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Mpeaucnosue

1 NOArOTOBJIEH ®enepanbHbiM rOCYAAPCTBEHHBIM YHUTApPHbLIM npeanpuaTuem «POCCUMIUCKUIA Ha-
YUYHO-TEXHUYECKMI LEHTP UHpOpMaLMK NO CTaHAapTU3auum, METPONOrMKU U oLeHke cooTBeTCTBus» (PIryTl
«CTAHOAPTUH®OPMy») Ha ocHOBE COGCTBEHHOIO NEPEBOAA HA PYCCKUI S3bIK aHMNOA3LIMHOW BEPCUM CTaH-
JapTa, YKazaHHOro B NyHKTe 4

2 BHECEH TexHu4yeckumM KOMUTETOM NO cTaHaaptu3aummn TK 468 «MHdopmaTusaumsa 3qoposbsi»

3 YTBEPXOEH M BBEJEH B IEMCTBUE Mpukazom deaepanLHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynupoBaHuto n MeTponorun ot 29 asrycta 2019 r. Ne 570-ct

4 Hacrosauwmii cTaHaapT MaeHTUYeH MexgayHapogHomy cradaapty MCO 17523:2016 «MHdopmaTusa-
uus 300poBbsi. TpeGoBaHuA K anNekTpoHHbIM peuentamy» (ISO 17523:2016 «Health informatics — Require-
ments for electronic prescriptions», IDT).

Mpu NnpMMEHEHUN HACTOALLErO CTaHAapTa PEKOMEHAYETCA UCMONb30BaTb BMECTO CCbINIOYHbIX MEXay-
HapOAHbIX CTAHAApPTOB COOTBETCTBYIOLME UM HALMOHATNBHbIE CTAHAAPThI, CBEAEHUSI O KOTOPbIX NPUBEAEHDI B
JONONHUTENBHOM NPUNOXeHUn OA

5 BBEJEH BMNEPBbIE

lpasuna npumeHeHUss HacmMosWe20 cmaHlapma ycmaHoesieHbl 8 cmambe 26 ®edepanbHo20 3aKoHa
om 29 urwoHs 2015 2. Ne 162-®3 «O cmanOapmu3ayuu e Pocculickoii ®edepayuu». UHopmauus 06 u3-
MEHEeHUSAX K HacmosaweMy cmaHdapmy nybrnukyemcs 6 exxe200HoM (no cocmosHuio Ha 1 sHeapsi mekyuiez0
200a) uHghopMayUOHHOM yKaszamerne «HayuoHanbHblie cmaHfapmbly, a oghuyuanbHbIll MEKCM U3MeHeHUl
U rnonpasoKk — 8 eXeMeCAYHOM UHOpMaUUOHHOM ykadamerne «HayuoHarnbHble cmaHlapmbl». B cnyqae
nepecmompa (3ameHbl) unu omMeHbl Hacmosuweeo cmaHdapma coomeememeyiouiee yeedomneHue bydem
onybnukoeaHo 8 6rnuXxaliluem 6bITYCKE EXEeMECAYHO20 UHOPMaUUOHHO20 yKasamensa «HayuoHarnbHbie
cmaHOapmsbiy. Coomeememeyrowjas UHgopMmayus, yeedoMIeHUe U meKembl pasmewaomes makxe 6 UH-
gopmayuoHHOU cucmeme 06uie20 Nosb308aHUNA — Ha ohuyuanbHoM caiime ®edepanbHo20 azeHmemea o
MEXHUYECKOMY peayiupoeaHuro U Memponoauu e cemu ViIimepHem (www.gost.ru)

© IS0, 2016 — Bce npaBa coxpaHslTCs
© CraHgaptuHdopm, odhopmnenHue, 2019

HacTosiuuit craHaapt He MOXET ObiTb NOMHOCTLIO UMK YaCTUYHO BOCNPOU3BEAEH, TUPAXUPOBAH U pac-
NPOCTPaHEH B Ka4ecTBe odpuLMansHOro usaaHus 6es paspelueHus degepansHOro areHTCTBa Mo TEXHUYECKO-
My PerynmpoBaHu1iO N METPOSOTNH
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Mpeaucnosue k UCO 17523

MexayHapoaHas opraHusauus no craHgaptusauun (MCO) — BceMupHasa deaepaumsa HauMoHanbHbIX
OpraHoB No craHgaprusauuu (komuteTbl — uneHbl MCO). PaboTa no noarotoBke MeXayHapoAHbIX cTaHaap-
TOB, KaK NpaBuno, Beaercs yepes TexHnyeckue komutetol MCO. Kaxabiii komuteT — uned NCO, nposiensito-
LUWIA MHTEPEC K TEMATUKE, NO KOTOPOW YUPEXAEH TEXHUYECKUIA KOMUTET, UMEET NPaBo ObiTk NPeCTABNEHHbLIM
B 9TOM KoMuTeTe. MexxayHapoaHble opraHu3auuu, rocyapCTBEHHbIE U HErOCYAapPCTBEHHbIE, UMEIOLLME CBA3N
¢ UCO, Taioke npuHuMaloT yuactue B pabore. UCO TecHO coTpyaHuUaeT ¢ MexayHapoaHOW aneKTpoTexHuye-
ckon kommuccuen (MIK) no Bcem Bonpocam cTaHAapTu3auum B 00nacTu aneKTPOTEXHUKHU.

Mpoueaypsl, MCNoONb3yembie AN pa3paboTkM HACTOALLEro cTtaHaapTa, U npoueaypbl, NPenyCMOTPEH-
Hble ANnA ero AanbHenwero BeaeHus, onucanol B fupektusax UCO/M3K, vactb 1. B yactHocTH, cneayer oT-
METUTb PA3NNYHbIE KPUTEPUU YTBEPXKAEHUS, HEODX0AUMbBIE NPU 0CHOPMAEHUN PA3NUYHBIX TUNOB AOKYMEHTOB
NCO. MpoekT AaHHOr0 MeXAYHapOAHOro CTaHaapTa paspaboraH B COOTBETCTBUM C peAaKLUMOHHBIMU NpPaBu-
namu Aupexktus NCO/MIK, vacTtb 2 (cMm. www.iso.org/directives).

Pag aneMeHTOB HacCTosILLEro craHgapta MoryT ObiTb NpeaMeToM naTeHTHbIX npas. MexxgyHapoaHas
oprannsauua MCO He AOMKHA HECTU OTBETCTBEHHOCTb, YACTUHMHO UMK NOAHOCTLIO, 38 MAEHTUMUKALMIO TAKUX
npas. CBeaeHUA 0 NAaTEHTHLIX NpaBax, MAEHTUMULMPOBaHHLIX NpU paspaboTke cTaHaapTa, GyayT ykasaHbl BO
BBEAEHUU W/unu B nepevHe nosydeHHbix MCO o6GbaBneHunin 0 nateHTHbIX NpaBax (CM. www.iso.org/patents).

IMoBoe ToproBoe HaMMeHoBaHWe, UCMONb30BAaHHOE B HACTOALLEM CTaHAapTe, ABnsieTca nHopmauuen,
npegocrasnsemMol Ans yaotcTea nonb3oBartenei, a He CBUAETENbLCTBOM B NOMb3y TOT0 UMM UHOTO TOBapa
nubo TON UNMU MHON KOMNAHUMN.

MosicCHEHNE 3HAYEHNI KOHKPETHBLIX TEPMUHOB 1 BblpaxeHuit UCO, OTHOCALLIMXCA K OLIEHKE COOTBETCTBUS,
a TaKke nHopmauus o cobniogeHnn MexxayHapoaHoi opranusaumein MCO npuHuunos BTO no TexHuueckum
6apbepam B Toproene (TBT) npuseaeHsl no cneayiowen runepccbinke (URL): npeancnosme — AONOMHUTENb-
Hast tHopmauus.

3a cogep)kaHnme HaACTOALLEro CTaHaapTa HECeT OTBETCTBEHHOCTb TexHuuyeckun komutet ISO/TC 215
«MHpopmaTnsauus 3nopoBbaA».
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BBeneHue

CoBpeMeHHOe 34paBOOXPaHEHUE CTPEMUTENBHO Pa3BUBAETCS, UCNOMNb3Yys CPeaACTBa AMEKTPOHHOWM KOM-
MyHUKaLmu. Bo MHOrMX CTpaHax y>xe CyLLeCTBYIOT Unu pa3pabarbiBaloTCA SNEKTPOHHbIE CUCTEMbI XPAHEHUS U
pacnpeaeneHusi NnepcoHarnbHbIX AAHHbIX, OTHOCALLMXCS K 34paBOOXPAHEHUIO, BKNIOYAA 0OMEH 9NEKTPOHHbLIMU
peuentamu. NoaTomy Bce Bonee BaXkHYIO pOMb UIPAET MNOSIBNIEHUE MEXAYHAPOAHbLIX CTAHAAPTOB, KOTOPLIE
B KOHEYHOM uTOre Oyayt cnocoOGCTBOBaThL 6E€30NaCHOMY M HAZEXHOMY OTNYCKY Ha3HAYEHHOro npenapara u
ero npuemy nauueHToM. Kpome TOro, B Cuny TOro, YTO MEXAYHAPOAHbIN TYPU3M CTAHOBUTCA HEOTHEMNEMON
YacCTblO MOBCEAHEBHOW >XU3HU, BAXKHO TEM WUIU UHLIM 0OPA30M CMHXPOHU3MPOBATL B PA3HbIX IOPUCANKLUAX
3MNEKTPOHHbIE CBEAEHUS O peLenTax Mexxay NMuamMm, BbiNUCbIBAIOLLMMKN PeUenTbl, U NMUAMU, OTNYCKaIOLMMK
npenaparbi.

Cambiii B&XHOE B OTHOLLEHUM INEKTPOHHBIX PELIENTOB 3aKIO4aeTca B TOM, YTOOb! BbIACHUTL, KaKylo
umHOPMaLMIO cneayeT BKIMIOYUTL B ANEKTPOHHBLIA peLenT Ans OTNyCcka NauvMeHTy UMEHHO TOro npenapara,
KOTOpbI Ha3Ha4eH, U NPeaoCTaBNEHUs1 BCe peneBaHTHON MHopMauumn 0 ero NpasunbHOM U 6e3onacHoOM
npuMeHeHuu. B HacTosaweM cTaHgapre npuBeeH OCHOBHOM nepedeHb TpeboBaHuii K AaHHbIM, HE0GX0AUMbBIM
npu 0POPMINEHNU PELENTOB B ANEKTPOHHOM BUAE.

OpraHu3aums cuCTeMbl 34paBOOXPAHEHUS OCYLLIECTBIISIETCH Ha HALUMOHAaNbHOM YPOBHE, B TO BPeMS Kak
pa3paboTka u Npou3BOACTBO NEKAPCTBEHHBIX NPEnapaToB HOCAT MEXAYHaAPOAHbIN xapakTep. [onyck Ha pbl-
HOK CTPOrO pernamMeHTMpOoBaH AMPEKTUBAMU U 3aKOHAMU, KOTOPbIE SAIBNAIOTCA MHAUBUAYANbHLIMU ANA KAXA0W
IOPUCAMUKLIMM U YacCTb KOTOPbLIX PErynuMpyeT HasHa4YeHWe U OTMYCK NEeKapCTBEHHbIX npenaparos. MHdgopma-
LMOHHbIE CMCTEMbI B 34PaBOOXPAHEHUU AOIDKHbI ObITb YCTPOEHbI Takum 06pa3oM, 4ToObl 06ecneunBanoch
cobnioeHne KOHeYHbIMU Nosib3oBaTensMu TpeboBaHUi 3akoHoAaTeNbCTBA (NpeanoYTUTENnsLHO 6e3 yaeneHus
3TOMY MOBbILUEHHOTO BHUMaHUs). CTaHAAPT 3NEKTPOHHBLIX PELENTOB MOXET CMOCOGCTBOBATL BbINOMHEHUIO
TpeboBaHMit 3aKOHOAATENLCTBA (MEXAYHAPOAHOrO) K 060POTY NeKapCTBEHHbLIX CPeACTB B cdepe uHdopma-
Tu3auun 3gpasooxpaHeHus. Hanpumep, onpeaeneHne TepMUHA «3MEKTPOHHLIA PEeLenT» [OIMKHO COOTBET-
CTBOBAaTL €0 ONPEAENEHMIO B HALMOHANBLHOM 3aKOHOAATENbLCTBE U TPAHCHALIMOHATbHBLIX AUPEKTUBAX.

Mcnonb3oBaHue ByMakHbiX peLenToB rmyGoKo YKOPEHWUNOCH B KyNbType MeAULMUHCKMX PabOTHMKOB W
naumeHToB. NpUMEHeHNe SNEKTPOHHBLIX PELLENTOB BMECTO DyMakHbIX NpeAcTaBnseT cobom UsMeHeHUue, KoTo-
poe B 0653aTenbHOM nopsiake AOMXKHO ObiTb YPErynupoBaHo, ANns Toro 4tobbl obecneunTb o6LWeCTBEHHOE A0-
Bepue MeauuUMHCKUM paboTHUKaM. YCTaHOBMeHUe YeTkux TpeboBanuii kK 06paboTke SNeKTPOHHBIX PeuenToB
MOXET CMocoBCTBOBATL YAOBINETBOPEHUIO 3aNpOCOB HaceneHus. NpumepoM NpakTUHECKOro NPUMEHEHUS Ha-
CTOALLEro cTaHjapTa ABNAETCS CUTyauus, korga Bpay o6LuUei NPakTUKM Ha3HA4YaeT NauMeHTy NekapCTBEHHbIN
npenapar npv NOMoLM MHPOPMALIMOHHON CUCTEMBI U OTNPABIIAET ANEKTPOHHbIN PeLenT B MECTHYIO anTeky, B
KOTOPOW NaLUMEHT CMOXET MONYYUThb NEKAPCTBO.

