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MNpepgncnoBne

1 NMOATOTOBJ/IEH depgepanbHbiM roCyAapCTBEHHbIM YHUTapHbIM npegnpuatuem «Poccuitckuii Ha-
YUYHO-TEXHUYECKUI LEeHTp MHpopmauuy no craHpgaprtvsaunun, MeTponornm u oueHke cooTeeTtcTBus» (Pryn
«CTAHOAPTVH®OPM») Ha OCHOBEe COOGCTBEHHOr0 MepeBofa Ha PYCCKUIA SA3blK aHIN0A3bIYHON Bepcunm JO-
KyMeHTa, yKasaHHOro B nyHkTe 4

2 BHECEH TexHuyeckum KomMuTeTOM no ctaHgaptusauunm TK 468 «MHpopmaTmzaymsa 340p0oBba»

3 YTBEPXAEH VW BBEAEH B ﬂ,EI7ICTBVIE Mpukaszom defepanbHOro areHTCTBa MO TEXHUYECKOMY pe-
rynimposaHuio n metponorum ot 29 asrycta 2019 r. Ne 572-ct

4 HacTtoAwuin cTtaHAapT WAEHTUYEH MexAyHapogHOMy AokymeHTy ISO/TS 18530:2014 «WHdpopma-
TMlaumna 300poBbA. ABTOMAaTMYeckasas WAEHTUDUKALUA, MapKupoBKa M 3TUKETUPOBKaA Npu cb6ope [aHHbIX.
NpeHTudrkauma cy6bekToB U MHANBUAYANTbHbIX NOCTABLWWKOB MeAMUMHCKOW nomowmn» (ISO/TS 18530:2014
«Health Informatics — Automatic identification and data capture marking and labelling — Subject of care and
individual provider identification», IDT)

Mpyv NpMMeHeHUN HacToALWero cTaHgapTa pekoMeHAyeTCAa MCNoAb30BaTb BMECTO CCbIJIOYHBIX MeXAy-
HapoAHbIX CTaH4ApPTOB COOTBETCTBYHOLWME UM HaLMWOHaNbHble CTaHA4apThl, CBEAEHNSA O KOTOPbIX NPUBEAEHbI B
LOMOJTHUTENBHOM NpunoxeHun JA.

5 BBEJAEH BIMEPBbIE

MpaBuna NpMMeHeHns HaCcTOoALEro CTaHgapTa YCTaHOB/EHbl B CTaTbe 26 deflepa/lbHOro 3akoHa
0T 29 moHa 2015 r. Ne 162-93 «O cTaHgapTusauum B Poccwuiickoli ®egepauum». VHbopmauns 06 us-
MEHEHMAX K HACT 0SLLeMy CTaHfap Ty Ny6aMKye TCA B eXerogHom (Mo COCTOAHMI0 Ha 1 AHBaps TeKyLero
roga) VHOpMaLMOHHOM YKasaTene «HauumoHanbHble CTaHAapThi», a oUUNAIbHBIA TEKCT M3MEHEHWUI
1 NOonpaBoK - B eXeMecA4YHOM WMHADOPMAaLUOHHOM ykaszaTesne «HauuoHabHble cTaHgapThi». B cnyyae
nepecMoTpa (3aMeHbl) WM OTMEeHbl HACTOALLEro cTaHaapTa CoOTBeTCTBYHLee yBegomieHne byaeT
ony6nMKoBaHO B GvdKaliLLemM BbIMYCKE eXeMeCAYHOro MHAOPMALMOHHOIO yKasaTensd «HauuoHanbHble
cTaHgapTh». COOTBETCTBYOWAan MHpopMaunsa, yBegoMIeHNEe U TEKCThl pasMeLLalnTCa Takke B UH-
pOopMaLMOHHOWN cucTEeME 06LLEro MNOMb30BaHNSA —  Ha odmumasibHOM caliTe deaepasibHOro areHTCcTBa Mo
TEXHUYECKOMY PErynMpoBaHuio U MeTponorum B ceTn NHTepHeT (Www.gost.ru)

© 1SO, 2014 — Bce npaBa coxpaHAwTCA
© CTtaHpgapTuHpopm, opopmieHune, 2019

HacTosiwuii cTaHfapT He MOXeT 6biTb MOMHOCTbI WAWM YACTUYHO BOCNPOM3BEAEH, TUPAXKMPOBAH U pac-
npocTpaHeH B kayecTBe ohuumnanbHOro ngaHua 6e3 paspelleHns defepanbHOro areHTcTBa Mo TEXHUYECKO-
My peryfimpoBaHuio 1 MeTposiorum
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BBepgeHne

MpepocTaBneHne MeAULMHCKONW MOMOLLM CYLW,eCTBEHHbIM 06pa3oM 3aBUCUT OT BO3MOXHOCTM OA4HO3HAY-
HO 1 6e30Wn60YHO naeHTUUUMpoBaTb NOAEN, obpawalULNXca 3a MeAULUHCKON MOMOLW b, NHBIMK CNoBa-
MK, CyGbEKTOB MeguuuHckoit nomowm (CMM), a Takxe, nwogeli, obecneynBarwmx MegULNHCKYH0O MOMOLLb,
WHBIMW CNOBaMu, UHAUBUAYANIbHbIX NOCTABLUKOB.

MeauunHcko nHpopmatuke, nogaepxusarwlweli npegocrtasneHne MegULUHCKONW nomMmolwn, Tpebyetca
yeTkoe onpegeneHne naeHTudukaunm cybbekTa MegWUMHCKON NOMOWM M MHAUBMAYAbHOTO NOCTaBLLMKA,
no3sonswWel NpaBubHO COOTHECTM C HAMU MHGOPMAaLMWI0O O 340pOBbe, COGUpPaAEMYD MEeAULUHCKAMMK NpU-
noXxeHnamMn. BTO NpuBeNo K Heob6xoaMMOCTU cbopa M pacnpocTpaHeHUs MHPoOpMaLUM B pasiMuHbIX Mean-
LUHCKUX MHADOPMALMOHHbBIX CUCTEMAX U MPUTOXKEHUAX.

Takne HocuTenn MHOPMAaL UK, Kak WTPUXKoAbl N pagnovactoTHole MeTkn (RFID), 06bIYHO MMeHyeMble
cpepctBaMy aBToMaTuyeckoin naeHtudukaumm n coopa gaHHoix (AUCA), 4ONONHWAN 3HAYMMOCTbL onpejene-
HUA CTPYKTYP AaHHbIX naeHtudmnkatopos CMIM v MHAMBUAYaIbHbIX NOCTABLMKOB C LUefblo NpefoTBpalleHuns
HeoAHO3HAYHOCTN nNpu cbope gaHHbIX. ANC] obecneuynBaeTcs WNPOKUM CNEKTPOM peLeHWnin, B 4aCTHOCTH,
NPUMEHEHNEM ONTUYECKUX HOCUTeNen (Hanpumep, WTPUXKOAOB). Kpome TOro, ceMaHTuKka nepeHoCUMbIX UMK
[aHHbIX onpefensieTca MHOTMMMW opraHusaumamMun (HasblBaemMbliMU TakxXe «u3fgaTensiMu»); HEKOTOpble U3 HUX
3aHMMaTCA KOMMEPYECKON AeSATENbHOCTLI, HEKOTOPbIE BbIMOSIHAKT MUCCUM O6LLEHALMOHA/IbHOTO MacLwTa-
6a, Kak, Hanpumep, opraHusaumm — paspaboTumkm cTaHgapToB. HacToAwwmii cTtaHfapT coKycupoBaH Ha
npuMmeHeHun Cuctembl ctaHgapToB GS11), NOCKO/IbKY BO BCEM MUpe 3HauyuTeNibHaa 4yacTb NOCTaBASAEMbIX Me-
OVUMHCKMX TOBApPOB UAEHTUdULMPYeTCAa B COOTBETCTBUM C 3TOW MHOrooTpac/ieBoil U rnobanbHO cucTtemoi
cTaHgapToB. VMiHTeponepabenbHOCTb Nerye obecneyntb, €CNM B MeAULUHCKUX OpraHM3auunax ncnonblyetcs
efiMHaa cucrtema ctaHaapToB.

Korga nHopmaumsa pacnpocTpaHsaeTcsa M UCNOb3yeTcs pasnYHbIMU UHPOPMALUOHHBIMU CUCTEMaMMK,
Ansa obecneyeHns MHTeponepabenbHOCTM HeobxoanMa obuiaa cemaHTuka naeHtTudukaunm CMIM v nHauen-
AyanbHbIX NOCTaBLMKOB, o6ecneynBatkl,asd cOrnacoBaHHOCTb M OAHO3HAYHOCTb COBMECTHO MCNOJ/Ib3yeMOM
nHopmaynmn. B kaxaon cncteme ogHm n Te xe CMI n uHgusmngyanbHble NOCTABLLNKN MMEKT TOYHYO UAEH-
TUGMKaL N0, CCbIJIKNW U NepekpecTHble CCbINkKN. D PeKTUBHbIE CUCTEMbI c6opa AaHHbIX 1 06MeHa nHdpopma-
unein — KA4YeBOW (haKkTop yAy4dlWeHNs MeaguLMHCKON nomouwmn, npegoctasnsemoir CMM nHamBuayanbHbIMN
nocTaBLWmnKkamu, 3a cHeT COOTBETCTBUSA, TOUHOCTU N LENOCTHOCTU MELULUMNHCKUX AaHHbIX.

B 6onbHMUax cyb6bekT MeguuMHCKOW nomowm (B KayecTBe cTayMOHapHOro nayumeHTa) 06bIYHO MMe-
eT Aeno ¢ 60NbWWUM YUCNOM WHCTaHuuii. Mpumepamun cnyxaT HasHauyeHne U NPMMeHeHue NeKapCTBEHHbIX
cpeacTB, nabopaTopHble uccnegosaHus 6uomatepnana CMIM c nocnegywwei nepefayein pesynbLTatoB aHa-
nn3a n oT4eToB. [NA KaX[oW M3 3TUX MHCTaHUWI TpebyeTca TOYHOE COOTHECeHMe ee AelCTBUIA C Cy6beKToM
MeauunHcKoli nomouin. MocTaBWMKM MeauLUHCKONW noMouwu (T. e. opraHusaumm, npepoctaBnsflLMe Meamn-
LMHCKY nomowb CMI) BHeapunu texHonorun AWNC[ Ha 6a3nce WTPUXKOLOB, MO3BONSAKLUME 3aMEHUTb
py4yHO# BBOJ C KnaBuaTypbl Ha aBTOMaTU4YecKOe cuuTbiBaHue upeHTudukatopos CMI, a Takxe conyTcT-
BYWOLWMX NpeaMeToB, Hanpumep 6uosormyecknx obpasuos. B CNOXHBLIX yCN0BUAX cTaunmoHapa ¢ 60nbwum
YNC/AOM WMHCTaHUMA 0cob60e BHUMaHMe yaensetcsd OAHO3HAYHOCTU MAEHTUMKaLWUKN, NOCKObKY 3TO MO3BO-
naet nsberatb KOHPNNKTOB MAEHTUDUKALUN, HAKNA[OK, HEONPeLEeNeHHOCTN U PUCKOB.

Mcnonb3oBaHne AVNC/ B KOHTEKCTE /iIeHeHUS XPOHMYECcKUx 3aboneBaHuii ycmnneaeT HEOHXOAMMOCTb
cTaHgapToB. MNMpu neyeHnn xpoHnyeckoro 3abonesaHma CMI He Bcerga HaxoAuTCcs B O4HOM U TOM Xe MecTe,
rae BO3MOXHO NPUMeEHeHWe efUHCTBEHHOU TexHonorun. CneposatesnibHO, AVIC MOXeT okKa3aTbCA WHTEpPO-
nepabenbHON CO MHOXECTBOM TEXHOJOIWIA, peweHnii n npubopoB. 3To obecneynBaeT NPEEMCTBEHHOCTb Me-
OVUVHCKOW NOMOLLN.

Bygyun ambynatopHbiMu nayneHtamu, CMI MOryT caMOCTOATENbHO NPUHUMATb IeKapCTBEHHbIE cpef-
cTBa. B yactHocTn, CMI, npoxogsAwemy neyeHne XpoHMYeckoro 3aboseBaHusa, caegyeT NPUMeEHATb nekap-
CTBa M BECTU CTATUCTUKY 06 UX MPUMEHEHUN B COOTBETCTBMM C NpeAnuMcaHHbIM NAaHoM nedeHus. Takoin nnaH
MOXeT OblTb OYEeHb NpeAnucbiBawWMM, HanpumMmep, NpUHNUMAaTL N0 Mepe HeobxoaumocTu, NM60 MMeETb MNpo-
hmnakTUyecKy HanpaB/IeHHOCTb BO M3bexaHue onacHbIX UCX0[0B 3aboseBaHus.

CywecTByeT Takke MOTPEOHOCTb ynpaB/ieHUSA W KJIMHUYECKOT0 MOHWUTOpPUHra nnaaHa nedveHunsa CMI B
uensax 6e3onacHoOCTM W ynpaBneHusa cknagckumu 3anacamu. AVUICO obecneymBaeT CUUTbIBAHWE UAEHTUPU-
Kauun CMIM n nekapcTBeHHbIX Mpenapartos, perucrpaunio pesieBaHTHbIX AaHHbIX O NPUMEHEHUMN JleKapcTs

1 GS1 — 370 3aperncTpupoBaHHbIii TOBapHbI 3HaK. J/Tlo60l NPYMEHSAEeMbI B HACTOSLLEM AOKYMEHTE TOBapHbIi
3HaK — 3TO MHhpopmaLms, npefocTaB/eHHas ans yao6cTea nosb3oBaTeneil U He ABMsAOWAasca 0406peHneM.

\Y
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N WUHbIX OaHHbIX, HANpUMep, HOMepa cepuun, cpoka AeNcTBUA U NPpUMeEHeHHoro konuyectsa. AUC/ cnepyet
BbINOIHATb KakK A4Na CTauuoHapHbIX, Tak N 4Na am6ynaTopHbIX NauneHToB. AHaNOTUYHbIA cHOp AaHHbIX MOXHO
NPUMEHATb A9 3P PEKTUBHOIO yrnpas/eHns 3anacaMmn n ux Bo306HOB/IEHNEM.

Mpenmywectsa ANC gnsa yHukanbHon ngeHtngukayun CMI MOXHO NpoAEMOHCTPpMpPOBAThL cnepyto-
WMUMmM Tpemsa npuMepamu:

- nauueHT, paBHO KakK M ero JaHHble, MOXEeT HaxoAMTbCA B AOPOre 3a npegenamMu KOHTPONA ero no-
cTaBliMKa MeAWLMHCKON NOMOLLM: nocne paspywnTenbHOro TopHago B . AxonnuH, wrtat Muccypu, CWA, B
2011 r, NpMWAOCL B CNEWHOM nopsake aBakynmposaTb 183 CMIM n3 60nbHUUbI CeHT-[XOHC B Apyrne panoH-
Hble 60NbHULbI. MpU TakMX «XaOTUUYHbIX» YCNOBUAX Hannune feliCTBUTENbHO YHUKANbHOIO ugeHTndurkartopa
naumeHta Morno 6bl He3aMeA/IMTeNbHO NPeAoTBPaTUTb 3aMeHY UAEHTUMUKALMOHHbIX 6pacneToB y Kaxaoro
CMTI1, nepeBeAeHHOTO B ApYry 601bHULY;

- ANS UeHTpann30BaHHbIX palioHHbIX nabopaTtopuii, 0CO6EeHHO Tex, YTO NPOBOAAT MCCNefoBaHUA AN
6aHKOB KpOBU, NONOXUTENbHAA naeHTudunkauna CMIM 1 ux NpuBA3Ka K NPEeXHUM 3annMcaMm CyLW,ecTBEHHbl AN
6esonacHoCcTM nauyueHToB. Hanuume aByx pasHbix CMI c 0AMHAKOBbIMW UMEHamu, oTyecTBamMm U pamunans-
MU, TOCNUTANN3NPOBAaHHbIX B fiBa Pa3HbIX OTAENIEHUA, UCNONb3YLWNUX NLEHTUYHbIE CXEMbl UAEHTUdUKaLUN
naumMeHToB (BO3MOXHO, MPUMEHSALWMNX OAHY U Ty Xe MH(pOopMaLNOHHYI0 CUCTEMY), MOXET NPUBECTU K CEpPbE3-
HbIM OWINGKaM;

- nocTaBLW MK nUcnonb3yeT ABa uaeHtudukatopa ANA ynpab/ieHUA nevyebHbIMU npoueccaMmun: «UAeHTu-
ukaunio naymeHtTa» u «upgeHTudumkaumio cnyvaes». OAWH U3 NOCTaBLWKOB OpraHu3oBas TakKyl cCUCTeMY
HymMepauun aTux naeHTudpnKaTopoBs, KoTopasa uUckaYana KOHPNUKT faHHbIX. Hepe3 HEeCKO/IbKO NeT UCnosib-
30BaHUA 3TOrO peleHns Homepa cTasin nepekpbiBaTbCA, YEro HUKTO He 3ameTun, noka gsa CMI He nonyynnu
OflMHAKOBble HOMepa, OAUH ANA «UAeHTUdUKaLUM nayneHTa», ApYyroin Ansa «uaeHtTudukaynum cnyyas megu-
LWHCKOW nmomoum». BO3HWK cepbe3Hblii cnyyain paccornacoBaHus gaHHbIX.
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Mpegncnosue K ISO/TS 18530

MexgyHapoaHaa opraHusauma no ctaHgaptusaunm (MCO) scemupHana dpefepaumnsa HauMoHaNbHbIX Op-
raHoB no ctaHgaptTusauuum (kommteTbl — uyneHbl WCO). PaboTa nNo NOAroToBKE MeXAYHapoAHbiX cTaHpap-
TOB 06bIYHO BefeTcs 4yepe3 TexHuuyeckme komuTeTbl MCO. Kaxpgblit komuteT — uneH WCO, nposasnswowunii
MHTEPEC K TeMaTuKe, N0 KOTOPON yypexAeH TeXHWYecKkuih koMuTeT, nmeeT nNpaBo OblTb NpeAcTaBMNEHHbIM B
3TOM KOoMuUTeTe. MexayHapoaHble opraHmsaumnn, rocyfapcTBeHHble N HerocyAapCcTBEHHbIE, UMeElOLW e CBA3N C
NCO, Takxke npuHumMarT yyactne B pabote. MCO TecHO coTpygHMYyaeT ¢ MexXayHapoAHOW 3/1eKTPOTEXHNYe-
ckoii komuccuein (M3K) no Bcem Bompocam cTaHgapTu3aunmy B 06/1aCTN 3/1€KTPOTEXHUKN.

Mpouenypbl, ncnonb3yemble An8 pa3paboTku faHHOro AOKYMeHTa, U npoueaypbl, NnpeAyCMOTPEHHble
ANS ero ganbHelwero Begenuns, onncansl B Anpektusax NCO/M3IK, YacTb 1. B yacTtHoCcTH, criegyeT OTMETUTHL
pasnuuHble KpUTEPUWN YyTBEPXAEHUSA, Tpebyemble ANA pas3/IMUyHbIX TUNOB AoKyMeHTOoB WNCO. MpoekT gaHHOro
AOKyMeHTa 6bln pa3paboTaH B COOTBETCTBUMWU C pefakuMOHHbIMKM npaBunamu Aupektns MCO/M3IK, YacTb 2
www.iso.org/directives.

Heob6xoaMmo 06paTuTh BHUMaHWe Ha BO3MOXHOCTb TOr0, YTO psAf 3/1eMEeHTOB AaHHOro JOKyMeHTa MOoryT
6bITb NMpegMeTOM MaTeHTHbIX nNpaB. MexayHapoaHas opraHusauna NCO He f0MXHa HECTW OTBETCTBEHHOCTb
3a ngeHTuduKaLmno Takux npas, YaCTUYHO WX NOMHOCTbIO. CBeAeHNsa 0 NaTeHTHbIX NpaBax, UAeHTUdPULMpo-
BaHHbIX Npu paspaboTke AOKyMeHTa, 6yAayT yka3aHbl BO BBegeHun n/mnn B nepeyHe nosyyvyeHHbiXx NCO 06b-
AB/IEHUAX O NaTEHTHOM npase, Www.iso.org/patents.

Nio6oe TOproBoe HasBaHue, UCMNOAb30BAHHOE B AaHHOM [OKYMeHTe, sBnsetca uHdopmauuen, npe-
pocTaBnsemoli gna ynobcTts, a He CBMAETENbCTBOM B MOJIb3y TOFO WAM WHOFO TOBapa WAM TOW WAW WHONA
KOMNaHuu.

Ona nosicHeHUA 3Ha4YeHWUli KOHKPETHbIX TEPMUHOB U BblpaxeHuin MCO, OTHOCAWMXCA K OLEHKe COOoT-
BETCTBUSA, a Takke MHpopMaumsa o cobnwgeHun MexpyHapogHoli opraHmusaunein MCO npuHumnos BTO no
TexHuyeckum 6Gapbepam B Toprosnae (TBT), cM. cneaywuwuini yHUduUUMpoBaHHbIn nokatop pecypca (URL):
Foreword — Supplementary information.

