol MMM, OCHOBHOE BHUMaHUe
YAEnseTca METoAAM, rapaHTUpyoWmumM obecnedeHune nHTeponepabenbHOCTU COGPaHHbIX AaHHbIX «U3 KOHLA B

9 [lonorHuTenbHyto MHdbopMaLuio oM. Mo agpecy: hitp://tools.ietf.org/html/rfc768.
10 NaHHbIit OOKYMEHT JocTyneH no agpecy: www.rfid.org.
32


https://meganorm.ru/Index2/1/4293802/4293802586.htm
https://meganorm.ru/Index2/1/4293802/4293802586.htm

roCT P 57710—2017

KOHeLy, NpeaycMOTpeHHbIM cepuen ctanaapros MM3P 11073 MMIM. Hekoropsle U3 LWaroB npouecca 3arparu-
BaIOT TONbKO peanu3auuio NporpaMMHOro obecneveHus, B To BpeMA Kak 60NnbLUIMHCTBO pa3aenoB NOCBALLEHO
obLen apxuTekType CUCTEMbI, HE3aBMCUMON OT NPOrpaMMHOro o6ecneveHnst Unu annaparHbiX CPeACTB.

Mpouecc HAUMHAETCA C OLEHKN HYX notpebutenein U 3akaHYMBAETCH YCNELUHO (PYHKLIMOHUPYIOLLEH,
pasBepHyTOi ¢huHanbHOI cuctemon. KoHeuHo, TexHudeckoe oBecnyxuBaHue, a Takke MHorue Gonblune u
Marnbie ynyyLieHUs NpoAOSMKAIOTCA B TEYEHWe ANUTENbHOro nepuoaa nocne yCcnewHoro BeoAa B aKCnnya-
Taumio. ObLas nocnefoBaTeNbHOCTL LLATOB paspaboTku, NpUBEAEHHAn B HACTOsILUEM pasaene, B3ATa u3
MO3K 62304-2006 [B24]. Kpome 3T0Oro AoKkyMeHTa paspabotuuku moryt obparutecst k UCO 13485-2009 [B38].
Mo xoay U3noXxeHust npuMepa ynoMUHaIOTC U APYrue UCTOMHUKMN.

Cepus ctaHgapToB 11073 00bIMHO MCMONB3YETCA HA LWarax, OTHOCALLMXCS K « MHKEHEPHOW» YacTu pabo-
Tbl (NPOEKTUPOBAHUE apPXUTEKTYPbI, TEXHUYECKOE NPOEKTUPOBaHWE n peanu3auus). Ha apyrux warax, B 60nb-
LLEl CTENEHN OPMEHTUPOBAHHbBIX HA KCTPATETUIO Pa3BUTUAY W «KYNpaBneHney (HanpuMep, NNaHupoBaHue pas-
BUTUS1 U aHanNuU3 pUckos), oyHaameHTanbHas uaen craHgapros MMIP 11073 MMM, koHeYHO e, aBnaeTca
NONe3HOW Aaxke ANA yNpasnAoOWMUX U NUL, NPUHUMAIOLLMX pelueHns. B peanbHbIX npoekTtax B AONONHEHNE
K cepun ctaHagaptos 11073 paccmarpuBaloTca MHOTUE APYrMe UCTOYHUKW, HanpuMep OXBaTbiBalOLUE acnek-
Tbl 6e3onacHocTU U kayecTsa npouecca. CoaepxaHue AaHHOTO pasgena B OCHOBHOM MOCBALLEHO BKNagy
cTaHaapToB B npouecc paspabotkn. OHO HE NpeTeHAYyeT Ha MOMTHOTY ONUCAHWSA BCeX HeOoOXOAUMBIX LLaroB
peanusauun.

5.2 AHanus Hyxna noTpedéutensi, 3HaHUA NO UCNOSIb3oBaHUKO cTangapros MMIP 11073 MMM

B npouecce peanusauuu cneayeT yuuTbiBaTb HyXabl notpebutens. Monb3oBarenu MOryT Kak ABAATb-
CA, TaK U He ABMATLCA NOTPEOGUTENAMM: B YCNOBUAX CTaLMOHAPHOIO nieveHns notpeburenem cuctemol Gyaet
ABNATLCA GonbHMua. MeguunHckue cneuuanucTbl, aaMUHUCTPATUBHBIA NEPCOHan U camu NauueHTbl MOryT
MMETb Ponn nonb3oBarenen. B apyrmx ycnosusx nonb3osartenu ABAAIOTCA Takke U noTpebutensamm, Hanpu-
Mep Korga oHu npuobpertaiot npubop Ana duTHeCa ¢ Lenbio MCNoNb30BaHKUA ero B TpeHnpoBkax. B dase ana-
nn3a AOMKHbI YYUTLIBATLCA Kak TOYKA 3pEeHUA NONb3OBAaTENs, Tak U MHOTME Apyrue acnexTbl. Moaromy 3aech
UCMONMb3YeTCA TEPMUH KHYXAbI NOTpEdUTENs».

B naHHoM npumMepe 06CY»OaeTcss BapuaHT ucnonb3oBaHusi ctanaapros MMOP 11073 MM ana pea-
OunuTayum, Korga B LEMOM 300POBbIE NMLA HYXKZAKTCAa B MEAMLMHCKOW Nogaepke B npouecce peabunura-
UMK nocne XMpyprudeckoin onepauyun. B Hero BknoveHb! LIEHTPanu3oBaHHbIA (OUTHEC-LIEHTP, UCMONb3YyeMblii
naymeHTamm ans TpeHupoBok, u MMM, koTopblie nonb3oBartenb/NauueHT UCnosnb3yetr Ha Aomy. CobpaHHble
AaHHble A0MKHbI BbITh AOCTYNHBI NOMb30BaTENO/NALMEHTY U MEAULIMHCKUM CrieuMannctaM, KOHTPOnupyo-
MM npouecc peabunutauuu. Hapsay ¢ nonb3oBaTensmu/naumeHTaMu B NPOLIECCE YYacTBYIOT NepPCOoHan u
TpeHepbl PUTHEC-LIEHTPA, MEAMLMHCKME CNEeLUUanucTbl 1 nuua, 0becrneynBaoLuMe TEXHUYECKYIO NOAAEPKKY.

Bce aTu nogn HOCAT BaXKHYIO ANsi peanu3auun MHAOPMaLMO U NOSTOMY AOMKHbI ObiTh HAANEXaLMM
06pa3om BKINOYEHbI B NpoLece paspaboTku. Peanu3auus ycnelHa ToNbKO B TOM Criy4ae, ecnu yaoBrneTBopst-
€T HyXabl NoTpedutenei.

Mpu onpeneneHumn Hyxg notpebutenen ctangaptol MM3P 11073 MMIM nonesHbl Kak UCTOYHMKN 3HAHWA,
KOTOPbIE MOTYT MCMONbL30BATLCA NPU cocTaBneHun Tpebosanuin. Hanpumep, rpynmnel nuL, KOTOPLIM HEKOTO-
pble TUMbl NPMGOPOB NPeLCTaBMATCS HOBLIMU, MOTYT U3BMeKaTe MHAOPMAaLMIO O TUMMYHOM COCTaBe AaH-
HbIX, NepeaaBaembix aTumu npubopamu, us crangapros UM3SP 11073 MMIT, NOCBSALLEHHbIX creumanu3aumam
npubopoB. STO NOMOXET Ha CNEeAYIOLLMX Liarax npouecca npaBUiibHO onpeaenuTb cnocobbl 06paboTkn aTUxX
JaHHbIX M TEM CambIM MOBbLICUTb KAYECTBO PE3yNbTaToB.

Opyroi BaxkHbI aCnekT aHanu3a Hy»g notpebutensa BKNYaeT oNnMcaHne TEKYLUEro COCTOAHUA CUCTe-
Mbl, OXBAaTbIBAIOLLEE BCEX AEWCTBYIOLLMX NUL, U CYLLECTBYIOLLME YCTAHOBKM NPOrpamMmmMHOro obecneveHus u an-
napartHblX CPpeAcTB. Hanpumep, B YUCNO AENCTBYIOLLMX UL, MOTYT BXOAWTE NaLUeHTbl, MEAULMHCKUE cnewuu-
anucTbl, adMUHUCTPATUBHBIA NEPCOHAN, 3aMHTEPECOBAHHbLIE CTOPOHbLI UMM OPraHM3aTopbl 34PaBOOXPaHEHUS.
ABNAACE «NONb30BaTENAMU» CUCTEMbI, BCE OHU MPUBHOCAT BaKHble acnekTbl B aHanm3 Hyxg notpeburtens.
PasHble Tunbl nons3osareneii 00bIMHO NPeAbSBNAT pasHble HaGopbl TPeBoBaHWIA.

K uncny oxvaaemMbix pe3yrnbsraTtoB Ha BbIXO4€E 3TOM (hasbl 06LIYHO ABMAKTCA ONpeaeneHus n OnucaHus
crieayoLlero:

- UCTOpUSI MOSb30BATENS;

- OCHOBHbIE U BTOPOCTENEHHbIE NULA;

- paBouune npoueccel;
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- cTparerus notpebutenen;
- 0630p cuCTEMBI;

- 3aBUCUMOCTM;

- KOMNETEHLUM.

5.3 YnpaBneHue puckamu

5.3.1 O6wue nonoxeHun

Paspabotka nporpaMMHOro o6ecneveHus B CyLLECTBEHHOW Mepe 3aTparMBaetca AeATeNbHOCTbIO Mo
yNpaBneHuto puckamu, Kotopas AofmKHa MUHUMU3UPOBATL BCE pasyMHO npeanonaraemble pUCKU, acCoLUm-
poBaHHble C NporpaMMHbIM ob6ecneveHneM MeauumMHcknx npubopos. OnpeaeneHne COOTBETCTBYIOLLENO Npo-
Luecca ynpaBneHusa puckamu He BxoauT B o6nacTb NPUMEHEHUA HacTosALero crangapra. MNpoussoauTernio
cneayet obecneyntb COOTBETCTBUE CBOErO Npouecca ynpasneHus puckamu cradgapty EN ISO 14971:2007
[B19] (ynpaBneHue puckamu ans meauuuHCcKkux npubopos). AHanu3 pucka naeHtupuumupyeT yrposol, a 3atem
OLIEHUBAET NOTEHUMANbHO BO3MOXHLIN BpeA, KOTOPbI MOXET ObiTb HAHECEH Pa3HbiM KaTeropusm niogen,
APYrvM XUBbIM CyuiecTBam, npubopam 1 B LIENOM cuctemaM. Hanuuue yrposbl, KoTopas npeanonoxuTernsHO
4aCcTO BO3HMKAET U M3BECTHA TSHKENbIMU NOCNEACTBUAMU, NPUBOAUT K BICOKOW CTENeHu pucka. C apyroin cTo-
POHBI, yrpo3a, BO3HMKAIOLAA PeAKO U HE NPUHOCALLAA Bpeaa, NPUBOAUT K HU3KOW CTENeHU pucka.

dakTu4ecknin npouecc ynpasneHUa puckamm AenuTca Ha TPU OCHOBHBIE YaCTK: aHanU3 PUCKa, OLIEHKA K
KOHTpOMb pucka. Kpome Toro, Ans opraHu3aumm aToro npouecca 40MmMKeH ObITb YTBEPXAEH NNaH ynpaBneHus
puckamm, cogepaLumii BCe rpagyLwimMe 3aaayum, NnpeacrasneHHble B HACTOSILLEM pasaene.

Mpouecc aHanu3a pucka JOSMKEH NPOSICHUTL NpPeAnonaraemoe UCNonb3oBaHWE U naeHTUdUUMpoBaTb
XapakTepuCTUKKU, CBA3aHHbIe ¢ 6e30MacHOCTbIO MEANLMHCKMX NPUBOPOB, a TaKKe NOTEHUWAaNbHbIE Yrpo3bl.
Cnepyert TaKke no3aboTUTLCS 00 OLEHKE PUCKOB KXKAOM YIpoXKatoLwen cutyauum, B3ATOW U3 NPUMEPOB, Npu-
BeAEHHbIX B ONyBNMKOBAHHbLIX CTaHAAPTAX, HAYYHbIX TEXHUYECKUX AAHHbIX, TECTOB YA0OCTBA MCNONbL30BaHMUS
UM JaHHbIX NOMEBbIX UCTILITAHUIA MOXOXKUX, YXKE NCNOMb3yeMblX, NPUBOPOB. 3aTeéM Ha OCHOBE OLIEHKWU PUCKOB
W NfaHa ynpaBneHns puckamu Cneayer pellnTs AN KaXaon yrpo3sbl, HE0GX0AUMO N NOHMKEHUE ee puUckKa.
CyLuecTBYET HECKOSbKO LLAroB KOHTPOMSA U NOHMXKEHUS PUCKA, BKNIOYAA NO KpanHeNn mepe cneaylowme:

- aHanu3 BO3MOXHOCTEN KOHTPOMSA pucka: NpOU3BOAUTENb AOMKEH UASHTUDULMPOBATL MEPBI, NOHMKA-
IOLLME PUCK A0 NPUEMIIEMOIO YPOBHS, B TOM YUCNE apXUTEKTYPHbIE peLleHus, cnocobbl 3aLumTbl Unu MHAOP-
Maumio N0 6e30nacHOCTH;

- peanusauus STUX Mep KOHTPONS PUCKa;

- OL|eHKa OCTaTO4HOr0 pucka: AomkHa ObiTb NPOBEAEHa OLeHKa NpUemMSIEMOCTM pUCKa, OCTaloLLIErocs
nocrne NpMMEHEHUs1 Mep KOHTPOnS;

- aHanu3 pUCKOB/MPEUMYLLIECTB: €CMK OCTATOYHbIN PUCK BCE €LUe HE CYNTAETCA AONYCTUMbIM, a JONOM-
HUTENbHbIE MEPbI KOHTPOMA PUCKA HE ABMAKOTCA NPAKTUYHBLIMU, TO NPOU3BOAMTENL MOXET NPOBECTU 0630p
JaHHbIX W nuTepaTypbl, YTOObI ONpeaenuTb, NEPEBELUMBAIOT MU MEAULIMHCKUE MPEUMYLLECTBA OCTaTOMUHbI
puCK;

- PUCK, BO3HUKAIOLLUIA U3 MEP KOHTPOMSA pUcKa: MOCNeACTBUA Mep KOHTPOMnA pucka Heobxoanmo noasep-
rHYTb aHanuay, 4Tobbl onpeaenuTb, HE MPUBHOCAT MM OHW HOBbLIE OMACHOCTU U HE OKAa3bIBAKOT NN OHU BIIMSHUE
Ha nNpeaBapuTENbHO OLEHEHHbIE PUCKU AN PaHEe UAEHTUPULIMPOBaHHbLIX YIPOXaIOLWMUX CUTYaLUNI;

- MOMHOTa MeP KOHTPONA pUCKa: NPOM3BOANTENb 40HKEH MUHUMU3UPOBATb PUCKU, CBSI3@HHBIE CO BCEMMU
NMAEHTUDPULMPOBAHHBIMY YIPOXKAOLLMMU CUTYaLIMAMMU.

B pesynerate gomkHa ObiTb NPOBEAEHA OLEHKA NPUEMMEMOCTHU BCEFO OCTAaTOYHOTO pUCKa U COCTaBMeH
OTYET MO YNPAaBMNEHUIO PUCKOM, a TaKXKe NpeacTaBneHa nHopMauus 0 NPOU3BOACTBE U MOCNEAYIOLLEM UC-
nonb30BaHMK NpUGOpPOB.

Cnegyowas Tema OXBaTbIBAET «KaTeropun yrpos U PUCKOB», a AOMOMHUTENLHY MHdopMauuio o6
ynpaBneHun puckoM MeauLMHCKNX NpubopoB MoxxHO HanTu B EN ISO 14971:2007 [B19].

5.3.2 Kateropuu yrpos u puckoB

B ucnonb3osaHuu MMM yyacTByoT kak npod)eccuoHanbHble Nonb3oBartenu, paboratowme B opraHusa-
UMAX, OKa3biBAOLMX MEAVLIMHCKYIO MOMOLLb, TaK U NIOAU, He obnagatome MEAULIMHCKUMI NN TEXHUYECKU-
MU HaBblKamu. [1ns1 NOCTaBLUMKOB YCIyr 3TO 03HAYaET HanM4Me AONONHUTENbHbLIX PUCKOB, KOTOPbIE HEOOX0AM-
MO yYWUTEIBaTbL. B HacTosiLLiem pasaene ynoMsiHyTbl HEKOTOPbIE U3 HUX. [aHHbIi CTaHAapT HE NpeaocTaBnsaeT
noapobHoe PykOBOACTBO NO aHanuay aTux npobnem. Tem He MEHee B HEM NPEeAYCMOTPEHbI CChINKU, HEOBXO-
AUMble ANS NONYYEHUS HY>XHON 9KCMEepPTU3bl.

B tabnuue 6 nepevncneHsl BONPOCHI, KOTOpbIe OyayT AeTanbHO PacCMOTPEHbl B AarbHENLIen YacTu
aToro ob3opa.
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Tabnuya 6— OCHOBHLIE KaTeropuu yrpo3s n pUuckoB ¢ Npumepamu

Yrpoasl U pucku Mpumepbl

Yenoseveckue daktopel BaxHOCTb NPOeKTUPOBaHUS C pacveToOM Ha (PpakTU4ecKkux nonb3oBatenei cUCTEMbI
nMmn

Hepocratok 3HaHuiA No NpaBunb- | HenpaBunbHoe ucnonb3oBaHue npubopa WNK ero Ucnofb3oBaHUe He NO HasHade-
HOMY ucnonb3sosaHuo MMM HUo

HecaHkyuoHnposaHHoe MouweHHn4yecTBo ¢ MMI, HecaHKLMOHUPOBaHHOE UCMonb3oBaHne NpMbopoB U Ka-
ucrions3osaxue MM HanoB rnepeaaqu AaHHbIX Ans cbopa KoOHpUAEHUWanbHoW nHopmaLum
TexHuyeckune otkasbl MMM MM, oTnpaBnAloWWiA HenpaBUnbHbIE AaHHBIE WAW HE OTNPaBMAOLWMA JaHHblE,

orpaHuyeHne WK paspbiB KOMMYyHUKaLMI

5.3.3 Yenoreveckue akropbl

Cexrop MMI chokycMpoBaH Ha Hyxaax nonb3oeaTtens/nayneHTa, Ytobbl KaXablik TN NEPCOHanbHbIX
MeAULMHCKMX NpubopoB 06neryan NOBCEAHEBHYIO XU3Hb U paboTy nonb3oBarenei. TO 0Ka3anoCh CrOXKHOW
3aj1a4eil BO MHOTMX NPOEKTax, 0COBGEHHO C TeX Nop, KaK « TEXHONOrMYeCKasa peBosioLMs» NPOHUKNA B Meau-
LUMHCKMIA cekTop. Moaromy npu Boinycke cucteM MMM Ha PLIHOK NOMOXUTENbHAA MOTUBALIMSI U COOTBETCTBUE
Hy>K4am nonb3oBaTernein ABNAITCA OCHOBHLIMU 3a4a4amu, KOTOpble HeobxoauMo pelumTb. [laxke camas pas-
BMTas TEXHOMNOIUA HE MOXET NPeAoCTaBUTb NPEUMYLLECTBA, €CNW NOTEHLUMAanNbHLIE NONbL30OBaTENU HE MOryT
NMOHATb, YEM OHA UM NMOMOXKET.

