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Mpeaucnosue

1 NOAIMOTOBJIEH deaepanbHbiM rOCyapCTBEHHbIM YHUTAPHbLIM npeanpuaTnem «Poccuinckuin Ha-
YYHO-TEXHUYECKUA LIEHTP MH(pOpMaLMM NO CTaHAAPTM3aLuKU, METPONOTMN U OLIeHKe COoTBETCTBUSA» (MY
«CTAHOAPTUH®OPM») Ha ocHoBE COGCTBEHHOrO NEpeBoAa Ha PYCCKMIA A3bIK aHIMOA3bIMHOW BEpCUU A0-
KYMEHTA, YKa3aHHOro B NyHKTE 4

2 BHECEH TexHu4yeckum KOMUTETOM No ctaHgaptu3dauun TK 468 «NHdopmaTusauus 3goposbsa»

3 YTBEPXJEH W/ BBEAEH B JENCTBWVE Mpukasom defepanbHOro areHTcTea N0 TEXHUYECKOMY pe-
rynuposaHuto u metponoruu ot 29 asrycra 2019 r. Ne 573-ct

4 HacTosiLuuii cTaHAapT UAEHTUYEH MeXayHApOaHOMY AOKYMeHTY ISO/TS 19256:2016 «MHdopmaTusa-
Lus 300poBbs. TpeGoBaHUsA K cMCTEMaM BEAEHNSA CNPABOYHUKA NEKAPCTBEHHbIX CPEACTB AN 34paBoOXpaHe-
Hus» (ISO/TS 19256:2016 «Health informatics — Requirements for medicinal product dictionary systems for
health care», IDT)

5 BBEJJEH BIMEPBbIE

lMpasuna npumeHeHusr Hacmosawea20 cmaHdapma ycmaHosneHbl 8 cmambpe 26 dedepanbHoz20 3aKOHa
om 29 uroHa 2015 a. Ne 162-®3 «O cmandapmusayuu e Pocculickoli ®edepayuuy. NHgopmauus 06 u3-
MEHEHUSX K HacmoswemMy cmaHdapmy nybrnukyemcs e exe200HOM (N0 coOcCmosHU0 Ha 1 sHeapsa mekyuieao
200a) uHopmayUoOHHOM yKaszamerne «HayuoHanbHble cmaH0apmbly, a oguyuarnbHbill meKkem u3meHeHull
U ronpaeoKk — 8 eXeMecss4HOM UHOPMAaUUOHHOM yka3amerse «HayuoHarbHble cmaHlapmbl». B criyqdae
nepecmompa (3ameHbl) unu oMmMeHbl Hacmosaweeo cmaHdapma coomeemcemeyrouiee yeedomeHue bydem
onybnukogaHo 8 brnuXaliieM 8bilTyCKe eXEeMeCs4HO020 UHEOPMaUUOHHO20 ykasamens «HayuoHarbHbie
cmanOapmbly. Coomeemcmeyioujan UHpopmayus, yeedoMneHue U mexkcmbsl pasmewiaomes makxe e UH-
ghopmayuoHHOU cucmeme o6uie20 NoMb30eaHuss — Ha ochuyuanbHoM caiime ®edepanbHo20 azeHmemea no
MEXHUYECKOMY pezynupoeaHuio U mempornoauu e cemu iimepHem (www.gost.ru)
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MPOCTPaHEH B ka4yecTBe opuLMansHOro usnaHus 6es paspelueHus degepansbHOro areHTCTBa Mo TEXHUYECKO-
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MpeaucnoBue kK UCO/TC 19256

MexayHapoaHasa opraHusdauua no craHgaptusayumn (MCO) — BcemupHana deaepaumsa HauMoOHanbHbIX
opraHoB Mo craHgaptTusauum (komutetbl — uneHbl MCO). PaboTta no noaroToBke MexayHapoaHbIX cTaHaap-
TOB 0ObIYHO BeaeTcs yepes TexHuyeckmne komutetsl MCO. Kaxablit komuteT — uneH MICO, nposiBnsaioLLmii
MHTEPEC K TEMATUKE, NO KOTOPOIN YYPEXOEH TEXHUYECKUIA KOMUTET, UMEET NPaBo ObiTb NPEACTABMNEHHbIM B
3TOM KOomuTETE. MexayHapoaHble opraHn3aLmn, rocyaapCTBEHHbIE U HEroCyAapCTBEHHbIE, UMEIOLLME CBA3U C
MCO, Takke npuHumatot yyactue B pabote. MCO TeCHO coTpyaHuyaeT ¢ MexayHapoaHOi aneKTpoTexHuYe-
ckon kommuccuen (M3IK) no Bcem Bonpocam ctaHgapTusaumum B 06nactu aneKTpoTEXHUKN.

Mpoueaypsbl, ucnonb3yemble Ans pa3paboTku AAHHOrO AOKYMEHTAa, U Npoueaypbl, NPeayCMOTPEHHbIE
ANs ero ganbHenwwero segeHus, onucadsl B Aupektusax MCO/M3K YacTte 1. B yacTtHOCTU, cneayet OTMETUTL
pasnuyHble KPUTEPUUN YTBEPXKIEHMSA, TpebyeMble ANst pasnuyHbIX TUNoB AokymeHToB MICO. MNpoekT gaHHOro
NOKyMeHTa Obin paspaboTaH B COOTBETCTBUM C peaakUMoHHbiMK npaBunamu OQupektus MCO/M3K, Yactb 2.
www.iso.org/directives.

Heobxoanmo 06paTuTb BHUMAHME HA BO3MOXHOCTb TOTO, YTO PSAA SMEMEHTOB AAHHOTO JOKYMEHTA MOTyT
ObITb NPeaAMETOM NaTeHTHbIX npaB. MexayHapogHas opraHusauust MICO He fomkHa HECTU OTBETCTBEHHOCTb
3a MAEeHTUUKALMIO TaKUX NPaB, YaCTUYHO UMM NOMHOCTLI0. CBEAEHUS O NAaTEHTHbIX NPaBax, MAEHTUMULUPO-
BaHHbIX Npu pa3paboTke gokymeHTa, OyayT ykasaHbl BO BeegeHun n/unum B nepedHe nonydeHHbix MCO o6b-
ABMEHNAX O NaTeHTHbIX NpaBax (CM. Www.iso.org/patents).

Tlioboe Toprosoe Ha3BaHWe, UCNONbL30BAHHOE B AAHHOM JOKYMEHTE, ABNsieTcs MHopmauuein, npeao-
cTaBnsseMon ans ynobcrea nonb3oBateneil, 8 He CBUAETENbLCTBOM B MONbL3Y TOr0 UM MHOTO TOBapa Mnu TOn
UNN UHON KOMMaHUK.

[NosicHeHne 3Ha4YEeHUI KOHKPETHLIX TEPMUHOB U BbipaxkeHuin MCO, OTHOCALLMXCA K OLEHKE COOTBETCTBUA,
a TaKke uHchopMmauuto o cobrrogeHnn MexxayHapoaHoi opraHusaumein MCO npuHymnos BTO no TexHUYeCKUm
Gapbepam B Toproene (TET) cMm. no cneayiowwei runepccoinke (URL): Mpeancnosue — HdononHutensHas
MHdopMayms.

3a gaHHbIM 4OKYMEHT oTBeYaeT TexHudeckuin komutet UCO/TK 215, MHbopmamu3satus 300poebs.
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BBeaeHue

HacToswee BBegeHNe 0XBATbIBAET CNeAyOLLIME TEMbI:

a) YTo Takoe cucrtema BegeHuUs cripaBovHMKa NnekapcTBeHHbIX cpeacts (CI1C)?

b) KakoBbl BapMaHTbl UCNOMb30BaHWUSA U KTO ABMAETCH 3aUHTEPECOBAHHLIMWU CTOPOHaMU?

C) B 4em 3aknioyarotrca npeumyLlecTsa Ana pasnnyHbIX 3aMHTEPECOBAHHbLIX CTOPOH?

d) KakoBbl kntoueBble yHKUMOHaNbHbIE TpeboBaHusa k cucteme BegeHus CIIC B cdepe 3gpasooxpa-
HeHusa?

OCHOBHOII LieneBoli ayauTopuen siBNai0TCA onepaTtopbl U paspabotunku cuctem CJIIC, a Takke Te, KTo
3aKMYatoT AOrOBOPLI C TAKUMU onepaTopaMu 1 paspaboTunkamu.

Lenbto cuctem seaeHus CIIC aBnsaeTcsa npegoctaBneHne pasnMyHbiM CTOPOHAM B 34paBOOXPaHEHUN
nonHoro o63opa A0CTYMHbIX NEKaPCTBEHHbLIX CPEACTB TAaKUM 06pa3oMm, YTOObI MOHATUS (MX BNEMEHTbI) U Onu-
CaHusA, a TaKKe NaEHTUNKATOPbI TEKAPCTBEHHbIX CPEACTB MOXHO ObiO UCMONBb30BAaTL B LIENOM psaay Apy-
rMX MEAULIMHCKUX MHCPOPMALIMOHHbIX cucTeM. COrnacHo HacTOsALLEMY CTanAapTy, niobas cuctema BeeHUs
CNC pomkHa UCMONb30BaTh rModanbHbIe YHUKANbHbIE UAEHTUUKATOPLI, COOTBETCTBYIOLME CTaHAapTaM
namn.

JlekapCTBEHHbIE CPEACTBA UrPaloT BAXKHYIO PONb B 34paBooxpaHeHnmn. CyLuecTByeT GonbLioe Konuye-
CTBO (TbICAYM) NEKAPCTBEHHBIX CPEACTB, N KAXA0€E NeKapCTBEHHOE CPeaCTBO UMEET MHOXECTBO XapakTepu-
CTUK (CBOWCTB) — ONpPEAENsIoLmMX U He onpeaensiowmx. Paspabotka n npuMeHeHne NeKkapCTBEHHbIX CPEACTB
CTPOroO PEerynupyloTcsi; B HacTosiLLee Bpems CTPYKTypa MHGOPMauun O NEKapPCTBEHHbLIX CpeacTBax perna-
MeHTupyetcsi ctaHgaptamu MICO NOMIM. Kpome TOro, B MCNONMb30BaHWW NEKAPCTBEHHbIX CPEACTB y4acCTBYIOT
MHOTME€ NOCTaBLUMKU MEAULIMHCKON MOMOLLM, YYpexaeHus U npeanpuatusn. Kaxabi u3 y4acTHUKOB UCNOSb-
3yeT MHOPMALIMOHHBIE CUCTEMbI, 00ecneYnBaloLLue XpaHeHue MHHOPMaLUK 0 NeKapCTBEHHbIX CPeaCTBax U
oBMeH 3T0i nHpopmaumein. Ons aTux MHPOPMaLMOHHBIX CUCTEM HEoOxoauMa cuctema eeaenus CIIC, koto-
pasi NO3BONUT TOYHO U HEU3IMEHHO UAEHTUDPUUUPOBATL NEKapCTBEHHbIE NOHATUA B hopme (hopmax), CooT-
BETCTBYIOLLEI BapnaHTaM UX UCNONb30BaAHMUA.

Cuctema BegeHus CIC ycraHasnueaet eauHoobpasHoe npeacTtaBneHne NoHATUN (HabopoB maeHTU-
hmkaTopoB), ONUCLIBAIOLLMX fieKapCcTBa C Pa3fNUYHLIMU YPOBHAMM AeTanu3auum U CEMaHTUYECKUMU CBASAMU
C Lernblo NOAAEPXKKM YaCTe HECKONbKUX MPOLECCOB B 34PABOOXPAHEHUM, CBA3AHHLIX C MPUMEHEHUEM ne-
kapcTB. CUCTEMA BEAEHUA CNPABOMHUKOB JNIEKAPCTBEHHBIX CPEACTB ONUCAHA B HACTOALWMX TEXHUYECKUX Tpe-
60oBaHMsX TakuM 06pa3oM, UToObl NOHATUSA, MAEHTUUKATOPLI U OTHOLLUEHUA 06pa3oBLIBANU BUA CTPYKTYPSI,
noAAEPXMBAIOLLEH BapUaAHTbI MCNOSIb30BAHUS, B TOM YMCIIE KakuM 00pa3oM Takas CTPyKTypa NoaaepXuBaeT
BapWaHTbI UCNOMNbL3OBAHUA M YTO ANS 3TOr0 He0OXoAUMO. [JONONHUTENBHO AAHO ONUCAHUE CUCTEMbI BEAEHUS
CINC ¢ TOYKu 3pEHUA apXMTEKTYPbl €€ MHTerpauum ¢ ApYrMMmu YacTAMU MEeAULMHCKUX MHAOPMALMOHHBIX CU-
cTeM.

KynbTypHble pasnuuus B NpakTuke U NPefoCTaBNeHun MEAULMHCKOW NOMOLLM, a TakkKe HauuoHanb-
HOE 3aKOHOAATeNbLCTBO TPEOyIOT ANEKTPOHHBLIX CMCTEM BeaeHus CJIIC, oTBevalowmx 0cobbIM MECTHLIM, pe-
TMOHanNbHLIM MW HAUMOHanNbHLIM NOTpedHoCTAM. Kaxkgas cuctema eegenus CIC npegHasHaveHa ans noa-
JAepXKn onpeaeneHHoro Habopa BapMaHTOB UCNOSIb30BAHWSA, YTO NO3BONSET onpeaenuTb (PYHKLUUOHANbHLIE
TpeboBaHnA, KOTOPLIM Takue CUCTEMbI AOIMKHbI 06A3aTENbHO COOTBETCTBOBATL. JaHHble (PYHKLUUOHANbHLIE
TpeboBaHusa, B CBOIO ovepeab, OyayT onpeaensitb KOHKPETHLIN HAGop 0606LLEHHBIX NPeaCcTaBneHui MHOP-
MaLumn 0 NeKapCTBEHHbIX CPEACTBax, KOTOPbIE AOMKHLI ObiTb 06A3aTeNbHO MAEHTUMULMPOBAHLI, ONpeaene-
Hbl U1 COOTHECEHbI ApYr C APYrom B npeaenax cuctembl BeaeHun CIC. Kaxaoe «nekapcTBeHHOE CpeacTBO»
B cucteme CJIC onuceiBaetcs B Buae cneyuduiHOro NOAMHOXECTBA BCEX BO3MOXKHBIX ONPEAEnsIoWnX U He
onpeaenanwmx MHHOPMALIMOHHLIX NIEMEHTOB, KOTOPbIE BCE BMECTE MO3BOMSIOT NOAAEPXKMBATL OAUH UK
HECKONbKO KOHKPETHbLIX BapUaHTOB MCMONb30BaHUA. PopmanbHOE onpeaeneHne NOHATUIN AAETCA B BUAE UX
XapaKkTepUCTUK U CBA3EN C APYTMMM NOHATUSIMU B COOTBETCTBUM CO cTtaHaaptamu NCO UOMIM, B yactHOCTY,
NCO 11615, UCO 11616 u NCO 11238. Hanuuue ceasei mexay BCEMU 3anUCAMMU, ONUCLIBAIOLIMMU fnekap-
CTBEHHbIE CPEACTBA, NO3BOMAET cucteme BefeHus CIIC obecneunsatb UHTEponepabenbHOCTb PasnUUYHbIX
BapuaHTOB MCMNONb30BaHUSA, NPOLIECCOB, MHAOPMALMOHHBLIX CUCTEM, OPraHM3aunin U IOPUCAUKLIMIA.

Jlnuamu, kotopble MOryT ObiTh 3aMHTEPECOBaHbI B HACTOSALLEM CTAHAAPTE, ABNAIOTCS NOCTaBLUUKN Me-
OWLMHCKON NOMOLUM, B YbM 0DS13aHHOCTM BXOAUT BbIGOP noaxoaawmx cuctem seaeHus CJIC, nocraswyku
nporpaMMHoro ofecneyeHus, rocyaapcrBeHHble OpraHbl, hapmaueBTUYeckue KOMNaHuu, NpeanpusaTusa on-
TOBOW TOProBnK, NNaTenbLUMKK, OPraHbl MO KOHTPOSIO 3a NEKapPCTBEHHLIMU CPEACTBAMM, a Takke NauueHTbl/
opraHusauum nauneHToBs.

\
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B uenom HacTosiLmii cTaHaapT cnocobCTBYET AOCTUXEHUIO CMEAYIOLLMX AENOBbIX LIENEN:

- NpegocTaBuTb MHAOPMaLuio paspaboTymkam cuctem BegeHus CIIC, nomoratoLLyo UM co3faBaTtb Cu-
cTeMbl, B GonbLUEen Mepe COOTBETCTBYIOLWME cTaHaaptam MCO UOMIM u oTBeqatome NnoTpebHOCTAM MHOMUX
BapMaHTOB UCMNOMNb30BaHUS;

- obecneunTb B cuctemax segeHusi CINC To4MHOe M cornacoBaHHOE UCMONb30BaHUE MOHATHIA U TEPMU-
HOB B COOTBETCTBUM CO cTaHgaptamu UCO NOMIT,

- MOBLICUTbL CTENeHb rapMoHu3aumu cuctem seageHusa CJIIC Bo BCEM MUPE;

- CHU3WUTB M3BOBLITOYHOCTb COOpPa U YyNPaBnNEHWUSA AaHHBIMU;

- o6ecneynTb OCHOBY AnA OyAyLLMX MEXAYHAPOAHBIX CTaHAAPTOB, CNOCOBCTBYOLUMX UHTEpOonepabenb-
HOCTW BapuaHTOB WMCNOMb30BaHUA NEeKapcTB, UHAOPMALMOHHBIX CUCTEM U KOPUCAUKLMMN, Y4aCTBYIOLUMX B
TPaHCrPaHU4YHON MEANLIMHCKOW NOMOLLY;

- MOHW3NTb CTOMMOCTb Pa3paboTkn 1 CONPOBOXAEHUA CUCTEM BEAEHWNSA CNPABOYHUKOB NEKAPCTBEHHbIX
CcpeacTs.

HacToawuin ctaHaapT 4acTUYHO OCHOBAH Ha CneayloLmx TepMUHONorusax/6asax AaHHbIX:

- ABCTpanuiickas nekapcrseHHas Tepmuionorua AMT;

- CnpaBoYHUK NMEKapCTB U MeauumHckux usgenuii DM+D HaumoHanbHOM cnyx0bl 34paBOOXpaAHEHUSA
(NHS);

- Basa gaHHbIX nekapcTBeHHbIX npenapartos CuHranypa;

- CucrematmanpoBaHHasa HOMEHKNaTypa meguumHbl — knuHudeckas TepmmHonorna (SNOMED CT);

- Fonnanackuit G-Standaard ot Z-Index (n Pharmabase ot Healthbase) (NEN 7507);

- NCO/TP 22790 NHpopmaTusauma 3a0poBba. PyHKUMOHATBHBLIE XapaKTEPUCTUKN CUCTEM NMOAAE PXKKU
Ha3Ha4YeHUi nekapcTs.

\
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HALULMWOHANBHBIN CTAHOAPT POCCUMNCKOW ®PEJEPALUUMN

MHO®OPMATU3ALINA 300OPOBbA

Tpe6GoBaHUA K CUCTEMAM BeAeHUsI CNIPABOYHMKA JIEKAPCTBEHHbIX CPpeacTB
Ans 3apaBooXpaHeHuA

Health informatics. Requirements for management systems
of medicines reference for health care

[arta BBeaeHns — 2020—05—01

1 O6bnactb NpUMeHeHusA

Hactosawmn crangapt onpeaensieT oba3aTtenbHble XapakTepuctuku nobon cuctembl BeaeHus CIIC,
obecneynBaroLLen BapuaHTbl UCMOSIb30BAHUS B 3APABOOXPAHEHUMN.

B aTu xapakTepucTukn BXOASAT MOHATUS, ONUCHIBAIOLLME NEeKapCTBEHHbIE CPeacTBa, UAEHTUMUKATOPbI U
OTHOLUEHWS, oOpasyoLme Bua CTPYKTYpbl, NOAAEPXUBAIOLLENH BapuaHTbl UCMONb30BaHUS.

Ona nogaepXkn BapuaHToB MCMNONb3oBaHUA cuctema segeHusa CIIC gomkHa yaoBRETBOPATL Cneayto-
LM TpeGoBaHUAM:

- ObITb MakcMmMarnbHO OObEMAIOLLEN M UCHEPNBbIBAIOLEN: €CMM OHA OXBaTbIBAET HE BCe Tpebyemble ne-
KapCTBEHHbIE CPeACTBa, TO ApYyrue CUCTEMbl HE MOTYT NOMHOCTLIO ONUPAaTLCA Ha cuctemy Beaenusa CIC ana
nony4yeHnst HeobxoAUMON MHAOPMAaLIMK, NOSTOMY HEKOTOPLIN 06beM M3BLITOMHOCTU permcTpauun nHdopma-
LM OCTAHETCH HEU3OEXHbLIM;

- cogepxartb MHOPMaLUUIO B BUAE eANHO0DPAa3HOI U MOAXOASLLEN CTPYKTYPbI, COOTBETCTBYIOLLEN CTaH-
aaptam MCO MOMIN (kak onmMcaHo B HACTOALEM CTaHAapTe) C NOAXOAALMM YPOBHEM AeTanu3auuu.

B o6nactb NpMMEHEeHUSA HACTOSALLEro CTaHaapTa He BXOAAT:

- (PYHKUMOHAN MEeAULIMHCKMX, KIIMHUYECKUX U/UMK anTEYHbIX CUCTEM;

- Apyrue BUAbl COAEPXKaHUSA MEQULIMHCKUX, KITUHUYECKUX U/MNKU anTe4YHbIX CUCTEM, HEOBXOAUMBIE ANS
noaaepXku BCen AeATENbHOCTU NOCTaBLUMKOB MEAULIMHCKON NOMOLLM, HanpuMep:

- LUMPOKWUIA KPYT 3HAHWUI O nekapcTBax, KOTOPbI AormkeH obpabaTbiBatbca 6a3ammu 3HaHWI O nekap-
CTBaxX M cUCTEMaMM NOAAEMKKN MPUHATUS PELUEHUN,

- IIUCTbI NEKAPCTBEHHbIX HA3HAYEHUN,

- yKasaHus no J03npOBKe;

- B TepMUHAX NpenapaTos:

- cpeacTtea TPaguLUMOHHON KUTaNCKOW MEAULMHDI,

- MeAWUMHCKMe U3aenus, Hanpumep, yCTPOWCTBa ANS NPUMEHEHUS NEKapCTB [B HACTOALLEM CTaH-
Japte ocoboe BHUMaHWE yAenseTcs TONbKO YCTPOWCTBaM, NPeAHAa3HAYeHHbIM ANA NPaBUbHOMO BBEAEHUS
nekapcrteeHHbIX cpeacts (cM. MCO 11615)],

MpuMedaHUue — YCTpoCTBO ANS NPUMEHEHUS NTEKAPCTBEHHOTO CPEACTBa MOXET GbITh HEOTBEMIEMON YacThbto
NEepBUYHON YNaKoBKU UMK YKYMOPKH.

- BeTepuHapHble npenaparbl.

Llenblo HacTosLLero craHaapra siBRsieTca npegocTasneHme Habopa OYHKLUMOHANbHLIX TpebGoBaHMii K
cUcTEMAaM, UCMOMNb3YIOLLMM AeTanbHble CBEAEHUS O NEKAPCTBEHHBIX CPEACTBAX M OTHOLLIEHUSIX MEXAY HUMU C
Lienblo NOAAEPXKN OKA3aHUSI MEAMLIMHCKOM NMOMOLLIN.

M3paHue ocpuuymanbHoe
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2 HopmaTuBHbIE CCbINTKU

B HacrosiLiem craHgapTe UCnonb30BaHbl HOPMATUBHBIE CCbINKM HA crieaylome ctaHaapTol. fina aaru-
POBaHHbIX CCbINOK MPUMEHSIIOT TONMbKO yKa3aHHble u3aanus. [na HeaaTMPOBAHHbIX CCbINOK NPUMEHSIOT No-
cneaHve nsnaHua (Bknodas niobble USMEHEHUS K CTaHaapTam):

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHcopmaTusauus 3ao-
poBbs. iaeHTudukauua nekapCcTBEHHbIX CPEACTB. DNEMEHTbI JAHHBLIX U CTPYKTYPbI A1 YHUKANbHON NAEHTK-
dukaumm n odmeHa nHdopmaLmen 0 perncTpupyembliX NeKkapcTBEHHbLIX CPEACTBAX)

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated pharmaceutical product information (UHdopmaTusa-
uus 380poBbA. MiaeHTudUKaUMA nekapCcTBEHHbIX CPEACTB. DNeMeHTbl AAaHHbIX U CTPYKTYPbI AN YHUKANbHOW
naeHTucukaumumn n obmeHa nHcdopmaumeit 0 perucTpupyeMbIX NieKapCTBEHHbIX Npenaparax)

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of regulated information on substances (MHcopmaTusaumsa 3noposbs.
UaeHTudukaumsa nekapcTBeHHbIX CPEACTB. ONEMEHTbI AaHHbIX U CTPYKTYPbI ANA YHUKANbHON naeHTuduka-
Lumn 1 obMeHa nHdopmaumeii 0 perucTpupyemblix chapMaLeBTUYeCcKUX CyOCTaHUMAX)

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 (MHbopmaTusaumsa 3goposbsa. aeHTudukauma nekap-
CTBEHHbIX CPEACTB. ONEMEHTbI JaHHbIX U CTPYKTYPbl ANsl YHUKANbHOW uaeHTudukauum n ooMeHa uicdopma-
uuen o perucTpupyembix chopMax 103UPOBKU, EANHULAX NPEACTABINEHUs, NyTAX BBEAESHUS 1 YNAKOBKE)

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of units of measurement (MHdopmaTusauma sgopoBba. MaeHTuduka-
LUUA NeKapCTBEHHbIX CPEACTB. ONEMEHTbI AAHHbIX U CTPYKTYPbI ANS YHUKANbHON uaeHTudukaummn u obmeHa
nHdopmauuen 06 eauHULIAX U3MEPEHUST)

ISO/TS 16791, Health informatics — Requirements for international machine-readable coding of
medicinal product package identifiers (MHpopmaTusauua 3nopoBbs. TpeboBaHUA K MEXAYHAPOAHOMY MalLLu-
HOYMTAEMOMY KOAMPOBAHWIO MAEHTUMKATOPOB YNAKOBOK NEKapCTBEHHbIX CPEACTB)

ISO 17523, Health informatics — Requirements for electronic prescriptions (MHchopmaTusaumsa sgopo-
Bbs1). TpeOOBaHUS K ANEKTPOHHbLIM peLentTam

3 TepMmuHbI 1 onpeneneHus

B HacToAwWeM cTaHaapTe NPUMEHEHbI TEPMUHLI C COOTBETCTBYIOLLMMU ONpeaeneHnsIMu:

3.1 npumeHeHnue (administration): deicTBnua no (CamMmOCTOATENbHOMY) NMPUMEHEHUIO (HAa3HAYEHHOTO)
NeKapCTBEHHOIO CpPeacTBa MaUMEHTOM C UCMONb30BaHMEM cnocoba BBEAEHUSI Yepe3 onpeaeneHHbln NyTb
BBEAEHWA, a TaKkKe perncTpauns COBEPLUEHNS TAKOro AENCTBUA B ONPEAENEHHYI0 A4aTy U BpeMS.

3.2

cnoco6 npumeHeHus (administration method): O6wwmii cnoco®, KOTOPbIM NEKAPCTBEHHbIN Npenapar
cneayeT NPUMEHNATb K NaUWEHTY.

lNMpumepb! — Annnukayus, UH2ansyus, UHLEeKUYUs.

Mpumedanune 1— Cnocob npumMeHeHUs — 3To OBLUMIA TEPMUH, MCMONB3YyEMBIA ANSA FPYNNMUPOBKN CBA3AHHbIX
NOHATUIA O 103MPOBaHHLIX NIeKapCTBEHHbIX (POpMax U He NpefHasHa4YeHHbIA ANA onUcaHusa To4HOro cnocoGa unv nyTu
BBEfleHUs NeKapCTBEHHOro cpeacTaa.

[UCO 11239:2012, nyHkT 3.1.3]
33

YCTPOMCTBO ANA NPUMEHEHUA riekapcTBeHHOro cpeactia (administration device): Uspenue, npea-
HasHa4YeHHoe ANs NPaBUNbLHOIO NPUMEHEHUSA NEKapCTBEHHONO CPeacTBa.

lMpumepbl — Annnukamop, uana, opanbHbLI wnpuy,.

MpumevyaHmne 1 — YcTpoidcTBO ANsi MPUMEHEHMNS NIEKAPCTBEHHOMO CPeACTBa MOXET BbiTk HEOTBEMIIEMON Ya-
CTb0 NEePBUYHOIA YNAKOBKN UMK YKYTIOPKM.

[UCO 11239:2012, nyHkT 3.1.2, C U3MEHEHMsIMH]
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34

aTpuoyT (attribute): Xapakrepucruka o6bekra unu cyujHOCTH.

n pumMmedaHue 1 — B KoHTeKkcTe HacToAwero craHgapTta: KOHKPETHAA XapaKTepucTuka aneMeHTa jaHHbIX.

[MCO/M3K 11179-1:2015, nyHkT 3.1.1, C U3mMeHeHusimu]

3.5 sapernctpupoBaHHoe cpeactBo (authorized product): JlekapcTBeHHOE CpeaCTBO, MMeloLLee pe-
rMCTPaUUOHHOE YAOCTOBEPEHUE.
3.6
nousaTue (concept): Eannuua sHanumn, o6pasoBaHHas yHMKanNbHbIM COMETAHUEM XapaKTEPUCTHK.
[MCO 1087-1:2000, nyHKT 3.2.1, C MU3MEHEHUAMU]

3.7

KOHTEKCT (context): CBsi3aHHbIE YCNOBUA U CUTYaLUK, KOTOPbIe 06eCcneynBaloT NoaxoAsLIee NoHMMa-
HUE U 3HaUYEeHue cybbekTa.

[UCO/TP 17119:2005, 2.4]

3.8

AaHHble (data): Mogaaroweeca MHOTOKPaTHON MHTEPNpPEeTaumMu npeacrasneHune nidopmauum B op-
ManuM3oBaHHOM BWAE, NPUTOAHOM AN Nepeaayu, uHrepnperauumn unu o6pabotku.

[MCO/M3BK 2382:2015, nyHKT 2121272, C U3MEHEeHUAMMU]

3.9

OTNYCK FiekapcTBeHHbIX cpeacTs (dispensing): Mpouecc, B KOTOPOM UHAWBUAYASBHLIA MOCTABLLMK
MEeMULMHCKOM MOMOLLM NMPUHMMAET peuenT, OLUeHUBaeT peuenT, noadupaeT Ha3Ha4YeHHoe nekapcTBeHHoe
CpeacTBO M BblAAET AAHHOE NeKapCTBEHHOE CPEACTBO CyObEeKTY MEAULIMHCKOM NOMOLLM UK ero npeacra-
BUTENIO.

MpumedvyaHune 1—B GonblUMHCTBE Criy4aeB, HO He BCera, TakUM UHAUBUAYANBHLIM MOCTABLLMKOM MeAULINH-
CKOI MOMOLLY ABMAETCA hapmaLeBT.