3a JaHHbIi 4OKYMEHT HeceT OTBETCTBEHHOCTb TexHuuyeckuini komuteT ISO/TC 215, NHcopmaTusaumua
34,0pOBbA.
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HALULMWOHANDBLHBLIN CTAHAOAPT POCCWUMNCKOMWM PEOLEPALUUNN

NHPOPMATU3ALUNA 300POBbLHA

ABTOMaTUYeCcKas UAeHTUMKaALNSA, MAPKMPOBKA U 3TUKETUPOBKA Npu c6ope AaHHbIX

|/|,CI'eHTI/ICbI/IKaLI'I/IF| Cy6'beKTOB nunHagnBmayanbHbIX NOCTaBU MKOB Me,qI/ILI'I/IHCKOI‘/JI nomMmoun

Health Informatics. Automatic identification, data capture marking and labelling.
Subject of care and individual provider identification

JNata BBegeHna — 2020—05—01

1 O6nactb NpPMMeHeHUs

B HacTofuleM cTaHAapTe ykas3aHbl cTaHgapTbl, Heo6XxoAuMble ANA NpeacTaBNeHUs UAEeHTUUKaATOPOB
CMM » nHanBuAayanbHbIX NOCTaBLIMKOB Ha TakMxXx 06bekTax, Kak HapyyHble 6pacseTbl, WAEeHTUPUKALNOH-
Hble 3TUKETKN WNN WHble NpeAMeTbl, KOTOPble MOTYT C/YXWTb HOCUTENSAMKU, C NOMOLbIO KOTOPbLIX B npouecce
npegocTaB/ieHNs MeguUUHCKOM noMown obecneynBaeTcsa aBTomMaTnyecknii c6op gaHHbIX.

HacTtoawuii cTtaHgapT npegnaraeT YHUKaNbHY nageHtngukaymnto CMI, KOTOPYH MOXHO MCMNO/b30BaTh
ONSA UHbIX uenei, Hanpumep, 4Na 3anucu naeHTudukauum CMM B MegNLUHCKUX KapTax.

Nobasa opraHmsauynsa, nnaHupylui,aa BHeLPEHWE WM YCOBEPLIEHCTBOBaHWE TEXHOMOrMNi aBTomMartuye-
CcKoli mpeHTudmkaumm n cbopa gaHHbix (AVCL), ucnonb3lyembix B Npouecce MeAUUUHCKON NMOMOLLM, MOXET
ccbllaTbCA Ha HacToAwwmi ctaHgapT. WX Heo6xoAMMO MCNONb30BaTb B COYETaHWM C CUCTEMOW cCTaHAapToB
GS12).

HacTtoawmnin ctaHgapT onucbiBaeT XOPOLWYI NPakTUKYy CHUXEHUA/MCKAIOYEeHUs Bapuauuii 1 06X0AHbIX
peweHnii, noHwxawwmx appPekTMBHocTb AVMC/[ Ha MecTe fneyvyeHUs U KOMNpomeTupywmx 6e3onacHoOCTb
nayneHTosB.

HacTtoawuii ctaHgapT yka3blBaeT, kKak ynpaBnsaTb nageHtngukatopamm B npouecce AUCA, n gononHser
MHGOpMaLno, N3/TOXKEHHYH B AOKYMeHTax cepumn ISO/TS 22220 n ISO/TS 27527.

2 HopmMaTuBHbIE CCbI/IKM

B HacToAweMm cTaHgapTe WCMONb30BaHbl HOPMATMBHbLIE CCbIJIKM Ha cnegylolwme cTtaHgapToel. Ana pa-
TUPOBAHHBIX CCbIJIOK MPUMEHSIOT TO/MbKO yKa3aHHOe u3fgaHue, AN HeAaTUPOBaHHbIX — MOC/NefHee ulgaHue
CCbIZIOYHOTO cTaHgapTa (BkAYas BCE U3MEHEHUA K HEMY).

ISO/TS 22220, Health informatics — lIdentification of subjects of health care (MHtopmaTuszauynsa 3gopo-
BbsA. MgeHTndmkaynsa cy6bbekToB MeguLMHCKOM nomMmoLmn)

ISO/TS 27527, Health informatics — Provider identification (MHcopmaTusauyns 3goposba. geHTudnka-
LMSA MOCTaBLWUKOB MeAULUHCKOA MOMOLLMN)

ISO/IEC 15418, Information technology — Automatic identification and data capture technigues — GS1
Application Identifiers and ASC MH10 Data Identifiers and maintenance (MHtbopMaynoHHbIe TeXHONOTMKU. Tex-
HOMIOTMMN aBTOMaTM4YecKoin naeHTudukaumm n cbopa gaHHbIX. aeHTudukatopbl npumeHeHns GS1 v nageHTu-
ukatopbl gaHHbix ASC MHK un ux BegeHue)

2) QS1 — 3T0 3aperncTpuMpoBaHHbIl TOBAPHLIA 3HaK. /1060 NMPUMEHSIEMbI B HACTOSILLEM AOKYMEHTE TOBAapHbIi
3HaK — 370 MHopMaLMs, NpeaocTaBeHHas a5t yA06CTBa Nosb3oBaTeneil n He ABAsOWanca 0406peHeM.

M3paHne oduymanbHoe
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ISO/IEC 16022, Information technology — Automatic identification and data capture technigues — Data
Matrix bar code symbology specification (MHdopmaynoHHaa TexHonorua — ABTomaTumyeckas ungeHtuduka-
uusa. KognpoBsaHue wTtpuxosoe. Cneyundukaums cumsonukn Data Matrix)

3 TepMuHbI U onpeaesnieHns

B HacTosiuleM cTaHfapTe NMPUMEHEHbl cfefyllime TeEPMUHbI C COOTBETCTBYIOLWUMMN ONpeseneHuaMu:
3.1

noeHtTudukatop npumeHeHunsa (application identifier; Al): Mpedukc GS1, onpegensawwmini CMbIC0-
BOE cofepXaHue M 3HayYeHue cnefylllero 3a HAUM afleMeHTa faHHbIX B cooTBeTcTBMM ¢ MCO/M3IK 15418 un
o6bwummn cneyndmnkaumamm GS1.

[MCO 19762-1:2008, nyHkT 01.01.94]

3.2 aBTOMaTuyeckasa ngeHtudukayma n cbop gaHubix; ANC/A (automatic identification and data cap-
ture; AIDC): MeToabl UnnM TEXHONOTUM aBTOMATUYECKON naeHTudukaumm o6bEKTOB, c60pa AaHHbIX O HUX U
HernocpeACTBEHHOrO BBOAA 3TUX JAHHbIX B BblYNC/IUTE/bHbIE CUCTEMbl 6€3 MPUMEHEHNS PYYHOrO BBOAA.

MpumeyaHunel — MeToabl UM TEXHONOMMK O6LIYHO paccMaTpuBaloTcs kak Yactb AVIC/, BKOYas LWTPUXOBbIe
KOZbl, KOTOPble MOTYT ObITb JIMHENHBIMU WU ABYXMEPHLIMYA CUMBOIAMW U NMACCUBHbIMU NNG0 akTUBHLIMWU pPagnmo4vyacToT-
HbiMn meTkamn (RFID).

3.3

KoMmMepueckaa opraHusauus (business entity): 3aperucTtpupoBaHHas KoMMepueckas opraHusauyus,
Hanpumep, Kopnopauus WM KomnaHus.

MpumevyaHune 1— [laHHas opraHusauust o61agaet nHopmMaumeilt 0 CBoeM ouLManbHOM BnagesnbLe.

[ISO/TS 27527:2010, nyHKT 3.1 ¢ usmeHeHnem — pgobasneHo MNMpumevaHune 1]

3.4 cb6op pfaHHbIX (data capture): HamepeHHOe gelicTBue, pe3ynbTaTtoM KOTOPOro siBNSeTCA perucrpa-
LMA faHHbIX B CUCTeMe yyeTa.

3.5 neuyebHOe nogpasgeneHune (care unit): MoapasgeneHne opraHmsaynun, B KOTOPOR Cy6bEKTbl Meaun-
UMHCKON nomown (3.16) nonyyawT HEOBXOAUMY MELULMHCKYH NOMOLLb.

MpumeyaHnune 1— JleuebHbIM NOAPA3fENEHNEM MOXHO Takxe HasblBaTb masiary.

3.6 rnobanbHblli HoMmep ycnyr (global service relation number; GSRN)3);, WUcnonb3yeTtca ansa naeHTu-
thmkauum oTHOWEHNI MexAay opraHusauuei, npegocTaBadOLed ycnyrn, n noayyatenemM WaM NOCTaBLLVKOM
ycnyr.

NMpumeyaHne 1 — [ina nonyyatens ycnyrm (cybbekta mMeauuMHCKOW nomowm) GSRN kogupyloTcs Ha HO-

cuTenax MHdopmauuu ¢ naeHTudumkatopom npumeHeHms 8018, Ans nocTaswuka ycnyrv (MHAMBUAYaNbHOro MnocTas-
uKa)— C ngeHTuukaTopom npumeHeHns 8017.

3.7 nocTaBWUK MmegnumnHckom nomowmn (healthcare provider): OpraHu3zauus unu yypexpgeHue, oka-
3blBalOWee MeAULMHCKYIO NOMOLWb CYy6beKTY MeaNLNHCKON NOMOLLN.

3.8 MHTerpauus opraHmsaunm 3gpaBooxpaHeHunsn (integrating the healthcare enterprise; MHE4)): VNHu-
unatnBa MHXEHepoB M MeAULUHCKUX cneumanmcToB nNo cnocob6amM ynyylleHUs COBMECTHOrO UCNONb30BaHUA
MHOpMaLnn BbIYUCANUTENbHLIMY CUCTEMAMWN 34pPaBOOXPaHeHUS.

MpumeyaHne 1— Opranmsauus IHE cogelicTByeT cornacoBaHHOMY NPUMEHEHNIO YTBEPXAEHHbIX CTaH4apTOB
B Lenax obecnevyeHuns cneunuyHbIX KNUHNYECKUX NOTpebHOCTEl npyM onTMMU3aLMn MeauULMHCKOW NOMOLLM.

MpumevyaHne 2— Cucrtembl, paspaboTaHHble B COOTBETCTBUM C PeKOMeHAauusimu opraHusaumun IHE, nyuue
B3aMMOAENCTBYIOT Apyr ¢ ApyroMm. CriefoBaHue 3TUM peKoMeHAauusM obneryaeT paspaboTky W crnoco6eTByeT Gonee
3P HEKTUBHOMY MCMOMb30BAHMI0 MHPOPMALMM NOCTABLUKAMU MEAULMHCKOW NMOMOLL.

3) GSRN npegactaBnset coboit ngeHtudukatop GS1 ans cepBUCHbIX B3aMMOOTHOLWEHUA 1M NpeaocTaBiseTcs Cu-
ctemoin GS1. 3ta nHdopmauusa npeacrasneHa 4a1a yaobcrea nosb3oBatesieil HaCTOAWEro 4OKyMeHTa v He npeAacTtaBnset
co6oin ogobpeHne NCO BbllLeHa3BaHHOIO naeHTUdrkaTopa ycayrn. 9KBUBareHTHbIE NPOAYKTbl MOTYT 6bITb NPUMEHEHBI,
€C/IM U3BECTHO, YTO OHW MPUBOAAT K TEM Xe pe3y/bTaram.

4) IHE — 3TO 3aperncTpupoBaHHbIi TOBapHbI 3HaK. JTlo60i NpYMeHsAeMblii B HACTOSALWEM AOKYMEHTe TOBapHbIl
3HaK — 370 MHhopMaLuusa, npefcTaBneHHas 41 yAo6CcTBa nonb3oBaTesieil, n He npeAcTaBnseT coboi NoATBEPXKAEHME.

2
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3.9 nHaguBuagyanbHblin noctaBwuk (individual provider): /lto6oe nuuyo, KOTOpoe npepgocTaBnsieTr me-
OVLUVHCKY0 NMOMOLb UAM CNOCO6HO ee NpefoCTaBUTh.

MpumeuaHune 1— NHaMBMAYaNbHbI NOCTABLLMK NpeACTaBNsAeT cob6oit 0TAeNbHOe UL U He NpeanosaraeTcs
rpynnoit NocTaBLLMKOB.

MpumeuaHune 2— He Bce NOCTABLMKA MEAULMHCKOV MOMOLLM MPU3HAKTCSA NPOdEeCcCUoHaIbHbIMU OpraHamMm.
MIMeHHO Mo 3TOW MpuuMHe A4S X OMUCAHUSI HE NMPUMEHSIeTCS TEPMUH «MeAWUMHCKUI cneumanuct». Bce meauumHckue
CNeunanuncTbl SBASIOTCS NOCTaBLLMKaMK, HO HE BCE MOCTaBLYMKM SIBASIOTCS MEeAWULMHCKUMU CreumanmctTamm,

3.10 npgeHTndmnkatop mHameuagyanbHoro noctaBuwuka (individual provider identification): Wugueu-
AyanbHbIA HOMEpP WAWU Ko, UCNOMb3yeMblli AN WAEHTUMKALUN UHAWBUAYANbHOTO NOCTaBLLMKa.

3.11 nHdopmaymoHHaa cucTtema (information system): OpraHm3oBaHHas cucTtema, Bk/jw4vawuwas B
cebs annapaTtHoe obecneyeHne, nporpamMHoe obecnevyeHne, pacxofHble MaTepuasnsl, NONUTUKA, NpoLeypsl
n paboTHMKOB M o6ecneunBatL,as xpaHeHne, o6paboTky M A4OCTYNn K UHOpMayuu.

3.12 MawwnHoumnTaemblii kKog (machine readable code): YnuTtaembllii MalWMHON Kogh, copepXawuin WH-
hopmMauuo, McNoNb3yeMyr A1 YCTAHOB/IEHUS OTHOWEHUSA MexXAy (PU3NYeckuM O06BbLEKTOM, Hanmpumep, yna-
KOBKOI NneKkapcTBEHHOro CpefcTBa, U UCTOUYHUKAMU AaHHbIX, HANpUMep, cUCTEMaMUN KOAMPOBaHUA MeAULUH-
CKMX, NPOU3BOACTBEHHbIX, NOTUCTUYECKUX AaHHbIX U/MNWN JaHHbIX, UCNOb3YEMbIX NP BO3MELLEHWN 3aTpar.

3.13 3anucb (record): 3anucaHHas uHdopmauusa B Nbon copme, BKIKYAs faHHble B BblYNCAUTENb-
HbIX CUCTEMAaxX, CO3[aHHble WU NONYYEHHble U XpaHWMble OopraHu3aunein WA NMLOM B X04e KOMMEepUecKoi
onepauuu nanm BegeHUsa Aen N XpaHWMble B KayecTBe CBUAETe/NIbCTBA TaKON AeATeNbHOCTHU.

3.14 perucTtpauusa (registration): MNMpucBanBaHWe YHUKaNbHOTO MaeHTMdMKaTOpa 3anncy AaHHbIX B CU-
CTEME XpaHeHus 3anuncei.

3.15 HOMep OTHOWeEHU CTOPOH, YYacTBYOLWMNX B Npolecce okalaHusa ycnyr (service relation in-
stance number; SRIN): ATpu6yT rnob6anbHoro Homepa ycnyr (3.6), naeHTMduLNpyrUWnii 3K3eMnaap ycnyru B
npouecce MeAMUMHCKOW MmomoLyu.

3.16 cybbekT meguunHckoi nomouwn; CMN (subject of care; SoC): /inyo, obpauwjarouieecs 3a megmn-
LMHCKOW NoMOL b, Mosyyatlliee AN NONyyYuBLLEE €ee.

4 CokpalleHuns

B HacToAwem cTaHgapTe NpMMeEHeHbl Cneayloline cokpal,eHuns:

ANC]A — aBTOMaTuyeckas naeHtudukauna m c6op gaHHbIX;

CKWN — cuctema KnnHM4Yeckoli nHopmaynm;

GSRN — rnobasnbHblil HOMEpP YCNYT;

IHE — opraHusayusa Integrating the Healthcare Enterprise;

ISBT 128 — cTaHgapT No NepesiuBaHWi0 KPOBWM WM TpaHCNAaHTauun, yTBEPXAEHHbIA MeXayHapoaHbIM
cCOBEeTOM Mo Bonpocam 06U HOCTM aBToOMaTu3auun 6aHkoB kposu (ICCBBA);

SOC — cybbekT megunyuHckon nomowm (CMM);

SRIN — Homep OTHOLWEHNI CTOPOH, Y4acTBYHLULUX B NpOLECCE OKa3aHWUsa YChyr.

5 Cneundomkaymmn GS1 n ctaHgapTbl CO

B HacToAwem cTaHfapTe aBTomMaTtmyeckas umaeHTudukauna m c6op gaHHbix (ANC[A) OTHOCUTCA K U3-
GpaHHbIM HOCUTENAM [faHHbIX, WNPOKO NMPUMEHSEMbBIM BO MHOIMX OTpacnsax, HPUCANKLNAX U yXe 6asupyto-
WMMCA Ha MeXAYHapoAHbIX cTaHAapTax WAW OnucaHHbIM B HUX. MNpeumyliecTBO Takoro noaxoga 3akwuva-
eTcAa B UCNO/Ib30BAHNMN YyXe LWMPOKOAOCTYNHOW annapaTtypbl M YCTPOWCTB AN KOAMPOBAHUA WU CUUTbIBAHUA
HocuTeneh gaHHbIX pa3/InyHbIX TUNoB. CneayeTt, 0AHAKO, YYUTbIBaTb, YTO HEKOTOpPble TWUMbl HOCUTenel AaH-
HbIX, Hanpumep, DataMatrix, MOryT 6bITb CUMTaHbl TO/IbKO CKaHepaMu nsobpaxeHui.

PekomeHayeTcs, 4Tobbl peweHnsa AVC/[ oTBeyanu TpeboBaHnaM 06w nx cneundukauynii GS1, kotTopble
B CBOI0 oyepefb OCHOBaHbl Ha cTaHfaptax MCO. Ecnu ata pekomeHAauna BbIMOJIHAETCA, TO MHAOpMaLusa,
cojepxalianaca Ha HOCUTENAX AaHHbIX, AOMKHA OblTb CTPYKTYypUpoBaHa U ctaHgapTu3oBaHa B COOTBETCTBUM
c cemaHTukoih GS1. Knwou naeHtudunkaymm (rnobanbHbliin Homep ycnyrn, GSRN) npegctaBnseT coboil OTHO-
WeHNA CTOPOH, yyacTBYKLWMUX B NpoLecce okasaHusa ycnyr (Hanpumep, CMIM 1 nugneuayanbHbiX NOCTaBLU-
KOB) M npucBauBaeTCcsa B COOTBETCTBUU C cucTemoli cTaHfapToB GS1.
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6 CTpyKTypbl 1 ceMaHTUKa AaHHbIX

6.1 VpeHTudunkatopbl NPUMEHEHNSA

Cuctema ngeHtndukaunm nsgenunii GS1 n conyTCcTBYWOLWMNA cTaH4apT KOANPOBAHUA LONOMHAITCA UAEH-
Tudnkatopamy NPUMEHEHUs, KOTopble BeAyTCcs opraHusauueli GS1. B ganbHeliweM OHM 6yAyT MMEHOBaTbCS
«npeHTudukatopbl npumeHenns GS1» nnm «GS1 Al». B HacTosAwem cTaHgapTe 06CyXaarTCcs ABa OCHOBHbIX
3/1eMeHTa, K/4YeBbIX ANSA N060A CUCTEMbl KOAUPOBaAHUA: COAEpXaHue AaHHbIX U HOCUTEeNb AaHHbIX.

Micnonb3oBaHne naeHTudunkatopos npumeHeHna GS1 [o0/KHO COOTBETCTBOBATbL NpaBuiam, yctaHas-
nnsaemblm GS1.

NpoeHTudmkatopbl npumeHeHna GS1 uaeHTUUUUPYOT obuwmMe U NpocTble NOMSA AaHHbIX, UCNONb3ye-
Mble B MPUIOXEHNAX MEXOTpacneBoli U MexAyHapoaHo uenu nocTtaBok. MNpaBuna onpegeneHus, opmata
N CTPYKTYpbl Nonei AaHHbIX npueBefeHbl B O6wux cneundurkaynax GSI1.

Kaxabli ngeHtudmukatop npnuMmeHeHnsa GS1 cocTouT u3 ABYX unm 6onee 3HakoB. lNepBble gBe LU PbI
onpegensawT anuHy Al.

