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[lpeancnoBwue

Lenn v npuHUumMnbl cTadHgapTusaumm B Poccunckon @egepaum yctaHosneHbl @egepanbHbIM 3aKOHOM OT
27 pekabpsa 2002 . Ne 184-03 «O TexHU4eCKoM perynmpoBaHuny, a npasunia npuMeHeHUsa HaluoHanbHbIX CTaH-
naptoB Poccuninckon @epepaunmn —IOCT P 1.0 — 2004 «CtaHgapTnsauus B Poccumnckon @egepaumin. OCHOB-
Hbl€ NONOXKEHUS»

CBeOoeHuA o cTaHAapTe

1 1104AINOTOBJIEH ®egepanbHbeIM rocyaapcTBeHHLIM yupexaeHnem «LleHTpanbHbIN Hay4YHO-UCCneaoBa-
TeNbCKUN MHCTUTYT opraHnsaunm n nHgpopmaTusauum sgpasooxpaHeHnst Pocsgpaesa» (LLHWNOW3 Pocagpaga) 1
['ocyaapCTBEHHLIM Hay4HbIM yupexaeHnem «LleHTpanbHbIM HaydHO-UccneaoBaTenbCKN U ONbITHO-KOHCTPYKTOP-
CKUN MHCTUTYT POBOTOTEXHUKN U TEXHUYECKOWU KNDEPHETUKN» Ha OCHOBE CODCTBEHHOMO ayTEHTUYHOMO Nepesoaa Ha
PYCCKUN A3bIK CTaHgapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHu4veckum komutetom no ctaHgaptusaunn TK 468 «NHpopmaTmMsaLnsa 300p0OBLSA» NPY
LIHUNOW3 Poc3apaBa — eanHonnyHelM npeactasutenem MCO TK 215

3 YTBEP>XXOEH M BBEOEH B JENCTBWE Mpukazom deaepanbHOro areHTCTBa rno TeXHUYECKOMY perysi-
poBaHWUO U MeTponornn oT 14 ceHT0pa 2009 . Ne 411-cT

4 HacTtoauwmn ctaHgapT uaeHTudeH mexayHapoaHomy ctaHgapty NCO/TO 22790:2007 «UHpopmaTusaums
300p0Bbsl. PYHKLMOHANBHbIE XapaKTePUCTUKN CUCTEM NoaaepKKn HazHadeHun nekapcte» (ISO/TR 22790:2007
«Health informatics — Functional characteristics of prescriber support systems»)

5 BBEAEH BI'NEPBbIE

VIHopmMauusa ob UsMeHeHUSsX K HacmosuweMy cmaHoapmy nybrukyemcs 8 exxe200H0 u3oasaeMoM UH-
opMalUlUOHHOM yKa3zamerne «HaluuoHarbHbie crmaHoapmbly», @ mekcm UaMeHeHUU U rnornpasok — 8 eXKeMeCsYHO
u3oasaeMbiX UHQQOPMAUUOHHBIX yKazamerssax « HayuoHarbHble cmaHoapmsbly. B criydae nepecmompa (3amMeHbl)
Unu OmMeHb! Hacmosauwe2o cmaHodapma coomsemcemsyrulee ysedomrieHue bydem onybriukosaHo 8 exxemMe-
CAYHO U30asaeMoM UHQOPMaUUOHHOM yKkazamerne «HauuoHasnbHble cmaHoapmely. Coomeemcemayoujas UH-
opmMaluus, yeeOoMeHUe U meKkecmbl pazmMelliaromes makxe 8 UHghopmMaluUoHHOU cucmemMe obuie20 nosib3osa-
HUS — Ha ouuuanbHoM caume QedepaslbHOo20 a2eHmemaa o mexHu4ecKkoMy pe2yrupo8aHuio U Memposio2uu
8 cemu MITHmepHem

© CtaHgapTtuHdopm, 2010

HacToawmin ctTaHaapT He MoXKeT ObITb NOSHOCTLIO UM YaCTUYHO BOCMIPON3BEAEeH, TUPaXKMPOBAaH 1 pacrpo-
cTpaHeH B kKadyecTBe oduLnansHoro n3gaHns 6e3 paspeleHna $egepanbHOro areHTCTBa No TEXHUYECKOMY pery-
NMPOBAHUIO N METPOJSIOTUM
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BBeaoeHue

[TpoMeHeHne nekapcTB sBnsaeTcs 3hHEKTUBHBIM CPEACTBOM YYULIEHNS 300POBLS, XOTH €ro UCNofib30Ba-
HUe ABNAETCA AOPOroCTOALLM U MPUBHOCUT PUCKN AN 6e3onacHoCcTU nauueHTa. Bo MHormx ctpaHax segeTcs

perncTpaunsg MHPOPMaLUUOHHBLIX CUCTEM, NpeaHa3HavYeHHbIX AN Noaaep Kk npoueccoB, CBA3aHHbIX C Ha3HaYe-
HUEM NneKkapcTB, Kak caMbIX MPUOPUTETHBLIX MHPOPMAaLWMOHHbBIX TEXHONOTMA B 3gpaBooxpaHeHn. OgHako 6onb-
LLKne pasindynga mexay ctpaHamMy B YacTu MHGpopMaL MM O NTeKapCTBEHHbIX NpenapaTax 3aTpygHsalT pa3paboTky
MeXxayHapoaHbIX CTaHA4apToB B 3TOM obiacTu. HacToawWK cTaHgapT COAePKNUT cornacoBaHHOE onucaHue pasHo-
0bpasHbIX PYHKUNOHANBHLIX BO3MOXXHOCTEW U MHpopMaLNio, N3NTOXKEHHYIO B ODLLENPUHATON TEPMUHOSTIOTUN U
npeaHasHa4vyeHHyo Ansl coaencTBud paspaboTke cucTeM nogaepXkkm HasHadyeHUM iekapcTB 1 NpoLeccoB obecne-
YeHWS TaKNX CUCTEM.

1V
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HALUWOHANBbHBIA CTAHOAPT POCCUUCKOWMN OEOLEPALUUMN

UHhopmaTU3aumna 300poBbLA

®OYHKLWUOHANBHBLIE XAPAKTEPUCTUKN CUCTEM NOAOEPXKU HASHAYEHUN NNEKAPCTB

Health informatics. Functional characteristics of prescriber support systems

Nata BBegeHna — 2010 — 07 — 01

1 O6nacTtb NPUMeHeHun

HacTtoawumn ctaHgapT onpegenseT obLUy KOHLEeNTyanbHY Modenb ynpasieHusa MHgopMaLlen, OTHOCS-
LLleWcs K npoLeccamMm HasHavYeHUa UNK 3aKkasa NekapCTBeHHbIX npenapaToB. HacTodawm cTaHaapT onpeagendeT
PAO AOMONHUTENbHBLIX TPeboBaHNIN, KOTOPbIe MOTYT NPpedbABNATLCA NMOKynaTeneM B rnpouecce 3akyrnku 1 KoTo-
PbIM OOJI)KEeH COOTBETCTBOBATbL YYaCTBYIOLWMKM B TOprax noctaslmKk. B HacTodwem ctaHgapTe npeacrtaBneHo
obLlee onncaHne BO3MOXKHbLIX PYHKLWKA, COOTBETCTBYIOLLMX pa3HbIM LeNsiM CUCTeMbI 3apaBoOXpaHeHs.

HacTtodawnm ctaHgapT npegHasHayeH ANga UCMoNb30BaHWA B Ka4eCcTBe PYKOBOACTBa AJ15 KOHKPEeTHOW Mean-
LMHCKOW opraHm3auum npm popmMyMpoBKe U paccTaHOBKE NPUOPUTETOB NOAMHOXKECTBaA XapaKTepPUCTUK, COOTBET-
CTBYHOLLUMX HAUMOHaNbHbLIM UK pernoHanbHbIM noTpedbHocTaM. [1o3ToOMY NONHBIA CNUCOK TpeboBaHUK, NpeacTaB-
NeHHbIX B HACTodALLeM cTaHaapTe, He A0MKeH paccMaTpMBaThCA Kak MUHUManNbHbIM HAOOoP TpeboBaHUN, KOTOPLIM
OOJKHBI COOTBETCTBOBATL BCe cUCTeMbI. B ganbHenlem obobLLeHHbIe XapaKTepUcTUKN, yCTaHOBITEHHbIE B Ha-
cTodlleM cTaHaapTe, MOryT ObITbk KOHKPETU3NPOBaHLI, a TakKe A0NOJTHEHbI HOBLIMU XapaKTepUucTUKamMu.

HacTodawunn cTaHgapT BKoYaeT cneayollne pasgensi:

- onpegeneHne OCHOBHbLIX MOHATUN C U3NOXKEHUEM CcornacoBaHHbIX onpeaesieHnn 1 pekoMmeHa0BaHHbIX
TEPMUHOB;

- 0030p B3aMMOCBA3EN Mexay pasHbIMW y4acTHUKaMU N MHpopMaLMOHHBIMU MOTOKaMU;

- 0630p PYHKLUMOHaNLHOW Moaernn, OCHOBaHHOW Ha LleNnsiX CUCTeMbI 34paBoOXpaHeHUs;

- 0030p pasHbIX MHPOPMaLMOHHBIX PECYPCOB, HeobXoANMbIX ANa obecne4vyeHnst COOTBETCTBUA TpebOoBaHUAM;

- NepeYvYeHb NoAPOOHLIX XapakTepUCTUK, N3 KOTOPOTro MOXHO BbiOMpaTh HYXKHbIE B NpoLecce obecneveHUs

nekapcTeamum.

2 TepMUHbI U onpeaeneHus

B HacTosAlWeM cTaHgapTe npuMeHeHbl creayiollne TepMUHbI C COOTBETCTBYOLLMMIK onpeaeneHUaMU:

2.1 aKTMBHbIU UHrpeaueHT (active ingredient): MHrpeaneHT, KOTOPbIA CaMOCTOATENLHO UITN B KOMDUHaL UK
C OQHUM NN HECKONBbKUMW APYTUMIN MHIpegueHTaMun peanniyeTtT Hame4yeHHoe AeUCTBKeE JIeKapCTBEHHOro npena-
parta [1].

2.2 UeHTpanbHoe XpaHunuLlie peuenTtoB (central prescription store): XpaHunuLie afIeKTPOHHbLIX peLenToB
B HEKOTOPOM reorpagunueckom pervoHe, npuHUMaroLLee peLenTbl U3 HECKONBbKUX MECT pacnofioXeHUAa HasHavato-
LLIMX NlekapcTBa Bpaven 1 obcnyXmeatollee HeCKONbKO anTek (BO3MOXHO, BCE arnTekn) B A4aHHOM PETrnoHe.