[I[HE Pharmacy — Technical Framework Specification]

3.10 3anuckb 06 oTnycke nekapcTBeHHOro cpeactsa (dispense record): 3anucb 06 OTNYLWEHHOM ne-
KapCTBEHHOM CpPeACTBE W NPOLECCe OTMycKa.

MpumedaHne 1 — MHdopmaums ob oThyLLEHHOM fleKapCTBEHHOM CPefCTBe BKtoUaeT B ceba ngeHTudgmkaro-
pbl, TOProBOe Ha3BaHue, TuM, opMy, KONUYECTBO U Np. hakTUYeckn OTMYLUEHHOro fiekapCTBEHHOro cpeAcTBa. 3anuch O
npoLiecce OTNycka BKIOYaeT B ceba cBefjeHns o cnocobe focTaBku, faTy OTMycKa, aeHTudKKaLuio nonyyarens (ecnu
3T0 He cyObeKT MegULMHCKOM NOMOLLM) M OTMycKatoLero fuua. Takke B TaKOW 3anmcy MoXeT ObiTb NpefycMOTpeHa BO3-
MOXHOCTb perncTpaLmu KOMMeHTapueB Npu OLEHKE PeLienToB.

3.1

ornyckarouwee nuuo (dispenser): MeguumHckuii paboTHKUK, OTBETCTBEHHbIN 3a NpeaocTaBneHune / oT-
MyCK NeKapCTBEHHbIX CPEeACTB MO peLenTam.

MpumMmedyaHune 1— OTNycKaroLMM NULOM 0BbIYHO ABMAETCS hapMaLeBT, HO B COOTBETCTBUU C MECTHOIA topuc-
AVKUMen um MoryT BbITe Apyrue nuua.

[MCO 21549-7:—, nyHKT 3.5, C U3MeHeHUsIMU]
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3.12

nekapcTBeHHas ¢popma (dose form): dusnyeckan popma nekapcTBEHHOIO CPeACcTBa, B KOTOPOM CO-
Aepxarcsa AeiCTByOLLEee BELLECTBO (BELLeCcTBa) U/Mnu BCnomoraTensHoe BeLecTso (BeLeCcTsa), npeaHa-
3HaYeHHble ANs nepefayvn nauueHTy.

MpumevyaHue 1 — [Jo3npoBaHHas NnekapcTBeHHasi hopMa MOXET 0603HayaTb BBOAWUMYIO NEKapCTBEHHYHO
¢opMy UM ynakoBaHHyto NekapcTBEHHYIO POpMY B 3aBUCUMOCTY OT ONUCLIBAEMOro CPeACTBa.

[MCO 11616:2012, nyHkT 3.1.10]

3.13

ANeKTPOHHaA MeauumHckasa kapta (Electronic Health Record), MK, (EHR): Jlornueckoe npeacras-
NeHne nHAopMaLMmM 0 COCTOSTHUM 340POBbS CyObeKkTa MEAULIMHCKON NOMOLLY UMK COMYTCTBYOLLEN UHAOP-
Mauum.

[MCO 18308:2011, nyHKT 3.20, C U3MEHEHUAMMU]

3.14

CYWHOCTBb (entity): PaccmaTpuBaeMblii KOHKPETHBIA UM abCTPaKTHLIA NpeaMeT UHTepeca, BKNo4as
OTHOLLIEHUS MEXAY NpeMeTaMu.

[MCO/M3IK 2382:2015, nyHkT 2120770]

3.15

unpgentTudukaropsl (identifiers): NMocnegoBarenbHOCTL CUMBOSOB, MNO3BONAOLLAA O4HO3HAYHO MAEH-
TudUUMpoBaTh YTO-NMBO, C YeM OHa CBsi3aHa, B npeaenax 3agaHHOro KOHTeKcTa.

[MCO/MOBK 11179-1:2015, nyHkT 3.3.1, C U3BMEHEHUAMU]

3.16 nepBuyHasa ynakoBka (immediate container): HenocpeacTtBeHHaa ynakoBka, B KOTOPOM coaep-
YKUTCS NPOU3BEEHHbIN NPOAYKT UMK JIeKapCTBEHHLIN Npenapart U KoTopas UMeeT C HUM HEMNOCPeACTBEHHbII
KOHTaKT.

Mpumepni — Amnyna, ¢hriakoH, npedeapumerbHO 3anosiHeHHbIl wnpuy, 6aHka, 6nucmep.

MpumMmevyaHue 1 — MepBuyHas ynakoBka MOXET GbITh BNOXeHa B YCTPOACTBO AN NPUMEHEHWUS UMK B YKYNOPKY
TGO MHTerpupoBaHa ¢ HUMM.

MpumedyaHune 2 — Ponb NepBUYHON YNaKoBKU MOXET BbINONHATLCA [O3UPOBAHHON NEeKapcTBEHHON DOPMOIA.
MpuMepoM MOXET CRyXXMTb Kancyna ¢ MOPOLUKOM AN MHransuun. B aTom cnyyae Kancyrna He SiBRsieTCA YNakoBKOM.

MpumedaHune 3—AnsTepHaTUBHOE COBMECTUMOE onpefeneHne nepBuyHoi ynakosku («immediate packaging»)
npusegeHo B Aupektuse 92/27/EEC.

3.17

uccnegyemoe rnekapcrteeHHoe cpeacTBo (Investigational Medicinal Product): JlekapctseHHas ¢op-
Ma akTMBHON cyGcTaHuuu unu nnauebo, uccnegyemble UM UCMONb3yemble B Ka4eCTBE KOHTPOSbHbIX B
KIIMHUYECKOM MCCNnefoBaHWK, BKIOYAs NeKkapcTBEHHblE CPeAcTBa, UMEIOLUME perncTpauuoHHoe yaocTo-
BEpeHue, HO UCMOoNb3yemble CnocoboM, OTIMYHbLIM OT 3aperMcTpUpPOBaHHON (HOPMbI; UCMONb3yeMble Ans
noKasaHWi, He BKIIOYEHHbIX B PETMCTPALMOHHOE YAOCTOBEPEHUE UMK UCTOSNb3yEMbIE AN MOMNyYeHUs A0-
NOMHMTENBHOW MHDOPMaLIMK O 3apErMCTPUPOBAHHON opMe.

[MCO 11615:2012, nyHkT 3.1.28]
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3.18

uaeHTUdMKaTop MUccriegyemoro rekapcrtBeHHoro cpepcrtea (Investigational Medicinal Product
Identifier): YHukaneHblil UAEHTUUKATOP, NPUCBOEHHbLIN UCCNEAYEMOMY NEKapCTBEHHOMY CPeACTBY B [0-
MOMHeHne K NioBoMy UMEIOLLEMYCA MAEHTUMDNKATOPY, HA3HAYEHHOMY YNONHOMOYEHHBIM OPraHOM NO peru-
CTpauumn NeKapCTBEHHbLIX CPEACTB B IOPUCANKLIMKA UNKU CMOHCOPOM KITMHUYECKOTO UCCNEA0BaHUS.

MpumedaHue 1 — TOT MAEHTUUKATOP NpefHasHa4YeH ANs Leneit yyeta 1 Ans noBbileHust GesonacHocTy
naumeHTa, NOCKONbKY ¢ ero MOMOLLbH MOXHO OfHO3HAYHO MAEHTUDULMPOBATL NeKapCTBEHHOE CPEACTBO MO BCEMY
MUPY.

[MCO 11615:2012, nyHkT 3.1.31]

3.19 6a3a 3HaHui (knowledge database): Cucrema, B KOTOPOI 3HAHMS NO KOHKPETHOW TeMaTuke cchop-
MYNMpPOBaHsl B BUAE Habopa feKknapaTuBHBIX YTBEPXKAEHUNA, MepapXuyYeckoin opraHu3aLumu Takux yTeepxae-
HWUIA N OTHOLLEHUA MeXAY AeKNnapaTUBHLIMU YTBEPKOEHUAMU U KOTOpAs CNyXXUT OCHOBOW ANsi CUCTEM noa-
OEePXKU NPUHATUS PELLEHWIA.

3.20

Brnagerewy permctpaumMoHHoOro ynocropepeHus (marketing authorization holder): Opranusauus, no-
NyYMBLIASA PErUCTPALIMOHHOE YAOCTOBEPEHUE NEKAPCTBEHHOIO CPeACTBa B KAKOW-NMBO IOPUCANKLIMK.

[MCO 11615:2012, nyHkT 3.1.41]

3.21

HOMep perucTpauumoHHOro yaocrosepeHuss (marketing authorization number): MaeHnTudmkarop,
NMPUCBOEHHbLIN NEKapCTBEHHOMY CPEACTBY YMONHOMOYEHHbIM OPraHOM MO PErucTpauum neKkapcTBEHHbIX
CpeacTB.

[MCO 11615:2012, nyHkT 3.1.42]

3.22 nekapcTBeHHble NOHATUA (medication concepts): ®opmanbHble onpeaeneHus, onUChiBaroLme
neKapCTBEHHbIE CPEeACTBA C TOYKW 3PEHUSI X XapaKTEPUCTUK U OTHOLUEHUN C APYTUMU NOHATUSAMU.
3.23

UCTOPUA NeKapCTBEHHbIX Ha3HayeHun (medication history): Peructpauusa xapaktepucTuk HasHa-
YEHHOro/oTNyLLEeHHOro/BbiAaBaeMoro 6e3 pelienTa nekapcTBEHHONO cpefcrea (MaeHTudukaums, Topropoe
HasBaHue, Tun, popma, KONNMYECTBO, AO3MPOBKA U NP.); TAKas UCTOPUSI COAEPXUT CBEAEHUA O NIEKapPCTBEH-
HbIX CPeAcCTBaX, KOTOPbIE BCE €LUe NPUHUMAIOTCS, a TaKkKe O NEKAPCTBEHHLIX CPEACTBaX, MPUMEHEHMWE
KOTOPbIX Y€ NpeKpaLLeHo.

[IHE Pharmacy — Technical Framework Specification, ¢ usmexnenusimu]

3.24

nekapcrTeeHHoe cpeactTeo (medicinal product): BewuecTBo unu coueraHue BeLECTB, KOTOPbIE MOMYT
ObITb NPUMEHEHDbI K MIOAAM (MNU XXMBOTHLIM) AN fevYeHuss unu npodunaktukn 3abonesaHuil, ¢ LENbIO
NPOBEAEHUS MEANUMHCKOW AWArHOCTUKU WM st BOCCTAHOBIEHUSI, KOPPEKLUUU UNKU u3MeHeHusi pusmno-
nornyeckux OyHKUUN.

MpumevaHune 1 —/JlekapcTBeHHOE CPeACTBO MOXET coepxaTb B cebe oauH unn Gonee nponssegeHHbIX Npo-
AYKTOB Unu oguH unu 6onee nekapcTBEHHbLIX Npenaparos.

MpumMmeyvaHue 2— B onpegeneHHbIX OPUCAUKLUAX NEKAPCTBEHHOE CPECTBO MOXET TakKe ONpeaesATLCH Kak
ntoboe BeLECTBO UMK COMETaHNE BELLECTB, KOTOPbLIE MOTYT UCMOMNbL30BaTLCS A5 MOCTAHOBKN MEAWULMHCKOrO AWArHo3a.

Mpumevyanue 3 — JlekapctBeHHoe cpeactBo MPID XXXX87456 Slaapdiep tablet/Slaapdiep20 mg tablets
National umeeT Ha3BaHue, npefHa3Ha4YeHHOe AN KOHKPETHOW IOPUCAMKLUM (HOMEP KoAa NpUBEAEH NULLIL B BUAE NpU-
Mepa 1 He SBNAETCA peanbHbIM WAEHTUDUKATOPOM).

[MUCO 11615:2012, nyHkT 3.1.49, C uUameHeHnsaMU]
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3.25 cuctemMa BeaeHUs CNpaBOYHMKA FekapcTBeHHbIX cpeacTB (Medicinal Product Dictionary
System): Cucrema, cneuuansHO npefHasHavYeHHas ans nogaepkku NpoueccoB Ha3Ha4YeHUs, OTNycKa u Npu-
MEHEHUSA NnekapcTB B CUCTEME 3/1paBOOXpaHeHus1, obecnedunBas TOMHOE NepeuncneHne, onMCaHue U NaEHTU-
hukaumio nekapcTBeHHbIX CPeCTB.

3.26

uaeHtudukarop nekapcreeHHoro cpeacrBa (Medicinal Product Identifier): YHukanbHbln naeHTtu-
dukarop, NPUCBOEHHBIN NEKAPCTBEHHOMY CPEACTBY B AONOMHEHUE K NMIODOMY MMEIOLLEMYCA HOMEPY perun-
CcTpauum, HA3HA4YE€HHOMY YNONMHOMOYEHHbIM OPraHOM.

MpumeyvyaHune 1 — ITOT AeHTMDMKaTOP NpeAHa3HaqYeH ANA Lenei yueta n Ans noBblleHUs 6e3onacHocTu
nayueHTa, NOCKOMNbKY C €ro NOMOLLbIO MOXHO OAHO3HAYHO MAEHTUULMPOBATL NIEeKapCTBEHHOE CPEACTBO NO BCEMY

Mupy.
[UCO 11615:2012, nyHkT 3.1.50]

3.27

uageHTUdUKaTOp ynakoBKu nekapcreeHHoro cpeactea (Medicinal Product Package Identifier): YHu-
KanbHbIW AEHTUPUKATOP, NPUCBOEHHDLIN YNAaKOBAHHOMY NEKapCTBEHHOMY CPeACTBY B JONOMHEHUE K Nio-
6oMy MMEIoLLIEMYCH HOMEPY PErucTpaLum, Ha3HaYEHHOMY YNOSTHOMOYEHHBIM OPFraHOM MO PErynupOBaHUIO
NEeKapCTBEHHbIX CPEACTB B IOPUCAUKLIMMK.

MpuMmevyaHue 1— IToT uAeHTUDUKATOP NPeAHA3HAYeH ANA Uenei yyeTa U Ans NoBhilLeHUs1 Ge3onacHocTu
naLuueHTa, NOCKOMbKY C €r0 MOMOLLBI0 MOXHO OAHO3HA4YHO WAEHTU(ULUMPOBATL NeKapCTBEHHOE CPEACTBO BO BCEM
Mupe.

[UCO 11615:2012, nyHkT 3.1.52]

3.28

ynakoBaHHoOe nekapcrBeHHoe cpeacTBo (packaged medicinal product): JNlekapcTBeHHOe cpeacTso
B KOHTEMHEpe, ABMALWEMCS YacTbl0 YNAKOBKM M NpeAHa3HAa4YeHHOM ANS NpefoCTaBlieHusl UNu NpoaaXm
neKapCTBEHHOTO cpeacTaa.

[MCO 11615:2012, nyHkT 3.1.57]

3.29 ucnonb3oBaHue BHe 3aperucTpupoBaHHbIX nokasaHum (off-label use): MpumeHeHne nekap-
CTBEHHOrO npenapara no Hes3aperucTpPUPOBAHHLIM MOKAa3aHUSM, ANS HEe3aperMCTpUpPOBaHHON BO3PACTHOM
rpynnel UMW B HE3APErMCTPUPOBAHHON A03MPOBKE NMOO C UCMONb3OBAHUEM HE3APErMCTPUPOBAHHOIO MYTHU
BBEAEHUSA.

3.30

nekapcTBeHHbIW npenapar (pharmaceutical product): KauecTBeHHasi u kONMYeCTBEHHAsA KOMMO3MLUA
neKapcTBEHHOro CpeacTBa B 403UPOBAHHON hOPME, pa3peLleHHON K MPUMEHEHUIO YNONTHOMOYEHHbIM Op-
raHOM U YKa3aHHOI B COOTBETCTBYIOLLMUX JOKYMEHTAX PETMCTPALIMOHHOIO AOCKE.

MpumevyaHue 1 — JlekapCTBEHHOE CPEACTBO MOXET COAEPXKaTb OAWH UMW HECKOMbKO NeKapCTBEeHHbIX
npenaparos.

MpuMevyaHue 2 — Bo MHOTUX CIlyyasix flekapCTBEHHbIN npenapaTr WAeHTUYeH Npou3BegeHHOMY MPOAYKTY.
OnHaKo ecTb NpUMepbI, Koraa NpousBefeHHbI NPOSYKT NpeTepreBaeT Npeobpa3oBaHne 40 NPUMEHEHUS K NalyeHTy
(B Ka4ecTBe NlekapcTBEHHOro Npenapara), U TorAa OH He TOXAECTBEHEH NekapCTBeHHOMY npenapary.

MpumevyaHune 3 — Hanpumep, nekapcTeeHHblii npenapat PhPID: L4M456897456123 Sweetopam 20mg
tablet (Homep Kofa npuBefeH NULLbL B BUAE NpUMepa U He ABNAETCS peasibHbIM UaeHTUUKaTopoM).

[MCO 11616:2012, nyHkT 3.1.19, C UBMEHEHMAMU]

3.31

uaeHTUdUKaTop NnekapcTeeHHOro npenapara (pharmaceutical product identifier): Mmo6anbHbIN yHK-
KanbHbI MAGHTUdUKATOP NekapCTBEHHOrO npenapara (npenaparos).

[MCO 11616:2012, nyHkT 3.1.22]
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3.32

cdapmakoHapnsop (pharmacovigilance): MNpouecc n Hayka npoBeAeHUMs MOHUTOpPUHra Ge3onacHocTu
NeKkapcTB U NPUHATUA MEP NO CHUXEHUIO PUCKOB U MOBbLILLIEHUIO 3PMPEKTUBHOCTU NPUMEHEHUS NEKAPCTB.

[MCO 11615:2012, nyHkT 3.1.59, ¢ U3BMEHEHUAMH]

3.33 HasHauenue (prescribing): MNpouecc cosgaHua peuenta.

3.34 peuenrT (prescription): Co3gaHHOe yNONHOMOYEHHbIM MEAULUMHCKUM PabOTHUKOM YKazaHue OTmny-
CKaloLLeMy areHTy O NpUroToBREHUN U MPUMEHEHUW NEKAaPCTBEHHOIO CPeACTBa UMK YCTPOMCTBA NPUMEHEHUS,
noanexaiiero npuemy Unm Ncnonb3oOBaHUo Cy6bEKTOM MEAULIMHCKOWM NOMOLLM.

MpumedaHue 1 — PekoMeHayeTca usberaTe UCMOL3OBAHUS OfMHOYHOMO TEPMUHA «PELLenT», Tak Kak B pas-
FOBOPHOM Pe4n OH UCMOBL3YETCS NPOU3BOIBHO A5t 0603HAYEHUSA OAHOMO U3 CrEAYIOLMX TEPMUHOB: HOBOE COOGLLEHNE O
Ha3Ha4YeHUW, KOMMIEeKC Ha3Ha4YeHUi 1 oTAeNbHOe HasHa4eHWe. Kpome Toro, oH UcmornbayeTes Ana o603HaveHnst GnaHka
pelenTa. PekoMeHAyeTcs B HEOBXOAUMBIX CrydasiX NPUMEHsATL TEPMUHBI: KOMMIEKC HasHaYeHUM, HasHavYeHWe W HoBoe
coobLLUeH1e 0 HasHa4YeHNH.

3.35 nekapcTBeHHOe cpeaCTBO, OTNycKaemoe no peuenty (prescription product): AGCTpakTHbIN ypo-
BEHb ONMUCaHWA NEKapCTBEHHOMO CPeACTBa, COAepXKaLLMii areMeHTbl NPONUcK nekapcTea Ha 06LLEM YPOBHE,
HeobxoanMble Ansi OTMyCcKa NOAXOASLLEro nekapcTea.

Tpumep — Aapo3sone Salbutamol, dosupoeka 100 mxa 200 do3 volumatic. [Jo6aeneHue «volumatic» omcym-
cmeyem 6 JleKapCmeeHHOM fpernapame, HO OHO HeO6XOOUMO 6 onucaHuU HasHa4YyeHHo20 npenapama, Ymobbl
nokasamb, ymo umMeemcs e eudy npenapam ¢ ucrnosnb3o8aHuem creticepa «volumatic» (a He, K npumepy, uHaa-
namopa «autohaler»).

MpumeyaHune 1—YpoeHb abecTpakunu, HeoGxoaUMbIA 415 06LLEN NponucK, MOXET BapbUpOBaTLCS B 3aBUCK-
MOCTU OT YCNOBUIA OKasaHUs MELWULMHCKO NOMOLLM.

3.36

kayecTBO (quality): CTeneHb, B KOTOPOJ BCe CBOWCTBA WM XapaKTEPUCTUKM NPOAYyKTa, npouecca unu
yCryru yaoBneTBOPAOT TpeOOBaHWAM, UCXOAALWMM U3 LENW NPUMEHEHWA AAHHOMO MpoAykTa, npouecca
UM ycnyru.

[MCO 9000:2015, nyHKT 3.6.2, C UBMEHEHUAMM]

3.37

pedrepeHTHas akTMBHOCTB (reference activity): AKTUBHOCTb CyOCTaHUMM W/UNK KOHTPONUPYEMOI CyO-
CTaHuuu, MCNonb3yemasi B Ka4eCTBe 3TanoHa, Mo OTHOLLEHUIO K KOTOPOMY ONpeAensieTcsa akTMBHOCTb UC-
CrneayemMoro Unu 3aperucTpupoBaHHOIO NEKapCTBEHHOIO CpeacTea.

MpnmeyaHune 1 — Ecnv akTUBHbIA UHrpegUeHT UMeeT opMy COMW WnK rugpata, To pedepeHTHasa aKTuB-
HOCTb MOXET ObITb BblpaXeHa B TepMUHaX akTUBHOCTW 6a30Boro BeLlecTsa.

[MCO 11616:2012, nyHkT 3.1.26]

3.38

nyTb BBeaeHus (route of administration): MNyTb BBEAEHUA nNekapCTBEHHOrO npenapara B TeNo unu
KOHTaKTa C TENOoM.

Tpumepb! — lMepopanbHbili, sHympueeHHbIU, 8 MosIocme pma, 8 KOHbIOHKMU8aslbHbIl MeWoK a1a3a.

[MCO 11615:2012, nyHkT 3.1.73]

3.39

6e3onacHOCTb (safety): OTcyTcTBME HEAOMYCTUMOIO PUCKA MU ONACHOCTU.
[MCO/M3BK PykoBoactBo 51, nyHKT 3.14, C UAMEHEHUSIMU]
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3.40

aKTUBHOCTb [kOnnuecTBeHHbINU cocTaB] (strength [quantitative composition]): Coaepxanue cybcran-
LM UMK KOHTPONUPyemon cybCTaHLMK, BbIPAXKXEHHOE B KONMYECTBEHHOM BUAE HA €AMHULY J03bl, HA eau-
HULY Maccbl unm obbema B COOTBETCTBMU C NEKAPCTBEHHOW DOPMOA.

MpumMmevyaHne 1 — B onucaHun KONMHECTBEHHOro cocTaBa cybcTaHLuMm (CybcTaHLuMin)/KoHTponmpyemoii cy6-
CTaHLMW AN KOHEYHbLIX 3aperncTpupoBaHHbIX/MccnesyeMblX NekapCTBEHHbIX CPEACTB, B 3aBUCUMOCTM OT WX fekap-
CTBEHHbIX (hOPM, HEOBX0AUMO YKasaTb Maccy UM KONU4eCTBO eMHUL BUONOrM4eckoi akTUBHOCTW B pacyeTe Ha eau-
HULY A03bl NN Ha eAUHWULY Macchl UM oBbema Ans Kaxaoi cyGCTaHLMKU UM KOHTPOMPpYeMoi cybeTaHLum.

MpumMmevyaHne 2 — CyBcTaHLMM UK KOHTponupyemas cybCTaHLus, CyLecTBYIOLE B BUAE COGANHEHNIT M
NPOU3BOAHbIX BeLLecTB, 0653aTenbHO JOMKHbI GbiTb OnMcaHbl KONMYECTBEHHO C yKasaHWeM o6LUeit Macchl 1, ecrnn 3To
HeoBXOANMO MMM YMECTHO, Macchl aKTUBHOIO KOMMOHEHTa UMW KOMMOHEHTOB MOSIEKybl.

[MCO 11616:2012, nyHKT 3.1.29]

341

cy6cTaHuma (substance): Jlio6oe BeLecTBO GUONOrMYECKOr0, MUMHEPansHOro UM XUMUYECKOTo Npo-
UCXOXAEHUS, CNIOCOOHOE K OTAENbHOMY CYLLECTBOBAHUIO M UMEKOLLEE ONpeaeneHHbli COCTaB.

MpumevyaHue 1 — Cy6eTaHLMM MOryT GbITb MPOCTEIMM, CMeLLaHHBIMKU WU NpUHaANexXaTe K OAHOW W3 rpynn
KOHTpOnMpyeMblx cy6cTaHLmit. MpocTble cyGCTaHLMu ONUCHIBAKOTCA € MOMOLLBI0 MUHUMANBHO AOCTaTOMHOMO Habopa
AMNeMeHTOB AaHHbIX, pas3fieneHHbIX Ha NAT TUMOB: XMMUYEecKUe BelllecTBa, Gerku, HyKMNeWHoBbLIE KUCNOTLI, NONUMeEpI
W CTPYKTYpHO-pasHopogHele cybeTaHummn, CyBeTaHLmMs MOXET NpesCcTaBnsaTe coBoil ComMb, ConbBaT, CBOGOAHYHO KNCIIO-
Ty, cBOGOAHOE OCHOBaHWE WU CMeck CBA3aHHbLIX KOMMOHEHTOB, KOTOPLIE COBMECTHO BbIAEMNEHbI UM CUHTE3UPOBaHI.
Mo BO3MOXHOCTM AOMXKHLI MCMOMNb3OBATLCA TEPMUHONOMUA U ONPEefensAtoLLne XapakTepucTUkN U3 dapmakoneiHbix
cTateil. OnpegensioLine arieMeHTl 3aBUCAT OT TUNa cyBcTaHLmu.

MpuMeyvaHue 2 — OTgenbHOe CyLUECTBOBAHUE 03HaA4AET CNOCOBHOCTbL CyBCcTaHUMK CyLLECTBOBaTL OTAENBHO
oT nto6oit Apyroit cybeTaHumn. CyBcTaHLmMmu MOryT NpeacTaBnsATb coboii XOpoLLO onpeaeneHHbIe BewecTsa, UMelolwe
OnpeAeneHHyo XMMUYECKYIO CTPYKTYPY, CUHTETUYECKUE BeLLecTBa (HanpuMep, CMECU U3OMEpOB), BCTpevaloLwuecs B
npupoae CMECH XMMUYECKUX BELLECTB, UMEIOLLMX OnpeAeneHHble MOTIEKyNsipHble CTPYKTYpLI (HanpuMmep, KOHBbIoraTh
3CTPOreHoB), BellecTBa, NPOU3BEAEeHHblE U3 pACTEHUM, XXMUBOTHLIX, MUKPOOPraHU3MOB UMM HEOPraHMYEcKoro Belle-
CTBa, XMMWYecKasi CTPYKTypa KOTOPbIX MOXET ObiTb HEM3BECTHOW WNW TPyAHO onpeaensiemoil. CyGcTaHUust MoXeT
npefcTaBnaTe coboii conb, conbaart, cBOGOAHYI0 KUCMOTY, CBOGOAHOE OCHOBaHWE U CMECh CBA3aHHBIX KOMMOHEHTOB,
KOTOpPblE COBMECTHO BbIfl€NEHbl UM CUHTE3UPOBAHHI.

[MCO 11238:2012, nyHkT 2.1.58]

3.42

TepMmuH (term): O6o03HaYEeHUe onpeaeneHHOro NOHATUSA B cneunanbHOM A3bIKE NMPU NMOMOLUM S3bIKO-
BbIX BbIPaXKEHUN.

[MCO 1087-1:2000, nyHKT 3.4.3, C uU3aMeHeHusAMM]

3.43

TepMuHonornyeckana cuctema (terminological system): YnopsgovyeHHaa COBOKYNHOCTb MOHATUN, rae
Kakgoe noHATue 0603HayaeTcs TEpMUHAMMK, CIIOBaMM UINW BblPaXXeHUAMM

[MCO/MO3BK 11179-1:2015, nyHkT 3.2.25, ¢ uameHeHusimu]

3.44

eauHuua usmepenums (unit of measurement): [lecreutenbHaa ckanapHasa BenumuuHa, onpeaeneHHasn
W NPUHATAs MO COrNAaLLEHUIO, C KOTOPOW MOXHO CpaBHMTL NOOYIO APYryl0 BEMMYMHY TOTO e poaa U Bbipa-
3UTb UX OTHOLLEHWE B BUAE YUCTa.

MpumeyaHue 1 — B 3aBUCUMMOCTM OT XapakTepa CTaHAAPTHON WKanbl BbIpaXeHne eAUHULILI UBMEPEHUA MO-
XET NpefcTaBnATb NMM60 pu3nyeckyro euHNLY N3MEepPEHUs, CBA3aHHYI0 C CUCTEMOW BENUYUH (HampuMmep, eanHULbI

CH), nubo Npou3BonbHO OMNpeferneHHyo efUHALYY U3MEPEHUs!, KOTOpas MOXET OTHOCUTLCS K OnpefeneHHOMy CTaH-
AapTHoMy o6pas3lly, METOAUKE M3MEPEHUSI, MEPE MaTepuana unu Jaxe K ux KoMGuHauusim.

[MCO 11239:2012, nyHkT 3.1.27]
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3.45

eavHvua npeacrasneHus (unit of representation): AuckpeTHbIN UCUUCNSIEMBI OGBLEKT, CRyXaLuui
Ana NpeAcTasneHun akTMBHOCTU UMW KOMMYECTBA NEKapCTBEHHOTO Npenapara nubo Npou3BeaeHHoro npo-
AyKTa U UCNOMb3yeMbI B TEX CIy4asX, KOrAa aKTMBHOCTb MMM KONMMYECTBO BbIPAXKAIOTCA B TEPMUHAX K-
3emnnsapa aToro o6bekra.

lpumep 1 — Onucanue akmueHocmu: cnpell «codepxum 100 Mk2 e pacyeme Ha crnipeii» (€OuUHUYa npeod-
cmaeneHus = cnpeli).

lMpumep 2 — OnucaHue Konuvyecmea: ny3sbipek «codepxum 100 Mn e nysvipbke» (eduHuya npedcmae-
NeHUs1 = Ny3bipekK).

Npumevanune 1 — EauHALA NpeAcTaBneHUs MOXET UMETL TO Xe HasBaHue, YTO U ApYroil 3NeMeHT HopMa-
TUBHOrO croBapsl, HanpuMep, 6a3oBasi NiekapcTBeHHas hopMa UMK KOHTENHEP, HO 3TU 1Ba NOHATUSA He 3KBUBANEHTHbI
¥ UMELOT B CNoBape pasHble YHUKarnbHble UAEHTUPUKATOPEI TEPMMHOB.