[MCO/M3K 15418]

6.2 Tnob6anbHblii Homep ycnyr (GSRN)

Fno6anbHblii HOMep ycnyr (GSRN) npegcrtaBnseT co60i maeHTUMKALMOHHBLIA knod GS1, ncnonbsye-
MbI ANSA MAEHTUUKaLUM OTHOLWEHUI MeXAy opraHusauunein, npegoctaBnsoLWwen ycayru, n noaydyateneMm mam
nocrtaBwunkomMm ycnyr. Knwoy nveet (9MKCUPOBAHHYIO ANIMHY N cOCTOUT n3 18 uudp: npedukc komnaHun GS1,
CCbl/IKa Ha ycnyry u KOHTposibHasa uudpa.

Al = ROLE =

Individual Provider GSRN

PucyHok 1 — Fno6anbHbli Homep ycnyr (GSRN)

6.3 HomMep OTHOWEHWUI CTOPOH, YYacTBYOLWNX B NpoLecce okaszaHusa ycayr

Homep OTHOLWEHWIT CTOPOH, yyacTBYylLWNX B npoyecce okazaHus ycnyr, SRIN (Service relation instance
number), ABnAeTca aTpnbyTom rnobanbHoro Homepa ycnyr (GSRN), no3sonswwmm pasnuyatb OTAENbHbIE
nocelw,eHMss B Te4eHne OJHOro cnyvyas MefULMHCKOMW MOMOLM WAX MOBTOPHO WMCMO/Ib30BaTb TOT Xe camblii
HoMep GSRN ansa pasHbix cnydyaeB. SRIN coctouT n3s 10 yndp, npeactaBnaWmnx cogepXxaHme nepeMeHHomn
ONVHbI.

B uensax cooTtBetcTtBuMA ISBT 128 HacToAwwuii ctaHgapTt onpegensiet, 4yto Homep SRIN gomxeH npepg-
CTaBNsATb CO6OW CTPOKY (hMKCUPOBAHHOW ANMHLI, Y KOTOpOIi aBe nepsble uudpbl (NN) 3apesepBupoBaHbl Nof
Kof pacnonoxeHus ISBT 128 (tabnuua RTO018); ocTanbHble BoceMb (8) uMp OCTaB/ieHbl Ha yCMOTpeHue
nonb3oBaTesid U MOTyT cogepxaTb NOPALKOBbIA HOMEP.
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PucyHok 2 — Homep OTHOLIEHWUA CTOPOH, y4acTBYHOLWNX B npouecce okaszaHusa ycnyr (SRIN)

7 Tpn3HaHHaa NPMOPUTETHOCTb UaeHTUdMKauum CMIN n nHanBUAYyaIbHOro
nocTaBLLMKa

7.1 Ob6uwune cBegeHus

BcemupHasa opraHusaunsa sgpasooxpaHeHusa (BO3) n O6beanHeHHaa mexayHapogHasa komuccunsa (OMK)
COCTaBMAN NepevYeHb NMPUOPUTETHBLIX PEeLleHnin No NoBbIWEHNID 6e30MacHOCTM nayueHToB (To ecTb CMM). B
nepevyeHb peweHnii, pekomeHayemblx BO3 n OMK, Bkn4YeHO npumMeHeHue TexHonorum AWNC] (ecnun no-
3BOJIAT TEXHUYECKMe cTaHgapThl). Cpean «[eBATW peweHunii no 6es3onacHocT nayuneHToB» [1], ony6nunko-
BaHHbIX BO3, BTOpoe pelweHue kacaetcsa naeHtudukaunm naumeHtos (CMI) n NnpuMeHeHUs «LWTPUXOBOTO
KOAMPOBAHMUA» B LENAX CHUWKEHWS pucka owunbokK maeHTudukaumn. Apyrne peweHus (KOMMYHUKauLMa npu
Hanpas/ieHUn nauyneHTa K 4PpYyromMy meaunuuHCKOMY paboTHUKY; BbIMOSIHEHUE NpaBuU/IbHbLIX Npoueayp B npa-
BUIbHOM MecTe Tena; obecnevyeHme TOYHOCTU leKAPCTBEHHbIX Ha3Ha4YeHWn Npu nepexoge K Apyromy atany
MeAUUMHCKOM nomouin) TpebytoT ob6ecnedeHna 6esonacHoCcTn ngeHTugukaynum nayneHta (CMIM).

B npunoxeHnn A nokasaHo, Kak obecneuyntb ngeHtudpukayno CMIM n nHAMBMUAYaNbHOTO NocTaBLMKa B
pas3fiMyHbIX BapnaHTax okaszaHua MeaguUuMHCKON nomouwm. JaHHOe cnpaBO4YHOEe NPUIOXEHWE ONUCbIBAET TUMbI
MeaVUMHCKOW nomown n peanmsaunto ANCJI B KauyecTBe xopoweli NpakTUKM B Pas3/IMYHbIX BapumaHTax uc-
nonb3oBaHuA. B Hem onucaHbl crefyloume sapnaHTbl UCnosib3osBaHusa (use case, UC):

- UC 01 — 04 oxBaTtbiBalT TUNM4YHOe obuiee aBumxeHne CMI B 60nbHULE;

- UC 05 — 11 onucbiBalOT KOHKpeTHble WHCTaHUUN MeAULUHCKON MOMOLLM, KOTOPble MOTyT MPUCYTCTBO-
BaTb B YC/IOBUAX 6ONbHULbI;

- UC 12 — 19 paccmaTpuBaloT MallMHoOuYNTaemoe KoAMpOBaHWEe B MecTe NpefocTaB/feHUs KOMNaekc-
HON MeAMUMNHCKON MmoMOLLK;

- UC 20 — 24 paccmaTpuBaloT MalWlMHouYnTaemoe KognupoBaHue B npoueccax nepesiMpaHna Kposw;

- UC 25 — 27 onucbiBaldT MallnHoynTaemMoe KogupoBaHue A9 XPOHUYECKUX aMbynaTopHbIX naumneH-
TOB;

- UC 28 — 30 u3y4yaloT He06X0AUMOCTb UHTerpaunn nageHtudukaynm CMIM n nHagneBuayanbHbiX NOCTaB-
LW MKOB Ha HaLMOHaNIbHOM YpPOBHeE.

TekcToBOe onucaHve BapnmaHTOB MCNONb30BaHUA OOMNOJSIHAETCA AnarpammMmamm Ha a3blke UML, KoTopeble,
B YaCTHOCTMW, MOAENUPYT C60p AaHHbIX; HOPMAaTUBHbIE PeKOMeHAaLnn BKAOYEHbl B pasfen «Xopowas npak-
ThKa».

B kaxgom BapuaHTe UCNOJ/Ib30BaHMA TpebyeTcA Hanuume OAHO3HAYHbLIX KBA/MMPUKATOPOB fAaHHbIX,
no3BoNAWMX Npu cb6ope gaHHbIX pas3nnyintb CMIM, MHAMBMAYaANbHOrO MNocTaBWUKa M NPOAYKT. Be3 Takux
KBa/iMpPnkatopoB HEBO3MOXHO rapaHTMpoBaTb, 4TO cobpaHHas MHpopmauna (MM AaHHbIe) Kak pas To, 4To
TpebyeTcsa. CyuiecTByeT TakkKe BEPOATHOCTb Ay6NMPOBaAHMA UAEHTUYHOCTU. Ero MOXHO M36exaTb C NOMOLLbIO
CTaH4apTU3MPOBAHHON rN06anbHO YHUKANIbHOW MAEeHTUgMKaLnn.

7.2 ToopepxmnBaemble NMpoLeccol

B npunoxeHun A npusefeHbl nNpumepbl psga Npoueccos, NOAAEPXMUBAEMbIX C MOMOLbIO CYNTbIBAHUA
naeHTndukatopa CMI, Homepa SRIN n ngeHTudurkaynm nHAMBUAYyanbHbiX noctaBunkos. B tabnuue 1 (Ha
OCHOBE NPUMEpPOB, NpeAcCTaB/IEHHbIX B NPUIOXeHUN A) npuBeaeH ob6wmnii 0630p, NO3BONAKWMIA pa3paboTumn-
KaM OLEeHUTb CBOM NOTPe6GHOCTN U BbibpaTb NOAXOASLLEE peLleHne.
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Ta6nuua 1— O630p NOAAEPXUBAEMbIX MPOLECCOB

NaoeHTudnkayuns

NpoeHTudukaTtop
Tpe6oBaHUA K NPUMEHEHUIO cMn SRIN WHAVWBUAYaANIbHOTO
nocrtaBuwunka
MaeHTudukauna CMIM 1 nHauBmnayanbHOro nocras- « «
LMKa KakK npuopuTeTHasa 3ajavya
MalwmnHounTaemoe KoaMpoBaHue A5 KIWHUYECKNX « « "
uenei (Ha mecTe neyeHuns)
MalwmnHouynTaemoe KoAMpOBaHME Ha MecTe npefo-
CTaB/IEHUSI KOMMJIEKCHOW MeAULMHCKON MomoLn X X X
MallnmHoumTaemoe KogMpoBaHue BO nsbexaHne 06- X « "
XOAHbIX peLleHunit
MawwnHounTaemoe KogmMpoBaHue B npoLeccax nepe- « « "
NMBaHNA KPoBYU
MalnHouynTaemoe KoAgMpoBaHue A9 XPOHUYECKUX
ambynaTtopHbIX NauneHToB X X X
MalmnHounTaemoe KoaupoBaHue ANA UHTerpauumn
naeHTnprkaymm CMIM Ha HaUMOHa/IbHOM YPOBHE X X X

8 [na yero Heobxoguma rnodasibHO YHUKa/IbHaA naeHTndmkauusa

8.1 NpeHTudmnkaumsa n obpaboTka gaHHbIX cybbekTa MegNLUMHCKON NoMOLWM

Onsa Tex cnydyaes, korga npu o6paboTke paHHbIX ucnonb3yetrca Homep GSRN, opraHmsauua IHE
International npegnoxunna peweHne No BefeHUO rNaBHbiX pernctpos nayneHtoB (MPI, Master Patient Index),
KOTOpOe rapaHTUupyeT yHUKa/IbHOCTb UAEeHTUdrKaumum B onpeaeneHHoM OKPYXEHUN N NMPUBA3KY onpefesieH-
HbIX gemorpauyecknx gaHHbIX K ngeHtundukatropy CMIM. Peructpol MPIl go/mKHbI 6bITb TakKMMm 06pa3omMm co-
eAuHeHbl Mexay coboi cpegctBammn, npeanoxeHHbiMu IHE, 4To6bl reTeporeHHble ngeHTudnkaymnm 6b1am cBa-
3aHbl APYT C APYrOM C MOMOL b acCOLMMPOBaHHbIX Aemorpadunieckux gaHHbix. MpumeHeHne Homepa GSRN,
onucaHHoe B HacCTOAWEM AOKYMEHTe, He BAMAeT Ha 06paboTKy AaHHbIX U NPUMEHEHNE CPefCTB, NPeAsIOKEH-
HbiX IHE, nockonbky peweHuna no permctpam MPI, onucaHHble IHE, npegnonaratT, 4To ANA uaeHTudmnkayum
CMTI ncnonb3yetca nwboi ngeHTudurkartop.

CornacHo O6wum cneyndukaumam GS1, Homepa GSRN nmewT (PUKCUPOBAHHYIO AIVMHY U COCTOAT U3
18-t yudp. B cumeonuke GS1 DataMatrix, Homepy GSRN cybbekTa MeANLUHCKON NOMOLLM AO/IKEH npea-
wecTBoBaTb naeHtTudrnkatop npumeHerHunsa (Al) 8018.

YT106bI NpoOUECcCbl COBPEMEHHbIX KNNHNYECKUX MHPOopMaLnNOoHHbIX cuctem (KNC) mornm cobupatb gaH-
Hble C MOMOLLbI TEXHONOIMA CKaHUpOBaHUA, TpebyeTca McnonbL3oBaTb nageHTudukatopsl CMIM 1 nageHTNdN-
Kauuio UWHANBMAYalbHbIX NOCTaBWMUKOB. CneAyeT OTMETUTL cnejyowme npo6sieMbl UX NPUMEHEHUSA:

- NPUEeMAIeMOCTb ANA UHAUBUAYASTbHBIX MOCTABLWUKOB. YTOObI MHAMBUAYaIbHbIE NOCTABLMKN HE TpaThu-
NV NuwHee BpeMs Ha TexHonorun AUCQ, noAkAYUTL 3TUX CNeunanncToB KyyacTuo B paspaboTtke, Bkawyas
3ProHOMUKY paboThbl, rpacdrnueckne nHtepgeicol nons3zosatend U T n. Npenmywectsom AVC/L [0MXHO ObiTb
CHMWXEeHNe agMWHUCTPaATUBHON paboTbl (PYyYHON BBOA AaHHbIX MEeAWLMHCKAMK cecTpamu, NOBTOpeHue 3aka-
30B pacxojHblXx Matepuanos U T. N.). Kpome Toro, BaxHo, 4tobbl nobas peanusaunsa obecneymsana NpoBepky
npouecca CKaHMpoOBaHWA 40 Hayana NpPoLecCOB OKa3aHMsa MeAULWHCKOW momoLwm, n Ana npepoTBpaweHns
owmnboK Bblgasanncb npegynpexpgeHna. Jna HeKoTOpbIX NpoueccoB TpebyeTca gaxe fABa npouecca cbopa
JaHHbIX: O4WH 40 Hayasna npouecca okas3aHMA MeAULWHCKOW nomouwmn (KOHTPO/sb afekBaTHOCTW) U APYTOiA no-
cfne Hero (noATBepXAeHWe oKoOHYaHuA npouecca). MpumMmepom 3TOro ABOWHOrO AECTBUA CAYXWUT NPUMEHeHne
LUTOCTaATUKOB;

- orpaHunyeHuns nonen gaHHblx KNC: npun ncnonb3zosaHnm GSRN gnuHa ngeHtudmnkayumm nHanemnayanb-
HOro mocTaBwuka M ngeHtTudunkatopa CMM coctaBnset 18 yndp. JononHutenbHblli Homep SRIN gna CMM
npegcrtaBnset coboi ymncno m3 10 uncp. Hepegko KMC He B cocTOAHUM paboTaTb C TAKUMU NONAMMW AaHHbIX.
BaxHO, 4To6bl NOCTaBWMWUKN MeAWLMHCKON NOMOLWW WU U3TOTOBUTENN COTpyAHUYanu, gobusBascb NOHMMaHUA
3HAYeHMA U TMOBKOCTU pelweHns, Npu KoTopom 3sonwuna KNC HanpasBseHa Ha nNoBbilweHne 3hPeKTMBHOCTM
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cuctembl (CHMXeHMA obbema pyyHOro BBoJa B npoueccax AOKYMeHTMpoOBaHMA) U 6e3onacHOCTW nauyueHTta
(npoTuBoaeiicTBue 06XOAHLIM pelleHWsM, NMPOBEPKM [0 Hayana MpoLeccoB OKa3aHWs MeAWLUMHCKON nomo-
Wn n 1. nN.). B KOHKYpPCHYIO fOKymeHTauut Ha pasutme KNC pekomeHgyeTcss fob6aBnsaTb COOTBETCTBYHLLYHO
CCblfIKy. B kKayecTBe nmannuaTtuBa MOXHO pa3paboTaTb MM B3ATb TOTOBOE NMPOMEXYTOUHOE nporpamMmmHoe obe-
cnevyeHune (Hanpumep, B Buae Beb6-cepsuca), kotopoe obecneunT npuBA3Kky Homepos GSRN un SRIN cyb6bekTa
MEeAVLMHCKOW nomMouwn, a Takxe ugeHTudumkaumn nHameuagyanbHoro noctaswnka (GSRN) k geiicTeytowel
KWNC.

8.2 Pa3meuweHne cCMMBOJIOB Ha NAEHTUUKALNOHHbIX 6pacneTax

B TeyeHne MHOrMX fieT TEXHOMOTUN WTPUXOBOTO KOAMPOBAHUA MCNOMbL3YIOTCA ANA pa3sMeleHns naeHTu-
dukatopoB CMI Ha naeHTUdUKaLMOHHbLIX 6pacneTtax. PekomeHayeTcsa yunuTbiBaTbh CAefyOLWNA ONbIT:

- NVHelHble/ABYMEpHbIe WTPUX-KOAbI: IMHENHbIE WTPUX-KOAbI HEPeAKO 6biBAT CAUWKOM AMVNHHBIMMU,
M3-3a 4Yero Ux TPyAHO CUYMTbIBaTb C uaeHTudukaynoHHblx 6pacnetos (a MMeHHO, u3-3a n3rnba Gpacneta BoO-
KPYr KOHe4yHocTK). NMoaTtomy ansa HaHeceHna GSRN u, npu Bo3mMoxHocTu, SRIN pekomeHAyeTCsa MCNONb30BaTb
cumBonunky DataMatrix;

- Ha nepexoAHbli nepuog MOryT NOHago6buTbCA ABa HOCUTENS AaHHbIX Ha uaeHTudukaunoHHoMm 6pac-
neTte, NOCKONbKY HEKOTOpPOe MporpamMMHoe obecnevyeHue MOXeT He cymeTb obpabaTbiBaTbh ANWHHbIE WUAEH-
TudnKauMoHHbIe KIUYn. Hepeako BO3HUKaeT cuTyauus, korga asa nageHtudukatopa (4JAUHHBIA N KOPOTKWIA)
He OTHOCATCA K O4HOMY M TOMy e CMI, uTo noBbilWaeT NOTeHLUManbHbIA puck. NMo3TOMy Takoe pelleHue
cnegyeT paccMaTpuBaThb TOJIbKO A9 KOPOTKMX MPOMEXYTKOB BPEMEHMU;

- obneryeHve nmoucka HOCUTENA AaHHbIX: MPOMbILWTEHHbIA ONbIT NOKa3biBaeT, YTo (M3-3a U3rmba BOKpYT
KOHEYHOCTU) naeHTUdKaLnoHHbIN 6pacneT He BCcerga Haxo4UTCA B O4HOM U TOM Xe NOJMIOXEHUU, N3-3a 4Yero
HOocuTeNb faHHbIX He Bcerga BuaeH. OnTumMasbHO Ta Xe camas cumeonunka DataMatrix neyataetcs BAONb
naeHTudukaLmMoHHoro 6pacneta 4 pasa. CkaHupylouwmne ycTpoincTea A0MKHbI 6bITb 3anporpammnpoBaHbl Ta-
Kum 06pasoM, 4TobGbl OHW He CuYMTbiBa/IN OLMHAKOBYH cumMBOuKy DataMatrix 6onee ogHoro pasa. Hanunuue
Homepa SRIN B kayecTBe aTpubyta Homepa GSRN o6sieryaeTt ckaHepy aHanuM3 UAEHTUYHOCTU CUMBOJINKMN
DataMatrix. MoBTopHOe cunTbiBaHWe HoMepoB GSRN u SRIN npuBoAuT K nx oT6pakoBKe CKaHepom;

- obneryeHne CUYUTbIBAHWA HOCUTENA AaHHbIX: MPOMbIWEHHbIA OMNbIT MOKas3biBaeT, 4TO CUMBOJIUKY
DataMatrix cnegyeT Bcerga neyatatb nocepefuHe umageHTudurkaunoHHoro 6pacneta uMAn 3TUKeTKM (a He Ha
Kpatw). OT0 no3BonseT nzbexarb yCeUeHUinl Uam nepekpbiTUii, 06peMeHAWNX NHANBUAYANbHbIX MOCTaBLY M-
KOB U, TakuMm o6pasomM, BAMSAKOLWMNX HA COOTBETCTBME UX NPOLECCOB;

- HOBOPOX/AEHHbIM 06bIYHO KpenAT 6osee OAHOrO MAeHTUMUKALMOHHOTO 6pacneta (Hanpumep, OAWH
Ha pyKy, Apyroii Ha Hory). Micnonb3oBaHne HomepoB GSRN 1 SRIN coBMecTUmMo C 3TOW cuTyaumneir; n B Takux
cnyvyasax KNC pgonxHa obecneunBaTb NpoBepky, 4To gBa HoMmepa SRIN ncnonb3oBaHbl Ha UAEHTURUKALMOH-
HbIX 6pacneTax OfHOBPEMEHHO.

8.3 NWpaeHTudmnkayunsa nuaonBmnayanbHblX NOCTaBUWUKOB

NHavBuAayanbHble NOCTABLMKM HE UCNOMb3YIT TOT Xe TUN UAEeHTU(UKaLNOHHbIX BpacneTos, KOTOpble
npumeHstTca ana CMIM. NoeHTndukaumna MHAMBUAYaIbHbIX NOCTaBLWNKOB OO6bIYHO MOMeELLAaeTCA Ha KapTou-
Kn, Hanpumep, Ha UAeHTUPUKALNOHHbIE, KOTOpble MOryT obecneymBaTb BXO4 B MHMOPMAaLUOHHYIO CUCTEMY,
AOoCTyn B noMeweHus nT. n. NgeHTudukauma MHANBNAYaNbHbIX NOCTAaBLWUKOB MOXET 6blTb 3aHECeHa B YMMbl
MeToK RFID, npeAnoXeHHble M3roTOBUTENIAMU NPOrpaMmMHOro obecneyeHns u npefycMOTPEHHblIe B peLlleHu-
X, BHeApPAeMbIX MOCTaBLUMKOM MELULWNHCKOW NOMOLLN.