2.3 NpUroToBrieHHbIU NO peLenTy NnekapcTBeHHbIU npenapat (magistral medicinal product) nnu npuro-
TOBJIeHHbIN ONA HeMeANIeHHOro npuemMa nekapcTBeHHbIN npenapar (extemporaneous medicinal product):
INekapcTBeHHLIX NpenapaT, MPUroTOBNEHHbIV B anTeke UK B OTAENeHUN anTeKM Ha OCHOBaHUKM pelenTa 1 npea-
HaszHavyeHHbIW ANg UCNoJ1b30BaHUA OAHUM U TOJTbKO OgHUM nauneHTom [1].

[TpnumedaHwne—IIpuroToBNeHHbLIN NO PEUENTY NEKAPCTBEHHLIN NPeEnapar ABNAETCA TakKe papmMaleBTUYecC-
KUM MpenapaTom.

U3paaHune odunumnanbHoe
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2.4 megnuuHcKknn npudop (medicinal appliance): YCTpOWUCTBO N YacTb 0O0OpYaOBaHUS, KOTOPOE MOXKET
ObITb UCMONMB3OBAHO NNIOABMU UM NPUMEHEHO K XXMBOTHBLIM ANd NeYyeHUst Uy npeaoTBpalleHnsd 3aboneBaHuvs, ¢
LeSbio YCTaHOBKM MeaULMHCKOTo AnarHo3a Unv 4nga BOCCTaHOBIIEHUSA, KOpPeKUUX U UsMeHeHna on3nonorm-
YeCKUX PYHKUMK nnu obnerdeHna ctpagaHun [1].

[MTpunmedvaHwune— Hasnavaembin npubop AOMKEH COOTBETCTBOBATb LENU Ha3Ha4YeHus, onpeaensaemMomn
MECTHbIMU MpaBunamMmu, N Tpaguumsam JaHHOro pernoHa. Boinucka HasHaveHns MOXET Takke notpeboBaTbCs Anst ou-
LManbHOro BO3MeELLeHUA yulepba, orpaHMyYeHnin Ha nNpodaxy npubopa nnm HeobxoanMOoCTU CONPOBOXAEHMA npubopa
MHANBNAYANBbHBIMW UHCTPYKUUSIMW MO UCMONb30BaHMIO.

lMpumep — Llinpuybi, pacnopku 0518 UH2anAyuUU, KOMNJeKMbI 05151 onpedesnieHusi bepemeHHocmu, 6UHMBbI,
Kamemephbl, N002y3HUKU 0151 HedepXarusi, opmonedu4vecKas o6y8b, KanonpueMHUKU, UH8aNTUOHbIe KOJISICKU, NHeg-

Mamu4decKue Mampachbl.

2.5 nekapcTBeHHbIV npenapat (medicinal product): ITioboe BelLecTBO UM coveTaHWe BeLLEeCTB, KOTOPoe
MOXeT ObITb MCNOMb30BaHO NMAbMU UITU NPUMEHEHO K XKUBOTHLIM AN1A NTeYeHns Unu npeaoTepalleHus sabone-
BaHWA, C UEenblo YCTAaHOBKN MeAULMHCKOro gMarHo3a Unmv Ans BOCCTaHOBMEHWNS, KoppeKLMU U U3MeHeHns1 -

3NON1IOrMYecKnX PyHKLKK [1].

[TpumedyaHwmnm e — HekoTopble NekapcTBEHHbIE Npenaparbl HAa3Ha4alTcsa B KOMOMHAUMKM ¢ MEAULUHCKNMU
npunbopamn. Takme KombmHauum paccMmaTpuBaloTCs B HACTOSILLEM CTaHOapTe Kak NekapCcTBEeHHble npenapartbi.

2.6 ynakoBKa nekapcTBeHHbIX npenapaTtoB (medicinal product package) nnv ynakoBka (package): Ean-
H/LIa NOCTaBKM JIeKapCTBEHHOMo npenapaTa Bo BHellHen Tape [1].

2.7 ne4yeObHoe npeanucaHue (medication order): JokyMeHTUpOBaHHasA HCTPYKLUA ANnst 0TAeNbHOW NUYHO-
CTW NO HAMeYeHHOW Tepanuu ¢ UCMNoNb30BaHNEM JIeKapCTBEHHOIo npenapara, CocTaBneHHada aBTOPU30BaHHbIM
MeOUNLIMHCKUM CneUnanmcTom.

[MTpumeyvyanunme — JleuebHoe npegnucaHmne coaepXnt MHoOpMaLUIO 0 NEeKapCTBEHHbIX nNpenapartax, ux
NO3UPOBKE U Nepuoae BpEMEHU, B TEYEHUE KOTOPOro Ha3Ha4vYeH NnNpuem rekapcTB.

2.8 y4eT MeanKaMeHToO3Horo nedveHuns (medication record): YyeT, OTHOCALLUMNCA K OTAENBbHON NUYHOCTMN,
KOTOPbLIV coaepXNUT MHpOPMaLIMO O Ha3HavYeHHbIX NekapcTBEHHbLIX NpenapaTax, UX A03UPOoBKe U Nepunoae BpemMe-
HX, B TEYEHWW KOTOPOro HasHaveH npreMm J1ekapcTB.

[TpnmevaHuns
1 YyeT MegnkameHTO3HOro nedveHust NpeanodTUTenbHO OO0IMKEH coaepXaTb MHAPOPMAaUUIO HE TONMbKO O NeKap-

CTBEHHbIX Npenaparax, HadHa4YeHHbIX AN obwero pacnpocTpaHeHuss U AoMallHero nevYeHusl, HO TaKkke N O Nekap-
CTBax, HA3HA4YEeHHbIX AN npuema naunmeHtam donbHUL,.

2 YyeT MeauKaMeHTO3HOro NevYeHmnst AomKeH ObHOBNATLCA, AaXe €CNU HET HOBbIX HAa3HAYEeHUN NeKapcTB, HYTOOb!
OoTpaXxaTb TEKYLLYIO O03UPOBKY U BO3MOXHYIK OTMEHY HA3HAYEHHOIo Npuema nekapcTs.

3 YyeT MeauKamMeHTO3HOro fieveHns paccMmaTpmBaeTcsl B HACTOSILLEM cTaHdapTe Kak vYactb bonee obLwero noHsi-
TUA «3NEKTPOHHbIN YYET 340POBbA», MO3ITOMY NOMUMO OCHOBHOW MHOPMAaUWK, YKa3aHHOW B €ro onpeaeneHnn, B HEM
OOMXHA coaepXxaTbCsl AOMNONHUTENbHas MH@OPMaUnsa, HanNnpuMmep aata 1 Mecto BHECEHUS 3anucu, OTBETCTBEHHOE

nvuo, Noanucb U T.A.

2.9 rapaHT onnartbl (payment guarantor): OpraHnsaumst, OTBETCTBEHHAs 3a NMOSIHOE UMK YacTUYHOE BO3ME-
LLleHWe Unn onnaTy CTOMMOCTW NIeKapCTBEHHOro npenapara.

2.10 cpapmaueBTUYdeckuun npenapart (pharmaceutical product): [NpenapaTt, cOCTOALLNKA U3 0QHOrC U B0-
nee KOMMOHEHTOB.

[TpumevaHuns

1 dapmaueBTUYECKMN NpenapaTt MOXeT UMeTb papMaueBTUYECKYO POPMY, OTIIMHHYIO OT KOHEYHOI0 HaMEYEHHO-
ro NekapcTBeHHOro npenapara.

2 B HacTosiwem ctaHgapTe He genaeTtcs pasnuuine Mexagy HepacgacoBaHHbIM, NPOMEXYTOUHbIM NN KOHEYHbIM
npenapartom.

lTpumepbi

1 Mernuyunnuroebill NOPOWOK U hU3UOITIO2UYECKUU pacmeaop, Komopbie COJDKHbI 6bIMb CMeWaHbi aMecme,
oba senssromces hapmayesmuyeckumu npenapamamu. OHu 06a ss6519r0MCsT YacmMsaAMU JTeKapCcmeeHH020 npenapa-
ma, Hanpumep kombéuvyunnuHa 1 2.

2 Adenan (Fr) siensemcsi nekapcmeeHHbIM npenapamom ¢ mabriemkamu dayx saudoe, codepxaujumu
SMUHUNICMpacuos1 U npo2pecmepoH 8 pazHou nponopuyuu. Kaxdas uz amux mabnemok sienissemces hapmaiyes-

mu4vyecKumMm npenapamom. Onu oba ssennssromest HacmsimMu GaHHO20 JIeKapcnm8eHHO20 npenapaina.

2.11 Ha3Havarwwuu Bpau (prescriber): MegmunHckMn cneymnanncT, aBTOPU3OBaHHLIW ANSA BeINUChIBAHUS
HasHa4YeHWN.

2
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2.12 Ha3Ha4veHune nekapcTB (prescribing): MNpouecc co3gaHns Ha3Ha4YeHUs NeKapcTB.

2.13 Ha3Ha4veHue (prescription): NpeanncaHne, BblaaHHOE aBTOPU3OBAHHLIM MeANLUMHCKUM pabOTHUKOM,
MHCTPYKTUpPVYIOLLEee oTaen OoTnycka NekapcTB No peuenTy no nosoay NPpUroToBIIEHUSI M UCTMONb30BaHUA Nekap-
CTBEHHOro npenapara nnm MmeauuuMHCKoro npudopa, nonydaemMoro Mnu Ucnonb3yemMoro naymeHTom [2].

[TpumedvaHnHune— Cnegyer nsberarb UCNONb30OBAHUA TEPMUHA «HA3HAYEHWE» BHE KOHTEKCTA, TaK KaK OH
NPOU3BOIIbBHO UCNOSb3YETCSH B PA3roBOPHOW peun ans 0603HaveHus crnegyowmx TEPMUHOB, UCMONb3yEMbIX B CTaHAAp-
Tax No coobLEeHNsAM O HAa3HAYEHUAX. «COODLWEHNne 0 HOBOM Ha3HAYEHUN», «NakeT Ha3Ha4YeHUn» N «KN3BECTUE O Ha3Ha-
YyeHun». bonee TOro, 3TOT TEPMUH TAKXKe UCNONb3YETCA AN onucaHus BymMmaxKHon peuenTtypHon opmbl. Tam, rae sT1o
YMECTHO, PEKOMEHAYETCSH UCNOMb30BaTb TEPMUHBI «MAKET HA3HAYEHUWY, «KU3BECTUE O HA3HAYEHUU» U «COODLLEHNE O

HOBOM HA3HAQYEHWUN».