CrnepoBartenbHO, KPpUTUHECKU BaXKHBIM ABNSIETCA yA06CTBO UCNONb30BaHUA cuctemsl. Mockonbky MMM u
ynpasensioLiee uMn NporpaMmHoe obecneyeHne Ucnosb3ylTca nonb3osarenem/nauueHToM, To OHU OMMKHbI
ObITb HACTONBLKO YAOOHBLIMM U NPOCTLIMU B UCNONbL30BAHUM, HACKOMBKO 3TO BO3MOXHO. lMNMonb3oBaTtenu/nauu-
€HTbl MOTYT Takke ObITb UHBANUAAMM UIU UMETH HAPYLLEHUS 3PEHUS, NOITOMY NporpaMMHoe obecneveHune u
annapaTHble CpeACcTBa CUCTEMbI AOMMKHBI TAKOKEe COOTBETCTBOBATL TPeBOBAHMAM AOCTYNHOCTU TakUM NuLiaMm.
C apyroii CTOPOHbI, MHTEPMENChI MONbL30BATENA, NPeAHA3HAYEHHbIe ANA CNEeLUanuCcTOB 34PaBOOXPAHEHUSA ¢
TPEHEPOB, TOXE AOSKHbI BbITb NPOCTEIMKU U NOHATHLIMK MOMb30BaTENO. Hanpumep, B KPUTUYECKUIA MOMEHT
KOPOTKas U MOHATHAA CBOAKA XM3HEHHO Ba)kHbIX NOKa3aTenen MOXET CnacTu Xu3Hb. Kak TpeHepbl no ut-
Hecy U IU3KYNLTYpPE, TaK U MEAULMUHCKME CNeLUanucTbl 06bIYHO COCPEAO0TaYNBAIOT BHUMAHUE HA OY€Hb KOH-
KPETHOW YacTW AaHHbIX, MOSTOMY NEPCOHANU3UPOBAHHBLIE UHTEPMDENCHI U MEHIO SABMSIIOTCA HEOBXOAUMBIMMU.
[o BHeapeHus cuctembl MMM B «peanbHblii MUP» NPOBOAAT PA3NMYHbIE UCTILITAHUS €€ yA0BOCTBA, K KOTOPbIM
NPUBNEKAETCA rPynna vy, 4OCTaTOMHO NpeAcTaBUTENbHAA ANS NONYyYEeHUs MakCUManbHO MOMNOXUTENbHOM
o6paTHOI CBA3W OT NOMNb30BaTENein/nauneHToB, YTobbl obecneynTb ee NPUeEMNeMoCTb.

Yenosedveckne hakTopbl TAKKE OKa3bIBAKOT CyLLECTBEHHOE BMUsiHUE Ha 6e30nacHOCTL cuctemsl. OnbIT
NOKa3bIBAET, YTO CaMbIM YA3BMMbIM 3BEHOM SIBIISIETCA HENPaBUIIbHOE UCMONb30BaHUE YENOBEKOM. PacTyLuee
YUCMO aTak Ha KOMMLIOTEPHBIE CUCTEMbI NONb3YETCA «COLMANLHON MHXEHEPUENy: HanpUMep, HapyLUMTENb
MCNONb3YEeT MEPCOHANbHYIO KOHTAKTHYIO WHOPMaLMio paGOTHUMKOB MeAMLMHCKO opraHusauum Ans nony-
YeHUa focTyna K MeaUUMHCKUM JaHHbIM nuua. [nsa 9Toro Aaxe He HyXHbl TEXHUYECKME CpeacTBa. [aHHbie
NOKMAAIOT rpaHuLbl MEAMLUMHCKONW OpraHu3auumn B TeneOHHOM pasroBope Unm gaxke B pacnevatkax. Huke
npuBeAeHbl NPUMEpSI:

- KOMMYHUKaUUN Mexay AaT4yukoM M MepcoHanbHbiM UMAPOoBbIM nomowHmkom (MLUM) wmdpytores,
4YTOObl HUKTO HE MOr npo4YecTb MHOopMauuto. Ho 3ToT cnocob 3awuTbl OyaeT nuLleH CMbICNa, eCnu Nofb-
3oBarenb He 3awmtun ceoi MU ot Bupycos u MUM Gbin 3apaxeH. Tenepb, Bo3MoxHo, MU otnpaensieT
HesawmnpoBaHHYIO MHOPMaLMIO TpeTkel CTOpoHe. Ecnu nonb3oBatenb He NPOBEPSIET, YTO €0 AaTUMKK
pa6oTaloT Hagnexawmm o6pa3omM, MOryT BO3HMKATb OLIMOKM. MOXET 0KasaTbCs, YTO OHU OTMPABMSIOT He-
NpaBWUSbHbIE JaHHbIE;

- €CNN NPOEKTUPOBLLMK CLIEHAPUA MeAMLMHCKOTO MOHUTOPUHIa He N03aboTucsi 0 HEOCMOPUMOCTU U He
npeaycMoTpen NCMonbL30BaHWe cepTndunkaToB, TO CUCTEMA HE CMOXET pacro3HaTh aTtaku «nocpeaHuka» co
CTOPOHbLI BUPYCOB Ha NPOMEXYTOYHbIX yCTpoicTBax (Hanpumep, ML), KOTOpbie Takke MOTyT NPUBECTU K U3-
MEHEHWUIO 3HAYEHWI Pe3ynsLTaToB USMEPEHUN.

B pononHexue k 9Tum Gonee TexHmyeckum npodnemam cuctembl MMM MOryT Takke CTONKHYTLCS C KOH-
dnuktammn kKynetyp. Cetesble cnyx0bl 3ApaBOOXPaHEHUS HEPEAKO OXBATHIBAIOT MHOFO OpraHu3aLuit pasHbIX
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npodunei. TU opraHu3auun 0ObIMHO MMEIOT PA3HYIO KYNLTYPY AEATENBHOCTU U Pa3HbIi CTUNb paboTbl. YueT
9TOro 06CTOATENLCTBA NPU NPOEKTUPOBAHUN OBLIYHO OTHUMAET MHOTO BPEMEHW W YCUIUIA U AOKEH TLLATENb-
HO NPOBOAUTLCS.

5.3.4 HepocTtaToK 3HaHuI1 0 NnpaBUNbLHOM Ucnonb3oBaHuu MMM

HanGonee BepPOATHbIE PUCKM U YTPO3bl BO3HUKAIOT U3-3a HeAOCTaTKa 3HAHMI O NPaBUMNbLHOM UCMOMb30-
BaHuKU npubopa. Hanpumep, HenpaBubHOE UCMONb30BaHWUE MIOKOMETPA UNU MaHXeTbl TOHOMETPa MOXET
npuBECTU K OLUMBOYHBLIM MOoKa3aHUsM M MoBrieYb 3a coboi HenpaBuMbHOE NeveHue. MoaToMy HeobxoanMbI
aetanbHble onucanuga MMM u pykoBoACTBA MO MX MPUMEHEHUIO, PaCCYUUTaHHbIE HAa Nonb3oBaTens. XoTa Takas
Mepa MOXET MOHWU3UTL HEKOTOPbIE MOTEHLUManbHble PUCKU, NPUBOPBI AOMKHbI ObiTb PACCYMTaHbl HA MaKCu-
MarnbHYI0 NPOCTOTY UCMOSIb30BAHUS, YTOOLI CBECTU K MMHUMYMY NOTPEBGHOCTL B CIOXHBLIX OGBbACHEHUSIX.

[pyroi BaXKHOW yrpo3oii, KOTOPYI0 crneayeT NPUHMMAaTb BO BHUMaHWE, iBNAeTca ucnonb3osaHue MM
He Mo HasHayeHuto. Hanpumep, ncnonb3oBaHMe NPOCTOr0 MOHUTOPA YaCTOThbl COKPALLEHUI cepaLa, BCTPOEH-
HOro B Hapy4Hble Yackl, ANA AETanbHOr0 aHanM3a MeauMLUUHCKOrO COCTOSIHUSI MauueHTa He npuemMnemo. Mo-
3TOMYy Heobxoauma agetanbHas cneuudukaumsa npubopa ¢ nHopmaumein 0 ero HasHavYeHum,

5.4 Bbe3onacHOCTb

5.4.1 OcHOBbI

B koHTekcTe kommyHukauun ¢ MMM TepMuH «6e30nacHOCTb» Yallue BCEro UCMONb3YETCA B 3HAYEHWUM
UHOPMaLMOHHON 6e30MacHOCTU: OH OMUCLIBAET XapakTepPUCTUKU CUCTEM, oBpabaTbiBalOLLMX U XPaHALLMX
WHpOpMaLMIO, MaKCUMUIUPYIOLLME KOHDUAEHUMANBHOCTb, LUEMOCTHOCTb U AOCTYNHOCTb. STU TPU KIIOYEBbIX
npuHUMna 3awmTel MHpopMmayun HasbiBatoTea Tpuagon KL, NudopmauuoHHas 6e30nacHOCTb CRyXuT ue-
NAM 3aLWmMThl OT ONACHOCTEN U/MnKM yrpo3, No3BonseT usbexarb BpeAa 1 MUHUMU3NPYET PUCK. PaclumpeHHas
Tpuaga KL AononHUTENbHO BKNOYaeT B ce0s1 HEOCMOPMMOCTE B KAYECTBE OHOTO M3 NPUHLIMMOB.

MepcoHanuanpoBaHHas MEAULMHCKAA MHOpMaLMA, BOOOLLE rOBOPS, CHUTAETCH BbICOKOYYBCTBUTESb-
HOI U, CneaoBaTeNbHO, HYXAAETCA B HaANeXalle 3awmte. 3T0 OTHOCUTCA M K AaHHbIM, COOMpaemMbiM Meau-
LMHCKMM AaTYMKOM, HanpuMep no KPOBAHOMY AABMEHUIO, COAEPXAHMIO TIIOKO3bl B KPOBK, BECY U T.4., KOTO-
pble OTNPaBNAITCA NO CETU MHTEPHET HA MEAULMHCKWE CEPBEPHI.

B HacTosiwee Bpemsa ctangaptel MM3SP MMM He npeanaratot Metoabl o6ecneveHnsa 6e3onacHocTu 06-
MeHa AaHHbIMU. B HUX npeanonaraercs, 4To 0OMEH JaHHBLIMMU 3aLUMLLEH MHBIMKU CPEACTBAMU, HanpuMep ¢
MOMOLLLIO UCMONb30BAHKA 3aLUMLLEHHOIO KaHana nepeaaqu AaHHbIX. Tem He MeHee 6e30nacHOCTb SIBMSIETCA
KpUTUYECKOI NpobnemMoi, KOTopas HYXXAaeTcs B peLleHUH B KOHTekcTe o6meHa gaHHbiMu ¢ MMM, MosTtomy B
5.4.2—5.4.6 npeaycMOTpeHO BBEAEHWE B 9TU BOMPOCHI U NPUBEAEHDbI CCbINKU HA UCTOYHWUKK, NPEAO0CTaBmnsIo-
Wwue GorbLue MHOPMaLUMK O TOM, Kak 0GeCneYnTb JOCTaTOYHYIO CTENeHb 6e30NacHOCTU NPUNOXEHUN.

5.4.2 KonduaeHumanbHOCTb

KoHnduaeHumansHoCTb Gbina onpeaeneHa MexxayHapogHOW opraHusauuei no craHaaptusauun B
MCO/M3K 27002:2005 [B39] kak «obecneveHme aocryna K MHGOpMaLnmn TONbKO aBTOPM3OBAHHBIM NULIAMY .
MuHuMKM3auus packpbITUA MHDOPMAaLMKM HEABTOPUM30BAHHBIM NIULIAM UMW CUCTEMAM ABNSIETCA KPaeyrofbHbIM
KaMHeM MHGOPMaLUMOHHON Be3onacHOCTU. HapylieHue KOHUAEHUMANbHOCTU MOXET NPUHMMATb MHOXE-
CTBO hOpM, JaXe eCrnvm UHAPOPMALMOHHBLIE TEXHONOIMU HE UCMONb3YIOTCA, HaNnpUMep NoACNYLLIMBAHUE Ana-
1noroB Apyrux niogen, noacmatpuaHue Yepes nrneyvo C Lenbio NnpovteHns nidopMauuu, sarnagbisaHne B
CeKpeTHble JOKYMEHTbI, KOMNLIOTEPHBIN BUPYC UMU TPOSIH, OTMPABNSAIOWNIA MHDOPMALMIO TPETLEN CTOPOHE.
B naHHOM cry4ae HapyweHue KOH(UAEHUUANLHOCTU B OCHOBHOM O3HA4aeT noacnywmsaHue nHdopmauuu
roe-T0 Mexay ee UCTOYHUKOM (Hanpumep, AaT4yuMkom) U npuemHukom (Hanpumep, MK, komnbloTepom Bpava,
GOnbHUYHBLIM cepBepoM U T.4.). Ana o6ecneveHus KOHPUASHUMANbHOCTU MHOPMALMA WM PYETCA BO BPEMSA
nepegayu.

5.4.3 LlenocTHoCTb

B nHdopmMauuoHHoi 6e30nacHOCTU LENOCTHOCTb 03HAYAET 3aLUUTY AaHHbIX OT HECAHKLIMOHUPOBAHHOM
moaudukauum unu yaanexus. LlenoctHoCTb HapywaeTcs, koraa MHopMaumsa USMEHSIETCA KEM-TO, KOMY He
paspeLueHo 310 genartb. HapyLueHue 6e30nacHOCTU, CBA3aHHOE C LIENOCTHOCTLIO, MOXET NPOU3ONTN Henocpea-
CTBEHHO Ha npubopax (Hanpumep, U3-3a BUPYCa) U HA NYTM OT UCTOYHUKA UHpOPMaLMKN A0 e€ NPUEMHUKA.

TexHonorun ayTeHTUUKALMU rApaAHTUPYIOT, YTO UCXOAHBIE AaHHbIE HE GbiNM M3MEHEHbI NN yAaneHb!
B npouecce nepeaayun. OHU TaKke NPeAoCTaBnAT TEXHONOIMYeCckue CpeacTsa NPOBEPKN TOr0, YTO AaHHbIE
NOCTYNWAM OT NPaBUINBHOIO OTNPABUTENS, a HE OT TOr0, KTO UM NPUTBOPAETCA. ATO AOCTUrAETCA, HaNpumep,
C NOMOLLLIO UCMONb30BaHUS ANMEKTPOHHOM NOANUCU M CEPTUCUKATOB.
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5.4.4 locTynHOCTb

Mo OTHOLWEHUIO K MHEPOPMALMOHHOW 6e30MacHOCTM AOCTYMHOCTb O3HAYaeT, YT0 UHopMauus AOCTyn-
Ha, Korga oHa TpebyeTcs. M3 3TOro cnefyet, YTo BbIYUC/IUTE/bHBIE CUCTEMbI, UCMOMb3YeEMble 418 XpaHeHus
n 06paboTkM MHhopMaumn, cpeacTea MHPOPMAaLMOHHOA 6e30MacHOCTM, MCNOJb3yeMble 4 3aluTbl 3TOM
MHpopMaLmK, a Takke KOMMYHUKaLVOHHbIE KaHaslbl, UCMOJb3yeMble A1 NOoJyYeHUs [0CTyna K MHopmauuu,
LO/MKHBI PYHKLMOHUPOBATbL MPaBU/IbHO Y HAAEXHO.

JoCTynHOCTb CTaHOBUTCS 6oflee BaXKHOW MO Mepe TOro, Kak npasu/ibHas v CBOEBPeMeHHas MHgopma-
LMa CTaHOBUTCA BCe 6oniee KPpUTMYHOWN AN obecneveHns MefuLMHCKONW NOMOLLM.

5.4.5 HeocnopumocTb

HeocnoprMocCTb 03HaYaeT Hamume TOYHON MAEHTUMKALMU UCTOYHMKA MHAopMaLun. XopowuM npu-
MEepoM SABSETCA NpWBSA3Ka GMOMETPMYEecKoin WHopMauMn K KOHKPETHOMY Mosib3oBaTesnto/nauneHTty. KoH-
TeKCTHasa nHopmaums o TOM, KTo cobpan uHdopmaumo (HanpuMep, MeacecTpa) U kakoid npnbéop Mcnoib3o-
BaH (Hanpumep, naeHTUdMKaTop Npubopa), Takxke ABASETCSA BaXHOW U HYXAaeTcs B perucrpauuv u nepegade
Takum 06pa3om, YToBbl HUKaKoe L0 UAM NPMGOpP He MOMN OTpuLaTb CBOW BKNag B OOLLYIO AeATeNbHOCTb.

5.4.6 CueHapum BO3MOXHbIX HapyLleHuii

5.4.6.1 O6LWMe NonoxeHus

CueHapnu BO3MOXHbIX HapYLLUEHWUI B npeAenax KOMMYHVKauuiA ¢ nepcoHasibHbIMU MeAULMHCKUMI NPpK-
6opamun nerye BCeEro 06bACHUTL, PACCMOTPEB 60s1ee BHUMATENbHO BapuaHT WUCNO/b30BaHWsA, NpeacTaB/ieH-
HbIl HAa pucyHke 6. B AaHHOM Ccriyyae HapylleHue o3HayaeT, YTO OAVH WM HECKOJIbKO B3aVMOAENCTBYHOLLMX
3/1IEMEHTOB CKOMMPOMETUPOBaHbI. MNpuMepbl CLeHapueB HapylleHUs OXBaTbiBalOT BECb CMNEKTP, OT MaHuny-
NAUMA ¢ NpuGOpPOM C NMOMOLLLI0 HECaHKLMOHVPOBAHHOIO NOAKIYEHUS K CeTU nepefayn AaHHbIX A0 Npou3-
BOJIbHOrO U3MEHeHUsA UHopmauun.

5.4.6.2 HecaHKLUMOHMPOBaHHOE MUCNOJIb30BaHWe areHToB nNpubopoBs

Kak nokasaHo Ha pvcyHke 11, nepBbIM 3/1IEMEHTOM, KOTOPbIi MOXET OblTb CKOMNPOMETMPOBAH B LieNOUKe
nepefayv faHHbIX, aBnseTca areHT camoro MM,

YpaaneHHble cuctemsl

ATGHTBI MepcoHasibHble CUCTEMbI hnTHec-TpeHepa/
MeHexepa MeANLMHCKOro paboTHUKa
1HE/MMK

PucyHok 11 — HecaHKLMOHNPOBaHHOE UCMNOJIb30BaHNe areHToB npubopos

Heo6x0AMMO yuuTbiBaTb pasHble C/lydan HEeCaHKLUOHMPOBAHHOIO WCMOJ/Ib30BaHUs, 3aTparvsarnlive
areHToB. Hanpumep, npn6op Mor 6biTb NOXULLEH U 3aMEHEH Ha APYroi, CO CKOMNPOMETMPOBAaHHbLIM areHToM,
KOTOpbIi HAMEpPEeHHO MpPefoCTaBNsAeT HenpaBu/bHbIe AaHHble ANA MPUHATUS MEAULMHCKUX PeLueHuid mnm
nepexBaTbiBaeT NepcoHaslbHy NM60 MeAMLMHCKY MHGOopMauMio naumeHTa. B camom xyawem cryyae 3ato
NpuUBELET K IEYEHNIO HA OCHOBE HEMPABWU/IbHbIX AAHHbIX, YTO MOXET BbI3BaTb TAXE/ble NOCNEACTBUA. AYTEH-
Tudpnkauus npmbopa ABNsSeTCa 06sA3aTeNlbHbIM YC/I0BMEM MpefoTBpaLleHns 3Toro. Kaxablli npubop Jo/mKeH
061aaaTb CBOMMM COGCTBEHHBIMW «BUPTYyasIbHbIMU OTNeYaTkamy nanbueB» (cepTudmkaToM ¥ MOAMUCHIO), C
KOTOPbIMM HEO6X0AMMO 06paLLaTbCA ¢ 0COB0M OCTOPOXHOCTbLID. «OTNeYaTkn nanbLeB» nepegalwTcs BMecTe
C NOJIyYEHHbIMU JaHHbIMU, YTOObI HAAEXHO MAeHTUUUMPOBaTL NPMBOP M ero NosbL3oBaTens.