NaoeHTurkauma nHONBUAYaNbHbIX NMOCTABLWMKOB MPUMEHAETCA He TONIbKO B fMpoueccax okasaHusa me-
OAVWUWHCKOMW MOMOLWM B COOTBETCTBMW C HACTOAWMMKU TexXHU4YeCKMMU TpeboBaHMSAMMU, HO Takke MOXeT ObiTb
ncnonb3oBaHa Npu ynpasneHnn npasunamun (NO3BONAKWMMNU OCTYN K MHpopMauum B 3aBUCMMOCTU OT KBa-
nMukauum MHANBMAYaNbHbIX NOCTABWMWKOB, PYHKUMA M T. N.), 408 gocTyna K MeAULUHCKUM 3anucsaMm u ans
obecneyeHns UHbIX PYHKLMOHANbHbIX BO3SMOXHOCTEN NO YCMOTPEHMIO NOCTaBLWMKa MEeANLWHCKON MOMOLLK.

MocTaBW UKy MeLULUHCKOM MOMOLLM PEKOMEHAYeTCs NpucBauBaTb UAEHTUUKALUID UHAWBULYANbHbIX
NnocTaBLWMKOB CBOEMY nepcoHany u apyrmum paboTHukaMm, MMew WM paspelweHne Ha paboTy B ero nomelle-
HUAX. NMprumeHeHne Homepa GSRN no3BosnT 60nee KPYyNHbIMKU OpraHuM3auuMamMm WUCNosb30BaTb OAHY U Ty Xe
NAeHTUUKaALUI WHAMBUAYANbHOIO MOCTaBWMUKa NPW ynpaB/eHUW CTPYKTYPUPOBaHHOW AeueHTpannsoBaH-
HOW naeHTuukaumen, 4tTobbl n3dexartb NepeKkpbITU N OWNOOK naeHTuuKaLmn.

B cooTtBetcTBUM ¢ O6W MMM cneyndukaumamm GS1 Homepa GSRN vmMeT (PUKCUPOBAHHYH AJIUHY WU
cocToAT U3 18 yndp. Ha Takmx HOCUTeNnax AaHHbIX, Kak wTpux-kogq GS1 DataMatrix, Homepy GSRN nHguBu-
AyanbHOro noctaBliMKa AO/KEH npeplecTBoBaTb KO4 ngeHtTndgukatopa npumeHeHns GS1 8017.
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MpunoxeHue A
(cnpaBo4yHOE)

Mpumepbl BapuaHToB ncnonb3zosaHusa (UC)

A.l TununyHbIn npouecc rocnutanmsaymmn (UC 01—04)

A.1.1 O6wwne cBegeHus

Vcnonb3oBaHMe MallMHOYMTAEMOrO KOAUPOBaHMA ynydllaeT okasaHne MeAMLMHCKONW NOMOLLM Ha pPas3/iMyHbIX 3Ta-
nax uukna neyeHnsi. TUNUYHbIE BapuaHTbl €ro NPUMEHEHNUs B GOMbHULLE OTPaxarT B3avMOAeiNcTBUe MHAUBUAYANbHbIX
nocrasLwukos ¢ CMI B neye6HOM npouecce. 3TW BapuaHTbl YNPOLLEHbI A0 BbICOKOrO UM 0606LIEHHOrO YPOBHS. B aeii-
CTBUTENIbHOCTY KaXAblli MPOLECC fIeYeHs MOXET OT/IMYaTbCA OT OAHON 60/bHULLI K APYrOiA.

TuNUYHblE 3Tanbl CTALMOHAPHOIO JIeYEeHNUs1 BKIKOYAOT B Cebs:

a) nocTtynneHue: npuobiTne CMI B 60MbHULLY;

b) NpubbITUE HA MecTOo siedeHus: noctynneHme CMI B KIMHUYECKOE OTAeseHne Wiy nanary;

C) XMpypruyeckyto onepauuto: BolinosiHeHne ¢ CMI KnMHWYeCKo npoueaypbl;

d) BbINMCKY: Nocne BbINOMHEHUSI Npoueaypbl U BoccTaHoBNeHMsE CMI BbINMUCLIBAOT ANS NPOAO/HKEHUSI MOMOLLN B
ambynaTtopHOM pexwuMe.

Kaxablii 13 3TUX 3TanoB cBA3aH C nepemMelleHnem nauyueHTta (CMI) no KIMHUYECKOMY MapLIpyTy v NoATBepXAae-
HUEM ero MAEeHTUYHOCTH.

A.1.2 BapuvaHTbl UCMO/Ib30BaHUA

A.1.2.1 Tpouecc noctynneHuns (UC 01)

CMIN npubbiBaeT B npuemHoe otaeneHve. CMIM naeHtnduumpyeT cebs, npeabasnsas naeHTUUKaLMoHHY Kap-
TOUKY WM UHOe yaocToBepeHne. OH MOXEeT Takxe MpeAcTaBuTb WHble JOKYMEHTbI, Hanpumep, HanpasfieHne Ha rocnu-
Tanmsauyuio 1 NogpobHy0 MHopMauMio 0 MEeANLMHCKON cTpaxoBke. MegpernctpaTop NPUeMHOro oTAefleHns nposepseT
naeHTudunkaunio CMI, NpUYnHY rocnuTanusalmmn, N3NoXeHHY B HanpasneHun, n permctpupyet CMIM ansa npebbiBaHns
B CTauynoHape. CMI1 BbigaeTca naeHTUUKaLNOHHbIA 6pacneT 1 KOMNAEKT CaMOKEALWMXCA ITUKETOK, Ha KaXAy W3 KO-
TOPbIX 3aHECEHbI ero amunns, Uvsa, oTH4eCTBO U HeobxoauMble Aemorpaduyeckue ceefieHus, a Takke naeHtTudukarTop
CMI (Homep GSRN). aeHTndMKaunoHHbIA 6pacneT kpenuTcsa kK CMI, a aTUKETKU BKNaAbIBAOTCSA B Nanky MeauLMHCKOM
KapTbl, KoTOpyto CMI1 NPUHOCUT HA MECTO leYeHus.

MpumeuyaHne — B KauecTBe a/ibTepHaTVBbI, CaMOK/esLMecss CTUKepbl MOryT 6biTb Hane4yataHbl «no Tpebo-
BaHWI0» Ha MECTE JIeUeHUs.

A.1.2.2 MpubbiTne Ha mecto neyveHusa (UC 02)

CMI BcTpeyaloT, NPUMBOAAT B NasaTy 1 NOAroTaBAMBalOT A1 HEro KOMKo-mecTo. CobmparoT U 3anncbiBatoT KNUHU-
yeckue cBefeHus, Hanpumep, TeMnepaTtypy, KpossiHoe gassieHve n np. CobupatoT 6uomarepuan B Nnpo6UPKY 1 Hanpass-
10T B 60/IbHUYHYIO nabopaTopuio.

A.1.2.3 Xunpypruyeckasa onepauma (UC 03)

CMTI noarotaBnMBatoT K XMpPypruyeckoli onepauumn. EMy BBOAAT NeKapCTBEHHbIN nNpenapar, NpuBOAAT B npegone-
paunoHHyo nanarty, rae emy BBoAAT aHecte3uto. CMI1 foCcTaBNAT Ha KaTasike B onepauuoHHyto. Mo 3aBeplueHun one-
pauvn CMIN gocTaBnsalT B NocneonepanmoHHyto nanaty. Korga coctossHne CMIT no3BonuT, ero BO3BpaLLalT B 0ObIYHYIO
nanary.

A.1.2.4 Bbinucka (UC 04)

Mocne BoccTaHoBNeHUss CMIM KNUMHUYECKUA maplupyT 3aBepweH. CMIM nepeBOAAT B peabunuTaumoHHbIA LEeHTp.
BbINMCHOI annkpu3 cocTaBaseTcs u nepefaeTcs B peabunntaunoHHbllii LeHTp 40 npubbiTua Tyga CMIN.
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A.1.3 lMocnepoBaTtenbHOCTb npoueccos UC 01— UC 04
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PucyHok A.1 — lMocnepoBatensHoCThL npoueccos UC 01—04
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A.1.4 Xopoliasa npakTnka

A.1.4.1 O6wwme cBeneHnA
Mpn npumeHeHun TexHonornn AVC/ B onucaHHbIX Bbille MpoLeccax Xopollas npakTMka MOXeT BkIuyaTb B cebs
cnepywuime AeicTBUSE Ha KaX0M 13 3Tanos.

A.1.4.2 TMpouecc noctynnenusa (UC 01)

Kak Tonbko ngeHtnyHocte CMIM npoBepeHa (PykoBOACTBO NO 3TOMY npoueccy npueegeHo B WCO/TC 22220), emy
cnefyeT BblgaTh NAEHTUUKALMOHHBIA 6pacneT (bpacneTbl), Ha KOTOPbIX B Ye/l0BEKOUMTAEMONM (hOpMe HaneuyaTaHbl a-
MWANSA, UMSA, OTYECTBO, MON W faTa PoXAeHusA. PekoMmeHAyeTCcs Ha 3TOM 6pacneTe Haneyararb He MeHee YeTblpex uaeH-
TWYHbIX 3K3emMnaspoB cumeona GS1 DataMatrix (cm. 8.3). Kaxapblii 3k3eMnasp cuMBONa COAEPXUT naeHTudrkatop CMII
B dhopme rnobanbHoro Homepa ycnyr (GSRN), AOMNO/THEHHONO HOMEPOM OTHOLUEHWI CTOPOH, Y4acTBYHLMX B npouecce
okasaHusa ycnyr (SRIN). B 370 e BpeMs nevyatalTcs caMOKIesawmecs aTUKeTKN, cogepxallme Te e YenoBeko-yntaemblie
CBEAEHMNSA, YTO U NAEHTUMDMKALNOHHLIN BpacneT, u cumBosibl GS1 DataMatrix, B KOTOpbIX 6yAeT 3aKoAUPOBaH TOT Xe ca-
Mblii HOMep GSRN, Ho ¢ pasHbiMn HOMepamun SRIN.

A.1.4.3 Ha mecte neyeHusa (UC 02)

Ha mecTe neyeHus nHAMBMAYanbHbI NOCTaBLUMK CKaHUPYeT MAEHTUdMKALNOHHbIA 6pacneT CMIM, uTo6bl 3aperu-
cTpupoBaTtb pasmeleHne CMI B nanate u obecneuntb AOCTYN K €r0 MEAULUHCKONM kapTe. B cooTBeTCTBUM C Hanpasse-
HUSAMW OCyLLecTBAseTCSA 3abop 6uomaTepmana; Ha Kaxayl npobupky c obpasuom cnepyet HakleuTb 3TUKETKM, Haneuya-
TaHHble NpY NOCTYNAEHUN.

B KayecTBe anbTepHaTMBbI Takue e 3TUKETKN MOryT OblTb HaneyaraHbl Mo TPe6OBaHUI0 HEMOCPEeACTBEHHO Ha Me-
cTe nieyeHns. Kaxpgas aTukeTka Ao/MKHaA MMeTb cumBon GS1 DataMatrix ¢ Tem e cambiM HoOMepoM GSRN u oTnmyato-
wumecsa Homepom SRIN.

Mocne 3a6opa 6uomartepuana, HO 40 ero oTnpasku B nabopaTopuio, cnefyeTt NpoBepuTb NpuBA3KY Homepa GSRN,
CUMTAHHOIO C nAeHTUdnKaLMoHHOro 6pacneta, Kk Homepam GSRN 1 SRIN, HaHEeCEeHHbIM Ha 3TUKETKY, NPUKIEEHHYIO K NpOo-
6upke (Npobupkam) c obpasuom (obpasyamu). Pe3synbTatbl aHanm3a 06pasLoB NCNONb3YHOT AN BHECEHUS U3MEHEHWI B
MeauUnHCKYo kapTy CMI.

A.1.4.4 MNepeBop B nNpegonepaunoHHyto nanaty (UC 03)

Mpv nepeBoje nauveHTa B NpefonepauyoHHy0 nanaTy U MHULMUMPOBaHUN NOArOTOBKM K onepauun cnegyeT npume-
HUTb TexHonoruto AVUCJ, ncnonb3ys Homepa GSRN 1 SRIN, HaHeceHHble Ha nAeHTUMKALNOHHbLIA GpacneT. B meguunH-
cKyto kapTy CMI1 BHOCATCA COOTBETCTBYHOLWME U3MeHeHus. OcylecTBnsieTcsa 3abop npegonepalmMoHHOro buomarepuana,
naeHTnguumpyemoro ¢ nomoubto HomepoB GSRN un SRIN, cBfizaHHbix ¢ HoMepoM GSRN CMI1. OH HanpaBnseTcs B
nabopatoputo Ansa aHanusa. Pe3ynbTaTbl aHanu3a, naeHtnduunpyemole Homepamm GSRN un SRIN, cnegyeT nomectutb
B MeguUMHCKYto kapTy CMI.

A.1.4.5 Onepauusa (UC 03)

CMT1 nepeBogAT B onepaumoHHyto. Mpu perncrtpaumm nepesoga cnegyet ckaHupoBatb Homep GSRN, HaHeCEeHHbIl
Ha MAeHTUMKALNOHHLIA 6pacnet CMIM. Bce AeiicTBMA, BbINO/IHAEMblE B OMEpaLMOHHOW BMIOTb 40 €€ 3aBepLueHus,
JO/MKHbI 6bITb CBA3aHbl C naeHTUdukauneli CMIM 1 noMelleHbl B €ro MeguUnHCKyo kapty. CMIT nepeBogaT B MOCneo-
nepauuoHHyo nanaty. 3ToT NepeBof TOXe AO/MKEH ObiTb 3aperncTpupoBaH C NMOMOLLbIO CkaHMpoBaHus Homepa GSRN.
3arem CMI1 Bo3BpalaloT Ha MECTO SlIeYeHUs, YTO TakKxe crefyeTt 3aperncTpuposartb, ckaHnpys Homep GSRN.

A.1.4.6 Bbinucka (UC 04)

Mpy BbINMCKE NeyaTaeTcs BbINMUCHOW 3NWKPWU3, B KOTOPbIA HEOGX0AMMO BKAUNTL cumBon GS1 DataMatrix, cogep-
xawmii Homep GSRN cybbekTa MeguUMHCKOM NOMOLLM U BHOBb MPUCBOEHHbLIV HOMep SRIN. CMIM nokupgaet 601bHMLY.

A.1.4.7 BbiBOAbI

B 3ak/oueHne MOXHO cAenaTb BbiBOZ, YTO NMPUMEHEeHMe MallMHOYUTaeMOoro Ko4MpoBaHus yayyllaeT npouecchl Be-
pudmkaunm Ha KImHnyeckom mapupyte CMIT. PuUCK OWMGKM CHWXAaeTCAa 3a cyeT NoATBepXAeHus ngeHtuuHoctn CMI Ha
kaxgom ware. Mpy 3TOM MOXHO 3HAYMTENIbHO CHU3WUTb 06bEM PYy4yHOro BBOAA, MCKOYas ownbku Habopa Ha knasuaType
1 nosbIwasn apheKTUBHOCTb. B LLe/IoM 3TO MUHUMU3UPYET PUCKN aAMUHUCTPATUBHbLIX OLIMOOK HA MecTe NeveHus.

A.2 Cneuyundmyeckme atanbl okazaHUA MeLULUMHCKOW MOMOLLKW, KOTOPble MOTyT OCYLLECTBAATbLCSA

B ycnoBusax ctaumoHapa (UC 05— UC 11)

A.2.1 O6bwwne cBegeHUs

CyuiecTByeT MHOro 06CTOATENLCTB, NPU KOTOPbIX B NpOLecce OKasaHWs MeAMLUHCKOW nomolyu TpebyeTcst CUUThI-
BaTb naeHTudukauyuio CMIM. B HacToswem pa3gene cobpaHbl HEKOTOPbIE TUMWYHbIE CUTYaLUW, UNMOCTPUpYOLWMe pas-
Hoob6pa3ne KOHTEKCTa U PO/ib MaLlMHOYUTAEMbIX KOAOB.

A.2.2 BapuaHTbl NCMNOJ/Ib30BaHUA

MpuBeAeHHbIE HWXE BapuaHTbl UCNONb30BaHUSA W/IOCTPUPYIOT TUNWYHbIE CUTYauuW, BO3HMKaOLWMe B npoueccax
oKasaHusa mMeguuMHCKOM nomowy. Mpumepbl 3TanoB oKasaHUs MeAWLMHCKON MOMOLLM, He OTBevaloLmnx Normvyeckoi no-
cnepoBaTesibHOCTW, OCBeLatT NPenMyLLecTBo, NojslyyaeMoe 3a CYeT NPUMEHEHUS MeXAYyHapoAHbIX CTaHA4AapTOB WAEH-
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TMukaunm n ANC[, Npu3HaHHbIX Ha MexAyHapo4HOM YpOBHe. JDTO MPeumyLlecTBO COCTOUT B 6onee adhpekTMBHOM
MCNONb30BaHUN TPYAOBbIX PECYPCOB W NOBbIWEHUN 6e30NacHOCTY oKasaHus MeauunHCKoi nomowm CMIT.

Mpumepsbl, NpuBeAeHHbIE B AAHHOM BapuvaHTe WCMO/b30BaHWsA, WAIOCTPUMPYIOT pacnpocTpaHeHHble aTanbl Meau-
LMHCKOI nomoLuu, okasbiBaemoin CMIT:

a) JlekapcTBeHHbIli npenapart nogdupaetca ana CMIT HenocpeACTBEHHO B nanare v NpuMeHsieTcs K Hemy (Bapu-
aHTbl ncnonb3oBaHus 06 n 07);

b) JlekapcTBeHHbIN npenapaT nogbupaetca ana CMI LeHTpann3oBaHHO M NPUMEHAETCA K Hemy B nanarte (Bapu-
aHTbl ncnonb3oBaHus 08 n 09);

¢) buomartepuan CMI1 cobupaeTca ana nabopaTopHOro aHanusa (BapvaHT ucnosib3osanms 10);

d) CMIT nepeBoguTCA OT OA4HOrO noctaBwmka (60NbHMLA) K APYrOMYy nocTaBLuKy (60/bHULA), (BapvaHT MCMOSb-
30BaHuna 11).

A.2.2.1 TlpumMeHeHne MalNHOYMTaeMbIX KOL0B 3K3EeMMIAPOB YCAYr Ha MecTe nedeHnsa (UC 05)

STanbl okaszaHWsa MeAWLMHCKON NOMOLLM &) U b) uNalCcTpupyloT NCNOb30BaHNe MallMHOYMTaeMbIX KOAOB ANS Npo-
BEPKM MPaBW/IbHOTO NPUMEHEHNS JIEKapPCTBEHHOrO npenaparta K Hagnexatemy CMrM1, T. e. Hagnexaluyto [03y, B Hajnexa-
LLiee BpeMsi, B HaA iexalleli nekapcTBeHHOW hopme, No HagnexalleMmy nyTv BBEAEHUS U HaAexawum MHANBUAYasIbHbIM
NOCTaBLUNKOM. DTO Ha3bIBAKT «MNOJIHbIM COBNAaAEHNEM>.

Ha atanax okasaHus MeAWLMHCKOW momowu a) 1 b) mMalwmHounTaemble KOoAbl UCMONb3YTCA 7S MPOBEpKu npa-
BWU/IbHOTO NPUMEHEHUSA NIeKapCTBEHHOrO npenapara K Hagnexatwemy CMI, T. e. Hagexalluyto Jo3y, B Haf/iexallee Bpe-
Ms, B Hagnexaulieli nekapcTBeHHoW chopme, Mo Hagnexaiwiemy nyTu BBeAEHVUS U Hajnexawum WHAUBUAYyasbHbIM Mo-
CTaBLYMKOM (MOJSIHOE COBMNafeHune).

A.2.2.2 Topbopka nekapcTBeHHbIX npenapatoB (UC 06) n npumeHeHne npenapata B nanate (UC 07a)

[Onsa koHkpeTHoro CMI B ero nanate MHAMBUAYaSIbHbIA NOCTaBLLMK NoABMpaeT nekapcTBeHHbIE Npenapartbl B COOT-
BETCTBMMW C 3NIEKTPOHHLIM PELIENTOM, CKaHWPYeT HOCUTENW [aHHbIX, HaneyaTaHHble Ha HUX U3rOTOBUTENEM NleKapCTBEH-
HOro mpenapaTa, 3aTeM nomellaeT nofobpaHHble NekapcTBEHHble npenapaTbl B MHAUBUAYANbHbIA 3TUKETUPOBAHHBIN
KOHTeHep, B KOTOPOM [A/151 KaXA0ro BpEMEHN AHA BblAeneHa OTAeNbHas CeKuus.