2.14 napectne o HazHaveHuu (prescription item): Cneundoumnkaums, cosgaHHasi aBToOpPMU3OBaHHbLIM MeaULINH-
CKUM pabOTHUKOM, MHCTPYKTUPYIOLLAA oTAen OTnycka NekapcTB No peLlenTy No nosoay npuroToBNeHUa 1 UCMoNb-
30BaHWSA OTAENbHOMo NekapcTBeHHOro npenaparta Unnm MmeguuuHCKoro npubopa nnun nHopMupyollaa apyrme
CTOPOHbI, KOTOPbLIM oTNyckaeTca npenapaT Uin npndop, o NPUroToBIEHUM U UCNOJL30BaHWUN OTAENBLHOTO OTNY-
LLIEHHOT O JTekapCTBEHHOIo npenaparta Uiy MmeanuuHcKoro npubopa.

[TpnmedyaHune—\lK3BecTue 0 HA3HAYEHUN MOXKET CoaepXaTb aAMUHUCTPATUBHbIE AaHHbIE, HEOBXOoAMMbIE AN
OTNyCKa NeKapCcTBa, HO OHO HE COAEPXUT MHGDOPMALIMIO O HA3HAYaLWEM Bpaye Unmn o nauneHTe, anst KOTOporo BbinyLe-

HO JAHHOE U3BELEHNEe UMN KOTOPOMY NEKApPCTBO ObINO OTNYLLEHO.

2.15 nakeT Ha3Ha4veHUM (prescription set): Habop 13 ogHoro UM donee n3BeLLleHN 0 HasHaYEHUSIX, BbIMK-
CaHHbIA UW/WNK OTNYLLEHHbIX KaK eauHoe Lienoe.

3 O6MeH HdpopmMaumen, cCBA3aHHbLIN
C MeaAKaMeHTO3HbIM nevyeHmem. O6LWaa mogens

3.1 YyacTBYKOLME CTOPOHDI

PerynaTMBHbIE OpraHbl U Apyrme
MCTOYHWKW MHOpMaLU

Bpau, HasHa4atowmia

[TauneHT
neveHune
[\\\ b MeanunHCKNA paboTH KK,
I "t
L ) KOHTPRONMNPY O LA
(® — Me INKa MEHTO 3HOE

n Apyroe re4yeHume

PUCYHOK 1 — CTOpOHbI, y4acTBywme B MeaUKamMeHTO3HOM NeveHun

[TpumeyaHwn e — Ha gaHHOM pUCYHKE OTPa)XeHbl TONbKO OCHOBHbIE B3aMMOCBSA3UN, HEODXoaAMMbIE ANS
obecnevyeHns Ka4yecTBeHHOro neveHmns. CBsAsb € pasnMYHbIMKW OPraHamMy, UMeLWMMM OTHOLLEHME K NnaTexam, pasnud-
Ha B pPa3sHbIX CTpaHax U HaxogmMTcsl BHE obnacTn NpUMEHEHN HACTOSALLEro craHgapTa.
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3.2 NHbopMaLMOHHOE coaepXaHue

3.2.1 HazHa4vyeHUA N NnpegnucaHnUa o NPpUMeHeHUN NneKapcTB

Has3HadeHWe nekapcTB B AaHHOM KOHTEKCTe nNpeacTtaBnsieT cobou ykasaHne aBTopu3oBaHHOro MeguLIMHCKO-
ro cneuyanucTta (Yalle Bcero Bpada, HO B HEKOTOPLIX CTpaHax NpeactaBUTENN 1 ApYrux npodpeccnii UMeLoT, Mo
MeHbLLEeW Mepe, orpaHUYeHHbIe NpaBa Ha HasHa4vYeHMe NekapcTB) OTNYCKatoLLEMY opraHy, B HACTOSILLIEM CTaHaap-
Te UMeHYyeMOMY «anTteKka», Ha OTNYyCK JTeKapCTBEHHbLIX NpenapaToB NalnueHTy.

TpaanUuMOHHO HasHaveHUs1 opopMNsloT B OyMaXKHOMU hopMe UK, B HEKOTOPLIX CTpaHax, Takke N B YCTHOW
doopmMe no TenedgoHy. B HacTodllee BpeMs HazHavyeHUs1 MOTYT Takke nepedaBaTbCsl B 3NeKTPOHHOW popMe Kak
CTPYKTYPUPOBAHHLIE AaHHbIe, YacTO Ha3blBaeMble COODLLEHUAMN NN, NHoTAa, AOKYMEeHTaMW, HO AaHHOe pasfin-
yie He CyLLLeCTBEHHO ANd HacTosILLero ctaHaapTa.

MmeeT MecCcTo Takke BBoAdLLee B 3abnyXaeHe UCMoNb3oBaHWe TepPMUHA «HasHa4vYeHne», KOTOPbIM MOXKeT
MCMoNb30oBaTbhCA AN 0b60o3HavYeHUs1 NMHOo TOro, YTO B HACTOSILLLEM CTaHAapTe onpedeneHo Kak U3BecTue 0 HasHa-
YeHUU OTAENbHOIo NekapCcTBEHHOro npenaparta, NMbo KoMnnekTa U3BEeCTUM O HasHaYeHUSAX, CrpynnUpPoBaHHbIX
BMecCTe Ha bfiaHKke UK B 3NeKTPOHHOM COOBLLIEHUN.

[TpegnucaHue o NPUMEHEHUU NeKapcTB ABNAETCA TEPMUHOM, KOTOPLIV MHOTAa BKNOYaeT HasHa4vYeHUs, Kak
OHW onpeaesneHbl B HACTOALLLEM CTaHOdapTe, HO KOTOPLIU Takke, YU AaxKe NpeanovTUTeNbHO, 0003HavYaeT UHCTPYK-
LMo Bpava MmeacecTtpe B 60SIbHULIE OTHOCUTENTbHO MeaNKaMeHTO3HOro neyveHnst KOHKpeTHOro nauneHTa. Takue
npegnucaHna o NpUMeHeHUW NekapcTB B HEKOTOPLIX CTpaHax KOHTPOITUPYHOTCA U UCTIONHATCA OONbHUYHbLIMU
antekamMmu, Toraa Kak B Apyrux ctpaHax npegnucaHusa o npMeHeHU NekapcTB ANngd cTauuoHapPHbIX YCIOBUN
BOOOLLEe He nogapasyMeBatoT ydacTuda papmaueBToB. HeCOMHEHHO, eCTb MHOIO CXOAHbLIX CBOUCTB B TPebOoBaHUSX
K UHpOPMaLUMOHHBIM CUCTEMAaM, nogaepXmnBatoLmm npegnmcaHng o NpUMeHeHUN NekapcTB U HAa3HaYeHUS, No-
3TOMY MHOroe 13 Toro, Yto onpedeneHo B HAcTosILLEM cTaHAapTe, NPUMeHUMO K obenm cuctemam. OgHako,
HeKoTOopbIe U3 NpeAcTaB/IEHHLIX B HACTOALLLEeM cTaHaapTe TpeboBaHUMN He MPUMeHSIIoTCA (Korda anteka He BKIH-
YyaeTcs B NpoLecC Ha3Ha4YeHMs NeKapcTB), HO CYLLECTBYIOT WU AONONHUTENbHbIE AeTalnbHble TPeboBaHUSA, KOTOPLIE
OOJKHBI NPpeAbABNATLCA K MHPOPMaLUMOHHBIM cucTeMamM And obecneveHnda nogaepXky yrpasneHnsa npumMmeHe-
HMeM NnekapcTB B OoSibHULAX, He pacCcMaTpUBaeMble B HAacTosALLEeM cTaHaapTe.

Bo MHOMMx cTpaHax CyLLecCTBYHOT pa3Hble Kacchl NeKapCTBEHHbIX MpenapaToB, TpebyolnX cnelunansHoro
obpalleHns, Hanpumep 3T0 OTHOCUTCH K HAPKOTUKAM UMK KOHTPOSIMpYeMbIM BeLllecTBaM. [1OCKONbKY Takue Knac-
Cbl CYLLLECTBEHHO pasfinyatoTca Mexay coboU B pa3HbIX CTpaHax, TO B HACTosALLEeM cTaHaapTe TpeboBaHUA K HUM
He paccMaTpPUBaOTCS.

B HekoTopbIX CTpaHax nekapcTBeHHLIN NpenapaT MOXeT ObITb Ha3HayeH B oopMe 04HOPa30BbLIX YNaKOBOK,
N3roTaBNMBaeMbIX OTMYCKaloLWMM OpraHoM, ¢ ykasaHueM gnuTenbHOCTU NpruemMa, a He obLlero KonnyecTtea. JT0
ABNAETCS BCce bonee pacnpocTpaHeHHbIM U BaXKHBIM TUNOM Ha3HavYeHWs, KOTOPbLIN BKtoYaeTcs B Habop TpeboBa-
HUW, gaXke ecrni ero nogaepkka He aABnsieTcd 0bsa3aTenbHON.

3.2.2 Y4yeT MeaAUKaMeHTO3HOro ne4yeHuN

B HacTodlleM cTaHOapTe TEPMUH «y4eT MegnKaMeHTO3HOro iedeHnst» obosHadaeT yyeT, BeayLnnca nnu,
Mo KpalHeu Mepe, AOCTYMNHbLIX BpavaM, HazHavaroLWwKM neveHne nekapCcTBeHHbIMWU NpenapaTtamMu, KoTopble ObInu
HasHaveHbl MU NpeanucaHbl. YYeT MOXKET BECTUCH B pasHbIX popMax U UMETh pasHoe coaepkaHue. OH aoJkeH
paccMaTpuUBaTLCA KaK YaCTb SNEeKTPOHHOMo yveTa 340p0BbA (BY3), XO0Td y4eT MegukaMeHTO3HOro neveHnd B
HEeKOTOPbIX cnyvyaax Be4eTCd B OTAeNbHbIX CUCTEMaX, a He B TeX, rae Be4eTcd ocTallbHas Yactb QY 3.