MpenmyLLEeCTBO HACTOSALLEro CTaHdapTa no TpeboBaHUAM K SNEKTPOHHOMY peLenTy 3aKnio4aeTcs B TOM,
YTO OH MOXET CINY>XWUTb OTMPABHOI TOYKON M STANOHOM AN BCEX BUAOB 3anucent U COOBLLEHUIA, UMEIOLLMX
OTHOLLUEHMWE K 9NEeKTPOHHbIM peLenTaM U ynpoLLaroLwmx KOMMYHUKALMIO MEXay 3auHTEPECOBAHHLIMU CTOPO-
HaMmu U UHEPOPMALIMOHHLIMKU CUCTEMAMMU.

Llenesylo ayauToputo HacTOALLErO cTaHjapTa COCTaBnAlT pa3paboTynku CTaHaapToB M UHGOPMAaLU-
OHHbIX CUCTEM, 0BecneynBaloLLMX BbINOSTHEHNE KOHEYHbIMU MOMb30BATENAMU (MEAULIMHCKUMU paBOTHUKaMM)
TpebGoBaHWii AEeNCTBYIOLLEr0 3aKOHOAATENLCTBA, HOPMAaTUBHbLIX AOKYMEHTOB U YAOBNETBOPEHME 06LIEeCTBEH-
HbIX OXXWAAHWUI B OTHOLLEHUM HA3HAYEHWSA U OTNyCKa NMEeKkapCTBEHHbIX cpencTs. B yacTHoCTU, HacToALwui
CTaHaapT NPeaoCTaBnsAET OCHOBY AN OOLIEro MOHMMaHUA 3NEMEHTOB AaHHbIX, COAEPKALLUXCA B SNEKTPOH-
HOM peuenTe, BHe 3aBUCUMOCTM OT TPeBOBaHWI 3aKOHOAATENbLCTBA.
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HALUWOHANBbHBLIN CTAHOAPT POCCUNCKOWN PEQEPALUUMU

UHPOPMATU3ALINA 300POBbA

TpeGoBaHUA K INEKTPOHHbIM peLentam

Health informatics. Requirements for electronic prescriptions

DNara BBepeHua — 2020—05—01

1 Obnactb NnpUMeHeHus

B HacrosiLiem ctaHaapre npueeaeHbl TpeboBaHUSA K 3NEKTPOHHBIM peuenTtam U o0Lme npuHUMnbI, Npu-
3HaHHbIE BAXHbLIMM NPY 0POPMNEHUN BCEX INEKTPOHHbLIX PELEenToB.

O0GnacTb NPUMEHEHUA HACTOALLEro CTaHfapTa OrpaHuYeHa CoAepXXaHWeM ANEKTPOHHOro peuenta —
LM poBOro JOKYMEHTA, CO34aBAaEMOr0 MEANLIMHCKUM PabOTHUKOM, Ha3HaYaoLLWM JIeKapCTBEHHOE CPEeACTBO,
¥ NONy4yaemoro MeaumLMHCKUM paboTHUKOM, OTnycKkalowum npenapar. HasHaueHHOe nekapcTBeHHOe cpea-
CTBO AOJDKHO ObITb OTMYLUEHO CepTUPULMPOBAHHBIM MEAULIMHCKUM PabOTHUKOM B LIENAX NPUMEHEHUs nauu-
€HTOM-4enoBekoM. HacrosAwmin craHpapT He pacnpoCTPaHAETCA Ha Apyrue CoobLLEeHUs, ponu U cueHapum
(Hanpumep, NPOBEPKY peuenTa, NpueM, BeAeHne CNUCKOB NEKaPCTBEHHBLIX HA3HAYEHWN, 3aNNCh B 3NEKTPOH-
HYI0 MEAMLMHCKYIO KapTy nauuMeHTa, KOMNEHCAUMIo 3aTpaT Ha nedYeHue u OTNyLLEHHbIe Npenaparbl), Tak Kak
OHM B TON UIU MHOI MEPE pa3nuyaloTCcsl B pa3HblX CTpaHax U peruoHax, byayum 3aBuCUMbIMK OT OpraHu3aLmm
MEAULIMHCKOM NOMOLLM M 3aKOHOAATENbCTBA. TeM He MeHee TpeGoBaHUsI K ANEeKTPOHHbLIM PeLenTam U ux co-
JEepPXaHuo, MPeAbABNAEMbIE B KOHTEKCTE IOPUCAMKLMIA, CBSI3aHbl C STUMU CLieHapusaMu. Cnocob npepocTas-
NEeHWA UnNu Nnepeaadn ANEeKTPOHHbLIX PELIENTOB TAKKE HE PACCMATPUBAETCH B HACTOALLEM CTaHAapTe.

Hacroswuin ctaHaapT NPUMEHSETCS K 9NMEKTPOHHbIM peLienTaM Ha NeKapCTBeHHble cpeacTea. Hecmo-
TP Ha TO YTO C MOMOLLBIO SNEKTPOHHOIO peLenTa MOXHO 3akasaTb Apyrue BuAbl NPOAYKLMM (HanpuMmep,
MEeAULIMHCKUE U3Jenus, nepeBsA3oyHble Marepuarnbl), TpeboBaHMSI HACTOSILLEro CTaHAapTa paccuuTaHbl Ha
3aperncTpMpoBaHHbIE NeKkapCTBEHHbIE CPEACTBA M Ha NeKapCTBEHHbIE Npenaparbl, U3rotTaBnuMBaembie B an-
Tekax. ANEKTPOHHbIN peuenT npeacTtaensaeT cobom MH(POPMALMOHHbIN 0OLEKT, KOTOPbIN A4AET 3aKOHHOE NPaBo
MeAULMHCKOMY paboTHUKY Ha OTNYCK NekapCTBEHHOTO npenapara.

B HacTosLweM cTaHaapTe NpuBeAeH NepeyeHb 3NEMEHTOB [JaHHbIX, KOTOPbIE MOXHO CUUTaTb KpUTUYe-
CKM BaXXHBIMU NPpU 0POPMNEHUN ANEKTPOHHBIX PELENTOB B 3aBUCUMOCTH OT IOPUCAUKLIWM MU YCIIOBUI OKa3a-
HUA MeAULMHCKOM nomoLm (NepBuyHas MeauLMHCKas nomoLLb, 6onbHULA U Np.).

2 HopmaTtuBHbIE CCbISIKU

B HacToswem cTaHgapTe UCnonb3oBaHbl HOPMATUBHLIE CCISIKW Ha cneayiowme craHaaprel. Ans aaru-
POBaHHbIX CCbINIOK NPUMEHSIOT TONbKO YKasaHHble u3gaHus. Ons HeaaTupoBaHHbIX CCbINIOK MPUMEHSIOT no-
crnefHue usganus (Bknovas niobble 3MEHEHUS K CTaHZapTaMm).

ISO 8601, Data elements and interchange formats — Information interchange — Representation of
dates and times (3nemeHTbl AaHHbIX U hopmMaTbl 0OMeHa uHdopmaumein. ObmeH uHcopmauumen. Npeacras-
neHue aat u BpeEMeHN)

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances (MHdopmaTusauumsa 3no-

M3paHue ocpuumanbHoe
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poBbs. MaeHTUpUkaLmsa nekapCTBEHHbIX CPEACTB. 3NEMEHTbI AaHHbIX U CTPYKTYPbI ANS YHUKANbHON UAEHTU-
dukayum n obmeHa nHopmanuelt 0 perucTpupyemblx hapMaLeBTUHeckux cydbcraHumax)

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging (UHdopmaTusauyus snoposbsi. aeHTudpukaums nexkap-
CTBEHHbIX CPEACTB. DNEMEHTbI JaHHbIX U CTPYKTYPbI ANS YHUKANbHOW naeHTudukauum n oomeHa nHdopma-
Luen o perucTpupyembix opMax 03UPOBKKU, €AUHULAX NPEACTABNEHUS, NYTAX BBEAEHUS 1 YNIAKOBKE)

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of units of measurement (MudopmaTusauma sgoposbs. NaeHtudu-
Kauusi NekapCTBEHHbIX CPEACTB. NEMEHTbI AaHHbIX U CTPYKTYPbI ANA YHUKaNbHOW uaeHTudukaumm n oomena
MHopMaLmen 0 eguHULax U3MEPEHNA)

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHdopmaTusaums 3ao-
poBbsi. MaeHTudukaumsa nekapCTBEHHbIX CPEACTB. DNEMEHTbI AAHHBIX U CTPYKTYPbI ANS YHUKANbHON NAEHTU-
dukauum n odbmeHa uHdopmaLumen 0 perncTpupyeMbiX NeKapcTBEHHbIX CpeacTBax)

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated pharmaceutical product information (MHcpopmaTusa-
uua 3a0poBbA. aeHTudukauma nekapCcTBeHHbIX CPeAcTB. NEMEHTHI AAHHLIX U CTPYKTYPbI ANA YHUKANbHOW
unaentudukauum 1 obMeHa uHopmaymel 0 perMcTpupyeMbIX neKkapcTBEHHbIX Npenaparax)

ISO 17090-1, Health informatics — Public key infrastructure — Part 1: Overview of digital certificate
services (MHpopmaTusauus 3goposbs. UHgpacTpykTypa ¢ OTKPbITEIM Kntouom. Yacteb 1. Obwme cBovicTea
cny06 3NeKTPOHHbIX CEPTUCUKATOB)

ISO/TS 16791, Health informatics — Requirements for international machine-readable coding of medi-
cinal product package identifiers (MHcpopmaTusaums sgopoebs. TpeboOBaHUA K MEXAYHAPOAHOMY MALLUMHOYU-
TaeMoMy KOAWPOBaHUIO MACHTUMDUKATOPOB YNAKOBOK NEKAPCTBEHHBLIX CPEACTB)

ISO/TS 22220, Health informatics — Identification of subjects of health care (MHpopmaTusauma 3ao-
poBbsi. MaeHTudukaumsa cybbekToB MEAMLIMHCKON NOMOLLM)

ISO/TS 27527, Health informatics — Provider identification (MHpopmaTtnsauma sgoposbs. UaeHTudu-
Kauusi NOCTaBLUMKOB MEAULIMHCKOW MOMOLLW)

3 TepMuHbI n onpeaeneHun

B HacTosiLieM cTaHaapTe NPUMEHEHb! TEPMUHBI C COOTBETCTBYIOLLIMMU ONPeaeneHuaMM:

3.1 ornyckarowee nuuo (dispenser): YNONMHOMOYEHHbIN MEeAULUMHCKUI paGOTHUK, OTRNyCKaKOWmi ne-
KapCTBEHHbIE CpeacTBa.

3.2 otnyck (dispensing): Npouecc npoBepkn NPAaBUNBLHOCTU ANEKTPOHHOTO peuenTa, M3roToBneHus ne-
KapCTBEHHOro CpeacTBa, MapkMpOBKWU, MH(POPMUPOBAHUA 1 NeEpeaayn nekapcTea NaUMEHTY UNN MEeAULIMHCKO-
My paBoTHuky, o6ecneumnBaioLLlEMy NPUMEHEHUE NEeKapCTBa.

3.3 anekTpoHHbIN peuent (electronic prescription; e-prescription): Peuent (BbINMCAHHLIN NPU NOMOLLU
3NEKTPOHHLIX CPEACTB), COOTBETCTBYIOLLMIA HACTOALLIEMY CTaHAAPTY.

3.4 uudposaa noanuck (digital signature): Moanuce, 0CHOBaHHAA Ha kpunTorpadU4eckux merTogax
ayTeHTudukaumn ee cosgarensi, cpopMupoBaHHas ¢ ucnonb3osaHnem Habopa npasun u Habopa napame-
TPOB, NO3BONAOLLMUX NOATBEPANTL NMUYHOCTL NOANNCAHTA, A TAKKE LENOCTHOCTb AAHHbIX.

Mpumevanune 1—/[na undpoBbix NogNUCeH NCNONLIYETCA OAUH U3 BUAOB aCUMMETPUHHOTO LLIMGPOBAHUA.
Mpu HanpaBneHun cooblLueHnii Yepes HesaluLeHHble KaHanbl ogopMneHHan Hagnexawum obpasom Uudgposas noa-
n1cb AaeT nony4arterio OCHOBaHMUS CHUTaTb, HTO COOBLLEHNE OTNPaBNEHO 3asBNEHHLIM OTNPaBUTENEM.

3.5 HasHavawowee nuuo (prescriber): YNOAHOMOYEHHbIN MEAULMHCKUIA PABOTHUK, BbINUCLIBAIOLLMIA
3MEKTPOHHbIE peLenThbl.

3.6 Ha3HauyeHme (prescribing): Mpouecc, B xoae KOTOPOro ynorHOMOYEHHbIN MeaULUMHCKUI pabOTHUK
€03Aa€eT peuUenTypHbIA MH(POPMALIMOHHDBIN OObLEKT.

MpumMmeyvaHnune 1—Kaknpasuno, MeguUNUHCKNIA paBOTHUK — 3TO Bpay-cneumanucT unu Bpay obLeit npakTuku,
HO He Bcerfia, B 3aBUCMMOCTU OT 3aKoHOAaTeNbLCTBA: B HEKOTOPLIX CTpaHax dapMaLleBThl UNu genb/Liepbl Takke Hage-
NeHbl MpaBoM BhIMUCHIBATL peLienTh.

2
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3.7 peuent (prescription): Habop 3HaueHuii atpubyToB, ABNAIOWMINCA pe3ynsTaToM AEeWCTBUA NO Ha-
3HAYEHMIO NEKAPCTBEHHOIO CpeacTBa.