MHAMBMAYyanbHbIi NOCTaBLMK CKaHupyeT HoMep GSRN Ha ngeHTudmnkaymoHHom 6pacnete CMIM 1 Homepa GSRN
n SRIN Ha aTuKeTKe KOHTellHepa, npefHa3HavyeHHoro ana gaHHoro CMI (4To obecneynBaeT BbIGOP Had/eXallero KoH-
TeilHepa ansa Hagnexawero CMI). Kaxaytlo [03y /ekapCTBEHHOro npenapata Heob6xoAMMO MNpockaHmpoBaTb nepeq
NPMMEHEHNEM K Cy6bekTy mMeguuuHCKol nomown. Ecnv nonHoro cosBnafeHws He MpovMCXO4uT, AO/MKHO ObiTb BblAAHO
npegynpexaexHve Ans npefoTspalleHns MmeankameHTO3HOM ownbkn (Hanpumep, HEBEPHOrO SlIekapCTBEHHOro npenapara,
[03VPOBKX, NMYTU UM BPEMEHU NpUMeHeHus). Mpyu NoNHOM coBnageHuy AaHHble 0 MpUMEeHeHUW npenapata cobuparoTcs
N AOKYMEHTUPYIOTCA B MeAuuUUHCKol kapte CMI.

A.2.2.3 LleHTpannsoBaHHasaA nogbopka nekapcrteeHHoro npenaparta (UC 08) n npMmMeHeHne fieKkapCTBEHHOIO
npenapata B nanarte (UC 09b)

B cOOTBETCTBUM C 3/IEKTPOHHBLIM peLenToM 60/bHUYHBIA hapmaleBT noadbupaeT nekapcTBeHHbIE nNpenapaTtbl, cka-
HVYpYeT HOCUTE/IN AaHHbIX, HaneyaTaHHble Ha HUX U3rOTOBUTENSAMW NIeKapCTBEHHbIX NpenaparTos, 3aTeM NomMeLaeT nogo-
6paHHble npenapaTtbl B MHAMBUAYaSbHblEe NakeTbl. Kaxabli nakeT naeHtudumumpyetca Homepom GSRN cy6bekta meau-
umHckoin nomown n HomepoM SRIN. C NOMOLbIO CKAHMPOBaHUSA 3TUX UAEHTUUNKATOPOB YyCTaHAB/IMBAETCA CBA3b MeXAy
nakeToM W fIekapCcTBEHHbIM npenapatoM(-amu). MNakeTbl 4OCTABASATCA B nanary.

MHpmBuayanbHblii nocTaBwmK ckaHnpyeT Homep GSRN Ha naeHTudmnkaunoHHom 6pacnete CMI n Homepa GSRN
n SRIN Ha aTukeTke nmakeTa A1 NPOBEPKM, YTO ITOT MakeT AElCTBUTENbHO npegHasHavyeH gaHHoMmy CMI1 (3To obecne-
ynBaeT BbIOOP Hagnexallero naketa Ans Hagnexawero CMM). Mepen npumeHeHnem k CMIT ynakoBka Kaxpaoro ne-
KapCTBEHHOro npenapaTa MnoA/1eXuT ckaHupoBaHuio. ECin NonHOro cosnageHns He MpOUCXOAMT, AO/HKHO 6bITb BblAaHO
npegynpexaexHve Ans npefoTepalleHns MeankamMeHTO3HOW ownbkn (HanpMmep, HEBEPHOTO NIeKapCTBEHHOro npenapara,
[O3VPOBKK, MYTU UM BPEMEHMN NpUMeHeHus). Mpu NoNHOM coBnajeHuy faHHble 0 MPpUMEeHeHUu npenapara cobuparoTca
N LOKYMEHTUPYHOTCA B MeAULMHCKON KapTe CMII.

A.2.2.4 Cbop 6mnomartepunana CMIN gna aHanmsa (UC 10c)

MHamBmayanbHbli NOCTaBLUWK BBOAMT 3aka3 Ha c6op M aHanu3 6uomarepuana; UHAMBUAYaNnbHbIA NOCTaBLMK ne-
yaTaeT aTUKeTKy € ykasaHvem HomepoB GSRN u SRIN v npukpennseT ee k Nnpobupke, B KOTOPYIO [O/MKEH ObiTb cobpaH
6uomatepuan. Y CMI1 6epyT 6uomatepuan. NaeHtudukayoHHeli 6pacnet CMIT 1 npobupky ans cobpaHHoro buomare-
prana ckaHupyloT Ana NpuBA3KM K 3aKkasy Ha c6op n aHanu3 6uomaTepuana.

A.2.2.5 MepeBopg cybbekTa MegULMHCKON MOMOLWMW OT OAHOIMO UHAMBMAYa/ILHOIO MOCTaBLMKa K APYyromy
MHAnBMAyansHOMy noctaswmky (UC 11d)

B aToit cutyaumn CMI1 nepeBofaT OT OAHOrO MOCTaBLYMKa K ApYromMy NOCTaBLUUKY; BTOPOI MOCTaBLUWK CKaHupyeT
naeHtTugmkanmo CMI c ero/ee ngeHTUdmMKaLMOHHOrO 6pacneta, ono3HaeT CMI 1 npusBs3biBaeT ero/ee NPexHw naeH-
TUrKauno K MeCcTHol MeAnLMHCKON kapTe 1 Homepy GSRN.

Mpumep — CMI ¢ cuibHbIMY OXOramu Npubbla K NOCTaBLW MKy B OT AeNleHne CKopoi nomowm. Emy oka-
3a/N 9KCTPEHHYIO MELULUHCKYIO TMOMOLWb W BbIMOMHWAM Npoueaypy nocTynneHusa. Mpu aTtom CMII BblI-
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Aann naeHTUUKaLMOHHbIN 6pacneT «1» c ykazaHmem Homepa GSRN. B cBs3uM ¢ cocTossHnem CMI n He-
06xoaMMOCTbLIO 60Nee ANNTEeNbHOM NOMOLWM ero NPULLNIOChH NepeBecTU B cneunain3npoBaHHOE 0XOrosoe
nogpasgeneHve K 4pyromy nocrTasLmky. MNMocnegHero nponHdgopmMmuposann o6 nageH Tudukaumn CMI, ero co-
CTOSHUM N O MEeANLVHCKOM MOMOLLW, OKasaHHOW emy o nepesoga. Mo npubbiTun CMI K HOBOMY NOCTaB-
WWKY NPOU3BOAMTCA CUMTbIBaHWE AaHHbIX UWAEHTUdUKaAUWOHHOro 6pacneTa «l» CMI ana nogTBepxae-
HUA ero nageHTudukaymm, 3aTem 3TOT NOCTaBWMUK BblgaeT CMIM HOBbIA MAEHTURUKALNOHHBIA BpacneT.

A.2.3 lNocnepoBartenbHOCTb npoueccos UC 05— 11

15



16

FOCT P 58502—2019

UCO06 - lMoarotoska fiekapcTea B nasiare
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VHAMBUAYa IbHBI NOCTaBLMK («ManaTHbIl (hapmayesT)

UCO7 - BBepgeHue
JleKapCTBEHHOro npenapara
B nNanate
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UCO08 - LeHTpanusoBaHHas NoArotoska
OTAE/IbHOTO /IeKapCTBEHHOTO MpenapaTa

NHavenayanbHblii nocTaslwmK («BobHNYHBIN thapmauesT»)
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UC10 - B3aTue 6uomatepuanay CMMN
ANS aHanusa

NHauBMaYyanbHbIA NOCTaBLLUMK

CONP-Y
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PucyHok A.2 — lMocnepoBartenbHOCTL npoueccos UC 05— 11

A.2.4 Xopolas npaktumka

Mpy npumeHeHun TexHonornn ANC/ B onvcaHHbIX Bbille NpoLeccax xopowas npakTuka MOXET BK/IYaTb B cebs
crnefyloline feicTBMA Ha KaxX4oM 13 3Tanos.

A.2.4.1 TMpouecc nogbopku nekapcTBeHHoro npenapara (UC 06—UC 08)

HesaBucmumo oT Toro, nogbupaeTcst M NekapcTBEHHbIN npenapaT B LEHTPasibHON 60/IbHUYHON anTeke W Heno-
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CpeACTBEHHO B nanare, MHAMBUAYa bHbI NOCTABLUMK OCYLLECTBASET NOAOOPKY NpaBWU/IbHOTO eKapCTBEHHOIO npenapara
B COOTBETCTBUU C 3MIEKTPOHHBLIM peuentoM. MNoa6opky npenaparta cnegyet BepuduLnpoBaTb C NOMOLLbI CKaAHUPOBaHUSA
YHUKanbHoro naeHtudukaropa toeapa GS1 GTIN (Global trade item number — rno6anbHbiii HOMep NpegMeTa TOpProsawn).
NaoeHTudukaumio nekapcTBeHHOro npenapara npusasbiBatoT K CMIT ¢ nomoLlbio ckaHupoBaHus Homepa GTIN 1 Homepos
GSRN/SRIN, HaHeCeHHbIX Ha KOHTeliHep, a 3aTemM NoMeLalT npenapart B KOHTeliHep/nakeT.

A.2.4.2 TlpumeHeHMe nekapcTBeHHOro npenaparta B nanate (UC 07—UC 09)

MHpmBuayanbHblii nocTaBwuk cnnyaet Homep GSRN Ha ngeHtTudgmkaymoHHom 6pacnete CMI ¢ Homepom GSRN
Ha nHAMBMAyanbHOM KoHTelHepe/nakeTe. Homepa GSRN cosnagatoT, a Homepa SRIN oTnuuatoTca gpyr ot gpyra. 3T0T
npoLecc KOHTPONNPYET BbIGOP HaAexXallero KoHTeliHepa unn naketa gns Hagnexawero CMIM. Mepeg npUMeHeHneM ne-
KapcTBeHHoro npenapata(oB) k CMIM nHAMBMAYaNbHbIA NOCTABLMK CKAHMPYET KakAyl0 OAHOKPATHYH A03Y NeKapCTBEH-
HOro npenaparta, YTobbl MHOPMALMOHHAA CUCTEMA NPOBepUna ee COOTBETCTBME 3/IEKTPOHHOMY peLenTy (Hagnexatine
NleKapCTBEHHbIV nNpenapaTt 1 A03MPOBKa, B Hagexallee BpeMs, No Hagaexalemy nytu npumeHeHus). Mpu nonoxmntenb-
HOM COOTBETCTBMM SIEKAPCTBEHHbIV Npenapart faeTcs 1 3ToT hakT perncTpmpyeTca B MeAULMHCKONM KapTe.

A.2.4.3 B3satue y CMIN 6uomatepuana gns aHanusa (UC 10)

B cooTBeTCTBMM C 1abopaTOpHbIM 3aKa30M (3/1eKTPOHHbLIM HanpaB/eHNneM) UHAMBUAYalbHbIA NOCTaBLUK AO/MKEH
B3ATb y CMIN 6nomaTepuan Ha aHanm3. OH Hak/nemBaeT Ha NPoOOGMPKY, B KOTOpPyl OyaeT nomelweH Gbuomatepuan, aTu-
KeTKy, Ha KoTopoli ykasaHbl Homepa GSRN u SRIN. MNocne B3siTus 6nomatepuana y CMIM nHaMBuayasbHblli NOCTaBLLMK
ckaHupyeT naeHTUUKaLMOHHbIA 6pacneT u nNpobupky, 4Tobbl MHOPMaLMOHHasA cucTemMa Bepudmuuposana cosnaje-
Hne HoMmepoB GSRN u pasnunume HomepoB SRIN. Mocne atoro Homep GSRN u Homep SRIN nNpo6upky cBA3bIBAKOTCA C
3/1EKTPOHHBIM HanpassieHnem (nabopaTopHbIM 3aka3om).

A.2.4.4 TepeBopg cybbekTa MeaAULMHCKOM NOMOLLM OT O4HOro nocTasumka K gpyromy (UC 11)

OTOT BapuaHT MCNOMb30BaHMA UANIOCTPUPYeT NpuBA3KY nepsoro Homepa GSRN ko BTOpoMy npu (omM3nyeckom ne-
pesoge CMI OT 0gHOro nocTaBLMKa K APYroMY; COOTBETCTBEHHO BTOPOI KIMHUYECKON MH(OPMAaLMOHHOW CUCTEMOI Unn
cMcTemMoin yyeta AsmxeHna nauneHtos CMI npuceamBaeTcs HOBbI Homep GSRN.

A.3 MalwunHounTaeMoe KoAMpoBaHUe NMpu NPeAoCTaBEHUN C/IOXKHOW MeauuMHckol nomouwm (UC 12—19)

A.3.1 O6wwme cBegeHus

B MecTax NpeAocTaB/ieHnsi CMIOKHOM MeANUMHCKOM NoMoLLM, HanpuMep B nanate (NeAnaTpuuyeckoil) MHTEHCUBHOM
Tepanuu uau B onepawluoHHoi, TpebyeTcsi 0CoO6eHHOe BHUMAHKE. B Takmx cuUTyaumsix Heo6xoAMMO BbiGpaTb nNpaBu/ibHOe
pelleHve Ans c6opa CoracoBaHHbIX AaHHbIX. Hanpumep, ManeHbkuii pasmep pyku pebeHka BuseT Ha pasMep WAEHTU-
(bmkaumoHHOro GpacneTa u, ciefjoBaTeslbHo, Ha pasmMep W pasMelleHne HOCUTENS AaHHbIX. VHorga Bo3HMKaeT Heo6Xoau-
MOCTb CHATUSI MAEHTUMKALMOHHOTO 6pac/neTa u nocneaytowein ero 3aaMeHsl.

A.3.2 BapuvaHTbl UCNOIb30BaHUSA

3TN BapuaHTbl UCNOJMbL30BaHWA OMUCbIBAKOT, YTO npoucxoaut, korga AVC mncnonb3yetcs B COYETaAHUW C MHTep-
dhelicamn MeaMUMHCKUX NPUOOPOB, OCYLLECTBASIOWMX MOHUTOPUHT XU3HEHHO BaXKHbIX nokasateneid CMI, npu BBOAE
pe3ynbTatoB U3MepeHuid, NoslyYeHHbIX NpubopamMmy Ha MecTe fleveHus, a Takke nNpy BeAeHUV 3NEKTPOHHbIX 3anucein 06
aHecTte3uun (Ha paboueil ctaHuun aHecTe3un). OHM TaKKe ONUCLIBAKT CUTyauuun, Korga UHAMBUAYANbHOMY MOCTaBLLMKY
NPUXoAMTCA 3aKasblBaTb U Bepuduumnposartb 1abusibHble NPOAYKTbI KPOBU WM TKAHW, [OCTaB/isieMble B ONnepaLoHHY!I0.

A.3.2.1 MNoctynneHne CMI B npepgonepaumoHHyto (UC 12)

MaeHtngukaumo CMI canyalrT co BCeil Haanexalein AoOKyMeHTauvel onepaunoHHoi, BKIYas npeasaputens-
HO 3ano/IHeHHbI 61aHK NPOTOKOMa onepauuy, UCNoMb3yeMmblit ANA NPOTOKOANPOBaHUA COObLITUI B XO4e XMPYPruyeckoi
onepauuun. lna aToro KOHTPONMPYHT coBnageHne cynTaHHoro Homepa GSRN ¢ Homepamu, yka3aHHbIMU B LOKYMEHTaxX u
3anncsax onepawlmoHHON.

A.3.2.2 MNMoctynneHne CMI B onepaynoHHyto (UC 13)

CKaHupyeTcs naeHTurkaLmoHHblii 6pacnet CMI. K 3ToMy MOMEHTY BO BCEX MHCDOPMALMOHHBLIX CUCTeMax onepa-
LIMOHHOW copepxaTcsi CCbIIKU Ha naeHTudurkatop atoro CMI.

A.3.2.3 Mepuog «oXunaaHmsa» (40 HakpbITUA nauneHTa npocTtbiHen) (UC 14)

B npouecce Bepudukauum AVICAL ncnonb3yeTcs AN npeaynpexaeHns nHAMBMAyanbHOro nocTasLymKa v 6710KMpoB-
KV nocrefyroLmnx npoLeccos npy BO3HMKHOBEHUW OWNOKN. Bepudmkaumss ocHoBaHa Ha NpoBepke CrefyowmnX daHHbIX:

- naeHTudukayma cybvekta CMI;

- BUA XMPYPruyeckoro BMeLlaTenbCcTBa;

- onepawluoHHOe Mone;

- Ha3HauyeHHble JIekapCTBEHHbIE Npenapartbl (NpounakTuyeckme aHTubMoTUKK);

- NMPOAYKTbI KPOBWU/TKaHW.

A.3.2.4 AHecTe3unsa npumeHeHa A0 HakpbIiTusa CMI (UC 15)

K 3TOMy MOMEHTY UaeHTU(UKALNOHHBIA BpacneT («OCHOBHOW MAEHTU(UNKALMOHHbIA 6pacneT») MOXeT ObiTb CHAT
AN obneryeHnsa foctyna K KPOBEHOCHbIM cocygam CMI, kak 3To MMeeT MecTo, Hanpumep, € rpyaHbiMu AeTbmu. HoBbIi
NOEHTUUKAUMOHHBIA BpacneT («BTOPUYHbIA NAEHTUUKALUOHHBIA 6pacneT») HeMeA/IeHHO pacnevyartbiBaeTcs (C NOMO-
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Wb CKaHMPOBaAHUSA OCHOBHOIO MAEHTU(MKALMOHHOrO 6pacneTta) M KPenutcs K KOMNbOTEepY/MOHUTOPY OnepaunuoHHON
4Nns uenein naeHTMdUKaLmm, Korga nauneHT HakpbIT XMPYPruyeckoin NpocTbiHell. «OCHOBHOM UAEHTU(UKALNOHHBIA Bpac-
neT» geakTuBUpyeTcs (apxmBMpyeTcs) U 3aMEHAETCA Ha «BTOPUYHbI MAEHTUMDUKALNOHHBIA GpacneT».

A.3.2.5 MNopbop nabnnbHbliX NPOAYKTOB B npouecce onepauun (UC 16—UC 16a)

Ecnu B npouecce onepauumn TpebyeTtca nabusbHblli NPOAYKT, UHANBUAYAbHbIW NOCTABLLUK MOXET NepeHecTy «BTO-
PUYHbIV MAEHTUMNKALNOHHBIA 6pacneT» B X0N04UIbHUK 1 NPON3BECTUN €r0 NepPeKpecTHY NPOBEpPKY C MapKMPOBKOW Mpo-
aykta. Mo 3aBepleHny UHAMBUAYabHbIA NOCTaBLMK 3abupaeT NpoayKTbl, npowewme NpoBepky, U «BTOPUYHbIA UAEH-
TUPUKALUNOHHbBIA GpacneT». ITOT 6GpacneT HEMeA/IeEHHO NepeMeLwaT 06paTHO Ha KOMMNbIOTEP/MOHMUTOP ONepaLuoHHON.

A.3.2.6 CMI1 HakpbIT NPOCTbIHEN 1 BegeTca xupyprudeckas onepauuns (UC 17—UC 17a)

Bo Bpemsa xupypruyeckoii onepauun AVCJ ncnonb3yeTca A8 CKaHUMPOBaHUS U Bepudhmkauumn Kaxgoro nekap-
CTBEHHOrO npenapara ¥ NpoAyKTa KpoBW B LeNsX NMPOBEPKA UX COOTBETCTBUSA U perncrpauny ux npuMeHeHus B xone
XUpypruueckoii onepauumn. Hekotopble nekapctsa (MpodmnakTmyeckue aHTMOMOTHKN, CTEPOUABI) 3aKa3biBalOTCA 3apaHee
N LOCTaBNATCA anTeKoN B ONepaunoHHY0 415 NPUMEHEHMA K KOHKpeTHoMy CMI. Mepefn NpYMEHEHMEM YNakKOBKW 3TUX
nekapcTB cnefyeT CkaHWpoBaTb A8 3/1eKTPOHHOW npoBepkn cooTBeTcTBMA CMI, a Takke Ana pernctpauuun dakta npu-
MEHEHMS K 3TOMY MauueHTy, AO3MPOBKW, HOMEpa Cepun W Cpoka roAHOCTWU. ONEeKTPOHHasA aHecTe3nosornyeckas kapra
No3BOMISAET perncTpmposBatb Bce AaHHble CMI (pe3ynbTaTbl M3MEPEHMWI XMU3HEHHO BaXHbIX NokasaTenei, ceegeHns 060
BCEX MPUMEHEHHbIX nekapctBax). Mcnonb3osavve ANC/ npepoTBpawiaeT NPMMEHEHWEe HEeBEPHbIX /IEKAPCTB U B TO Xe
BpemMs obecrneumBaeT perucTpauunio NpYMeHeHus fekapcTB M UCNOb30BaHWA PecypcoB OnepaLlMoHHOW, NOCKOMbKY BCe
MH(POPMAaLMOHHbIE CUCTEMBbI ONEpPaLMOHHOA HACTPOEHbI Ha 3anUcb CBeAEeHU 0 gaHHOM CMI. TMockosbKy BCce CObbITUA
B OMNepaLMoHHOA OTHOCATCA K KOHKpeTHOMY CMI1, TO MOXeT oTnacTb Heo6XxoAMMOCTb MOBTOPHOFO CKaHWPOBaHWSA €ro
naeHTuguKaLmn.