YacTo, HO He Bceraa, nauueHT UMeeT npaBo NpocMaTpMBaTh CBOU 3Y 3, BKoYas ydeT MeankaMeHTO3HOro
nedveHus. B HekKOTOpLIX cryvasax naunueHT HenocpeacTBeHHO BBOAUT UHGPOPMAaLIXIO B CUCTEMY ydeTa MeaNKaMeH-
TO3HOIO NeYeHust, Hanpumep MHQoOpMaLIne O peanbHOW O03UPOBKE, KOTOPasd MOXET MEHATLCH CO BpeEMEHEM,
n/nnun o6 NCNonNbL30BaHUN JIEKAPCTBEHHbLIX NPenapaToB, KOTOPbIEe He DbITW NoNYyYeHbl Yepes HasHavyeHne Bpaya.

YueT MegnKaMeHTO3HOIo NnevueHuns AoMKeH, Nno MeHblLLen Mepe, cogepXaTb MHopMaunio, MaeHTUpULUNpPY-
IOLLLYIO HAa3HaYeHHbIV NeKapCTBEHHbIV NpenaparT, MHCTPYKLUMUIO Mo ero npruemMy U nepuoq BpemMeHu, B Te4eHe KOTO-
POro Ha3Ha4YeH NpPUEM fiekapcTea (eCnu OH N3BECTEH).

[lononHnTeNnbHas conyTCcTByoLWaa MHpopMauna, HanpumMep 0b anneprusix Ha papmMmaLeBTUYECKNE Npena-
paTbl U T.4., HE CYNTAETCH OCHOBHOW YacTbIo yueTa MeguKaMeHTO3HOro nevyeHunst, Ho ee BKoYeHWE B ydeT Meaun-
KaMEeHTO3HOrro NneveHnsa ABnaeTcAa npeanodTUTeNnbHbIM, Kak U ApYyron conyTCcTBYoLWen MHgpopMau i ns Y 3.

[TpumeyaHne—B coOTBETCTBMU C AAHHBIM ONpeaeneHnemM y4eT NeKapCTBEeHHbIX NpenapaToB, OTNYLWEHHbIX
B anTeKe, He ABMSAETCH y4eTOM MEANKAMEHTO3HOIO NeYeHusl, €Crnun TONBbKO OH HE SIBMSETCHA JOCTYMNHbIM Bpady, Ha3Ha4a-

HLWeMy JeyvYeHune.

3.2.3 UHdpopmauuna od oTnyLleHHbIX NeKapCTBEHHbIX Npenaparax

Ecnu Bpayy, HasHavaolleMy neveHune, byaeT AoCTynHa UHpOpMaL WA 0 NeKapCTBEHHbIX NpenapaTtax, OT-
NyLeHHbIX NauueHTy, No MeHbLLen Mepe, 3a npoliealinii rog, To 3T0 MOXET ObITb OYeHb NMone3HbIM AJ19 HEro.
B HekoTopbIX cTpaHax, Hanpumep B LUBeunn, nMmeeTca HauuoHanbHas basa AaHHbIX, KoTopasi ¢ cornacust nauneH-
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Ta MOXeT ObITb caeslaHa AOCTYMNHOM NloboMy Bpady B AaHHOU cTpaHe. B MHbIX crniydaax nHdpopmaumsa ob otnycke
fieKkapcCTB Mockl1aeTcs Bpady Uin MegauUMHCKOMY ydpeXXaeHuto, BbincaBLLleMy Has3HaveHue, Ho o0 as KapTuHa
ocTaeTca HegocTynHoW. MHdopmauma ob oTnyLLEeHHbIX NpenapaTtax YacTo MOXeT ObITb AOCTYNHA NauneHTam TOSTbKO
yepes ydyeT MeaMKaMeHTO3HOro ie4eHus.

3.2.4 TpeboBaHMe Ha OTNYCK NeKapCTBEeHHbLIX NpenapaToB

B HeKoTOpbIX cUCTeMax C 3NIeKTPOHHOW Nepeagadvyei HasHavyeHUU CyLLecTBYeT BO3MOXHOCTb pasaeneHuns
nepeaavn HasHavyeHUa U TpeboBaHUA Ha OTNYCK NeKapCTBEeHHbLIX NpenapaTtoB. M3BelleHns1 0 HazHavYeHUsAX, nepe-
OaBaeMble B 3NeKTPOoHHOW doopMe, MOy T XpaHUTLCA B LIeHTpalibHOM XpaHUNULLEe HasHa4vYeHW, a 3aTeM No Tpebo-
BaHWIO NepeaaBaThbCs B KOHKPETHYIO anTeKy Ha OTMNycK JiekapCTBEHHbIX npenapaToB. TpeboBaHMe Ha OTNyCK Je-
KapCTBEHHbIX NpenapaToB MOXeT TakKe HanpaBNATbLCA B KOHKPETHYIO anTeky, KoTopasd y»Ke Nonyduna aN1ekTpoH-
Hoe HasHayeHue. B yacTHOCTU, Takad npoueaypa UCnonb3yeTcd, Korga o4AHO HasHadyeHne UCnonb3yeTca Ang
nocneayroLwmx HeCKONbKKUX TpeboBaHUM Ha OTNYCK J1IeKapCTBEHHbLIX NpenapaToB B pa3Hoe BpeMs.

AnbTepHaTUBHbLIM MeTOAOM Nepeaavn nHgopmMmaun 0 HasHa4vYeHUK oTNyckaroLeMy opraHy (anteke) siBnsi-
eTCs UCMOJIb30BaHMe NOPTaTUBHOMO YCTPOUCTRA, HanpuMep MUKPONPOLLECCOPHOW KapThl, NpuHagnexallen nauu-
eHTy. B aToM cnydae TpeboBaHMe Ha OTNYCK IeKapCTBEHHOrO npenapara BblpaXkaeTcs B YCTHOU OpMe C NpeabsiB-
NIeHeM B anTeKky cogepxallen HasHaveHne KapTol.

Cneunanuncr, Cuctema nogaepxkn AnTteka [MauueHT
Ha3Ha4yawLWmn neYyeHue Ha3HavYeHU

Bbibop rpynnsl
UneHTudukaums P Py
npo6nembl nauueHTa BO3MOXHbIX
npenapaTos
Buop noarpynnel Y71 f1 (CECERREO
npenapaTtosB No LeHe P
Ha3HAYeHUN
[epenava
[MognncaHue Habopa ‘ n O.El.nucak?:oﬂro Habopa Mony4exune Habopa
HA3HaYeHUA ingiehie A3HAYCHWIA
OTnyck

rneKkapcTBEeHHbIX
npenapaToB

npasreHwne rie4eHnem

ObHoOBNEeHue
COCTOSAHUA
Ha3HaJvYeHU

nekapcTBeHHbIMW
npenaparaMmm

YBeanomneHue
O AaHHbLIX OTMyCcKa

ObHoOBNEeHue
COCTOSIHUS NpenapaTos

O

PucyHok 2 — [lepexogbl COCTOAHUN B XXM3HEHHOM UUKINE Ha3Ha4YeHUN
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3.2.5 UHdopmauua o 3HaHUAX

K MHpopMaLuM 0 3HAHUAX OTHOCATCA pasHoobpasHble TUMbl UHopMaL MK, HeobxoauMmele cucTemMe noaaep-
XKW HazHa4vYeHW NeKapcTB, KOTopble He CBA3aHbl C KOHKPEeTHbIM NauneHToM. MHpopMaLmst 0 3HaHUAX BKITlOYaEeT
OTHOCUTENIbHO cTaTU4HbIe NnepevHn MHopMaunn 0 AOCTYNHLIX NpenapaTtax U TpeboBaHUA «MO 3anpocy» ANg
CUTyauun co cneungpmyeckumm HasHadeHsaMn. Kpome Toro, K gaHHOW KaTeropu OTHOCATCA MeaULIMHCKUE PYKO-
BOACTBA, XOTH, Kak NpaBnNo, MeaunLUUHCKMe ANPEeKTUBHbIE AOKYMEHThLI MOryT cogepkaTbk MHOMo pekoMmeHaaumy no
npobsiemam, He OTHOCALLMMCA K NPUMEHEHWIO NeKapcTB, W ANg ynpaBneHUst TaKUMKU AOKYMEHTaMK MOXET noTpe-
boBaTbCA CBOE NporpaMmmHoe cbecnedveHue. OgHako oyHKUMOHaTbHbIE peKoMeHadauun rno npuMeHeHuio HasHa-
YaeMbIX TeKapcTB A0MKHbI UMEeTb BO3MOXHOCTb NPAMOro B3aMMoaenCcTBUSI C CUCTEMOW NoaAePXKKN Ha3Ha4YeHNI
NeKkapcTB.

3.2.6 OTYeT O NPUHATLIX NeKapcTBax

[na Toro 4Tobbl NONYYNUTL NOMHYIO KAPTUHY UCTOPUN NpUeMa NeKapcTB, MOXeT ObITb NONe3HbIM TaKxke
MMeTb ANA cnydyad ambynaTopHOro neveHna cuctemy, UKCUpyoLLyo pealibHO NpUHATLIEe nekapcTia. o cux
Nnop Takne CUCTEMbI BCTPEeYaTCA A0BOMNBLHO peaKo, HO B HEKOTOPLIX 0bnacTtax oHU BHeApeHbl, B YacTHOCTU, AN
nauueHToB ¢ onpeaeneHHbIMU XPOHNYECKUMIN 3aboneBaHUAMN, KOTOPbLIE XOPOLLO OCBEeAOMINEHLI O CBOEM NeYye-
HAU N NPOUHCTPYKTUPOBAaHbLI N0 U3SMEHEHWIO A03UPOBKN UMW UCTMONB30OBaHWIO JIEKAPCTBEHHbLIX NPEnapaToB, CBS-
3aHHOMY C TeKyLlen (MHorga exxeaHeBHOW) cuTyaumen, onpegensieMor 00beKTUBHLIMU U CYObEKTUBHLIMW CUMIM-
TOMaMW. [1pn 3TOM UCNIONB3YIOTCS pasHoobpasHble MeTodbl OT NPUMEHeHUA cnelnanbHbIX YCTPOWUCTB U 40 onepa-
TUBHOW Nepeaavn MHdpopmMaLl iy ¢ MOMOLLILIO BED-NPUNOXKEHUN.