5.4.6.3 HecaHKUMOHMPOBaAHHOE MCMNO/b30BaHNe KOMMYHUKALMA areHT — MeHexep

BTOpO/ BO3MOXHOI Lie/iblo aTaku IBNAeTCS KOMMYHUKAaLNOHHbIA kaHan mexay areHTom/TIMI n meHea-
Xepom (pucyHok 12).
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O TeHTbl MepcoHanbHble CUCTEMBI huTHec-TpeHepa/
MeHemxepa MeANLMHCKOro paboTHukKa
1HE/MMK

PucyHok 12 — HecaHKUMOHMPOBaAHHOE NCMOJIb30BaHNe KOMMyHI/IKaLU/IIZ areHT— mMeHemxep

[ns KOMMYHVKaLuMiA MCNOMb3YyTCA Kak NPOBOAHbIE, Tak 1 6ecnpoBoAHble TEXHOMOMMK. 0 TEXHNYECKUM
npuynHaMm 6ecrnpoBOfHble KOMMYHMKaLMM ropasfo yaile MoryT 6biTb CKOMNIPOMETNPOBaHbl. AHANIOTMYHO He-
CaHKLMOHNPOBAHHOMY MCMOJIb30BaHWI0 areHToB nepefaBaemasn VH(opMaLna MOXeT 6biTb U3MeHeHa 1 B Ta-
KOM Buie BBefleHa B KOMMYHWKALMOHHYIO CeTb b0 nepexsayeHa. YUTobbl MUHUMU3MPOBATL YWUC/IO TaKUX
CO6bLITWIA, HE0BXOAMMO UCMO/b30BaTb HAAEXHbIE U COBPEMEHHbIE METOAbI LUNGPOBAHNSA 1 ayTeHTUdMKaL UK.

5.4.6.4 HecaHKUMOHMPOBAHHOE MCMO/Mb30BaHNE YCTPOCTB MEHEKEPOB M NPOrpamMMHOro obecneyeHns

CnegyoLwmm y3/10M KOMMYHUKaLuii ABASETCA YCTPOICTBO MeHeMxepa, OTBevaloliee 3a nepegadvy AaH-
HbIX MauneHTa Ha 60nbLUMe gUCTaHUMKN, (PUTHEC-LeHTPaM 1 03[40POBUTESIbHLIM OpraHn3aumsaM, MeguLMHCKUM
cneymnanuctam uam 6asam faHHbiX (PUCYHOK 13).

YaaneHHble cuctemsl

AreHTbI MepcoHasibHble cMcTeMbI utHec-TpeHepa/
MeHepKepa MeANLMHCKOTo paBoTHIKa
1HE/MMK

PUCYHOK 13 — HecaHKUMOHMPOBAHHOE WCMO/b30BaHWE YCTPOICTB MeHeKepoB
¥ NPOrpamMmMHOro o6ecneyeHust

MeHexep SIBNAETCS LeHTPaslbHbIM KOMMYHUKALMOHHBIM KOMMNOHEHTOM, COEAUHSIIOWMM areHTbl/NMI
CO BCEMU APYTMMU MPUAOXeHUsIMU. OH MOXeT 6biTb YCTaHOB/IEH HA AOMY Y Mosfib3oBaTens/naumeHta wam
nosib3oBaTenb/NaLUeHT MOXeT HOCUTb ero Ha cebe AN c6opa pesynbTaToB U3MEPEHUI B pexuMe peasibHoro
BpemeHu. MoAMeHa YCTPOICTBa, Ha KOTOPOM YCTaHOBMIEH MEHeXEP, UM MaHUNYsSLMU ¢ 3TUM YCTPOACTBOM
SBMISIOTCS BO3MOXHbIMU C/ly4asiMii HECAHKLMOHWPOBAHHOIO MCMO/b30BaHWs. MOCNeACTBUS B 3TUX Cy4vasx
aHasorMyHbl TEM, YTO BO3HMKAKOT CO CKOMMPOMETUPOBAHHbLIMK areHTamu. Mo3aToMy MeHe[Xepbl TOXe HyXaa-
I0TCS1 B CTPOIMX MeToAax ayTeHTudukaumn. Ecnm faHHble XpaHSATCA Ha YCTPOCTBE MeHemkepa, TO Heo6Xo-
OUMO NPUMEHUTL AONOMHUTENBHYI0 TEXHOIOTUIO LIMGPOBAHNS.

5.4.6.5 HecaHKUMOHMPOBAHHOE WCMO/b30BaHWE KOMMYHUKALUU MeHemkep — MeAULMHCKUIA cneuyu-
anucT

KOMMyHUKaUMn Mexay MeHemkepamyu u (OUTHEC-LeHTpaMu, MeauLMHCKUMU creumanncTamMmm uim cu-
cTeMamyl BEleHUs1 MeAMLMHCKIX KapT OCYLLECTBASOTCS C NOMOLLbI0 TEXHOMOMMIA Nepeaadn AaHHbIX Ha 60/b-
LUMe paccTosiHUS, Hanpumep Mo ceT IHTepHET Win coToBOl CeTu (PUCYHOK 14).
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YaaneHHble cuctemsl

AreHTbI MepcoHasibHbIE CUCTEMBI cputHec-TpeHepa/
MeHemxepa MeAMLMNHCKOTO paboTHMKA
1HE/NMMK

PUCYHOK 14 — HecaHKUMOHMPOBAHHOE WCMO/b30BaHWE KOMMYHUKALUA MeHemMKep — MeAULMHCKUI crneunannct

3Ta yacTb KOMMYHUKaLUA nonaraeTcs Ha OOLLYyH0 TEXHOJIOMMI0 nepefayn AaHHbIX, Hanpumep ceTb UH-
TepHeT. [M03TOMy HeCcaHKLMOHMPOBaHHOE WCMO/b30BaHUE C/y4YaeTCs Tak Xe 4acTo, Kak v B ciydae obLiero
Tpaduka VHTepHeT. Mepexsat nHdopmauun (nogcnylumBaHe) odyeHb npuBaekaTeneH Ana Hapylumutenein, no-
CKOJIbKY flaHHble OT pas/iMyHbIX NPUBOPOB YXe arpervposaHbl U 0ThopMaTvpoBaHbl 418 nepefayn. JIoxHble
JaHHble, NoA6GpPOLIEeHHbIe B NPOLECC MPUHATAA MeAULMHCKMX pelleHuii, MOryT Bbi3BaTb Cepbe3Hble nocnef-
CTBUSA, MOCKOJIbKY 3TV JlaHHble MHOTOKPaTHO WUCMOJb3YOTCA B pasHbiX CLEHapuax v cutyaumsx.

5.4.6.6 HecaHKUMOHNPOBAHHOE WCMO/Ib30BaHNE YCTPOWCTB XPaHEeHUs AaHHbIX W BbIYUC/IUTENBbHBIX
CpefcTB MeAULUMHCKUX PabOTHUKOB 1 ApYrUx CreuuanncTos

BbluncnutesnbHble pecypcbl (UTHEC-LLEHTPOB, 03[0POBUTESIbHLIX OpraHu3auuii, MeguLUHCKUX cneum-
aIMCTOB M CUCTEM BEAEHWUS 3MIEKTPOHHbIX MEAULMHCKUX KapT ABMAIOTCA NOCNEAHUMU 3NEeMEHTAMU CXEMbI
COBMECTHOTO MCNO/b30BaHns AaHHbIx MMM, nokasaHHOl Ha pucyHke 15.

YpaneHHble cUCTEMbI

- MepcoHasbHble cUcTEMBI thuTHec-Tpenepa/
MeHepKepa MeAMLMHCKOTO paboTHMKa
1HE/MMK

PucyHok 15 — HecaHKUMOHWpPOBaHHOE UCMONb30BaHWe KOMMYHUKaLUA MeHeaxep — MeaUUMHCKUIA cneunanuct

MHorve cnydan HeCaHKUMOHMPOBaHHOIO MCMNOJ/1b30BaHUA NMPOUCXOAAT B MeANUMHCKUX opraHnsauuax, B
KOTOPbIX 60/bLUOE KOMMYECTBO MOJIb30BaTEeNeil U YCTPOWCTB NOJyyatoT AOCTyn K 60/blLoMYy 06bemMy UHGOP-
Mauum 0 nosb3oBartesie/nayyeHTe Ha MHOTUX LWarax npouecca ee 06paboTku. LLUMpokuii cnekTp NpunoXxeHnii n
YCTPOWCTB MMeEeT MHOrO Leneli ANs aTak 1 cLleHapueB HeCaHKLMOHUPOBAHHOIO MCMO/Mb30BaHNs. JTlo6bIM KOM-
MOHEHTOM MOTYT MaHWMy/IMpoBaTh, KaXAbI kaHa/ nepefayn faHHbIX MOTYT MPOC/yLIMBaTh, AaHHble MOTyT
noABepraTtbCa U3MEHEHUIO UK Aaxe yaanatbes. [1o3ToMy cneuuanncTbl No peanus3aumn CUCTEeMbl SO/DKHbI
6bITb OCBEOM/IEHbI O CYLLECTBYIOLLNX PUCKAX 1 COBPEMEHHbIX MeTofax o6ecneyeHunss 6e30nacHoOCTU, a Takke
3HaTb PYKOBOACTBO MO MHPOpPMaLUMOHHOK 6e30nacHoCTH, YTobObl NoAAEPXMBaATL YPOBEHb 6Ge30MacHOCTM 1 3a-
LWMTbI, 4OCTATOYHbIV ANS KOHEYHbIX NOo/b30BaTenei.

5.4.7 TexHu4yeckne otkasbl MM

Yrpo3bl U pUCKA MOTYT TaKXe NPoUCTeKaTb U3 TEXHUYECKMX OTKA30B. Takne oTkasbl MOryT BapbupoBaTthb-
€S OT OTNPaBKy NPMBGOPOM COOBLLEHUIA C HENPaBU/IbHBIMK AaHHbIMY (MM BOO6LLEe 6e3 AaHHbIX) fO orpaHuye-
HUSI KOMMYHVKALUA Uy axe NOSIHOW MOIOMKN. BO3MOXHbIE TEXHUYECcKMe NPo6/emMbl JOMKHbI GbiTh YUTEHbI

39



rocT P 57710—2017

B AOMONIHEHNE K cBeAeHMAM, npuBeaeHHbiM B MICO/MUSP 11073-20601:2010(E) [B48] 1 MM3P Std 11073-
20601aTM-2010 [B36] 1 onucaHHeIM AeTansHo B pasaene 5.

5.5 KauectBo ycnyr (Quality of service, QoS)

KauectBo ycnyr B KONMYECTBEHHOW (hOPME OMUCLIBAET TO, KakuM 06pa3oM npegocTaBnaTcs YCnyru
MHAOPMAaLMOHHBIX TEXHOMOMMIA, U TEM CaMmblM NOMOTAET ONPEeAENUTbL, NPEAOCTaBNAETCA MU YCnyra B COOTBET-
cTBuM co cneuudmkaumsamm. O6LLmmKn npumepamn ABNAIOTCA BPeMs AOCTYNHOCTM CUCTEMbI U BpeMmsi OT BBO-
Aa JaHHbIX 40 NOMyYEeHUA MONE3HOro OTBETa, Ha3biBaeMoe 3adepkkon. Monb3oBaTensaM MHPOPMAaLMOHHBLIX
CUCTEM 3ApaBOOXpPaHEHUst 0BbIMHO TpebyeTcs, YTOObl BPEMA peakuuu He NpeBbIwano HECKONbKUX CEeKYHA.
B pononHeHue kK onucaHuio pyHKUKi CUCTEMbI HEOOXOAMMO YKa3biBaTh napamerpbl Q0S, dukcupyowme co-
rnawieHne Mexay nonb3oBaTensamMmu U NocTasLUMKkaMmn 00 oxuaaemMom kadectse. Mpu akennyaraumm cucTemsl
00ObIYHO OCYLLECTBNAETCA MOHUTOPUHT napameTpoB QOS Kak 4acTb obLen AeATEeNbHOCTU N0 TEXHUYECKOMY
06CNY>XNBaAHNIO.

Ansa oueHkn kayecTBa MHPOPMALIMOHHBIX TEXHOMOrMI 06bIMHO MCMONb3YIOTCA cneayiowme aTpubyToi:

- HAAEXHOCTb: Hanpumep, HapaboTka Ha 0TKa3 (CpeaHee Bpems Mexay 0TKasamm) UM 4acTtoTa oMb oK
(noTepb AaHHbIX);

- MPUOPUTET: OTAMYME CoeauHeHu/nepenay AaHHbIX HU3KOTO U BbICOKOTO NMPUOPUTETA;

- NaTeHTHOCTb: BPEMSA peakuuu NporpammHoro obecnedyeHus, yCTPOMCTBa UM KOMMYHUKALMOHHOIO
NpoTOKOMa Ha cobbiTue;

- MponyckHas cnoCobHOCTb: MakCUMManbHO BO3MOXHas NPOMYCKHAA CNOCOGHOCTb MNWM 4MCNO napan-
nenbHbIX COeAUHEHWI B 3aJaHHOe BPEMS, MUHUMarnbHas rapaHTMpPOBaHHAas NPONYCKHAas CNOCOOHOCTD;

- Bpems yCTaHOoBku/cOpacbiBaHUS kaHana npsMoi n o6paTHOW nepegaqn AaHHbIX;

- LleHa: CToMMOCTb npubopa, CTOUMOCTb peanu3aluu, CTOUMOCTb CepBUCa U CPOK CNyObl YCTPOWCTBA;

- QHEProeMKOCTb: CPOK XU3HKM DaTapeun, NoTpedbnaemMas MOLWHOCTb U 3HEPro3hHeKTUBHOCTD.

OCHOBHOE BHUMAaHKE, KOHEYHO, YAENAeTCs HAAeXXHOCTU U NAaTEHTHOCTU. 3T ABa aTpubyTa cuuTaloTcs
Haubonee 3HauMMbIMKU ANa 3HDEKTUBHOIO yNpaBneHus kayecTBoM. B onpeaeneHHbix cueHapusax Hepeako
[enalTca yCTYMNKU B MOMb3y HAAEKHOCTW UIM NATEHTHOCTU. B HEKOTOPbIX Cny4Yasx CBOEBPEMEHHOCTb UK
HW3Kas NaTeHTHOCTb MOTYT OKa3aTbCs ropasfo BaxkHee OnpeAeneHHOro NPoLUeHTa NPonyLLIEeHHbIX AaHHbIX; B
Apyrux cnyyasx nepegada gaHHblX 40rkHa ObiTb aGCOMIOTHO TOYHOW, AaXe eCnu nepeas nepesada He cpabo-
Tana v faHHble HY>XHO nepeatb 3aHOBO. OCHOBHO akueHT TpeboBaHuin QOS Takke 3aBUCUT OT NMPUITOXKEHUSA.
Onsa npubopa ¢ 6atapeiHbiM NuTaHnem (HanpumMep, Yachl, M3MepsAIoLWMe NynbC) B LEHTPE BHUMaHusA Gyaet
aHepronoTpebneHue, a NaTEHTHOCTb KOMMYHUKALIMIA HE SIBNSIETCS IMABHOM NPOGNemo.

5.6 Bonpocbl HOPMaTUBHO-NPABOBOIO perysiupoBaHua. Yto Takoe MeguLMHCKUIA npubop?

B naHHOM pasgene onucaHa cneuuduka perucTpupyemMbix MeaULMHCKMX NpubopoB, BbiAENAWwas ux
cpeau Bcex MMM, 3ta cneyuncuka 0603Ha4YeHa B COOTBETCTBYIOLLUX HOPMATUBHBIX JOKyMeHTax. Hacrosiuui
nogpasaen CoOAepXUT KpaTkoe BBeaeHne B mapkupoky CE, EBponeiickyio AMpeKTUBY N0 MEAULIMHCKUM NpPU-
6opam, a TaKke B Npoueaypbl, NpeaycMoTpeHHble opraiusauueint FDA (Food and Drug Administration) B Co-
eauHeHHbIX LUtatax AMepuKu 4ns MHOrMX MeguUMHCKUX Npubopos.

Boob6Lue rosops, MEAULIMHCKUE PABOTHMKM UCMONb3YIOT NPU NIEYEHUU NALMEHTOB TOMLKO MEAULMHCKUE
npuGopel, COOTBETCTBYIOLLME ONpeaeneHHbiM cTaHgapTam. Opyrue Tunbl MMM, Hanpumep npubopsl Ans uT-
Heca, He HYXOalTCA B COOTBETCTBUM 3TUM TpeBOBAHUSIM U MOSTOMY MCMOMb3YIOTCA TONBLKO CaMUM MONb30-
Barenem/naynMeHTom Ans nepcoHanbHbIX U3MEPEHUI BO BPEMSA TPEHUPOBKU. OAHAKO CyLLECTBYIOT BapuaH-
Tbl UCNOMb30BaHUSA, B KOTOPbIX MMM o0TNpaBnsAlT AaHHbIE MEAWLUMHCKUM CrieuuanucTaM Ans AanbHenwero
aHanusa. Kpome T0ro, MHorue npubopbl KNMMHUYECKOro NPUMEHEHUA NMPEAOCTaBISIIOT AaHHbIE, aHanorMyHble
AaHHbIM NpubopoB AN PUTHECA, U B 3TOM criydae OyayT UCMONb30BaThCHA AN KOMMYHUKaUUA CTaHaapThl
VN3P 11073 MM,

Crangaptbl MM3SP 11073 MNMIM paspabarbiBatorca MM3P coBMecTHO ¢ MUCO 1 EBponeickum KOMUTETOM
no crangaaptusauum (CEN). MoatoMy OHW NyGRNUKYOTCA Kak MexayHapoAHbIe U eBpOonenckue ctaHaapTol, a
TaKKe ABNAIOTCA HaUUOHaNbHLIMKU CTaHJapTaMu rocynapcts — uneHoe EC. 310 genaer ux nonesHeiMu BO
BCEM MUpE.

5.6.1 EBponeiickas AupeKTUBa No MeaULMHCKMM npuéopam

KoMnaHuu, xenaowume npogasare MeauuMHCkue npubopel HA Tepputopun EC, AOMKHBI BBINOMHATbL
TpeboBanua OupekTuebl N0 MeanumMHcKumM npubopam MDD: 93/94/EEC [B53], koTopas cogepxmT 12 pasnuy-
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HbIX NPUNOXXEHUIA. B 3TOM CTaHaapTe npunoxeHue | cogepxut cnucok TpeboBaHuiA, Ha3biBaeMbIX CYLLUECTBEH-
Hbimu (Essential Requirements). Bce meamuuHckme npuGopbl AOMKHbI COOTBETCTBOBATL 3TUM TpeBoBaHusAM,
3aTparMBaloLwyM MHOTUE pasfMYHble TeMbl, Cpean Hux:. 6e30nMacHOCTb, NPOM3BOAMTENLHOCTL U PUCK. YTO-
6bl 06BSABMTL COOTBETCTBUE CYLLECTBEHHOMY TPpeGOBaHMWIO, NPOU3BOAUTENL MEAULMHCKOrO npubopa 06bI4HO
UCMONb3YyET rapMOHU3UPOBaHHbIE cTaHAapTel EC. CNMCOK rapMOHM3MPOBaHHbIX CTaHAapTOB NybnukyeTcsi B
oduumanbHOM XypHane EBponeiickoro cotosa. [laHHbI nogpasgen cogepxuT o63op aTtux craHgaptos. MNon-
HbIit CIMCOK AOCTYneH oHnaiin'!),

Crangaptel MMBP 11073 MM umetoT Takke ctatyc esponenckux craHaapros (CEN). Mostomy oxuaa-
€TCA, YTO CTaHAAPThl HA KOHKPETHbIE NPMBOpEI, Npeabasnaowme TpeboBaHnsa K NPOU3BOAUTENBHOCTU Srek-
TPOHHBIX KOMMYHUKaUui, ByayT cCbinaTbCA HAa COOTBETCTBYIOLME cTaHaaptbl MICOMUSP 11073 MMM, gaxe
€CIM OHU NOKA HE BKIIOYEHbI B CMUCOK FAPMOHU3MPOBAHHbIX CTAHAAPTOB.