MpumevaHune 1 — HasHnauyeHue npefcTaBnaeT coboil Habop NUCbMEHHLIX YKasaHWil HazHavawLwero nuua,
KOTOpbLIA @aBTOPU3YET NpefjocTaBNeHne NaLueHTy NekapcTBEHHOMo cpefcTBa unu nevenna. OH ABnsieTcs:

a) ykazaHueM YMNoNMHOMOYEHHOTO MEAULIMHCKOTO paboTHMKA;

b) 3anpocom Ha oTnyck npenapara ynornHOMOYEHHLIM MEAULMHCKUM PAGOTHUKOM;
C) pekoMeHaaumen NauueHTy 0 MeAUKAMEHTO3HOM JIEYEHUMN UK

d) ykasaHueMm 0 NPUMEHEHUU YNONIHOMOYEHHBIM MEAULIMHCKUM PabOTHUKOM.

MpumeuyaHue 2— CnoBo «peLenT» UHOTAa Ucnorb3yeTcs Ans 0603Ha4YeHNA 4eHCTBUS NO BLINUCKE peLienTa,
TO eCTb «MpoLjecca HazHauyeHus». Bo nsbexaHne cMeLUMBaHNS 3TOTO AEACTBUSA C TEPMUHOM «peLenT» Kak MHdopmaLn-
OHHBLIM 0GLEKTOM 3a UH(OPMALIMOHHBEIM OBLEKTOM B HACTOSILLEM CTaHAapTe 3aKpemnneHo cnoBo «peuent». [Ans o603Ha-
YeHUsi AeACTBUSA MO BLINUCKE peLiernTa UCMonb3yeTcs TEPMUH «Ha3HauYeHUe».

3.8 nexapcrBenHoe cpeactTBo (medicinal product): BewecTBo unu coyetaHne BewecTs, KOTopbie MO-
ryT ObITb MPUMEHEHDBI K NIOAAM AN NeYeHusa unu npodunakruku 3abonesaHuii, NpoBeaeHU MEAULIMHCKON
OVarHoCTUKN UNu AN BOCCTAHOBINEHUS, KOPPEKLUU UMK M3MEHEHUA DU3NO0IOornyecknx yHKUMA.

3.9

ayrenTudumkauma (authentication): dopmanu3oBaHHbI NPOLIECC NPOBEPKKU, NPU YCNELLHOM 3aBepLue-
HUM KOTOPOTO NPOUCXOAUT NOATBEPXKAEHUE MAEHTUMDUKALIMOHHBIX JaHHbIX OO bEKTa.

MpuMmeuvaHue 1— Mpouecc ayTeHTUdUKALMK NpegyCMaTPUBAET NPOBEPKY BePUUKATOPOM OLHOMO UK He-
cKornbKux aTpubyToB MAEHTUMDUKALMOHHBIX AaHHBIX, NPEAOCTaBEHHBIX 0OLEKTOM, A5 ONpeAeneHns UX NPaBUNbHOCTH
¢ TpebyeMbIM ypoBHEM JOBEpUSI.

MpumeuvaHue 2— KaknpaBuno, ayTeHTUdMKaLMaA NpeanonaraeT MCNorib3oBaHWe onpeseneHHon NoAuTUKN
ANs 3aaHusa TpebyeMoro ypoBHSl JOBepUA K pe3ynesrary.

MpuMeyaHue 3 — [ns Nony4eHUs KOHKPETHOIO YPOBHS rapaHTUM pesyribrata 0ObIYHO B KaYecTBe ayTeHTU-
duKaLum BbINOMHAETCSH UaeHTUDUKaUUS.

[MCO/M3K 24760-1:2011, nyHkT 3.3.1]

3.10

aBTopmu3auua (authorization): MpegocraBneHne npae, Bknio4aa obecneveHue AOCTyna HaA OCHOBE
npae gocTyna.
[MCO 7498-2:1989, nyHkT 3.3.10]

3.1

npeHTudukauusa (identification): Mpouecc pacno3HaBaHus 06beKTa B ONpeaeneHHOM JOMEHE Kak OT-
FIMYHOTO OT APYrMX 0OBLEKTOB.

MpumedvaHune 1 — B npouecce ngeHTUdMKaLuM Mcnonb3yeTca BepuduKalua 3aseneHHbIX unu Habntogae-
MbIX aTpubyToB.

MpumedvyaHune 2 — Kak npaBuno, ngeHTUOUKaLMA ABNAETCA YacTbio B3aMMOAeNCTBUA Mexay 0ObeKToOM U
cnyx6amu B JOMeHe 1 UCrosb3yeTes 4rs JocTyna K pecypcam. NoeHTudnkayms MoxeT NpoucXofuTb HEOAHOKPAaTHO,
noka o6beKT U3BECTEH B JOMEHE.

[MCO/M3K 24760-1:2011, nyHkT 3.2.1]
3.12

naeHTUdUkaumoHHaa uHdopmauusa (identity information): Habop sHaueHuii atpubyToB, oTnM4aio-
LLMX OAUH OOBLEKT OT BCEX OCTaSIbHbIX.

MpumeyvyaHue 1—B cucteMe MHPOPMALMOHHBIX U KOMMYHWUKALIMOHHBEIX TEXHONOTUA MAEHTUYHOCTb MPUCYT-
CTBYET B BMAe UOEHTUDUKALMOHHOW UHOpMaLMK.

[MCO/M3K 24760-1:2011, nyHKkT 3.2.4]
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4 CoorBeTcTBUe

4.1 O6uee cooTBeTCTBUE

ONeKTPOHHLIN PeLlenT COOTBETCTBYET HACTOSILLEMY CTAHAAPTY, €CNU OH OTBEYAET BCEM TPeBoBaHUAM,
npuBeAEeHHbIM B pasaene 6.

4.2 CooTBeTCTBME 3JIEMEHTOB AAHHbIX

OneKTPOHHLINA peLienT COOTBETCTBYET NPUIOXKEHNIO A, ECNU OH OTBeYaeT TpeGoBaHUAM, NPUBEAEHHLIM
B pasaene 6, C UCNOMb30BAHUEM NEMEHTOB JaHHbIX NPUNOXKEHUS A.

MpumevaHue — CooTBeTCTBUE ANEMEHTY AaHHbIX Nogpa3ymeBaeT obLiee COOTBETCTBME.

5 O6wue cBeaeHun

5.1 CTpykTypa HacTofAlero craHgapra

B HacTosiLiem cTaHpapTe npusefeHbl TpeOoBaHUA K 3NEKTPOHHLIM pelenTtam. B paspene 6 nepeuunc-
neHbl o6wme TpeboBaHNUs, NPU3HAHHLIE BaXKHLIMKU AN 0POPMAEHUSI BCEX ANEKTPOHHBIX PELIENTOB BHE 3aBU-
CMMOCTU OT 3NEMEHTOB JaHHbIX, NPUCYTCTBYIOLUMX B 3NEKTPOHHOM pelienTe. B npunoxeHun A npeacraesneH
Habop 9NemMEeHTOB AaHHbIX, UX onpeaeneHns, KoTopble JOMiHbI ObiTb UCNONL30BaHbI ANA BLINOMAHEHUA Tpe-
GoBaHuii, U3NOXEeHHbIX B pasaene 6. MpunoxeHue B cocTout U3 Tpex pasgenos: B pasaene B.1 npuseaeHbl
npuMepbl peanu3awmmn 3NeKTPOHHbLIX PeuenToB B ApYrux cTpaHax; B pasaene B.2 — 0630p CTpykTyp u cTaH-
[apToB AaHHbIX; B pasaene B.3 — npumepbl u pparMeHTsl KOAOB, OTHOCALUMXCA K 6a30BbIM Unu Heobasa-
TeMbHLIM 3fIEMEHTaM.

5.2 MNpumeHeHue HaACTOALWEro CTaHaapTa

Hacrosawmii ctangapt CAyXuT OCHOBON ANs O6Lero NOHUMAaHUA 3NEeMEHTOB AAHHbIX, BKNIOYAEMbIX B
SNEeKTPOHHbIM peuenT Ans AOCTWKEHUS uHTeponepabenbHOCTM B npeaenax Kak O4HOW, Tak U HECKOMbKWX
Iopucamnkumin. Takum obpaszom, HacTOSALYMIA CTaHAAPT NpegHa3HavyeH Ans UCNoNb30BaHMS B Mpouecce pas-
paboTku CTaHAapTOB U UHPOPMALMOHHBIX CUCTEM, 0OpabaTbiBalOLLMX MHGOPMALIMIO, COAEPXKALLYIOCS B AreK-
TPOHHbIX peuenTax. PaspaboTunkn cuctemMbl 34paBOOXPAHEHUS AOMMKHbI YKa3aTb, Kakue aneMeHTbl JaHHbIX
NOAAEPKUBAIOTCA UX BapuaHToM peanusauuun. BbibpaHHOe NOAMHOXECTBO MOXET ObiTb pa3nUyHbIM B 3a-
BMCUMOCTM OT LIENEBOro Ha3Ha4YeHusi, HOpMaTUBHON 6as3bl M NPOYMX acnekToB, OOYCNOBUBAIOLLMX MECTHbIE
TpeboBaHusA. TeM He MeHee UCMONb3yeMble SNEMEHTbI faHHbIX AOMKHbI 0TBEYaTb TPEGOBAHUAM, U3NOXKEH-
HbIM B NPUNOXEHUU A.

5.3 BapuaHTbl UCNONb30BaHUA, YH4aCTHUKU, NpoLiecChbl

Hacroswwmii ctaHaapT npegHasHavyeH ans onpegeneHus TpeboBaHuin K MHPOPMAaLMOHHOMY OBBLEKTY,
KOTOpbI AOMKEH ObITb CO3AaH CUCTEMON NPy DOPMUPOBAHNM peuenTa. SMNEKTPOHHbIA PeLenT MOXET MosB-
NATLCS B LIENOM psifie NpoLieccoB, o4HaKko 06nacTb NPUMEHEHUS HACTOSALLErO CTaHgapTa CBOAUTCA K Creayto-
LLeMy BapuaHTy UCNOMb30BaHUs:

- Bpad BBOAWUT UHAOPMALMIO O PELIENTE Ha NiekapcTBEHHOe cpeacTBo. OHa MOXET BbITb pacCMOTPEHA
ApyruM cneumanvcToM, a 3atem no 9ToMy peuenTy OTNYCKAEeTCA M NPeanonoXMTENbHO NPUMEHAETCA nekap-
CTBEHHOE CPEACTBO.

MpumedvyaHue 1 — B TpaHCcrpaHUYHOW CUTyaLMW 3TOT BapuaHT UCMOML3OBAHNA MOXHO OMUCaTb CneayoLLmuM
o6pa3oM: Bpay BBOAWT WH(OPMALWIO peLienTa Ha NlekapcTBeHHoe cpeacTBo B cTpaHe A. OHa MoxeT ObiTb paccMmoTpe-
Ha [pyrMM cneLpmanucTom, a 3aTeM B cTpaHe B ocylecTBnseTcs oTnyck. [Mocne oTnycka npefnonaraeTcs npuMeHeHne
npenapara. JononHUTENbHYIO MHPOPMALMIO O TPaHCrpaHUYHbIX TpeBoBaHUAX K ANEKTPOHHLIM peLienTam MOXHO HaiTw,
Hanpumep, B [upektuse 2011/24/EU Esponeiickoro MNapnamerTa u Coseta EC oT 9 mapta 2011 . 0 npuMeHeHuUn npas
nauueHTOoB B TPaHCrpaHUYHOM 3 paBooxpaHennm [7]. B CtaTtbe 11 (2-b) aaHHON gnpekTuBLI onpefeneHa HeobxogUMoCTb
nofAepPXKKM rocyaapcTeaMmu-4rieHaMu pasBuTUS MHTeponepabensHOCTU ANeKTPOHHBIX peLenTos. 3Toi Lienu cnocobeTay-
eT foKkyMeHT «Guidelines on eprescriptions dataset for electronic exchange under cross-border directive 2011/24/EU»
(PykoBoAcTBO Mo Habopy [aHHbIX SMEeKTPOHHBLIX PELIENTOB ANA 3NEKTPOHHOrO 06MeHa B COOTBETCTBUM C TpaHCrpaHU4HoOM
AvpekTueoi 2011/24/EU) [8].
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MpumevyaHue 2— MHdopmauus, cogepxallasca B peLenTe, UCNOMNb3YETCA B NMpoLeccax pacCMOTPEHUs, OT-
nycka v NpUMeHeHns. B aTux npoLeccax MOXET BO3HWKaTb HOBas AOMNOMHWUTENbHasA UHOpMaLUA, KOTopas MOXET BKIHO-
YaTb B cebs YacTb cogepxkaHus peLenTa Unu cebinky Ha Hero. MNpolecchl pacCMOTPEHWS, OTycka N MPUMEHEHUSA Y4UTbI-
BaIOTCS UCKITHOMMTENBHO B TOW Mepe, B KaKoli OHW yCTaHaBnuBatoT JONONHUTENbHbIe TpeBoBaHNS K coepxaHunio peLenTa.
CosgaHHast UMU MHDOpPMaLMA He SBNSETCA NPefMEeTOM HacTOSALLEero cTaHaapTa.

HacToswwuit cTaHaapT onuckiBaeT TONbKO Te TpeBoBaHus, KOTOPbIE HEOBX0AUMBI ANS 9NEeKTPOHHbIX pe-
uentoB. OgHaKO AaHHbIN BAPUAHT UCMONb30BAHUSA MOXET UHULMUPOBATL HUKENPUBEAEHHbIE AeiCTBUS.