[Opyron npobnemoin aensaeTcsa opMnpoBaHne oTdyeTa 0 COOTBETCTBMM NpeanncaHuio Bpada, pelleHne KOTo-
POV HaXxoanTCAa Ha goCcTaTOYHO HU3KOM ypoBHe. [N pelleHns gaHHOW NpobneMbl MOXeT ObITh MCNOJNTIb30BaHA
doopMa onpoca NauneHTOB O TOM, KaK1ne JieKapCTBeHHbIe npenapaTthl OHW B AeUCTBUTENBHOCTY NPUHUMAaNM B
TeueHne HeKOTOPOro nepuoaa BpeMeH BHe 3aBUCUMOCTU OT UMeroLLLerocst HasHadeHUa. AnbTepHaTUBHbLIM NO-
X040M, KOTOPLIM MHOTAA UCMONb3YeTCs, aBndeTca popMmnpoBaHme bpurag no yxoay Ha gomy, nNpoBepsaroLLnX
HanMyne ynakoBOK NNeKapCTBEeHHbLIX NpenapaToB (MHOraa ckaHUpysa LUTPUXKOO Ha 3TUKeTKax, YToObl yNpOoCTUTL
BBOA WHGOpMaLUK) OANga TOro, YTobbl MMEeTb BO3MOXHOCTL NONMYYUTb peanbHYo UCTOPUIO NPUMEHEHUS NeKkap-
CTBEHHbIX NpenapaToB, eCTECTBEHHO, YBaXKad NpU 3TOM NpaBo Ha YaCTHYIO XXU3Hb NauMeHTa U B guanore ¢ HAM
MNW C ero 6mxxanwmnm poacTBEHHUKOM.

3.3 CueHapumn anekTpoHHoOro oomeHa uHcbhopmauunein

3.3.1 [lepepavya Ha3HauYeHUA B YKa3aHHYIO anTeky

CaMol NpocTon nocnegoBaTeNbHOCTLIO AEUCTBUN SIBNAETCH OTNPaBKa cooblleHa 0 HOBOM Ha3HavYeHnu
cneyuvanmncToMm, HasHavaloLwym fieveHne, HenocpeaCcTBeHHO OTNyCKalLeMy areHTy; 3aTeM MOXeT NocnegoBaTh
cooOLleHMe 00 OTMeHe HasHavYeHUs (PUCYHOK 3):

- CO0DbLLeHVe 0 HOBOM HazHayeHU, oTNpaBfieHHOe cneunanucTtomM, HazHavyalowmm neveHue, oTnyckatoLle-
MY areHTy, MHULMUPYET nocrneaoBaTenbHOCTE AEUCTBUN;

- cooblleHne 0 HOBOM Ha3HavyeHUU MOXET OblTb 0OAHOBPEMEHHO OTNpaBeHO OAHOMY UM HECKOJTbKUM
anbTepHaTMBHbLIM NMofiyvaTensam;

- MOXeT nocriegoBaTh coolLLeHNe 00 OTMeHe HasdHavYeHUs, oTnpaBlieHHOe creunanmMcTom, HasHavdar LM
nevyeHune, oTMeHsoLLlee cooblleHre 0 HOBOM HasHadeHUW, oTnpaBneHHoe Ao atoro. OHO okasbiBaeT BO3AeNCTBUE
TOJIbKO B TOM Clny4ae, ecnu oTnyckarLnn areHT nonyymT gaHHoe cooblleHue A0 Toro, Kak oTnyCcTUT UNu gocTa-
BUT NeKapCTBEHHbIN Npenapar;

- OTNyCKalLleMy areHTy MoxeT ObITb HanpaeneHa npockba nepegatb cooblleHne 06 oTMeHe Ha3HavYeHUs
anbTepHaTWUBHbIM NoJsiydaTenam coobLLUeHUsA. OTO BO3MOXKHO TOJTbKO B cllydae, ecli OTMeHa peannsyema.

[TpnmedaHne—-PucyHkn 3, 4 n 5 3anmcTBOBaHbI U3 [2].

3.3.2 HenocpeAacTBeHHas nepepava coobLeHNN ¢ oTHeTaMM 00 OTNYCKe NeKapcTB

[pyron npocTon nocneagoBaTeflbHOCTLIO AEUCTBUIN ABNAETCA OTnpaBka OTNyCKaloLWMM areHToOM Henoc-
peaCcTBEHHO cneunanucTy, HazHadarolemy neveHune, Wmnnn anbTepHaTUBHOMY NnonyvaTtento coodLLEHNA C OTYe-
TOM 00 OTNyCKe NneKkapcTea, cogepkallero MHgopmMaLuuio o pealnbHO OTNYLEHHbIX NekapCTBEHHbLIX NpenapaTtax,
3a KOTOpPbIM MOXeT nocriegoBaTtbh cooblleHne oD 0TMeHe oTdeTa 0b oTnycke JieKkapcTB No HasHayvyeHUo (PUCy-
HOK 4):

- coobLLeHMe c oTYeTOM 0D OTNyCcKe NekapcTB NO Ha3Ha4YeHWo, oTNpaBneHHoe OTNyCcKaloLWNUM areHTOM chne-
LUManucTy, HazHavatlollemy nedeHue, MHALUMMPYeT nocneaoBaTenbHOCTE AEeUCTBUW;

- cooblleHne ¢ oT4eTOM 0D OTNyCKe NekapcTB No HazHavYeHUio MOXET ObiTb 0AHOBPEMEHHO OTOCaHo B
OAHO N HECKONBKO albTepHaTUBHbLIX MECT NoNyyYeHUs;
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- MOXeT nocrnegoBaTb coobLleHe 06 oTMeHe oT4yeTa 00 OTnycKe 1eKapcTB Mo HasHa4YeHuo, OTNPaBreHHoe
OTMNyCKatoLLMM areHTOM TeM Xe rnony4daTensam, OTMeHsiioLLee nepegaHHoe paHee coobLLeHne ¢ 0TY4eTOM 0b OTrycC-
Ke NeKkapcTB Mo HasHa4YeHUHo.

AnbTEepHaTUBHOE MECTO
nonyvyeHus Bpay, Ha3sHa4alolWmn neyeHme OTnycKkalLllMUi areHT

CoobLeHne 0 HOBOM
Ha3HaA4YeHWN NeKapcTs

CoobuweHne 0 HOBOM
Ha3Ha4YeHWU NeKapCTB

CoobweHune 0b oTMEeHe
Ha3Ha4YeHUs

CoobLleHne 06 oTMmeHe
HAa3HaYeHWs

Bpems

PUcyHoK 3 — CoobleHne 0 Ha3Ha4YeHun, HanpaerneHHoOe HENOCPEACTBEHHO
OTNyCKaloLWeMy areHTy

AnbTepHaTUBHOE MECTO
nonyvyeHus OTnyckarowmn areHT Bpau, HasHayaoLwmumn nedeHme

CoobLieHune
C OTYeTOM 06 OTnycKe
neKapcTB
NO HA3HAYEHUIO

CooblieHue
C OTMETOM 0B OTnycKe
neKapcTB
NO Ha3HaYeHUIo

CoobuweHune ob oTmMeHe
oT4yeTa 06 OTNycKe oTyeTta 06 oTnycke
neKapcTB Mo HasHa4YeHUKD neKapcTB Mo HasHa4YeHUIo

CooblieHne o6 oTMeHe

BpemMa

PucyHok 4 — CoobleHne ¢ ot4eToM 06 OTNyCKe NEKapCTB NO HA3HAYEHUIO
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3.3.3 XpaHunnuuie HasHa4YeHUN U areHT-NocpeaHUK

[ToMUMO NPAMON B3aMMOCBSI3X MeXay BpayuoM, HasHavatlolnM neveHune, U anTekon, CyLLecTBYeT HeCKOSb-
KO BO3MOXHbIX CLleHapueB, pealin3oBaHHbIX B pa3HbIX CTpaHax, C UCNOoJIb30BaHWEM nocpegHuKa.

OanH U3 cueHapues npeaycMaTpmMBaeT Hanuvue areHta-nocpegHuKka, XpaHsaLlero coobLleHnsa o HazHave-
HUSIX U OXKMOaroLLEero 3anpoca oT OTNycKatoLlero areHTa, Ytobbl BelbpaTh KOHKPEeTHOE coobLleHne 0 Ha3HauYeHUN
rnekapcTB (PUCYHOK 5).

CyLlecTBYET HECKONTIbKO BapMaHTOB JAaHHOMO CLieHapWsl, KOTOpble He OXBaTbIBAOTCHA HACTOALLMM CTaH-
0apTOM.

Bpauy, HasHavaloLwmn AreHT-nocpeaHuK OTnyckalowmm areHT AnbTepHaTUBHOE MECTO
nevyeHue Nony4yeHus

CoobLweHune CoobwieHune
O HOBOM Ha3HaA4YeHUU o HOBOM Ha3HaueHUU

Cooﬁu.l,eHMe 0 Bblbope
KOMMJIeKTa Ha3HavYeHUuU
CoobueHne
O HOBOM Ha3HaueHUU

CoobLleHue ¢ nepevHeM
KOMMJ1eKTa Ha3HauYeHUH
(nycToe)

Bpems

PucyHok 5 — ObcnyxuBaHmne obmeHa coobLweHnsaMM no 3anpocam,
NPpAMON BbIDOP KOMNNEKTa Ha3dHavYeHUn

3.3.4 O6MeH nHhopmaumen od yuyete nekapCcTBeHHbIX NpenapaToB

[lOCTYNHOCTL yyeTa lekapCTBEHHbIX NpenapaToB HeobxoaumMma Ana MHOTMX PYHKLUWK, XXenaTeNbHbIX ANd
CUCTEM NMOoAAEPKKN Ha3HavYeHUN iekapcTB. B HEKOTOPLIX CUCTEMAaX, B KOTOPLIX BCe HAa3Ha4YeHUs nekapcTs ANs
nauneHTa BbINMUCLIBAKOTCS UCKMIOYUTENLHO OAHUM BpavoM, HazHavaroLWmnm neveHue, Unu, no KpanHen mepe, yu-
pexageHnem ¢ 0gHOW CUCTEMOW yueTa, 3TO nerko gocturaetcs. OgHako BO MHOIUX CTpaHax peanbHas cUTyalns
MOXeT oKazaTbCAa UMHOW. [MaueHT MOXET nony4vaTtb Ha3HavyeHUs U3 HECKOMbKUX pa3HbIX yupeXXgeHU B TeueHue
ogHoro nepunoga BpeMeHU. AT MOTyT ObITh pasHble DONbHULLI U MONMUKIUHUKA, KOTOPbIE BO MHOTUX cny4YasixX
OyayT UMETb pasHble CUCTEMBI ydeTa (NpenapaToB 1 0bopyaoBaHud). Ina obecneveHnst NONHOMO yyeTa nekap-
CTBEHHbIX NpenapaToB Ansl Bpaya, HazHavaroLlero neveHue (Npm atoM obbIYHO TpebyeTcs cornacue naumeHTa),
MPUMEHSIIOTCA HECKONTBKO NOAX0A0B B pa3HbIX 0bnacTax.