[UCO 11239:2012, nyHkT 3.1.28, C M3MEHEHUAMU]

4 CokpaleHusi

B HacTosiLieM cTaHgapTe NPUMEHEHBI CNEAYIOLINE COKPALLEHUS:

ADR — adverse drug reaction (HexxenatenbHas peakuus, HP);

CDsSS — clinical decision support system (cuctema noaaepxku NPUHATUSA KIIMHUYECKNUX PELLEHUN);
CEN — Comité Européenne de Normalisation (EBponeiickuit KOMUTET NO CTaHAapPTM3aLuK);

EHR — Electronic Health Record (anekTpoHHan meauuuHckas kapta, SMK);

EHR-S FM — Electronic Health Record — System Functional Model (¢pyHkunoHanbHaa moaenb cucre-
Mbl BEJ€HUS 3NEKTPOHHbIX MeauUmHCKuXx kapT, M CB SMK);

HL7 — Health Level Seven;

ICSR — individual case safety report (u3BewieHne o HexxenatenbHou peakuun, UHP);

IDMP — identification of medicinal products (uaeHTudMKaLUa nekapCTBEHHLIX CPEACTB);

ISO — International Organization for Standardization (MexxayHapoaHasa opraHusauus no craHgaprtusa-
Lun);

SPC — summary of product characteristics (00Laa xapaktepucTuka nekapCTBEHHONO npenapara,
oxnr).

5 NpaHuua mexay cucrtemamu BeaeHun CIIC u IDMP, BcnomorarenbHas
uHcdopmauua ansa co3pgaHusa cucteMmbl BegeHus CIIC n mecTHasa peanusaums

5.1 Mpanuua mexxay cuctemamu CJ1C u IDMP

CtaHgaprtbl IDMP ucnonb3ylotcsl B npoueccax perncrpaumm ekapcTBeHHbIX CPeACTB B ONpeAeneHHbIX
IOPUCAMKLIMSAX U MAKCUMarbHO AeTanu3upylor MHopMaumio 0 nekapcTBEeHHbIX cpeAcTBax. B cucreme Bepe-
Hus CJIC He TpebyeTtca oTpaxarb BCe AeTanu, ykasaHHble B craHaaprax ISO IDMP. B Hee He BKnio4aloTca
noHATUA unu anemenTbl IDMP, KoTOpblE HE NOAAEPKUBAIOT BAPUAHTLI UCMNONL30BaHUs, BXoAsLLME B 06nacTb
npMMeHeHust HacTosiLero craHaapra. Kpome toro, cucrema seaeHus CINC moxer 406aBnsitTb NOHATUSA, Xapak-
TEPUCTUKU U NMONS AAHHBIX, HEOOX0AUMBIE AN MECTHLIX YCNOBUW, HAanpuMep UCTOPUYECKU UaeHTUdUKaTop,
HeOoOXOAMMBIN ANS BEAEHWSA UCTOPUM NEKAPCTBEHHbIX Ha3HAaYeHUii NauueHTa unu ana obecnevyeHnsa aHanmsa
CyLLeCTBYIOLLMX TEHAEHLMIA. OnucaHme B3aumoceasu mexay cucremon CINC n IDMP npuseaeHo B pasaene 6.

5.2 MNpanuua mexay cuctemamu BeaeHusa CJIC u scnoMoratenbHon nHdopmaumuen
AnNA co3naHuAa cucteMsl BegeHus CJIC

KpomMe Toro, HacTosiLumii cTaHaapT paccMaTpuBaeT cuctemy seaenunst CINC B Tom Buae, kak oHa npeana-
raeTcs ConpoBOXAAloOLLEelH opraHusauueii 6onbHMLaM, antekam, nocraswukam MO u apyrum cropoHam. Ans
conpoeoXaeHusi cucrembl BegeHust CIIC moxet notpeboBaTbCa BCNoMorarenbHas uHopmauus, Hanpumep

9



rOCT P 58503—2019

nepeveHb cybCTaHUmMin, nekapcTBEHHbIX POPM M NMyTEN BBEAEHUSA, coaepxaluascs B 6a3ax JaHHbIX, KOTOpble
yKa3aHbl B pyKOBOACTBaxX No BHeApeHuto ctaHaaptos ISO IDMP. 3Tu nepeyHu He BXOAAT B HENOCPEACTBEH-
HbIW cocTaB cucrembl BegeHus CJIC, HO MOryT UCMONb30BaTbLCA, YTOObLI 3a4E€NCTBOBATb AAHHbLIE NOHATUSA B
cucreme seaenuns CJIC.

5.3 Mpanuua mexay cuctemamm CJIC u mecTHOM peanusaumei

Cuctemy BeaeHus CIIC Tpebyercsa kakuM-nubo 06pa3om BHEAPUTL B MEAULIMHCKME, KITMHUYECKUE n/unu
anTeyHble UHPOPMALIMOHHBIE CUCTEMBI, YUTO NPUBOAUT K MECTHOW peanu3auun cuctemol seaeHusa CJIIC. B 3a-
BUCMMOCTU OT NOAAEPXXMBAEMOro BapmaHTa (BapMaHToB) UCNONL30BaHUA Takan MECTHaA peanu3auusa MOXeT
coaepxartb Yactu cucremsl BeaeHusa CIIC. MecrHaa peanu3saums MOXET paccMaTpuBaTbCA Kak peanusauus
byHKUMOHaNbHLIX TpeboBaHuin Kk cucteme BeaeHnsa CIIC npu ycnosum, YTO NOAMHOXECTBO MCNONb3YyeMblX
(PYHKUMNI TOYHO COOTBETCTBYET (PYHKLMAM CaMOn cuctemsbl BeaeHusa CJIIC n TeM cambiM COOTBETCTBYET CTaH-
aapram ISO IDMP. MecTHas peanu3auums MOXET UCTONbL30BaTb cUCTEMyY BeaeHua CIIC cneaytowmm o6pasom:

- OHA MOXET coAeparb OnpeAeneHHoe NOAMHOXECTBO UHOpMaLMmn O nekapcTeax, BXOAALLEN B CU-
cremy Beaenus CJIC;

- OHa MOXET MCNONb30BaTb OMNPEAESNeHHYI0 YacCTb CTPYKTYpPbl (HanpuMep, TONbKO 4acTb CUCTEMbI, OX-
BaTbIBAIOLLYIO NEKapCTBEHHbIE CPeCTBA UIMK NMpenaparhl, HO HE YNaKoBaHHbLIE NEeKapCTBEHHbIE CPEACTBA);

- eCnu AnsA ONpeAeneHHOro BapuaHTa MCnonb30BaHUA Heo6xoauM HaGop 3ANEMEHTOB, OT/IMYHBLIN OT
TOro, YTO onpeaeneH B cucreme sefeHna CIIC, To NpU MECTHON peanusaunun MOXHO NPUMEHATL AOMNONHKU-
TenbHbIE 3NEMEeHTbI, MO3BONSIOWLME co3aaBaTb COOCTBEHHOE NpeacTaBneHne onpeaeneHHoro Habopa ane-
MEHTOB, He06xo,qu0e ANA KOHKPETHOro BapuaHTa UCnonb30BaHUA.

5.4 Conepxanune cuctem CJIC B TepMMHaX oxBaTa feKapcTBEHHbIX CpeacTs

B TepMuHax oxBara rnekapcTBEHHbIX CpeAcTB cucteMma seaeHun CIIC gomkHa coaepaTb CBeAEeHUA
060 BCex 3apermcrpmpoBaHHbIX NEKAPCTBEHHBIX CPEACTBAX U MOXET COAEPXAaTb CBEAEHUA O NEKAPCTBEHHbIX
cpeAcTBax, He noanexawumx perucrpauumn (BKoyas akcTemnopanbHble npenapartobl). Peanusaumun cucrem
BegeHus CIIC aomkHbl 6onee TOYHO OMUCLIBATb, CBEAEHUA O KaKUX NIEKapPCTBEHHbIX CPeaCTBaX UMK BEAYT-
CSl U HACKOMbKO MCYEPMbIBAIOLMM SABNSIETCA UX CMIMCOK. YTO KacaeTca 3aperncTpupoBaHHbIX NEKapCTBEHHbIX
cpeacTs, To AnA obecnedeHns rapMoHM3aUmMm U BO3MOXHOTO CO3A1aHUsi OOLLEro 3TanoHHOrO UCTOYHMKA MH-
dopMauuy 0 perucTpupyembixX fneKkapcTBEHHbIX CPeACcTBaxX BCe LLUMPE U Mpe OyayT UCNOoNb30BaTbCsl CTaH-
aaptbl ISO IDMP. BegeHue u conpoBOX4EHWE 3TariOHHOTO UCTOYHUKA MOTYT OCYLLECTBIIAATLCS KOHCOPLMY-
MOM 3aUHTEpPECOBaHHbIX CTOPOH, 06bEANHAIOLLMM, HANPUMEP, YNONIHOMOYEHHbIE OpraHbl, MPou3BoauTenei
6uno/thapmaLieBTMUECKUX CPEACTB M ApyrMe opraHusauuu, obecneumBaiome segeHme tepmuHonorum IDMP.
Hanee npeanonaraercs, 4Yto cucteMme BefdeHusi CIIC Takke AOCTYNHbI BCE MOHSATUSI, XapaKTepPUCTUKK, OT-
HOLLEHWUs!, MOAENW AaHHbIX, MOMA AaHHLIX U COoAEepXaHMe AaHHbIX, onucaHHble B ctangaprtax IDMP. Noka
craHaaptbl ISO IDMP peanu3oBaHbl He NOMHOCTLIO, B cucTeme BeaeHus CJIC, 0oCHOBaHHOM Ha peanu3auum
IDMP, MOryT OTCYTCTBOBAaTb HEKOTOPLIE AAHHbIE, HE OXBAYEHHbIE STOW peanusaunen, Ho UX MOXeT J00aBUTb
opraHu3auus No CONpPOBOXAEHMUIO cuctembl BegeHus CIC.

B yactu saperncTpupoBaHHbIX NEKapCTBEHHbIX CPEACTB NPEANonaraeTcs, Yto B pacnopsikeHuu mme-
IOTCA MAeHTUpMKaTopbl, NPUCBOEHHLIE B COOTBETCTBMM CO cTaHgapramu ISO IDMP. Ons nekapCTBEHHbIX
CpeacTB, oOXBayeHHbIX ctaHgaptamu IDMP, cucrtema Begenua CJIC gomkHa Mcnonb3oBaTb UAEHTUAUKATOPI,
cooTBeTcTByowmne craHaaptaMm IDMP. [Ina noOHATUI, ONUCaHHbIX 3TUMK CTaHAapTamMu, HE PEKOMEHAYeTCcs
co3faBaTb HOBblE MAEHTUMUKATOPLI. ECNK nekapcTBEHHbIE Npenaparbl He oxBaveHbl ctaHaaptamu IDMP, HO
WHpOpMaLMIo 0 HUX TpebyeTca BKNOUMTL B cuctemy BeaeHus CIIC, To B kauecTBe Moaenu sToin uHdopmauum
crneayeT Ucnonb3oBaTk ANEMEHTbI, OnNMcaHHble B ctaHaapTax IDMP. [Ins nekapcTBEHHbIX CPEACTB, HE OXBa-
YeHHbIX ctaHgaptamu IDMP, moryT notpeGoBaTbCA HOBble MAEHTUAUKATOPLI (HanpuMep, uaeHTudukaTop
ynakoBKku), 0CODEHHO B TeX Crnyyasx, korga B COOTBETCTBYOLUMX cTaHgaptax IDMP oTcyTcTBylOT Heobxoau-
Mble AEHTUPULMPYIOLLIME XapaKTEPUCTUKN UMW NOHATUS.

5.5 OnpepeneHue cuctembl BeOeHUs cNpaBOYHUKA NekapcTBeHHbIX cpeacTB (CJIC)

C uenbio Noaaep KM TEX BAPMAHTOB MCNOMb30BaHUA B 00NacTu 34paBOOXPAHEHUS, A€ BaXHYIO posb
urpalot nekapcrtea, cucrtema Befenusa CIIC obecneunBaer eanHoobpasHoe nNpeacTaBneHue MOHATUI, Onu-
CbIBaIOLLMX NeKkapcTea (Habop AeHTMPUKATOPOB) C PasnUYHBLIMWA YPOBHAMK AETanu3auun, 1 3Ha4MMbIX OT-
HOLLUEHWUIA MeXAY NOHATUSMM.

10
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5.6 MpeumywecTea ctaHgapTa

MNoTeHunanbHOE NpPenMyLLECTBO CTaHAapTa k cuctemam BegeHus CIIC 3aknodaeTcs B TOM, UTO QOYHK-
LMOHarnbHbIE TPeBOBaHNA K TAKUM CUCTEMAM YETKO BbIPAXEHbI U OPraHM30BaHbl B DOPME KITOYEBbIX U BCMO-
MOraTenbHbIX Pa3Aernos, a TaKkke B TOM, YTO ONKUCaHbl B3AUMOCBA3M Mexay cuctremamu segenus CIC un apy-
rMMU MeANLIMHCKUMU UHAPOPMALIMOHHBIMK. 3TO NO3BONAET ONPEAennuThb, B KAKON Mepe cuctemsl BeaeHusn CJIC
COOTBETCTBYIOT TpeboBaHuAM, a Takke obecneunTb X (HenpepbIBHOE) pa3BuUTHE, CONPOBOXIEHME U 0TOOP.

5.7 LleneBble nonb3oBatenu ctaHgapTa

LleneBbiMK nonb3oBaTensiMu CTaHAAPTOB K cuctemam BegeHus CIC asnatoTcs:

- pa3paboTynku cucTem,

- CONpOBOXAaKLMii NepcoHan,

- MeauuuHcKue paboTHUKK, HECYLLME OTBETCTBEHHOCTb 3a npuMeHeHune VIKT B cBoel opraHmsauum, Ha-
npumep 3a BbLIOOP, yNpaBneHne NpUnoXKeHAMH,

- Te, KTO OTBEYaeT 3a CUCTEMbI MH(popmaTu3aLuu 340poBbs B CBOEN cdepe.

6 HOSMLIMOHMPOBaHMe cuctem BeaeHnsa cnpaBOYHUKOB JIEKAPCTBEHHbIX
cpeancTB B 34paBOOXpPaHEeHUN

6.1 UcxogHble matepuanbl ana cuctem BegeHus CJIC

Cucrtema Beaenus CIIC obecneunBaet BbIMONHEHME psfa (PYHKUMOHANbHbIX TPEOOBAHWI K MEANLWH-
CKUM U KNMUHUYECKUM UHPOPMALMOHHBIMKU CUCTEMaM, rae oHa ucnonb3yercsa. Cucrema segeHus CIIC Takke
JomkHa obecnevnBarb pasnuyHele TpebGoBaHUA K MHpOpMaLMKU 0 CaMuX NeKapcTBEHHbIX cpeacTeax. Obwas
CTPYKTYpa u nepapxms pyHKUMOHaNLHbIX TPeBOBaHUI K KITMHUYECKUM MH(DOPMALIMOHHBIM CUCTEMAM B3SAThI U3
MexgyHapogHoro craHgapra Health Level 7 Electronic Health Record System Functional Model (EHR-S FM)
(PYHKUMOHaANbHAsA MOAESNb CUCTEMbI BEAEHMS SMEKTPOHHLIX MeanumuHckux kapt, PM CB 3MK), a Takke n3
npou3BoOAHbIX Moaenen n npocdunei. Kpome toro, ®M CB SMK ctumynupyet npumeHeHune dyHkumin, obecne-
ynmBaeMbIX cuctemoni BegeHusi CJ1C. dyHkUMoHanbHbIe TpeboBaHua k cuctemam BegeHusi CJ1IC opraHn3oBaHbl
aHanornyHeiM obpasom. [Ana obecneyeHns naeHTUOUKaLMM NOAXOAALMX pa3aenoB, 3aronoBkOB, PyHKLNIA
u kputepues M CB SMK knroueBble pyHKUMU cuctem BegeHus CIIC aormkHbl ObiTb MAESHTUULMPOBAHLI U
OpraHu3oBaHbl B COOTBETCTBUM C MPOLiecCaMn OKa3aHus MEAULIMHCKON MOMOLLM WU KITMHWYECKOW MPaKTUKK, a
TaKKke C KIMHUYECKUMU UHAOPMALMOHHBIMK cuctemamu. OfHako AaHHasa paboTa He ABNAETCH YacCTblo Ha-
cToAWwmx TexHn4eckux TpeboBaHUI, 38 UCKIMIOYEHUEM TEX CMy4aeB, Koraa ykasaHo MHpopMaLMOHHOe B3au-
MOAENCTBHE.

Cucrema BegeHua CJIC cyuwectByer He cama no cebe, oHa SABNSETCS KOMMOHEHTOM Oornee KpynHom
MEAULMHCKON, KITMHUYECKON U/UNKN anTe4HON MHPOPMALNOHHOW CUCTEMbI, OTHOCALLMMCA K cneuudukaumsam
CUCTEMbI NOAAEMKKM MEAULMHCKUX PEeLUeHU, UCTOPUM NEKAPCTBEHHbIX HA3HAYEHU, CUHTAKCMCa yKa3aHun
no ao3upoBke. Takum 06pa3omM, He0BX0AUMO YETKO PasrpaHUYUTb PYHKLMU, BLINOMHAEMbIE CUCTEMOV Beae-
Hua CJIC, u YHKUMM, BbINOAHAEMbIE MEAMLMHCKOW/ KIMHUYECKOW /anTe4HONn MHAOPMAaLNOHHON CUCTEMOMN,
CUCTEMOMN NOAAEPNKKN MEANLIMHCKNX PELLIEHWUI, NCTOPUMN NEKAPCTBEHHbIX HA3HAYEHUH, CUHTaKcuca ykasaHui
no 403WPOBKE.

OB630p B3aumocBa3ein Mexay cuctemoi seaeHus CJIC, pasnuuHbIMU MEAULUMHCKUMU, KIUHUYECKUMU
W/Unu anTe4YHbIMM CUCTEMaMMU, HOPMaTMBHLIMU TpeboBaHuamu ctaHgaptos IDMP n M CB 3MK nokasaH Ha
pUCYHKe 1, HE NPETEeHAYIOLLEM HA OTODpaXkeHUe BCEX AeTanein Unu BapuaHToB KaXaoro KOMNOHEeHTa.
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PucyHok 1— Cuctema Begerusi C/1C n ctanHgapt MCO/TC 19256 Bo B3avMOCBSI3U
C MeANLMHCKUMWU/KIIMHNYECKMMMW/anTeYHbIMN MHDOPMALMOHHLIMY CUCTEMaMMU,
C LIMK/IOM K/IMHWYECKON MPaKTUKWA W LIMKIOM mpouecca perncTpauum 1ekapcTBEHHbIX CPeacTB

6.1.1 CBsa3b co ctaHgaptamu ISO IDMP

Bo Bcem Mupe ycunusaeTca perynnposaHue obpalieHua nekapcTts. MNMpeacrasBnseTca BaXHbIM yCTaHO-
BUTb €AMHO06pa3Hyl0 MeToA0M0rnI0 (HanpuMmep, 3/IeMeHTbl AaHHbIX, TEPMUHOMNOTMIO N 3TA/IOHHYI0 MOZesb),
obecneunBaloLLyl0 eNHOOOPa3HY0 NAEHTUdUKALUIO NeKkapCTBEHHbIX CPeACcTB BO BCeM mupe. CTaHgapTbl
IDMP npegHa3HauyeHbl ANA O0XBaTa LWWMPOKOro CnekTpa /ieKapCTBEHHbIX NpenapaTtos, He uckawvaa ngeHtndgum-
Kauum MecTHbIX NnpenapaTtoB, NPUrOTOBNIEHHbIX B anTekax, UAeHTU(uKaLnsa KOTopbiX MOXeET 6bITb BbINO/THEHA
Ha OCHOBE MPUMEHEHUS K/OYEBbIX NOHATUIA, B3aMMOCBA3el 1 onpefesieHnin AaHHbIX, ONUCAaHHbIX B CTaHgap-
Tax IOMP.

Mexay HacToAwuMM cTaHAapToM K oyHKuMsam cuctem BegeHusa CJ/IC u ctaHgaptamu ISO IDMP cyuwe-
CTBYIOT crieflylolimne CBA3un:

- Hacrtoawwmii ctaHgapT MCNonb3yeT CYLWeCTBYOLWY TEPMUHOMNOTNIO, NOHATUA W OTHOLWIEHUS, yKasaH-
Hble B cTaHgapTtax ISO IDMP, B yactHocTu, B NCO 11615, NCO 11616 n NCO 11238.

- B HacTosAwem cTaHfapTe npegnofaraeTcs, 4YTO CO3faHne u ConpoBoXAeHne cuctembl BefgeHus CJIC
ocyLlecTBAAeTCA B COOTBETCTBMU C cepueli cTaHgapToB IDMP. B 4acTHOCTMW, AO/DKHbI UCMONb30BaTbCA Cle-
aywouwme ctaHgapTtsl FOMP:

- cybcTaHumsa, nHdopmMaLlms o KOTOpoi cogepxutcsa B cucteme BegeHus C/1IC, fo/mkHa 6biTb onncaHa B
COOTBETCTBUM CO cTaHgapTom MCO 11238. Kpome TOro, A0O/DKHbI MCNO/b30BaTbCA TEXHMYECcKMe TpeboBaHus
K peanusaunun, onucaHHole B NICOAC 19844, n cooTBeTCTBYOLWAA TEPMUHONOTNA. [O/HKHbI NCNO/b30BaTLCA
TEPMUH U NAEHTUUKATOP TEPMUHA;

- NpuMeHsiemMas fnekapcTBeHHas dopma fo/mkHa 6biTb yKkasaHa B cucteme BefeHus CJIC B cooTBeT-
cTBuMn ¢ MCO 11239. Kpome TOro, J0/KHbI UCNOMb30BATLCA TEXHUYECKMe TpeboBaHUA K peannsaumnmn, onmcaH-
Hble B MCOAP 20440, n cooTBeTCTBYtOWAasA TEPMUHONOMNA. [OMKHbI OblTb YKasaHbl TEPMUH U MAEHTUGMKaA-
TOp TEPMUHA;

- 3/1IeEMEHTbl AaHHbIX U eAUHULbI U3MEePEeHNa OO0/KHblI ObiTb yKasaHbl B cucteme BegeHuns CJ/IC B coOT-
BeTCcTBMK C MCO 11240;

- MOHATUA, HEOb6XOoAMMblEe A1 COOTHECEHUA N1IeKapPCTBEHHbIX CPeACTB C NoAXoAAWMM Habopom nAeH-
TUnKkaTopoB nekapcTBeHHbIX cpeacts (MPID), fo/mKHbI 6bITh onpefeneHsl B cucteme sefexHma CJIC B cooT-
BeTcTBUM ¢ NCO 11615;
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- MOHATUSA, HEOOXOAMMbIE ANSA COOTHECEHUS NEKApPCTBEHHbLIX NPEenapaTtoB (3aperMcTPUpPOBaHHLIX) C
noaxoAaaLmMmMm Habopom naeHTuuKkaTopos nekapcTeeHHbIX npenapartos (PhPID), aomkHbl ObiTb ONpeaeneHsbl
B cucreme segenusa CJ1IC B coorsetrctBun ¢ UCO 11616;

- cucrtema Begenus CIIC gomkHa o6ecnevmBatb NOAAEPXKKY CUCTEM 3MNEKTPOHHbLIX PELEnTOB, COOTBET-
creytowmx MCO 17523;

- B cucteme BeaeHus CIIC gomkHbl GbiTb 06€CneyYeHbl CCbINKM Ha MALLMHOYMTAEMOE KOAUPOBaHUE
naeHTUUKaToOpOB YNaKkoBOK fEeKapCTBEHHLIX CPeacTB, onucaHHoe B UCO/TC 16791.

- Hacroswumi ctaHaapT yCMnuBaeT U OrpaHMuMBaeT TEPMUHONOINIO, NOHATUA U OTHOLLUEHUA, onpeae-
neHHble B cTangaprax ISO IDMP, B Toi mepe, koTopas HeobxoaumMa Ansa noaaepxku cucteMoi segeHus CINc
BapuaHTOB UCNOMb30BaHUSA B KIIMHUYECKON NPAKTUKE, NPEAYCMOTPEHHbIX B HACTOAWEM A0KYMeHTE. MoaMHO-
XKECTBO MOHATUM, onpeaeneHHbix B 1ISO IDMP, Bkniovan otobpaxeHue Ha naeHTunkaTopbl, COOTBETCTBYIO-
wue ISO IDMP, orpaHu4eHo noaaepXkon BapuaHToB UCMONb30BaHUA, ONMCAHHbLIX B HACTOALWEM CTaHAapTe.
B HacTosLeM cTaHgapTe npegnonaraeTcs, YTO pasnuyHbie nonb3osBarenu cucrem segeHna CIC moryT umetb
pa3nuyHoe NpefcTaBleHne COAEMKALLMXCS B HUX AaHHbIX, T.€. NPOCMAaTpUBaTh GOMbLUEE UNN MEHbLLEE YUC-
10 XapaKTepUCTUK fieKapCTBEHHbIX CPEACTB B 3aBUCUMOCTM OT TOTO, kKakas aetanu3auus Tpebyerca ana noa-
OepXKKM X BapuaHTa UCronb30BaHMS.

- MNpeanonaraercs, 4YTo BCA COBOKYMHOCTb cTaHaapToB IDMP, Bkniovasn KnioveBble NOHATUA, XapakTe-
PUCTUKN, OTHOLLEHWSA M MOAerNb AAHHbIX, AOMPKHA ObITb NpeacTaBneHa B cucteme segeHus CIC ans noa-
AepXKM MaKCUMarnbHO BO3MOXHOIO KOMMYECTBa BAPWaHTOB MCNONb30BaHWA. OaHAKO, NOCKONbKY BapuUaHT
MCNONb30BaHMA B KIIMHUYECKON NPaKkTUKe HEe TpebyeT TOro ypoBHA cneundM4HOCTH, KOTOPLIN Npeanonaraot
craHgaptel IDMP, cuctema Begenus CJIIC MOXET cogepXkaTb NULb NOAMHOXECTBO PENEBAHTHbLIX NOHATUNA,
XapakTepUCTUK U IMNEMEHTOB [aHHbIX KNoYeBon Mmogenu AaHHbix IDMP. Bo Bcex cnyvasx, Koraa NoOHATUS,
XapaKkTepPUCTUKM UIK anemeHTa AaHHbix IDMP ncnonb3ylotcs B cuctemax seaeHus CJIC, oHn omkHbl ObiTb
MOSIHOCTbIO COBMECTUMbI U YHUDULMPOBAHBI C NPUMEHUMbBIMU TEXHUYECKUMU TPEOOBaHUAMM, BXOAALLUMU B
cocras IDMP. [Ina cneunduyHbIX NOMb30BaTENeN ga)e 3Toro MOXeT ObiTb CAULIKOM MHOTO, NOSTOMY npea-
rnaraetcs UCMonb30BaTh PasHble NPEACTaBNeHNUA NONEN AaHHbLIX ANA Pa3HbIX NOfb3oBaTeENei.

- Peanusauus nOHATUIA, XapaKTePUCTUK, OTHOLLEHUI U SNEMEHTOB AaHHbIX, ONpPeAeneHHbIX B CTaHaap-
Tax IDMP, B cucreme BegeHus CIIC onucbiBaeTca HaCTOALWMM CTaHAAPTOM B Creayiowmx knaccuduumpyio-
Wmx TepMmuHax, «O6s3aH» («Shally) — oGsa3atenbHble noHaTUs, «Cneayer» («Should») — noHATUA, KOTO-
pble CHMTAIOTCA MOSIE3HLIMU UM BAXXHLIMK AN BapuaHTa ucnonb3oBaHusa, «Moxer» («May») — noHaTus,
KOTOpble cunTatoTes HeobsizaTenbHbiMU. MocTaBLmMkmM cucteM BeaeHuss CIIC He AormkHbl co3aaBarb 0MNOr-
HUTENbHbIE UAEHTUUKATOPLI, NEpPeKpbIBalOLLME UAEHTUMUKATOPLI, COOTBETCTBYOLME craHaaptam IDMP,
y)Xe onpeaeneHHble Ana Tex nekapCcTBeHHbIX CPeACTB, KOTOpble oxBayeHbl ctangaptamu IDMP. OgHako ans
naeHTudukaLum npenapaToB, He 0XBaveHHbIX cTaHaaptamu IDMP (HanpuMep, skcTeMnopanbHbiX npenapa-
TOB), Cregyetr UCNONb30BaThb KNKOYEBLIE MOHATUS, XapaKTEPUCTUKU U SNEeMEHTbl AaHHbIX, ONpeaeneHHble B
ctaHgaptax IDMP.

- HeoGx0auMO0 y4uTbIBaTh, YTO B PaA3NUYHbLIX IOPUCAMKLUAX YXKE CYLLECTBYIOT cucTeMbl BeaeHus CJIC,
KOTOpbIE, CKOpee BCEro, A0MKHbI CeA0BaTh MECTHbIM TPEOOBaHUAIM M HAXOAATCA NOA BAMSHWEM NpakTu4e-
CKuX peanusauui. AnAa Takux cutyaumin TexHuuyeckue TpeboBaHus npegycmMaTpuBatlotT TUN CTpaTernm nepexo-
Aa K ucnonb3oBanuto nonoxxeHui ISO IDMP B cucreme Beaenust CIIC B nonHom o6beme. Tem He MeHee, Tex-
HUYECKME YCIOBUSA TAKKe OCTABNAIOT NPOCTOP ANsi ONOSHUTENbHbIX MECTHBLIX TpeboBaHui n MHopmaLmm
O MPUrOTOBNEHHBIX MECTHLIX NEKAPCTBEHHbIX Npenaparax, Ha KOTOpbie He PacnpoCTPAaHAIOTCA Kakue-nubo
TpeboBaHuA perucTpauumu.

6.1.2 CBA3b ¢ MEAULIMHCKUMU/KNUHUYECKUMW/ ANTEeYHbIMU UHPOPMALUUOHHBIMU CUCTEMAMM, CU-
cTemMaMm noaaepXku NMPUHATUA MEAULMHCKUX pelleHUi, NMEeKTPOHHbIMU MeAULMHCKUMMU KapTaMu U
yKasaHusiMu No OO3UPOBKe

Cucrema BegeHua CJIC unu ee mectHas peanusauus SBRSETCA 4acTbio MEAULMHCKON, KNUHUYECKON
n/unu ante4Hon MHPOPMALMOHHON CUCTEMDI. Takas uH(OpMALMOHHAA cucTemMa NPeaoCTaBnAET pasnuyHble
(yHKUMK 1 06pabarbiBaeT pasHbie TUNbl MHopmaumu. C TOUKU 3peHUs NPUMEHEHUA CUCTEMbI BeaeHus CIIC
Hanbonee Ba)HbIMW YaCTSIMU MEAULIMHCKOM, KITMHUYECKOW U/MIM anTeYHON MHPOPMALIMOHHOW CUCTEMDI SIB-
nSTCS, NOMUMO cucTembl Beaenua CINC, nogcucreMa nogaepkku NpUHATUA MEAULMHCKUX PELLEHNIA, NOACK-
cTeMa BeAeHUs ANEKTPOHHBIX MEAULIMHCKUX KapT M noacucteMa, obecnevnBaloLas ykasaHua no AO3UPOBKE.
Ina HasHayeHusa unu OTMycka NPaBUNLHONO Npenapara MeaAULMHCKas/KNMHMYeckas/anteqHaa nHdopmauu-
OHHasi cucTema ucnonb3yer cucremy seaeHus CIIC B uensx uaeHtudmkaummu nekapcrea, noanexalero Ha-
3HAYEHMIO U OTNYCKY, @ TaKoKe UCNONb3YEeT NOACUCTEMY NOAAEMKKM NPUHATUA MEAULMHCKUX PELLEHNIA, CBA3aH-
HYyI0 C cuctemon BegeHua CJIC, B COMETaHUM C NEKTPOHHOM MEAULIMHCKOW KapTON nauueHTa Ana NpoBepku
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6e30nacHOCT 1 aPPEKTMBHOCTN NPUMEHEHUS /IeKapCTBa K 3TOMY KOHKPETHOMY nauueHTy. Yka3aHus no fo-
3MPOBKE WCMNOMb3YTCA B MEAMULMHCKON/KNMHMYecKoi/anTeyHo MHEhOPMaLMOoHHOW cucTeMe Ansi onucaHus
[O3UPOBKM, HAa3HAYEHHOW MauueHTy, W AN NPOBEPKM A03MPOBKM MO AaHHbIM, KOTOPbIMW pacnonaraeT nog-
cucTemMa NPUHATUS MeAULMHCKUX PeLLeHWiA.