A.3.2.7 MoBTopHasa npoBepka naeHTudmrkaymm CMI nepes Bo3BpalleHMEM 13 onepaynoHHoi (UC 18)

Ecnu «nepBuyHbIA MAEHTUMKALWOHHBIA BpacneT» ocTaeTcs npukpensneHHbiM K CMIN B TeyeHne onepauuu, To ero
CKaHMPYIOT 4N1A perncrTpauny 3aeeplueHns onepauun. Ecnm «nepBuyHbIN MAEHTUGMKALMOHHBIA 6pacneT» 6bla CHAT, TO K
CMI KpenaT «BTOPWYHbIA MAEHTU(MKALUNOHHBI BpacneT» ¥ CKaHWPYT ANS perucTpauumn 3aBepLlleHns onepaumu.

A.3.3 lNocnepnoBaTtenbHOCTb npoueccos UC 12—18

23



FOCT P 58502—2019

24



FOCT P 58502—2019

25



FOCT P 58502—2019

26



FOCT P 58502—2019

UC16 - Mowuck nabnnbHbIX NPOAYKTOB BO BpeMs onepauunu

VIHAVBMAYabHbIN NOCTaBLUMK («OnepauuoHHast»)
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UC16A - Mouck nabnnbHbIX NPOAYKTOB BO BPEMSA XMPYPruyeckoin onepayuu
(BTOpPOW naeHTUmkaTop He co3gaH)

MHAVBMAYabHbI NOCTaBLUMK («OnepauyoHHas»)
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UC18 - MepeBsizka CMI nepen, yobitnem n3 OR

VHAnBMAYanbHbIi NOCTaBLMK («OnepaLoHHas»)

UC17 - Mepessska CMI UC17a - MepeBaska CMI

1 NnpoBefeHne XMpypruyeckoi 1 BbINOJIHEHWE XUPYPruyeckoi
onepauun onepauuu

(BTOpPOWA NAeHTUUKATOP CO3aaH) (BTOpPOVi AEHTUMMKATOP He CO3AaH)

CKaHupyeT BTOpO
naeHTunKaunoHHbIi GpacneT
C KOMMbloTepa/MoHMTOpa «OR»

BTOpOI1 MAeHTUUKALIMOHHBIN GpacneT
CMM (c SCI/AUCA)
(CHAT ¢ KoMMbloTepa/MoHUTOpa «OR»)

HET

HoBblii MAEHTU(KKALMOHHBIA /" — =
KpenuT HOBbIN

6pacnet CMMN o
- VABHTNY KALMOHHbIA
(c SCI/ANCA) (npukpenneH 6pacner kCMM
K Cy6beKTy neyeHns) \V]

HoBbIil MAEHTUNKALNOHHBIR

6pacnet CMMN

(c SCI/AUCH)

(MpeHTdMUNPOBaH) CKaHMpyeT HOBbIii
NAEHTU(UKALMOHHDIA
6pacnet CMN
VHOVIBALY bH3s MeayLHCKas
kapTta CMM (goctyn nmeetcs)

CKaHupyeT nepBblii
VAEHTNDNKALMOHHBIN
6pacnet CMMN

MepBbIii NAEHTUDNKALMOHHBI
6pacnet CMI
(c SCl/ACA)
(npeHTUhMLMpOBaH)

UHanBuayanbHaa MeauLuHcKas
Kapta CMTI
(moctyn nmeertca)
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MHhopMaLoHHO-TeXHONoTMYecKas
cuctema

HoBbIii MAEHTUNKALIMOHHBI
6pacnet CM (c SCI/ALUCA)
(co3paH)

VHanBuayansHas MeanLuHcKas
Kapta CMT
(AaHHble BHECEHbI)

Co3paeT HOBbI
NAEHTUNKALNOHHBIR
6pacnet

MeuaTaeT HOBBI
NAEHTUDUKALMOHHDIA
6pacnet

HoBblii nAeHTUNKALMOHHDbIA
6pacnet CMM
(c SCI/AUCA) (HanevaTaH)

PucyHok A.3 — lMocneposatenbHoOCTbL npoueccos UC 12—18

CMmn

Mokuaaet «OR»
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A.3.4 Xopolwas npaktnka

Mpu npumeHeHun TexHonorum ANC/ xopolwas npakTuka MOXeT BKoyaTb B cebsa crnegyowme AeNCTBUS HA Kax-
[OM 13 3Tanos.

A.3.4.1 MocTtynneHne CMI B npeponepaumoHHyto (UC 12)

C60op AaHHbIX 06 maeHTudukauum CMIN ocyliecTBNsSeTCA Takum 06pa3om, 4YTO6bl KOMMbIOTEPMU3OBAHHbIE CUCTe-
Mbl MOAAEPXKA OKa3anMCb HACTPOEHHbIMM Ha nHAuBMAyanbHblin CMIM. Ona nageHtudumkaymm CMIT ckaHMpyeTcs HOMep
GSRN. C6op ngeHTnrkaymm NHAMBNAYanbHOro NocTaBLMKa OCYLLEeCTB/IAETCA C MOMOLLbI CYMTbIBAHMA ero/ee naeHTu-
PMKaLMOHHOTIO XeToHa.

A.3.4.2 MoctynneHne CMI B onepaynoHHyto (UC 13)

Ans pernctpauymm noctynaedms CMI B onepaumoHHY CKaHWPYIT ero naeHTUUKaLNoHHbI 6pacneT n ngeHTu-
PVKaLMOHHBIN XEeTOH MHAUBMAYANbHOrO NOCTaBLLMKA.

A.3.4.3 TpumeHeHne aHecTe3un A0 HakpbiTua CMI (UC 14)

Mpu Heob6xoAUMOCTW, HanpUMep €c/iM MEePBUYHbLIA MAEHTUMUKALMOHHLIA GpacneT 6bl1 CHAT AN o6ecneyeHus
poctyna k CMIM, gnda Bblgaunm «BTOPUYHOTO MAeHTUdMKauMoHHOro 6pacneta» cnefgyeT MCMNONb30BaTb MNPEXHWUA («nep-
BWYHbIi») 6pacneT. MepBnUHbIA GpacsieT CKaHMpyeTCcs U CO34aeTCs HOBbIA, BTOPUYHLIN, NAEHTU(MKALNOHHBINA 6pacneT,
Ha KOTOpbIii HaHeceH TOT e Homep GSRN u HoBblli HoMep SRIN. 3T0 no3BonuT TexHonormm AVUC[ oTANYUTb HOBbIN
BTOPUYHbIA MAEHTU(UKALNOHHbIA 6pacneT OT NPeXHero, NepBMYHOrO, HO B TO XXe BPEMS COXPaHUT CBA3b MeXay Humu. B
Takux cnydasx cnegyet KpenuTb nAeHTUUKALNOHHbIM 6pacneT B OTAe/IbHOM 3apaHee onpefesieHHOM MecTe, Y4To6bl npu
npumeHeHnn AVIC[, He BO3HMKNA NyTaHuLa.

A.3.4.4 TMepuopg «OXngaHmsa» (40 HakpbITUA NayneHTa npocTtbiHen) (UC 15)

Mepen Ha4yanoM xMpypruyeckoli onepayum cnegyet NpoBepuTb, UMEETCS I B HA/IMYMK BCe, YTO HEOOXO0A4MMO A/1A
ee nposegeHus. Mpu atoii npoepke AVCJ, ncnonb3yeTcs s 3annucu faHHbIX, CHUTaHHbIX C MAEHTU(NKALMOHHOIO 6pac-
neta CMI1, nekapCTBEHHbIX MpenapaToB, MeAWULMHCKUX U34ennii, NPOAYKTOB KPOBM U T. M.

A.3.45 TMopbop nabunbHbIX NPoAyKTOB BO Bpems onepauun (UC 16 n UC 16a)

Ecnn B npouecce onepauun noTpeboBasica nabwunbHbIA NPOAYKT, TO WUHAMBMAYASNbHbIA MNOCTaBLIUK NEPEHOCUT
«BTOPUYHbI NAEHTUMKALNOHHBIA BpacneT» B XO/I04W/IbHUK U NPOBOANUT €ro NepeKkpecTHY NPOBEPKY C XpaHAWMMUCS
ynakoBKamy nabusbHbIX NPOAYKTOB. 10 3aBeplueHun MHAWBUAYasbHbIA NOCTaBLUUK U3BNEKAeT «BTOPUYHbIA UAEHTUDNU-
KaLWOHHbIA 6pacnet» 1M nogobpaHHble NPOAYKTbl. «BTOPUYHLIA MAEHTUMDNKALNOHHBIA 6pacneT» nomMmew,alT 06paTHO Ha
KOMMNbIOTEP/MOHUTOP OnNepaLnoHHORA.

A.3.4.6 CMI HakpbIT NPOCTbIHEN 1 BegeTcsa xupyprudeckas onepauusa (UC 17—UC 17a)

Mockonbky Homep GSRN yxe ckaHMpoBaH, 3aperucTpUpoBaH 1 BCe CUCTEMbl HACTPOEHbI Ha Hero, TO BO BPeMS orne-
paummn Bce faHHble O NeKapCTBEHHbIX Npenapartax, aHecTeTuKax, U3fenusax, CKaHupyemble nepeg ux NnpUMeEHeHnem unm
ncnonb3osaHnem gnas CMI1, 6yayT npussisaHbl kK 3ToMy HoOMepy GSRN. TeM cambiM obsieryaeTcs HenpepbiBHAaA perncrpa-
umsa cobbITniA, nponcxoasawmx ¢ CMIM B onepayMoHHOW 1 CBA3aHHbLIX APYr C ApyromM ¢ nomMoliblo GSRN. 310 no3sonseT B
npouecce XMPypruyeckoin onepauun BbligaBaTb AONOMHUTENbHbIE NpeaynpexaeHns, oTHocsAwmeca K CMI.

A.3.4.7 MoBTopHas npoBepka naeHTudunkaunm CMI nepen Bo3BpalleHneM 13 onepauymoHHoin (UC 18)

ANC/A vcnonb3yloT AN perncrpaumm 3aBepLlleHns XMpypruyeckoi onepaymmn ¢ NOMOLLbI0 CKaHMpoBaHUs 6o nep-
BMYHOIO UaeHTUdMKaunoHHoro bpacnera, iMbo, B Ciydyae ero 3amMmeHbl, BTOPUYHOIO UaeHTudmKaunoHHoro 6pacneta. Mpu
3TOM B UH(DOPMALMOHHbIX CUCTEMAXxX PErMCcTpUpyeTcs 3aBepLleHne XMpypruyeckol onepauny 1 3akpbiBaloTCs BCe 3anucu.

A.4 MawwunHo4yMTaeMoe KoAMpoBaHue BO M36exaHne 06X0AHbIX peleHunit

A.4.1 O6bwwne cBeneHus

HepaBHO ony6/MKOBaHHblIe UCC/efOBaHUA Mokasanu, 4To 6bIBalOT criyvyam, Korga WHAMBUAYasibHble MOCTaBLUUKN
He cobupatloT (He CKaHMPYIOT) KOPPEKTHbIEe AaHHble B HY)XHOE BpeMs M TeM CcaMbiM BO3HMKaeT pUCK owmnbok. Nx cneayet
npegynpexgartb ¢ NOMOLLbIO ucnonb3oBaHna ANC/ Ha MecTe neyeHuns.

A.4.2 BapuaHTbl UCMNOJIb30BaHUA

A.4.2.1 Mpouegypa B3aTMA 06pasua (UC 19)

B cOOTBETCTBMM C HaMpaBfeHWeM WHAMBMAYa/bHbIA NOCTaBLUUK 6epeT 6uomatepran y cybbekta MeanLMHCKOR no-
MOLLM U NOMeLLaeT ero B Npo6upky. Mexay aTtoit npobupkoii, CMI n HanpaBsieHrem co3gaeTcsi cBA3b. [Po6UpPKy 06bIYHO
HanpaBnalT B nabopaTopuio ¢ HanNpaB/fEHUEM Ha aHanus.

A.4.2.2 JNlyuyeBas gnarHocTtuka (UC 20)

CMI npuBOAAT B OTAENEHNE NyYeBOl AUarHocTukn Ans obcnenoBaHus. aeHTUUKALMOHHBIR GpacneT Heobxoau-
MO CHATb. [ocne BbINOMHEHUS UccreaoBaHus 1 neped yxogoMm CMI u3 oTaeneHus BblaaeTcsi HOBbI Gpacher.
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A.4.3 lMocnepoBaTtenbHOCTb npoueccos UC 19—UC 20

UC19 - MNpoueaypa B3ATUSA 6uomatepranios
MNHanBMAyanbHbI nocTaBLW K

T

3anyckaeT NoruH
B CKaHupyloLee yCTpoicTBO

BBoAuTCS Naponb

TorvHa? CKaHI/IpY}OLIJ,ee
YCTpOIicTBO
BXO/], BbIMO/IHEH
HET 1A (exoa )
CkaHupyet
NAEHTUVKALMOHHBIV
6pacnet CMN

haneuayanibHas MeanuyHeKas
kapTa CMI (gocTyn nmeeTcs)

NaeHTUdUKaLNOoHHbI 6pacneT CMMs
(c GSRN1 1 SRIN2)
(uaeHTUULMpoBaH)

CkaHupyet
6naHK 3akasa

bnawk 3akasa (¢ GSRNL n SRIN2)
(MAeHTMD ML UPOBAH) <

VHavBuayanbHas meavumHckas
kapTa CMI (gocTyn nmeeTcs)

Kpenut oTtgensHyto
3TUKETKY K Tpy6ke
6romatepuana

OTpenbHas aTnkeTka
Ans Tpy6kn 6uomartepmana
(npukpenneHa K Tpy6ke 6uomatepuana)

BepeT 6uomatepuan

y cyGbekTa neyeHust

Xpanut Gruomarepuan Tpy6ka 6uomaTepnana
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NHpopMayMoHHO-TEXHOOTMYECKAN
cucrtema

OTFleﬂbHail 3TUKEeTKa
AnsA Tpy6kn 6uomaTepuana
(co3paHa)

VHavBnayansHas MeanumMHeKas
kapTa CMIM
(#aHHble BHECEHbI)

BbigaeTt oTAeNnbHy0 N
3TUKETKY ANs TPyGKM

n 6uomaTepuana

B TpybKe Gruomatepuana

CkaHupyeTt
Tpy6ky 6nomatepuana

CkaHupyeT
6naHK 3akasa

C OTAENbHOI ITUKETKON (3anosHeHa)

Tpy6ka 6uomatepnana

C OTAeNbHON 3TUKeTKON (MAeHTUdULMpoBaHa)

WNHanBuayanbHas meauunHckas
kapta CMM (gocTyn umeetcs)

BnaHk 3aka3a (c GSRN1 u SRIN2)
(naeHTUdULUMpoBaH)

WNHanBugyanbHas MeanumHcKas
kapta CMM (gocTyn umeeTcs)
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A.4.4 Xopoliasa npakTnka

A.4.4.1 Mpoueaypa B3ATUA 06pa3ya (UC 19)

WNHamBuayanbHblil NOCTaBLIMK CkaHUpyeT Homep GSRN, HaHeCeHHbI Ha NAeHTUUKALMOHHbIA 6pacneT 1 Haneva-
TaHHbIli Ha HanpasfieHun B nabopaTopuio. Ha 060ux 0AuH 1 TOT e HoMep GSRN, HO OHM OTAMYalTCA pasHbIMKU HOMepa-
Mu SRIN. 3TrKeTKy Ha NPo6MpKYy neyaTatoT C 3TUM Xe HomepoM GSRN n HoBbiM HomepoM SRIN. Mocne B3saTUSA o06pasua
MHAMBUAYANbHbIA NOCTaBLUMK 3aBepLuaeT NpoLecc, CKaHUpys 3TUKETKY, Hak/IeeHHY0 Ha Npo6upky. MOCKOMbKY Ha Kaxaom
M3 3TUX 0GBEKTOB OAMH U TOT e Homep GSRN, Ho pasHble Homepa SRIN, MHAMBUAYasbHbLIA NOCTABLLMK CKAHMPYET WX
oTAeNbHO. NMOBTOPHOE CKaHMPOBAHWE OAHUX U TEX Xe UAEHTUMUKALMOHHBIX faHHbIX NpefoTBpaLlaeTcs TeM, 4YTo Npu co-
BrnageHun SRIN BblgaeTca npegynpexgeHne o KpatHOM CKaHWpOBaHUU.

A.4.4.2 Nydyeas gunarHoctuka (UC 20)

CMT1 gocTaBnsiloT B OTAE/IEHME NYYEBOI ANArHOCTMKN ANnst 06¢cnefoBaHus. Mepeq BbINO/THEHNEM JIy4E€BOr0O Ucce-
[0BaHNA MAEHTUMKALNOHHBIA BpacneT MOXeT ObiTb Cpe3aH W coxpaHeH. Mo 3aBeplleHun nccnefoBaHNs MOBPEXAeH-
HbIli MAEHTUNKALMOHHBIA BpacneT CKaHUPYT U UCMOMb3YIOT BblAauyn HOBOIO MAEHTU(MKALMOHHOIO 6pacneta C HOBbIM
HomepoMm SRIN. Kaxgblli 13 ngeHTndunkayoHHbIX 6pacneTos nMmeet 70T e Homep GSRN u cBoit Homep SRIN, uTo no-
3BOJISET CUCTEME 3apPEerncTpMpoBaTb CMeHy UAeHTMdUKaLMoHHOro 6pacnieTta 40 U NOC/e ero CHATUS.

A.5 MawunHounTaemoe KogmpoBaHue B npoueccax nepenuBaHus kposu (UC 21—24)

A.5.1 O6wwne cBepeHu

B TeueHne paga et B npoueccax nepennBaHnsi KPOBU MallvHOYMTaeMoe KoAvpoBaHWe OCYLLECTB/SIETCS NO CTaH-
AapTy ISBT128. 3TOT cTaHAapT ONUCLIBAET B TOM Uuc/e atpubyThl, o6ecneunsatouie naeHTudukaymio CMM (peumnmen-
Ta) U MHAMBMAYA/ILHOTO MOCTaBLiMKA. XOTA cTaHgapT ISBT 128 u npuMeHsieTcs BO MHOMMX CTpaHax, HO aTtpubyThl, Npea-
HasHaueHHble ANa uaeHTUdmKaum CMII, WUPOKO He MCNoMb3yoTcs. ONbIT reMOTPAHCHY3NOHHbLIX CY)X6 NPUBOAUTCA B
HacTosALLEM AOKYMEHTE B KAUecTBe PeKoMeHAaLuit no BKAUEHUo aTpubyTa naeHtTudukaumm CMIM 1 pacluimpeHmno aTux
cneuugmnUeckux npoL,eccos.

A.5.2 BapuaHTbl nCnosib3oBaHuA

FemoTpaHcdy3us BKNOYaeT B cebs pag npoueccos, 6e30NacHOCTb KOTOPbIX B 3aBMCUMOCTU OT TOYHOCTM U 6es-
onacHoCTW npegblaywnx craguii. Ana 6e3onacHOro nepesvBaHusa MPoAyKTa KPOBM TpebyeTcs NPOBECTWU Hadnexalliui
npefBapuTesibHbIl aHanu3 6uomateprana CMI 1M Ha OCHOBaHWUM ero pe3ynbTaToB BblGpaTb COBMECTUMbIA NPOAYKT KPO-
Bu. O6pasel, Ao/mkeH ObiTb B3AT y CMI1, KOTOPOMY M/iaHMpyeTCcs NPOBECTM TpaHcdys3no (peuunueHTa), cpasy xe nocne
B3ATUSA 3TUKETMpPOBaH B npucytcTBumn CMI, a 3aTem HanpasnieH B iabopartoputo.

Haunnyudwasa npaktvka npeabasnseT criegyoowme TpeboBaHuns:

- naeHTudMKauma UHAMBMAYanbHOro noctasLuka (dp1ie6oTomMmcTa) perncTpupyeTcs Ha aTukeTke npearpaHcdysu-
OHHOro obpasua 1 MOXeT ObITb MPOC/eXeHa B Te4eHne He MeHee roga nocsie TpaHcqysuu;

- HenocpeAcTBEHHO nepef TpaHcdy3vein NpoBoauTCA Bepudmkaumsa coBnageHus naeHtudukatopos CMIM Ha no-
NIlYy4EHHOM MPOAYKTE KPOBU N HAKMaHON Ha OTnyck ¢ HoMepoM GSRN, cuMTaHHbIM C MAEeHTUMKaLMOHHOrO 6pacneTa
CMI. [JokymeHTauus no sepudmkauny (3anucu, caenaHHble BPYUYHYH WAN 3/IEKTPOHHbIM 06pa3om) UMeeT GeCcCpoYHbIii
CPOK COXpaHeHus.