3.3.4.1 O0LWMK yueT OXXnagaemMoro NCNonb30oBaHWUS NekapCTBEHHbIX NpenapaTon

CuncteMa MOXeT TpeboBaTh OT BCeX Bpayel, HazHavaloLlnx fevyeHne, U3 HEKOTOPOro perMoHa npegocTaBs-
NATb MHpOPMaL MO O Ha3HaYeHU NekapcTBEHHbLIX NpenapaToB (U, BO3MOXHO, NpeanicaHus No UX NpUMeHeHNIo,
Hanpumep, NaMeHeHne A03NPOBKM) B HEKOE LIEHTPanbHOe XpaHUIuLLe.

3.3.4.2 Nonck 1 pyHKUMSA npocMoTpa B VIHTepHeTe

Cuctema, B KOTOpOU obLLUK HTepHeT-nopTan no3BoNsieET aBTOPU3OBaAHHLIM BpavaM, HazHa4YaroLLKUM neve-
HUe, 1, B HEKOTOPLIX PUCANKUMAX, NaLlneHTaM HanpaBnsaTe 3anpoc Ha MHpopMaLnio No y4eTy NNekapCTBEHHbIX
npenapaToB, NO KOTOPOMY OyayT reHepupoBaThLCS 3anpockl KO BCeM NoAKNOYEeHHbIM NoKanbHbIM cUCTEMAaM.
NokanbHble cucTeMbl ByayT U3BNeKaTb TEKYLUWUK y4eT NekapCTBEHHbLIX NpenapaToB U nepeckinaTh ero Ha noprarn
0N NCnonb3oBaHUs ero PyHKUNOHaNbLHOCTU NO NPOCMOTPRY.

[TpunmeyaHwNe— PyHkunsa, obecnevmBawwWwasl TONbKO NMPOCMOTP, HE NO3BONSAET UCNONb30BaTh MYHKLUUK
nogaepXku NPUHATUA PELEeHU NMPU NMOUCKE, Hanpumep, B3auMOCBA3EN.

3.3.4.3 3anpoc 1 nepegayda NokanbHOro y4eTta IekapCcTBEHHbIX NpenapaToB
CucTtema, KoTopas 3HaeT, 4YTo nHdopmMauuma ob ydeTe nekapCTBEHHbIX NpenapaToB 4OCTyMNHa B APYroM U



FTOCT P UICO/TO 22790—2009

HEeCKONbKUX APYrvX yupexxgeHUsax, MoXeT HanpaBuTb 3anpoc Ha Takyio MHopMauuio, KoTopad 3aTtemM byaeT
nepegaHa 3anpallMBarolLlen CTOpoHe B CTPYKTYPUPOBaAHHOM hopMaTe, MNo3BoNsLLLEM UMNOPTUPOBAaTL NoKanb-
HbIV yYeT NIeKapCTBEHHbIX NpenapaToB. ATO MOXeT paccMaTpuBaTbCA Kak ocobbiv criydan obllero oomeHa UH-
doopmaumen Y3, onpegeneHHoro B ctaHgaptax komnnekca NMCO 13606, 1 B AaHHOM crnydae MOryT NPUCYTCTBO-
BaTb TakKe Apyrue cneunann3npoBaHHble CoobLLEeHUs, orpaHUYeHHble paMKaMn MHdpopMaL i ob ydeTe nekap-
CTBEHHbLIX NMpenapaToBs, onpegeneHHbIMW A4Sl 3STOWU Llenin B pa3HbIX ob1acTsiX.

3.3.4.4 KapTa gaHHbIX NauneHTa

B HeKoTopbIX CTpaHax KapTbl AaHHbIX NAaLKMEHTOB NCNOSb30BaSIUCE AN NpeocTaBleHUs UCTOPUX NpUMe-
HEeHWS TeKapcTBEHHLIX NMpenapaToB BCEM BpavaMm, HasHavyaroLWUM NevYeHne. 310 MOXKeT COYeTaTbCs UM He cove-
TaTbCA C PyHKUMEN oTnycka No HaszHavyeHUaM. daHHbIV Nogxoa MoXeT MMeTb CNOXKHOCTU ¢ obecnevyeHnem Toro,
YTO KapTa Bcerga gosmkHa obiTbk B HaNU4uK, korga tpebyetca oOHOBUTL coaepKallyroca Ha Hell uHdpopmMauntio. C
OPYron CTOPOHBI, NPerMyLLEeECTBOM AaHHOMO noaxoda siBNSETCA TO, UTO aBTOPU3aL M0 Ha AOCTYN MOXET oKa3aTb-
CH Jlerye KOHTPONMPOBaThL B MeXayHapo4QHOM KOHTEKCTe NMpy MCNoNb30BaHWUN KapThl, a He pelleHUs Ha OCHOBE
Oa3bl AaHHbLIX. [1pn 3TOM NoapasymMeBaeTCsl, YTO NauueHT UMEeET npaBa A0CTyrna K CBOeW KapTe N MOXKET KOHTPOIN-
poBaTb AOCTYN Bpayva, HasHa4vaoLero neyeHune, N3 BHeLHen cuctemMsl (0ObIMHO, U3 APYron CTPaHblI).

4 KOMNOHEHTbI CUCTEeMbI NoAOEePXKU HasHAYeHUU NneKapcTB

4.1 O630p (byHKUMOHANBHOCTH

Cuctema nogaepkkn HasHadeHU nekapcTB MOXKET NoMoraTk Bpady, HazHavalolwlemMy ievyeHue B pelleHUN
nepeYvncrieHHbIX HUXKe 3a4au.

4.1.1 OueHKka HeEOOXOAUMOCTU MeAUKAMEHTO3HOIo nNevYyeHUsa nalmeHTa

CUCTEeMbI 3NEKTPOHHOIO yyeTa 340P0BbA.

4.1.2 Bbibop nekapcTBa, KOTOPOE MOXET AaTb ONTUMAaNbHbIU pe3ynbTaT ANA NauyueHTa u pelleHns
TeKyLwen npoodrnembl

- MeguLIMHCKMe PYKOBOACTBA NO AWarHoCcTUKe U pekoMeHaaluMy no tepannu;

- COBEThI MO A03UPOBKE U UHJXOpMaLIUS O pUCKax NP NODOUHLIX adpdoekTax.

4.1.3 OcylwecTBneHne Bbibopa ¢ y4eTOM 3aTpaT, KOTOopble MOTYT BIIUATL Ha LLEeHOBOEe coaepXxXaHue
CTPaxXoOBKU UNU rocygapcTBeHHOU CUCTeMbI 34paBOOXpPaHeHUA, a TaKkke Ha pacxoabl NauueHToB

- LleHbl U cpaBHEHUS LieH;

- pekoMeHgaL M MecTHOro papmMaleBTUYECKOro KOMUTETA;

- CleCTBUA KOMMeHCcaLUMOHHbIX HOPM.

Mpumep — lMepevyeHb pa3peweHHbIX npenapamos, nepeYeHb 3anpeweHHbIX npenapamos, UHghopmayusi o
6a308bIx YeHax unu uHgpopmayusi o PUKCUPOBAHHbLIX UeHaXx;

- BbIOOP pasMepoB YNaKoBOK C LEeNbio CHUXKEHUS pacxogoB.

4.1.4 YcKopeHue BblAauv1 roTOBOIo HazHaveHus

- nerkoe oObHOBIEHWE Ha OCHOBaHUM UCTOPUX MeOUKaMEHTO3HOI0 JIeYeHUS;

- LUAOIOHbI FOTOBLIX HA3HAYEeHWUN UM TONBKO A03UPOBKN.

4.1.5 lNepepgavya uHpopMmaLuumn B anTeKky

- B BymakHoW doopme;

- Ha KapTe AaHHbIX NauneHTa;

- nocpeactsom EDI (cucTeMbl anekTpoHHOro ocbMeHa gaHHbLIMU NoCcpeacTBOM CTRYKTYPUPOBaHHbLIX COODLLEe-
HWIA) NI MHOW OPMbI MPAMOTO 3NEKTPOHHOrO 0bMeHa aaHHbIMW. [epeaava nHdopmMaLnn MOXKET OCYLLECTBNATL-
CA HenocpeacTBEHHO B anTeky, Unn vyepes LeHTpanbHoe XpaHUuLLe HasHavyeHUK, Unn Yepes areHTa-nocpeaHu-
Ka.

4.1.6 BzanmocBs3b ¢ NaLUeHTOM

- NevaTb NepeYHs nekapCcTBEeHHbLIX MpenapaToB NaumneHTa;

- 31EKTPOHHbLIE CpeaCTBa CBA3MN.

4.1.7 OOMeH nevyedOHbIMU NpegnUCcCaHUAMU ¢ APYTMMU MeOULUHCKUMU cneluanucTtamMmm

- nogaepka npolecca ynpasieHUa MeankaMeHTO3HbIM JleUYeHUemM;

- COBMECTHOE UCNOJb30BaHWe UCTOPUK MeaNKaMeHTO3HOro fieueHuns.

4.1.8 AHanus

[Teprnognyecknin aHanna BcexX HadHavyeHUn, BbIMUMCAHHbLIX Bpavyom UW/unmn moaynem gaHHoM CUCTEMbI NO-
OE XK.
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4.2 UHpopmaLuusi, Heobxoammaa ansl noaaepKKm HazHavyeHUN neKkapceTB

4.2.1 3apeructpupoBaHHbIe NneKkapcTBeHHbIe npenaparhbl

[aHHbBIN TePMUH OTHOCUTCA K CIUCKY BCEX NeKapCTBEHHbLIX NpenapaToB, AOCTYMHbLIX B HEKOTOPOM reorpa-
donyeckom pernmoHe. OBLIMHO B TAKOM CMACKe YKa3bIBAOTCH, KaK MUHUMYM, HAMMeHOBaHWe NpenapaTa, ero yHu-
KanbHbIN nAeHTUUKaTOP, opMa N MHTEHCUBHOCTL A03UPOBKU. MOryT yKasbIiBaTbECS TakKe pasMepbl yrnakoBOK U
LEeHbI.