6.1.3 CBsA3b ¢ PM CB SMK

B kayecTBe OCHOBbI HACTOALLEro cTaHapTa MCMob30Basach BbileynoMsaHyTas paboTa, nposegeHHas
opraHusauuein Health Level 7 International, a umeHHo, Electronic Health Record System Functional Model
(EHR-S FM) (dyHKUMOHaNbHass MOAENb CUCTEMbI BEAEHUA 3NEKTPOHHbIX MeguuUHCKnx Kapt, ®M CB SMK),
BTOPOI BbIMYCK KOTOPOl/ COAEPXUT CEMb OCHOBHbIX pa3fesnoB (hyHKUMOHasIbHbIX Tpe6oBaHWi K cuctemam
BeJleHVs 3/1EKTPOHHbIX MEAULMHCKUX KapT. STOT OCHOBHOM (PYHKUMOHAN npeAcTaBfieH Ha pucyHke 2 «Pas-
aenbl ®M CB 3MK». Kaxgblli pasgen, npeacTaBeHHbli 0CO6bIM LIBETOM, COAEPXKUT 3aro/ioBKU, OYHKUMAN ©
KpUTEpun COOTBETCTBUSA.

Ob6uwee (0O)
OkaszaHue meguumHckon nomowm (CP)
Moppepxka okasaHuA
MeAULNHCKON NOMOLLM
(CPS)

Moppepxka 3apaBooxpaHeHus AOMUHNCTpaTUBHaA
HaceneHusa (POP) nogaepxka (AS)

MHcpacTpykTypa BegeHusa 3anucein (RI)

MHpacTpyktypa gosepus (T')

PucyHok 2 — Pasgesnbl (hyHKLMOHA/IbHOW MOAE/IN CUCTEMbI BELEHUST 3/IEKTPOHHBIX
MEANLMHCKNX KapT

dyHKUMOHaNbHbIe TpeboBaHNA K cucteme BefeHns CAC npeacTasfieHbl C UCMOMNb30BaHNEM TOTO Xe
noaxoga, uto n 8 ®M CB SMK.

6.2 BapwaHTbl UCNOMIb30BaHWUA AN TpeboBaHuii K cucteme BegerHns CJ/1C

C yyeTom Lefin HaCTOALEero ctaHAapTa BblesieHbl U onpeaesieHbl cnegyowmne sapmaHTbl UCNosib3oBa-
HuA. Cuctema BefeHna CJIC HaueneHa Ha MWHMMasbHbI HA60p BapuaHTOB MCMOJ/Ib30BaHMS, KOTOpPble OHa
MOXET MHMLMMPOBATL WK obecneynsaTtb, 3afasBas TPeboBaHUA K NOAXOAALLEMY COAEPXaHUKO U CTPYKType
NHhopmauun:

- HasHaveHwue,

- OTNycCK,

- NpYMeHeHwue,

- BEIEHNEe VCTOPWMN NEKAPCTBEHHbIX HA3HAYEeHWI,

- cornacoBaHve NncTa /leKapCTBEHHbIX Ha3HaYeHWi,

- 3aKka3 1 Lenoyka noctasku (NIOMUCTUKA),

- aHanus/ctaTMcTuka NpUMeHeHNs fIeKapCTBEHHbIX CPEACTB, BKIoYas hapMakoanuaemMuonoruio,

- 9NEKTPOHHBIN 06MeH MHopMaLmeld 0 TeKapCTBEHHbIX CPeACcTBaxX MeXay cucTemaMu 3apasooxpaHe-
HUSE U/MNn CBAA3aHHBIMKU CUCTEMaMM,

- BO3MeLlLeHNe 3aTpar Ha OTNYyLLEHHbIe /IeKapCTBEHHbIE CPeAcTBa,

- K/IMHUYECKOoe uccrefoBaHue,

- Be/leHVe PEerncTpaLoHHbIX XyPHaIOB 1 Npoc/exusaHue B Lensax 6e3onacHoCcT! nauueHTta u obue-
CTBEHHOTO 3/0pP0BbA,

- (hapmakoHazasop,

- obecneyeHne 6e30MacHOCTU MauueHTa C NOMOLLLI0 NPUBA3KN NepCcoHasibHbIX aHHbIX K CMCTEME NOJ-
LEPXKN MPUHATUA PELLEHUI MO NNEKAPCTBEHHBIM Ha3HAYEHUAM,

- Murpaums.

3TW BapuaHTbl UCNO/b30BaHNA 6onee NoApPo6HO onuncaHbl B CNeAyoLnx pasaenax.

6.2.1 BapwaHT Ucnosib3oBaHnA «HasHayeHue»

OcHoBHOIi Bknag cuctembl BegeHuss CJ/IC B noAfepxKy BapuvaHTa MCMob30BaHWA «HasHayeHue» 3a-
K/loYaeTcs B BO3MOXHOCTU MpefocTaB/ieHnsl OCTaTOuyHO NoApo6HOro onMcaHus NekapcTBEHHOro CpefcTBa,
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NO3BOJAIOLLEro NPu CreayloweM AencTBun unu npouecce (OTNYCK UM NPUMEHEHUE) ONPeEnUTL NPaBusb-
HO€e NneKapcTBeHHOe CpeaCTBO.

B 3aBMcUMOCTM OT 06MacTy MCMONbL30BaHUA MOXET NPeOCTaBNATLCA cneayioLwas nHdopmauus:

- MPOAYKT KaK TakoBon — paKkTM4ecku NPouU3BeAEeHHbIN NPoAYKT (No4 TOProBbIM HAMMEHOBaHUEM UNU
6e3 Hero) ¢ ykasaHueM KOHKPETHOW YNakoBKM;

- onucaHue nekapcTBEHHOro CpeAcTBa C HEKOTOpbIM 00600LLeHMeM, HanpuMep, onucaHue AencTBylo-
LLiero BeLecTsa, nekapcTBeHHOW POPMbI U aKTMBHOCTM 0e3 yka3aHusA TOProBoro HauMeHOBaHUS.

Bo BTOpOM Crniydyae onucaHue npogykra MOXeET ObiTb AaHO 6e3 ykazaHuss nekapcTtBeHHOW POpMbl, ak-
TUBHOCTU UK €AUMHULL NpeACcTaBreHns. OHO MOXET BbIMSAETb O4E€Hb MOXOXKUM HA NepevYeHb AEUCTBYIOLLUX
BELLECTB MPOAYKTA, HO KOHLIENTYanbHO ABNAETCA UHbIM. [NaumeHTy Henb3s BBECTU «HEKOE KONUYECTBO CYO-
CTaHLMKN», eMy MOXXHO BBECTM NIeKapCTBEHHOE CPEACTBO, B COCTaB KOTOPOro BXOAMT 3Ta CybCcTaHUmA.

6.2.2 BapuaHT ucnonb3oBaHufa «OTNYCK»

OcHoBHOW BKNag cuctembl BegeHus CIIC B nogaepxky BapuaHTa Ucnosnb3oBaHus «OTNyCcK» 3aknova-
€TCHA B BO3MOXXHOCTU JOCTATO4HO NoAPOOHOr0 ONMcaHus fiekapCTBEHHOTO CPeACTBa, NO3BOSISIIOLLErO OTNYCKa-
IOLLEMY NULIY NPaBUMbBHO BbIOPaTh (PaKTUYECKU OTNYCKAeMbIii NPOAYKT.

B 06oux BapuaHTax UCnonbL30BaHUA — HazHa4YeHue U OTNYCK — MeCTHas peanu3auus J0JpkHa npeao-
CTaBnATb Kakylo-nubo MHMOpMaLMIo O HaNMUMK NeKapCcTBEHHbIX cpeacTB. HazHavalollee nuuo He JOIDKHO
norlyyarb ONMMCaHUA NEeKAPCTBEHHbLIX CPEACTB, HE AOCTYMHbLIX ANs OTMYCKA; €CNU Xe CYLLECTBYIOT Kakue-nubo
OorpaHuyYeHunst 4OCTYNHOCTU, TO OHN AOMKHbI ObITh ONMcaHbl. OTnyckatoLlee nuuyo AOIDKHO Noaduparth Ans oT-
nycKa TOMbKO UMEIOLMECA B HANUYMU NEKapCTBEHHbIE CPeCTBA.

MpuMmevaHne — [aHHoe TpeGoBaHMe MOXET GbiTb PacNpOCTPaHEHO Ha NPefoCTaBeHWe HasHayaloWwmuM nu-
LaM Tonbko hopMynsapa U Ha NpeaocTaBrneHne OTNycKaloLWUM NuLaM UHpOopMaLmMn o 3anacax ¢ TeM, YToGbl Kaxzabli 13
HUX MMen ANA BeiBopa TONLKO ONpeAeneHHbId NepedeHb NTIEKapCTBEHHBIX CPEACTB.

6.2.3 BapuaHT ucnons3sosanus «MpumMeHeHue rnekapcTBEHHOro cpeacTeay

BapuaHT ucnonbsoBaHus «lpumeHeHne nekapcTBEHHOIO CPeACTBay BKAOYAaeT B cebsA npumMeHeHue
3aJaHHOW J03MPOBAHHON NekapcTBEHHON (DOPMbl (HA3HAYEHHOT0) NEKAPCTBEHHOTO CPeACTBA K MAaLMEHTY,
UCNONb3ys ONpPeAEneHHbIn Cnocob NPUMEHEHNUS Yepes 3aJaHHbIN NYTb BBEAEHUS, a TAKKE PErucTpaumio co-
BEPLUEHNS TAKoro AeCTBUA B ONPEAENEHHYIO AaTy U BPEMS.

6.2.4 BapuaHT ucnonb3oBaHusa «BegeHue ncTopum nekapCcTBEHHbIX HA3HAYEHUI»

Mo HEeCKOMbLKUM NPUYMHAM NONE3HO PEMMCTPUPOBATL CBELAEHUS O NIEKAPCTBEHHBIX Npenaparax, KoTopble
nauueHT NpuHUMan paHee, HanpuMmep, YTobbl 3HaTb, kKak AOMT0 NaUMEHT NPUHMMAanN NpenaparT unu Kakue npe-
napatbl nauMeHT npoboean NPUHUMATL, HO NPEKPAaTUN MO KaKMM-NUGO NpUYMHaM.

6.2.5 BapuaHT ucnosnb3oBaHusa «CornacoBaHue NIMCTA JIeKapCTBEHHbIX Ha3HAYeHUN»

Koraa HeckonbKo pasHbIX MOCTABLUMKOB MEAULIMHCKOM MOMOLLM 3aMONHAOT PasHbIe NMUCTbI NEKapCTBEH-
HbIX Ha3HA4YEHWI OAHOMY U TOMY K€ NaUMEHTY, He0BX0AUMO, YTOOLI 3TU NIUCTLI BbINKU COrnacoBaHbl, 3TO MO-
3BOSIUT, HANpUMep, B Cryvyae nepeeoga OnpeaenuTb, YTO NaumeHT dakTuieckn npuHumMaet. Ana obneryeHus
COrnacoBaHua CBEAEHMA O NEKapCTBaX AOMKHbI ObiTk NpeACcTaBneHbl C OAMHAKOBON CTENEHbIO AeTann3auum
unu, B criyyae npeacTaBneHus C pasHoW CTENeHblo AeTanusaunm, A0MmKHa UMETbCSt BO3MOXHOCTb npeobpa-
30BaHUA K CONOCTaBUMOW CTENeHU. 3TO HEOOX0AMMO ANst uAeHTUdMKaLMK B NUCTE JIeKapCTBEHHbIX Ha3HaYe-
HWUI coBnajaroLyux Unu HeZoOCTaloLWMX NeKapcTB.

6.2.6 BapuaHT MUCnonb30BaHUA «3aKa3s U LLleno4YKa NOCTaBKM (NOrMCTUKA)»

3TOT BapWaHT UCNONbL30BaHUA BKIIOHAET B cebs 3aka3 NekapCTBEHHbIX CPEACTB Y NOCTaBLUMKA, TPaHC-
NOPTUPOBKY, & TAKKE JOCTaBKY U XpaHeHue B anteke. OBbIMHO Takol NPOLECC NO3BONAET OCYLLECTBNSATL Peru-
CTpauuio AENCTBUI U MPOCNEXMBaAHME NEKAaPCTBEHHbIX CPEACTB Ha pasnnyHbIX aTanax npowuecca norucTuku.
[na aToro nekapcTBeHHOMY cpeacTBy TpebyeTcs, K npumMepy, naeHTudukaTop.

6.2.7 BapuaHT ucnonb3oBaHUA «AHanNu3/CTaTUCTUKA NMPUMEHEHUA JIeKapPCTBEHHbIX CpPeacTs,
BKIIHOMasa papmMako3InuaeMuosiormio»

Mpumepom aHanuTukn B cdepe hapmMakosnorum MOXeT CryXUTb PETPOCMNEKTUBHbIA aHanu3 AaHHbIX O
NPUMEHEHNN NEKaPCTBEHHOIO cpeacTea. dPapMakoanuMaeMnonorusa npeacrasnsetr cobon usyveHuwe npume-
HEeHWUA nekapCTBEeHHbIX NpenaparoB u ux adekTuBHOCTM Ana BonbLluux rpynn nogen. Ona céopa gaHHbIX 0
NPMMEHeHUU NpenapaTtoB Ha BoMbLUMX NoNynAauusax obs3atensHo TpebyeTtcs oobeanHeHne uHdopmaummn us
MHOIMX UCTOYHUKOB. M03TOMY GbINO Obl LIENECO0O6Pa3HO MMETL FAPMOHNU3UPOBAHHYIO cuctemy BeaeHus CII1C,
Y KOTOPOI B CTPYKTYpe MHAOPMALIMU NPEAYCMOTPEHbI CBA3W CO CTaHAAPTHOW hapMakoanugeMmonornyeckon
knaccudukauuen, Hanpumep ATX.
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6.2.8 BapuaHT UCNONb30BaHUA «DNEKTPOHHbIW OOMEH MHdopMaLMen O NeKkapCcTBeHHbIX cpea-
CTBax Mexay cuctemMamm 3gpaBooxpaHeHUsa U/vnu cBA3aHHbIMU CUCTEMAMU»

Cuctema BeaeHus CJIC obecneunBaer uHTeponepabenbHOCTbL MeXay CUCTEMaMM, YCNOBUSIMU OKa-
3aHMSA MEJMLMHCKOW NoMOoLUM U topucaukuuamun. NepegasaemMble AaHHble OyayT OCHOBaHbI Ha CTaHgapTax
ISO IDMP.

Cuctema BegeHus CJIC obecneunBaet OCHOBY AN Pa3NMYHbIX MEAULIMHCKMX NMPUNOXEHUIA U MHopMa-
LMOHHBIX cucTeM, obpabaTbiBatloLMX MHAOPMALMIO O NEKaPCTBAaX, MX HA3HAYEHUU, OTMYCKE U NMPUMEHEHUN.
Mpumepamu MOTYT CRYXUTb CUCTEMA BEAEHUS SNEKTPOHHbLIX MeAULMHCKUX KapT nauueHToB, cuctema noa-
OEPXKKU NPUHATUSA MEAULMHCKUX PELLEHWI, COAENCTBYIOLIAA HAa3HAYEeHUIO nekapcTe, 6asa 3HaHui 0 nekap-
CTBaXx, UX CBA3AX U B3aUMOAENCTBUSAX.

CuctemMbl NOAAEPKKU NPUHATUA KIUMHUYECKUX PELUEHUA TEHEPUPYIOT NpeaynpexaeHus o GesonacHo-
CTWU nMeKkapcTs, HENPaBUIILHOM NPUMEHEHUW, AedULUTE NEeKapCTB U T. 4. OTU 3HAHMA MOTYT UMETb MpPaKTu-
YecKoe 3Ha4YeHue TOMbKO B TOM Cry4yae, ecnv OHW CBA3aHbl C cuctemon BegeHua CJIC, npegocrasnatoLLein
cBeAeHNs 0 (PaKTUYECKN HAaZHAYEHHbIX/OTNYLLEHHbIX NEKapCTBax U 06 UCTOPUK JIEKAPCTBEHHBIX HA3HAYEHMI
nayumeHTy. Kpome Toro, cucrtema segeHusi CIIC obecneunBaeTt pasnuyHyto CTeneHb AeTanusauuu CBeAEHMWid,
YTO NO3BONAET NOAAEMKUBATL APAEKTUBHYIO CBSA3b MEXAY NOAAEPXKKOW NPUHATUA KIMUHUYECKUX PELLEHUN U
nexkapcTBaMm M NOHWXAaTb PUCK OLINGOK. 3TO OyAeT BaxkHOW hyHKUMEN AN COCTaBMEHUA OTYETOB OpraHam
dapmakoHag3sopa.

6.2.9 BapuaHT ucnonb3oBaHus «Bo3meuweHue 3arpar Ha OTNylEHHbIe FlIeKapCTBEHHbIe cpen-
cTBa»

[aHHbIN BApMaHT MCNONb30BAHMSA BKIIOYAET B Ce0A BO3MELLEHWE 3aTpaT Ha OTMYLUEHHbIE NIEKAapPCTBEH-
Hble cpeacTBa. Cucrema segenunsa CIIC gormkHa npegocTasnaTh MHPOPMAaLMIO O NIEKAaPCTBEHHbIX CPeacTBax,
HeobxoaMMYI0 AN NOAAEMKKU LIENOro psaa BTOPUYHOIO UCMONb30BaHUs, HanpuMep, obecneyerHuns npospad-
HOCTM LieHo0Bpa3oBaHusa 1 3akynku (MPU HaNU4YUM COOTBETCTBYIOLLUX CBA3EIR).

6.2.10 BapuaHT ucnonb3oBaHus «KnuHuyeckoe uccregosaHue»

KnuHnyeckoe uccnepoBaHue npeacraenser cobow uccnegoBaHue, KOTOPOe NPOBOAUTCA C y4acTUEM
nogen (MUnu maTepuanos YerloBE4ECKOro NPOUCXOXKAEHNUS, HaNnpUMep, TkaHen, 06pasLLOB U KOTHUTUBHBIX AB-
NEeHuii) U B KOTOPOM UCCneaoBaTenb B3anMOAeiCTBYeT HENOCPEACTBEHHO C y4acTHUKamMu. B HeM mMoryT npu-
MEHATLCA NeKapcTea, HanpuMep, Npy NPOBEAEHUU KITMHUYECKUX UCTbITAHMIA MPOTOKOSOB, U AeHTUdMKaums
nuccnegyeMblX NeKkapCTBEHHbIX CPEACTB MOXET BMOCNEACTBUM UCMONbL30BATLCA ANSl X PErMCTPaLUu.

KnuHunyeckne nccnenosaHusa MoryT ObiTb CrieayoLmx TUMOB.

MauneHT-opueHTUPOBaAHHOE UCCNEAO0BAaHUE — B UCCMEOBAHUSIX ITOMO TUNA 3a4EeNCTBOBAHO KOHKPET-
HOE NULOo unu rpynna nuy nu6o ncnonb3yiotcs YenoBeveckue buomarepuansl. Cucrema seaenusi CINC moxer
MCNonNb30BaTLCA ANA 0ONerYyeHns aHanu3sa B cny4asix, koraa B TakKuxX UCCreA0BaHUSX NPeayCMOTPEHO Tepa-
NeBTUYECKOE BO3AENCTBUE NN UCNBITAHUE NEKAPCTBEHHBIX CPEACTB.

3nuaemMnonornyeckue n NoBeaeHYeckue MCCneaoBaHns — 3TU TUMbl UCCNEAOBAHUIA U3y4YaloT pacnpo-
cTpaHeHue 3abonesaHus, akTopsl, BAMAIOLUME HA 340POBLE, U NPUHATUE NIOALMU PELLEHUM, CBA3AHHbLIX CO
3popoBbeM. Cucrtema segeHuns CJIIC MOXET OKa3arbCsa NMOne3Hon Ana obnerdeHnsa aHanu3a B Tex cnyvasx,
Korga B JaHHOM TUNe UCCNEA0BaHUA B KAYECTBE NEPEMEHHBIX UCTIONbL3YIOTCS NEKApCTBEHHbIE CPeACTBa.

MccneposaHue pesynsTaToB NEYEHUs U MeAULIMHCKON MOMOLLM — JaHHble UCCNeA0BaHUs Hanpasne-
Hbl HA onpeaeneHne cambiX IPPEKTUBHBLIX U CaMbIX SKOHOMUYHBLIX CMOCOOOB BMELLATENbLCTBA, NEYEHUs U
nomowy. Cucrema seaeHusa CINC mMoXxeT UcnonbL30BaTbCA ANA obneryeHnsl aHanusa B Tex crnyyasix, Koraa B
AaHHOM TUNe UCCNeA0BaHNA B Ka4eCTBE NepeMEeHHbIX UCMOMb3YITCA NeKapCcTBEHHbIE CPEACTBa.

MpeaocrtaeneHne TOMHON MH(POPMAaLKM O NEKAPCTBEHHbLIX CPEACTBAX, KOTOPbIE NAaUMEHT NPUMEHSIET B
HaCTOALMIA MOMEHT U NPUMEHSAN B NPOLUMIOM, BAXKHO AN TaK Ha3bIBAEMOI0 «BTOPUYHOIO UCMOMNb30BaHUSA»
nHdopmauum — 0CoBEHHO ANA KNUHUYECKUX uccnenoBaHuil. MoaToMy Takue KIMHUYECKUME UCCNENOBaHUA
MOXXHO paccMaTpuBaTh Kak BapuaHT MCNOMb30BaHUS, KOTOPbIA JOMMKEH YUMTLIBAaTbCS B TPEOOBaHUAX K CUCTE-
Me BeaeHuna CJIC.

Hanpumep, BbiGOp noaxoaswmx cyGbeKkToB Anst y4acTUsi B KNIMHUYECKMX UCTILITAHUSX OCYLLIECTBISIETCA
Ha OCHOBaHWUM Kputepues oTbopa, PopmManbHO AOKYMEHTUPYEMBIX B MPOTOKONE uccneaoBanus. Mouck noa-
XoAawWwmX cy6bEeKTOB, Kak U3BECTHO, 3aTPyAHEH, a ycnex oTbopa fiBnsieTcsl nepeMeHHbIM. B HacTosiLee Bpemst
Ana nopaepxku otbopa cy6bekToB pa3pabarbiBaloTCsl pa3nuuHble CTpaTerMu, BKIOYash CO3JaHUE CUCTEM
nogaepku otéopa CybbeKTOB KNUMHUYECKUX UCTbITaHUI, obnerdyaiowmx sKoHoMU4eckoe 0bocHoBaHUe npo-
ToKONna u noaGop nauueHTos. OHM CNONBL3YIOT coaepkaHue OyayLLMX UK CyLLIECTBYIOLLIMX KpUTEPUEB OTOOPa
B KQ4eCTBE 3anpoCOB K XPaHWUIULLLY KIIMHWYECKMX JaHHbIX, NO3BONSIIOLLMUX Y3HATb YUCIO NALMEHTOB, KOTOPbIE
MOryT ObITb OTOOpaHbI (ANA 3KOHOMUYECKOro 060CHOBaHUSI NPOTOKONAa) NMMO0 MONy4YUTb CMUCOK NMALUEHTOB
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(ansa BoamoxkHoro yyactusi). MHorue kputepumn otbopa BkmoyaloT B cebs npuMmeHeHue nekapcrts. [oatomy
BEPOATHOCTb YCrnexa CUCTEM Noaaepxkn oTbopa cyObeKkTOoB KNMMHUYECKMX UCMbITAHWUIA Morna Obl 3HAYUTENbHO
YBEMUYUTHLCA 38 CHET TOYHOTO ONUCAHUS NEKAPCTB B KNMMHUYECKUX MHADOPMALMOHHBIX CUCTEMAX U B XPaHUIU-
Lax KIMMHUYECKMX AaHHbIX. XKenarenbHo, YToObl TOMHOCTb OnucaHusi 6bina Tou Xe, YTO B OTAENbHON cucTeme
BegeHusa CJIC u B kputepusax otbopa, KOTOpble 3aTeM CTaHOBATCSA MOUCKOBLIMU 3anpocCami.

6.2.11 BapuaHT ucnonb3oBaHuAa «BepgeHue perucTpauMoOHHbIX XYpPHanoB U NpocrexuBaHve B
uensax 6e30nacHOCTU NauMeHTa U OO ECTBEHHOTO 300POBbA»

[Ins npoueccoB perynupoBaHus o0paLleHns nekapcrs, HanpumMep, céopa U3BELLEHNI O HEXENaTeNbHbIX
peakuusx, cuctema seaerus CIIC fomkHa npeaocTaBnaTb HEOBX0AMMYIO MHAOPMALMIO O NEKaPCTBEHHbIX
CpeacTBax, NO3BONSAIOLLYIO MPOCIEXMBATb NEKapcTBa Ha NPOTSXKEHUU BCErO LUMKMIA Ha3HaYeHne — 3akas —
OTNyCK — A0CTaBKa — MPUMEHEeHWe. OTO MOXHO 00eCneyYnTb NoCpPeacTBOM CCbINOK. ELle ogHMM aHanormy-
HbIM NPUMEHeHneM Obino Obl COKpaLLeHWe MOLUEHHUYECKON AeATENnbHOCTU (Hanpumep, otnycka danscudu-
LIMPOBAaHHbIX NEKapCTB) U CEPOro MMnopra. B aTom BapmaHTe MCNonb30BaHMA NPeayCcMOTPEH KOHTPOMb Nocne
oTnycka:

- MapannenbHbli UMNOPT — NEKapPCTBEHHbIE CPEeACTBA, NOMyYMUBLLME pa3peLleHne YnonHOMOYEHHOIo
opraHa Ha umnopT. 1o cBOUM TepaneBTUYECKUM CBOMCTBAM OHU HE OTNMYAIOTCA OT 3KBUBANEHTHbIX NPOAYK-
TOB, 00OpAaLLAIOLLUXCA HA TOW XKE CaMOW TEPPUTOPUMN.

- Cepblii UMNOPT — UMMNOPTUPOBAHHbLIE NEKAPCTBEHHbIE CPEACTBA, HE MONYYMBLUME pPa3peLLeHns Ha
BBO3.

- Cneusaka3s — nekapcTBeHHbIE cpeacTBa 6e3 perncrpaunm, U3roToBIEHHbIE HA ONpeaeneHHOon Teppu-
TOPUW ANA NPUMEHEHUA OTAENbHBIMU NALUEHTAMU HA STON TEPPUTOPUN.

6.2.12 BapuaHT ucnonb3oBaHua «PapmMakoHan3op»

dapmakoHaasop (PH) npeacraesnsietr coboit HayKy U AEATENbHOCTb, HAMPaBIEHHbIE HA BbiABNEHUE,
OLIEHKY, MOHUMAHME W NPEfOTBPALLEHUE HEXEMATENMbHLIX ABNEHUA UMK NioBbIX Apyrux npodnem, CBA3aHHbIX
C neKkapCTBEHHbIMU Npenaparamu.

dapmakoHaa3op 06bIMHO yaenseT 0coboe BHUMAaHWE HexenatenbHbiM peakuuam (HP) B Buae niobbix
HeraTuBHbIX N HENPeABUAEHHBIX PEaKLUA Ha NeKapcTBO, BKAOYASA HEAOCTATOYHYIO 9(PPEKTUBHOCTL, OAHAKO
OH TakXKe KOHTPONMPYET OLMOKN NPUMEHEHUA NEKapPCTB, HaNPUMEp, NePeao3MpPOBKY, HENPaBUNbHOE YNoTpe-
GneHue unu 3noynoTpebneHne nekapcTeamu, a Takke BO3AENCTBUE NEKApCTB B nepuoabl 6epeMeHHOCTH U
rPy4HOro BCKapmMIiMBaHWA, MOCKOMNbKY OHWU MOTyT npuBectu kK HP.

O cobbiTusix hapmakoHazgsopa MOryT coobuwarb Bpauu, hapmaueBTbl, MEAULIMHCKME CECTPbI U Apy-
rue MeauuuHckue paboTHUKKM, UMEIOLIME Aerno ¢ NPUMEHEHUEM NEeKapCcTB, UM NAUMEHThl Kak notpeburenu
nekapcrTs. YpOBeHb AOCTYMHOCTM MH(OPMaLuu O NeKapcTBe BapbUPYeTCs OT YACTUYHOIO, HaNpUMep, npu
CNOHTaHHbIX COOLITUAX M COOBLITUSAX, O KOTOPLIX COOOLLAIOT MALMEHTBI, 10 MOBLILLEHHOTO YPOBHS A€Tanu3auum
B 6oree KOHTPONMPYEMbIX YCIOBUSAX, HANPUMEP, NPU CTALMOHAPHOM fIEY4EHUU U NPOBEAEHUM KITMHUYECKUX
MCNbITAHUIA.

MpoBoauTtcsa aHanu3 cobbiTuii hapmakoHaz3opa Anst onpeaeneHnst «KCUrHanoB» U NOATBEPXKAEHUS «MO-
[03peBaeMoro rniekapcrasa» U npudmnHbl cobbitna. Cucrema segenusa CJIC morna Gbl UCNONbL30BaTLCA AnNs
npegocraBneHnsl pasnuyHon mHdopMauum O «noAo3peBaeMoM npenapare» (Hanpumep, akTUBHbIE BELLe-
CTBa, 103UPOBKA, NekapcTBeHHas hopmMa, NyTh BBEAEHUS, TOPrOBOE HAMMEHOBAHWE, YNAKOBKA/ yNakoBaHHOEe
1NeKapCTBEHHOE CPEeACTBO, MPUHATLIN NPOAYKT, NPOU3BOAUTENb, CepUsl) ANA onpeaeneHns OCHOBHOW NPUYUHBI
CoObITUI, Hanpumep, CyOCTaHLMKU, NPOU3BOAUTENS, CEPUN.