Bce agupekTuBbl N0 MEAULMHCKUM NpubBopam 0BbIMHO MMEIOT CNEAYIOLLYIO CTPYKTYPY:

- HOpMaTuBHbIE pasfensl, onpegensowue o6nacts NPUMEHEHUs;

- onpeaeneHue MeauumMHeKkoro npubopa unu ero akceccyapa w npasun knaccudukayum;

- CTaTbyW 3aKOHOB, PETYNMPYIOLLMX BbINYCK Npubopa Ha pPbIHOK MPOM3BOAUTENEM;

- NOATBEPXAEHUE UCNOMNb30BaHUA CTaHAAPTOB Kak CPEACTB AEMOHCTPaLun COOTBETCTBUS CYLLECTBEH-
HbIM TpeGoBaHUAM;

- cywecTBeHHble TpebosaHus (Mo 6€30MacHOCTH), KOTOPbIE JOMKEH BbINOMHUTL KaXKAblA NPOAYKT ANS
nony4yeHus mapkuposku CE;

- NYTU OLIEHKN COOTBETCTBUSA, onpeaensiowne byayLue perynaTopHble NpoLecesbl.

5.6.1.1 Mapkuposka CE

Mapkuposka CE perynupyerca aupektusamu «HoBoro noaxoga» (New Approach). Nog atu AMpekTuBbl
nognagatT MHoOrMe usgenua. Onsa Bbixoga Ha pbliHOK B EC usgenua aomxkHbl UMETb MapkupoBky CE (ato
HopmartusHoe TpeboBaHue). Mapkuposka CE siBnsieTca 3asnBneHMemM npou3BoguTENs O TOM, UTO U3enue co-
OTBETCTBYET CyLLECTBEHHbIM TPEBOBAHNAM BCEX PENeBaAHTHLIX 8BPONeickux aupekTus!2).

Mapkuposka CE Ha nsgenuu o3Havaet cneayioLlee:

- YKa3blBaeT rocyAapCTBEHHbIM OpraHam, Y4To MPOAYKT MOXHO NieranbHO npoaasarb Ha Tepputopuun EC
n EBponewickoii accounaumm cBob60aHOM TOProBnu;

- oBecneunBaeT cBOBOAHOE NepemeLleHe U3aenus No eaMHoMy EBponeinckomy pbIHKY;

- yKa3blBaeT noTpedutensm, 4To NPOAYKT COOTBETCTBYET ONpeaerieHHOMY MUHMMYMY CTaHaapToB 6es-
OMacHOCTU U, CrieaoBaTenNLHO, UMEET KaYECTBO HE HUXE MUHUMATIBHO A0NYCTUMOTO YPOBHS;

- cnocobCcTBYET 06LLECTBEHHOMY 3/10POBbLIO U 6€30MaCHOCTH;

- NOBbILLAET AOBEPUE K U3AENUIO;

- NPUBOAMUT K YIydLUEeHNIO Npodak u 6onee BbICOKOW CTENEHU yA0BNETBOPEHHOCTU NOTpedbuTenen.

CyLLEeCTBYIOT TPU €Bponenckue AUPEKTUBLI N0 MapkupoBke CE, KOTOpbIE NPUMEHSIOTCA CNeLmarnbHo K
NPOU3BOAUTENAM MEAULMHCKNX NPUOOPOB:

- ampektuea MDD npumeHsieTcs KO BCeM 0OLLMM MeAULMHCKUM YCTPOMCTBAM, HE OXBATbIBAEMbIM AU-
PEKTMBOW MO aKTUBHbLIM UMMNIIAHTUPYEMBIM MEAULIMHCKMM YCTPOWCTBAM UM AUPEKTUBOW AUArHOCTUKM in Vitro;

- AMPEeKTMUBA NO aKTUBHLIM MMMIIAHTUPYEMBIM MEAULIMHCKUM ycTpoucTBam (Active Implantable Medical
Devices Directive) npumeHseTcs KO BCEM YCTPOWCTBAM U MX akceccyapam, NpeiHa3HAYeHHbIM A1si NOCTOSH-
HOW MMNNaHTauuu B OPraHn3mM YenoBeka;

- AUpeKTUBa AUarHOCTUKM In vitro npuMeHuma Ko BCeM yCTpoicTBaMm U Habopam, UCNOMb3yeEMbIM OT-
AenbHO OT nauueHTa 4NN uenein AnarHoCTMKU MEANLIMHCKUX COCTOSHUN.

Cepsucel Mapkuposku CE Bknioyaiot B cebs cnepgyiolee:

- OLIeHKY/0630p TEXHUYECKON foKyMeHTaumu/daina unu nakera NpoeKTHOW AOKYMEHTaLUM;

- o6cnepoeanune Tuna npubopa;

- rapaHTuio kayecrea usgenus (Ha ocHose UCO 13485-2009 [B38));

- NMONHyI0 rapaHTuio kavecrea (MCO 13485-2009 [B38]);

- BepucpnkaLmio/BbinyCK NapTum.

) Nannein AOKYMeHT AocTyneH no agpecy: http://ec.europa.eu/enterprise/newapproach/standardization/harmstds/
reflistmeddevic.html.

12) Nannbit fokyMeHT foCTYReH no apecy: http:/Aww.bsigroup.co.uk/en-ca/bsi-canada/product-testing/ce-marking/.
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5.6.1.2 O6wwme cTaHaapTbI

B paHHOM noppasgene paccMOTpeHbl CTaHAAPTbI, Ha3biBAEMbIE «OGLUMMM CTaHZapTaMu» U «COMyT-
CTBYIOLWKUMM cTaHaapTamu». OHU NPUMEHKUMbI KO BCEM MEAMUMHCKMM npubopam. Huxe nepeuncneHsl camble
BaXKHbIE U3 HUX:

- ISO TS 25238-2007 [B52];

- 1ISO TR 27809-2007 [B51];

- ISO/IEC 80001-1:2010 [B40];

- IEC TR 80002-1-2009 [B25] (ono6peH, oxmaaet nybnukauuu B M3K B KaueCTBe TEXHUYECKOTO OTHETA,
He ABnAeTcA kaHgmaaTom Ana rapmoHusayuu MDD);

- EN ISO 14971-2007 [B19];

- EN IEC 62304-2006 [B16];

- EN IEC 60601-1-4:1996 [B14];

- EN IEC 60601-1-6:2004 (IEC 60601-1-6:2003) [B15];

- EN IEC 62366:2007 [B17];

- EN 60601-1:1990 (IEC 60601-1:1988+A1:1991+A2:1995) [B8];

- EN 60601-1-1:2001 [B9];

- EN 60601-1-2:2001 [B10].

5.6.1.3 UHTEepecHble KOHKPETHbIE CTaHAapTbl (MPUMEpbI)

MepeuncneHHbie HWKE CTaHAAPTbl HA3bIBAIOTCA «KOHKPETHbIMMY». KOHKpPETHbIE CTaHAapTbl pernamMmeH-
TUPYIOT BOMPOCHI 6€30MacHOCTU U NPOU3BOAUTENBHOCTU, CBA3AHHbIE C KOHKPETHLIM TUMOM NpubopoB. Huxke
NpUBEAEHbl HEKOTOPbIE U3 CTaHAAPTOB, KOTOPbIE NPOMU3BOAMTENb NPUbopa Mor Bbl UCMONbL30BaTh, 0OLABNAA
COOTBETCTBUE Pa3NNYHbIM CYLLECTBEHHLIM TPEGOBaHUAM:

- EN 60601-2-27:2006 [B11];

- EN 60601-2-30:2000 [B12];

- EN 60601-2-47:2001 [B13];

- EN 1SO 9919:2005 [B18];

- EN 12470-5:2003 [B7];

- EN 12470-3:2000 [B6];

- ENISO 17510-1:2002 [B20].

5.6.2 Opno6peHne FDA

Llentp CLUA no npubopam u paguonorudeckon meauumHe (U.S. Center for Devices and Radiological
Health, CDRH), anaiowmincs CTpyKTypHbIM nogpasaeneHvemM YnpasneHus rno nuweBbIM NPoAyKTam 1 nekap-
cTBeHHbIM cpeacTtBam CLUA (Food and Drug Administration, FDA), ynonHOMOYEH paspeLuaTb BbINyck U3genui
Ha pbIHOK MeanLUmMHCKuX npubopos B CLLIA. Onpeaenexnue MmeauumHckoro npubopa B cratbe Sec 201 (h) deae-
pansHoro sakoHa FD&C cogepxwut 16 knaccos perynuposanua (21 CFR, part 800-1299) [B22]:

- KNMHUYEecKasa XMMUA U KNMHUYecKas TOKCUKONOIus;

- remaronorus u natonorus;

- UMMYHORNOTUA U MUKPOBUOMOrus;

- aHecresuonorus;

- CepAeyHo-cocyancTas cucTema;

- cTOMaTonorus;

- OTONapPUHIONorus;

- FACTPOSHTEPONOrMYECKME N YPONOTMHECKNE N3AENUS;

- o6was u nnacruyeckas Xupyprus;

- obwee 6ONbHUYHOE U NEPCOHANbHOE UCMOMNb30BAHUE;

- HeBponorus;

- o(pTanbMonorus;

- opToneausa u pusnoTepanus;

- aKyLLepCcTBO U MMHEKonorus;

- paguonorus.

FDA wucnonb3yer knaccudukaumio, OCHOBAHHYIO Ha PUCKE, YPOBHE PErMCTPALMOHHOIO KOHTPONSA M
ynpasneHun TUNoM npeacTaBneHns Ha peructpauuio. Cyuiecteyet npuMmepHo 1700 obwmx Tunos npubopos,
KOTOpble pas3aensloT Ha TpW Knacca, AOMNOSIHEHHbIE TaK HasblBa€MbIM Krnaccom € uckniodeHusamu 510(k)
exempt (tabnuua 7).

42



rocCT P 57710—2017

Ta6nuya 7 — Knaccugpukaums MeanUMHekux npubopoe, ncnonsayemas FDA

Knaccudukauus 510(k) Knacc | Knacc Il Knacc 1l
exempt
YpoBeHb KOHTpOnS OueHb Huakuia Cpeaxuit Beicokuit
npu perucrpauuu HU3KUIA
Tun npegcraeneHna | OB OBLuii koHTporb, npeg- | O6wui u cneynanbHblil | OBWUIA U cneynanbHbIA
Ha perucrpaLuio KOHTpOIb npofaxHoe yBefoMMe- | KOHTPONb, NpeAcTaene- | KOHTPONb, MPeAnpoAa}-
Hue unu dopma 510(k) Hue dopmbl 510(k) Hoe of0bpeHue

B 3aBMCUMOCTM OT YPOBHA pUCKa, CBA3AHHOIO C MPUMEHEeHUeM MeauLMHCKOro npubopa, npouecc oao-
6penus 510(k), ocywectensemblit FDA, MOXeT ObiTb Gonee cnoxHeiM. YpoBeHb TpebyeMOoro KOHTPONs Npu
perucTpauun 1 Tun NPeacTaBneHUa Ha PErMCcTpaLmio MUSMEHAIOTCA NPU NOBLILLEHWN pucka. [1Ba YNOMAHYTbIX
TUMa NpeacTaBlieHUs Ha perncrpawuuio, o6LMIN KOHTPOMb U CneumnanbHbIi KOHTPONb NpeaycMaTpuBatoT cne-
ayoulee:

- OBLUMIA KOHTPOMb:

1) Ga30Bble YNONMHOMOYEHHbIE OpraHbl MO PerucTpaumum MeguuUUHCKUX u3aenuin, NpegycMOTpeHHbIe
FDA,;

2) NPpUMEHUM K MeaWUMHCKUM npubopam HEe3aBMCMMO OT Knaccudukaumu, KOTOpble NoaBepraloTcs
npeanpoaakHoMy U NOCNenpoaaXKHOMY pPerynupoBaHuio;

3) peructpaumoHHas MHOPMaLUs NPEANPUSATAS U CNUCOK NPpUBOPOB;

4) npeanpoaa)kHoe yseaomneHune unu opma 510(k), ecnu He ABNAETCA UCKNIOYEHNEM,;

5) mapkupoBka;

6) ncnonb3oBaHue HECOOTBETCTBYIOLLEro TOBapHOIo 3HaKa;

7) hanbcudukaums;

8) cucrembl Ka4ecTBa;

9) 3anucu M OTYETbI/OTYETLI N0 MEAULUHCKOMY U3AENUIO;

- cneumanbHbli KOHTPOIb:

1) uccnegosaHue NOCNENPOAAXXHOrO HaA30pa;

2) perncTpbl NAUNEHTOB;

3) pykoBoacTBa (Hanpumep, pykOBOACTBO MO nepyartkam);

4) obAsatenbHbli CTaHAAPT NPOU3BOAUTENBHOCTY;

5) pekomeHgauuu unu apyrue AencrBus;

6) cneymanbHaa mapkupoBKka (Hanpumep, 882.5970 u kpaHnanbHbIN OpTES).

[Bymsi Hanbonee pacnpocTpaHeHHbIMKM cnocobamu Bobinycka usgenua Ha poiHok CLUA asnsiotca npea-
npofa)Hoe yBeaoMIeHue, Huyumpytollee npouecc ogodpeHun 510(K) u aeMoHcTpupyiowee CywecTBeH-
HYIO 9KBUBANEHTHOCTb APYIMM, YXX€ 3apermcTpupoBaHHbIM, U3AENUAM, KU NpeanpoaaxHoe ogobpeHne Ha
OCHOBe NpoBepKK 6e30nacHOCTU U 3hHDEKTUBHOCTU U3AENUIN (AO0KA3AHHBIX KITMHUYECKUMU AAHHbIMU).

5.7 NMnanupoBaHue pa3padoTku cucteMol. Mcnonb3oBaHue AOCTYNHbIX KOMNOHEHTOB,
cootBeTcTBYHOWUX MMIP 11073 NMMI, moxeT yCKOpUTb NpoLecc

PaHHMM waroM npouecca peanusaumu SIBNSIETCA AEATENLHOCTL NO NIAHUPOBAHUIO, BKIIOYAsA, K Npu-
Mepy, cneayiowme 4eiCTBUSA:

- NNaHMpOBaHWE pecypcoB: pabovas cuna u TeXHUYECKUEe pecypcehl, TECTOBAA cpeaa u Heobxoaumas
3KCNepTU3a;

- NNaHMpoBaHue pa3paboTku: onpegeneHue 3apad, KOTOpble MOXKHO OLEHWUTb, U MOPYYEHUE UX BbINOI-
HEHUA KOHKPETHbIM paspaboTynkam;

- yyacrue n0Tpe6v|Tenﬂ: B T€é4eHue Bcero npoiecca peanusauuu Ansd nNoOnHOro yaoBneTBOPEHUA HY>XKA
notpeburens;

- TEXHUYECKAA WHTErpauusa: MHTEerpaumsi C yxe CyuwleCTBYIOLUMMKM npubopamu unu nporpaMmMHbIM
oGecneyeHueM;

- NNaHMPOBaHME 3aBUCUMOCTU: NIIAHUPOBAHUE NOPAAKA PeLLEeHUs 3aaa4 B 3aBUCUMOCTMN OT UX NPUOPU-
Tera;

- aHanu3 6e30nNacHOCTU: NOCTPOEHME MOAENU yrpo3, knaccudukauumsa yposHen 6e3onacHocTu onpeje-
NEHHbIX 3aay;
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- yripaBfieHne puckamu: 3a4ayn ¢ 605ee BbICOKUM PUCKOM TPebyloT 0CO60ro BHUMaHUS U OO/MKHbI pe-
wartbcs TwarensHee. bonee nogpo6HO ynpasBneHne puckamu onvcaHo B 5.3;

- ynpaBfieHne ucnbliTaHussMu (TecTupoBaHuem): paspaboTka nporpamm 1 METOAMK TECTUPOBAHNWSA, a Tak-
)€ KOHTPOJIbHbIX NPUMEPOB;

- NNaH BHeAPEHUS: YC/IOBUA BHEAPEHUS N BO3MOXHOCTU WHAUBUAYANbHOW HACTPOMKM.

Kpome Toro, B cpege MNMI ocoboe BHMMaHMe He06X0AMMO yAeNsiTb cnenytowmm acnektam:

- BOMPOCbI HOPMATUBHO-MPABOBOro PerynnpoBaHns: CyLLecTByloLWMe cTaHgapTel U Tpe6oBaHWsa Mo cep-
TUdmKauumn (LONONHUTENBbHYI0 MHGOpMaLmMIo cM. B 5.4):

1) YnpasneHve no NuWeBbIM NPoAyKTaM W iekapcTBeHHbIM cpegctBam CLUA (FDA), CDRH: npegnpo-
JaxHoe ofobpeHVe BCcex MeAMLMHCKMX NpuMbopoB, a Takke HaA3op 3a WX NPoM3BOACTBOM, MokasatensMmu
athhbekTnBHOCTM 1 6E30NACHOCTLIO;

2) AupekTnBa no megmuuHckum npubopam (93/42/EEC [B53]): rapmoHun3aums 3akoHogaTtenscTea EBpo-
nenckoro cotosa no MeguLMHCKUM npuéopam.

Ha atom ware ctaHgaptbl MM3P 11073 MMM mMoryT okasaTtbCs nosie3HbIMU, NOCKO/IbKY OMUCHIBAOT YXKe
CyLLecTByOLNE KOMMOHEHTbl. O4HUM M3 MOATOTOBUTE/IbHLIX LIAroB paspaboTku npoekTa sABnseTcs Bbl6op
Tex NpubopoB, KOTOPbIe MOryT BbITb MOME3HbIMK ANS HEro. TO NO3BOMSET SKOHOMUTL YCUIUS Mo paspaboTke
MoAynein n nHTepdERCoB Ha NOCIeAYLWNX CTaANSAX NPOeKTa.

K oxugaemMbiM pesynbTatam OTHOCATCS, Hanpumep, naaH paspaboTku cucTtembl, 6/10K-CXeMa MpoekTa,
3aBMICMMOCTU NPOEKTa U TEXHUYECKOE 3ajaHue.

5.8 AHanus Tpe6oBaHuii cuctemsbl. 3anmcTeoBaHne M3 ocHos MCO/MMIP 11073-20601

Mocne chopManbHOro AOKYMEHTUMPOBaHWUA TpeboBaHWii Nosib30BaTe s Ha MX OCHOBE pa3pabaTtbiBaroTcs
TpeboBaHua K nMporpammHOMy obecneyeHuto. B npouecce pa3paboTkym HEKOTOpble 3/1EMEHTbl TpeboBaHuii
nonb3oBaTesia BONIOWATCA C NOMOLLbI MH(POPMALMOHHBIX U KOMMYHUKALMOHHbIX TEXHONOTWA. NS Bbl-
NosIHEHUS ApYyrnx ero TpeboBaHnn NOHaZ06UTCA paboTa ¢ ByMakHbIMU AOKYMeHTamMu. B pesynbTate aHanusa
TpeboBaHWii kK MPOrpamMmMHOMY 06ecrneyeHnio co3gaeTcs Habop AOKYMEHTOB, TOYHO OMMCHIBAKOLLMX, UTO JO/K-
HO JenaTb nporpamMMHoe obecrneyeHve A41a y40BNETBOPeHNUs TpeboBaHWii nonb3oBaTens. Monb3oBarenun no-
npeXxHemy BOB/IEYEHbl B aHann3 TpeboBaHWi K NporpaMMHOMY ob6ecrneyeHuto, Ho 60/blias YacTb paboTbl
BbINOMHAETCA UHXEHepamu.

O6bIYHO ANA co3f4aHns cUCTeMbl HEOOX0AMMO MHOrO KOMMNOHEHTOB NPOrpamMMHOro obecneyeHus, B3au-
MofeicTBytoLwero ¢ npuéopamu. JLokyMeHTbl TpeboBaHW CyLLLECTBYIOT Kak A1 CUCTEMbI B Lie/IoM, Tak 1 Ans
BCeX ee yacTeil. MNpexae Bcero He06X0AMMO BblAENNTb PA3NNYHbIE 3/IeMEHTbI CUCTEMbI B BApUaHTe UCNOSb-
30BaHuA, npeacrasneHHoM B 3.3 (pUCYHOK 16).