4.2.2 OcHoBHasd chapmMmakonornvyeckas nHcpopmauus

[loa AaHHBLIM TEPMUHOM NMOHUMAaEeTCs MHGoPMaLIMA O KaxkAoM npenaparte, KoTopas, MOMUMO U3NOXKEHHOMO B
4.2.1, onpegendeT Takke nokasaHus, NpoTUBONOKa3aHUA U pekoMeHaauUnn No A03UPOBKe, HO MOXKET onpeaensTh
M4TO-NNOO elle. Ha Tepputopun EBponenckoro cotosa oobLLne npasunia onpeaensaoT OCHOBHbIE NapaMeTpbl npe-
napartoB, AOCTYNHbIX BO BCeX cTpaHax-yneHax EC.

CyLLeCTBYIOT ABa UCTOYHMKA TaKoU MHGpopMaL Ui,

1) N3roToBUTENU UK accoLmnaL iy U3roToBUTENEN NPEeaoCTaBNAT NHOPMALMIO, 38 KOTOPYH OHU HECYT
OTBETCTBEHHOCTbL. HacTo nHgopMaLna nepegaeTcd Yepes TPEeThH0 CTOPOHY, ABNAKLLYIOCA NOCTaBLUMKOM YCIyr
(cozaartenieMm 6asbl AaHHbIX) KOHEYHbIM NoSib3oBaTeNaAM. JONONHUTENBHO MOXKET NpeaoCcTaBNATLCA MHOPMa-
LUns, ykazaHHada B 4.2.3.

2) NHdbopmaums o npenapartax, opuumanbHO 0400bpeHHbIX perynsiTUBHbIMU OpraHamMu B KaXKaon CcTpaHe.
NHpopMaUna MoXeT NpedocTaBNATLCA HenocpeaACTBEHHO YNOJTHOMOYEHHbBIM OpraHoOM U Yepes TPRETLIO CTOPO-
Hy (nocTasLUKKa ycnyr). [JononHNUTEN6LHO MOXeT NpeaoCcTaBNATLCA MHOpMaLnS, ykazaHHaa B 4.2.3.

4.2.3 PacuunpeHHasa cpapmakonoruvyeckasa nHcgpopmauyus

Crola OTHOCATCH Hay4Hble JoKasaTelbCTBa CBeAeHUN, U3NOXKEHHbIX B OCHOBHOW hapMaKonormyeckom nH-
doopmauyuu, NN goNoJNHUTENbHbIE CBeAEHUS, HAaNnpUMep o pekoMmeHayeMon A03UPOoBKe B 3aBUCUMOCTU OT MNMoKa-
3aHUW U 0 NOBOYHLIX adpdpekTax. ICTOYHUKK Takou MHGpopMaL UK MOXHO HaUTU Ha OTKPLIThIX VIHTepHeT-pecyp-
cax, NMbo gononHuTeneHaa MHdpopMaLuna MoXeT ObITb cobpaHa BMecTe B HEKOTOPOM e AUHOM HaLUOHaNbHOM
MCTOYHUKE, NO KpanHen Mepe, ANnd oTAeNbHbLIX FpyNn NekapCTBeHHbIX NpenapaTos.

4.2.4 PekomeHaaUuMu MeCTHOTro chapMaLeBTUYECKOro KOMUTETa U APYrMx opraHoB No KoMneHcauu-
OHHbLIM NpaBUNam

B cdpepe 3apaBooxpaHeHNa MeCTHLIV UK perMoHanbHbIM KOMUTET MOXKET BbINyCKaTb pekoMeHaaLUnKy, sSiBNA-
loLlMecs NogMHoOXKecTBaMy 0OLLIMX HOPM, CYLLLECTBYIOLWKMX B cCTpaHe. B HUX MOXeT ObITk NMPOCTO YKasaHo, Peko-
MEeHOO0BaH npenapar Unn HeT (MHoraa Ha OCHOBaHWUM LLeHOBOMo dpaktopa), nMbo npuseaeHbl bosiee noapobHble
pekoMeHgauuy B 3aBUCUMOCTU OT NoKaszaHUM NN HaKOMJTEHHOIO OMnbITa, HanpumMmep, pekoMeHayeTca OCHOBHOU
npenapart Npu runepToHNK U APYron Npenapar, ecnv NpuMeHeHe NepBOoro He NPUHECSIO XelaeMbIX pe3yrbTaToB.
NHdbopMaumsa no kKoMmneHcauMoHHBIM rMpaBuiiaM MOXET BK1HoYaTh B cebd nepeveHb paspelleHHbIX npenapaTos,
nepeveHb 3anpeLleHHbIX npenapaTtos, MHPopMaUKnio 0 0a30BbIX UMY PUKCUPOBAHHLIX LIeHaX.

4.2.5 MeanunHcKne pykoBoacTea no pa3HbIM Nnpobnemam

MeaunynHcKkMe pykoBoACTBa MOTYT CYLLEeCTBOBATbL A5l pa3HbIX Lienen, MHOTne U3 HUX He npeaHasHavyeHbl
aNns KoMnbloTepHoW 0bpaboTkn. [Anga HacToswero ctaHgapta MHTepec npeacTaBnsanT MeauUMHCKUE PpYKOBOO-
CTBa, Aarllne pekoMmeHgauuuy no npUuMeHeHuo NekapcTs, HO MOUCKOBast CTPYKTYpa KOTOPLIX OCHOBaHa Ha npo-
bneme nnun gnarHose. B ngeane gna paga tpedoBaHuK, onnucaHHbIX B 4.2.6 — 4.2.8, Takaa CTpyKTypa goJKHa
obecnevnBaTh NPAMYIO CBA3b OT ONCaHUS NPUMEHEHUS NTeKkapCcTBa B PYKOBOACTBE, KOTOPOE YaCcTO MOXET UMEThL
doopMy HaMeHOBaHUSA XapakTepPHOro akTUBHOIO MHIpeaMeHTa, K CIIUCKY NnekapCcTBeHHbIX NMpenapaTtoB B CUCTEME
noaaepXKmM HasHa4veHM nekapcTs 6e3 HeobXoAMMOCT NOBTOPHOIO BBOAAa MHpopMauun. Ha gaHHbIA MOMEHT
OYeHb MaJ10o PyKOBOACTB AOCTYMNHbI B POpMe, COOTBETCTBYIOLLEN KaKOoMy-ITMDO cTaHadapTy.

4.2.6 UcTtopua meanKkameHTO3IHOro nevyeHMs naLlmeHTa

NcTopmna meankamMeHTO3HOro JieveHusa nayyeHTa BKodaeT B cebd peructpaunio TekyLlero MmeankamMeHTos-
HOro NeYveHud, a Takke paHee Ha3zHavyeHHble nekapcTBeHHbIe npenapartsl. Anga rmaBHOM MeauLIMHCKOW uen uMme-
10T 3HAYeHWe TONLKO NpenapaT K A03WPOoBKa, HO AN APYTrUX Lenen Takke BaXKHO Hanudue UHgpopMaLnm o Konu-
YeCcTBe Npenaparta, Ha3Ha4YeHHOro B pa3Hble MOMEHTbI BpeMeHU, 1, BO3MOXXHO, 00 OTMNYLLEHHbLIX YNaKkoBKax.

4.2.7 lpyrne cTopoHbl y4eTa 300p0OBbSA NaLlMeHTa

[na NnpnHATUA agekBaTHbIX pelleHU No MeauKaMeHTO3HOMY NevYeHno Bpadvy, HasHavatlolemMy fieveHue,
YyacTo Heobxogum A0CTYN K OoNbLUMM oparMeHTam yyeTta 340P0BbSA, XOTA HEKOTOPLIE ero afieMeHTbl BOCTPeby-
loTCA Bonee 4yacTo:

- Npobnema unun anarHos.

[MpnmeyvyaHune— 370 He 00A3aTENBHO COBNAAAET C NOKa3aHMEM, HanNnpumep pak n 6onb;
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- UHpOpMaL WS NO HEKOTOPLIM NabopaTopHbIM UCceAoBaHUAM, KacatloWMMCAa PYHKUMK NeYeHU U NoYeK;

- POCT U Macca Tena;

- BO3pacT,;

- anneprun 1 gpyrue oopmbl NOBbILLEHHOW YYBCTBUTENEHOCTU;

- HEKOTOpPbIE reHbl, BNUAoLLKME Ha AeUCTBUS NpenapaTa Ui MeTtabonunsm.

4.2.8 LLlabnoHbl, obnervyarwLime HasHa4vYeHUe NeKapcTB

Takue WabnoHbl MOTyT coaepXaTbk BClo MHpopMaLWo, BKIroYada 403UPOBKY, ANd onpegesieHHOM KaTeropun
NaLneHTOoB.

5 NMoapoOHbLIN NepeyvYeHb BO3MOXHbIX TpeGoOBaHUNA

5.1 Npegnonaraemoe HazHa4vYeHue

HasHavyeHneM gaHHOro nepeyHa ABndeTcd npeaocrtarieHne nokynaTtensam U noctaBLlKam cuctem obLlen
KOHLIeNTyanbHOW OCHOBLI A4 oncaHua pasHbiX TpeboBaHUN.

MoxeT noTpeboBaTbCcs agantayna gaHHOTo NepeYvHs K MMerLWnMca HaloHanbHbIM pecypcam 3HaHUN,
YTODObLI 0DecnevYnTL ero NpakTyeckoe NCNorib3oBaHKe.

[1na kaxgoro onucaHua ctaHgapTHOro TpeboBaHna yKkasblBaeTCH, HACKO1bKO BaXKHO gaHHoe TpeboBaHue
ONs noTeHUMansHOro NnokynaTtend, Hanpumep, and oobasneHnda TeHgepa:

- He BaXXHO = O;

- XenaTtenbHo = 1;

- AOJIKHO ObITh AOCTYMHO NMO3Xe B YKazaHHOe BpeMda = 2;

- AOJKHO ObITb AOCTYMNHO NPU NocTaBke = 3.

B TOM Xe gOoKyMeHTe NOoCTaBLMK MOXET yKaszaTb MMetoLLYca PYHKLUMOHAaNbBHOCTL CBOEro npoaykKra:

- byHKUMA HegocTynHa = 0;

- PYHKUMA MOXeT ObITh NpeaocTaBieHa B onpegefieHHoe BpeMsl, KOTopoe AOJIKHO ObITh 3a4aHo = 2;

- PYHKUKMA gOCTYNHa Npu NnocTaBke = 3.

Taknum obpasom, cTaHAapTHbIM NepeYveHb TpeboBaHUW He yCcTaHaBNMBaeT MUMHUMaNbHbLIX TpeboBaHWU, a
ABNSIETCH TONbKO CPpeaACTBOM ANA UX onpeaeneHus.