HasHaveHue

3TO MHTENNeKTyanbHbIN NPOLECC NPUHATUA PELLEHUS O NeKapCTBEHHOM CPeACTBe, CBA3AHHbIN C NnaHa-
MU MEeAUKAMEHTO3HOIO NeYeHusi, NoaAePXKKON NPUHATUS peLLeHNii u cyBnuMupytolmii coobpaxeHus, onpe-
AensiioLue BBOANMYIO B peLenT UHpopMauuio.

PaccmoTpeHnue peuenta

OcyLlecTBNsieTCA NPOBEpKa MHAOPMAaLUK O HA3HA4YEHUU NEKAPCTBEHHLIX CPEACTB C TOYKU 3peHUs cap-
MaLEeBTMYECKUX 3HaHUI U HOPM, HanpuMep NpPoBepKa B3auMOAENCTBUSA NeKapcTB.

Ons BbINOMHEHWA AaHHOW 3aJayvu NPOBEPAIOLMA AOIDKEH UMETb AOCTYN K UHAOPMaLUuuU O TekyLuem
NIe4YeHNM NaumeHTa 1 yxxe OTNYLLEHHbIX PaHee NekapCTBEHHbIX cpeacTBax. [ns noATBepXaeHUs HasHavyeHus
MOXeT noTpeboBaTbCA paccMOTpeHue peuenta (BO3MOXHO, HEOAHOKPATHOE). YCNOBUSA €ro NpoBeAeHNUst He
OTHOCATCA K HACTOAILLEMY CTaHAapTy.

B npouecce paccMOTpPeHNS MOXKET BO3HUKHYTb HEOOXOAUMOCTb CBA3aTbCA C HA3HAYUBLUMM JTULIOM.

MpuMeyaHue 3 — PaccMOTpeHWe peLienTa TakxKe HasbiBalT PacCMOTPEHUEM JIEKapCTBEHHOMO HasHauyeHus
Unu hapMaLeBTUYECKUM KOHTPOMEM.

OTnyck nekapcTBEHHOro npenapara

3TO OTNYCK NEeKapCTBEHHOrO npenapara Ha OCHOBAHMM NPeABapUTENbHO NOATBEPXKAEHHOIO Coaepa-
HUA peuenTa, NpeanuCbIBaOLLEro HasHavyeHue (Bbiaady) nekapCTBEHHOro CPeACTBA KOHKPETHOMY NALMUEHTY,
BKNIOYasi AeicTBMA, HeobxoanMblie Anda ero ortnycka. OTnyckaiolee nuuo MOXET ObiTb HAaAENneHo NpaBoM
OTCTYNUTb OT NEPBOHAYanNbLHOr0 Ha3HayYeHus (Hanpumep, OTAYCTUTL NeKapCTBO C APYIUM TOProBbIM HAUMEHO-
BaHWEM) UMM OTKINOHUTb peLenT U MHpOpMMPOBaTb 00 3TOM OTKa3e Ha3HauMBLLEE NULIO.

OaunH peuenT MOXET MPUBECTU K HECKOMbKMM AEWUCTBMAAM MO OTMYCKY NEKapCTBEHHbIX CPEACTB (Hanpu-
Mep, NOBTOPHbIE pPeuenTbl MPU XPOHNYeckux 3abonesaHusnx). Mpu sToMm MOryT ObITb OTNKMYKUSA B PasHbIX YCNO-
BMAX OKa3aHUA MeaULIMHCKON NOMOLLM: B OA4HMX YCMIOBUAX ANS MOBTOPHOIO OTNYCKa npenapara Tpedyercst Ho-
Bbl PELIENT U COOTHOLLIEHNE MexXay peuentamMu U OTNycKOM cocTaBngeT 1:1; B ApyrMx yCnoBusAX 0NyCKaeTca
HEOAHOKPATHbIA OTNYCK MO OAHOMY peuenTy.

MNpumeHeHune

Mpeanonaraercs, YTO Ha3HAYEHHOE NEeKapCTBO NPUMEHSIETCS NTULIOM, KOTOPbIM MOXET ObITb CaM nauu-
©HT UIN APYron YenoBex.

HasHauyeHue MOXET UHUUMMPOBATL AOMOMHUTENbHbLIE AEWCTBUS, HanpuMmep AEelCTBUS, CBA3AHHbIE C
BO3MELLEHNEM 3aTpaT Ha neyeHune (onpeaeneHue npas Ha BO3MELLEHUWe, nepeaadvy TpeboBaHuii Ha BO3MeLle-
HWUE) UNKN CO BTOPUYHBIM UCMOMNb3OBAHMEM (BKIIOYEHUE B MEAULIMHCKYIO KapTy).

[aHHbIN BapUaHT MCNONb30BaHUA BREYeT 3a cobon cneayloume TpeboBaHus:

a) NauneHT AO0MKEH OAHO3HAYHO MAEHTUMULMPOBATLCS BCEMU MEAVLIMHCKUMU paboTHUKaMu (CM. 6.1);

b) meauuuHckuii paboTHUK, KOTOPLIV BBOAUT peLenT, AOMKEH OAHO3HAYHO UAEHTMULMPOBATLCS MO
IOPMANYECKUM N ayANTOPCKUM NPUYMHAM, @ TAKKE ANs TOro, YTOObI C HUM MOTTM CBA3ATLCA APYTME YYaCTHUKK
(cm. 6.2);

C) BBOA MHGOPMaLUK O peuenTe ABnAeTCs NpodeCcCUOHanbHON AEATENBHOCTLIO YNONHOMOYEHHOIO Ha-
3HavaloLWero nuua, KoTopasa NoTeHUManbHO MOXET Bbi3BaTb NpobnemMbl 6e30NacHOCTU NauueHTa, a Takke Bo-
NpocCkI onpeaeneHun OTBETCTBEHHOCTU 3a nocneayiowme cragum npouecca (cM. 6.7). MNoaTtomy A0rmkeH ObiTb
obecneyeH AOCTaTOYHbIV YPOBEHb rapaHTum TOro, YTO NpuW BBOAE MHOpMALMKU O PELLENTE TOUHO M OIHO3HAY-
HO (PUKCUPYETCA HAMepeHne HasHavawero nuua (cMm. 6.3);

d) nekapcrteeHHoOe(ble) cpeacTso(a), asnsowee(me)cs 06LEKTOM Ha3HAYEHUA, AOIDKHO(bI) TOYHO U 0A-
HO3Ha4YHO UASHTUPULMPOBATLCA BCEMMN yHaCTHUKAMM (CM. 6.3 n 6.4);

€) AOMKHa NPUCYTCTBOBATL KOHTEKCTHAsA MH(POPMALMSI, OTHOCALLAACS K OTNYCKY UM NMPUMEHEHMIO Nne-
kapcrea. OHa MOXET BKkNoYaTb B ce6A AOCTyN K onpeaeneHHbIM CBeASHUAM O MauUEHTE UMK yKasaHUAM
(cm. 6.5);

f) copepxaHue peuenta AOMKHO CNYXMUTb 3aKOHHLIM paspeLLeHUeM Ha OTNYCK NEKapCTBEHHOTO cpea-
crea (cm. 6.6);
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g) TaK Kak peuent MHULMMPYET HECKONBKO NPOLECCOB, AOIDKHbI ObITh JOCTYNHLI HEOOX0AUMbIE UM AaH-
Hble (AEeNCTBUTENbHOCTb, MAEHTUUKALUA, YCNOBUA ANA OTNyCKa M ANs APYrMX NpoueccoB, Hanpumep ans
BO3MeELLEHUA 3aTpar) (cMm. 6.7);

h) pocTynHble unu paspelleHHbie AaHHbIE MOMYT PasnMuarbCA B 3aBUCUMOCTU OT KOHKPETHbIX KIUHU-
Yeckux CrnyvaeB, HOPMATUBHOIM 6a3bl UMM NeKapCTBEHHbIX cpeAcTB. [M03TOMY CTaHAAPTHLIE MEXaHU3Mbl He
AOMKHbI OrPaHUYUBATDL UIM MPUHYAUTENBHO 3aKPENNATL ONpeaeneHHbIi HAbop AaHHbIX (CM. 6.7).

5.4 UndopMaunoHHbIe OOBLEKTbI

5.4.1 Peuent

PeuenT AomKeH ONMCLIBaTL NEKAPCTBO, KOTOPOE, N0 MHEHUIO HA3HAYAIOLLETO NULA, 40MHKEH NPUHUMATL
MM MCNOoNb30BaTh NauueHT. CoaepxxaHue peuenta MOXET CryX>mTb BXOAHOW MHOpMauuneln ana npouecca
paccmoTpeHus u otnycka. CoaepxaHue peLenta MOXET MEHATLCA B 3aBUCUMOCTM OT IOPUCAUKUMU Pa3sHbIX
CTpaH, HopMaTUBHOW 6a3bl, 0683aHHOCTEN M CTaHAAPTOB.

6.4.2 CBfA3aHHble UHPOPMALMOHHBbIE 06 bEKTbI

Hwxe npueeaeHbl pasbscHeHUsi TpeboBaHui K peuenTy kak MHOPMaLMOHHOMY OOBLEKTY:

a) B UHAOPMALIMK O NEKApCTBE NO PeLEenTy AOMKHO ObITb yKa3aHo, Kakoe UMEHHO NeKapcTBo dhakTuye-
CKu oTnywieHo. Peuent, no KOTOPOMY NaLUeHT NOMy4nn NeKapcTBO, AOIPKEH NPOCIIEXUBATLCA OT MOMEHTAa ero
otnycka. B o6wem cryyae BO3MOXEH MHOTOKpPaTHbIN OTMYCK Nekapcrea no oAHOMY pelenTy;

b) 06bLekT AokyMeHTaLMmn N0 PacCMOTPEHMUIO PeLenTa AoKeH coiepXarb 3amevanus u gencteus dap-
MaLeBTa B MPOLECce paccMOTpeHUs. Bo3aMOXHBIN pe3ynsrar cneayer AOKYMEHTUPOBATh Kak HEM3MEHEHHbII
peLenT, \3MEHEHHbIN peuenT (Hanpumep, 3aMeHa Ha aHanor) unu otMeHa peuenta. JlokymeHTauums no pac-
CMOTPEHUIO JOMKHA NPOCNEXUBATLCA A0 BINUCKM peuenTta. Peuent 4OmKeH MMETb ONpeaeneHHbl CTaTyc B
NGO MOMEHT BPEMEHM;

C) B 00beKTe AOKYMEHTaLWK M0 NPUMEHEHWIO AOMKHbI ObITb NEPEYUCHIEHbI JAHHbIE OTHOCUTESBHO He-
00X0ANMOCTW UCMONb30BAHMS NEKapcTBa (B OCHOBHOM B D0MbHMLAX). 3TN AaHHbIE AODKHBI NPOCNEXMBATLCA
[0 BbIMUCKM peLenTta u MOryT nepechbinarbca BMecTe ¢ MHpopmaumen o peuente unu obpabarbiBarbcs Apy-
ruMm oBpasom, OTAENbLHO OT MHopMaLMK O pelenTe.

6 TpeboBaHUA K 3NEKTPOHHbLIM peuenTam

6.1 MoeHTudukaumua naumeHTa

MauneHT — 370 Yernosek B ponu nauyueHTta. CogepxaHue AaHHbIX O NauMeHTe AOHKHO obecneunsartb
€ro HafeXHyYI OONrOCPOYHYIO AEHTUUKALMIO, @ TaKKe KOHTAKTHYI MHAOpMaLmMo (Hanpumep, ero MecTo-
HaxoXaeHue Unu TeneKoOMMYHUKaLMOHHBIA aapec).

MauuneHT gomkeH ObiTb cnOCOBeH naeHTuduumnposatb cebs, MCNonb3ya cnocodb naeHTuduKaumm, Ko-
TOPbIN ABMAETCA 3aKOHHbLIM B CTPaHE HasHavatoLwero nuua. aeHtudukaynoHHaa nicpopmauma JormkHa co-
AepxaTb KOHTaKTHYH MHOpMAaLIMIO, MO3BOSSAIOLLYI0 OBGHAPY)XUTh NALUMEHTa B 3KCTPEHHOM CIly4Yae, Hanpumep
npyu HENPaBUITbHOM Ha3HaYEHUM NeKapcTBa Unu AO3UPOBKM.

B Tex cnyyasix, KOraga NUYHOCTb NauUMeHTa He MOANIEXUT PacKpbITUIO OTryckatoLemy nuuy (Hanpumep,
B 0COBbIX Criyyasix MEAMLMHCKOWM NOMOLLM, NPEAYCMOTPEHHbIX HALMOHATbHbLIM 3aKOHO4aTEeNbCTBOM), Ha3Ha-
yaoLee nuuo AOMKHO NPeaoCTaBUTL NCEBAOHUMUSUMPOBAHHYIO MOEHTUdUKALMOHHYIO MHPOpMaLMIO, AOCTa-
TOYHYIO AN NOBTOPHON UAEHTUMUKALUKN C €70 CTOPOHbI.

McesaoHUMU3aLMA UK NoGbIe OrpaHUYEeHUsA No MASHTUMUKALUM NaLueHTa MOryT CoO3aaBaTb PUCKH, A
MUMEHHO puckn AnA 6e30nacHOCTU naumeHTa. B Takux cnyvasx 4ns CHUXKEHUS PUCKOB AOMMKEH CyLLECTBOBATb
HaaexHbIl cnocob 0AHO3HAYHOW U TOYMHOWM NOBTOPHON MAEHTUMUKALMK NaUMeHTa.