YaaneHHble cucTemsl

AreHTo! MepcoHasibHblIe CUCTEMbI thuTHec-TpeHepa/
MeHepKepa MeULMHCKOro paboTHMKa
1HE/MMK

PucyHok 16 — Ponu yqacTHUKOB B NpuMepe BapuaHTa UCMnosib30BaHns

B gaHHOM npumepe mM3MepuTesibHbIM NPUOOPOM SABMSAETCH areHT B COOTBETCTBUWM C OnpefeneHusiMu,
npueefeHHbIMu B cTaHgaptTax N3P 11073. Pa3Hble TUMbl areHToB UCMOb3YHTCA MEAULMHCKMMU crieunanu-
CTaMu B pasHbIX CUTyauusx, 1 BbIGOp areHTOB MOXET CO BpPeMeHeM MeHATbCA. B uenom cuctema octaetcs
TOlA e camoii.

B Hawem npumepe MCNosb3ylTCA MOHUTOP KPOBSIHOTO AAB/IEHUS WU BESIOIProMeETP, a hUTHeC-TpeHep
UM MegMUMHCKMIA cneumanucT no 34paBoOXPaHeHno NosyyatT AOCTyn K pesynbTaTaM U3MepeHUR, YToobl
JaTb coBeT. B pesynbTate aHanusa TpeboBaHWin K nporpammHoMy obecneveHnto Heob6xo4MMo COCTaBUTb NOA-
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poGHOEe onucaHue KaXkgoro COCTOSIHMA, COObLITUI M AelcTBui BCero pabo4ero npouecca, BCeX BXOAHbIX U
BbIXOAHbIX [JAHHBIX, A TAIOKEe BCEX BO3MOXHbIX CLUEHAPUEB 3aBepLUeHna npouecca. Hanpumep, nonb3osarens/
nauueHT HaXXVUMAaEeT ONpeAerieHHYI0 KHOMKY Ha BENO3promeTpe, 4tobbl HaYaTb CeaHC TPEeHUpPOoBKU. MNauuneHT
TPEHMPYETCA non4aca u 3ateM npeaocTaenseT PUTHEC-TPEHEPY AaHHbIE O CBOEN TPEHUPOBKE. [laxke B TaKOM
OYEHb NPOCTOM BapMaHTE MCMOMb30BaHUSA HEOOXOAMMO NONYYUTb OTBETHI HA HECKOMbKO (AE€MOHCTPALUOH-
HbIX) BONPOCOB:

- KakuM 00pa30M TPEHAXeP Y3HAET, KTO UM NONb3yeTca (MAeHTUDUKALUS Unn aptTopusaums)?

- YTO NPOM3OWAET C JaHHLIMU O TPEHUPOBKE, €CNKN NONb30BaTENbL/NALMEHT HE CMOXET 3aBEPLUMTL CEaHC
ux cbopa u nepegaun?

- paspeLuaetcs nm PUTHEC-TPEeHePY NPOCMAaTPUBATbL AAHHLIE O TPEHUPOBKE BCEX Monb3osaTenen/nauu-
€HTOB WU XKE TONMbKO OTAENbLHOW rpynnbl NONb3osaTenen/nayneHToB?

- Kakum 06pa3oM pUTHEC-TpeHep Nony4aer A4OCTYN K AaHHbIM O TPEHUpoBke?

- Kakas TeXHONOrMs Nnepeaaym AaHHbIX NOMe3Ha AN AAaHHOro cny4as?

- YTO NPOM3OWAET, €CNM AAHHbIE O TPEHUPOBKE He yAacTCcsa nepeaartb (Hanpumep, B cnydae owmbku
CEeTeBOro CoeiMHeHus)?

Mpu aHanuse TpeboBaHUI K NPOrpammMHOMY 0GecneveHnIo paccMaTpUBaloTCA ropasno 6onee CnoXxHbie
BOMPOCHI U Npobnemsl, TpebyioLme NoWwaroBoro paccMoTperus. fletanbHole onucaHusa pabounx npoLeccos,
NOCTPOEHHbIE HA OCHOBE TpebGoBaHMII NONb30BAaTENe, U3NOXEeHHbIX B MOBECTBOBAHMAX U BapuaHTax UC-
NonNb30BaHUSA, AOMMKHbI ObITb 3340KYMEHTUPOBAHbLI U NPOCMOTPEHbLI BCEMU 3aUHTEPECOBAHHBIMU CTOPOHAMM,
BKITIO4AA NONb30BaTenen/naumeHToB, PUTHEC-TPEHEPOB, MEAULIMHCKUX CNeLManucToB, 061aaatoLmx HeKoTo-
PbIMU TEXHUYECKUMMN NO3HAHUAMU, TEXHUKOB NO 0GCNY>XMBaHUIO U Npou3soauTenei npubopos. HekoTopslie n3
AOKYMEHTOB aHanusa TpeboBaHuii K NporpammHomMy obecneyeHuio ABNAIOTCA NoagpoGHbBIMKU AnarpamMmmamu pa-
004MX NPOLIECCOB C ONpeAeneHHbLIMU BXOAHBIMU U BLIXOAHBLIMU NApaMeTpamMm, KOHKPETHBIMU KOHCT PYKLMSAMU
BApMAHTOB MCMOMb30BAHUS U ONpeaeneHusasMU MOAYNEN, COCTaBNEHHbIMU ANA pelleHnn 3agad paspaboTku
nporpaMmMHoro obecneyeHusi. KOHe4uHo, B Te4eHne BCero npouecca aHanusa HeobxoaumMo yunTbiBaTb PUCKU U
ynpaeneHme 6e30nacHOCTbIO.

PesynsraTtel aHanu3a MOryT Bkniovatb B cebs, Hanpumep, aetanbHylo cneuudukaumio TpeboBaHuin K
cucteme, guarpaMmmsl BapuaHToOB UCNOMb30BaHNS U BNOK-CXEMBI.

5.9 MpoekTupoBaHue apxUTEKTypbl NPOrpaMMHOro obecneyenms. Ucnonb3oBanue
CTPOMUTESIbHbIX GJIOKOB, ONMCaHHbIX B cTaHaaptax MCO/MIK 11073-20601

Mo s3aBeplieHun AOKYMEHTMPOBaHUA TpeboBaHuWii nonb3oBartenei U TpeGoBaHui K NPOrpaMmMHOMY
obecneyeHuto HauMHaeTcs pabora Haj apxXMTEKTYpol NpPorpaMMHOro obecneyeHusl. ApXUTeKTypa nporpamm-
Horo o6ecneyeHus nokasbIBaeT Bce MoAaynu, obpasyioume nonHyto cuctemy. OHa pasbusaer Gonbluve npo-
€KTbl Ha MEHbLUME KOMMOHEHTbI NPOrpaMMHOro obecneyeHns, Moaynu U crpoutensHele 6noku. B npoexre
apXUTEKTYpbl TOYHO YKA3aHO, 32 KaKylo 3ajady OTBEYAET KaX(blii Moaynb. [o3xke npoBoasaTcs AetanbHoe
NPOEKTUPOBaHWE ITUX MOAYNMEN M WX napannenbHas paspaboTka MEeHbLUMMU rpynnaMu paspaboTuMKOB.
ApxuTekTypa nporpammHOro obecrneyeHust Takke UCMONb3YETCA ANsi NPUHSTUS PELUEHUIi O Mepax ynpasne-
HUA puckamu, Nognexalumx peanusauuu.

lMockonbKy AeTanbHOE NPOeKTMpPOBaHME W peanusauus nporpaMMHOro obecnevyeHus 3aBUCAT OT
apxXuUTEKTypPbl, TO HEPEeAKO NPOBOAUTCH TEXHUYECKAs OLIEHKa apxuTekTypbl. OLieHKa nonaraeTcsl yCneLuHoum, a
apxuTeKkTypa nporpamMmmMHOro obecneyeHns CHUTAeTCA 3aBepLUEHHOM, ecnu Bce TpeboBaHMUsA K NPOrpaMMHOMY
obecneyeHmnio OXBaY€EHbI, @ BCEM Heob6xoaUMbIM (DYHKLIMSM HalAeHbl COOTBETCTBYIOLLME MECTA, 1€ OHM ByayT
peanu3oBaHbl TOUHO MOMMEHOBAHHLIMU MOAYISIMU NPOrPaMMHOTO oBecneveHus.

ApxuTekTypa nporpammHOro 06ecneyeHunsi He ONMUCLIBAET AETanm TOro, kak MoAyNnM NPOrpaMmMHoOro ooe-
cneveHus OyayT peanu3oBbiBaTb CBOU (hyHKLMM. 3TO OyAET ONUCAHO TOMLKO HA CNEeAYyIOLEM Luare, B AeTanu-
3UpOBaHHOM NpOEKTe, B COOTBETCTBUM C 5.10.

Takue craHpaptel, kak cepua UICOMNIP 11073 MNMMIM, ISO/HL7 27931:2009 [B23] (npuknagHoi npo-
TOKON 9NEKTPOHHOro o0meHa AaHHbiMu HL7), unu pykosoacTeo no apxutektype Continua Health Alliance
NpeaoCTaBnsAlT NONe3Hyl0 MHAPOPMALMIO N0 apXUTEKTYPHLIM PELLEHUSAM U APYTUM JeTanbHO PacCMOTPEH-
HbIM naesM NPoeKkTMpoBaHus. Cpeau NPoYero OHU ONMUCHLIBAIOT 3TANOHHYIO apXUTEKTYpyY (Mnu WabnoH). Ha-
nMyMe AOCTYMHOrO ONUCAHUSI STANOHHOW apXUTEKTYPbl MOMOFAeT NPOEKTUPOBAHUIO PEAnbHO UCMONb3yeMOW
apXuTEKTYpbl NPOrpaMMHOro obecnevyeHusi BO MHOrMX OTHOLLEHUSIX, Hanpumep:

- UCNOMNb30BaHWE CYLLECTBYIOLLEro CTabunbLHOro Habopa NOATBEPXKAEHHbLIX NOHATUA U UAEN YCKOpSieT
npouecc pa3paboTku U MOMOraeT 4OCTUYb XOPOLLUX PE3YNbTaToB;
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- MHOrMe CTaHAapTbl MOXHO MCMOMbL30BaTh Kak PyKOBOACTBO MO peanusauun apxXuTEeKTYPHbIX CTPOM-
TenbHbIX 6noKoB. 3TO Obner4aeT NpPoLECC NPOEKTUPOBAHUA Ha AanbHelmx, 6onee aeTanbHbIX 3Tanax;

- ONUCaHNA AOCTYNHLI Gonee LWMPOKOW ayAUTOpUU. 3TO OCODEHHO BaXKHO NPpW yBENuYeHuM macwrabda
CUCTEM, KOrAa OTAeNbHbIe YacTu pa3pabarbiBalOTCA pasHbIMU FPyNnaMu NPOU3BOAUTENEN UNK YXKe AOCTYNHbI
Ha pblHKE B BUAE XOPOLLUO 3apekoMeHA0BaBLUMX ceba CTabunbHLIX NPOAYKTOB;

- areHT u MeHegxep B TOM Buae, kak oHn onucaHel B ICO/MUNIP 11073-20601:2010(E) [B48] u N3P
Std 11073-20601aTM-2010 [B36], ssBNAi0TCA TUNUYHBIMU NPUMEPAMU CTPOUTENbHLIX GNOKOB. B peanbHo cy-
LLECTBYIOLLEM NPOEKTEe OHU MOTYT UCNOJSIb30BATLCA KaK 9MEMEHTbl apXMTEKTYpbl, TpebyeMble onpeaeneHHbIM
pa6ouum npoueccom;

- CTaHAapTHaA KoHdurypauus cneuuanusaumm npubopa sBNSETCS XOpoLuei OTNPaBHON TOYKON B Ha-
yane paspa6oTku. PaclumpeHHyio KOHUIypaLuio Bceraa MOXHO UHTETPMPOBATL NO3XeE.

Opranunsauus Continua Health Alliance onucana atanoHHble Knaccsl NpuGopos U TONOSIOMMI0 CUCTEMbI B
AokymeHTte Continua Design Guidelines. Kpartkui 0630p npuseaeH B 3.1. 3Tu u gpyrue rapMoHM3UpOBaHHbIE
DOKYMEHTbI SIBASAIOTCA O0OraTbiM MCTOYHUKOM apXUTEKTYPHbLIX MAEH, NPUTOAHbIX AN UCMOMb30BAHUA B peasb-
HbIX npoekTax. PykosoacTso Continua Design Guidelines BO MHOrMX OTHOLLEHUAX CCbINAETCA HA CTaHAapThbI
N3P 11073 MMIN.

5.10 JeranbHoe NpoeKTUPOBaHUE NPOrpaMMHOro o6ecnevyeHus. Ucnonb3oBaHue NHXeHEPHbIX
anementoB MICO/MU3P 11073-20601

Mpouecc aeTansHOro NPOeKTUPOBaHUS OOBIMHO ONUCLIBAET TEXHUYECKME acneKTbl BCEX 91EeMEHTOB ap-
XUTEKTYpbl NporpammHoro obecneyenus. CtaHgaptsl MMSP 11073 MMIT npeagocrasnsaioTr MHOTO cneuuduka-
uuii MoZynen NporpaMMHOrO obecnevyeHus:, HanpuMmep:

- MOZ€enb NPeaMETHON 00nacTu ONMMCLIBAET TaKMe TEXHOMOrMYECKkne AeTanm, kak Habopbl KNaccoB C Ux
atpubytamu n MeTogamm, TUMbl arpubyTOB U 0OBLEKTBI, HACTPOEHHbIE HA KOHKPETHBIE Lienu UCNOMb30BaHUsA C
NOMOLLbIO aTpMBYTOB KraccoB. ATpUOYTbI MOTYT ObiTh 06A3aTENbHLIMKU, HEOOA3aTENbHBIMU UK YCNOBHLIMM,
MOTYT UMETb MOCTOSHHbIE UMK MEPEMEHHbIE 3HAYEHUS. [iNA ONUCaHUA CTPYKTYP AAHHbIX B MOAENU NnpeaMeT-
HOIt obnacTu ucnonbayerca Hotauuss ACH.1;

- «Npasuna KoAMpOBaHWSA» OMUCHLIBAIOT COrNacoBaHHbIE METOALI reHepauun CTaHAapTU3MPOBAHHbLIX
ABOUYHBLIX COOBLLEHNA. ATU COOOLLEHNUS NepeaatoTca Mexay yCTpOWCTBaMM MO KabGenbHbIM UNu paguoka-
Hanam u 3atem gekogupytorca 6e3 notepu uHdopmauuu, Npu 3TOM UCNOMNbL3YETCA TOT ke HAbop npasun
KoaupoBaHus. Mpasuna kKOAMPOBAHMSA onpeaeneHbl Ans ONTUMU3UPOBAHHOTO 0TOBpaXkeHUsa n3bpaHHoro noa-
MHOXecTBa ACH.1 Ha 4BOUYHbIN hopmaT nepeaaBaemMbix 4aHHbIX;

- onucaHuAa cneunanusauui npubopos, npuseaeHHbie B MMOP 11073 MMM, coaepxar Goratbiii Ha-
6op peTanbHO NPeACTaBNEHHbIX NMOHATUIA, OTHOCALLMXCS K npubopam u moganbHOCcTAM. OH BKnlovaeT B cebs
06bekt MDS, B TOM uucne ero atpubyTbl, METOAbI U COBBLITUS; CTAHAAPTHLIN U PACLUMPEHHBIW MEXAHU3MbI
KOHGMrypaumm; Yncnosbie 0ObeKThI.

Bcsa BaxkHas MHdopmauusa no peanu3auuun, NOCBALLEHHAs (PYHKUMAM accoumnauun, KOHUrypupoBa-
HUSA 1 CO3AaHWA OTYETOB, NOAPOBHO NpeacTaBneHa B ONMcCaHUaX cneuuanusaumii npubopos, KOTOpbIE TaKkke
BKIIOYAIOT B Ce0si NnpumMepbl guarpaMm nocneaoBaTenbHOCTU, BKIIOYEHHbIE B NPUnoXeHue B.

5.11 Peanusauus n Bepucpmkauma Moayna NporpaMmMHoOro odbecnevyeHusn

MpounsBoauTens paspabaTbiBaeT NPOrPaMMHBINA KOA MOAYISt TPOrPaMMHOro 06ecneyeHus 1 BbINOMHSET
ero sepudukauuio. etanbHblil NPoekT AomkeH ObiTb Npeobpa3oBaH B UCXOAHLIN koa. KoauposaHue npea-
cTaBnsieT coboit TOUKy, B KOTOPOM AekoMno3uuma (cneuudukaums) 3akaHuMBaeTca U HauUnMHaeTca cbopka uc-
NosHAEMbIX nporpaMmm. [Ana aocTmxkeHus TpebyembiX XxapakTepucTuk NporpaMMHOrO Koaa cneayeT UCnorb-
30BaTb CTaHAAPTbl KOAMPOBAHUA, ONUCLIBAIOWME NPEANOYTUTESNbHBIN CTUMNb KOAUPOBAHUA. TN BONPOCHI HE
BXOAAT B obnactb npuMeHeHus cepumn crangaptos 11073. B noapasaene 5.4 ynoMMHalOTCA CTaHAApPThI, K
KOTOPbIM MOXHO 06paLLaTbcs B npoLiecce paspaboTkn MeauUMHCKUX NpuBopos..

5.12 UnTerpaumsa, TeCTUpoBaHue M NOATBEPXKAEHMUE COOTBETCTBUA CUCTEMbDI

Yacrbio npouecca MHTerpaLmMm u TECTUPOBaHUA SBMSIETCA YCTAHOBKA MOAYynen nporpaMMmHoro obecne-
YeHUst Ha annapaTHbIX CPEACTBAXx, MO3BONAIOWAA NOMNYYNTbL TECTUPYEMbIE NPUMNOXEHNUA. 3TU TECThI BbINOS-
HAKTCA 6e3 yyacTusi peanbHbiX noTpebutenei B COOTBETCTBUU C NPOrpaMmMon U METOAUKOW ucnbiTaHui. Ha
6Gonee No3gHUX aTanax HEKOTOPOE TECTUPOBAHUE BLINONHAETCS Ha LieneBbiX 00bekTax. Bonpockl uHTerpauum
M TECTMPOBAHUA He BXOAST B 0bnactb npumeHeHna cepum ctanaaprtos 11073. B nogpasgene 5.4 ynoMmuHa-
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I0TCA CTaHAapTLl U METOABI, K KOTOPLIM CriegyeT o6paLarbcs B npoLecce paspaboTku U TECTUPOBAHUSA MEAU-
UMHCKUX NpubopoB.

Mpoussogutensam, peanusyowum craHgaptel MMOP 11073 MMM, AoCTynHbLI CxeMbl cepTudhukaymn.
BaxHbim npuMepom cnyxuT cxema ceptudpmkauum Continua Health Alliance. Mpoussoautenu, ceptuchnumpy-
IoLWme CBON NPOAYKThI, MONYy4aloT NPEUMYLLECTBO Bonee TLATenbLHOro TECTUPOBAHUA NEpes BbIMYyCKOM STUX
NpoAyKTOB Ha PbIHOK. CepTudmnkauma no3sonseT nonb3osarensamM 6e3 Tpyaa naeHTunuupoBaTb NPOAYKThI,
npeanaraiowme yHKLUU uHTeponepabensHocTU. Hanuune ceprudukara MoXeET Takke MCNOoNbL30BaTLCA NPOo-
M3BOAUTENAMM B MAPKETUHIOBbIX LIENAX.