6.2.13 BapuaHT ucnonb3oBaHus «ObecneyeHue 6e30NacHOCTN NaUUeHTa ¢ NOMOLbIO NPUBA3KU
nepcoHarbHbIX JAHHLIX K CUCTEME NOAAEPXKKUA NPUHATUA PeLIeHUA NO NeKapCTBeHHbIM Ha3HAYEeHUAM»

JlekapcTBa ¢ 6onbLUOK fonen BEPOSTHOCTM 3(hEKTUBHBI, €CNU NAUUEHT NOMYy4aeT nekapcTeBo, CooT-
BETCTBYIOLLEE ero cutyauuu. B npoTMBHOM criyyae nekapcTBO MOXET HAHECTU Bped WM 0Ka3aTbCs Head-
dekTuBHbIM. [INa Ha3HAYEHMA NPaBUILHOIO Npenapara NpaBuNbHOMY NaunMeHTy Heo6xoaUMO UMETb CUCTEMY
noaaepXku NPUHATUSA PELLEHUI, NPEAOCTaBMSIOLLYI0 3HAHUS O MOTEHLUANbHLIX ONACHbIX U HeA(EKTUBHLIX
cutyauumsix. B coueraHum ¢ nepcoHanbHbIMU AAHHLIMU, COAEPXKALLUMUCSA B SMEKTPOHHOW MEAULIMHCKOW KapTe,
aTa cuUcTEMA MOXET NpeAoCTaBuTb UHAOPMALMIO, HEOOXOANMYIO ANs HA3HAYEHUA NOAXOASLLMX NIEKapCTB.

Cucrema BegeHus CJIC MOXET Cry>XMTb OCHOBOW AN NOnyvYeHUn uHcopmauumn, Heobxoammon cucreme
NoAAEPXKU NPUHATUA PELUEHNIA. 3Ta MHAOPMALS MOXET BKIIOYaTh B ce6s:

- Takylo MHOPMAaLMIO, Kak B3aUMOAENCTBUE NEKapCTB, NPOTUBONOKA3aHus, ayonupyiowas tepanus,
npoBepka J03MPOBKU U yKa3aHui, nevyaTtaeMbiX Ha 3TUKETKE ANSA NauueHTa, BKNoYas AesTensHOCTb no obe-
CMEeYEHUIO MUHUMMU3AaLIMKM PUCKOB, HaNpPUMeP, NporpaMmMy npeaynpexaeHna 6epemMeHHOCTH, CaHUTapHoe Npo-
CBELLEHMe U NporpaMmbl OCTYNa K KOHTPONUPYEMbIM NEKapcTBam;
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- uHdopmaumio, obecneunsaioLLyto BLIGOp NPaBUMbLHOIO Npenapara B COOTBETCTBMU C (hOPMYNSIpOM,
OCHOBaAHHOM Ha PYKOBOACTBAX MO Tepanuu B COYETAHUM C XapakTEePUCTUKAMKU NauueHTa.

6.2.14 BapuaHT ucnonb3oBaHua «Murpauus»

Murpauus npeacraBnsier cobov nepexoj OT TOro, KKak €CTby, K TOMY, «Kak AO0IPKHO ObiTb». 3TW cnosa
4aCcTO MCMONb3YIOTCA ANSA ONUCAHUA TOTO, YTO CyLLECTBYET B [aHHbI MOMEHT, U TOr0, YTO AOIDKHO ObITh B
o603pumom Gyayuiem. Bo BceM Mupe ncnonb3yetcst 60nbLLIOE KONMYECTBO cucteM BeaeHus CJIIC. Hekoropblie
M3 HUX YK€ NPUAEPXKUBAIOTCA MHOTMX MU OONbLUMHCTBA (DYHKLIMOHAMbHLIX TPeGOoBaHUM, NpeayCMOTPEHHbIX
B HacToAwmX TexHuueckux TpeboBaHusix. OfHAKO HEKOTOPBLIE CUCTEMbI MOTYT OXBAaTbIBaTh NULLIb HECKOMNbKO
(PYHKUMIA KOHKPETHOrO BapuaHTa UCMOSb30BaHUA. TeM He MeHee MOXHO NPeanonoXmTb, uto Oyaywiasa cu-
Tyauusi «kak AOSMKHO ObITb» NMPUBEAET K BO3PACTAIOLLEMY PETYNMPOBAHUIO U KOHTPOMIO TOTO, B KaKOW Mepe
cuctema BegeHus CIC yaosneTBopsieT aTum TpeboBaHuAM. KOHEYHO, Ha NpakTUKe HEBO3MOXHO OXUAAaTh,
YTO CMCTEMA U3MEHUTCHA OAHOMOMEHTHO. OTO OTHOCUTCS M K UCMONBb30BAHUIO CYLLECTBYIOLLEN TEPMUHOMOTUU,
ONUCBLIBAIOLLIEN NekapCTBEHHbIE cpeacTBa. Kak ynomsiHyTo B 7.3.1.2, oToOpaXkeHUe Ha yxe UCMoNb3yemylo
TEPMUHOINOIMIO NPEeAHA3HA4YeHo AN 00NerYyeHns MUrpaumm ¢ 3Tl TEPMUHONMOTUU HA TY, YTO NPEATIoXKeHA ANA
cucrtem Begenus CJIC.

B Hacrosilem ctaHgapTe onucaHbl PyHKLMKM B pacyeTe Ha TO, YTO CyLLEeCTBYIOLUE CUCTEMbI BeAEHUSA
CINC B kOHeYHOM uTOre OyayT COOTBETCTBOBATH BCEM TpeboBaHMAM. PazymHbiM cpokom Gbina 6bl npogon-
KUTEMNbLHOCTL AENCTBUA HACTOALLETO CTaHAapTa ANA TexX (hyHKLUI, KOTOpble ABNAOTCA 6€CCNOPHBLIMU UMK HE
BbI3bIBAIOT NpoBnem ¢ peanusauuen unu ucnosnb3oBaHnem. ins Tex yHKUumn, KoTopble Nnpusenu Obl K BO3HUK-
HOBEHMIO Npobnem B Grv@NLLME roabl, MOXET noTpeboBarbcA Bonee ANUTENbHLIN NEPUOA, NO3BONAIOLLMIA
noBbLICUTL 3TK TexHudeckue TpeboBaHmsa Ao nonHoro MexxayHapoaHoro crangapra (IS).

Llenb HacTosILLEro cTaHaapTa — ONMCaTh C YKa3aHUeM «A0IkHbI ObITb peanusosaHbi» («shally) Te dyHk-
LUK, KOTOpble AOIMKHBI ObITb peanu3oBaHbl YXke CEerofHs UIu KOTopbie He Bbi3Banu Obl npobnemM. OctanbHble
YHKLMK, peanu3aumio KOTOPbIX MOXHO OTNOXMUTb, OyayT ONUCaHbI C YKa3aHMEM «MO BO3MOXHOCTU AOMKHbI
ObITe peanu3oBaHbl» («shouldy»). YkasaHue «MOXHO peanu3oBatby («mayy) OTHOCUTCA K HeoOs3aTenbHbIM
KoMnoHeHTaM. Pagymeetcs, 310 He gact 100% rapaHTum, Tak kak HekoTopble hyHKLMKU NPOAOMKAT OCTaBaTb-
CA B CTaryce «no BO3MOXHOCTU JOMKHbI ObITb peanu3oBaHbl», HaNpuMep, Te (PYHKUMKU, NS BbINOMHEHUA
KOTOpbIX He Bcerga npucyTCTBYIOT TpebyeMble AaHHbIE. Takylo CUTyaumio cneayer MHTepnpeTupoBaTtb cre-
ayowmum o6pasom: OYHKLMIO MOXHO HE peanq3oBaTtb, HO €CMM OHA AOCTYMHA UMW NPUCYTCTBYET, TO AOIDKHA
COOTBETCTBOBATb KPUTEPUSAM.

7 ®yHKUMOHanbHbIe TpeboBaHMA K cuctemam BegeHust CJIC

7.1 BBeaeHue

3TOT pasaen onucbiBaeT yHKLUMOHArbHbIe TpeBoBaHusi, obs3aTenbHble, PEKOMEHA0BaHHbIE UIN He-
obssarenbHble 4na cuctem BeaeHus CIC. Mo ananorun ¢ M CB 3MK, paspaboTtaHHoi opraHusaumeit HL7,
OH ByaeT COCTOATL U3 MOAPA3LENOB, 3aroNoBKOB, ONUCaHMI hyHKUWIA U KpuTepues. Kputepum 6yayT ykasaHbl
C NOMOLLLI0 HOPMATUBHOTO fA3blka «obsA3aHa» («shally) (T. e. Bceraa NPUCYTCTBYET), «MO BO3MOXHOCTU AOMK-
Ha» («shouldy») (ecny NPUCYTCTBYET) UNU «MOXET» («mayy) (MOXET HE NPUCYTCTBOBATD).

[OHATUA M UX BNemeHTbl, onpeaeneHHole B ctaHgapTtax 1ISO IDMP, aBnsioTCa CTPYKTYPHLIMU €4UHK-
uamu cuctembl BegeHunsa CIIC. Kpome Toro, B ISO IDMP ¢hopManbHO onpedeneHbl OTHOLIEHUS Mexay no-
HATUAMM; B 3aBUCMMOCTU OT CTENEHN AeTanm3auum MoryT BbiTb CChOPMUPOBAHBI pa3fMyHble uepapxuyeckue
YPOBHU MOHATUI. NOHATUA U OTHOLLEHMSA, onpeaeneHHble B ISO IDMP, uCnonb3yioTcst B Ka4eCTBE OTNPaBHON
TOYKM ANs yNOPALOYMBAHUA MPUBEAEHHBIX HUXE NOAPA34ENnoB.

HacToawuin ctaHaapT UCXOAMT U3 TOro NpuHUMna, 4YTo nobas cucteMma seaenusa CJIIC gomkHa nogaep-
»uBaTb rnobasnbHble YHUKanbHble naeHtudukaropsl. OH Byaet 6onee nogpo6HO pa3bsCHEH B NOCHeAYOLMX
nogpasagenax.

7.2 Llenb cuctemel BeaeHus CJIC

Llenbto BHeapeHus cuctembl BeaeHus CIIC ABMNAETCA npeaoCTaBneHne pasnuyHbIM CTOpOHaM B 3apa-
BOOXpaHEHUM MNONHOro 0630pa AOCTYMHLIX NEKAPCTBEHHbIX CPeACTB TakuM 0Bpasom, UTobbl MOHATUSA (UX
3MEMEHTbI), ONMUCAHNA U NOEHTUPUKATOPbI MOXHO BbINO UCMONb30BAaThL B LEMOM Psiay APYrUX MEAMLIMHCKUX
MHOPMaLMOHHBIX cuctem. Cuctemol BegeHna CIIC AeWCTBUTENbHO 3aBUCAT OT MOHSTUN, ONpPeaEneHHbIX
B cTaHgaptax 1ISO IDMP u 0gHO3HA4YHO MAEHTUDULMPYIOLLMX ONpeAEneHHbIli Habop xapakTepucTuk nekap-
CTBEHHbIX CPEAICTB, KOTOPbIE MOTYT OTNINYATLCA MO CTENEHU AETanu3aunm, u KOTOPbIE MOTYT UMETL (MEpapxu-
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YeCKMe) OTHOLLEHUS, OCHOBAHHbIE Ha MAEHTUDULMPYIOLLUX XapaKTepucTukax. Takum obpa3oM MOXHO ya0B-
NETBOPUTL PasnuyHble BapuaHTbl UCNONb30BaHUs cUCTeMbl BegeHusi CIIC, Tpebytowmne pasnmyHon cTtenexu
Jetanusauuu, npu 3TOM B3aMMOCBS3N MEXAY YPOBHAMM U MOHATMAMM NOMOraloT BCEM NOML30BATENAM «MO-
HUMATby APYr Apyra U HaxoAUTb 3HAYEHWE UCMONb3yeMbIX MOHATUIA. 3agadven HACTOALWEro ctaHgapra aB-
nserca onpegeneHne Tex PyHKUMin cuctemol BeaeHnsa CJIC, koTopble o6ecneunBaloT 3TOT NoaAxo4. [aHHble
HopMaTuBHble TpeboBaHusa k cucteme BeaeHns CJIC oCHOBaHbl HA MOAENW AAHHbIX, MPEANOXEHHON B CTaH-
paprax IDMP.

7.3 HopmaTtuBHble Tpe6oBaHUusA

7.3.1 CoctaB MH(popMaLUmn O perucTPUpyeMbIX JSlIeKapCTBEHHbIX CpeacTBax

7.3.1.1 Cucrtema BegeHus CJIC npegocraBnsaet MASHTUMDULMPYIOLLYIO MHOPMAaLMIO B COOTBETCTBUM CO
crtangaprtamu ISO IDMP

Cuctema BegeHuna CIIC obasaHa, N0 BO3MOXHOCTU AOSHKHA UMM MOXET NPEeAOCTaBNATb CReayoLLyio
UHAOPMAaLUIO U PYHKLMKU anTeYHbIM UHAOPMALMOHHBIM CUCTEMAM, MEAULIMHCKUM U KITMHUYECKUM CUCTEMAM
U cuctemam hapMakoHazasopa:

- MectHaga cuctema BeaeHus CIIC o6sizaHa cogepxkatb rnobanbHble YHUKANbHbLIE UAEHTUAUKATOPSI
NeKapCTBEHHbIX CPEACTB, 3a4aHHbIE HA OCHOBE 00A3aTeNbHbIX U ONPEAENSIOLLMUX ANIEMEHTOB, ONPEeAENEHHbIX
B ctaHgaptax ISO IDMP, B ocob6eHHocTn B ICO 11616 n MICO 11615. Ecnu cuctema segerus CIIC coaepxut
MHAOPMAaLMIO O MECTHbIX, HE3apEernCTPUPOBaHHBIX NEKAPCTBEHHbIX CPEACTBAX, HE UMEIOLUMX AEHTUAUKATO-
pa IDMP, To ngentuchmkartop IDMP o6sa3atenbHO AOMKEH ObITb UCKITIOHEH.

- Cucrema BegeHus CJIC oba3aHa npegoctaBnaTb nepeyeHb (ONMCb MK Katanor) NOHATMIA, ONUCLIBa-
IOLLIMX MeKapCTBEHHbIE CPEACTBA, ANS UCNOMNb30BaHUS B MEAULIMHCKUX, aNTEYHbIX U KIIMHUYECKUX NPUNOXe-
HUAX.

- Cuctema BeaeHusa CJIC no BO3MOXHOCTU AOMkHA 06ecneunBaTth Kak NOHATHYIO ANS YenoBeKa, Tak u
MaLLMHOYMTAEMYIO MAEHTUMDUKALMIO MOHATUIA, ONMUCLIBAIOLLUX NIEKAPCTBEHHbLIE CPeACTBa B COOTBETCTBUU C
TepmuHonorueit, npunsaToi B ISO IDMP 1 perncTpaumMoHHbIX yA0CTOBEPEHUSIX, paspeLuatomx obpalyeHme
3TUX CPEACTB.

- B 3aBMCMMOCTM OT LieneBoi ayanutopun n nokanudauyum cuctema segeHund CJIiC MoXeT npegocTasnstb
COOTBETCTBYIOLLME coBa/ pasbl HA anbTEPHATUBHbLIX A3bIKaX.

- Cucrema Begenus CIIC no BO3MOXHOCTU AOMKHA npeanararb CUHOHWMbI NMEKapCTBEHHbIX CPEACTB.

- Cucrema BegeHusa CJIIC obs3aHa npeaoCTaBnATh OTAENbHbIE XapaKTEPUCTUKM MOHATUI B Buae OT-
JerbHbIX AUCKPETHbIX 3NIEMEHTOB.

7.3.1.2 Cucrema BegeHua CJIC npegocraBnseTr cneundukaumio JaHHbiX B COOTBETCTBUM CO CTaHAap-
Tamu ISO IDMP

Cucrema BeaeHus CJIC o6s3aHa, N0 BO3MOXHOCTM AOSHKHA UM MOXET NMPeaocTaBnsTh Crieaytolime
JaHHble B COOTBETCTBMMU CO cTaHdapTamm ISO IDMP:

- cuctema BegeHua CJIC obs3aHa pasnuyarb crieayroLime nepapxmieckme ypoBHM NOHATUI B COOTBET-
cTBuu co cradgaptamu ISO IDMP, B yactHocTtu, MICO 11615:

- cybctaHuum (NPUCYTCTBYIOLLME B NIEKAPCTBEHHBLIX CPEACTBAX);

- NeKapcTBEHHbIe npenaparbl;

- NeKapcTBEHHbIE CPEACTBa;

- YyNakoBaHHbIE NEKapPCTBEHHbIE CPEACTBA.

B yvactu cybctaHumm (NpUCYTCTBYIOLLEH B NEKAPCTBEHHBLIX CPeACTBaX) MPEAbABMSAIOTCS creayoume
TpeboBaHus:

- cuctema BegeHusi CIIC obasaHa npeaocTaBnATb MHGopmaumio 0 CyGcTaHUMU 1 MOXET NpeaocTaBs-
NATb CBEAEHUSI O KOHTPONMpyemon cybcTaHuum, cogepxkalume 6onee nogpoGHY MHAOPMALMIO O HEll;

- cucrema BegeHusa CIIC obasaHa npegocTaBnaTh NPU3HAK KOH(PMAEHUMANBHOCT K,

- cucrema BegeHua CJIC obaszaHa npegoCcTaBnATh POSib UHIPEANEHTA;

- cucrtema Begenus CJIC obasaHa npeoCTaBnATh CCbINKY Ha naeHTUUKaTopbl CybCTaHUUNA, yka3aH-
Hble B UCTOMHUKE MHpOpMaLmK, cogepxallem ngeHtTudumkaropsl, cootseTcraytowme MCO 11238.

B yacTtu nekapcTBeHHbIX NpenapaToB NpeabaBASIOTCA cneayowme TpeboBaHus:

- Cucrema BegeHus CJIC obsi3aHa cogepxaTb MHOPMAaLMIO O NEKAPCTBEHHbIX Npenaparax U ux xa-
pakTepucTukax, OCHOBaHHYIO Ha ctaHaapte MCO 11616. OHa obsi3aHa cogepxaTb MHpopMaUmMio 0 nekap-
CTBEHHbIX NMpenaparax, ONUCLIBAIOLLYIO «CyBCTaHLMMy, U MOXET CoAepkaTb MHpOpMALIMIO O NEKAPCTBEHHbIX
npenaparax, OMUCLIBAIOLLYIO «KOHTPONUpPyeMyto cybctaHumio». OHa MOXET NPeaocTaBnATb AMana3oH KOH-
LleHTpauuin.
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- Cucrema segenus CIIC ob6sasaHa npeaocTaBnATb CCbISIKY HA MAEGHTUUKATOP NEKapCTBEHHOTO npe-
napara, ykasaHHbIi B UCTOMHUKE, coaepallem uaeHtudmkartopel, cooresercrayowme UCO 11616. B cnyyae
UCNOoNb30BaHMA NOAYPOBHA ONMCAHUA NEKaPCTBEHHOrO Npenapara, OCHOBAHHOIO Ha craHaapre NCO 11616,
cucrema segeHusa CJIIC o6aszaHa npeaocTaBuTb CCbIMIKY HA MAEHTUAUKATOP 3TOr0 NOAYPOBHS.

- Cucrema BegeHua CJIC mMoxeT coaepxaTb OAHY MMM HECKONbKO Knaccucpukauum nekapCTBEHHbIX
cpeact. Ecnu cucrema seaenuna CIIC coaepxut kakyto-nubo knaccucukauuio, To 06a3aHa npegocTasnaTb
HasBaHue cucTemMbl knaccudukauumn. Mpumepamn asnaloTca knaccudukauua ATX unu otobpaxkeHue Ha Tep-
MWHOMOTMIO ONMMCAHUSA NEKAaPCTBEHHBIX CPEACTB, KOTOPAs Y>Xe MCMONb3YETCA B CTPaHe, rae byaeT NpUMEHATb-
ca cucrema segeHus CIIC. HassaHue cuctemsbl kKnaccudukaumm ABnaeTcs He onpeaensiowmM 5IEMEHTOM,
a JOMOSTHUTENbLHON MHpOpMaLmnen 0 NEKApCTBEHHOM Npenapare. 3TO Takke OTHOCUTCA K YPOBHAM «HUKE»
NIeKapCTBEHHOIO nMpenaparta, HanpuMmep, NeKapCTBEHHOE CPEACTBO, ANA KOTOpbIX B cTaHaapre MCO 11615
onucaHbl knaccuukauum.

B yacTu nekapcrBeHHbIX CPEACTB NPEABLABAAOTCA cneayowme TpebosaHuA:

- Cucrema segeHun CIIC npegoctaBnsaeT cneayowyto HpopMaymio 0 NeKapcTBEHHbIX CPeACTBaXx:

- Cucrema BegeHus CJIC MOXeT NnpeaocTaBnATb NEPEKPECTHYIO CCbINKY Mexay naeHTudmkaTopom 3a-
pPerncTpUpoOBaHHOIO NEKAPCTBEHHOIO CPEeACTBa U COOTBETCTBYIOLMMMU MAEHTUUKATOPAMMN UCCIERYEeMOro
NeKapCcTBEHHOTO CPeACcTBa, NPUCBOEHHLIMU Ha aTane ero pa3paboTkn U KIMHUYECKOTO UCCNef0BaHUS;

- Cucrema BeaeHus CJIC no BO3SMOXHOCTU AOMMKHA NPeAOoCTaBAATbL NPU3HAK «A0NOMHUTENBHOIO MOHU-
TOPWHra» M «NPU3HaK cneuuanbHbIX Mepy, ecnu stTa uHgopMauma He NpeaocTaBNeHa CUCTEMON NoAAE PXKKU
NPUHATUA PELUEHUI, CBA3AHHOMN C cuctemon Beagenuns CJIC;

- Cucrema sepenus CIIC o6asaHa npegocraenath (goctyn k) OXJIM u/unu Bknagbilw K AOKYMEHTY pe-
TMCTPaLMOHHOTO JOCbEe U €ro uAEHTUdUKaTop;

- Cucrema BegeHus CJIC o6sa3aHa npeqocTaBnaTh Ha3BaHWe NEKAPCTBEHHOMO CPEeACTBa;

- Cucrema Beaenus CJIC o6s3aHa npenocraBnaTb UHGOpPMAUUIO 00 yTBEPXKAEHHbLIX MYTAX BBEAEHUS;
Ha OCHOBaHWM HaLMOHAaNbHbIX (MEXAYHAPOAHbIX) PYKOBOACTB OHA MOXET yKka3aTb NyTW BBEAEHUS «BHE 3ape-
TMCTPUPOBAHHbIX MOKA3aHUIy, NPU 3TOM AOIMKHO ObITb YETKO 0603HAYEHO, ABNAETCA NN TaKOW NyTb BBEAEHUA
YTBEPXAEHHbIM UITU «BHE 3apErncTpUpOBaHHbIX MOKA3aAHUIY;

- B HekoTOpbIX Cny4asax MOXeT ObITb LENEeCO0Opa3HO ykasaTb MeAULMHCKUE NOKA3aHUS K NPUMEHEHUIO
nekapcTBEHHOro cpeacrea. Cucrema segeHus CJIC MoxeT npeaocTaBnaTh arpubyThl, YKa3biBAKOLWUE YTBEPK-
JEeHHble MOoKa3aHWs K NPUMMEHEHUIO NEKapCTBEHHOTO CPeacTRa.

- B HekoTopbIx criyyasx MOXeT ObiTb Lienecootpa3sHo ykasarb LBET NIEKapCTBEHHOrO cpeacTea. Cucre-
ma BefeHus CIC MoxeT npeaocTaenaTh aTpubyThl, ykasbiBaOLLUe LBET.

- Cucrema senenusa CIIC npeaoctaBnseT cneaytowyio MHQOpMaLuio 0 perucTpaymmn neKapcTBeHHOro
cpeacTea:

- Cucrema BegeHus CJIIC o6sa3aHa npeaocTaBnaTb HOMEpP perucTpaLuoOHHOIO YAO0CTOBEPEHUS;

- Cucrema BegeHus CJIIC 06sa3aHa ykasbiBaTb CTPaHy Bblaun perucTpaLuoOHHOIO yA0CTOBEPEHUS;

- Cucrema BegeHus CIIC o06sa3aHa npeaocTaBnATb CTaTyc perucTpauuu u ero Aary,

Cuctema segenus CIIC moxeT npeaocTaBnATb CPOK AENCTBUSA CTaTyca perucrpauuu;
Cucrema BegeHusa CIIC obasaHa npeaocTaBnsiTb MASHTUMUKALMIO Bnagenbua perucTpauuoHHOro
YAOCTOBEPEHUS;

- Cucrema BegeHus CJIC moxeT NnpeaocTaBnsATb CTaTyc U AaTty BbiNycka B o6paLueHue.

- Cucrema Begenus CJIC ob6a3ana npeaocTasnsaTb MHOpMaLuio 06 opraHusauuax, NpeaoCTaBNAIoLLMX
el gaHHble. OHa 00A3aTenbHO A0MKHA CoaepXXaTb HAMMEHOBAHUE OPraHN3aLMKU U MOXET COAEPXaTb Apyrue
cBeaeHus, onuncaHHbie B UCO 11615.

- Cucrema segeHus CJIIC npeaoctasnsaet cneayioLulyo uHdopMaLuio o npoussoauTene:

- Cucrema BeaeHus CJIC no BO3MOXHOCTU A0SMKHA NpeaocTaBnaTe UHopMauuio 0 npoussogutene
NeKapcTBEHHOrO CPeAcTBa U TuNe NPOM3BOACTBEHHOW onepayuun (NPou3BOACTBO, NepemMapkupoBka, nepeyna-
KOBKa U T. 4.). MHdopmaumsa o npoussogutene o6a3aHa coaepxarb ero HAMMEHOBaHUE U MOXET coaepXaTb
apyrue cseaeHus, onucaHHble 8 UCO 11615.

- Cucrema BepeHus CIIC o6a3aHa NnpeaocTaBnsATh CCbUIKY HA MAEHTUMKATOP NEKapCTBEHHOMO cpea-
CTBA, yKa3aHHbIN B UCTOYHUKE MHPOPMALIMK, coaepaLlem uaeHTudukarTopsl, cootsetcraeyiowme NCO 11615.

B yacTu ynakoBaHHbIX NleKapCTBEHHbIX CPEACTB NPEeAbABNAIOTCA cneayiowme TpeboaHus:

- Cucrema BegeHus CIIC npeaoctasnsieT cneayoLLyio MHGopMaumio 06 ynakoBaHHbIX NEKapCTBEHHbIX
cpeacreax:

- cucrema seaenus CIIC o6s3aHa npeoCTaBnsATbL ONMCAHUE YNAKOBKK;
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- cucrema BefieHusa CIIC o6si3aHa ykasbiBaTb eAMHULY YNaKOBKWU (KOHTEMHEP), TUM KOHTENHEpPa U KO-
NUYECTBO KOHTEMHEPOB; Cloga BXOAUT MHGOPMAUMA O KaXAO0W M3 YacTel yNnakoBKMU, BKIIOHYAs MEPBUYHYIO U
BTOPUYHYIO YNAKOBKY, HanpumMmep, Gnuctepbl U KOPOOKY, ONpPeaeneHHYI0 B KaXA0M perMoHanbHou peanusauuu
crangaptos ISO IDMP.

- Cucrema BegeHus CJIC npegocraBnseT cneayioulyo nidopMauuio o6 naeHtudukaTope, cogepxa-
LLieMCS Ha HOCUTENe AaHHbIX:

- cucrema BegeHusi CINC ob6si3aHa ykasbiBaTb CUCTEMY KOAMPOBaAHUA UAEHTUUKATOPOB HA HOcUTEne
AaHHbIX 1 3Ha4YeHue naeHTudukaTopa, CoaepxaLweroca Ha Hocutene.

- Cucrema BegeHus CJIC npegocraBnser cneayiolyo ntHopmawuio 00 ynakoBke:

- cucrtema BegeHus CJIC o6a3aHa npegocrasnate MHAOPMALMIO O TUNE U MaTepuane KOMMOHEHTA;

- cuctema BegeHus CJIC moxeT npeaocTasnsAaTb MHAOPMaUUIoO 00 ansTepHaTMBHOM Marepuane Kom-
MOHeHTa.

- Cucrema BegeHus CJIC npegocraBnsieT cneayioLyo MHPOPMaLmio 0 CPOKe rOAHOCTU/XPAHEHUU:
cuctema Begenus CJIC obs3aHa npeaocTaBnAaTh MHAOPMALMIO O TUNE XPAHEHUSI U CPOKE FOAHOCTH;
cuctema Begenus CJIC o6s3aHa ykasbiBaTb Mepbl NPeA0CTOPOXHOCTU NPU XPAHEHUMN.

Cucrema BeaeHus CJ1C npegocraBnsieT cneayoLlyo uHopMaLmio 06 ycTponcTBe NPUMEHEHUS:
cuctema BeaeHus CJIC o6s3aHa npegocTaBnATh MHOOPMaLUUIO O TUNE YCTPOWCTBA NPUMEHEHUS, ero
mMarepuarne u KosIM4ecTBe YCTPOWCTB;

- cuctema Begenua CJIC 06sa3aHa yka3sbiBaTb TOProBOE Ha3BaHUE YCTPONCTBA,;

- cucrtema BegeHus CJIC MOXeT npegocTaBnsiTb MHOPMaLmMio 06 ansTEpPHaTUBHOM Marepuarne ycrpon-

CTBAQ,

- cuctema Beaerus CJIC o6sa3aHa ykasbiBaTb NPU3HAK CTEPUIIBHOCTM.

- Cucrema BegeHus CJIC npegocraBnseT cnegyowyo HpopMaLmio 0 Npon3seaeHHOM NPOAYKTE:

- cuctema BegeHus CJIC 06s3aHa ykasbiBaTb NPOM3BEAEHHYIO NEKAPCTBEHHYIO (hOpMY;

- cuctema Begenus CJIC o6s3aHa ykasbiBaTb €AUHULY NpeCTaBneHus;

- cuctema Beaenus CJIC o6s3aHa ykasbiBaTb KONMYECTBO NPOU3BEAESHHOTO NPOAYKTA.

- Cucrema segeHus CJIC npegocCTaBnsieT cneayoLyo MtHopmMaLmio 0 pu3nvecknx xapakTepucTtukax:

- cucrema BegeHus CINC MOXET yKkasbiBaTb BbICOTY, LUMPUHY U INYOKUHY YNaKOBKW.

- Cucrema BegeHus CJIC npegoctaBnseT cneayowyo MHPOPMaLUIo 0 peructpauumu:

- cucrema segeHusa CIIC oba3aHa ykasbiBaTb OPUANYECKMIA CTATYC NOCTaBKMU.

- Cucrema BegeHust CIIC npenocraBnsier crieaytowlyio uHdopmaumio Ana noaaepXkn BbIABNEHUA
hanbCcMprUMPOBaHHbIX NEKapPCTB:

- cucrema BegeHus CJIC MOXeT npefoCTaBnaTb MPU3HAK HANUYUA CEPUINHONO HOMEpa Ha yNakoBKe;

- cucrema segeHusn CHIC MoxeT npeaocraensitb MHopmauuio 06 0cobeHHOCTAX ynakosku, AobaBneH-
HbIX MPOU3BOAUTENEM, NO3BONSIOLMX OTNIMYUTL OPUTUHANBHYIO YNAKOBKY OT (hanbCudmumpoBaHHON.