6.2 peHTudukaumoHHaa nHpopmauma 0 HasHavYarLWeM MegULIMHCKOM paboTHUKe

HasHavalowee nuuo JOMKHO ObiTb MeAWUMHCKMM pabOoTHMKOM, T. €. JIULOM, KOTOpOe BOBIeYe-
HO B OKas3aHWe MeaWLMHCKON MOMOLUM ee CyObekTy unu kotopoe 3abotutcsa o Gnarononyvuu ee cybbekra
(ISO/TS 27527). HasHau4atowee nuuo — 310 MeanLMHCKUI paboTHUK, YNONMHOMOYEHHBIN BLINUCLIBATL peuen-
Tbl (MCO 21549-7). CogepxaHue AaHHbIX O Ha3Ha4aLWwem nuue A0MKHO obecneunBarb NPOBEPKY 3aKOHHO-
CTW ero AencTBuin (MaeHTuukayuo, ayTeHTuduKauumio, aBTopnusaumio), BO3MOXXHOCTb OTCREXuBaHus/ayaut
U HEOCMOPUMOCTb.
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6.3 NaeHTnduUKaumna Ha3Ha4YeHHOro NeKapCTBEHHOro cpeacTBa

YkasaHHas B 9NeKTPOHHOM peuenTte MHopMaumsa A0MmMKHa CNOCOBCTBOBATb HAAEXHOW NAEHTMAUKaLMm
Ha3HAYeHHOro fieKapCTBEHHOrO cpeacTsa (MM yCTPONCTBA €ro NpMMEHEHNs1) OTNycKaLwmm nuuom. B cnyyae
C NEeKapCTBEHHbLIM CPEACTBOM MOXHO MOMb30BaTbCsl MHAOPMaUUEN, NPUBEAEHHOW B CNPaBOYHUKE nekap-
cTBeHHbIX cpeacTs [(ISO/TS 19256 (B npouecce paspabotku)]. ECnu OH HEJOCTYNEH UnKn €Cru Ha3Ha4yaeTcs
NPOAYKT, HE ABNAIOLMIACA NEKapPCTBEHHbIM CPEACTBOM, B 3NEKTPOHHOM peuenTe cneayer ykasaTe MHopMa-
LU0, NO3BONSIOLLYIO OTNYCKAKOLEMY MNULY peanu3oBaTh NPaBuslbHbIA NPOAYKT.

6.4 CooTBETCTBME CMPABOYHUKAM JIeKapCTBEHHbIX NpenapaToB

B cOOTBETCTBMM C HACTOALUMM CTaHAAPTOM ANSA YHUKANbLHOW U OAHO3HAYHOW MAEHTUpMKaumMm nekap-
CTBEHHbIX CPEACTB, YKA3aHHbIX B 3MIEKTPOHHLIX peLenTax, co3faBaeMblx, nepeaaBaeMbiX U UCMOMb3yeMbIX
Ana oTnycka, criegyet ucnonb3oatk ctaHaapTbl ISO IDMP. B nepexogHbii Nepuos Mexay BHEeAPEHMEM
cTaHgapTa 3MeKTPOHHbIX PeuenToB U Hanuuuem Tepmudonoruun 1ISO IDMP, npurogHon Ana NPOMBbILLAIEHHOTO
UCMOMb30BaHUSA, B AMEKTPOHHbLIX peuentax HeoOxoaANMO NPUMEHATL UAEHTUMUKATOPDLI, MPUBEAEHHBIE B CYy-
LLECTBYHOLLMX CNPaBOYHUKAX NEKapCTBEHHLIX CPeacTB. [MpuMepamu noA0GHbIX CPABOYHUKOB MOTYT CIYXXUTb:

- HauMOHarmbHbIE CNPaBOYHUKN NEKAPCTBEHHbIX CPEACTB;

- EBpoOnenckuii cnpaBOYHUK NEKapCTBEHHbIX CPeACTB, U3BECTHLIN Kak crnpaBoYvHuK Art57-XEVMPD, cos-
AaHHbIn EBponerickum areHTCTBOM nekapcTBeHHbIX cpeacts (European Medicines Agency);

- CNPaBOYHUKM NEKAPCTBEHHBLIX CPEACTB YNPaBneHuUs N0 CaHUTapHOMY HaZA30py 3a KayeCTBOM NuLie-
BbIX NPOAYKTOB U MeaukameHToB (FDA).

6.5 MHdopmaumna 0 npuMeHEHUMU fieKapcTBa

B anekTpoHHOM peLenTe A0KHA COAEPKaTLCA MHGopMaLus, Heobxoaumas 4ns NpeaocTaBneHns na-
LMEHTY yKasaHui 06 Ncnonb3oBaHuM U NPUMEHEHUN HA3HAYEHHOTO NEKAPCTBA: laHHbIe 0 cnocobe BBEAEHUS,
aKTUBHOCTH, pexkume [103MPOBaHUS, a TaKKe ykazaHUsi 0 npuMeHeHun. Ecnu ungopmMaums Heobxoamuma aAns
OTMyCKa NpaBMIbHOMO KONMYeCTBa Ha3HaYeHHOro nekapcTea (Hanpumep, konuyectea TabneTok), To OHa Tak-
e foImkHa ObITb JOBeAeHa A0 CBeAeHUS NLa, OTNYCKaloLLero rekapcraa.

6.6 AyTeHTUdMKaLma 3NEKTPOHHOro peuenTa

AyTeHTUGMKALMA 3aKIIOYAETCA B NPOBEPKE LIENOCTHOCTH SMEKTPOHHOTO PeLenTa, ayTeHTUdukaumm u
aBTOPM3aLMM HasHaYaloLLero paboTHUKA U OTBETCTBEHHOCTM HA3HAYAIOLLEro NnuLAa 3a COAePKaHUe CUrHaTy-
pbl. [03TOMY Ha peuenTe JOMKHA CTOSAT NOANUCH MEAULMHCKOTO paboTHUKA, BINMUCHLIBAIOLLETO Ha3HAYEHHE.,
ONEeKTPOHHBIN PELIENT AOMKEH UMETh SMEKTPOHHYIO NMOAMUCH, MO3BONAIOLLYIO ayTEHTUULMPOBATL COAEPXKa-
HWe peuenTa.

6.7 OnemMeHTbl AaHHbIX

OneKTPOHHLIA peLenT AOMKEH CoaepaTb NOAMHOXECTBO SNEMEHTOB AaHHbIX, MPUBEAEHHLIX B NpU-
NOXeHUN A, KOTOPOE 3aBUCUT OT BapUaHTa UCMOMb30BaHUsA. ANeMeHTbI AaHHbIX AOSKHbI YAOBIETBOPSATL TPe-
60BaHNAM NPUNOXEHUS A.
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MpunoxeHune A
(obsizaTtenbHoe)

SneMeHTbl AaHHbIX

A1 NpeHTudmnkauuma naumeHta

A1.1 ®damunua

damunus nauneHTa — 4acTb MMeHOBaHUA NLa, KoTopasd, KakK npaBuio, ABNAETCA o6u.ge|7| C APYrMMKU YnieHamun ero/
ee ceMbM, B 0TnMn4ne oT ero/ee nMeHmn (cm. ISO/TS 22220).

A.1.2 UmeHa

Ums n oT4ecTBa NauueHTa (HasblBaeMble Takke NepBblM UMEHEM W BTOPLIMU UMeHaMK). MIMa (umeHa), naeHTndu-
UnpytoLlee cybbekTa B ceMeiHOM rpynne unu yHUKanbHo naeHTudnLmpyollee cybbekta B obLlectae (cM. ISO/TS 22220).

A.1.3 Oata poxaeHus

[Hata poxzaeHus naymeHTa (cM. ISO/TS 22220) gomkHa 6bITb ykasaHa ANA NpuBefeHUs MHdopmaLum o Bo3pacTte
nauueHTa. OHa MOXET NpeAcTaBnsaTs COB60R AaTy POXAEHUA W/UNK hakTUYECKWA BO3pacT NaLMeHTa Ha MOMEHT BbIMUCKN
peuenTa. Tak kak oT Bo3pacTa 3aBucsaT napameTpsl ADMET (BcackiBaHve, pacnpegeneHue, Metabonmam, BoieneHue u
TOKCMYHOCTL), OH BaXeH Npu BuIGope nekapcTsa U ero J03UpPOBKU.

A.1.4 NaeHTuduKaTop NMYHOCTHU
MaluMHounTaeMblin MgeHTUdMKaTop NaLyeHTa, YHUKanbHbIA B Npegenax onpeAeneHHoi obnact npuMeHeHms.
MpuMmeyaHne — B3aBUCMMOCTM OT OPUCAUKLUM STO MOXET ObITb, HANpUMep, UAEHTUdMKaTOP, cneLmdUyHBIi

ONsi 30,paBOOXpaHEHNs (B YaCTHOCTY, HOMep Monnca MegULMHCKOro CTpaxoBaHUsl), Unu HaLMOHAarbHLIA U eHTUdUKaTop
(BONYCTUM, KapTOYKM COLMarbHOrO CTpaxoBaHus).

A.1.5 CBepgeHus o6 apgpece

CegeHus 06 agpece nayueHTa, KOTopbie NMPUBOAAT B CBA3U C TeM, YTO WHoraa TpebyeTcs ykasbiBaTe agpec nauu-
eHTa B 3NeKTPOHHOM pelenTe (HanpumMep, B FepMaHnm).

A.1.6 MNMon

Mon — aT0 Buonoruyeckoe pasnuyne Mexay MyXYMHOW U XeHLUUHON. B anekTpoHHOM peuenTe MOXeT BbiTb Npu-
BefeH MNos NalueHTa, Tak Kak 3TO MOXET GbiTb BaXHO ANs yyeTa LeicTBUA NleKapeTs, 3aBUCALLMX OT Nona, NPOTUBOMO-
KasaHuil n np. Non MoXeT ObITb YKas3aH Kak HeM3BECTHbIN.

MpuMeyaHune 1— BmecTo crioBa «Mon» UHOMAA UCNONL3YIOT TEPMUH «FEeHAEP».

MpuMedaHue 2— eHaep MOXET He coBrnagaTb ¢ GUOMOrMYecKM NomoM, onpeaereHHbIM FreHETUKOMW, U ¢
reHepHON NAEHTUYHOCTLIO, NPeanoYnTaeMoil UHNBUAYYMOM.

A.1.7 A3bIK NauneHTa

MpeanoYTUTENbHBI A3LIK NaLMeHTa, KOTOPLIA BaXeH ANs UHopMaLWK, NpesocTaBnsieMOl NaLUeHTy, 0 NpUMeHe-
HUW Ha3Ha4YeHHOro NeKapcTBa, a Takke OTNeYaTaHHOR Ha STUKETKe yNakoBKU NekapcTea.

#AsbIK cnegyeT BbiGpaTh M3 Tabnuybl A3bikoB MCO (MCO 639-2 nnu MCO 639-3, ecrnn HyxeH TPEXCUMBOSIbHbLIA KOA
A3blka). [JJonyckaeTcs Cnonb3oBaThb APpYrue CUCTEMbl KOAUPOBAHUS, cneLMULIMPYIOLLNE SA3bIKN.

A.1.8 Bec tena

Bec nauveHTa MoxeT GbiTb BaXHbIM NS ONpeferieHus MHAeKca Macchl Tena WM NnroLlagyu NoBepxXHOCTW Tena,
KOTOpble MOTyT 6bITb MCMONB30BaHLl MY pacyeTe J03MPOBKY NekapcTea [9].

A.1.9 Poct

PocT nauueHTa MOXeT GbiTb BaXHbIM ANS ONpefeneHnst UHAeKkca Macchl Terna Wiu nioljagn NoBepXHOCTU Tena,
KOTOpble MOTyT 6biTb MCMONB30BaHLI NPY pacyeTe J03MPoBKM NekapcTsa [9].

A.1.10 Anneprus Ha neKapcTBa U HenepeHOCUMOCTb

MoxeT 6biTb NpuBegeHa WHMOPMaLUS O HarMYMK anneprum n YyBCTBUTENBHOCTU NauneHTa K NeKapCTBEeHHbIM
cpeAcTBaM (Hanpumep, onpegeneHHsIM aHTUBMOTUKaM), rpynnam fekapcTs U AeiCTBYIOLMM, a TakKe HeakTUBHBIM WH-
rpegueHTam.
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A.1.11 CocTosiHMe nauueHTa

CocTosiHWe, KOTOPOe MOXET MOBMUATL Ha NPUMEHEHUEe NeKapcTBeHHbIX NpenapaTtos, HanpuMep nodvedHas/nede-
HOYHaA HeJoCTaTOMHOCTb, BepeMeHHOCTb, hapMaKkoreHeTUHecKnii Npodunb. HekoTopble nekapcTBeHHbIe npenaparh
MOTYT U3MEHUTb PenpogyKTUBHYHO CNOCOGHOCTL, HAHECTU Bpes elle He PoX4eHHOMY peGeHKY U1 NOBMUATL Ha pebeHka
yepes rpygHoe BckapMnneaHue. [JaHHble 0 COCTOSHUM NaLuueHTa Npu oTnycKe fekapcTBEHHOMO cpescTBa MoryT NpUBecTy
K 3aMeHe NeKapCTBEHHOro CPeACTBa /UMM USMEHEHWIO PeXnMa ero LO3MPOBaHMUSA, a TakKe UMETb 3HaYeHUe B TOM Clly-
yae, ecrnu nuuoe HamepeHo 3abepemMeHeTb.

MpuMeyaHUe —B HEKOTOPLIX FOPUCANKLMSX OTMYCKaOLLEMY JULY He paspeLlaeTcs 3aMeHsThb leKapcTBeHHoe
CPEACTBO WU N3MEHSTH PEXMM JO3UPOBaHUS.