5.13 Bbinyck cucremsbl

Brinyck cucTteMbl NPOMCXOAMT, KOIZIa KOHEYHBIM NONb30BaTENsaM NPeaoCTaBNseTCs ee puHanbHasa Bep-
cus. Mepen BbINYCKOM NPOU3BOAUTENb CUCTEMbI AOIHKEH JOKYMEHTUPOBATL BbINYCKAEMYIO BEPCUIO CUCTEMBI
MEeAULMHCKOTo npubopa u ykasaTtb, kak oHa Obina cosgaHa, a 3ateM BbINONHUTL Haanexalume npoueaypbl No
ee Bbinycky. [Mpon3soautens AomkeH ObiTb CNOCOGEH NOKa3arhb, YTO cUCTEMA, CO3AaHHasA UM C NOMOLLIO NPOo-
uecca pa3paboTku, U ecTb Bbinyckaemasi cucrema. lNpounssoanTenb AOMKeH Takke BbiTb CNoco6eH CoXpaHUTb
CUCTEMY U MHCTPYMEHTanbHbIE CPEACTBA, UCMONb3OBaHHbIE ANA ee Co3AaHus, Ha Cnydan, ecnu 3To noTpe-
6yetcs B OygyLuem, a Takke JOMKEH XpaHWUTb, YNAaKOBbIBATb U JOCTABNATL CUCTEMY Takum oBpa3om, KOTo-
pbIii NPeaoTBpaLlaeT NOBPEXAEHUA U HENPABUIILHOE UCNONL30BaHUE CUCTEMBI. JOMKHbI ObiTh YTBEPXKAEHDI
COOTBETCTBYIOLUME NpoLeaypbl, 06ecnevmBaioLLme Haanexallee BbINOfIHEHUE 3TUX 3a4ad CO CTabunbHbIMU
pesynsratamu. Bonpockl Bbinycka He BXOAAT B 06nacTb NpUMeHeHus cepuu ctanagaprtos 11073.

5.14 YnpaerneHue KoH(urypaumen

YnpaBneHue KoHdurypawsuen cuctembl COCTOUT U3 CreAYIOLLMX TPEX OCHOBHbIX YacTel:

- naeHTUKKaLmMsa KoHurypauuu:

1) onpeagenuTb cpeacTBa UAEHTUAMKALMM ANEMEHTOB KOHurypauuu. Qns ynpaeneHusa NpoekToM npo-
N3BOAMUTENb AOIMKEH 3a4aTb CXEMY YHUKANbHON UAEHTUUKALMM ANEMEHTOB KOH(pUrypauum u ux Bepcun;

2) naeHTuduLMpoBaTb NporpaMmMHoe obecneyeHue, npouecc pa3paboTku KOTOPOro HeussecTeH. Ans
KaXKoro arnemeHTa KOHduMrypaumum Takoro nporpaMMHoOro 06ecnev4eHmsa NPou3BOAUTEND AOMMKEH 3a40KYMEH-
TMPOBATb 3arofoBOK, NPOU3BOAUTENSA U YHUKaNbHOE 0603HaYEHuUE;

3) naeHTndnumMpoBaTe AOKYMEHTAUMIO N0 KOHMUrypauum cuctembl. Mpoussoautenns AOMKEH 3a40Ky-
MEHTUPOBaTb HabOP 9NEeMEHTOB KOHUrypauuu ux BEPCUIA, COCTaBMSAOLMX KOH(UIYypaLUo NporpaMMHOro
obecneyeHus CUCTEMBI;

- ynpaeneHne U3MeHeHUAMU:

1) yTBEPXKAATL 3aNPOCLl HA U3MEHEHUS. [TPOM3BOAUTEND [OIDKEH USMEHSIThL ANEMEHTbI KOHUrypauum
TOJIbKO B OTBET HA YTBEPXKAEHHbIW 3anpoC HA U3MEHEHUE;

2) peanu3auusa uameHeHuin. MNpoussoauTenb AOMKEH peanu3oBaTb U3MEHEHME B COOTBETCTBUM C CO-
AepaHuem 3anpoca Ha u3meHeHue. MNpoussoauTenNb AOMKEH MASHTU(ULMPOBATL U BLINONMHUTL NOObIE Aeit-
CTBWS, KOTOPbIE B PE3YnbTaTeé MBMEHEHUSA HEOBX0AMMO NOBTOPUTL, BKMIOYAs USMEHEHUS B Knacce Hdopma-
LIMOHHOW 6e30NaCcHOCTU NPOrpaMMHbIX CUCTEM U X KOMMOHEHTOB;

3) eepudmkaumsa uaMeHeHuin. MpoussoauTens JOMKEH BEPUMULMPOBATL U3MEHEHUE, BKIIOHAS NOBTO-
peHue nobon sepudukaummn, KoTopas nepecrana npoxXoauTb U3-3a UBMEHEHUS;

4) npenocTaBUTb CPEACTBA OTCMEXMBAHMA M3MEHEHUSA. [pou3BoAUTENL AOIDKEH CO3aTh perucTpauu-
OHHBII XXypHAars, C MOMOLLbIO KOTOPOrO MOXHO OTCNEAUTb KaXblil 3anpoc HA U3MEHEHUE, PENEBAHTHLIN OTHET
0 npobneme u yTBEpXAEeHMe 3anpoca Ha USMEHEHNE;

- YYET COCTOSAHWA KOHpUrypauuu:

1) npon3BoAuTENb AOMKEH COXPAHATL 3anUCh UCTOPUM UBMEHEHUA YNPABNSEMbIX 9NMEMEHTOB KOH(U-
rypauum, BKIYas CUCTEMHYIO KOHdpUrypaumio, n o6ecneunTs BO3MOXXHOCTb MX NOCHEAYIOLLETO U3BNEYEHUS.

5.15 TexHuveckoe o6cnyxuBaHue

TexHu4eckum obCrnyxmMBaHUEM Ha3bIBAETCA NPOLIECC MOAUDMKALIMM CUCTEMBI MOCTIE €€ BBOAA B IKCMY-
araumio ¢ Lienbio UCTIPaBReHUs OWwMBOK nnm 4oGaBneHNs HOBbIX (hyHKLMI. HOBble chyHKLMKM MOTYT, Hanpumep,
PaCLUMPATL AMaNa3oH TUMOB NPUGOPOB, YTOGLI MOFNN FreHEPUPOBATLCS A0NONHUTENbHbLIE 1aHHBIE, B KOTOPLIX
3aMHTepecoBaHa HoBasi rpynna nofnb3osarenei. MoryT Takke 100aBNATLCSA HOBbIE CUCTEMHLIE 3MEMEHTHI.
Hanpumep, rpynna nonb3osatesneil MOXET NPUHATL PELLIEHME O 3aMMCU CBOMX AaHHbIX B 06LLYyI0 6a3y AaHHbIX,
YTO M3HAYaNbHO HE NIIAHUPOBANOCh.
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Mpu po6asneHun HoBOrO TUNa npubopa uenecoobpasHo paccmoTpeTb ctaHaaptsl MNSP 11073 MMM
U APYyrne UCTOYHUKK, YTOOLI OnpeaenuTb, Obin N STOT TUN yXKe ONMCaH B kadyecTse creluanusayuu. Mo aHa-
norMu ¢ Ha4yanbHoW cTaguen NPOEKTMPOBAHUA 3TO MOXET YCKOPUTb NPOLIECC cneundukauum USMEHeHWA, 3a-
KYMKU 1 peanusauuu.

6 CoorBeTrcTBME U UHTeponepabenbLHOCTb

Crangaptel NCO/MNIOP 11073 oxsarbiBalOT MHOTME acnekTbl KOMMYHUKaLMA NPUGOPOB B KOHTEKCTE
UHTeponepabenbLHOCTH, NPEAOCTaBNsAA TEXHUYECKUE PYKOBOACTBA M (hOpMY 3asiBNEHNI O COOTBETCTBUU. Bo
MHOMMX BapuaHTax MCrnonb3oBaHua Toro OyaeT HeA0CTaTOMHO Ans MHTeponepabenbHocTU. Hanpumep, mo-
ryT pa3nuuaTbCsa noKanbHbIe NONMTUKM BE30MacHOCTU MM cnocobbl AeHTUdMKaLMM nonb3oBaTenen/nayu-
€HTOB, Bpa4ei, NnpubopoB 1 T.4. B ONPEAENEHHbIX YCOoBUsX. MOCKONbKY ST BOMPOCHI HE BXOAAT B 06nactb
npumeHenunsa ctangapros MCO/MNIP 11073, TO OTBETCTBEHHOCTb 3a UX PELLEHNE BO3Naraercs Ha KOHEYHOro
nonb3oBarens, Aaxe ecnu Obino 3asBNEHO, YTO MPUIOXEHUe Unu cuctema cooTeeTcTByoT MN3OP 11073.

B aton cipepe neATENbHOCTU 0YEHb BaXKHLIM SABMSETCA COTPYAHWYECTBO NPOU3BOAUTENEN NpubopoB,
MEAULMHCKMX CMeuManucToB U nons3oarenei/nauneHTos. MoaTomy cneayer ynomsHyTb Cregylolime aBe
opraHusauuu:

- opranusauus IHE ytBep)Kgaert, 4To «ONTUMAarnbHbIA yXo4 3a nauueHTom TpebyeT OT NMOCTaBLUMKOB YC-
nyr v naumeHToB cnocobHocTU 3hEKTUBHOIO 1 6€30MacHOro Co3aaHusi, ynpaBneHus U Nony4yeHus Joctyna
K 06beMNIOLLMM SNEKTPOHHbIM MeauuuHcknm kaptam (OMK). Opranusaumsi IHE (Integrating the healthcare
enterprise — uHTErpauus nNpeanpusaTus 3apaBooxpaHeHus) yckopsieT BHeapeHue SMK 3a cuer ynyyiieHus
npouecca obmeHa nHdopMaumen mexay MeauuuHCKUMU MHpOPMaLMOHHBIMU cuctemamu. Llenbto sToii op-
raHusauum SIBNAETCA MOBbILEHWEe KayecTBa, 3PPEKTUBHOCTH U 6e30NacHOCTU KMMHUYECKMX YCAyr 3a CYeT
npeaocTaBneHnsa 4oCTyna K 3Ha4uMOn MeauUUHCKOW MHCpopMaLmu ANA NauMeHTOB U aBTOPU3NMPOBAHHLIX NO-
CTaBLUMKOB YCRYr 3apaBooxpaHeHns»’);

- HekoMMepyeckas opraHusaums Continua Health Alliance sBnsieTca «OTKPbLITON NPOMBILLIIEHHOW KOanu-
UMen MeaULMHCKMX N TEXHONOrMYECKUX OpraHn3aunii, 06 beaMHEHHbIX C Lerbio YNy4LleHUn KauecTBa nepco-
HaNbHOI MeAULMHCKON noMoLLmy» 14).

OBGe 3T opraHu3aumm cnocobCTBYIOT COTPYAHUYECTBY M UHTeponepabenbHOCTU MHOMMKU cnocobamu,
a TaKke akTMBHO cobupaloT MHAOpPMaUuio 0 BO3HUKAOLWMX npobnemax cooTBeTcTBuA. Hanpumep, uensmu
opraHusauumu Continua Health Alliance siBnsatorcs:

- pazpaboTka pykOBOACTB MO MPOEKTUPOBAHUIO, MOMOTaIOLLMX NPOM3BOAUTENSAM CO3aBaTh UHTepone-
paGentHble AaTyuku, JOMALUHUE CETU, TeNleMeAULMHCKME NNartdopMbl, a TAKKE CEPBUCHI 0340POBREHUA U
ynyyLIeHUs CamMovyBCTBUS;

- co3gaHue nporpaMMbl cepTudpukaumm usgenui, NO3BONAOLLENH NPOM3BOAUTENSM UCNONL30BATb S10r0-
TUN, y3HaBaeMmblin NoTpebutensmu u obewatowmn ntHTeponepadbenbLHOCTbL C APYTMMU CepTUUUUPOBaHHBIMU
nsgenuamu;

- COTPYAHMYECTBO C rOCYAapCTBEHHLIMU PErYNATOPHLIMW OpPraHamiu C Lienbio NPeAoCcTaBneHns MeToaos
ans 6e3onacHoro u ahPeKTUBHOrO ynpasneHns pasHooGpPa3HbIMU PELLIEHUSIMA NPOU3BOAUTENEN;

- COTPYAHWYECTBO C NMepaMu B OTpacrsx 34paBOOXPaAHEHUs C LIENbio pa3paboTku HOBbIX cnocobos
BO3MELLEHMUA 3aTpaT Ha NnpeaoCcTaBNeHne NepcoHanbHbIX TENeMeaULMHCKUX CUCTEM.

Becb cekTop uHTEponepabenbHOCTH, Kak STO CrielyeT U3 €ro Ha3BaHUs, OPUEHTUPOBAH HA COTPYAHUYE-
CTBO BCEX Y4aCTBYIOLMX KOMMAHWI, MEAULIMHCKUX CMNELManMCToB U OPraHn3auuin 33paBoOXPaHEHNs.

13) NaHHbIn [OKYMEHT locTyneH no agpecy: http://www.ihe.net/About/index.cfm.
14 [aHHbIit fOKyMEHT AOCTYNEH No aapecy: http:/www.continuaalliance. org/about-the-alliance. html.
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MpunoxeHne A
(cnpaBo4HoOE)

Mpumep BapnmaHTa NCNONb30BaHUA PETY/ISPHOIO KOHTPO/IA KPOBSAHOIO AaB/ieHUsA
(nogpob6HoOe onucaHue)

B 9TOM MpUWIOXEHUM MpuBeAeH npuMep Gosiee MoAPOGHOTO OMUCAHWSI BapuaHTa UCMO/b30BaHUS C MpuMepamMu
06paboTKN AAHHbIX, MHXUHUPUHIOM W APYTMMU AETaNSIMW, 3aCNyXMBalOWKUMIN 06CYXAEHNS, HanpuMep pasMepbl NakeToB
[aHHbIX, CPOK XU3HK 6aTapeun, napameTpbl kauecTBa ycsyr (QoS), 6e30nacHOCTb, HACTPOKKM KaHana v Apyrue xapakre-
PUCTVKN BPEMEHU peakuum.

JokTop Xenndyn o3aboueH KpoBsHbIM AaBneHuemM lMona, y KOToporo B nocrefHne mecsubl 60/bluasi Harpy3ka Ha
pa6oTe, NpuBOAsALAs K cTpeccy. JokTop Xenndyn pekomeHgoBan Mony MeToAbl penakcauuv 1 Npeasioxusi emy usme-
psATb CBOE KPOBSIHOE AaBfieHne TpU pasa B AeHb ANSi KOHTPONs nedeHus. Mon nonyyaeT MOHUTOP KPOBSIHOTO [ABNeHUs
BMEecCTe C Nporpammoii A1t ero MoGUILHOTO TenedhoHa, NpefHasHauYeHHol 41 ynpaBneHust aTum npuéopom. Mon nepe-
[laeT pe3ynbTarbl U3MEPEHWUsI CBOETO KPOBSIHOTO AAB/EHWsI MO pacnucaHuio, rae 6bl OH HW Haxoausca B TEUeHWe [Hs.
MporpaMmMHoe o6ecneyeHne B ero TefiedoHe CTPOMUT rpadrki TPEHA0B N3MEHEHWSI €r0 KPOBSIHOTO AaB/IEHUS C TEUEHNEM
BPEMEHM C YUETOM 3aAaHHbIX LIeNIEeBbIX ANanasoHoB, YTo6bl Mos Mor onpeaeniTb, NPUBOAUT M €70 PEXMM K U3MEHEHIO
€ro KPOBSIHOTO AaB/IEHNS W ABUXETCS /I OH K NOCTaB/IEHHOM Lenn. 3T Xe AaHHble NepeaaloTcst AOKTOpY, YTo6bl TOT MOr
KOHCY/bTVpOBaTh ofa 1 KOHTPOSIMPOBATL ET0 NIEUEHME.

Ha pricyHke A. 1 npepcTaBfieHa guarpammMa 3K3eMn/isipoB 06LEKTOB, B3ATas U3 MOAeNM NpeaMeTHoli 06actv, npu-
BEEHHOI B onucaHum cneuyanmsauyuy 10407 (MOHUTOP KPOBSIHOTO AaBfeHus).

2k3emnasapbl 06bekTa MMIMT MOHMTOpa KPOBSAHOIO
AaBneHus

PucyHok A. 1 — Mogenb npegmMeTHON 061acT MOHUTOpPA KPOBSIHOTO AaBfieHNst

Kak nokasaHo Ha pucyHke A.1, mogesnb NpeaMeTHOM 061acTu BKIYaeT B cebs 06bekT MDS 1 uncnoBblie 06bEKTbI:

- 06beKT MDS:

1) atpubyTbl, HanpumMep NOAEHTUNKATOP CUCTEMbI, AaTa U BPeMs, CMOoCco6 3/1eKTPOonuTaHua WM ypoBeHb 3apsia
6atapeu;

2) MeTofdbl, HanpumMep set-time (ycTaHoBKa Taiimepa);

3) co6bITMSA, NO KOTOPLIM HanpasslTCA OTYETbI;

- YMCNOBble OOGBLEKTHI:

1) cuctonuyeckoe, AMactonMyeckoe u cpegHee aptepuanbHoe gasneHne (CAP);

2) nynbcC.
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MpunoxeHune B
(cnpaBouHoe)

Mpumepbl npoduneit TpaH3aKLUuMin

YNOMSAHYTLIV BbILLE MOHUTOP KpoBSAHOro AasrneHus (cneuuanusauma 10407) cnyxuT elye U XOPOLLUMM MPUMEpPOM
AeMOHCTpauumn cepBUCHO Mofienu n npoduneit TpaHsakuuin. CepBucHan Mofenb onpeaenseT KoHuenTyanbHble Mexa-
HU3MbI ANs cepBucoB obmeHa AaHHbIMU. OTK cepBUckl obpabaTeiBaloT coobLyeHNs, KOTOpbiIMU OOMEHUBAIOTCS areHT u
MeHepxep. MpoTokonbHble cooblyeHns B pamkax cepun ctangaptoe MICOMUIP 11073 onpepeneHsl B HoTauun ACH. 1.
MoapobHoe onucaHwe cepBUCHOI MOAENMN NepcoHanbHbLIX MEAULMHCKUX Npnbopos cM. B ISO/IEEE 11073-20601:2010(E)
[B48] n IEEE Std 11073-20601aTM-2010 [B36].

B.1 Mpumep cepBUCHON MOAEN MOHMTOPA KPOBAHOIO AaBneHns

Onsa goctyna k obbekTam, onpeaeneHHbIM B MOAENNU NpeAMeTHOW obnacTm MOHWTOpa KPOBAHOMO AaBfeHus, uc-
NONb3YHTCA CNeaytolmne HeCKoNbKO CEPBUCOB!

- cepBuc GET: ucnonb3ayeTcss MEHEXKEPOM AN U3BIIEYEHUs 3Ha4YeHUin aTpubyToB obbekta MDS, ncnonssyemoro
areHTom;

- cepBuc SET: ucnomnb3yeTca MeHeAXepoM ANSA 3afjlaHusA 3Ha4eHni atpmbyToB 0ObekTa, MCMOrNb3yeMOro areHToM
(n3mMeHsieMble aTpubyThl Y 06bEKTOB, UCNOMb3yEeMbIX areHTOM MOHUTOPAa KPOBSAHOTO aBIEHNUs, OTCYTCTBYIOT);

- cepBUC oT4eTa 0 cobbITuK (event report). CMONL3YETCA areHTOM AN OTNpPaBkN MEHEXepY OTYETOB O KOHUry-
pauuu N peaynsTaToB U3MepeHUi;

- cepBuUC JencTBUSA (action): Ucronb3yeTca MeHEIKEPOM ANA BbI30Ba AeACTBUI (MNIU METOA0B), NOAAEPXKUBAEMbIX
areHToM. [prMepoM MOXeT cnyxuTb MeTog Set-Time, ucronb3yemelid Ans ycTaHOBKM abconioTHOro BpeMeHW Ha vacax
peansHOro BpeMeHU areHTa.