- Cucrema eaeHus CJIC o6s3aHa npeaoCcTaBnsiTb CCbINKY HA UAEHTUMDUKATOP YNAaKOBKU NEKApCTBEH-
HOro CpeAcTBa, YKa3aHHbI B UCTOUHUKE MHGOpMaUMu, coaepkalleM uaeHTuukaTopbl, COOTBETCTBYIOLLUE
NCO 11615.

HekoTopble XapakTepuCTUKU, UCMONb3yeMble B NOHATUSX, NpeACTaBneHbl COBCTBEHHON HOMEHKNaTy-
poi, Hanpumep, nekapcreeHHas yopma Unu NyTb BBEAEHUS.

7.3.1.3 Cucrema BeaeHus CIIC npeaocraBnsieT AaHHbIEe 00 OTHOLUEHUSIX U KPaTHOCTU MOHSITUIA, onpe-
neneHHbix B ISO IDMP

Cucrema BegeHus CJIC 06513aHa, N0 BO3MOXXHOCTU AOIDKHA UITM MOXKET NPeAoCTaBNATL cneayioulee co-
AepxaHue U pyHKUMKN anTeyHbIM UHOPMALIMOHHBIM CUCTEMAM, MEAULIMHCKUM M KITMHUYECKUM CUCTEMaM U
cuctemam chapMakoHagsopa:

- Cucrema BeaeHus CIIC 06s13aHa noaaepXmMBaTb NOHATUSA, XapaKTEPUCTUKU, OTHOLLIEHUS MEXY NOHS-
TUAMM 1 ANEMEHTaMU, onpeaeneHHbIMU B Moaenu AaHHbix IDMP, koTopble uAeHTUULIMPYIOT NeKapCTBEHHbIe
cpeacTBa M KOTOpble TLarensHo paspaboraHel B UCO 11615, a Takke B UCO 11238, ecnu aneMeHThl, AnA
KOTOpbIX 3aA4aHbl OTHOLLUEHUS1, NPUCYTCTBYIOT B cucteme seaeHus CIIC.

- Cucrema BegeHus CJIC o6sa3aHa caenatb AOCTYMHbIMU BCE pENeBaHTHbIE SNieMeHTbl (B YACTHOCTH,
naeHTudukaTop) onucaHui nekapcTBeHHbIX CPEeACTB U npenaparos, cooTeeTcTeyowmx MCO 11615 n 11616.

- Cucrema BegeHusa CJIIC o6s3aHa nogaepxueatb npeacTaBneHue NoAMHOXECTB 3TUX AMEMEHTOB B
BMAE rPyNMUPOBKU OOLLMX dNEMEHTOB ONMUCAHUIA NEKAPCTBEHHbLIX CPEACTB. Takue npeacraBneHus 06a3aHbl
NoAAEPXKNBATLCH CneayLLMMmM cnocobamu:

- B BUAE PMKCUPOBAHHON rPYNNMPOBKN MOAEHTUPUKATOPOB, Kak onucaHo B 7.3.1.2;
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- co3paHue cobCTBEHHbIX NPeACTaBNEHUI U TPYNNUPOBKKU 3NEMEHTOB CAMUMU MOCTaBLUMKaMU Meau-
LMHCKOW NOMOLUM C UCNOMb30BaHWEM 3NIEMEHTOB OMMCAHWI NEeKapCTBEHHbIX CPEACTB U nNpenapaTos B BUAe
CTPYKTYPHbIX €AUHUL;

- NpeacTaBreHns U rpynnMpPOBKU MOTYT UMETb CBOU COBCTBEHHBLIE UAEHTUUKATOPLI B MECTHOW pe-
anusauum cuctembl BegeHusi CIC, Ho 8Tu naeHTudpukatopbl HE formkHbI MCNOnNb30BaTbCA ANA 0OMeHa uH-
dopmauuen ¢ 4pyruMmn CUCTEMaMu;

- anst oBMeHa AaHHbIMK Mexay cuctemol BeaeHust CIIC un apyrumm cuctemamm 06s3aTenbHO J0Mmk-
Hbl UICMONb30BAaTLCA OTAEMNbHbIE ANEMEHTbI U UX MAEHTU(UKATOPbLI B COOTBETCTBUKN CO cTaHdapTamu IDMP.

- Cucrema BegeHus CJIC obs3aHa nogaepxuBartb PasnuyHbie KPAaTHOCTM MOHATUI B COOTBETCTBUU C
NCO 11616:2012 5.2 1 6.1, rae NOACHAIOTCA KPATHOCTU XapakTEPUCTUK NEKAPCTBEHHbLIX NPenapaToB U Kpart-
HOCTM OTHOLLEHWUI MEXAY NEKapCTBEHHbIM NpenapaToM U IeKapCTBEHHbIM CPEACTBOM, KOfNb CKOPO OHM BKIIHO-
YeHbl B MOAMHOXECTBO.

7.3.2 HasHauyeHUe fiekapCTBEHHbIX CPeacTB

B HacToswem nogpasaene onucaHo, kak cuctema segeHnsa CIIC nogaep>xuBaeT BapuaHT MCnosnb3oBa-
HUsi «HaszHayeHue» B TOIM YacTu, B KaKOW 3TO BXOAUT B 06nacTb npuMeHeHus cuctemol Begenua CIIC. MNpea-
nonaraeTcs, YTo uaeHTumkauma npaBmnbHOrO npenapara BxoauT B Hee. OfHaKO Takue npoueccsl, kKak noa-
Jepxka NPUHATUA PeLLUeHWi, HanpuMep, NPpoBepKa B3aMMoAENCTBMA NPenapaToB U COCTABNEHMS yKasaHuin no
nosupoeke, HE asnstoTea pyHkumen cuctemsl BeaeHus CIC n nosToMy He onucaHbl B JaHHOM nogpasaene.

HasHauyeHue nekapcTe MOXET OCYLLECTBNATLCA Ha 0600LWEeHHOM, 6a30BOM YPOBHE UIMU HA YPOBHE Mpo-
u3BeaeHHOro npogykra. TpeboBaHua 3aKOHO4ATENLCTBA K HA3HAYEHUIO NeKkapcTB (Ha 0000LWEeHHOM ypoBHE
UMM YPOBHE TOPrOBbIX HAUMEHOBAHUI) MOTYT 3aBUCETb OT IOPUCAUKLIUU.

B cBA3M € pasHbiMKU NOTPEOHOCTAMU B Pa3HbIX IOPUCAUKLMAX CIOXKHO NPEANOXUTL KOHKPETHLIN Habop
[JaHHbIX N UX XapaKTepPUCTUK, ONPEAENAIOLMIA YPOBEHb, KOTOPbIA MOXET UCMONb30BATLCA ANA HA3HAYEHUA
nekapcts. C apyrovi CTOPOHBI, XenaTenbHO NPesoCTaBUTh CBOEro poAa PyKOBOACTBO B BUAE NPUBA3KK K NOA-
AepXKKe NPUHATUSA PeLLUeHUIn U K OTMYCKaeMOI ynakoBke (ee perucrpauumu).

B cucteme Begenuss CIIC MoxeT GbiTb ONPEAENEHO NOHATUE, XapaKkTepusyloulee ypoBeHb ONUCaHUS
npy HasHavyeHun nekapcTea Ha 0006LLEHHOM YPOBHE. B GOMbLUMHCTBE CRy4YaeB UM CRy>XUT ONUCaHKUe riekap-
CTBEHHOrO npenapara Uiu He4YTo cpeagHee Mexay oOnucaHuem nekapcTBeHHOro npenapara u nekapCTBEHHOro
cpeacTea:

- Ecnu cucrema Begenus CJIC mMeer (pMKCUpPOBAHHLIM YPOBEHb HA3HAYEHUI, TO ANSA NOAAEPXKKU Ba-
puaHTa ucnonb3osaHua «HasHauyeHue» cuctema BegeHua CIIC oba3aHa npeaoCTaBnsATb ONUCAHUSA BCEX AO-
CTYMNHbIX NeKapCTBEHHbIX CPEACTB HA PA3NUYHbIX YPOBHAX 00006L1eHus, oT Haunbonee noapobHon hopmbl 40
0YeHb 00LLei, C COOTBETCTBYIOLUMMMW OTHOLLEHUSIMU MEXAY 3TUMU YPOBHSIMU.

- Ecnu cuctema Begenus CJIC HE umeet (pMKCUPOBAHHOTO YPOBHSI Ha3Ha4YeHUM, To 06a3aTenbHO A0MmK-
Ha ObITb 06ecnevyeHa BO3MOXHOCTb COCTABMEHUSI HA3HAYEHUS!, UCMONb3YA UAESHTUMDUKATOPLI U3 Pa3ANYHBIX
YPOBHEW ONUCAHUA NMOHATUA.

- PasnuyHble ypoBHU ONUCaHUSA NOHATUI 00513aHbI ObITb FAPMOHU3UPOBAHLI C NOACUCTEMON NOAAE PXKKU
npuHATUA pewweHnii. Ecnu cuctema BegeHus CIIC noaaepimBaer npouecc Ha3Ha4YeHWa ¢ UCNONb3OBaHMEM
OTAENbHbIX UAEHTUMUKATOPOB, TO NPOLIECC HA3HAYEHUS NIEKapCTB, OCHOBAHHLIN HA UCNONb30BaAHWUM TaKUX
naeHTudukaTopos, 0653aH NogAEPXKMBaTbL B3aMMOAEUCTBUE C MOACUCTEMON NOAAEPKKN NPUHATUS PELLIEHWIA.

- Cucrema segenus CIIC o6s3aHa obecneunBarb B3aMMOAENCTBUA C NUCTAMU NEKAPCTBEHHBIX HA3Ha-
YeHun Takum o6pa3oM, YToObI B IUCTE HA3HAYEHUIT MOXKHO ObINO COXPaHUTL Ha3BaHWE HA3HAYEHHOro nekap-
CTBA, MAEHTUUKATOPBI U APYTUE PENEBAHTHBLIE NMOHATUS.

- Cucrema sesenus CIIC mMoXxeT B3aMMOAENCTBOBaTbL C NPOLECCOM COCTaBNEHUsI yKa3aHui Mo 4o3u-
poBke Takum o6pasom, 4ToObl AN BLIGPAHHOTO NekapcTBa MOXHO GbINO NONyYaTh NOAXOASLLME YKa3aHUS NO
J03UpOBKe.

- Ana noanepxxu noucka onucaHus NeKapcTBEHHOrO CpeacTsa, TpebyemMoro HasHavaloleMy nuuy,
cuctema segeHun CIIC MOXET NpefocTaBnsATb PasnuyHbie AONOMHUTENbHBLIE NMOHATUS, HANPUMEP NOHATUNA
rpynnMpoBKWU MNWU HaBUTaLmK, U/mnu crtpaterun noucka (ObICTpble KNaBuLLK, COKpaLLEHUs U T.4.), @ TAKKe Cu-
HOHUMUYHbIE TEPMUHBI ATsi NOAAEPXKKM peanu3auuu.

7.3.3 OTnycK nekapcTBeHHbIX CPeAcTB

B paHHOM noapasaene paccMarpuBaeTCs B3auMoAencTBue mMexay cucremon Beaenus CIIC u knuHu-
YECKUMWU CUCTEMaMU, KOTOPbIE MCIMOSbL3YIOTCA B anTekax ANnA perucrpauuu OTMYLUEHHbIX NeKapCTBEHHbIX
CpeacrTs:

- Ana noaaepxku BapuaHta ucnomnb3oBaHua «OTnyck» cuctema BegeHus CIIC obssaHa npeagnarartb
OMNCaHNA BCEX AOCTYMHbIX NIEKAPCTBEHHbIX CPEACTB C Pa3fnUYHbLIMU YPOBHAMU 00606wWweHuns, ot Hanbonee
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noapoOHO hOPMbl A0 OYEHb 0BLLEN, C COOTBETCTBYIOLLMMU OTHOLLEHUSIMU MEXAY STUMMU YPOBHAMU. ITO He-
06x0aMMO Ans BbIGOpa NpaBUNbLHOMO YNakOBaHHOIO NEKapCTBEHHOIO CPEACTBA Npu OTNyCKe B Criyvae, ecnu
HasHa4yeHue onucaHo Ha bonee BbICOKOM YPOBHE 0600LLEeHUS.

- [ns nomoLum oTnyckarowemy nuuy npu Beibope npaBuibHOrO npenapara cucrema segeHusa CINC mo-
XKET NPeAoCTaBnATb Pa3NUYHbIE AOMONHUTENbHbLIE MOHATUSA, HANPUMEP NOHATUSA FPYNNUPOBKA UMW HABUTALUH,
u/unn cTparerun noucka (ObICTPbIE KNaBULLKM, COKPALLEHMA U T. 4.), @ Talkke CUMHOHUMUWUYHbLIE TEPMUHBI ANs
noaaepXku peanusaumu.

- Ans noaaepXkn BapuaHTa ucnonb3osaHusa «OTnycky cuctema BegeHus CIIC MoxXeT nogaepxusatb
Pa3nuyHble MECTHbIE UM HALUOHAamNbHbIE TPEOOBAHUA K «BO3MOXHOCTM OTNyCKa» NpoaykTa (COOTBETCTBYET
M NauMeHT KPUTEPUAM OTMNyCKa 3TOr0 Npoaykta, OyayT N BO3MELLEHbI 3aTpaTbl Ha OTMYCKaeMbIA NPOAYKT
Unu cneayet NpeanoXuTb aHarnor).

- PasnnyHble ypoOBHM ONUCaHWUS NOHATUIA 00513aHbI ObITb rAPMOHU3MPOBAHbLI C CUCTEMOW NOAAEPIKKM
NPUHATUS PELLEHNN.

- Cucrema BegeHus CJIC oba3aHa B3auMoAenCTBOBaTbL C NMUCTaMU NEKAPCTBEHHbIX HA3HAYEHUIN TakUM
06pa3om, 4ToObl B MUCTE HA3HAYEHUI MOXKHO ObINO COXPaHWUTL CBeAeHUst 06 OTNycKe nekapcraa.

- Cucrema BegeHus CIIC MOXxeT noaaepkueaTh CBA3b C MPOLIECCOM COCTaBEHUs yKazaHui rno A03u-
poBKe Takum 06pa3om, YTobbl Ans BbIGPAHHOTO fieKkapcTBa MOXHO ObINo NonyYaTh NOAXOASILLME YKa3aHUs no
J03MPOBKE.

7.3.4 NMpumeHeHUe nekapCcTBEHHbIX CPeacTB

B aaHHOM nogpasgene paccMmaTtpuBaeTCca B3auMOAENCTBUE Mexay cuctemon BegeHus CINC n knuHude-
CKMMW CMCTEMaMU, KOTOPbIE UCMOMb3YIOTCA ANS perucrpauum NnpuMEHeHUs nekapcTBeHHbIX cpeacTs. Cama
cucrtema BegeHua CIIC, ckopee Bcero, He ByaeT umeTb PYHKUMI perncrpaunn akTudeckux npUMeEHeHHbIX
nekapctB. 3T1a (PYHKLUUS OObIYHO BbIMOIHAETCA B CUCTEME BEAEHUS SMEKTPOHHbIX MEAULMHCKUX KapT, B NOA-
CUCTEME NUCTa Ha3Ha4YeHUi, unum, Bce B BOnbLUEH Mepe, B CUCTEMAX BEAEHUS NEePCOHarbHbIX 3MEKTPOHHbIX
MEAULMHCKUX KApT U MOBUIbHBIX NPUNOXEHUsX. M03TOMY 3E€Ch OMMCAHO TONbKO B3aMMOAEWCTBME CUCTEMBI
BegeHunsa CIC ¢ nogobHbIMK cUCTEMaMMU.

Mpeanonaraercs, 4To opraHu3auuu 34pPaBOOXPAHEHUS TLLATENMbHO PErucTPUPYIOT U MPOCHEXUBAKOT
NPUMEHEHNEe NeKapCTBEHHbIX CpeacTB. B Oyaywiem ot dyHKLMM MOTYT pacrnpoCTPaHUTLCA Ha NaLMEHTOB,
TLLATENbHO OTCMEXMBAIOLMX CAMOCTOATENbHbIM NPUEeM PeLenTypHbIX U 6e3peLenTypHbIX NeKapCTBEHHbIX
cpeAcTB. OTa 3ajada CUMTAEeTCH BaXHOM ANA Hagnexallero obpalleHusi ¢ nekapcTBEHHbIMKU CpeacTBamu
B 34paBOOXpPaHEHUM, HO TPEOOBAHUA K €€ PELUEHUIO B HACTOSILLEE BPEMS HE MOTYT ObITb MOMHbLIMK B CBe-
TE€ MHOTMX pa3paboToK, NOCBALLEHHbIX CUCTEMaM BEAEHUS NEPCOHANbHbIX 3MEeKTPOHHbIX MEAULMHCKUX KapT,
NepCoOHanbHbIX MEANLIMHCKUX YCTPOWCTB U NPUAOXEHUIA ANA CMapTdOHOB:

- Ana noaaepXku BapuaHTa ucnonb3osaHus «MpumeHeHne nekapcTBeHHOro CpeacTesay CUcTema Bese-
HuaA CIIC oba3aHa npeanaratb ONMCaHUS BCEX AOCTYMHbIX NEKAPCTBEHHbIX CPEACTB C Pa3NUYHLIMU YPOBHAMM
0600LweHuns, ot Haubonee NogpPo6HON PopMbl A0 O4EHb 0OLLEN, C COOTBETCTBYIOLLMMI OTHOLLIEHUSIMU MEXAY
3TUMM YPOBHAMU. STO HEOBXOAUMO ANs BbIGOpA NPaBUILHOIO YNakoBaHHOTO NEKAapCTBEHHOTO CPeaCcTBa npu
OTMyCKe B Criyyae, eCnu HasHadeHue onucaHo Ha bonee BbICOKOM ypoBHE 0006LueHns.

- Ana nogaepxkku BapuaHta ucnons3oBaHua «lpumeHeHne nekapcTBEHHOrO CpeacTBa» CUCTEMa Be-
AeHunst CINC obsizaHa npenocTaBnaTb MHAOPMALUUIO O NYTAX BBEAEHUS, YKa3aHHbIX B UHCTPYKLUMU NO Npu-
MEHEHUIO AAHHOTO NEeKapPCTBEHHOTO CPEACTBA, U MOXKET NPeaoCTaBNATb MHpOPMAaLMIO O APYTUX AOMYCTUMbIX
nyTsx BeeAgeHus. MNpuMepamu cryxart nepopanbHblid NPUeM, UHranaumus Unm MHLEKLUS, C MOMOLLIbIO KOTOPbIX
NpOAYKT BBOAMTCS BHYTPb T€Na nauueHTa.

7.3.5 Pernctpauusa u cornacoBaHme Ha3sHauyeHUN

Cuctema BeaeHus CJIC Gyaer urpatb OnpeaesnieHHYI0 pofb B AOKYMEHTUPOBAHMU HA3HAYEHHbLIX ne-
KapcCTB B pasaene uCTopumu NneKkapCcTBEHHbIX HA3HAYEHUN ANEKTPOHHbIX MEAULIMHCKMX KapT W/unu nepcoHarnb-
HbIX MeAWLMHCKMX KapT. C TeYeHueM BPEMEHU BaXHO COrNacoBbIiBaTh BCE NEKAPCTBA, KOTOPbIE Oblnu Ha3Ha-
YeHbl MaUUeHTy 1 BbInu hakTU4eckn OTNYLLEHbI U NPUMEHEHbI. B onucaHum BapuaHtTa ncnonb30BaHus bbino
YKa3aHo, 4TO pasHbie NOCTaBLUMKU MEAULIMHCKON NOMOLLM OObIYHO 3aNOMHAIT Pa3Hbl€ NUCThI NTEKapPCTBEHHbIX
Ha3Ha4YeHU O4HOMY U TOMY Xe naumeHTy. B HeKoTopbIx cuTyaumsax HeobxoanmMo, YToObl 3TU NUCTbI Obinn Co-
rmacoBaHbl, 3TO NO3BONMT, HAMPUMEP, B Cry4Yae nepesoaa onpeaenuTb, YTo NaumeHT PakTUYeckm NPUHMMAaET.
Ins o6ecneyeHnsa cornacosanua cuctema segeHun CJIC Gyaer npeanaratb ApyruM cucteMam TOMbKO mpa-
BUSIbHbIE HA3BaHWUS, MAEHTUMUKATOPLI U APYTUE NOHATUSA, OnpeaeneHHble B ctaHgaprax IDMP:

- Ansa nogaepXku BapuaHTa UCMoNb30BaHUA «Perncrpaums u cornacoBaHue HasHayYeHuii» cuctema Be-
AeHns CIC obsi3aHa npeanaratb ONUCaHMsA BCEX AOCTYMHbIX NEKAPCTBEHHLIX CPEACTB C Pa3fMYHbIMU YPOB-
HAMKM 0606LLEeHNA, OT Hambonee NoagpoGHON hOPMbI A0 OYEHb 0OLLER, C COOTBETCTBYIOLLUMMM OTHOLLEHUAMU
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MeXIy 3TUMMW YPOBHAMUW. STO NO3BONUT B SMEKTPOHHbLIX MEAMLIMHCKUX KapTax pernctpupoBaTs haKkTU4ecKu
OTNyLLEHHbIE YNAaKOBKU IeKapCcTB C TeM YPOBHEM 000OLLEHUNSA, KOTOPLIA MOXET UCMONbL30BaTLCA ANA FPYNNu-
pOBKM nekapcTs, o6ecneymBaloLlein aHanu3 nx NPUMEHEHUs1 UM COCTaBNEHME OTYETOB 06 MCNOMb30BaHHbIX
nekapcreax. To ke cnpaseanueo AN COrnacoBaHWA Ha3HAYEHWI: TPYNNMPOBKA NeKapcTB U CTAHAAPTU30BaH-
HbI MOHUTOPUHI PaKTU4ECKOro OTNyCKa yNakoBOK MOMOraloT NOCTaBLUMKY MEAULMHCKON MOMOLLIM COrNAcoBbI-
BaTb Pa3fNnyHbIe NUCTbI NEKAPCTBEHHbIX HA3HAYEHUI OAHOMY U TOMY KE MaLWeHTy.

- [Ana peructpaumu npuMeHeHUs nekapcTs U NPEAOCTaBNEHUA PErMCTPALMOHHBIX 3anucei Nonb3oBa-
TENo B NOHATHOM BUAE cuctema seaeHusa CIIC moxeT obecneunts NOALEpPKKY 3anucu CBEAEHUIi 0 npume-
HEHHbIX NleKapCcTBax U TEM CambIM 06ECNeUYnNTb BO3MOXHOCTb arperipoBaHnsa AaHHbIX Ha XXenaeMOoM YPOBHE B
pasaene 3neKTPOHHOW MEAULMHCKON KapTbl, COAEpIKaLLeM NMUCT NEKapCTBEHHbIX HA3HAYEHUM.

- Cucrema BegeHus CJIC no BO3MOXHOCTM A0SKHA CTaHAAPTU3UPOBAHHLIM 0Opa3oM NMpeacTaBnsATb
WHPOPMALNIO O NEeKapCTBEHHbIX CPeACTBAax PasnUyHbIM NOACUCTEMAM NIMCTOB NIEKAPCTBEHHbIX HA3HAYEHUI C
pasnuyHbIM YPOBHEM NPEACTaBMEHUS.

- Ans noaaep kU BapuaHTa ucnonb3oBaHusa «Perncrpauus» cuctema segeHns CIIC no BO3MOXHOCTH
AomkHa obneryatb CONOCTaBMNEHUE AAHHLIX O KOHKPETHBIX NEeKapCTBEHHbIX CPEACTBAX, MPUMEHEHHbIX K OT-
AenbHOMY NULY 1 3aperucTPUPOBaHHbLIX B 3MEKTPOHHbIX MEAULMHCKMX KapTax unu NnepcoHarnbHbIX MEAWULUH-
CKMX KapTax, ¢ UAEHTUPUKALMOHHBIMU AAHHBIMU, OMUCAHHLIMU B cTaHaapTax IDMP u npegocraBnsieMbiMu
cucremoli segeHus CJIiC.

- Ons obecnevyeHns Haanexallero cornacoBaHus NMcTa NekapcTBEHHbIX HA3HAYeHUii cuctema Beje-
Husi CJ1IC no BO3MOXHOCTU AOMMKHA CNOCOOCTBOBATL NPeACTaBNeHuo MHopMaLummn 0 NEKapcTBEHHbIX cpea-
CTBaXx Ha TOM e YPOBHe AeTanu3auum unu, eCnu CNonb3yeTca Apyrov ypoBeHb nNpeacTasneHus, obecneun-
BaTb 0TOOpa)KEHWE Ha CONOCTaBUMbIE YPOBHM.

Apyrumu cnosamu, cuctema segeHusi CIIC no BO3MOXHOCTU A0MKHA CNOCOGCTBOBATL BbISIBNEHUIO Ay-
6rnmpyeMbiX M OTCYTCTBYIOLLMX NEKapCTBEHHbLIX CPEACTB B UCTOPUM NEKAPCTBEHHLIX HA3HAYEHMIA:

- Cucrema BeneHus CJIC no BO3MOXHOCTM JOMKHA npeanarate Heo6xoaumyio uHopmaumio o nekap-
CTBEHHBIX CPeAcTBax, 00eCneynBaloLLyl0 OLIEHKY UMK COrnacoBaHue npohuna nekapCTBEHHbIX Ha3HAYEHWI
B OMK, a Takke (PyHKLUMOHUPOBAHME LPYIUX NMPUMNOXKEHNIA U cucTem, obpabaTbiBalOWMX CBEAEHUS O nekap-
CTBaX, Ha3Ha4YeHUsIx, OTNYCKE, B TOM YUCIIE CUCTEM NMOAAEPXKKU KNUHUYECKUX peLueHuii, 6a3 3HaHui o nekap-
CTBaxX M aAMUHUCTPATUBHBLIX NOACUCTEM.

- [Ana noaaepxku NpoLEecCcoB COrMacoBaHus NekapcTBEHHbIX HA3HAYEHUIA B 3paBOOXPaHEHUM cucTema
BegeHus CIIC no BO3MOXXHOCTU AOMMKHA obneryarb nNpuBA3KY AaHHbIX, XPAHSILLMXCS B HECKOMbKMX CUCTEMAX
BEeHNS ANEKTPOHHBIX MEAMLIMHCKUX KapT, CMCTeMax BeAEHUSA NePCOHarnbHbIX MEAULMHCKMX KApPT U anTeYHbIX
cucTemax, K KOHKPETHbIM CBEAEHUAM O NEKAPCTBEHHbIX CPeACTBAX, HA3HAYEHHbIX, OTNYLLEHHbIX U NPUMEHST-
€MbIX K OTAENLHOMY NuLy.

7.3.6 3akas, ueno4yka nocTaBOK U NIOrMCTUKa

Uto6bl NayMeHTbl MOrMK NPUHUMATL NEKapPCTBEHHbIE CPEACTBA, OHW AOIDKHbLI ObiTh AOCTYMHLI HA Me-
CTe OKa3aHUs MEAMUMHCKOW nomoLun. MosToMy BaKHYHO pONb MrpaeT MpoLecc NOrMCTUKU NekapeTB. 3TOT
NPOLIECC NOSIHOCTbLIO 3aBUCUT OT Haanexallen naeHTudukaLmum nekapcTBeHHbIX CPEACTB B COOTBETCTBUU CO
craHgaprtamu IDMP. Jloructuka Bkno4aeT B cebst npou3BOACTBO, XPAHEHME 3anacos, TPAHCNOPTMPOBKY B arl-
TEKM, XpaHeHWe Ha ckrage u ynpasrieHue 3anacamu, CBOEBPEMEHHbIN 3aKa3 HOBbIX 3anacoB, hakTuyeckyto
du3ndeckyto nepegadvy nauueHTy u 6e3onacHyto yTunm3aumio nekapcTBEHHbIX OTX0A0B:

- Cucrema BegeHuss CIIC no BO3MOXHOCTM AomkHa obecneunBaTb MHGOPMALMEN pasnuyHbie Nnoru-
CTUYECKUEe NPOLIeCChl, CBA3AHHLIE C XPaHEHWEM, pacnpeaeneHueM, CKrnaaupoBaHMEM W MHBEHTapu3auuen
3anacos, 3aKasoM W nepefavei NekapCTBEHHbIX CPEACTB, a Takke yTUnuM3auuein nekapCTBEHHbIX OTXOA0B.
Oco6eHHO nonesHbl fJaHHble 06 ynakoBaHHbIX NIeKapCTBEHHBLIX CPEACTBAX.

- Cucrema segeHusa CJ1C no BO3MOXHOCTH AOSKHA 00nerdarb perucrpaumio u NpocnexmsaHme Ha pas-
NWYHBIX STanax NpoLecca NOrMcTUKM.

- [Ons obneryeHns perncrpauum n NnpocrexxuBaHus Ha NPOTSXKEHUM BCETO NpoLecca JIOMMCTUKN CUCTEMA
BegeHusa CI1C no BO3MOXHOCTM AOMMKHA XPaHUTb UAEHTUPUKATOPDBI KAXA0ro NeKapCTBEHHOrO CpeaCcTBa, Ha-
HECEHHbIE Ha ero yrnakoBKy B ¢(popme MaLLMHOYMTAEMbIX LUTPUX-KOZOB.

7.3.7 AHanus, ctaTUCTUKa, (DapMaKo3INUAEMUOSIOTUA U KITMHUYECKNe nccneaoBaHua

MocToAHHO pacTeT NoTPeBHOCTL 34PaABOOXPAHEHNS B aHanM3e AaHHbIX C aKLIEHTOM Ha HabnoaeHue 3a
NPUMEHEHUEM NEKAPCTBEHHLIX CPEACTB, AOMNONHALLEE TPAAULMOHHbIE AAHHBIE KIMHUYECKUX UCTIbITaHuN. B
3TOM pasfene He JenaeTcs NOonbITOK ONUCaTb BCE BapuaHThbl NpUMEHEHUs cuctembl Beaenuna CIIC ana atux
uenemn, Kpome TeX, KOTOPbIE YCUMMBAIOTCA 38 CHET NPUMEHEHUSI NAEHTU(PUKATOPOB NEKAPCTBEHHBLIX CPEACTB,
COOTBETCTBYOLWMX cTaHgapTaMm IDMP. MOXHO BblagennTb Crneayolme YeTbipe KIoueBblie BapuaHTa nogo6Ho-
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ro UCNonb30BaHWA AaHHbLIX: aHanu3, crtaTucTuka, PapMakosNUMaAEMUONOrMa U KNMHUYECKNe UCCneaoBaHus.
Onsa yno6cTBa UTeHus, ecnu He npeanonaraeTcst O4eHb cneuuduYHbI BUA aHanusa, TpeboBaHusa K aHanuay
OyayT onucaHbl B HOPMaTUBHbIX TEPMUHAX:

- Onsa nogaepxkn BapuaHTa UCMNonb30oBaHMsa «AHanu3y cucrema seaeHuns CJ1C no BO3MOXHOCTU AOMK-
Ha JonycKaTb NPUBA3KY NMEPCOHANbHbLIX AAHHLIX O NPUMEHEHUN NEKAPCTB, XPAHALLUXCA B ANEKTPOHHbIX Me-
OULIMHCKMX KapTax Miu NepCoHanbHbIX MEAULMHCKMX KapTax u nepegaBaemMbiX AN NOCNEAYOLEero aHanm-
3a, Hanpumep, B XpaHUNULe KNMHUYECKUX JaHHbIX, K TOYHON MAEHTUdUKALMM KOHKPETHbIX NeKapCTBEHHbIX
CpeacrTs.