OnuncaHHbIN HWKe npouecc MoAenvupyeT pyTUHHOE CO6bITMe TpaHcdy3uu.

A.5.2.1 C6op npeaTpaHcdy3noHHOro obpasya (UC 22)

Mpu cbope obpasuos ANC/[ obecneunBaeT UHAMBUAYaIbHOMY NocTaBLuKy (h1e60TOMUCTY) BO3MOXHOCTb UAEH-
TnnumnposBatb cebs 1M NONOXMTENIbHO nAaeHTUnunposate CMI, kOoTOpoMy Ao/mkHA ObiTb caenaHa TpaHcdysua. Pac-
neyataHHas KOMMNbIOTEPOM 3TUKETKA CO LUTPUXKOAOM, cofepxalium amMuinio, Ums, oT4eCcTBo 1 naeHtudukatop CMII,
TOYHO M 3PPEKTUBHO BOCMPOM3BOAALLAA 3TN AaHHble C NOMOLLbI0 CKaHUPOBaHNUSA NAeHTUgMKaLMoHHoro 6pacneta CMI,
npukpennseTca K npobupke ¢ 06pasLoM KpPOBU.

A.5.2.2 MpeaTpaHcy3nOHHbIN aHanus3 o6pasua 1 nogbop npoaykrta (UC 23)

Vicnonb3oBaHue LWTPUXKOAMPOBAHHbLIX 3TUKETOK Ha npobupkax ¢ obpasuamu nsbasnseT OT HEOOXOLUMOCTU pyu-
Horo BBofa ugeHtudumkatopos CMI 1 Tem cambiM YCTpaHAeT OWMOKM KNaBMaTypHOro BBOAA, a Takke rapaHTupyeT, 4To
pesynbTaTbl aHanuM3a o6pasLoB NpasBu/ibHO 3aHocATCA B hainn Hagnexauwiero CMIM. MNMpuMeHeHne aBTOMaTUYECKMX aHa-
NIN3aToPOB, OCHALLEHHbIX CUATBIBATENAMW LUTPUXKOAOB C NPOBUPOK, aHa/IOTMYHbIM 06pa3oM ycTpaHsaeT OWNBKN B faHHbIX
B nabopatopuun. AHa/IOTMYHO WCMOJIb30BaHNE LUTPUXKOAUPOBAHHbLIX 3TUKETOK NO3BOMSET OTNYCTUTb NOLOGPaHHbIA Npo-
AYKT oNA NpMMeHeHns K Hagnexauemy CMr.

A.5.2.3 TpaHcdysusa (UC 24)

CtaHgapTbl TpaHCcqy3mm TpebylT NpoCcnexmnsaeMocT OT BeHbl A0 BeHbl. Kpome TOro, NpoAykTbl KpoBM cnegyet
CKkaHMpoBaTb NpW MOCTYN/EHMU B neyebHoe oTgeneHune. Mcnonb3oBaHue u Tol e camol TexHonorun AUCA ana 06-
pasua KpoBu, ¥ npouecca aHanusa obecneyvBaeT BepuurkaLmnio COOTBETCTBUA NpoaykTa kpoBu ¢ CMIN. 3To no3sonseT
0671er4nTb BbINOIHEHME TPYA0EMKOr0o NepeyHs TpeboBaHuin, COCTOALLErO U3 8 pa3fesioB, OCyLLeCTBASEMOe ABYMS CneLm-
anucTammn y nocTennm naumeHTa.
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A.5.3 MocnepoBatenbHOCTb npoueccos UC 21—24
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UC22 - C6op npearpaHcdy3NOHHbIX MaTeprasioB

NHanBuayanbHblil nocTaBLUmK («P1eboToMmcT»)

UC21 - KomrbroTepu3oBaHHad
perucTpaumsa 3axasa

CxaHupyet
NAEHTUUKALMOHHBIIA
6pacnet CMrI

NpenTudmkaymnorHslii 6pacnet CMIM (c GSRN
n SRIN) (naeHTunLMpoBaH)

VHanBuayansHas MegnLuHckas
kapta CMMN
(pocTyn umeetcs)

WHuummpyeT 3a6op
6uomarepnana

CMI moxeT
BEpPUPNLMPOBATL JINYHOCTL?

il

CMI

YKkasblBaeT nms
1 faTy poxaeHus

WmeeT 3PUTENBHO YATAEMYIO

- Homep o6pasua (MaeHTUKaTop ycnyru)

Nveetr MALUINHOYUTAEMYIO

- Homep o6pasua (naeHTUduKaTop ycnyru)

HET
CkaHupyet
SHTUCHVKALMOHH !
6pacneT CMIN VHanBHayansHas MeaaumHekas
kapTa CMM
(poctyn umeetcs)
HetounocTn NaeHTndmnkaunoHHblii 6pacnet CMIM (c GSRN
B AlaHHbIX
NINYHOCTU? n SRIN) (naeHTUMLMpoOBaH)
-HET-
A
Oxupaet
peweHus no
naeHTUKaL
NH®OPMALNIO:
-®U10;
- WA CMn;
- paTa v Bpems 3a6opa;
- WA dhne6oTomucTa;
- 3anpatinBaemble TeCThl;
- Tin Tpy6Kkn Ansa 3abopa;
NH®OPMALNIO:
Tpy6ka 6uomarepmana
3abupaet 6uomaTepunan (3anonHeHa
6romaTepmanom)
STUKETKA
Kpenut aTnkeTky 6nomatepunana 6momaTepmana
B MpUCYTCTBUM Cy6bekTa  ~7"7) ) (Npvkpennexa)
neyenus

K TpybKe Gromartepuana

TpaHcnopTupyet Tpy6Ky
6uomaTepuana B nabopatopuio
nepenuBaHna KpoBu

UC23 - MpepaTpaHcty3nOoHHbI KOHTPOSb,

O BbIGOP NPOAYKTa 1 Bbigaya U3 nagopatopum

nepennBaHnsi KPoBU

I\

0
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MHGhopMaLMOHHO-TEXHOIOTMYeCKas

cucrema

VHavBuayansHas MeauumMHcKas

KapTa CMM
(moctyn nmeeTtcs)

AKTVBHbII 3anpoc
(@octyn nmeeTtcs)

BepuduuyunpyeTt Hanuune

aKTUBHOrO 3anpoca Ha 3a6op

npeTpaHcty3noHHOro
marepuana

AKTVBHbII 3anpoc umeetca?

ccHET
STrKeTKa
______ < Ovomarepuana (.
(co3paHa)

LA —

_ Cosgaert aTukeTky

6uomarepuana

VIHAnBnayansHas MeanumMHeKas

kapTa CMI
(mocTyn nmeetcs)
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UC23 - MpearpaHcdy3nOHHbIV KOHTPO/Ib, BbIGOP NpoAdyKTa 1 Bbigaya

Na6bopaTopun NePeMBaHKS KPoBM

VHavBMAYyanbHbIA NocTaBLUMK («/TabopaTopusi NepesiuBaHnst KPoBuM»)

UC22 - MpearpaHcty3MOHHbIX
mMareprasios

CKaHupyeT 3aTUKeTKy Tpy6Ku
6uomatepnana

Tpy6ka 6uomatepuana (c ugeHtucpukatopom (y
ycnyru)
(naeHTUdUUMposaHa)

VHAMBUAYyanbHas MeAULNHCKas
kapta CMM
(pocTyn nmeetcs)

B cucreme
na6opatopuun

Tpy6ka 6uomatepuana (c ugeHTuchuKkaTopom
yenyrn) (uaeHTuduunposaHa)

CKaHupyeT 3TUKeTKY Tpy6Ku
6uomatepunana

WHhopMaLIMOHHO-TEXHOMOMMYeCKas

cuctema
VimeeT 3PUTE/IbHO YNTAEMYIO K
VH®OPMALIMIO:
- ®10 CMM;
e

- AaTa v Bpemsi 3a60pa;

- WA dne6oTomucta;

- 3anpalunBaemble TecTbl;

- TUn Tpy6ku gna 3abopa;

- Homep GuomaTepuana (MgeHTudmKaTop ycnyru)

Nmeer MALWMHOYUTAEMYIO
NH®OPMALNIO:

- Homep 6uomaTtepuana (MaeHTuukaTop
ycnyru)

VHaMBNayanbHas MefuuuHcKas
KapTa CMM
(AaHHble BHECEHbI)

C 3anuceiBaet spems ™
nocTynneHus
6uomatepnana J

Nweet BPUTENBHO YATAEMYIO
NHOOPMALNIO:

- ®10 CcMN;

- Wi cMn;

- Aata v Bpems 3a6opa;

- U4 dneGoTomucta;

- 3anpawu1BaeMble TeCTbl;

- TMn Tpy6KN Ansa 3a6opa;

- Homep 6romaTepuana (ugeHTUdukatop ycnyru]

NweeT MALWLWVNHOYNTAEMYIO

NWH®OPMALNIO:

- Homep 6uomatepunana (maeHTUUKaTop
yenyru)

Obecneyunsaet K
CBA3b Pe3yNbTaToB
C HYXHbIM CMT

OTKpbIBaAET (haitnl Hy>XHOro
CMM ans BBOAA
pesynbTaToB TECTUPOBAHUS
1 uHopmauun

VHAMBUAYanbHAsS MeANLUHCKAs

( BbiGMpaeT HyXHblit [MPOAYKT KPOBM (C YHUKANbHBIM AOHOPCKUM HOMepoM ISBT 128) kapta CMN
NPoAYKT KPOBU (BbIGPaH) (oTKpbITa)
v .
ISBT 128 CTpyKTypa aHHbIX: b y
001 (Homep naeHTudmKaLmm
. b/ AoHauun)
CKaHUpyeT yHUKaNbHbIiA MpoayKT KpoBU (C yHUKaNbHBIM JOHOPCKUM HOoMepom ISBT 128) ggg&%%nypa AaHHbIX kofa
AoHopomiV Homep (naeHTMNLMpPOBaH)
2
BblaeT NpoAyKT KpoBu
cMn
MpoAYyKT KpoBU (C YHUKANbHbIM
[lOHOPCKNM HomepoMm ISBT 128)
(npucsoeH CMM)
VHAMBUAYanbHas MeAnLuHCKas
kapTa CMMN
(AaHHbIE U3MEHEHbI)
K BeputuumpyeT NpoAyKT KpoBu:
CoGupaeT aHHble - HYXHBI/ NPOAYKT W 3anpolleHHas [03a;
TpaHCnopTypoBaBLUEro - COBMeCTUMOCTb ¢ CMIT;
NPOAYKT KPOBM - oTBeyaeT M CMI KakuM-nn6o
B Nleue6GHoe oT/eneHne cneunann3npoBaHHbIM TPeGOBaHNAM
MpoayKT KPoBU (C YHNKATbHBIM
[lOHOPCKMM HOoMepom ISBT 128)
CkaHupyeT ugeHTudukaTop Kypeep (Bepucmuymposan)
Kypbepa (npenTudnunposaH)

O UC24 - Tpancdyaus
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PucyHok A.5 — lMocneposaTtensHocTb npoueccos UC 21—24
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UC24 - TpaHcdoy3us

MHAVBMAYabHbI NOCTaBLLMK VHanBnayabHbI NOCTaBLLMK VHhopMaLIMOHHO-TEXHOorMYecKas
(«MepcecTpa») («TpaHcdyy3nonor») cuctema

3a cyeT KOHdUrypaLum
obecreunsaeT BBO/,

B peasnbHOM BpemeHu Bcelt
TpaHCcy3noHHO MHGopMaLK,
TpeGyemoii no CtaHgapTam),

B MecTe npeJocTaBneHns
MeINLMHCKON NOMOLLM

UC24 - TpaHcdhy3us

MpasuAbHbIi ngoqym

ana CMN?
Bbipaet
npegynpexpaloumi — HET < X J - CorlocTtaBumblii

curHan - Mo pare

- OtBevyaeT /m

ycnosusim CMI

OA
PekomeHayeT

BU3YaJTbHbIi KOHTPOSTb
NpOLYKTa KpoBY

MpOAYKT KpOBU MPOXOANT
X BU3YANbHBI/ KOHTPONL?

n
PexomveHgyer  ~ HET
He npogokarb '

Curvan
OA

PekomeHayeT
npoao/KaTL

MpoayKT KpoBK (C YHUKa/bHBIM JOHOPCKMM HOMepom ISBT 128)
(KOHTPO/b NpoLLen)

ISBT 128 CTpyKTypa AaHHbIX:
001 (Homep naeHTumrkaumm
AoHauumn)

003 (CTpyKTypa AaHHbIX Koaa
npopykTa)

PucyHok A.5 (Jluct 2)
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A.5.4 Xopoliasa npakTnka

Mpy npumeHeHun TexHonorun AWC/[ xopollas npaktuka npegycMmatpuBaeT uaeHTUdMKauuio WHAMBUAYANbLHOIO
noctaslLMKa, cybbekTa MeguUUHCKOM NoMOoLLKM, NPOBMPOK, a Takke NpoayKTa KpoBu. Bonee getanbHO 370 nogpasymeBaeT
cnepylwoulee:

- VipeHTudmkauma nHAMBUAYas bHbIX NOCTABLLIMKOB OCYLLECTB/IAETCA C NMOMOLLbI0 YHUKa/IbHbIX NAEHTU(UKATOPOB
B hopme nobanbHoro Homepa ycnyrn (GSRN). Mpu3Hakom, 4TO OH OTHOCUTCA K UHAWBUAYANbHOMY NOCTaBLUUKY, CAYXUT
naeHTudukaTop npumeHeHna GS1 Al 8017.

Mpumep — B gaHHOM BapuvaHTe UCMNOJ/Ib30BaHUA K UHANBUAYa/IbHbIM MOCTaBLiMKaM OTHOCATCA 3aKas-
YMK TpaHchy3un, paeboToMUCT, TabopaTOpPHbIN NepcoHas, Kypbep, TpaHCcdy3nosnor, MmegpervcrpaTop,
MeacecTpa u np.

- CMMN ngeHtndmumpyetca FnobanbHeiM HoMepoM ycnyrn (GSRN), HaHECEHHbIM Ha MAEHTUMNKALMOHHbIA Gpac-
neT npu noctynseHun. MNMpusHakom, YTO OH OTHOCUTCA K CMI, cnyxut ngeHtudukatop npumeHeHns GS1 Al 8018.

MpumeyaHune — BpgaHHOM BapuaHTe ucnosb3oBaHus CMI MMeeT CMHOHUM «peLunueHT;

- Npo6UpKM AN 06pasuoB MAEHTURUUMPYOTCA, Mcnonb3ysa naeHTugukatop CMM (GSRN) n HOMep OTHOLLEHWI
CTOPOH, yyacTBYyLWMX B npouecce okaszaHma ycnyr (SRIN), npuyem kaxpoin npobupke npucsansaeTcs csoit Homep SRIN.
Homep SRIN (GS1 Al 8019) sasnsetcs atpubytom Homepa GSRN, npucBoeHHoro CMI, ncnonb3yeTcsa TOMIbKO B cOYeTaHUn
C HOMEpOoM, mMerLnmM naeHTudgunkarop npumeHenns GS1 Al 8018, n go/mkeH ObiTb yka3aH nocse Hero.

MpumeyaHne — Pa3paboTunk MOXeT onpefensatb CTPYKTypy HoMmepa SRIN no cesoemy ycmoTpeHuto. Mo xe-
naHnio paspaboTunk MoxeT 406aBUTb B HEFO KO, MecToHaxoxaeHus ISBT 128, ykasbiBaloLmnii TMn ngeHTnduumpyemMmoro
obbekTa (Hanpumep, MAEHTUMNKALUNOHHbIA GpacneT, Npo6upka 1 T. N.) B COOTBETCTBUMN CO CMMCKOM KOAOB, NEpPeYncsieH-
HbIX B Tabnvue «Table RTO18». AnA aToli uenu cnegyeT 3ape3epBuposBaTb nepsbie 2 uudpbl Homepa SRIN.

A.6 MawunHouynTaemoe KogmMpoBaHme Nnpu amoynaTOpPHOM IeHEeHUN XpPOoHUYecknx naymentoB (UC 25—27)

A.6.1 O6uwue cBegeHns

Bce vauwe 1 yaue CMI, cTpagatoLme XpoHuyeckumm 3aboneBaHnsaMu, neyarca Ha Aomy (reModuans, OHKOIorns
nT. 4.). Mpn neyeHun xpoHnuyeckmx 3aboneBaHUi NoTeHUMan mMeguMKamMeHTO3HbIX OWWOOK Bo3pacTaeT. [Ba wunu 6onee
CMI1 ¢ 04MHaKOBbIM XPOHUYECKMM 3ab0o/ieBaHMEM MOTYT XWUTb B OJHOM M TOM Xe AOMe, Hanpumep poauTtenb n pebeHok
WUNn feTn ¢ HacneAcTBeHHbIM 3abonesaHnem. Ho npy aTOM BMOJSIHE BO3MOXHO, YTO Kaxaomy Takomy CMI1 MoryT noHago-
6UTbCA pasHble NfaHbl BEAEHUS C pa3HbiMU fIeKapCTBEHHbIMU NpenapaTamMmu u/mnm pasHoiMy fo3npoBKamu. MprmeHeHue
ANC] B 3TOM KOHTEKCTE NO3BOJISET OT/IMYaTb pa3Hble HazHayeHus kaxaomy CMII.

MaumeHTbl MOTyT TaKXe CamMOCTOATE/IbHO NMPUHUMATL JIeKapCTBEHHbIe npenaparbl. MauueHTbl, npoxoasime seye-
HWe TakMx XpoHu4Yeckux 3aboneBaHuii, Kak reMounusi, NPMHUMAKT CBOU NeKapCTBEHHbIE MpenapaTbl U PerucTpupyoT
npuem B COOTBETCTBUM C HA3HAYEHHbLIM MIAHOM BefeHWsl, KOTOPbI NpeAnucbiBaTb NPUEM MO Mepe Heo6X0AUMOCTU WK
ONA NpodMNakTukL B LeNAx npegynpexaeHnsa onacHblx ucxonos. Cneayert ynpasisaTb NiaHaMu BeleHUs 1 OCyLwecTBSATb
KNnHMYeckoe HabnwogeHve ana obecneyeHna 6e30MacHOCTM M CBOEBPEMEHHOrO MOMoJIHeHNA 3anacos nekapcTs. C no-
mMoLblo ANC[ ocywecTBnsawTca cbop gaHHbix No CMIT 1 cobbITUAM NprMemMa ekapCTBEHHbIX nNpenapaToB, perncrpayms
(hakToB nprema siekapCTBEHHbIX MpenapaToB WK WHbIX AaHHbIX, HanpuMep CBeLEeHWN A 0 HOMepe Cepun U CpokKe roaHOCTH,
a Takke 06 Ucnosib30BaHHOM KonnyectBe. Kpome Toro, aToT e cO6op faHHbIX cnefyeTt Ucnosib3oBatb A5 apdekTnBHoro
ynpas/ieHnsa 3anacamu n1ekapcTB U UX NONOSTHEHNS.

A.6.2 BapuvaHTbl nCNosib30BaHuA

B 06bI4HbIX 06CTOATENLCTBAX MHAUBUAYANbHBIA NOCTaBLLMK NpoBepsieT (¢ nomowbio AUC/A) 1 KOHTpoNupyeT npu-
em CMI1 Hagnexallero nekapcTBeHHOro npenapara B Hagsexauee spemMs. Ho B ciyyasax, korga CMIT camocToATeIbHO
NPMHUMAET fiekapcTBa, obecneyeHne 6e30NacHOCTM BKIOYAET B ceba psaf AONOSHUTENbHLIX TpeboBaHuii. ITn Tpebosa-
HMA Npu3BaHbl ob6ecneynTb 6e30NacHOCTbL npouecca, T. €. NPUeM CyO6bekTOM MeAWLMHCKON MOMOLLM Haanexawmux nekap-
CTBEHHbIX NMpenapaToB B COOTBETCTBMM C HA3HAYEHHbIM NNaHOM BefeHUs. [Lo/KeH 6biTb UCKIOYEH NPUEM NPOCPOYEHHbIX
WM 0TO3BAaHHbIX /IEKAPCTBEHHbIX NpenapaToB. lMpouecc camoCTOATENBHOIO NpUemMa /ekapcTB AO/MKEH NPOXOAUTb C Hy-
NeBbIM PUCKOM. 3TO MOXHO OCYLLEeCTBUTbL C NMOMOLLBbID MOBGWUIbHBLIX TexHonoruini AVCA, umerLwmnx cBa3b C MeANLUHCKON
kapToli CMTT.