B.2 Mpumep KOMMYHUKaLMOHHOW MOAENU MOHUTOPA KPOBAHOIO AlaBneHus

OnucaHne MoHuTOpa KpoBsiHoro AasneHusi B ctaHaapte UCO/MUAP 11073-10407 coaepXuT AeTanbHyo MHGOp-
MaLMIo 0 BO3MOXHLIX NOCNef0BaTENbHOCTAX KOMMYHUKALIMIA, UMEIOLUX MECTO, HanpuMep:

- Npu Npouegype accoumnaumu;

- Npu Npouegype KoHdUrypaumu,

- Npu npoueaype PYyHKLMOHNPOBaHUS;

- NpY CUHXPOHM3aLMK YacoB.

Ha pucyHke B.1 nokasaHsl NpMMepbl COOTBETCTBYIOLMX AUArpamMmm NocrefoBaTeNlbHOCTU.

MpumMep nocreAoBaTeNbHOCTM 06MEHOB MHDOPMaLIMEN, YNOMSHYTLIA B CTaHAapTe MOHUTOpa KpPOBSHOrO Aasne-
HUWS, NoKasaH Ans creayroLero BapuaHTa MCnofb3oBaHuUs:

- Korga nonb3oBatesb BKIIOHaeT MOHUTOP KPOBSIHOTO AJaBMEHUS, MEHEAXKED eLUe He 3HaeT KOHUrypauuio areHTa u
OTNpaBnseT OTBET Ha 3anpoc accounaLmm areHta ¢ pesynsratoM acceptedunknown-config (nogTeepxaeHa HenssecTHan
KOHpurypauums);

- MONYy4YM1B TaKoW OTBET, areHT NepeaasT MeHeaXepy UHdOpMaLUIo 0 cBoell KoHdUrypauuu. Mocne nonyveHns noa-
TBEPXAEHUA OT MeHeaXepa 0 TOM, YTO KOHpUrypaLms areHTa UM NpUHATa, NpUubop areHTa rotoB OTNPaBUTL U3MEPEHUS.
Ob6a npubopa BxoasAT B pexum Operating (cocTosiHMe B3aumogeincTeus);

- 3aTeM MeHezXep MOXeT 3anpocuTb atpubyTel MDS obbekTa areHTa, oTnpaBus coobLieHne AaHHbIX C KOMAHAOW
«Remote Operation Invoke | Get» (AUCTaHUMOHHLIN BbI3oB onepauun | Get). B kauecTBe oTBeTa areHT Bo3BpallaeT Me-
Heg)xepy OTYeT, cofepxalyuit atpubyTel o6bekta MDS, ucnonb3ays coobuieHne AaHHbIX ¢ KomaHgoi «Remote Operation
Response | Get»;

- Ha criegytoLieM Luare nonb3oBaTenb Npubopa areHTa BLINOMHAET OAHO U3MepeHUe. PesyneraT nsmepeHus nepe-
faeTcs MeHeaxepy B hopMe 0T4eTa 0 NoATBEpxAaeMOM cobbiTUM. [Nocre ycrneLwHoro NoNy4eHUs pesynerata U3MepeHus
MeHeaXXep OTMPaBnAeT areHTy NoATBEPXKIeHHE;

- Nonb3oBaTenb 3aBepLUaeT ceaHc (Hanpumep, HaxmMas Ha Npubope COOTBETCTBYIOLLYIO KHOMKY MW He UCNONb3yS
npwbop Aonblue onpeaeneHHoro nepuoaa BpeMeHn). BeneacTBre aToro areHT 3aBepLUaeT accoLnaLuio ¢ MEHEAXXEPOM,
OTNpaBnAs eMy 3anpoc Ha npekpaLleHne accoumauun. MeHeaxep Bo3BpallaeT OTBET Ha STOT 3anpoc;

- Korfa areHT 3anpallBaeT accoynaLmio C MEHeXKEPOM B CriefyIoLLieM ceaHce U3MepeHuit (HanpuMep, Ha cneay-
IOLLMIA Ai€HB), TO B OTBETE MEHEAXEpa COAEPKUTCA NOATBEPXKAEHUE NPUEeMa, TaK Kak OH yXXe 3HaeT KOH(Urypauuio areHTa
ro npegelgyLlemy ceaHcy namepeHnuin. Oba npubopa cpa3sy NnepexofsT B COCTOSIHUE B3aUMOAENCTBUA.

CornacHo ISO/IEEE 11073-10407:2010(E) [B44] 3anpoc Ha accouuauuio, OTNPaBNAEMbIN areHTOM MeHeaXepy,
VMEET CreaytoLLyIo CTPYKTYPY:

- 3Ha4YeHne Bepcun npoueaypbl accouuaLum, UCMonNb3yeMon areHTom, AomkHo ObiTb paBHO assoc-version1 (T.e.
assoc-version = 0x80000000);

- 3Ha4yeHue cTpykTypHoro anemeHTta DataProtolList B ugeHTudukatope npotokona gaHHbIX AOMKHO GblTb paBHO
data-proto-id-20601 (T.e. data-proto-id = 0x5079);

- none data-proto-info gonmxHo cogepxatb cTpykTypy PhdAssociationinformation co cnegyrowumu 3HavyeHUAMU
napaMeTpos:
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AreHT MeHemxep

Connectindication (LowerLayerInfo)

Connectindication (LowerLayerInfo)

3anpoc accoumaumn (data-proto-list,

system-id, dev-config-id, option-list) npoBepuTL System-id,

nposepuTh dev-config-id
]

OTBeT Ha 3anpoc accoupauum (accept-
unknown-config, data-proto-id, system-id,
option-list) I

MeHempxep He rx,
pacnosHaeT system-id
1 dev-config-id

[aHHble (Bbi3oB | MoaTBEPXAAEMbI OTHET O COBLITUN,
MDC_NOTI_CONFIG, dev-config-id, config-object-list) CoxpaHnTh dev-config-id
1 KOHbUrypauuo

[aHHble (OTBET | NoATBEPXKAAEMBI/ OTYET O COObITUN,
MDC_NOTI_CONFIG, accepted-config)

[aHHble (Bbizos | Get, handle=0)

[JanHbie (OTBeT | Get, ATpnbyTbl MDS)

[aHHble (Bbi30B | mogTBEPXAAEMBI OTHET O COOLITUM,
MDC_NOTI_SCAN_REPORT_FIXED, event-info)

[JaHHble (OTBeT | nOATBEPXAAEMBI OTHET O COObITUM,
MDC_NOTI_SCAN_REPORT_FIXED)

3anpoc npekpaLleHus accoumauum(reason)

OTBET Ha 3arnpoc NpekpalleHus accoumaLmm(reabon)

Connectindication (LowerLayerlnfo) Connectindication (LowerLayerInfo)

3anpoc accounauun (data-proto-list, system-id, dev-config-
id, option-list) " npoBepuThL System-id,
npoBepuTb dev-config-id

OTBeT Ha 3anpoc accouyauumn (accepted, data-proto-id,
system-id, option-list)

MeHempxep Lx,

pacnosHaeT system-id
[laHHble(BbI30B | NOATBEPKAAEMbIN OTUET O COBbITAM, ! dev-canfig-id
MDC_NOTI_SCAN_REPORT_FIXED, event-info)

[aHHble(OTBET | NOATBEPXKAAEMLIA OTHET O COBLITUM,
MDC_NOTI_SCAN_REPORT_FIXED)

3anpoc npekpaLleHusa accopnapnn(reason)

OTBET Ha 3arnpoc npekpaLleHns accoumaLmm(reabon)

PucyHok B. 1— [Jnarpamma nocnefoBate/ibHOCTM MOHUTOPa KPOBAHOTO AaB/ieHns,
COOTBETCTBYHOLLEro creumanmsaumm 10407

1) B none functional-units MoryT GbITb YCTAHOB/NEHbI OGUTLI TECTUPOBAHNS accoLmalun. Hukakve apyrue GUTbl He

[0/DKHbI ObITb YCTAHOB/NEHDI;
2) none system-type Oo/mKHO ObITb paBHO Sys-type-agent (Te. system-type = 0x00800000);

3) none System-ld Jo/MKHO 6bITb PaBHO 3HaYeHWIO aTpubyTa System-ld o6bekta MDS areHTa. MeHemKep MOXeT
BOCMO/1b30BATLCA 3TUM MOMIEM A/ MAEHTU(MKALMN MOHWUTOPA KPOBSHOIO [aB/IEHMS, C KOTOPbIM OH acCoLMMpYeTcs, 1

npu H606XO,CI,VIMOCTVI peann3oBatb NPOCTYHO NOJINTUKY OrpaHN4YeHNA A0CTyna,
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4) none dev-config-id AormkHO BbITb paBHO 3HavYeHUto aTpubyTa Dev-Configuration-ld o6bekta MDS areHTa;

5) ecnu areHT noaAepXuBaET TONBKO CreLMann3aumio MOHUTOPa KPOBAHOMO AaBrieHus:, To nofe, yka3bialoliee
pexumel 3anpoca AaHHblx (data-req-mode-capab), nogaepxueaemble areHTOM MOHUTOPA KPOBAHOMO AaBneHUA, AOMKHO
UMeTb 3HayeHue data-req-supp-init-agent;

6) ecnu areHT nopajepXuBaeT TONMbLKO cheyuanu3aunio MOHUTOpa KPOBAHOrO AaeneHus, To none data-req-
initmanager-count AomkHO UMeTL 3Ha4veHue 0, a none data-reg-init-agent-count — sHaveHue 1.

Mpu ncnone3oBaHumn Npaeun koguposaHuss MDER npumep 3anpoca Ha accounaumio, 0TNpaBNAEMoro areHTom npu-
6opa ycTpoiicTBY MeHeaxepa, 6yAeT MMeTb crieayoLuin BUa:

OxE2 0x00 Tun APDU CHOICE (AarqApdu)

0x00 0x32 CHOICE.length = 50

0x80 0x00 0x00 0x00 assoc-version

0x00 0x01 0x00 Ox2A data-proto-list.count = 1 | gnuna = 42
0x50 0x79 data-proto-id = 20601

0x00 Ox26 AnuHa data-proto-info = 38

0x80 0x00 0x00 0x00 protocolVersion

0xA0 0x00 npasuna koguposaHusa = MDER unu PER

0x80 0x00 0x00 0x00 nomenclatureVersion

0x40 0x00 0x00 0x00 functionalUnits, umeeT BO3MOXHOCTb TECTUPOBaAHUA accoLnaLun
0x00 0x80 0x00 0x00 systemType = sys-type-agent

0x00 0x08 AnuHa system-id = 8 1 aHaveHune

0x11 0x22 0x33 0x44 0x55 0x66 0x77 0x07

0x02 0xBC dev-config-id — cTtaHgapTHas koHdpUrypauyua

0x00 0x01 data-req-mode-flags

0x01 0x00 data-reg-init-agent-count, data-req-manager count

0x00 0x00 0x00 0x00 optionList.count = 0 | optionList.length = 0

CoOTBETCTBYIOLLMIA OTBET MEHeXepa Ha 3TOT 3anpoc accoLuanmmn 6yaeT UMEeTb CNeAYIoLWYI0 CTPYKTYpPY:

- none pesynerara JOMKHO UMETb OAHO M3 3HaYEeHWIn BapuaHToB OTBeTa, onpegeneHHelx 8 UCOMUBP 11073
20601:2010(E) [B48] u UM3P Std 11073-20601aTM-2010 [B36]. HanpumMep, ecnin Bce ycrnoBua NpoTokona accoLuaLum
BbINOMNHEHBI, TO BO3BpaLLlaeTcs 3Ha4eHne accepted (NPUHATO), ecnu MeHeaKep pacnosHan naeHTUdnUKaTop KoHdurypa-
uuu areHTa dev-config-id, n accepted-unknown-config (noaTBepXAeHa HensBeCcTHasn KOHUrypaLms) B NPOTUBHOM criyyae,

- 3Ha4YeHue CTpyKTypHoro anemenTa DataProtoList B mgeHTudukaTope npoTokona faHHbIX AOMKHO BblTb paBHO
data-proto-id-20601 (T.e., data-proto-id = 0x5079);

- none data-proto-info gomkHo cogepxatb cTpykTypy PhdAssociationinformation co cnegyiowmmu 3HaveHnssMu
napameTpoB:

1) Bepcus npoTokona o6MeHa faHHbIMK fomKHa 6biTh paBHa protocol-version1 (T.e. protocol-version = 0x80000000);

2) MeHeaXep AOMKEH BO3BPaTUTb MAEHTUDUKATOP OAHOMO NpaBuna KOAUPOBAHWUA, KOTOpoe NoaAaepXuBaeTca W
UM, 1 areHToM. MeHemkep AOMKEH NogfepxuBaTh Kak MUHUMYM npasuna koguposaHua MDER,;

3) ucnonb3yemMasi Bepcusi HOMEHKNaTypbl JomkHa ObiTb paBHa nom-version1 (T.e. nomenclature-version =
0x80000000);

4) B none functional-units gomkHbl ObITb cOpolleHbl Bce OWUTHI, KpOMe TeX, YTO OTHOCATCA K TeCTUPOBaHMIO
accouuauum;

5) none system-type gomkHo BbITh paBHO sys-type-manager (T.e. system-type = 0x80000000);

6) none System-Id gomkHo cofepxaTb YHUKanbHbIA MAEHTUDUKATOP CUCTEMbI YCTPONCTBA MeHeIKepa, UMEeIoLLniA
cdopmaT paclUMpPeHHOro yHUKansHoro naernTudukatopa (64 6uta) (EUI-64);

7) none dev-config-id fomkHo GbITb paBHO Manager-config-response (0);

8) none data-req-mode-capab gomkHo 6bITk paBHoO O;

9) nonsa data-reg-init-*-count gonmkHbI 6bITb paBHbl 0.

Hwxe npueeaeH npumep KOAUPOBaHWS OTBETA MEHeAXepa Ha 3anpoc accouuaLun rpu HeM3BECTHON KOHUrypa-

LuK areHra:
OxE3 0x00 Tun APDU CHOICE (AareApdu)
0x00 0x2C CHOICE.length = 44
0x00 0x03 pesynerat = accepted-unknown-config
0x50 0x79 data-proto-id = 20601
0x00 0x26 data-proto-info length = 38
0x80 0x00 0x00 0x00 protocol-version
0x80 0x00 encoding-rules = MDER
0x80 0x00 0x00 0x00 nomenclature-version
0x00 0x00 0x00 0x00 functional-units
0x80 0x00 0x00 0x00 system-type = sys-type-manager
0x00 0x08 AnvHa system-id = 8 1 3Ha4eHune
0x11 0x22 0x33 0x44 0x55 0x66 0x77 0x88
0x00 0x00 dev-config-id B 0TBeTe MeHeaxepa Bcerga pasHo 0
0x00 0x00 0x00 0x00 data-req-mode-capab B oTBeTe MeHeaxepa Bcerga pasHo 0
0x00 0x00 0x00 0x00 option-list.count = 0 | option-list.length = 0
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MpunoxeHune C
(cnpaBo4yHoE)

MNoapo6Hoe onucaHWe TPAHCMOPTHONO YPOBHS

B ctaHgaptax MCO/MN3P 11073-20601:2010(E) [B48] u MM3BP Std 11073-20601 aTM-2010 [B36] caenaHo He-
CKOJIbKO NPEeANoNOXeHW 0 NOBEAEHUN TPAHCMOPTHLIX MEXAHU3MOB HWKHUX YpoBHel. Mpu Heobxoammoctn NCO/MUNIP
11073-20601:2010(E) [B48] n N3P Std 11073-20601 aTM-2010 [B36] naeHTU(ULMPYIOT NPeanonoXeHus, Ans KOTopbIX
TpebyeTcs HenocpefcTBEHHas NoAfepXka TPaHCMNOPTHbIM YPOBHEM WM «MPOCAONKOW» Hafd, TPaHCMNOPTHLIM YPOBHEM.
[JaHHbIi nogxopg, Bcerga No3BosieT OCYLEeCTBAATL NOAAEPXKKY PasHbIX CMOCO60B TpaHcnopTa, Hanpumep kabesnbHol JIBC,
6ecnposogHoii JIBC u apyrux. OnpegeneHne cnocoboB TpaHcrnopTa AaeTca Apyrumuy rpynnamu 1 KoHcopumymamu. OHO
He BXOAUT B 06n1acTb NPUMEHEHNS HacTosilero ctaHgapTa. Mpu npakTuyeckoli peanvsauuu B3avMOAENCTBUS areHta c
MeHemKkepoM cTaHgapTbl MCO/MN3P 11073-20601:2010(E) [B48] n N3P Std 11073-20601 aTM-2010 [B36] A0/MKHbI
6bITb PACCMOTPEHbI B TECHOW NPUBA3KE K pa3NIMyHbIM KaHasiaMm TpaHcnopTa. Mo3ToMy B HAcTOsILLEM OTYeTe MpeAcTaBfieH
KpaTkvii 0630p aneMeHToB, yyacTByloLmMX B npumepe npocmnnsa Health Device Profile (HDP) 6ecnposogHoli MBC.

MeHepxep

MpuknagHoi

YpOBEHb

TpaHCNOPTHbIN
npodub TMna 1

PucyHok C.1 — KommyHukaumoHHasa mogens NCO/MNIP 11073-20601

Ha pucyHke C.1 nokasaH 0630p KOMMYHWKaUWOHHOW Mogenu. OAHVWM W3 K/IOYEBBIX 3/1IEMEHTOB KOMMYHUKaLWA,
onmcaHHbix B NCO/MNIP 11073-20601:2010(E) [B48] n MNIP Std 11073-20601 aTM-2010 [B36], sBnseTcs 610K faHHbIX
npoTokona npuknagHoro yposHs (application protocol data unit, APDU), T.e. TUNUYHbLIA NakeT AaHHbIX, NepefaBaemblit
Mexay areHToM 1 MeHemxepoM. CyuiecTByloT 610km APDU, npegHasHayeHHble A1 MHOTMX Lenei, HanpuMep accouuma-
umMs, KoHdUrypaumsl, nepefada M3MepeHHbIX AaHHbIX.

CraHpgapTtbl NCO/MNISP 11073-20601 2010(E) [B48] n N3P Std 11073-20601 aTM-2010 [B36] onpegenstoT gsa
pasHbIX TUNa TPAHCNOPTHbIX KaHAOB: «HAAEXHbIN» N «MaKCMaslbHO XOpOoLWnii». «HaaeXHbIn» TPaHCNOPTHbLIA KaHaul uc-
NoNb3yeTcs 415 BCeX COOBLLEHUI, ABNSIOLWMXCA 3HAYMMbIMU 415 B3aMMOAECTBUA areHta u MeHemxepa B Lenom. Hanpu-
Mep, B3aMMOZENCTBME areHTa u MeHemkepa 0OblYHO 3aBUCUT OT YNpas/isoLLEro COOBLLEHNS, KOTOPOE OHU WUCMOSb3YIOT
NS cornacosaHWs napameTpoB KOHUrypauum. 310 COOoObLLeHMe JO/MKHO NPOXOAWTL NO KaHany 6e3 noTepu Wan nckaxe-
HMA. OWM60YHBbIE N NpoNasLUMe COOGLLEHNS Takoro Tuna BbI3blBalOT cepbe3Hble Npobnembl. MoaToMy ynpasnsolme
COOOLLEHNs [O/MKHBI NepefasatbCs Mo HafeXHOMy KaHauly. Ho B Tex cryvasx, Korga B KOMMYHUKaUMAX y4acTBYHOT Mo-
TOKOBbIE AaHHble, NOTEPS WM UCKaXEHWEe OAHOro MakeTa He NMPUBOAMT K 3HaUMTesbHbIM npobnemam. [ns AaHHbIX 3TOro
TUNa 06bIYHO WCMOMb3YETCH «MaKCMMasIbHO XOPOLUMWA» KaHaul.