- Mo BO3MOXHOCTM AOMKHbI ObITb 06€CneYeHbl pas3nUYHbIE BAPUAHTbI arpernpoBaHus NepcoHnuLmMpo-
BaHHbIX A@HHbIX O MPUMEHEHWUU NEKAPCTBEHHbIX CPEACTB U MAEHTUMPUKALMOHHbLIX AAHHbIX, COOTBETCTBYIOLLUX
ctaHgaptam IDMP, B TOM 4nucne and TakMx 3agad, kak npeemMcTBEHHOCTb MEAMLMHCKOW nomMoLum, coop m3-
BELLEHNI O HexenartenbHbIX peakumsax, hapMakonormiyeckme nccnegoBaHus NPUMEHEHUA U Apyrue 3agadu.

B nepsyio kaTeropuio aHanu3a AaHHbIX O NEKAPCTBEHHbIX CPEACTBAaX BXOAAT NPOCTbIE BUALI aHanuaa,
HepeaKko BbIMONHSEMbIE B anTeke ANsi BHYTPEHHUX YNpaBrneHYeckux Lenemn, HanpuMmep, Ans ynpasneHus 3a-
nacamu:

- Cucrema BegeHusi CJIC no BO3MOXHOCTU AOMMKHA CMOCOOCTBOBATL NOOOMY BUAY aHanM3a AaHHbIX O
NeKapCTBEHHbIX CPEACTBAX, KOTOPbIE MOTYT ObITb B3ATbl U3 HEE CAMON UMK NOMYyYEHbI C NOMOLLLIO CBA3K C
CUCTEMOMN LIenoYKkM NOCTaBOK, BKIOYAs, CPEAU NPOYEro, YYET 3anacoB, LMK CHabXeHns 1 wabnoHsb! UCnonb-
30BaHusA.

CTaTuCTMKa, KOHEYHO, ABMAETCA 40CTATOMHO LUMPOKUMM NoHATMEM. B 00uwemM cnyyae ans sapuaHTa uc-
nonbL30BaHWs, B KOTOPOM y4acTByeT cuctema BegeHus CIIC, paccuuTbiBaloTcs 0a3oBble YacTOTbl UCMONL30-
BaHUS KOHKPETHbIX NEKAPCTBEHHbIX CPEACTB, a TaKXKe ¢034aKTcs Tabnuubl 1 rpadukm:

- Ona nogaepxkkm CTaTMCTMYECKOrO aHanuaa AaHHbIX O NEKapPCTBEHHbIX CPeACTBaxX CUCTEMA BeAEHUA
CJIC no BO3MOXHOCTM JOIMKHA AOMYCKATb NPUBA3KY NEPCOHASIbHBIX AaHHbIX O NPUMEHEHUU NEKapPCTB, XPaHs-
LLIUXCA B SMEKTPOHHbIX MEAULIMHCKMX KapTax Unun nepcoHanbHbiX MEAULMHCKUX KapTax U nepegasaemMbix ons
nocneayoLero CTaTMCTUYECKOro aHanuaa, Hanpumep, B XpaHUNULWE KNMHUYECKUX AaHHbIX, K TOYHON UAEHTU-
dMKauun KOHKPETHbIX NeKapCTBEHHbIX CPEeACTB.

- PesynbraTbl CTaTUCTUYECKOrO aHanu3a AOMKHbI PACCYMTLIBATLCA NO AAHHLIM, NOCTYNAIOWMUM He OT
cuctemMbl BegeHusa CJIC, a oT gpyrmx npunoXXeHui.

Mo LWTpomy [24] bapmakoanuaemMmnonorns — 1o u3ydeHue NpUMEHeHnsa u Bo3gencTeus npenaparoB B
XOPOLUO onpeaeneHHbIX NONYNALUUsX:

- Ona nopaepxkun dpapmakoanuaemumonorum cuctema segeHuss CJIC no BO3MOXHOCTU AOIMKHA Aony-
cKaTb NPUBA3KY NEPCOHASBbHBIX JAHHBIX O NPUMEHEHUN NEKAPCTB, XPAHALMXCS B ANEKTPOHHBIX MEANLUHCKUX
KapTax unu nNepcoHarnbHbIX MEAULIMHCKMX KapTax v nepeaasaeMblxX AN nocneaylowmx papmakosanmaemmo-
NOrMYEeCKUX UCCNEAOBAHMIA B XPAHUIULLE KITMHUYECKUX AAHHBIX, K TOYHON MAEHTUAUKALUN KOHKPETHBIX fe-
KapCTBEHHbIX CPeACTB, ONMMCAHHbIX HA Pa3NUYHbLIX YPOBHAX 0600LLEeHMs, OT Haubonee noagpoGHOM hopMbl A0
o4eHb o6Len, C COOTBETCTBYIOLIMMU OTHOLLEHUAMU MEXAY 3TUMMW YPOBHSIMMU.

- Ona uenen hapmakoaNMAeMUONOrMYECKUX UCCNEA0BAHUNA CBA3AHHbIE [@HHble MO BO3MOXHOCTU
OOMKHBI coAepXaTb, KPOME NpoYero, XpaHsiLumecs aemorpaduyeckue AaHHbIe, AeTanbHble CBEAEHUsI O NpU-
MEHEHHbIX NIeKaPCTBEHHbIX CPEACTBAX, BKIIOYAsA X MAEHTU(UKATOPbI, COOTBETCTBYIOLME cTaHaapTam IDMP,
AaHHbIe 0 nNpoueaypax NPUMEHEHUS], AaHHbIE 0 CUMNTOMAaX M 6onesHsxX, a TaKkke UHOPMALUIO O XenaTenb-
HbIX U HeXxenaTenbHbIX achdekTax.

KnuHnyeckune nccnenoBaHusi oUeHUBAIOT 3(pPEKTUBHOCTb, IKOHOMUYHOCTL M 6E30MaCHOCTbL Pa3NUYHBIX
METOAOB MEYEHUA ANA Hay4yHOro 00OCHOBAHUS MX NMPUMEHEHUS1 HA NpakTuke. B 4yacTHOCTH, B HUX MOXET
OLEeHUBATLCA NPUMEHEHUE NEKAaPCTBEHHbIX CPEACTB, 00LIMHO B HECKONbkux asax. Cucrema BeaeHus CJiIC
MOXET CnocoBCTBOBaTL NPOBEAEHUIO KaXoi ¢hasbl, obecneunBas BO3MOXHOCTb 3anuCU TOYHbIX AAHHLIX O
neKkapcTBEHHOM CpeACTBE B AMEKTPOHHOM MEAULMHCKON KapTe W/MiuM CUCTEME OTYETOB O KIMHMYECKOM UC-
nbiTaHUU (HaNpUMep, B CUCTEME YNPABMEHUS KITMHUYECKUMM UCTILITAHUSIMU, B ANEKTPOHHOW MHAWBUAYANbHOW
peructpaumoHHou kapte (eCREF, electronic case report form) u Tak ganee):

- Onsa noaaepXku KNMHUYECKUX UCCneaoBaHui cuctema BegeHus CJIC no BO3MOXHOCTH A0mkHA 06e-
cneyunBaTb NPUBA3KY NEPCOHANbHbIX JaHHbIX O NPUMEHEHUU NEKAPCTB, XPAHALMUXCS B ANEKTPOHHbIX MEAULH-
CKMX KapTax W/unu nepcoHarnbHbIX MEAULIMHCKUX KapTaxX U CUCTEMAX OTHETOB NO KIMMHUYECKUM UCNbITAHUAM,
nepeaaBaeMbixX AN nocneayowmx hapmakoanuaeMnuonoruiyecknx MccneaoBaHnii B XpaHunuule KnuHude-
CKMX AAHHbIX, K TOYHON UAEHTUMDUKALUU KOHKPETHBIX NEKAPCTBEHHbLIX CPEACTB, ONUCAHHbLIX HA Pa3NNYHbIX
ypOoBHSIX 0000LLeHus, OT Hanbonee noapobHON POpMbI A0 O4eHb O6LWEN, C COOTBETCTBYIOWMMU OTHOLLEHUS-
MU MEXAY STUMU YPOBHSAMM.

25



rOCT P 58503—2019

- [na uenen noaaepxXKkn KIMHUYECKUX UCCREA0BaHNIi CBA3aHHbIE JaHHbIEe MO BO3MOXHOCTU AOMKHbI CO-
[epxXarb, KpoOMe NPoYero, XxpaHaLumecs geMorpaduyeckme AaHHble, AeTarbHbIE CBEAEHUSI O MPUMEHEHHbIX Nne-
KapCTBEHHbIX CPEACTBAaX, BKINOYAsA X MAEHTUAMUKATOPLI, COOTBETCTBYIOLME cTaHaapTam IDMP, onucaHus Bcex
[OCTYMNHbIX NEKAPCTBEHHbIX CPEACTB C Pa3NUYHbIMU YPOBHAMU 0000LLEHNSA, OT Hanbonee nogpobHon hopMbl
[0 04eHb 06LLeN, C COOTBETCTBYIOLLIMMY OTHOLLEHUSIMM MEXAY 3TUMU YPOBHSAMU, AaHHbIE O NpoLeaypax npume-
HeHUs1, AaHHbIEe 0 CUMMATOMAX M BOMEe3HsX, a TaKKe MHAOPMALIMIO 0 XKENATENbHbIX U HEXenaTenbHbIX addekTax.

7.3.8 ObecneyeHne 6e30NacHOCTM NaLMEHTa C NOMOLbLIO NPUBA3KW NMEPCOHarNbHbIX AAHHLIX K
cucteMe noaaepPXku NPUHATUA PELLUEHUI NO JIeKapCTBEHHbIM Ha3HAYeHUAM

Cucrema BegeHus CITC MOXET CRyXUTb OCHOBOW NPUBS3KM MHAhOPMALIMK, UCNONb3YEMON ANs NOAAEPK-
KW NPUHATUA PELLUEHUI, K CBEAEHUAM, COAEPKALLMMCS B SMEKTPOHHLIX MEAULMHCKMX KapTaxX. CnefoBaTensHo,
cuctema segeHna CIIC MoxeT cnocobcTBoBaTh 3MMEKTUBHOMY NPUMEHEHUIO NEKAPCTB U NPeA0TBPaLLEHUI0
Bpeaa. Mindopmauumsa, ucnonb3yemas AnA NOAAEPKKU NPUHATUSA PELLEHUIA, MOXKET BKMOYaTh B cebs:

- Takyo uHdopmaumio, Kak B3auMOAenCTBUe NekapcTs, NPOTMBONOKa3aHus, ayonupylowasa tepanus,
nposepka [03UPOBKU U yKa3aHUN, NeyaTtaemMblX Ha STUKETKE AN NauMeHTa, BKNoYas 4eATenbHOCTL no obe-
CNEeYEeHNI0 MMHUMU3aLIMn PUCKOB, HaNnpUMep, NporpaMMy npeaynpexaeHus 6epeMeHHOCTU, CAHUTapHOE NPo-
CBELLEeHMe U NporpaMMbl 4OCTYNA K KOHTPONUPYEMbIM NEkapcTBam.

- Nndpopmauuio, oBecneunsaroLLyto BbIGOP NpaBunbLHOTO Npenapara B COOTBETCTBUU C (hOpMYNsSpoM,
OCHOBAHHOM Ha PYKOBOACTBAX M0 Tepanuu B COYETAHUU C XapakTEPUCTUKAMKU NaUUeHTa.

Ana 6esonacHoro NpUMEHEeHNs Npenaparos BaXkHa NOAAEPXKA NPUHATUA PELLEHUI B NPOLIECCE Ha3Ha-
YeHua U nepea oTnyckoM. UToObl B 9TUX CUTYaUMAX rapaHTUpOBaTb AOCTYN K HeoOxoaumown MHopmauuu,
NpeanoYTUTENbHO UMETL CBA3b MEXAY CUCTEMON NOAAEPXKKN NMPUHATUSA PELLEHU n cuctemon BegeHus CJIC.
CnepoBarenbHo, cucrema segeHna CJIIC no BO3MOXHOCTU AorpkHa obecneunBarb OCHOBY MHTErpauuu ¢ Cu-
CTEMON NOAAEPXKKN NPUHATUS PELLEHWUN:

- Ans oBecnevyeHns CUCTEMbI NOAAEPKKN NPUHATUA peLLeHuii Heobxoaumon uHcdopMaumein cucrema
BegeHusa CIIC ob6a3aHa NpeaocTaBnsATh ONUCAHUS BCEX AOCTYNMHBIX NIEKAPCTBEHHbIX CPEACTB C Pa3NMUYHbIMU
ypoBHAMU 0006LLEHUS, OT Hanbonee noapo6HON HPOpPMbl 40 O4EHb OBLLEN, C COOTBETCTBYIOLLIMMU OTHOLLIEHU-
AMU MEeXAy STUMKU YPOBHAMU U CUCTEMOI NOAAEPXKKN NPUHATUS PELUEHUMN.

- 310 06ecnevnBaeT NPUBA3KY NOAAEPKKU NPUHATUA PELLEHNI K YPOBHIO BOCNPOU3BEAEHHBIX NEKAPCTB,
ecrnu npeaynpexaeHue NpMMEHUMO KO BCEM fleKapCTBaM Ha 3TOM YPOBHE, UMK K O4eHb cneuudunyHomy npo-
OYKTY, €CNu1 OHO MPUMEHUMO TONLKO ANSA HEro.

- Cucrema BegeHusi CIIC moxeT npeanararb rpynnupoBKY Kaaon XapakTepucTuku, Ytobbl ooner4utb
NPUBA3KY NOAAEMKKU MPUHATUA PELLIEHNI K KOHKPETHOM rpynne, He NpeacTaBnaowen co6on hukCUpOBaHHbLIN
ypOBEHb nepapxuu. Npumep: npuBa3ka NOAAEPXKKN NMPUHATUS PELLIEHUI KO BCEM npenapaTtaMm ubynpodeHa ¢
nyTem BBEAEHUA «nepopanbHO» U «PeKTanbHO», UCKITIoYas npenaparbl ANA HaPY>XHOTO NPUMEHEHUA.

- Cucrema BeaeHus CJIIC o6si3aHa Takum 0O6pasoM COOTHOCUTH NOHATUA, ONUCHIBAIOLIME NEKAPCTBEH-
Hble CPeACTBA, C MUHBEHTAPHOI OMMCLIO UMW KaTanorom nekapcrs, 4Tobbl Obina o6ecneveHa nogaepxka npa-
BMI BbIBOAA (AAXKE E€CMU OHU OYEHBb MPOCTLIE).

7.3.9 BzaumogencTBue C CUCTEMAMM BO3MeELLeHUA 3aTpar

B cucreme 3apaBoOxpaHeHus KaxaoW CTpaHbl AEHWCTBYIOT CUCTEMbI BO3MeLleHun 3atpar. O4eBuaHo,
YTO 3a4acCTylo NoA TakoW pexxkum noanagatoT AOCTaTOYHO AOPOrMe NeKapCTBEHHbIE CpeacTBa.

[aHHbI BapuaHT MUCNONb30BaHWSI KacaeTcs BO3MELLEHMS 3arpar Ha OTNyLUEHHbIe NeKapCTBEHHbIe
cpeactea. Cucrtema segeHua CJIC no BO3MOXHOCTU AOSMKHA npeanaratb MHOPMaLMIO O NEKapCTBEHHbIX
cpeacTeax, HeOOXOAUMYIO AN NOAAEPKKU PAAa BUAOB BTOPUYHOIO UCMONbL30BAHUA, HANPUMEP, NPO3paYvHo-
CTN UeHoo0pa3oBaHuA, 3aKynku (€Cnu CyLLECTBYIOT HeobxoanMble CBA3M) U UCCNEA0BaHUN:

- Cucrema BegeHus CJIC no BO3MOXXHOCTU AOIMKHA MCNONbL30BaTLCA ANA NPEA0CTaBNEHMA NPAaBUNBLHON
UHOPMaLUKM Ha ypOBHE JAeTanu3auuu, KOTOpbIA 3anpaluvMBaeT opraHu3auus, BO3MELLaoLan 3arparbl Ha
nekapcrtea. 3anpalumBaemble YPOBHM MOTYT ObiTb pasHbiMU, NO3TOMY cucteMe BeaeHus CJIC Heobxoanmo
noaaepXmMBaTb HECKONMbKO YPOBHEN AeTanu3aumu.

- Cucrema BeaeHus CJIC no BO3MOXXHOCTU AOmKHA obecneynBaTth BKIOYEHWE AONONHUTENbHbIX NOMNewn
AaHHbIX, MOMUMO TEX, YTO OCHOBaHbLI Ha ctaHagapTax IDMP, ana nocneayowero npegocTtaBneHusa cucremam
BO3MELLEHUS 3aTpaT, HanNpuMep, LeHbl Npenapara, BenuyuHbl Hanora Ha 400aBNEHHYI0 CTOMMOCTb, MPU3HAaKa
pacnpocTpaHeHusl BO3MELLEHUS Ha NEKapCTBO, a Takke nHdopMaumio 06 UCTOMHUKE BO3MELLEHUS (rocyaap-
CTBO, CTPaxoBas KOMMaHUA U T. A.).

7.3.10 Bsaumopencrteue cuctem segeHus CJIC ¢ cuctemamu cpapmakoHagsopa

dapmakoHaa3op 0ObI4HO yaensieT 0cob60e BHUMAaHWE HebnaronpusiTHbIM peakumsm, CBA3aHHbIM C Npu-
MeHeHMeM nekapcTBeHHbIX cpeacTs (HP), B Buae nobbix HexxenaTenbHbIX MW HenpeaBuAeHHbIX peakumii Ha
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rleKapCTBEHHOE CPeACTBO, BKMOYaA HEAOCTATOUHYIO 9hPEKTUBHOCTL. C APYroil CTOPOHLI, hapmakoHaa3op
TaKkXKe aHanM3upyet owmnbKU NPUMEHEHNUA NeKapcTB, HanpuMep, Nepeso3MpoBKY, HENPaBUbHOE NPUMEHEHNE
unu 3anoynoTpedbneHne nekapcTeamu, a Takke NPUMEHeHWe NeKkapcTe npyu BepemMeHHOCTM U rPYAHOM BCKapM-
TNIMBaHUK, NOCKOIIbKY OHO MOXET NPUBECTU K MOBOYHBIM AENCTBUSAM:

- [na yctaHOBNEHUS rMaBHONM MPUYUHbLI BO3HUKHOBEHUSI COBLITUI, HanpuMmep, cybcTaHumm, npouseoau-
Tens, cepun, cuctema segeHus CIC no BO3MOXHOCTU AOMKHA UCMONbL30BaTLCA AN NonyyYeHnsa uHdopMauum
0 «MOA03PEBAEMOM NEKAPCTBEY C PA3NMYHBIM YPOBHEM AeTanusaumu (Hanpumep, akTUBHOE BELLECTBO, 103U-
poBKa, nekapcTeeHHas dpopmMa, NyTe BBEAEHUSA, TOPrOBOE HAaUMEHOBaHWE NeKapcTBa, ynakoBka/ynakosaHHOe
neKapCcTBEHHOE CPeACTBO, MPUMEHEHHbIN NPOAYKT, NPOU3BOAUTESb, CEpUs).

- Cucrema BegeHus CINC MOXET UCNonb30BaThCA NPU SNEKTPOHHOM B3aUMOAENCTBUU PA3NUYHbIX CU-
CTeM BEAEeHWA ANEKTPOHHbIX MEAULIMHCKUX KapPT, NePCOHAaNbHbIX 3MEKTPOHHbIX MEAULMHCKMX KapT C anTeYHbl-
MU CUCTEMaMU, OCYLLECTBNSAEMOM ANSA NOMyYEHUst Hagnexaluen cneundukauum NnpUMeHseMbIX NeKapCTBEH-
HbIX CpefCTB.

Cucrema BeneHus CJIC MOXET MCMONbL30BATLCA CUCTEMON OTYETOB hapMakoHaasopa ansa obecneve-
HUA nepejayn maeHTudukaTopa nekapcTBEHHOro CpeacTsa U uMHdopMauum 0 NEKapcTBEHHOM CpeacTse B
HaLMOHArbHBIE UM MEXIYHAPOAHbIE CUCTEMbI OTYETOB, MO3BONAOLLME MEAULIMHCKUM paBoTHUKaM U Apyrum
nuuam coobLyaTh 0 HexenaTenbHbIX peakuusax B LEHTParbHbIA OopraH B COOTBETCTBUM C NpaBunamu nepeaa-
YK U3BELLIEHUIA O HexenaTenbHbIx peakuuax (MHP).

7.3.11 O6MeH JaHHBIMMN U TEXHMYECKUEe PYHKLMU

Cuctema BegeHus CJIC obsasaHa ObiTb NONE3HON Kak NOfb30BaTENAM-NIOAAM, TaK U Pa3NUYHLIM Me-
OULUMHCKUM UMHAOPMAUMOHHBIM cucTemam. OHa CAYXUT Kak nioasam, Tak U MawuHam. B3zaumogeincrteue ¢
YernoBeKOM OCYLLECTBSETCA C NOMOLLbLIO AManoroBoro uHTepdenca. Bsaumogencresne ¢ opyrumm KOMNbIO-
TEPHBIMU CUCTEMAMU MPOUCXOAMT Yepe3 TexHudeckue uHtepdencol. B HacTosaweM noapasgene ykasaHbl
OyHKUMOHasbHbIE TpeboBaHus K 060MM BUAAM B3aUMOAENCTBUS.

7.3.11.1 Ouanoroseliii uHTEpPEIiC ¢ cuctemon eeaeHus CIC: mHoroo6pasue B3rnsagos

Cucrema segeHus CIIC npegHasHavyeHa Ana pasnu4yHbIX NONb30BaTENEN, BKNIOYAn PErynsTopHbIE Op-
raHbl, KOTOPbIE CTPEMSATCS NPOBEPUTL €€ NOSHOTY, pa3paboTUUKOB, KOTOPLIE CTPEMATCA NOAAEPKUBATL CU-
CTEMY Ha COBPEMEHHOM YPOBHE, Bpayeun, KOTOPbIM OHA HY>XHa NPU Ha3HA4YEeHWUW NEKAPCTBEHHbLIX CPEACTB,
drapmaLieBTOB NpW OTMYCKE MpenaparoB, NALMEHTOB, KENAOLMX TOYHO 3HATb, YTO OHW MPUHUMAIOT, OTBET-
CTBEHHBIX N0 Ka4eCTBY, COOOLLAIOLLMX O HeXXenaTernbHbIX PEaKLMsIX, CBI3aHHbIX C MPUMEHEHUEM NEKapCTBEH-
HbIX CPEACTB, U MHOTUX ApyruXx. Bce oHu uMeloT pasHble B3rnsibl HA cogepxaHne uHopmauum, NnpeaocTas-
nsaemon cuctemon segeHusa CJIC. Komy-to Heobxoaumo ouyeHb 00Lliee npeacraBneHne, a KOMy-To — OYeHb
noapobHoe, C BbIAENEHNEM BCEX AETanNeil.

3T0 NO3BONSET NPEeAbABUTL Cneayowme TpeboBaHua k cucremam BegeHusi CII1C:

- Cucrema BegeHust CJTIC no BO3MOXHOCTM AOIDKHA NPEAOCTABNATL (PYHKLMIO, NO3BOMAAIOLLYIO onpeae-
NUTb PasnuYHbIe NPEACTaBMNEHUS MONEN LaHHbIX BHYTPU CUCTEMbI, @ TAKKE CENEKTUBHLIA BLIGOP TOro, YTto
nNpefoCTaBnNAeTCa u Ans KAKoW LerneBon ayautopun.

- Cucrema BegeHus CJIC no BO3MOXHOCTU AOSMKHA NPEAOCTaBMATb BO3MOXHOCTb U3MEHSATH TakKue
npeacraenexHuns no TpeboBaHuio.

- Cucrema BegeHus CIIC no BO3MOXHOCTM AOMKHA MMETb NOACUCTEMY PONEBOro AOCTYNa K coaepka-
wiencsa B Hew nHdopmaumn. MuHUManbHble ponu ocHoBaHbl Ha Matpuue CRUDE: «Co3aatb» (Create), «Yu-
Tatby (Read), «M3meHuTb» (Update), «Mckniountby (Deprecate) u «Mepepatb» (Exchange).

- Ponesoi goctyn k cucreme segeHus CJIC o6s3aH 3agaBatbCA HA YPOBHE OTAENbHLIX nonen 6a3bl
JaHHbIX, HAa YPOBHE 3aMuUCK U Ha YPOBHE NPEACTaBNEHUS.

- ®yHKumnA cuctemel BegeHus CINC «Uckniountb» (Deprecate) B AENCTBUTENLHOCTU 00si3aHa He yaa-
nATb UHGOPMALIMIO O NEeKaPCTBEHHLIX CPeACTBax, a ONpeAensaTb NONMUTUKN 3aBEPLUEHUSI XXU3HEHHOTO LMKNa
3TON MHOpPMaLUN.

- Cucrema BegeHunss CJ1IC no BO3MOXHOCTM AOMKHA obecnevnBaTtb co3gaHne NpeacTaBneHuin Ha OCHO-
Be rMbkoro Habopa oToOpaXKaeMbIX NOMen, y4uTbiBasi NPU 3TOM 3a1aHHbIE OrPaHUYEHUS.

7.3.11.2 TexHn4yeckne UHTepeincobl ¢ pasnMYHbIMU MEAULIMHCKUMWA UHAOPMALMOHHBLIMU CUCTEMAMM

MomMumMO pasHbIX Moaeit B pasHbix ponsx, cuctema seaeHuss CIIC gomkHa Gyaet B3aMmoaeincTBoBaThb
C pasnu4HbIMU MEeAULUHCKUMU UHPOPMALIMOHHBIMK cucTemamu. OnpeaeneHme Bcex BO3IMOXHbIX MHTepdeit-
COB He BX0AMT B 06NacTb NPUMEHEHUS HACTOALLMX TeXHUYEeCKUX TpeboBaHUii, O4HAKO HEKOTOPLIE KMOYEBLIE
cucteMbl OyayT KpaTKo yNOMSHYTbI B Ka4eCTBE NPUMEPOB, Crieays HEKOTOPbIM OOLLMM KPUTEPUSM:

- Cucrema Begenus CJIC no BO3MOXHOCTU JOSKHA NMPeAoCTaBNAThL PYHKLMIO, NMO3BOMSIOLLYHO Onpe-
AensiTb Pa3nnyHble TEXHUYECKUE UHTEPMENCHI C APYTUMU MEAULIMHCKUMU UHAPOPMALUMOHHBIMU CUCTEMAMM.

27



rOCT P 58503—2019

- Cucrema BegeHuss CIIC no BO3MOXHOCTW JOMKHA NPeAoCcTaBnAaTb OYHKLMIO, NO3BONAIOLLYIO peanu-
30BaTb CTaH4apThl SNEKTPOHHLIX OOMEHOB C APYrMMU MEAULIMHCKUMU UHAOPMAaLUOHHBIMK cucTemamu. Mpu-
MEpOM MOXET CrnyxuTb ctaHgapt Health Level 7.

- Cucrema sefeHua CJIC no BO3MOXHOCTM AOMMKHA NPEAOCTaBNATE PYHKLMIO, MO3BOSAIOLLYIO Onpeae-
NUTb NO ANANOroBOMY WHTEPdENCy/KOHKPETHOMY NPEACTABIEHUIO, kakoe COBbITUE AOMKHO NMPUBECTU K Ka-
KOMY BMAY 3NEKTPOHHOro obMeHa AaHHbIMM, TaK Ha3bIBAeMbI reHepaTop TPUITEPHbIX COBLITUIA. (B3TO MOXET
6bITb 3aNPOC OT Bpaya Ha BKIOYEHWE B HazHaYeHne 06s3aTeribHbIX AaHHbIX AR NOCNeAYIOLEro COXpaHEHNs
UX B 3NEKTPOHHbIX MEAULIMHCKMX KapTax NauueHToB.)

- Cucrema BegeHuss CJIC no BO3MOXHOCTM AOMKHA NPEefOCTaBNATE (PYHKLUMIO, MO3BONAIOLLYIO TaKOMy
TpUrrepHOMY CODbITUIO aBTOMATUYECKW BBINOMHATL CneunduLmMpoBaHHbie 3aaa4ym obMeHa AaHHbIMU.

- Cucrema BegeHusa CIIC no BO3MOXHOCTU AOSDKHA NPEAOCTaBNATh PYHKUMIO, NO3BONAIOLLYIO Creuu-
duumupoBaTh pasnuyHbie 3a4a4n 0OMeHa AaHHbIMU, HANPUMEP, U3BMeYb NOAXOAALUME AAHHBIE C Pa3NMYHbIMU
YpPOBHAMU 0606LLUEHHOCTU unu cneuududHOCT U3 Basbl 4aHHLIX, B KOTOPOI XPaHATCA CBEAEHUS O nekap-
CTBEHHbIX CpeAcTBax, obecneunts NpeacTaBneHme ux B hopmare, KOTOpbIN MOXET ObITb 06paboTaH NpuHK-
MaroLern CUCTEMON (UNK KOTOPbI MOXET BbITb BOCMPUHAT M 0BpaboTaH cucteMoi obmeHa coobLueHusiMu), a
TaKkKe UHULMUPOBATb COOTBETCTBYIOLLMI OBMEH AaHHbIMMU.

- Cucrema BeaeHusa CIIC MOXeT npefocTaBnsATb PYHKLMIO, NO3BONAKOLYI0 06pabaTbiBaTh PONKU NpU-
NOXEHUA, HanpUMep, perncTpaLmio 1 NPOCEXUBaHUE TOTO, Kakue AaHHble Bblnn SKCNOPTUPOBaHDI U B KaKYIO
cuctemy (koraa v rae), a Takke OCyLLUECTBUTL aBTOMATUYECKYIO OTNPaBKY M3MEHEHHOW UIu npeaynpexaalo-
Ler nHdopMaLUn Npu NOABAEHUN HOBbIX CBEAEHUN O KOHKPETHOM NEeKapCTBEHHOM CpeACTBe.

- Cucrema BegeHusn CINC o6sa3aHa npeaocTtaBnaTh OYHKLMIO, NO3BONSIOLLYI0O 0OMEHMBATLCA AaHHbIMM
C cMCTEMaMMu BeAEHUsI NEKTPOHHbBIX MEAULMHCKUX KapT.

- Cucrema BegeHusa CINC o6sa3aHa npeaocTaBnaTh OYHKLMIO, NO3BONSIOLLYI0 0OMEHNMBATLCS AaHHBIMU
C CUCTEMAaMM MOAAEPXKKN MPUHATUS KITMHUYECKUX PELLEHUH.

- Cucrema BeaeHus CIIC o6sa3aHa npeaocTaBnaTh hyHKLUMIO, MO3BONSIOLLYI0 0OMEHUBATLCS AAHHLIMU
C CMCTEMaMM XPaHUIULL KITMHUYECKNX AAHHBIX.