A.1.12 PesynbraTbl peneBaHTHbIX NabopaTOpHbIX TECTOB

PesyneTathl penieBaHTHbIX NabopaTopHbIX TECTOB, B HaCTHOCTU KITUPEHC KpeaTUHWUHA, peLenTopa snuaepmarbHoro
haKTopa pocTa, BaXKHbl AN pacyeTa JO03MPOBKM, HanpuUMep HePPOTOKCUYHBIX NeKapcTB.

A.2 CBepeHuA 06 INEKTPOHHOM peuenTe

A.2.1 VipeHTUpUKATOP SNMEKTPOHHOrO pelenTta

HekoTopoe 3HadeHWe, yHUKansHO MASHTUdMULMPYIOLLEe SNEKTPOHHBIA pelenT, Ans obecnevyeHns ero oTcnexuBa-
HWS. Hanpumep, 4na Ucnonb3oBaHUs onpeaeneHnii MHPOPMaLMOHHBIX OBBEKTOB SM1EeKTPOHHOMY peuenTy AOSDKEH Npu-
cBauBaTbCs rnobanbHbli YHUKanbHbIA NaeHTUGUKALUOHHEIA Kog. OH MOXeT BbITb AOMONHUTENBHO UCNONL30BaH ANA pe-
rucTpauum Toro, BN N OTNyLLEH Npenapat no peuenTy W/wnu AOCTUIHYTO MakcUManbHOE YMCO NOBTOPHBLIX OTMYCKOB,
Wnu Ans npefoTBpalleHUs MHOrOKpaTHOro NoMyYeHus nauueHTaMu nekapcTe No OAHOMY U TOMY Xe 3NEKTPOHHOMY pe-
uenty [9].

A.2.2 [ata BbINUCKKN

[Hata 1 Bpems BbINUCKK (He 06si3aTeNlbHO) SMNEKTPOHHOMO peLenTa HasHavarowmM nuuoM. flata BeINUCKK pelenTa
MOXET UMETb 3Ha4YeHne 1A BO3MELLeHUst 3aTpaT Ha HasHavYeHHoe(ble) NekapcTBo(a), a Takke ANA onpeaeneHus aei-
CTBUTENBHOCTU peLienTa Ha MOMEHT ero oTnycka. [aTy ykaseiBatoT B cooTBeTcTBUM ¢ UCO 8601.

A.2.3 Cpok AelicTBUS INEKTPOHHOrO peuenTta

[JaTa v BpeMsl UcTedeHUs AeicTBUSA (He 06a3aTenbHO) 3NeKTPOHHOTO pelenTa. OHU MOTYT 3aBUCETb OT MECTHOM UIK
HaLMOHarbHO| NONIMTUKM UM 3aKOHOAaTENbLCTBA, COOTBETCTBOBATHL MilaHy JiedeHUsl Unu BO3MOXHOMY MPeKpaLLeHunto He-
0BXOANMOCTU TepaneBTUYECKOro BO3[eCTBUS HasHa4YeHHOro Npenapara. B HekoTopbix cTpaHax (Hanpumep, B FepMaHnn)
3aKOHOLATENbLCTBO HACTOMNBKO NPO3paYHo, YTO HEOBXOAMMOCTL YKa3biBaThb 3Ty AaTy B ANEKTPOHHOM peLenTe OTCYTCTBYET.

A.2.4 MNoBTOpLI

WHdopmaLmsa o gonycke HEOHOKpaTHOro MOBTOPHOroO OTMNycKa Mo BbINUCAaHHOMY 3reKTpOHHOMY peuenty [9]. B
HEeKOTOpbLIX CTpaHax Npu NepBOM OTMYCKe fleKapCTBEHHbIX CPEACTB NaLMEHT MOXET MOMyyYnTh NiekapcTBa TONBKO Ha orpa-
HWYEHHbIA Nepuo BpeMeHU. B Hauyane MeanKamMeHTO3HOro feYeHus XpoHUYeckoro 3aboneBaHus HasHaqallwee nNuuo
MOXET BbINUCaTb 3IEKTPOHHLIA peLenT Ha bornee NPOAOCMKMTENBHLIA Nepuo, NpeanonaraoLuidi NOBTOPHLIN OTAYCK ne-
KapcTBa.

n pumMmedyaHne — B HEKOTOPLIX CTpaHaX BMECTO CrnoBa «MNOBTOPbLI» UCNONL3YHOT CINMOBO «NONONHEHUE». B Ha-
CTosALEeM CTaHAapTe OHO HeCeT TOT XK€ CMbICI.

A.2.5 MuHMManbHbIW UHTEepBan oTnycka

Ecnu gonyckaerca HeOfHOKpPaTHbI MOBTOPHLIA OTMNYCK MO areKTpoHHOMY peuenTy (cMm. A.4.4), To cneayeT yka-
3blBaTb MUHUMAarIbHbIA MPOMEXYTOK BpeMEHU Mexay oTnyckom (cMm., Hanpumep, [9]). OH MOXET UMETb 3Ha4YEHNe B TOM
criydae, ecrnu CyLlecTBYET BEPOATHOCTb NEPefO3UPOBKA NEKAPCTBEHHLIX NpenapaTos, HaNnpumMep ONMOUA0B.

MuHUManbHbIA MHTepBan OTrycka MOXET ObiTb Pa3sHbIM, €Cr NpU NOBTOPHOM OTMYCKE MOXET BbiTb Bbl4aHO KONK-
YeCTBO JlekapcTBa, OTNnYatoLLeecs OT NepBoro oTnycka. B Takom criydae sTo AomkHO GbITb yKasaHo B peyenTe.

A.2.6 MNMpuumHa BLIMUCKK

MpuunHa HasHauYeHMUs1, BKIOYas BO3MOXHOE yKasaHue, YTO HasHaueHHOe nekapcTBeHHoe CpecTBO NPUMEHSETCs
«BHE WHCTPYKLMMy. [pUiMHA Ha3HaYeHUs1 JOSMKHA AaBaTb BO3MOXHOCTL OTMyCKaloWeMy LY NPOBepUTL 3NEKTPOHHLINA
peuenT € TOYKU 3peHus 6esonacHocTn nekKapcTBa.

MpuMeyaHUe — B HeKOTOpLIX CTPaHax ANs onpeaefieHHbIX UK ANA BCeX NeKapCTBEHHLIX CPEACTB creayeT
o6a3aTenbHO yKasaTb NpUUMHY BLINUCKM B CAMOM 3MNEKTPOHHOM pelenTe. Hanpumep, B Hugepnangax ato Tpebyetca ans
3NEKTPOHHBIX PELIENTOB Ha METOTPEKCaT, Tak kak NoKasaHWs K ero MpUMEHEHUIo B 3TON CTpaHe (XUMUOTEpanUa WK pes-
MaTOWUAHbIA apTPUT) CyLIECTBEHHO BIMUSIOT HA AO3UPOBKY U UHTEpBan MeXay npueMammn 403 nekapcTea.
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A.3 Npentudukauma HasHavaowero MeaMLMHCKOro paboTHuka

A.3.1 damunusa

B aneKTpoHHOM peuenTe AomkHa ObiTb ykaszaHa (aMunus HasHaqatoLero NUUA, YTo No3BOSISIET NPOCAeANTb AaH-
HO€e NULO NPU BO3HUKHOBEHUM BOMPOCOB MO HAa3HAYEHUIO UITU B SKCTPEHHLIX ClyYasiX.

A.3.2 Nma

B anekTpoHHOM peLienTe AOMKHO GbITh yKasaHO WMS HaszHa4valoLero fmua, YTo JaeT BO3MOXHOCTb NPOCNEanTs
AaHHoe NWLo NpW BO3HUKHOBEHWU BOMPOCOB MO Ha3HAYeHUIO UM B 3KCTPEHHBIX CNy4asX.

A.3.3 MpoctheccnoHanbHas kBanudukauus

MpodeccnoHanbHble NOHOMOYMA HasHaYaloLWero MeaULMHCKOro paboTHUKA, KOTOphLie MOXHO UCNOoNbL30BaThL ANS
[ OKasaTeNbCTBa ero KOMNeTEHTHOCTU.

B HeKoTopbIX CTpaHax MEAULMHCKas CecTpa Uiu akyLuepka MoryT He UMETb MEAULIMHCKOIO AUMIIOMa, 0HaKO MOryT
MMeTb NpaBo HadHa4aTb OMpejeneHHble NekapcTBa, YTO MOXET OTHOCUTLCS W K APYTUM MELULMHCKUM paBoTHUKaMm. B
nto6oM criydae B SNEKTPOHHOM peLenTe AomMKHbI BbiTb ykadaHbl NpodheccuoHanbHbIe NOSTHOMOUUS.

A.3.4 CBepeHus anAa HenocpeACTBEHHOIO KOHTaKTa

CeefAeHus Ana HENocpeACcTBEHHOO KOHTaKTa MOTyT BKINoYaTh B cebs agpec ¢ ykasaHUeM yruubl 1 HOMepa Joma,
NoYTOBLIN aapec, afpec ANEKTPOHHOR NOYTEl UK HOMep TenedoHa/dhaKCMMUITbHOTO annapaTa Ha3HavatoLero nuua, Ans
Toro 4Tobbl OTMYCKatoLLee NULO /WKW NaLMeHT MOMK C HUM CBSA3aTbCH. OTO MOXET noTpeboBaThCs NpU BO3HUKHOBEHWN
npoGneM ¢ [O3UPOBKOM, anneprusiMi, Bo3aMelLleHUeM 3aTpart U T. 4.

A.3.5 PaGouuii agpec

Azpec 60nbHULbI, YaCTHOW NPaKTUKKM, MO MECTOHAXOXAEHUIO KOTOPOW MEAULMHCKUI paboTHUK, Kak NpaBuno, pabo-
TaeT, NPMHUMAET NaLMEHTOB M Ha3Ha4aeT nekapcTea.

A.3.6 3nekTpoHHasa noanucb

B 3akoHopaTenbcTBe OOMbLUMHCTBA CTpaH ANS NMOATBEPXAEHUA ayTEHTUHMHOCTU HasHadarollero nuua Tpebyerca
cobcTBEHHOPYYHas MOANWUCH UMW SNEKTPOHHBIA MapKep. SrekTpoHHas NoAMUCH ABNSETCA YTBEPXAEHHBIM MapKepoMm ay-
TeHTUDUKaALMKU, HeOBXOANMBIM S COOTBETCTBUA TpeboBaHUAM, NPeAbSBNAeMbIM HaUMOHaNbHLIM 3aKOHOAaTENLCTBOM
K NleKapCTBEHHbIM HazHa4eHusAM. Bea anekTpoHHOI nognucu coobLieHne unu JOoKyYMEHT, coAepxallue HasHaueHue, MoryT
6bITb PacCMOTPEHbI UCKIIOYNTENBHO KaK yBeaoMmIieHne o daktudeckoM (ByMaxHOM) aneKTpoHHOM peuenTte (cMm. 1ISO/
TS 17090-1).

MpuMedaHUe — SNEKTPOHHLIA MapKep YAOCTOBEPSET NOANMHHOCTL KOHKPETHOMO peLienTa, BKoHas MHGOp-
MaLyto 0 HazHa4eHHOM NekapcTse. [ns npefoTBpaLleHNsi MOLIEHHMYECTBA OH HEe MOXET MepeHOCUTLCS Ha apyrue 4o-
KYMEHTLI. CKaH coBCTBEHHOPYYHON NOANUCH HE SBMSETCA SNEKTPOHHOMN NOAMUCHIO.

A_3.7 NpeHTudukarop MeguumuHckoro paborHuka (HCPI)

YHUKanbHbI HOMEp UNK koA, NpUcBanBaeMblil A1 OAHO3HAYHOW nAeHTUdMKaummn meguumuHekoro pabotHuka (1ISO/
TS 27527). YHukanbHbIil nAeHTUGMKaTOp, KOTOPLIA B 1060 MOMEHT BpEMEHMN MOXET BbITh UCNONB30BaH AN YCTaHOBMNe-
HWUA Ha3HavaroLero nuuya. M Moxet 6biTb, HanpuMep, HoMep MULEH3UN UMK PErMCTPaLUOHHbIA HOMEp, KOTOpPbLI MOXHO
MCMONbL30BaTh AN OJHO3HAYHOW MASHTUDUKALMK HasHavaloLwero nuua u AnsA NpoBepKu TOro, YTO fiekapcTBoO BbINMMCAHO
HagnexallyuM NULOM B COOTBETCTBUM C 3aKOHOAATENbLCTBOM.

MpeHTudukatop MeauumMHcKoro paboTHMKa YHUKaneH B npefenax onpefeneHHoi topucaukumuu. Mpu Bbinucke
3NEeKTPOHHOro peLenTa B APYroil lopucaukumu/cTpaHe oH 6yaeT yHUKanbHbIM B COMETaHUKU ¢ 0603Ha4YeHUeM cTpaHbl Npo-
MCXOXAEHUA.

A.3.8 O6pasoBarenbHoe yupexaeHue

HaumeHoBaHue o6Gpa3oBaTeNibHOMO yupeXaeHus], BbiaBLUEro MeaULMHCKOMY paboTHUKY JOKYMEHT 0 npodeccu-
OHanbHOM 06pa3soBaHMK, KOTOpPLIA B HEKOTOPLIX CTpaHax, Harnpumep B Mekcuke, SBNsieTcs 06s3aTenbHbIM aIEMEHTOM
JlaHHbIX 3NEeKTPOHHOIO peLenTa.

A.3.9 NnenTudukarop mecta paboThl

YHUKanbHbIA KoA, npucaamaaeMbm B HEKOTOpbLIX CTpaHaxX, HanpuMep B UJBeuMM, onpeaeneHHOMY MeCTOHaxoxXxae-
HUKO Me4ULIMHCKOIo paGOTHI/IKa.