A.6.2.1 OocTaBKa Ha gom (UC 25)

Mpu focTaBke nekapcTBeHHbIX npenapaTtoB CMI Ha gom cnegyet obecneunTb C60p AaHHbIX, LOKYMEHTUPYOLLNX
[OCTaBKy Hajnexalux nekapCcTBeHHbIX NpenapatoB B Hagexaliee Mmecto (Hanpumep, B XonoannbHuk CMIM). Ecnm 06-
HapyXeHbl 0TO3BaHHble U/WM NPOCPOYEHHbIE JIEKAPCTBEHHbIE Npenapartbl, TO UX HaJo 3abpartb.

A.6.2.2 Bblbop nekapctBeHHoro npenaparta (UC 26)

CMI1 6epeT nekapcTBEHHbI npenapaT U3 XonoausbHuka u ¢ nomoubio ANC/A ckaHnpyeT ero Homep GSRN, nges-
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Tudgoukatop nekapcrea (GTIN), a Takxe Takme aTpubyTbl, kak HOMEp Cepun, CPOK FOAHOCTU U, BO3MOXHO, CepUliHbIlA HO-
Mep), 4YTO aBTOMAaTUYECKM WHULMMPYET peructpaumnio akTbl U3B/IEYEHUS flekapcTBa U3 XonogunbHuka. CkaHep Takke
npoBepsieT CPOK rOAHOCTU, KOHTPONMPYET, YTO JIeKapCTBEHHbIM Mpenapart He NPOCPOYEH, a Takke NpoBepseT, 4To 3Ta
cepus npenapata He Oblna 0TO3BaHa. B criyyae BbISB/IEHUS TakuX CUTyal il CkaHep BbIBOAWUT Ha 3KpaH COOTBETCTBYOLLee
npegynpexaeHue. Ecnn CMU nonyunn Takoe npegynpexneHvie, To AaHHbl NekapCcTBeHHbIM npenapart Heo6xoamMMo mno-
MECTWUTb Ha OTAE/bHYI0 MOJIKY U BbiGpaTb Apyroi npenapar.

A.6.2.3 CamocTosATe/IbHbIA NpMeM NeKapcTB 1 AoKyMeHTupoBaHue (UC 27)

CMI noarotaBnuBaeT U CaMOCTOATEIbHO MPUHMMAET /IeEKapCTBEHHbIN Npenapart, a Takke perncTpupyet akT BBO-
Ja c nomMolyblo ckaHepa. Ecnvm cy6bekToM MeaMLUMHCKOW NOMOLLM SBNSeTCS pe6GeHOoK, perncTpauuio AaHHbIX O npueme
ocyLecTBNseT OAUH U3 poguteneii. MOXHO perncTpupoBaTb AOMOMHUTE bHbIE KIVHUYECK/e AaHHble, HanpuMep NpuynHy
neyeHmnsa n nHble npobnemsl CMIT.
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A.6.3 lNMocnepoBaTtenbHOCTb npoueccos UC 25—27

UC25 - [loctaBKa Ha fOM

MHAVBMAYanbHbI NocTaBLiMK («epcoHan JocTaBKn»)

n
JlekapCTBEHHbIN Npenapar ¢ UAeHTU(MKaLMEN, HOMEPOM /10T, HOMEPOM NapTuu,
CPOKOM FOAHOCTM (32BOACKMM HOMEPOM)

(MpgeHTUdnUMpoBaH)
C \ [Ons yeneii
HAokymenrTipyer npocnexvBaHus
BbIMOJIHEHHYIO JOCTaBKY
WTC nocTasLvka
(OaHHble N3MeHEHbI)
AHHYNNPOBaHHbI W/ NPOCPOYEHHBI
NeKapcTBeHHbI npenapat?
< > SN — Ecnn Ono3HaH
KaK TakoBOM

3abupaet
aHHYNMPOBaHHbI /NN NPOCPOYEHHBI
NeKapCTBeHHbIN Npenapat

AHHYNMPOBAaHHbLI U/ NPOCPOYEHHbI NeKkapCTBEHHbI nNpenapat
¢ naeHTudMKaumeii, HOMEpPOM N0Ta, HOMEPOM NapTUM, CPOKOM FOAHOCTU
(3aBOACKMM HOMEPOM)
(npeHTudULMpoBaH)

HET AHHYNMPOBAaHHbIA W/UNN NPOCPOYEHHbI NeKapcTBeHHbI npenapat
¢ naeHTUMKaLMeil, HOMEPOM N10Ta, HOMEPOM NapTUK, CPOKOM FOAHOCTY
(3aBofCKUM HOMEpOM)

(3a6paH)
[JlokymeHTupyet s ueneii U
BO3BpAT JIeKAPCTBEHHOrO Npenapara
o6paTHo npocnexnBaemMocTu

WTC nocTasLumka
(OaHHble N3MeHeHbI)
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PucyHok A.6 — lMocneposaTtensHoCTb npoueccos UC 25—27
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A.6.4 Xopolwas npakTnka

Mpu npumeHeHnn TexHonorun ANC/ xopolwas npakTuka MoxeT BkIvaTb B cebs cnegyolimne aencTsums.

A.6.4.1 [JocTtaBka Ha gom (UC 25)

lMepcoHan focTaBkM YXe BbINOAHWA BXOA B CKaHUpyollee YCTPOKCTBO, MCMNO/b3yemoe ANA AOKYMEHTUPOBaHMUA
poctaBkn. CkaHMpyeTCs MecTO AOCTaBku (Hanpumep, XON0AUMbHUK) U KaxAas ynakoBKa /iekapcTs, U 3TV AaHHble oThnpas-
nAlTCA B MHOPMAaLMOHHYK cucTeMy noctaslivka. [ns obecnevyeHns NpocrexmBaemMocT MHoOpMaLMoHHas cuctema
NnocTaBLUMKa COXpaHAeT B peaslbHOM BPEMEHU MHMOPMAaLMIO O TeKyLWEeM cTaTyce WU MECTOHaxXOXAEHUN JIeKapCTBEHHbIX
npenaparTos.

Ecnun nekapctBeHHble npenapartbl 0TO3BaHbl U/MAN NPOCPOYEHbl, TO NepPcoHas AOCTaBKU CKaHMPyeT MeCTOHaXO0X-
[JeHve v npenapaTtbl, UCNOMb3YA OTAENbHY0 NMPOrpamMmMHyto npoueaypy. TeM caMbiM perncTpupyetcs nepemMelleHve npe-
naparta B KapaHTuH.

A.6.4.2 Bblbop nekapcTtBeHHOro npenapara (UC 26)

Mpwn BbIGOpe CMI nnu ero poguTenammn ekapCTBEHHOMO npenapara /19 caMoCTOATEIbHOIO npuema Ucnosib3yeTcs
MOGU/IbHOE CKaHWpyloLLee npuioxeHne, cuntoiBatowee Homep GSRN 1 Homep nekapcTeeHHoro npenapata GTIN. B co-
OTBETCTBUW C TPAH3aKLMeh MOrMcTUYECKO LLenoykn BepudunkaLus, 4To 1ekapcTBO «He 0TO3BaHO» W €r0 CPOK rOAHOCTU He
MCTEK, OCYLLEeCTBNSAETCA C MOMOLLbI0 B3aUMOAENCTBMA C MH(DOPMALMOHHOW CUCTEMOI MOCTaBLLMKA.

A.6.4.3 CamoCTOsATeNbHbI NPUEM NeKapCcTB 1 A4OKyMeHTupoBaHue (UC 27)

CMMN ncnonb3dyet AC] ana ckaHupoBaHns ceoero Homepa GSRN, 3aTem naeHTudmkaTopa NekapcTBEHHOro npe-
napata (GTIN), a Takke Takux atpubyToB, kak HOMep cCepuu, CPOK FOAHOCTU U CepuiiHblli HOMmep. BlaumogeicTBys c
cMcTeMOll BeAeHUs MefuUUHCKOW KapTbl CMI, mpuioxeHue, KOTOPbIM OH MOMb3yeTcs, NPOBEPSET, YTO BbINO/HEHbLI BCE
TpeboBaHunsA 0 Hagnexauwem CMIM, Hagnexawen O3NMPOBKE U HaA/exalleM BpeMeHn. ITO No3BofseT usbexaTb BbI6O-
pa HenpasW/IbLHOrO JIeKapPCTBEHHOIO npenapara B CUTyauunsx, korga B O4HOM M TOM e MecTe HaxoauTtca 6osiee 0fHOro
CMI n 6onee ogHOro TMna /IeKapCTBEHHbIX NpenapaToB. Ecnm Bce B nopsiake, TO B MeguLMHCKy0 kapTy CMIT BHOcATCA
CBefleHnAa O NnpuemMe JieKapCTBEHHOIO npenapara 1 AoNnosIHUTebHaA akynbTaTtueHas UHopmMaLmsa o NpoLecce sieYeHus
WAn ero ycroBusx.

A.7 MawwuHo4YMTaeMoe KoAMpOBaHWe Npu MHTErpauumn ¢ HauuoHabHOW CUCTeMOl naeHTUUKaLum
CMM (UC 28—30)

A.7.1 O6wume cBefeHna

HekoTopble OpUCANKUAM CO3[anu HaumoHasbHble cucTeMbl ngeHTudmukauum CMI n pekomeHayoT/TpebyoT npu-
MEeHATb 3Ty naeHTudurkaumio npn AUCA. 3T0 BapMaHT UCNOMb30BaHUA UAMKOCTPUMPYETCA HEKOTOPbIMU acnekTamu onbiTa
AHIUKN 1 Yansca.

B AHrnnmM nYansce ocHoBHOW naeHTudpmnkatop CMI npeactaBnseT cob6oint Homep NHS (National Healthcare Service—
HauunoHasibHasa cnyxba 34paBooXpaHeHmns), cocTosawmii posHo u3 10 umndgp. Kaxagomy CMI, 3apernctpmpoBaHHomy NHS
B AHI/IMN 1 Yanbce, NPUCBOEH YHUKasIbHbI/ NepcoHanbHblli Homep NHS. 3TOT HOMep MOXHO HalTu NOYTU Ha BCEX JaHHbIX
CMT1, 6yab TO MeguLMHCKMe 3anucu, Npobbl 6ruomartepuana, NAeHTUUKALUNOHHBIA 6pacnet CMI, HanpaBaeHus Ha npu-
€M, BbIMUCHbIE 3NNKPU3bl 1 Ap. ECNM Ha 3TMX 06bEKTaX HAHECEH LITPUXKOA, TO AOCTATOYHO YACTO OH MMEEeT CUMBOJIUKY
Code 128 nnn Code 39. 3Ta npakTuka NOCTENEHHO BbITECHAETCHA BHeApeHneM MexayHapogHoro ctaHgapta (GS1 GSRN).

B NHS AHrnum ansa waeHtudmkaumm CMI Ha WTpUXKo4e UOEHTU(IMKALMOHHOIO 6pacsieta UCnonb3yetcs Koy
GS1 GSRN. lMone gaHHbix HOMepa GSRN coctaBnseT 18 uudp 1M MCNONb3yeTcs B coveTaHun C nNpedmMKcoM, KOTOopbIi
opraHusauma GS1 UK npucsouna [lenaptameHTy 3gpaBooxpaHeHus (Department of Health). NHS Takxe TpebyeT ucnosb-
30BaTb Apyrne nonsa a8 gemorpadmyeckmx gaHHbix nauyeHta. C aToll uenbio JenapTaMeHT 34paBoOXpaHeHns NpuHsA
pelleHvie 0 paspeleHnn 1CNosib30BaHna UAeHTUMKATOpoB npumeHeHns GS1 91, 92 n 93 (03HauvalLWmx BHYTPEHHIOK
nHdopmMaLmnio opraHmsaunn), NocKosbKy faHHas MHopMauma HaxoAuTCA UCKIUYUTENIbHO B komneTeHuun NHS. CTpyk-
TYpbl 3TUX AaHHbIX 3ape3epBupoBaHbl B CnoBape gaHHbiXx NHS, onucbiBalowem Bce faHHble, ucnosb3yemslie NHS. Bcio
LWTPUXKOAMPOBAHHYIO MH(popMaLMIio pekoMeHAyeTcs NpeacTaBiaTb OAHMM LWITPUXKOLOM B cumBonnke GS1 DataMatrix,
neyataembiM Ha 060MX KOHLAX Hapy4yHoro 6pacneta 415 06/1er4eHns cKkaHupoBaHus.

A.7.2 BapuvaHTbl NCMNOJIb30BaHUA

A.7.2.1 MocTynneHune cybbekTa meanumnmHckor nomowm (UC 28)

Megpeructpatop npyeMHoro oTaeneHns nposepseT nogpobHyo nHcopmMauuio o CMI B cucteme yyeta ABMKEHUS
nauveHToB (YAr) mectHoro noctaswumka. Ecnv nugopmaumnsa o CMI nmeeTca n noaTBepxaeHa, nevaetcsa naeHtTudumka-
LMOHHbI BpacneT ¢ ncnosib3oBaHneM gemorpaduyecknx cBefeHuii, xpansawmxcsa 8 YAMN. Ecnv nigopmauyusa o CMM oT1-
cytcTByeT (nockonbky CMI paHee He neuunncsa y aHHOro nocraswmka), To YA co3gaeT naeHTMdUKaLoHHbIR 6pacnet
C YHUKa/NIbHbIM HOMEPOM, NPUCBOEHHbIM YT, HO He coBnagawwmm ¢ Homepom NHS (B yactHocTh, ecnim CMI noctynun
B OTAe/IeHMe HEeOTNI0XHON nomown). Korga gemorpadguyeckne gaHHole CMIM n ero Homep NHS cTaHOBATCS M3BECTHbIMMU,
YN BHOCUT COOTBETCTBYIOLLNE N3MEHEHNS U BblAaeT HOBbIA UAEHTUNKALMOHHbIA BpacneT.

A.7.2.2 NpeHTudukaunoHHbln 6pacnet CMI n gaHHble, cogepxawmecs B koge GS1 DataMatrix (UC 29)

Mockonbky NHS AHrnum TpebyeT, uTob6bl kog GS1 DataMatrix cogepxan gemorpaguyeckyro nHopmaymo nayu-
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eHTa, TO ANs 3ToN uenn 6bln onpegeneHsl cneymduryHble naeHTugmkaTopbl npumeHeHna GS1 (91, 92, 93), 3apesep-
BMpOBaHHble B cnoBape AaHHbiXx NHS: Heo6xoAMMO HacCTpPOWUTb CUMTbIBAKOLWME YCTPONCTBA Takum 06pa3oMm, YTOObl OHU
oTobpaxanu 3Ty MHopmaLmio Ha gucnaee v MHAMBUAYa N bHbIA NOCTaBLMK MOr Bepudmumposatb ee B guanore ¢ CMU.

A.7.2.3 Homep NHS u Homep YAl CMU (UC 30)

B mMeguumMHCKMX opraHusauusax, nogsefoMcTBeHHbIXx NHS, cywecTBYOT yHac/efoBaHHble MHOPMAaLNOHHbIE CU-
CTeMbl, UCNONb3YloLMne NHEHbIE WTPUXKOAbI ¢ HOMepoM Y/[I; 06bIY4HO OHU MCMONBL3YKTCA MPYU peLlleHnsx cneundguy-
HbIX @BTOHOMHbIX 3a4a4. DTN CUCTEMbI CMIOXHO M A0POro Moanduunposatb, 1 NHS AHruM paspellaeTt UCnosib3oBaTb UX
NCKIOUUTENIBHO HA BPEMSA MUrpauumu, 4tobbl NOCTaBLLMK MOT MCMNO/1b30BaTh AENCTBYIOLNA NUHENHbIN WTPUXKOL HA NOEH-
TumnkaunoHHom 6pacneTte B AONOSIHEHME K cumBosivke GS1 DataMatrix 1 cooTBeTCTBYIOWMM cTaHgapTam. OxupaeTcs,
4YTO MO Mepe COBEPLUEHCTBOBAHNS TEXHO/IOTUN NPUMEHEHNE NIMHENHOIO WTpuxKkoda O6yaeT ynpasgHeHo n GS1 DataMatrix
CTaHeT eAVHCTBEHHbIM WTPUXKOAUPOBAHHBIM UAEHTU(PUKATOPOM Ha MAEHTUdUKaLMOHHOM 6pacneTe CMI.

A.7.3 TMocnepoBartenbHOCTb Npoueccos UC 28—30
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A.7.4 Xopoliasa npakTnka

Mpv npumeHeHnn TexHonornn AVC/ xopollas npakTvka MOXeT BKN4YaTb B Cebs cnepyoline aeicTems:

- noctynneHve CMIT: gna ykasaHusa HaumoHasbHOro uaeHtudukatopa (Hanpumep, Homepa NHS) B kntoye GS1
GSRN Heobxoanm rnobanbHbili npedrnke KomnaHum, npucBamBaeMbllii HaunmoHasabHbIM thununanom GS1. Ecnm Homep NHS
CMI He u3BecTeH (NpuvyMHa He UMEET 3HauYyeHWs), BMECTO Hero UCMosb3yeTcs HOMep, npucBavBaeMblli NpUHMMatoLLel
opraHusaumeii;

- naeHTMduKaunoHHbIR 6pacnet CMIN n gaHHble, nepefaBaeMble B cuMBOsiMKe GS1 DataMatrix: 6bl10 NPUHATO
pelleHne, 4To MHAMBUAYANbHBIA NOCTaBLUMK O/KEH HA MecTe uMmeTb (6e3 NoACOeANHEHUS CUMTBIBAKOLLEr0 YCTPOCTBA K
6ase AaHHbIX) MHhopMaLMio, NO3BOJISAKLLYI0 B peXuMe guanora ngeHtuduunposars CMM. Ans aToit uenm NHS Bbibpana
naeHTUUKaTopbl NPUMEHEHUS M3 Yucna JOCTYNHbIX AN BHYTPEHHEro MCNOJ/Ib30BaHUS M BKIKOUYMAA UX B CBOIN CNoBapb
JaHHbIX. CuMTbIBalOLWME YCTPOKCTBA A0/HKHbI OblThb 3aNpOrpamMMnpoBaHbl TakuM 06pa3oM, Y4TOObl OHWM OTOGpaxanu AaH-
Hble, cofepxalmneca B cumBonvke GS1 DataMatrix, B UenosekoumtaeMom dpopmare;

- Homep NHS v Homep YN cyb6bekTa MeauLMHCKOW nomowmn: Homep YA MOXeT Ncnosib3oBaTbCs cneumduyHbIMm
WHPOPMaLMNOHHBIMU CMCTEMAaMK, KOTOpble He MOryT obpaboTaTb 60/see AMHHbIE KAUYM naeHTudukauuu, Hanpumep
Homep NHS 1 GSRN. B atom cnyyae Homepa YA fo/mkHbI neyatarbCs B BUAE JIMHENHOrO WTPUXKOA4A PAAOM C CUMBO-
nukoii GS1 DataMatrix. Mpu HEO6XOANUMOCTU UHAMBUAYA/TbHOMY MOCTaBLLWKY CNeAyeT CKaHMPOBATb JIMHENHbIV LITPUXKOA,
(BmecTto GS1 DataMatrix).
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MpunoxeHue JA
(cnpaBo4yHOE)

CBefeHNsa 0 COOTBETCTBUN CCbIJIOYHbIX MeXayHapoaHblX CTaHAapTOB HayWoOHa/lbHbIM CTaHgapTamM

Tabnuya JAL

O603HayYeHne CChbiNOY-

CteneHb
HOTo MmexayHapogHoro O603HayeHMe N HaMMeHOoBaHue COoOTBETCTBYHO W Ero HaynoHanabHOIo ctaHgapTa
cooTBeTCcTBUA
cTaHgapTa
ISO/TS 22220 IoT FOCT ISOITS 22220—2013 «WHpopmaTnsauma 300poBbsa. NaeHTudum-

Kauusi cy6beKTOB MeANLMHCKON MOMOLLM»

ISO/TS 27527 HOT FOCT ISO/TS 27527—2013 «MHhopmaTnsauunsa 3goposbs. NaeHtndu-
Kauusi NOCTaBLMKOB MeAULMHCKOM NMOMOLLM»

ISO/IEC 15418 HOT FOCT ISO/IEC 15418—2014 «WHdopmaLmoHHbIe TEXHONOMMKU. TexHo-
nornn aBTOMaTuMyeckoln maeHTudmkaumm n céopa gaHHbix. aeHTndgm-
Katopbl npumeHenna GS1 un ngeHTUdmukatopsl gaHHbix ASC MH 10 u
nx BefeHne»

ISO/IEC 16022 HOT FOCT P NCO/M3K 16022—2008 «ABTOMaTUyeckas naeHTuguKaums.
KoavpoBaHuve wtpuxoBoe. Cneundukaumsi cumBonvkmn Data Matrix»

MpumeyaHne — B HacTosAWwen Tabnvue MCNOMb30BaHO cneaylollee YCNOBHOe 0603HaYeHne CTeneHn cooTBeT-
CTBMA CTaH4apTOB:
- FOT — npeHTnYHbIE CTaH4apThI.
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