- Cucrema BeaeHus CIIC o6sa3aHa npeaoctaBnaTh hyHKLUMIO, MO3BONSIOLLYI0 0OMEHUBATLCS AAHHBIMU
C cuctemamu papmakoHagsopa, cobuparowmmm MHAOPMaLUIO O Cry4asx NobOYHOro AEWCTBUA, T. €. CUCTe-
mamu, obpabaTbiBaloLMMU MHAMBUAYAaNbHbIE COOGLLEHUS NO 6E30NAaCHOCTU NEKAPCTBEHHbIX CPEACTB.

- Cucrema BegeHus CINC obsizaHa npegoctaBnaTh (PyHKUMIO, NO3BONSIOWYIO Nony4aTh UHdOpMaLUIO
OT CUCTEM HAaLMOHAIbHBLIX PErynsaTopoB, PacnpoCTPaHAIOWMX CBEAEHUA O PEerncTpauuu NeKapcrBEHHbIX
CpeAcTs, a Takke AaHHble, COOTBETCTBYIOLWMUE craHgapram IDMP.

- Cucrema seaeHuns CJIC obaszaHa MCNonb30BaTb TEXHUYECKUI UHTEPGENC, NO3BONAIOWUIA PErynspHO
0BHOBRATL HALMOHANBHYIO (MeXAYHapPOAHYI0) 6a3y AaHHbIX, COOTBETCTBYIOLMX cTaHaapTam IDMP.

7.4 YnpasneHue

MpuUHUMNBI U NPOLIECChI, KOTOPLIE MO BO3MOXHOCTU AOMMKHbI YYUTLIBATL Pa3paboTumku CUCTEM BEAEHUS
CJIC B nogaepxky Haanexawiero npUMeHeHus CTaHAapTOB MeXAYyHApOAHON MEAMLMHCKOW TEPMUHONOTUMU,
npeacrasneHsbl B UCO/TP 12309:2009 1 no BO3MOXHOCTU A0MMKHbI COONIOAATLCA. 3TU NPUHLMNDI 3aTparMBaloT:

- npouecc ynpasneHus u cobopa nHgopmayuu;

- OTKPBLITOCTb M NPO3PAYHOCTD;

- 6ecnpucTpacTtHOCTb U 6anaHc MHTEPECOoB;

- YCTOWYMBOCTb U ONEPAaTUBHOCTb;

- 6e30nacHoCTb.

B NCO/TP 14872 0603HayeHbl acnekTbl yNpaBneHns u conposoxaeHus craHaaptos 1ISO IDMP, u He-
KOTOpbI€ U3 MPUHLMMOB, YNOMSHYTBIX B 3TOM AOKYMEHTEe, MOryT ObiTb Takke NPUMEHUMbI K MOAENSM ynpas-
NeHnsa u conpoBoXaeHus cuctem segenus CJIC.

Kpome TOro, aHanoruyHble NpuHUUNbLI MOMAKU Bbl NPUMEHATLCS K MHPOPMALMOHHBLIM MOAENSIM, ONUCHI-
BaloLWuM cuctemy Beaenus CIC. ina Hux HeoBxoauMbl Npoueaypbl ynpasneHusa u cbopa nidopmauuu, npo-
3pavyHOCTb, 6ecnpucTpacTHOCTb, BanaHc MHTEPECOoB, a Takke 6e30MacHOCTb U YCTOWYUMBOCTb. XOTs 3TO npea-
NOXEHO ANna APYrMX TEM, B HACTOSILLEM CTaHAAPTE NPUHATHI aHANOIMYHbIE NOAXOAbI AN UHPOPMALIMOHHOM
moaenu cucrem seaenus CJI1C.

Takum obpasom, cucrema Begenmnsi CIIC no BO3MOXHOCTU AOIMKHA UMETb XOPOLLO ONPEeAENEHHYI0 MO-
Aernb ynpasnenusi, 06ecneynBaloLLyio KayecTBo, COrnacoBaHHOCTb, COMPOBOXAEHUE, ya06CTBO MCNONbL30-
BaHusA, 6e30nacHOCTb M AOCTYNHOCTb MHAOPMaUMKU. YNpasnsioLwmii OpraH JOIKEH Takke KOOPAUHUPOBATb
pa3paboTKy cnosapsi, HanpuMep, NPUAEPXMUBAACL HEKOTOPOro busHec-nnaHa. Mogenb ynpasneHus 4omkHa
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of6ecneynBaTb NONy4YeHNe COOTBETCTBYIOLLMX BXOAHbLIX AAHHbIX OT 9KCNEPTOB B NPEAMETHOI obnactu, onepa-
TopoB 6a3 AaHHbIX U NONb30BaTENel CNPaBOYHUKOB, a TaKKe NpeacTaBuTenel pykosoactea. Mogenb ynpas-
NEeHNA AOIMKHA TaKXkKe y4nTbiBaTb B3aMMOAENCTBME UMM COTPYAHUYECTBO C OpraHm3auusMiy, ynpasnsaowmmm
BeJeHMEeM acCOLUMMPOBAHHBLIX 3aBMCUMbIX TEPMUHOSMOMMIA UM UCTOMHUKOB AAHHbLIX, HANPUMEP, BeAEHUEM
crangaptoB ISO IDMP, B uensix AanbHenLLEero noBbILLIEHUst eANHO0Opasnsa u nHTeponepabenbLHOCTH, a Takke
COKpaLLEeHUs U3bbITOYHOCTU U AYyONUPOBAHUSA YCUTUIA.

- MexaHu3m ynpaBneHus, NPUHATLIA OpraHoM, pacnpocTpaHsaiowmum cuctemy seaeHua CJIC, gomkeH
MCNOMb30BaTh YCTOSABLUYIOCA U NPOBEPEHHYIO MOAESNb YNPaBeHUS.

MpumedaHune — MNpuMepoM MOXET CYXWUTb NPOLIECC «NNaHNpoBaHne — UCTMOMHEeHne — NpoBepKa — NPUHS-
TWe Mep», APYruM NpuUMepom MoryT 6bITb NpoLeaypel, ocHoBaHHble Ha CO 9001.

- MexaHusM ynpasneHus, NPUHATLIA OpraHoM, pacnpocTpaHalowmum cuctemy segeHusa CIC, no Bos-
MOXHOCTU AOMMKEH B COOTBETCTBYIOLLUMX CMyYasxX UCMONb30BaTh MEXAYHAPOAHbIE BXOAHbIE AAHHbIE, HANPK-
Mep, CBEEHUSA O PerucTpaummn nekapcTBeHHbIX CPeACTB, UAEHTUMUKATOPLI, ONUCaHWe Ha 0006LLIEHHOM W
cneunduyHOM ypOBHE, a Takxke CBeAEHUS O NOBOYHbIX AEWCTBUSX.

- MexaHu3m ynpasneHusi, NPUHATLIA OPraHoM, pacnpocTpaHaWmumM cuctemy segeHusa CIIC, no Bo3-
MOXHOCTU AOIDKEH NpeayCcMaTpuBaTh XOPOLUMEe KOMMYHUKALUKN C PerynsTtopamu.

- MexaHusm ynpasrneHus, NPUHATBLIA OpraHoM, pacnpocTpaHawmm cuctemy BegeHna CJIC, no Bos-
MOXHOCTU A OMKEH BKMOYaTh B cebsi npoueaypbl obecnevyeHnss 6e30nacHoCTy.

- MexaHu3M ynpasneHusi, NPUHATLIA OPraHoM, pacnpocTpaHALWLmMM cuctemy seaeHun CIC, aorkeH
npeaycMaTpmMBatb KOMMYHUKaUUM C COOOLLECTBOM NOCTABLUMKOB NEKAPCTBEHHBLIX CPEACTB U MEAULIMHCKUX
MHAOPMALMOHHBIX CUCTEM.

7.5 ConpoBoXxaeHue

Ona WMpOKOro cnekTtpa BapuMaHTOB UCMONb30BaHUA cucTembl BegeHus CJIC, Bknoyvaa COBMECTHOE
UCMONb30BaHME AaHHbIX U NOTPEBHOCTM 0OMeHa MHAOPMAaUMEN MEXAY 3auHTEPECOBAHHbIMU CTOPOHAMM,
JOMXKHbI ObITh pa3paboTaHbl NPOLECCHI CONPOBOXAEHUA. OBnacTb NPUMEHEHUSA U COAEPXKAHUE PErynsipHoro
COMPOBOXAEHUA BKMNIOYAIOT B cebs NOCTOAHHbIE 0OHOBNEHUS 6a3bl AaHHbIX cucTeMbl BeaeHusa CIIC. Takue
06HOBNEHNUS coaepXaT MHAOPMALIMIO O BHOBb 3aperMcTPUpPOBaHHbIX NIEKapCTBax, cBeAeHMs 00 0TO3BaHHbIX
neKapcTBax AOMKHbI YAANSATLCA U3 CNUCKA aKTUBHBIX, HO OCTaBaTbCA AOCTYMHBLIMU ANS Lenei noucka; kpoMme
TOr0, AOMMKEH OCYLLECTBATLCA KOHTPOMb Bepcuit. CONpoBOXAEHWE NpoLecca perucTpaumn nekapCcTBEHHbIX
CpeAcCTB OCYLLECTBNSETCA B COOTBETCTBUM CO cTaHaaptamu IDMP, B 4aCTHOCTU C UCMOSNb30BaAHMEM UAEHTU-
dmkaTopoB, onpeaeneHHblx B ctaHaaptax IDMP. Moapo6Hble Npouecchl CONPOBOXAEHMSA MOTYT ObITb YHU-
KanbHbIMKU ANS CONPOBOXAAIOLLEN OpraHu3auuun, UHAPACTPYKTYPbI, OPUCAUKLMN U NOAAEPKUBAEMbIX AaH-
HbIX, OHWU MOTYT YK€ CyLLUEeCTBOBAaTb AN HEKOTOPbIX CO3aHHbIX CMOBAape NEeKapCTBEHHBIX CPEACTB, OAHAKO
npu 06HOBMEHUM UnNKu pa3paboTKke HOBbIX CITOBAPEN NEKAPCTBEHHLIX CPEACTB AOIMKHbI YYUTLIBATLCA ONUCAH-
HbI€ HWXKE OCHOBHbIE MPUHLMMbI.

7.5.1 Mpoueccbl perynsapHOro conpoBoXaeHua cuctembl BeaeHusa CIIC

- Mpouecchbl 06¢cnyMBaHUs N0 BO3MOXHOCTU AOMKHbI NOMHOCTBIO OKYMEHTUPOBATLCH, NePeaBaTbCs
U Hagnexatumm o6pasom NoAAEPKUBATLCS, C YTBEPXAEHHBIMKU CTAHAAPTHLIMKU ONMEPaLMOHHBIMU NpoLeaypa-
mu (Standard Operating Procedure, SOP) n cornawieHusamm 06 ypoBHe ycnyr (Service Level Agreement, SLA).

- KoHTponupyemble TEpMUHbI, BEPCUW U NOSHbIE CrioBapu 0053aHbl He yaanaTbcs, a 0003HaYaTbCA Kak
«yCTapeBLUME» UMK «3anpeLLeHHbIeY U AOSMKHbI NPOCEXUBATLCA B MOOOW MOMEHT BPEMEHMU.

- 3anpocbl Ha BKIOYEHUE HOBbIX TEPMUHOB, U3MEHEHWE TEPMUHOB UMK UX U3BATUE U3 ynOTpebneHus
JOMmKHbI 06pabaTbiBaTLCA B TEUEHUE COOTBETCTBYIOLLErO NEpMoaa BPEMEHU HA OCHOBE BAPUAHTOB MCNOMb30-
BaHUs, a TAKKe YaCTOTbl U CMIOXKHOCTM PaboT NO CONMPOBOXKAEHMIO.

- PewweHnus 06 ynoBneTBopeHun 3anpocoB AOSDKHbI NEPEaBaThCs, B TOM YuCne nyTeM nmyGnukauum
HOBOTO, U3MEHEHHOIO UMN BbIBEAEHHOIO U3 ynoTpebneHnsa TepmMmHa, B CPOKU, NPEeLYyCMOTPEHHBIE B YTBEDXK-
JEHHbIX COrnalLeHnsx 06 ypoBHe yCnyr.

- 3anpochbl Ha BKIOYEHWE HOBLIX TEPMUHOB, M3MEHEHWE TEPMUHOB UMK UX U3bATME U3 ynoTpebneHus
JOMXKHbI MOAKPENNATLCA COOTBETCTBYIOLUMMM YPOBHAMU MHAOPMaLMK, NOAPOOHbIE CBEAEHUS O KOTOPbIX
JOMXKHbI YKa3bIBaTbCH B YTBEPKAEHHbIX COrMaLleHusix 06 ypoBHe yCnyr.

- NS oueHKU M YyTBEPXKOEHUSI 3arMpPOCOB HA BHECEHWE U3MEHEHUI COOTBETCTBYIOLLMM KBanuduumpo-
BaHHbIM NEPCOHANOM AOIDKHbI ObITb MPUHATHI COpa3MepHbIE U MOAXOASALIME NPOLUEeaypbl, NpegycMarpuBa-
IoLwme Haanexatyto 6e30nacHOCTb M KOHTPOMb kadectBa. MOXeT paccmarpuBaTbCsl BAPUAHT NpPOBEAEHUs
He3aBMCUMOro ayauta.
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- Tam, rae 370 BO3MOXHO, CriedyeT UCNonbL30BaTh ANIEKTPOHHbIE CPeacTBa NonyyYeHusi, 06paboTku w
nepegayvu pe3ynsratoB 3anpoCcoB HA BHECEHUE U3MEHEHWUN.

- JomkHbl CyLlecTBOBaTh MexaHW3Mbl, obecnevunsatowme B cucteme segeHuss CIIC ceoeBpeMeHHoe U
Hagnexaiyee oOHOBNEHNE U3MEHEHWIT 3NEMEHTOB M CIoBapei, KOTOpbIE BEAYTCA APYroi opraHusaumen, Ho
UCNonb3yloTCs B cucteme Beaennsa CIIC, kotopas 06s3aHa M3MEHATb UX TONbKO B TEX Cryvasix, KOraa OHW
ObINY M3MEHEHbI BEAYLLIMM UCTOYHUMKOM. ECN 3MEHEHUs B 9TUX 3MIEMEHTAaX M CNOBAapAX XenartenbHbl, TO 3a-
NPOCLl HA BHECEHNE ATUX U3MEHEHMIH AOMKHbI ObITb HANPaBneHbl BEAYLLEN OpraH3aumm.

- Bnageneu cuctembl BeaeHnsa CJIIC AOMKEH BHEAPUTL CTPOMUIA M NPO3payHbIi NOAXOA K yNpaBneHUIo
BEPCUAMM, YTOObI rAPAHTMPOBATbL aKTyanbHOCTb COAEPXKAHUA €€ PasNMYHbIM NOMb30BaTENAM.

- 3auHTepecoBaHHbIM CTOPOHAM criedyeT 3abnaroBpeMeHHO HanpasnsiTb COOTBETCTBYIOLLME YBELOM-
NEeHNA U AOCTaTOYHO NoApobHbIE CBEAEHUSA O MOBbLIX CYLLECTBEHHbLIX MUBMEHEHUAX AAHHBLIX UKW UX CTPYKTYPSI,
a Takke 0 HOBbIX Bbinyckax cucremel segeHus CJiC.

7.5.2 Bzaumopeuncteue ¢ nHpopmMaumenn 0 perucTpauMoOHHbIX AeUCTBUSAX

B paHHOM noapasgene paccMOTPEHbl B OCHOBHbIE KaTeropuu perucrpauMoHHbIX AeWCTBUIA: peru-
CTpaLys HOBbIX NEKAPCTBEHHBIX CPEACTB U NPEeKpaLleHe perucTpauumu no pasHbiM npuynHaMm. OHM ONMCaHbI
noA OTAErNbHbIMU 3arofloBKaMMm.

7.5.2.1 HoBble nekapcrea

Bsaumopgencreue ¢ perynupyroiuMm opraHamu/apmaneBTMYECcKOod NPOMBILLNEHHOCTLIO AN BBOAA
MHGOPMAaLIMK O HOBbIX 3aPErMCTPUPOBAHHBIX NTEKapCTBaX, CoAepXaLlLEN BCE CBEAEHUS, KOTOPbLIE HEOOX0AUMO
BKMIOYUTL B cuctemy segenusa CIIC.

- Urtobbl 06ecnevnTb AOCTYNHOCTL MHPOPMALMKM O HOBbIX JIEKAPCTBAaX ANA HECKOMNbKUX BAPUAHTOB UC-
nonb3oBaHus, cuctema segeHusi CIIC oba3aHa perynsapHoO 3anpalumBaTb CBEAEHMS O HOBbIX 3aperncTpupo-
BaHHbIX NNEKAPCTBAX Y UHAPOPMALMOHHBIX CIY>XO perynsiToOpHbIX OPraHoB.

- pu ucnonbL30BaHMM NPU3HAKOB CTaTyca perucrpauun B MeCTHoi cucteme segeHus CIC, HoBble ne-
KapcTBa MOryT Ha3Ha4aTbCA M OTMYCKATLCA TOMLKO B TOM Criydae, ecrivi OHU UMEeIoTCA B Npojaxe (B CTpaHe
UnNu peruoHe, rae npumeHsaeTcsa cuctema segexus CJIC).

7.5.2.2 OT3bIB perucrpaumm n CHATUE NEKaPCTBEHHbIX CPEACTB C NPOAAXN

B naHHOM nogpasgene onucaHo B3auMogencTeue cuctemol BegeHnsa CIIC ¢ perynatopHbiMu opraHaMmu
n/vunn 6a3amMu gaHHbIX hapMaLeBTUYECKON NPOMbILLIIEHHOCTYU NPU OT3bIBE NEKAPCTBEHHbIX npenapartoB. OHO
JOMKHO 3aTparmBatb BCE CBEAEHUS, KOTOPblE HEOOX0AUMO yAanuUTb, «A€aKTUBUPOBATbY UMK CAENarb «HeAo-
CTYMHbIMUY B cucteme BeaeHus CJIC nubo ykasartb, YTO HEKOTOPbLIN MPOAYKT Y)Ke HEe MOXET 06paLlarbesi, HO
ero o60poT cyLecTBOBanN B NPOLLIOM.

- Cucrema BegeHus CJIC obs3aHa perynspHO nonyyarb CBEEeHUs1 O NPEKPaLLeHMn perucrpauum ne-
KapCTBEHHBIX CPEACTB OT 06a3 AAHHbIX PErYNATOPHbLIX OPraHOB.

- Ecnu cylwiecTByeT 3aKOHHbLIM MepexofHbii nepuoj, B TEYEHUE KOTOPOro NeKkapcTBeHHOE CPeacTBo,
perucTpauusi KOTOporo npekpalleHa, MOXeT ObiTb neranbHO Ha3HaA4YeHO WM OTNYLLEHO, TO MpU peanu3auuu
cuctembl BeaeHuss CIIC cnegyet UMeTb B BUAY, YTO Takue JNIEKapCTBEHHbIE CPEACTBA MOTYT ObITb HA3HAYEeHbI
M OTNYLLEHbI, NOKa UX MOXXHO NOMYYUTb OT BNadenbLia PerucTpaLuuoHHOrO ya0CTOBEPEHUS MU ONMTOBOIO Mo-
CTaBLUMKA.

- MNpu peanusauun cuctemol BeaeHus CJIC cneayer uMeTb B BUAY, YTO CBEAEHUS O NEKAPCTBEHHbIX
CpeACTBax, PerucTpauusi KOTopbiX NpekpalleHa, MOryT XPaHUTbLCA B UCTOPUM NIEKAPCTBEHHbIX Ha3HAYEHUN
¢uanyeckoro nuua.

7.6 Jloxanusauums

UroObl yAOBNETBOPATL HALMOHANbLHLIM UKW PETMOHANbLHLIM NOTPebHOCTAM, cuctema BeaeHus CIIC, Be-
posiTHO, ByaeT aganTUPOBAaTLCS K STUM HyXKaaMm.

- JlokymeHTaumss MecTHon cuctembl BegeHus CJIC ob6s3aHa TOMHO yKka3biBaTb, B YEM CUCTEMA COOTBET-
CTBYET HacToAWMM TexHnyeckum TpeboBaHusAM, a B YeM OTNIMYAETCS.

- IMoboe otnuume mectHou cuctembl BeaeHust CIC A0mKHO ObiTb MOHATHO MONb30BATENbLCKMM rpynnam
1 060CHOBAHO B COOTBETCTBYIOLLIEN JOKYMEHTALMMN.

- Mpun ucnonb3oBaHUK NOKanM3oBaHHOW cucTembl BeaeHna CIIC npuHUMNbLI CONPOBOXAEHUS U yNpaBs-
NEeHUs1, N3NOXEHHbIE B 7.5, AOMKHBbI MPUMEHSATLCA aHANOrU4HbIM 06Pa3oM.

- B nokanu3oBaHHbIx cucremax segeHus CIIC MOXeT BO3HUKHYTb HEOOXOAUMOCTL B NOAAEPXKKE nepe-
BOAOB HA MHOCTPAHHbIE A3bIKK.
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MpunoxeHue A
(cnpaBoyHoe)

NMpumeHeHne cepun ctaHgapTtoB IDMP B KoHTekcTe HacTOo
BBALLETO ctaHpapTa

MpumeyaHune — CKONMPOBaHO C paspelleHns u3 becnnartHoit 6poLutopsbl no IDMP

PucyHokA.1 — CB#a3n HacTosLLero ctaHgapta co ctaHgaptamu SO IDMP
NnepeyncnIeHHbIMY B AaHHOM NPUIoXKEHUN

- 1SO 11615:2012, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of regulated medicinal product information (MHdopmaTnsauusa 3go0posbsa. NoeHTndu-
Kaumsi NekapCTBEHHbIX CPeACTB. DNEMEHTbI JaHHbIX U CTPYKTYPbl AN YHUKaNbHOU naeHTMukaumm 1 obmeHa nHdopma-
uveli 0 perncTprvpyembix 1eKapCTBEHHbIX CPeACTBax)

- 1SO 11616:2012, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of regulated pharmaceutical product information (MHdopmaTtnsauns 340poBbs.

NAeHTUMKaLMS NEKAPCTBEHHbIX CPEACTB. DNeMeHTbl AaHHbIX U CTPYKTYPb! 415 YHVUKa/IbHO uaeHTUrKaumMm 1 obmeHa
VHopMauueli o percTprupyeMbIxX TeKapcTBEHHbIX Npenaparax)

31



rocT P 58503—2019

Buonuorpadpusa

[1]1 SO 704:2009, Terminology work — Principles and methods (TepMuHonorudeckasn pabota. MpUHLMNLI U METOALI)

[2] 1SO 1087-1:2000, Terminology work — Vocabulary — Part 1: Theory and application (TepmuHonorndeckan pabora.
CnoBapb. YacTb 1. Teopusa u NpUMeHeHne)

[3] ISO/HL7 10781:2015, Health Informatics — HL7 Electronic Health Records-System Functional Model, Release 2
(EHR FM) (MHdpopmaTusaums agopoBbs. PyHKUMOHANbHAS MOAENb CUCTEMbI BEeHUS MEeKTPOHHbLIX MEeJULIMHCKMX
KapT HL7. Beinyck 2 (®M CB GMK))

[4] [SO 13119:2012, Health informatics — Clinical knowledge resources — Metadata (MHdopmaTusauus sgoposes. Mc-
TOYHWUKU KITMHWYECKUX 3HaHWiA. MeTagaHHbIe)

[5] [SO 13940, Health informatics — System of concepts to support continuity of care (MHdbopmaTUsaLmns 300poBbA.
CucTema NoHATWIA no obecneveHunto NpeeMCTBEHHOCTU MEAULIMHCKON MOMOLLM)

[6] ISO/TR 14872, Health informatics — Identification of Medicinal Products — Core Principles for Maintenance of
Identifiers and Terms (MHdopmaTU3auus 30poBba. MgeHTUdUKaLMS NekapcTBEHHBIX CpefCcTB. KnodeBbie NMpuHLU-
Mbl Be4EHNA WAEHTUUKATOPOB U TEPMUHOB)

[7] ISO/TS 17439, Health informatics — Development of terms and definitions for health informatics glossaries (MHdop-
MaTusauyus 3gopoBks. PaspaboTka TepMUHOB W onpefeneHnii 4nsa croeapeil MegULUHCKOA MHdopMaTUKK)

[8] [SO 18308:2011, Health informatics — Requirements for an electronic health record architecture (MHdopmaTusauun
350poBbs. TpeboBaHUA K apXUTEKTYpe 3IEeKTPOHHOIO y4eTa 340p0oBbs)

[9] [SO 19115-1:2014, Geographic information — Metadata — Part 1: Fundamentals (leorpadpnueckas uHdpopmayus.
MeTtagaHHble. YacTb 1. OCHOBHbLIE NONOXEHUS)

[10] ISO/TS 20443, Health informatics — Identification of medicinal products — Implementation guidelines for ISO 11615
data elements and structures for the unique identification and exchange of regulated medicinal product information
(MHdbopMaTu3auna 3q0poBbs. MaeHTUdNKaLMs NeKapCTBEHHBLIX cpefcTB. PYKOBOACTBO NO BHEAPEHWIO IeMEHTOB
JaHHbIX U cTPYKTYphl ISO 11615 ans ogHO3HA4YHOW UAeHTUdMKaLMM n obMeHa NHopMaUnen 0 perncTpupyemblx
neKapcTBEHHbIX CpeAcTBax)

[11] ISO/TS 20451, Health informatics — Identification of medicinal products — Implementation guidelines for ISO
11616 data elements and structures for the unique identification and exchange of regulated pharmaceutical product
information (MHdopmMaTu3auma 3nopoBbA. MaeHTUdUKaUUA nekapcTBeHHbLIX cpeacTB. PykoBoACTBO N0 BHEAPEHUIO
3NEMEHTOB AilaHHbIX U cTpyKTypbl ISO 11616 gnsa ogHo3Ha4HOW uaeHTUdUKaUMM n obMeHa nHdopmaumein o peru-
CTPUpYeMBbIX fleKapCTBEHHbIX Npenaparax)

[12] 1SO 21090:2011, Health informatics — Harmonized data types for information interchange (MHdopmMaTusauus spopo-
Bbsl. [apMOHU3UpOBaHHLIE TUMLI AaHHBIX ANS 0BMeHa nHdopmMaLuei)

[13] ISO 21549-7:—, Health informatics — Patient healthcard data — Part 7: Medication data (MndopmaTusauma spopo-
Bbsi. CTPYKTypa JaHHbIX Ha MNacTUKOBO# kapTe nauveHTa. YacTb 7. flekapcTBeHHble HasHaveHns)!

[14] ISO/IEC 11179-1:2015, Information technology — Metadata registries (MDR) — Part 1: Framework (MudopmMaLuuoH-
Has TexHonorus (UT). Peructpel MeTagaHHbIx (PM). YacTb 1. OcHOBHbIE NONOXEHWS)

[15] ISO/HL7 27953-2:2011, Health informatics — Individual case safety reports (ICSRs) in pharmacovigilance — Part
2: Human pharmaceutical reporting requirements for ICSR (MHdopmaTusaumsa sgoposea. OT4HeTH 0 HesonacHoOCTU
B OTAENbHLIX cryyanx dpapmaueBTudeckoit 6autensHocTn (ICSRs). YacTb 2. TpeboBaHuA k dhapmaleBTUHECKOA OT-
YeTHocTH o Noasx aAna (ICSR)

[16] CEN/TS 15699:2009, Health informatics - Clinical knowledge resources — Metadata (UHdopmaTUsaums 3goposbs.
MCTOYHWKM KITMHUYECKMX 3HaHWIA. MeTadaHHbIe)

[17] Cimino J.J. Desiderata for Controlled Medical Vocabularies in the Twenty-First Century. Methods Inf. Med. 1998 Nov,
37 (4-5) pp. 394403

[18] Health Level Seven (HL7). HL7 Templates Standard: Specification and Use of Reusable Information Constraint
Templates, http:/mww.hl7.org/implement/standards/ansiapproved.cfm?ref=navAnn Arbor, Health Level 7 International
(paTa obpaweHus: 25.11.2015)

) B craguu nybnnkaumm. BaameH 1ISO 21549-7:2007.
32


https://files.stroyinf.ru#                         

rOCT P 58503—2019

[19] Rector A., Qamar R., Marley T. 2008) Binding Ontologies & Coding systems to Electronic Health Records and
Messages. Web documents. University of Manchester. Visited January 12, 2008. http:/ww.cs.man.ac.uk/~qamarr/
papers/Terminology-binding-KRMED-rector-final.pdf (gata obpawyenuns: 25.11.2015)

[20] Semantic Health Semantic Interoperability for Better Health and Safer Healthcare. 2009. http://bookshop.europa.eufis-
bin/INTERSHOP.enfinity WFS/EU-Bookshop-Site/en_GB/~/EUR/VlewPublication-Start?PublicationKey=KK8009453
(AaTa obpaweHus: 25.11.2015)

[21] Shafarman M., & Gilliam B. Standardizing Clinical Concept Representation: a discussion paper. Canada Infoway,
Toronto, 2010

[22] Standards Knowledge Management Tool (SKMT). http:/Aww.skmtglossary.org/ (aata o6paieHus: 25.11.2015)

[23] SNOMED CT. International Health Terminology Standards Development Organisation. http://www.ihtsdo.org/ (nata
obpalleHuns: 25.11.2015)

[24] Strom B. Textbook of Pharmacoepidemiology. John Wiley and Sons, West Sussex, England, 2006, pp.3.
[25] Unified Code for Units of Measure (UCUM). http://unitsofmeasure.org/; (aaTa obpaiyeHus: 25.11.2015)

33


https://files.stroyinf.ru#      
https://files.stroyinf.ru#                                                                                                         
https://files.stroyinf.ru#                                                                                                         
https://files.stroyinf.ru#  
https://www.mosexp.ru#
https://files.stroyinf.ru#

rOCT P 58503—2019

YK 004:61:006.354 OKC 35.240.80

KnioueBsble crnosa: 3ApaBooxpaHeHune, uHOpMaT3auma 3A0p0oBbsi, CPABOYHUK NEKAPCTBEHHBLIX CPEACTB

B3 10—2019/74

Pepaxtop " H. CumoHosa
TexHu4eckuin pepaktop B.H. lpycakosa
Koppekrop O.B. Jlasapesa
KomnbloTepHas sepcTka E.A. KonOpauwoeol

CpaHo B HaGop 10.09.2019.  MoanucaHo B nevaTb 18.09.2019.  dopmat 60x84%.  apHutypa Apuan.
Yen. new.n. 4,65. Yu.-usa. n. 4,21.

MoAroToBnNeHo Ha OCHOBE ANEKTPOHHON BEPCUU, NPEAOCTABIEHHON pa3paboTUMKOM cTaHAapTa

Co3snaHo B eAUHUYHOM ucnonHeHun so ®ryn « CTAHJAPTUH®OPM»
AnAa koMnnekToBaHna deaepanbHOro HpopMaLUMoHHoro poHaa CTaHAAPTOB,

117418 Mockea, HaxumoBckuii np-T, 4. 31, k. 2.
www.gostinfo.ru  info@gostinfo.ru


https://www.mosexp.ru#
https://www.mosexp.ru# 
https://files.stroyinf.ru/Index2/1/4293727/4293727593.htm