CraHpapTtbl MCO/MNSP 11073-20601:2010(E) [B48] 1 NMN3SP Std 11073-20601 aTM-2010 [B36] onucbiBalOT He-
CKOMbKO CrefylolWnX XapaKTepuCcTuK, O6LMX Kak A8 HaAeXHbIX KOMMYHUKauuid, Tak U A1 MakCUMaslbHO XOPOLUMX
KOMMYHUKaLMIA:

- 6nok APDU moxeT obpabaTbiBaTbCsl /106bIM 06pa3oM, HO 3GAheKT 3Toli 06pPabOTKM AO/MKEH ObiTb 3KBMBA/IEHTEH
aToMapHoOli TpaH3aKumuy;

-6n0kn APDU MoryT 6biTb CErMEHTUPOBaHbl M NOBTOPHO COBpaHbl BO BPEMS TPAHCMOPTUPOBKW WN Xe OHW MOryT
6bITb NepefaHbl Kak eauHoe Leroe;

- pasmep 6710koB APDU B HanpaB/ieHUN OT areHTa K MeHepKepy He Ao/mkeH npesbiwatb 63K (64 512) 6aiiTos;
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- pa3mep 6n1okoB APDU B HanpaB/ieHMM OT MeHedXepa K areHTy He fo/xeH npeBbiwaTtb 8K (8192) 6aiiTos;

-o6uwan gnvHa 6noka APDU pgonxHa nepefaBaTtbCs B KOMMYHMKaLMOHHbIE YPOBHM M BO3BpaL,aTtbCs OT HUX Kak
MeTafaHHble;

-KOMMYHUMKaLWii foMmKeH ykasbiBaTb 06Lyt0 agnnHy APDU Ans KOMMYHWUKaLWOHHOIO Cf0s, ABAAKOLWErocs ero nu-
poM (y3nom).

Kak nokaszaHo Ha pucyHke C.2, KOMMYHWKaLMOHHblE KaHanbl pasfeneHbl Ha KaHalbl «MaKCUMaslbHO Xopoliune»
(«M.x») n HagexHble («Hag.») kaHanbl. XoTa 6bl OAVH HAAEXHbI KaHan JO/KEeH MPUMCYTCTBOBATb BCErAa, a «Makcumarsib-
HO XopoLIne» KOMMYHUWKaLUW ABNAIOTCA Heobs3aTeNbHbIMWU. 3TW TUMbl KaHAN0B UMET cnefyloLine XapakTepUCTUKN:

- HafleXHas KOMMYHUKauns:

1) 6nokv APDU A0/MKHBI NPUHUMATLCA B NOPSAAKE OTNpaBieHus;

2) 6nokn APDU He [0MXHbI cofiepXaTb 06HapyXnBaemble OLUNGKY;

3) 6nokn APDU He JO/MKHbI Ay6/1MpoBaThCs;

4) 6nokn APDU He L0MXHbI TepATbCS;

5) APDU 06bI4HO OTNpaBAsaoTCsA onepaTuBHO, HO MOTYT ObiTb 3afepXaHbl M3-3a NOMbITOK MOBTOPHOW Nnepegauyu;

6) KOMMYHWKaLMOHHbIE YPOBHWU [O/KHbI NPefocTaBnATb MeXaHU3M OMOBeLeHUA NPUKIaLHOr0 YpoBHA O Mosy4ye-
HUKM nonHoro 6noka APDU;

7) KOMMYHUKaLMOHHbIE YPOBHW A0/IKHbI NMPeoCcTaBNATb MeXaHW3M ONOBeLLEeHNs NPUKNaAHOIo ypoBHS 06 yCTaHOB-
NIEHUN COEAMHEHUS MEXAy areHTOM W MeHe[XepoM;

8) KOMMYHMKaLWOHHbIE YPOBHW [O/HKHbI NPEAOCTaBAsATb MEeXaHW3M OMOBELLEHUSA MPUKNaAHOro YpOBHA O npekpa-
LLEHNN COefMHEHUSA UNW pasbefnHeHUN;

9) KOMMYHUVKaUWOHHbIE YPOBHW A0/MKHbI NPefoCcTaBnATb MexaHW3M OMoBeLLeHUs MPUKIafHOr0 YPOBHA O HEBO3-
MOXHOCTU nepegayn 6noka APDU;

10) MOTOKV ynpaBfieHUsi MexAy OTNpasAsoWMM U MPUHUMAIOLLMM NPUIOXEHUSMU LOKHbI NOAAEPXMBATLCS ANA
nosiHbIX 6/10k0B APDU. Ha 60/1ee HU3KUX YPOBHSX MOTOKU yNpaB/ieHUss MoryT GbiTb peann3oBaHbl Ans doparMeHToB 6/10Ka
APDU;

- «MaKCUMasIbHO XOpoLuas» KOMMYHUKaLuns:

1) 6nok APDU mMoxeT ObITb AOCTaB/IEH He B nopsake oTnpaBfieHnsi. MoOXeT okasaTbCs, YTO KOMMYHUKALMOHHbIM
KaHau1 caM MeHsieT NopsAoK NakeToB, HE3aBUCUMO OT paboTbl TpaHcMuTTepa MMIM;

2) 610K APDU MOXeT 6bITb NOTEPSIH WK Npoay6anpoBaH;

3) 6510k APDU moryT noctynatb CO CKOPOCTbLIO, Bbi3biBalLWel nepenonHeHne Gycdepa nonyyatens.

MonoxeHusa ctaHgaptoB MCO/MN3P 11073-20601:2010(E) [B48] n N3P Std 11073-20601 aTM-2010 [B36], a Takke
peanvsauynsi TUNOB KOMMYHMKaUWI MOTYT UHTEpPNpeTupoBaTbCcsa pasHbiMyu cnocobamu. Mpoduns HDP (HDP_SPEC_V10)
ABNAETCSA OAHON U3 peanunsauuii, cnyxallieli NpUMepPoOM AN ONMcaHUA HEKOTOPbIX TEXHUYECKUX aeTaneil.

[NpunoxeHve [NprnoxeHve
(VcTouHMK) (MprieMHKK)
| laHHble cneunanusauunii npméopos | N ) | laHHble crieumanuaaumii npuéopos |
NIN3P 11073 Mpotokon obmeHa N3P 11073 Mpotokon obmeHa
[aHHbIM (areHT) [aHHbIMY (MeHemKep)
MCAP SDP (. y  SDP MCAP
L2CAP L2CAP
CTOpOHa UCTOYHUKA CTOpOHa npuemMHuKa

PucyHok C.2 — O630p npocuns HDP

Mpocunb MHoOrokaHanbHoi agantauuum (multichannel adaptation profile, MCAP) npepoctaBnsieT kaHan ynpasfe-
HUS,, MO3BONAIOLWMNIA CO3A4aTb HECKOMbKO KaHanoB faHHbIX W ynpaBnaTb umu. Mpodune MCAP ocHOBaH Ha NpoTokone
ynpaBneHuns IorMyeckoii cBA3blo 1 ypoBHem agantauum (Logical Link Control and Adaption Layer Protocol, L2CAP). Mep-
Bblli kaHan L2CAP, o6pa3oBaHHbIli mMexay ABymsa 3akzemnnspamum MCAP, sBNSieTCS HafEXHbIM «KaHa/ioM ynpaB/ieHUs».
OH ob6neryaeT co3gaHue «kaHanoB AaHHbIX» (HAOEXHbIX WIN «MaKCMMalbHO XOPOLLNX»/MOTOKOBOW nepegayun), no KoTo-
pbIM OcyllecTBAAeTCA 06MeH NpuKAagHbIMU OaHHbIMWU, ONpefenieHHbIMM B cneyudurkaymsax obmeHa faHHbIMK.

[na apyrux TpaHCNOPTHLIX KaHa/oB CYLeCTBYIOT aHa/orMyHble pelleHns Mo COo3[aHU0 KOMMYHUKaLMOHHBLIX Ka-
HanoB (Kak HafeXHbIX, Tak U «MaKCUMasibHO XOPOLUMX»), KOTOpble MOryT NMpUMeHATbCcA ANns obmeHa 6nokamu APDU,
onpegeneHHbiMn B cTaHgapte NCO/MNIP 11073-20601:2010(E) [B48] u MNSP Std 11073-20601aTM-2010 [B36]. Bonee
rny6okoe paccMOTpeHWe 3TOro BOMpoca He BXOAMT B 06/1aCTb NPYMEHEHWA HacToAlero ctaHgapra.
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BuGnuorpadusa

5|/|6J'|V|orpaq3|/|qe0|<|/|e CCbITKM AaHbl Ha UCTOYHUKK, nNpefocTaBnArlLne AOMONHUTENbHLIA UKW BCOMOraTenbHbIiA

MaTtepuhan, HO He ABnAarLnecs HeobxoaUMBIMU ANA NOHUMaHUS U peanunsaymn HacToAllero ctaHgapTa. CcChbIfKM Ha 3TK
UCTOYHUKM NPUBOAATCA UCKIIOYUTENBHO B CripaBOYHbIX LenAx.
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Blake-Wilson, S., D. Brown, and P. Lambert, Request for Comments 3278 — Use of Elliptic Curve Cryptography
(ECC) Algorithms in Cryptographic Message Syntax (CMS), RFC 3278, Apr. 200219

Blake-Wilson, S, N. Bolyard, V. Gupta, C. Hawk, and B. Moeller, Request for Comments 4492 — Elliptic Curve
Cryptography (ECC) Cipher Suites for Transport Layer Security (TLS), RFC 4492, May 20066

Continua Health Alliance, Continua Design Guidelines Version 1.0, June 2009

Dierks, T., and C. Allen, Request for Comments 2246 — SSL/TLS The TLS Protocol Version 1.0. RFC 22486, Jan.
199917

Dierks, T., and E. Rescorla, Request for Comments 5246 — The Transport Layer Security (TLS) Protocol Version
1.2, RFC 5248, Aug. 200819

EN 12470-3:2000, Clinical thermometers — Part 3: Performance of compact electrical thermometers (non-predic-
tive and predictive) with maximum device'®

EN 12470-5:2003, Clinical thermometers — Part 5. Performance of infra-red ear thermometers (with maximum
device)

EN 60601-1:1990 (IEC 60601-1:1988+A1:1991+A2:1995), Medical electrical equipment — Part 1: General require-
ments for safety

EN 60601-1-1:2001, Medical electrical equipment — Part 1-1: General requirements for safety — Collateral stan-
dard: Safety requirements for medical electrical systems

EN 60601-1-2:2001, Medical electrical equipment — Part 1-2: General requirements for safety — Collateral
standard: Electromagnetic compatibility — Requirements and tests

EN 60601-2-27:20086, Medical electrical equipment — Part 2-27: Particular requirements for the safety, including
essential performance, of electrocardiographic monitoring equipment

EN 60601-2-30:2000, Medical electrical equipment — Part 2-30: Particular requirements for the safety, including
essential performance, of automatic cycling non-invasive blood pressure monitoring equipment

EN 60601-2-47:2001, Medical electrical equipment — Part 2-47: Particular requirements for the safety, including
essential performance, of ambulatory electrocardiographic systems

EN IEC 60601-1-4:1996 + A1:1999, Medical electrical equipment — Part 1: General requirements for safety — 4.
Collateral standard: Programmable electrical medical systems (MDD harmonized)

EN IEC 60601-1-6:2004 (IEC 60601-1-6:2003), Medical electrical equipment — Part 1-6: General requirements for
safety — Collateral standard: Usability (MDD harmonized)

EN IEC 62304:2008, Medical device software — Software life cycle processes (MDD harmonized)
EN IEC 62366:2007, Medical devices — Application of usability engineering to medical devices (MDD harmonized)

EN I1SO 9919:2005, Medical electrical equipment — Particular requirements for the basic safety and essential
performance of pulse oximeter equipment for medical use (ISO 9919:2005)

EN ISO 14971:2007, Medical devices — Application of risk management to medical devices (MDD harmonized)
EN ISO 17510-1:2002, Sleep apnoea breathing therapy — Part 1: Sleep apnoea breathing therapy devices

EN ISO 18778-2005, Respiratory equipment — Infant monitors — Particular requirements

Food and Drug Administration, Department of Health and Human Services: FD&C Act20)

Health Level Seven International (HL7), ISO/HL7 27931:2009, Data Exchange Standards — Health Level Seven
Version 2.5 — An application protocol for electronic data exchange in healthcare environments2"

15) NaHHbIi [okyMeHT MOXHO HaitTn no aapecy: http:/iwww. ietf.org/rfc/rfc3278.txt.

16) NaHHbIi [oKyMEHT MOXHO HaitTh no aapecy: http://tools.ietf.org/html/rfc4492.

17) DaHHbIi [oKyMEHT MOXHO HaitTn no aapecy: http:/iwww. ietf.org/rfc/rfc2246 txt.

18) NaHHbI oKyMEHT MOXHO HaitTh no aapecy: http://tools.ietf.org/html/rfc5246.

19) [aHHbIit [OKYMEHT MOXHO MOMy4uTh OT EBponeiickoro komuteTa no cTaHaapTusaLmmn (CEN) (http:/AMww.cen.eu/).
20) JaHHbIi  AOKYMEHT  MOXHO  HaiilTh no  agpecy: http://ecfr.gpoaccess. govicgiftitextitext-idx?sid=

118572e945357a1f65ed669c4ee212e6&c=ecfr&tpl=/ecfrbrowse/Title21/21tab_02.tpl.

21) Wapanmus HL7 MoxHo nonyunTs y Health Level Seven International (http:// www.hI7.org).
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[B24] |EC 62304-2006, Medical Device Software — Software Life Cycle Processes2?)

[B25] IEC/TR 80002-1-2009, Medical device software — Part 1: Guidance on the application of ISO 14971 to medical
device software (Approved, at |IEC waiting for publication, as a TR, not a candidate for MDD harmonization)

[B26] |EEE Std 11073-00101TM-2008, Health informatics — Point-of-care medical device communication — Part 00101:
Guide — Guidelines for the use of RF wireless technology?3), 24)

[B27] |EEE Std 11073-10406TM-2011, Health informatics — Personal health device communication — Device spe-
cialization — Part 10406: Basic electrocardiograph (ECG) (1-to 3-lead ECG)

[B28] |EEE Std 11073-10417TM-2011, Health informatics — Personal health device communication — Part 10417: De-
vice specialization — Glucose meter

[B29] |EEE Std 11073-10418TM-2011, Health informatics — Personal health device communication — Device spe-
cialization — Part 10418: International Normalized Ratio (INR) monitor

[B30] IEEE Std 11073-10420TM-2010, Health informatics — Personal health device communication — Device spe-
cialization — Part 10420: Body composition analyzer

[B31] IEEE Std 11073-10421TM-2010, Health informatics — Personal health device communication — Device spe-
cialization — Part 10421: Peak expiratory flow monitor (peak flow)

[B32] |EEE Std 11073-10441TM-2008, Health informatics — Personal health device communication — Device spe-
cialization — Part 10441 Cardiovascular fithess and activity monitor

[B33] IEEE Std 11073-10442TM-2008, Health informatics — Personal health device communication — Device spe-
cialization — Part 10442 Strength fitness equipment

[B34] I|EEE Std 11073-10471TM-2008, Health informatics — Personal health device communication — Device spe-
cialization — Part 10471 Independent living activity hub

[B35] I|EEE Std 11073-10472TM-2010, Health informatics — Personal health device communication — Device spe-
cialization — Part 10472: Medication monitor

[B36] I|EEE Std 11073-20601aTM-2010, Health informatics — Personal health device communication — Application pro-
file — Optimized Exchange Protocol Amendment 1

[B37] Integrating the Healthcare Enterprise (IHE), Initiative by healthcare professionals and industry,promotes the coor-
dinated use of established standards such as DICOM and HL725

[B38] SO 13485-2009, Medical Devices — Quality Management Systems — Requirements for Regulatory Purposes2®)

[B39] [ISO/IEC 27002:2005, Information Technology — Security Techniques — Code of Practice for Information Security
Management2?)

[B40] ISO/IEC 80001-1:2010, Application of Risk Management for IT-Networks Incorporating Medical Devices?8)

[B41] ISO/IEEE 11073-10101:2004(E), Health informatics — Point-of-care medical device communication — Part 10101:
Nomenclature

[B42] ISOJ/IEEE 11073-10201:2004(E), Health informatics — Point-of-care medical device communication — Part 10201:
Domain information model

[B43] ISO/IEEE 11073-10404:2010(E), Health informatics — Personal health device communication — Part 10404:
Device specialization — Pulse oximeter

[B44] ISO/IEEE 11073-10407:2010(E), Health informatics — Personal health device communication — Part 10407:
Device specialization — Blood pressure monitor

[B45] ISO/IEEE 11073-10408:2010(E), Health informatics — Personal health device communication — Part 10408:
Device specialization — Thermometer

22) NapaHna MIK MoxHO monyunTb y MexayHapogHoit anekTpoTexHuueckoi kommccun (http:/mww.iec.ch/). Us-
AaHna MOK Taike poctynHel B CLUA yepes HauuoHarnbHLI MHCTUTYT aMepukaHckux ctaHgaptos (http://www.ansi.org/).

23) CraHpaptsl 1 npoaykTel MMOP, ynoMsHyTEIE B JaHHOM pasfene, SBRAIOTCS TOProBLIMM Mapkamu MHCTUTYTa
WHXXEHEepOB M0 ANeKTPOTEXHUKE M aneKTpuke, Inc.

24) NapaHna MNP MoxHO nonyunTb oT IHCTUTYTa NHXEHEepoB No 3neKTpoTexHuKe n anekTpuke (http://standards.
ieee.org/).

25 Wapanua IHE gocTynHel nocpeacTBoM MHTerpauun yupexaeHuii sapasooxpatenus (http:/fivww.ihe.net).

26) Yapanus MCO MoxHO nomnyuuTs oT LleHTpanibHoro cekpetapuata UCO (http://iwww.iso.org/). B CLUA usganus
MCO moxHO nony4nTb OT HauuoHanbHOro MHCTUTYTa aMepukaHckux ctangaptos (http://iwww.ansi.org/).

27) Yapanus UCO/MIOK MOXKHO NONy4uTh OT LlentpansHoro cekpetapuata UCO (http://www.iso.org/). B CLLA u3-
AaHna MCO/MBK MOXKHO nony4nTb oT HaunoHansHOro MHCTUTYTa amepukaHckux ctaHgapTos (http:/iwww.ansi.org/).

28) Y3naHus MCOMUDP moxHO nonyumTk oT LieHTpansHoro cekpetapuata UCO (http://www.iso.org/). B CLLA u3-
AaHna UCO/MNIP MOXHO Nomny4nTb OT MHCTUTYTa WHXEHepoB NO SnekTpoTexHWKe M paguoanekTpoHuke (http://stan-
dards.ieee.org/).
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ISO/IEEE 11073-10415:2010(E), Health informatics — Personal health device communication — Part 10415:
Device specialization — Weighing scale

ISO/IEEE 11073-20101:2004(E), Health informatics — Point-of-care medical device communication — Part 20101:
Application profile — Base standard

ISO/IEEE 11073-20601:2010(E), Health informatics — Personal health device communication — Application
profile — Optimized Exchange Protocol

ISO/IEEE 11073-30200:2004(E), Health informatics — Point-of-care medical device communication — Part 30200:
Transport profile — Cable connected

ISO/IEEE 11073-30300:2004(E), Health informatics — Point-of-care medical device communication — Part 30300:
Transport profile — infrared wireless

ISO TR 27809-2007, Health informatics — Measures for ensuring patient safety of health software (as a TR is not
MDD harmonized)

ISO TS 25238-2007, Health informatics — Classification of safety risks from health software (as a TS is not MDD
harmonized)

MDD: 93/42/EEC, Medical Device Directive

Rescorla, E., Request for Comments 2818 — HTTP Over TLS. RFC 2818, May 200029

29) [aHHbIil QoKyMeHT AOCTyNeH Mo agpecy: http://www.ietf.org/rfc/rfc2818.ixt.
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YK 61:004:006.354 OKC 35.240.80 OoKnpaz 32.50
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