A.4 NpenTudbuKauma HasHa4YeHHOro NpoaykKTa

A.4.1 HanmeHoBaHMe neKapcTBeHHOro cpeacTBa

TekcToBOE ONUCAHUEe NeKapCTBEHHOro CpeficTBa UMK YCTPOICTBa AN €ro NPUMEHEHUs!, HadHaYeHHoro naLueHTy B
COOTBETCTBMU C BBOAOM UIM BLIBOPOM HasHavarollero nuua (Hanpumep, cooTBeTcTBytoLee cTaHgaptam IDMP). MoxeT
6bITb BKNHOYEHa UHpOpMaLMS 0 BO3MOXHOCTU 3aMeHbl Ha3Ha4YeHHOro NPOAYKTa Ha SKBUBASEHT.
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MpuMmedvyaHne — HekoTopble NekapCTBeHHbIE CPeACTBa Ha3HAYaloTCA B BUAE COMETAHUS JleKapCTBEHHOro
cpepcTBa W yCTPOWCTBA AJS €r0 NPUMEHEHUS.

Bo MHorux cTpaHax HasHavaroLlee fuLo UMeeT BO3MOXHOCTb YKa3aTb UHGOPMaLIMIO O TOM, YTO NMPOAYKT HE nogne-
KUT 3aMeHe B CBA3M C OTCYTCTBMEM Hay4YHbIX UCCIefoBaHUiA BUOIKBUBANEHTHOCTM UNKU hapMakoaKBMBaIIeHTHOCTU Nnbo
ApYrux ucenenoBaHuim.

A.4.2 NHdopmauua o Bo3MeLLleHUM 3aTpar
NHdopmMaLma o BoaMeLLeHU 3aTpar, npefocTaBnsaeMas HasHaqaoLWwmM fULIOM.

MpumevyaHune — HecmoTps Ha TO YTO MHPOPMALMS O BOIMELLEHUW 3aTpaT He BXOAUT B 06nacTb NpUMeHeHUs
HacTosLLero cTanfapTa, OHa MOXET ObiTb akTyanbHON A5 Mpouecca pacCMOTPEHMS UMW OTNYCKa NekapCTBEHHOrO cpea-
cTBa. B Hee MOXeT BXOAUTL yKkasaHue CpoMHOCTY peLienTa (Hanpumep, «noctu») unu ceegeHns Tom, OyayT fn BO3MELLEHb!
3aTpathl Ha HasHa4eHHbIN npenapar. [leTanu 3aBUCAT OT IOPUCAUKUUN.

A.4.3 NpeHTudpukaTtop HasHaueHHOro NpoayKra

HauvoHanbHbLIn UNU MeXAYyHapOAHbLIA YHUKaNbHbIW UASHTUDUKATOP Ha3HAYeHHOro MpoAyKTa, KOTOPbLIA MOXET
ObITb UCMONBL30BaH B PeLiEnTe 1 COOTBETCTBYET KOHKPETHOMY OfHO3HaA4YHO onpefenaeMoMy NpoAaykTy (cMm. ISO/TS 16791).
A.4.4 [lo3npoBKa nekapcTBeHHOro cpeAcTBa

CogaepxaHune JeicTBYIOLLMX BELLECTB B KOSIMYECTBEHHOM BbIPaXeHUN Ha eWHULY A03MPOBaHUs, Ha eguHNULy 06b-
emMa Unu Beca B COOTBETCTBUU C NeKapcTBEHHOR chopmoid (cM. dupexTusy 2001/83/EC, ctaTha 1).

Mpumevyanune —[o3nMpoBKa ekapCTBEHHOMO NpenapaTa MOXeT ObiThb Takke BbiBEAEHA M3 ANeMeHTa «PEeXUM
fo3npoBaHusy. Ecrin, HanpuMep, aneKTPOHHbLIA peLenT CoAepXUT yKasaHue «NpUMeHsTh 10 Mr 3 pasa B CyTKU B Te4eHne
9 AHei», TO HEOBXOAMMOCTbL OTAENBHO YKa3blBaTb J03MPOBKY OTCYTCTBYET.

A.5 VMHdopmaLmna o npuMeHeHMU npoayKTa

A.5.1 [osupoBaHHaa nekapcTBeHHas popma

dusnYeckne XapakTepucTUKM POPMbI, B KOTOPOH NPUMEHSETCS HasHaYeHHOe NEeKapCTBEHHOE CPeAcTBO (Hanpu-
Mep, TabneTka, pacTBop, Masb).

A.5.2 KonunuectBo

ObLee KonNM4ecTBO UMM 06bEM Ha3Ha4YeHHOro NekapcTBeHHoro cpegctaa [10].

MpuMmedaHune 1 — B HEKOTOPLIX Cryyasix KONMYECTBO JIEKAPCTBEHHOIO CPEACTBA MOXET ObiTb BEIBEAEHO Ha
ocHoBaHUK A.5.3. B TakoM criyyae ero MOXHO OTAEeNnbHO He yKa3blBaThb.

M pumMmedaHune 2 — B 3aBucuMocTu ot HalMOoHanbHOro 3akoHojaresibctBa MOXET AoMnycKaTrbcA UK He gony-
cKaTbCA O,D,HOKpaTHbIIZ OTNYCK TaKoro Konu4ecrea.

A.5.3 Pexxum posupoBaHus

Pexum, onpefensiowmii 4o3y Ha OAWH NpUeMm, YacToTy NnpuemMa, NyTb BBEA€HNUS W/UIN CKOPOCTb BBEAEHUSA (B Cny-
Yae BHYTPUBEHHOIO BBEAEHUSA).

NMpuMmeyvyaHne — OTa UHdopmMaLuUs MOXeT BbITb UCMONBb30BaHa OTMYCKalOLWMM JIMLIOM ANS pacyeTa oTnycka-
€MOro Konu4ecTsa.

A.5.4 OAnutenbHOCTb NeyeHus
Hata n/vunu Bpems Hauana u/munu npekpawleHus ieyeHusl.

A.5.5 YKa3aHua no NnpuMeHeHuIo

[JeTanbHble ykaszaHusi Mo NPUMEHEHMWIO Ha3HAYeHHOTO JIeKapCTBEHHOTO CPeACTBa, HanpuMep «BO BpeMs efibl» Unun
«nocrie efbl», a Takke NpefynpexAeHns NnaLueHTy o0 NPpaBUMBHOM NPUMEHEHUN HA3HAYEHHOTO NeKapcTBa, HanpuMep
ycnosue npuema — «NpUMEHSITH NPU annepruyeckoil peakummy».

A.5.6 OnucaHue nekapcTBeHHOro npenapara

NHcbopmaums o cocTaBe, ecrnu B aMEKTPOHHOM peLienTe nponucaHo NekapcTBeHHOe CPeACTBO, U3roTaBnNuBaemMoe B
anTeke Unu peuenTypHO-NPON3BOACTBEHHOM OTAENe No peuenTy U NpefHasHaYeHHoe ANS NPUMEHEHUA UCKNIOYUTENLHO
o4HUM cybbeKkToM MeguLmHckoii nomolym (MCO 21549-7).

MpumevaHue 1 — Cpeau CMHOHUMOB TakKe SKCTEMMNOPaNbHLIN Npenapat, COCTaBHON npenapaTr U Maru-
CTpanbHbIi Npenapar.

MpumedaHue 2 — CrepyeT usberarb UCMONbL3OBaHNS TEPMUHA «IKCTEMMOpPanbHLIN NEKapCTBEHHLIN MNpe-
napat», Tak Kak oH 6ornee ymecTeH Ansi onMcaHusi iekapcTea, COCTaBNAEMOro B NpoLecce NPUMEHEHUA NEKAPCTBEHHOTO
cpeAcTBa, Hanpumep Npu NPUroTOBIIEHWM pacTBOpa HEMOCPEACTBEHHO Nepe BHYTPUBEHHBIM BBEAEHUEM.
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lMpunoxeHune B
(cnpaBouHoe)

Mpumepb! 3rIeMEeHTOB U BapUAHTOB peanusauum 3NeKTPOHHOro peuenta

B.1 CcbiNnKM Ha NpMMepbI peanu3aLum AeKTPOHHbIX peLenToB

B.1.1 AHrnua

Cnyx6a anekTpoHHbIX peLenTtoB (EPS) HaumonansHoi cnyx6el 3gpaBooxpaHennsa (NHS) AHrnun onucaHa Ha cai-
Te: http://systems.hscic.gov.uk/eps.

B.1.2 Espona

EBponeickuii TpaHCrpaHUYHLIA pelenT Ha 6a3e UHTENNeKTyarbHOro OTKpLITOro obcryXuBaHUA eBponeickux na-
LueHToB (epSOS).

B.1.3 Hupnepnanab!

NEN 7503:2011 nl, Medische informatica — Berichtenverkeer — Elektronische uitwisseling van recepten
verstrekkingsberichten.

B.1.4 Oauusa

[atckuii popmaT arneKTpOHHOro peLienTa MOXHO HaWTKU MO cneayioLei Cebinke:

http://svn.medcom.dk/svn/releases/Standarder/Den%20gode%20recept/XML/Dokumentation/XPREO1.pdf (Ha
JatckoMm fAsbike) Laegemiddelstyrelsen/MedCom, (2009). Den gode xml recept, Electronic prescription, VersionCode
XLMS016.

B.1.5 Hopserus

HopBaexckoe pelueHue no aneKTpPoHHLIM peLienTam MOXHO HaiiTh No criefyloLLeli Ceblfke:
http://ww.helsedirektoratet.no/it-helse/eresept/leverandor/dokumentarkiv/Sider/default.aspx.

B.1.6 ABcTpanus

http://iwww.nehta.gov.au/.

B.1.7 CLLA

https:/Amww.ncpdp.org/.

B.1.8 KaHaga
https:/Amww.infoway-inforoute.ca/en/solutions/clinicians-e-services/e-prescribing.
B.2 CTpyKkTypbl M cCTaHAApPTbl AaHHbIX

B.2.1 [arckasa ceTb Nepenaymn AaHHbIX CUCTEMbI 34paBOOXpPaHEeHUs

http:/Ammww.medcom.dk/iwm109991 (Ha aHrMUIACKOM A3bIKe).

B.2.2 HL7

HL7 onybnukoBana cneyndukaLmn apxuTekTypbl KnuHudeckux gokymeHToB (CDA), a Takke cTpyKkTypbl cooblie-
HWIA, cooTBeTCTBYIOLWME cTaHgapTy HL7 V3, B yacTHocTn HL7 v3 Medication Order (npeameTHasn obnacTte Pharmacy) B
nakeTe JOKYMEHTOB, NOCTaBMNEHHbIX Ha ronocoBaHue B mae 2014 r.

B.2.3 IHE Pharmacy

OpraHusauusa IHE (Integrating the Healthcare Enterprise) ony6nvkosana npodunu pabounx npoLeccoB rekap-
CTBEHHbIX HasHaveHni (Medication Workflow) B ycnoBusix ambynaTopHoi U cTayuMoHapHON NOMOLLM.

B.2.4 EH NCO 13606

lpumep — MuHucmepcmeo 30pasooxpaHeHUs], coyuansHbIX Cryx6 u pasHonpaeusi UcnaHuu ony6nu-
KoeaJsio ocpuyuansHbili Habop apxemunos MCO 13606 u npou3eodHLIX apmeghakmos, npedHazHayeHHbIX Ons
nepedayu 31eKMPOHHLIX MeQUUUHCKUX Kapm & peauoHax UcnaHuu. [JaHHble apxemunb! pa3pabomaHbl yHU8ep-
cumemowm UPV Ha 6a3e ogpuyuansHoz2o dokymeHma CMDIC (Conjunto Minimo de Datos de Informes Clinicos —
MUHUMasbHbIU Habop 0aHHbIX 0518 KIUHUYeckux omyemos). OOuUH U3 HUX OfNuchkieaem 3/IeKMPOHHOe Ha3Haye-
Hue niekapcmse.

CM. https://www.msssi.gob.es/profesionales/hcdsns/areaRecursosSem/Rec_ mod_clinico_ arquetipos.htm.
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B.2.5 Mpumepbl aneMeHTOB AaHHbLIX

B.2.6 MawwuHouuTaemble koAbl (A.1.4)

Huxe nokasaHo, kak GyAeT BbIMAAETb peanu3auns AaHHOTO SfleMeHTa, OMMCaHHOTO C NOMOLLbLIO OBLLMX TUMOB
aneMeHToB AaHHbix (Common Message Element Types) Person (dusnyeckoe nuuo) n Patient (nauneHT), B cTaHgapTte
Health Level 7 v3 [BapuaHT Universal, anemeHT family ¢ atpubytom qualifier o3HavaeT hamunuio, aneMeHT given — nums,
a aneMeHT birthTime — gaTty poxaeHus B popmate UCO (ISO/TS 22220) (rrrrMmMaAYUMM)].

Cnegytowmii npumep copmMnpoBaH B COOTBETCTBUM CO CXEMOMW, onpeaeneHHoi B cTangapte HL7 v3:

<subject typeCode="SBJ">

<patient classCode=»PAT»>

<l— BOneMeHT: ngeHTUPUKaTop NUYHOCTU —>
<id root="2.16.840.1.113883.2.4.99.23444.1.2.3.1.1.1.4.1”
extension="1234567"/>
<|— BnemeHT — Agpec —>
<addr>
<postalCode>1200 AA</postalCode>
<faddr>
<statusCode code="active’/>
<patientPerson classCode="PSN" determinerCode="INSTANCE">
<!— BOneMeHT: - hbaMUnna 1 UMeHa nauueHTa —>
<name use="L">
<given>Francis</given>
<given qualifier="IN">F.C.M.</given>
<prefix qualifier="VV SP">van den</prefix>
<family qualifier="SP">Hurk</family>
<delimiter>-</delimiter>
<prefix qualifier="VV BR">van</prefix>
<family qualifier="BR">Bramen</family>
</name>
<name use="OR">
<given>Francis Clara Maria</given>
<prefix qualifier="VV BR">van</prefix>
<family qualifier="BR">Bramen</family>
</name>
<|— 3reMeHT: - fata poxgeHus —>
<birthTime value=»19830721»/>
</patientPerson>
</patient>
</subject>
B.2.7 3nekTpoHHasa noanuck (A.3.6)

Peanusauus anekTpoHHOW NOAMUCH B ronnaHackoil HauMoHanbHOW CUCTEME 34 paBOOXPAHEHUS: ANEKTPOHHBIA Map-
Kep oxBaTblBaEeT peneBaHTHble N36paHHbIe YacTu 3MeKTPOHHOro peLenTa, BKIoHasa uaeHTUuduKaTop pelenTa, HasHaqato-
Ljee N1Lo, NaLMeHTa, NekapcTBo U Konu4ecTBo. OHU XeLLMPYIOTCA NO ONPeAENEHHOMY anropuTMy, U pesynsraT 3alndg-
pOBbIBAETCS 3aKpbIThIM KIOYOM. lMornyYaTens XeLMpYET Te XKe caMbleé YacTu peLenTa ¢ NOMOLLBIO TOro e anropuTMa, a
3aTeM CpaBHUBAET CBOI PE3yIETaT CO 3HAaYEHUEM 3MEeKTPOHHOW NOAMUCH, pacluMgpPOBaHHBLIM C MOMOLLbIO OTKPLITOMO Kito-
Ya, Ana Toro 4Tobbl Y6eANTLCA B OTCYTCTBUM BMELLIATENLCTBA B ANEKTPOHHbIA PeLenT U ayTeHTUYHOCTM Ha3HavakoLwero
nuua. Mapkep ayTeHTUdMKaLWK, KaK NpaBuio, HaxXoAUTCA BO BHELWHeW 0bepTke aneKTPOHHOro peLenTa Unm coobLeHns.
CnegytoLuit npumep chopMUPOBaH B COOTBETCTBUU CO CXEMOW, onpeaeneHHoi B cTaHgapTe HL7 v3:
<overseer typeCode="RESP">
<AssignedPerson>
<id extension="012345678" root="2.16.528.1.1007.3.1"/>
<id extension="03004256" root="2.16.840.1.113883.2.4.6.1"/>
<code code="01.015" codeSystem="2.16.840.1.113883.2.4.15.111" displayName="General Practitioner"/>
<assignedPrincipalChoiceList>
<assignedPerson>
<name>
<prefix qualifier="AC”>Dr. </prefix>
<given>Thomas</given>
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<family>Young</family>
</name>
<telecom value="tel:+49125463726"/>
</assignedPerson>
</assignedPrincipalChoiceList>
<QOrganization>
<id extension="01234567" root="2.16.528.3.1007.3.1"/>
<id extension="06005465" root="2.16.840.1.113883.2.4.6.1"/>
<code code="V4” codeSystem="2.16.840.1.113883.2.4.15.1060" displayName="Hospital"/>
<name>Medical Centre East</name>
<addr>
<city>East London</city>
</addr>
</Organization>
</AssignedPerson>
</overseer>

B.2.8 CBegeHus o6 agpece (A.1.5)

Huxe npepcTaBneHo coobLUeHUe, COOTBETCTBYOLee cTaHaapTy HL7 v3, Ans AemMoHCTpaLun Toro, Kakum obpasomM
3TW cBeAEHUA MOryT BbiTb peann3oBaHbl.

<addr>

<streetName>Purmersteenweg</streetName>

<houseNumber>42</houseNumber>

<postalCode>1441 DM</postalCode>

<city>Purmerend</city>

</addr>

B.2.9 lNon (A.1.6)

Hwxe nokasaHo, Kak UMEHHO MOXET BbITb NpeAcTaBneH Non B COOOLEHUM ANeKTPOHHOro peLenTa.

[aHHbliA NpuMep cooTBeTCTBYET cTanAapTy HL7 v3, cornacHo KOTOpoMy non AOMKeH NepefaBaTbCA B feMeHTe
administrativeGenderCode.

<!— OneMeHT: non —>

<administrativeGenderCode code="M” codeSystem="2.16.840.1.113883.5.1"/>

Koa M o3HauaeT myxckol non, F — xeHckuid. MoryT 6bITb NpUMEHEHbI U Jpyrue Koabl.

B.2.10 Bec Tena (A.1.8)

Hwxe nokasaHo, kakum o0bpa3oM MOXeT ObITb NPeACTaBneH BeC B COOBLLEHNM ANEKTPOHHOTO peLenTa.

[OaHHblii npuMep cooTBETCTBYET cTaHAapTy HL7 v3.

<observation classCode="OBS” moodCode="EVN">

<code code="3141-9” displaytext="Body weight Measured” codeSystem="2.16.840.1.113883.6.1"/>

<value xsi:type="PQ” value="81" unit="kg"/>

</observation>

B.2.11 PocT (A.1.9)

Hwxke nokasaHo, kKak UMEHHO MOXET ObiTb NPeACTaBNEH POCT B COOOLLEHWUM 3MEKTPOHHOro peLienTa.

[aHHblil npumep cooTBeTCTBYET CTaHzapTy HL7 v3.

<observation classCode="OBS” moodCode="EVN">
<code code="248334005" displayName="length of body” codeSystem="2.16.840.96.113883.6.1"/>

<value xsi:type="PQ” value="171" unit="cm’/>
</observation>
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MpunoxeHune JA

(cnpaBouHoe)

CBefieHMs 0 COOTBETCTBMU CChINOYHbIX MeXAayHapoAHbIX CTaHOAPTOB HAUWOHAaNbHbLIM CTaHAapTam

0O603Ha4eHNe CCbINIOYHOro
MeXAyHapojHoro ctaHaapTa

CreneHb
COOTBETCTBUS

O6o3HayeHWe 1 HaMeHoBaHNe COOTBETCTBYHOLLErO
HaLMoHarbHoro cTaHaapTa

ISO 8601

IDT

OCT UCO 8601—2001 «CuncTtema craHAapToB No MHopMaLum,
6ubnuotedHoMy M usgatensckomy aeny. MNpeacrasneHune fat u
BpemeHu. O6Lyne TpebGoBaHWA»

ISO 11238

IDT

[OCT P UCO 11238—2014 «NHdopmaTusaums sgoposbs. NaeH-
TUPUKALMA NeKapcTBEHHbIX CPeAcTB. SneMeHTbl AaHHbIX |
CTPYKTYpPbI ANt YHUKanNbHOW naeHTUdUKkauum n obmeHa nHdgop-
MauuWeil 0 perncTpupyemblx dpapMaLeBTUHECKUX cy BcTaHLmnaxX»

ISO 11239

IDT

[OCT P NCO 11239—2014 «HdopmaTusaums sgoposes. NaeH-
TUPUKALMSA NeKapCTBEHHbIX CPeAcTB. OMNEMEeHTbl [aHHbIX K
CTPYKTYPbI ANA YHWUKaNbHON ugeHTudukaumm n obmeHa nHdop-
MaLueii o perncTpupyemslx popmax [03UPOBKMU, eAUHULIAX Npef-
CTaBNEHWA, NYTAX BBELEHNSA U YNAKOBKEY

ISO 11240

IDT

[OCT P NCO 11240—2014 «MHdopmaTusayus sgoposbs. UaeH-
TUPUKaLMSA NeKapCTBEHHBIX CPeAcTB. ONEMEeHTbl AaHHbIX |
CTPYKTYpPbl ANs1 YHUKarNbHOW uaeHTUdukauum n obmena uxHdop-
MaLmen o efUHULAX U3SMEPEHUA»

SO 11615

IDT

[OCT P UCO 11615—2014 «NHdopmaTusayus 3foposbs. UaeH-
TUDUKALMA NEeKapCTBEHHbIX CPeACTB. OMNeMEHTHl [aHHbIX U
CTPYKTYpbl ANSA YHUKaNbHOW uaeHTuduKaLmm u obmeHa uHdgop-
Mauunen o perucTpupyemblx NeKkapcTBEHHbLIX CPEACTBaX»

ISO 11616

IDT

[OCT P UCO 11616—2014 «UNHdpopmaTusaLmsa spoposba. Uaen-
TUUKALMA NEKapCTBEHHbIX CPeAcTB. OMEMeHThl [aHHbIX W
CTPYKTYPbI ANS YHUKaNbHOW uaeHTUdUKaLmmu n obmeHa uudpop-
MaLueii 0 perucTpupyeMbix NekapcTBeHHLIX npenaparax»

ISO 17090-1

IDT

FOCT P UCO 17090-1—2015 «UNHopMaTM3auns 340poBbSi.
MHpacTpykTypa OTKpbIThIX Kntodel. YacTb 1. Obwme cBoiicTBa
CNyX6 ANEKTPOHHbLIX CEPTUGUKATOBY

ISO/TS 16791

*

ISO/TS 22220

ISO/TS 27527

IDT

FOCT ISO/TS 22220—2013 «WHdopmaTUsayma 300poBbs.
MaeHTudukaymsa cyGbekToB MeguLMHCKOA MOMOLLN»

OTBETCTBUA CTaHAAPTOB!:

- IDT — naeHTUYHbIe cTaHAapThI.

* COOTBETCTBYIOLWWIA HALMOHANbHLIA CTaHAapT OTCYTCTBYET. [lo ero NPUHATUA PeKOMEHAYETCA UCMOMNb3oBaThb
nepesoa Ha PyCCKUI A3bIK MEXAYHaPOAHOro CTaHAapTa.

MpuMeyaHune — B HacToAwel Tabnuue MCNoNb3oOBaHO cneayiollee YCroBHoe 0603HaYeHUe CTENeHn co-
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FOCT P UCO 17523—2019
Bubnuorpaduna

ISO 639-2, Codes for the representation of names of languages — Part 2: Alpha-3 code (Kogbl Ans npeacTaBneHns
Ha3BaHU s3bIkoB. YacTb 2. Kogbl Anbda-3)

ISO 639-3, Codes for the representation of names of languages — Part 3: Alpha-3 code for comprehensive cover-
age of languages (Kogbl 4na npefcraBneHns HasBaHU A3bIKoB. YacTb 3. Kogbl Anbda-3 Ansa BceobbemnioLlero
oxBaTa A3bIKOB)

ISO 7498-2:1989, Information processing systems — Open Systems Interconnection — Basic Reference Model —
Part 2: Security Architecture (Cuctemel o6paboTkn MHdopMauun. BaanmogeiicTBue oTKpbITLIX cucTeM. Basosas
3TanoHHas mogens. YacTb 2. ApxuTeKTypa 3aLuTbl)

ISO 21549-7, Health informatics — Patient healthcard data — Part 7: Medication data (MHdopmaTusaumsa 3go-
poBbsA. CTPYKTYpa faHHbBIX Ha NacTMKOBOW KapTe NauueHTa. YacTb 7. JlekapcTBeHHble HasHavyeHus)

ISO/IEC 2382:2015, Information technology — Vocabulary (MHdopMaLuoHHas TexHonorusa. Crnosapb)

ISO/IEC 24760-1:2011, Information technology — Security techniques — A framework for identity management —
Part 1. Terminology and concepts (MHdopmaumoHHas TexHonorus. Metoabl o6ecnedveHuns 6esonacHocTn. CTpyKTy-
pa ynpasneHnsa naeHTudUKkaLuMoHHon nHdopmauuein. Yactb 1. TEpMUHONOMUA U NOHATUS)

Directive EU 2011/24/EU Directive of the European Parliament and of the Council of 9 mar 2011 on the application
of patients’ rights in cross-border healthcare (Qupextusa EC 2011/24/EU EBponeiickoro MaprnamenTa n Coseta EC
oT 9 MapTa 2011 . 0 NpUMEHEeHUN NpaB NaLUeHTOB B TPaHCrPaHUYHOM 3L paBoOOXpPaHEHNN)

Guidelines on eprescriptions dataset for electronic exchange under cross-border directive 2011/24/EU release 1
(18 Nov 2014) [PykoBoacTBo No Habopy AaHHbIX ArEKTPOHHbLIX PELIENTOB A5 ANeKTPoHHOro obMeHa B cOoOTBET-
CTBUW C TpaHcrpaHu4Hoi aupektusoit 2011/24/EU, naganue 1 (18 Hos6psa 2014 1))

NEHTA Electronic prescription Structured Document Template v. 3.1; 17 dec 2010 (LLlabnoH cTpyKTypUpOBaHHbIX
LOKYMEHTOB 3neKkTpoHHbIX peuentoB NEHTA V. 3.1; 17 gekabps 2010 r.)

Commission implementing directive 2012/52/EU and Annex (non-exhaustive list of elements to be included in
medical electronic prescriptions) [dupekrtnBa Komuccun 2012/52/EU o BBeieHum B feiictBne OupekTusbl U Mpu-
TNoXeHUe (OTKPLITLIA NepeYeHb SrIEMEHTOB, MOANEXALLUX BKITIOHEHWUIO B MEAULIMHCKUE ANEKTPOHHLIE peLenTsl)]
Directive EU 2001/83/EU on the community code relating to medicinal products for human use (dupekrusa EU
2001/83/EU o kogekce CoobLiecTBa B OTHOLIEHUU NeKapCTBEHHbLIX NpenapaToB Ars YenoBeka)
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