5.2 OueHKa HeOBXoANMMOCTU MeAUKAMEHTO3HOIro nevYyeHnA naumueHTa

Tadbnuua 1
YpOBEHbL YpoOBEeHb
[TyHKT XapaKkTtepucTuka KommeHTapuu
NOKYMNaTe A NOCTABLUWUKA
5.2.1 [Tpn ncnonb3oBaHMM CUCTEMBbI MOAOEPHKN HA3HA-

YeHUN NnekKapcTB BCA MHopmayma QY3 goctynHa gns
NpocMoTpa, HAaNpPUMeEp, NocpPeacTBOM MNePEKIOYEHUS
MEXAY PasHbiIMW YacTamMu QY3 6e3 NOCTOSAHHOIO
BbIX04a U3 Moayns HazHa4YeHUA NeKapcTB C BO3MOX-
HO YaCTU4YHO 3anOJIHEHHbLIMU AAaHHbIMW. [laHHasa PyH-
KUMSI MOXeT OblTb peann3oBaHa NocpeacTBOM UC-
NONIb30BAHUA Pa3HbIX OKOH, BUOAUMbIX OJHOBPEMEH-
HO

5.2.2 MHdopmauma na 3Y3 0 NOBbILWLEHHOW YYBCTBU-
TENBHOCTU K NEKapCTBaM BCerga BuaHa B Mogyne Ha-
3HaYeHUs nekapcrte. Cuctema moxet andhepeHuUmn-
POBaTb pPa3Hble YPOBHU CEPLE3HOCTU Peakunm U TLLAa-
TENbHO OTCNEXUBATb UHCTPYKUMN, YTODLI MHOPpMA-
LUUA O TAKOW HEMEPEHOCUMOCTU, KOTOPAA MOXET

NpeacTaBnATbh Yrpo3y XU3HW nayueHTa, oTobpaxa-
nacb Ha 3kpaHe ¢ nomeTkon [IPEJOCTEPEXEHNE

5.2.3 O6WwKnN TEKYLWMWA NEepeYeHb NEKAPCTBEHHbIX Npe-
napaToB oToObpaxaeTcsl Ha 3KpaHe Npu BbIMUCKE HO-
BOMo HasHa4YeHuA
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OkoHyarHue mabnuubi 1

YpoOBeHb YpoBeHb

KoMmmeHTapuu
nokynartens NOCTaBLINKA

[TyHKT XapakTepucTuka

5.2.4 Tekywmn nepeveHb NeKapCcTBEHHbIX NpenapaTtoB
MOXET MOMONTHATLCS Yepe3 UMMOPT aHaAMHECTUYEC-
KON MHZPOPMaLMK U3 OPYyrmx CUCTEM ydeTa gpyrmx y4-
DEXOAEHUN UMW CO CNOB camoro nauneHrta. Moxer
oKa3aTbCA HEeobXoAUMbIM NMPeaocTaBnsATb B TaKUX
crydasix MeHee MNMosHy MHPOPMaLUNIO TOMNMbKO € gap-
MaKONOrm4eCckon rpynnov (Bo3mMoxHo, B koge ATC nnu
B MHOM KoAe) 6e3 yKkazaHust KOHUEHTpauuun, 4o3npoB-
KU UN1 KONU4YeCcTBa

5.2.5 [lepeyveHb Bcex nekapcTB, NPUMEHSAEMbIX MaLu-
€HTOM B HacTosillee BPEMS U BbINMUCAHHbLIX « CBOUM»
Bpa4oM, MOXeT ObiTb NMOKasaH ¢ AOMONHEHUSAMU U3
OPYIiMX MeaUUMHCKNX yupexgeHun.

[TpwumeyaHwune—JaHHoe TpeboBaHMUe OTHO-
CUTCA TONBKO K PYHKUMN MPOCMOTPA, a HE K TOMY, YTO
BHELLHAA MHAPOPMaLNA NMMNOPTUPYETCAH B CTPYKTYPU-
DOBaAHHOW chopme Ansd perncrpaumm B cucteme. Pe-
3loMe NMpoTB NoapobHOCTEN (OTNYCK NMPOTUB HAa3Ha-
YEHUSA U AaKTUBHO MUCNONb3yeMON MHOPMaLUN)

5.2.6 YyeT MegukaMmeHTO3HOro nevYeHus nauneHTa Mo-
XET UMMOPTUPOBATLCA U3 OPYIMX CUCTEM

5.2.7 [lanHble O pocTe, macce u peasynbrarax nabopa-
TOPHbIX NCCNEeaoBaHNN OOCTYMHbI B CUCTEME yNpaB-
NEeHNs 3HAHUSIMW CUCTEMbI NOAAEPXKKN HA3HAYEHUN
nekapcte 6e3 HeobxoaAMMOCTU CHUTbIBAHUSA U 3ano-
MWUHAHWUA 3TUX OaHHbIX B SBHOM BUAE

5.3 BbiGop nekapcTBa, KOTOpOEe MOXEeT AaTb ONTUMAaNbHLIN pe3ynbTaT ANA NayueHTa n peLueHus
TeKywen npodnemoil

Tabnuua?z
[TyHKT XapakTepucTuka YPpoBeHb YpoBeHb KommeHTapuu
I'IOI{YI'IEITEJ'IFI I'IOCTaBLLIII/II{a
5.3.1 Cuctema obecne4vmBaeT NOUCK B Baze 3HaHUn C

PYKOBOACTBAMU NO MEANKAMEHTO3HOMY NEYEHUIO Npu
BBOAE npobrnembl nauneHta (Mnun aunarHosa). Heob-
X0OAMMO yKasaTb, MOXET N1 npobrnema nnu guarHo3s
ObITh B3ATa U3 QY3 (Hanpumep, nocpeacTBomM BblDO-
pa AaHHOW Npobnemsbl).

Heobxoanmo ykasaTb NCTOYHUKU 3HAHUW (OT KOIro)
N KH4EMY OHN OTHOCATCH B TEPMUHAX ANarHoO30B (rpynn)

5.3.2 Cuctema obecneymBaeTt nNouck B VIHTeEpHeTE py-
KOBOACTB MO MeANKAMEHTO3HOMY NeYeHU0. YKa3sbl-
BaeTCH, SABMNSAETCA N NOUCK cBOBOAHBIM MNWN OH OC-
HOBAH Ha KPaTKOM CMUCKE AOCTYMHbIX UCTOYHUKOB

5.3.3 Cuctema obecnevnBaeT nokKanbHbIW BBO PYKO-
BOACTB Mo MeguKaMmeHTO3HOMY NIeYEHUIO onpeaeneH-
HbIX Npobnem/anarHo30B
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[TyHKT

XapaktepucTtuka

YpoOBeHb
nokynartens

YpoBeHb
nocTaBLLMKA

KoMmmeHTapuu

5.3.4

Cucrtema cogepxuT pykoBoacTtea B dpopme, agan-
TUPOBAHHOW ANS nepegaydn nauneHTy

5.3.5

Cuctema obecnevmBaeT NpPsIMYIO CBA3b MeXay
NpobrneMHO-OPUEHTUPOBAHHBIMM UCTOYHUKAMM 3Ha-
HUA U BbIDOPOM KOHKPETHbIX nNpenapaTtoB nocpea-
CTBOM YKa3aHUS KypCOpPOM, a HEe 3a CYEeT NPOCToro
NpocMoTpa U 3anoMUHaHUS

5.3.6

Cuncrema npegocraBnseTr OCHOBHYIO MHoOpMa-
LMIO O nNpenaparax, Nony4YeHHyo OT Brnagenbua Top-
roBON Mapkun. B komMMmeHTapum ykasbiBaeTCs MeXa-
HU3M ee ODOHOBNEHUS

5.3.7

Cunctema npegocraBnsaeT AOCTYN K CBOAKE Xapak-
TEPUCTUK Mnpenapara, Kotopass B EBponenckom Co-
103€ SABNSAETCS PErynupyemMmoiMm cnocobom oamHako-
BOIr0O OMNMMCaHNA XapakTepUcTUK NEKapCTBEHHbLIX MNpe-
napaTtoB U N3OaeTCs HA HAUMOHANbHbIX A3blKax opra-
Hamn 27 cTpaH. dT1a HPOpMaUna yaoCTOBEPSETCS
pPerynAaTopHbIM OpraHom

5.3.8

Cuctema npegocTaBnseT 4OCTYIN K PETUCTPY MNpe-
napaTtoB, UMeKLWNXCA B KOHKPETHOWN anTeke (Unv B
rpynne antek, B LLIBeunn cywectByeTt egnHast Hauno-
HanbHas KoOprnopauus, KOTopas TakKe npeaocTaBs-
eT nHpopmMauu o0 LeHax)

5.3.9

Cuctema MOXeT BblgaTb npeaynpexageHune ob
M3BECTHOM PUCKE B3aMMOAENCTBUSA HA OCHOBE 06-
LLIEro aHanm3a UCMosib3yeMbIX NEKAaPCTBEHHbLIX Mpe-
napatos npu Bbibope HOBOro npenapara. Kpome
TOrO, YKa3bIBAETCH, MOXET N npeaynpeXxXaeHne Bbl-
naBatbcsl 6€3 HOBOro HaA3HA4YEeHUs!, HO C YYETOM HO-
BbIX 3HAHUU

5.3.10

Cuctema MOXET BblAaTh NpeaynpexgeHue, ecru
Ha3Ha4vYeHHas A03UPOBKA BbIXOAUT 3a paMKuU 0ObIY-
HOro gnanasoHa (MUHUMAaNbHOW U MAakCUMOW J03bl).
YKa3sblBaeTcs, eCcnv NpuBegeHbl TONbKO MakCcumMmarb-
Hble 403NPOBKU. MOXeT yKa3biBaTbCHA 403MPOBKa A5
O4HOro npmema vunuv 3a geHb

5.3.11

Cucrema gaet coBeTbl OTHOCUTENBHO NpPUeMIie-
MOW OO3MPOBKU A KOHKPETHOro nayueHta Ha OcC-
HOBE aHanun3a HMoOpPpMaUun N3 UCTOYMHUKA 3HAHUW
N, HaNpUMep, cneayrwen nHpopmaumm, nony4ae-
MO U3 Y3 — 0 BO3pacTe, none, macce (NnoBepxHo-
CTHOM 0BNnacTn), AaHHbIX O NOYeYHON PYHKUNN, Ha-
npuMep 0 KpeaTuHuHe (KosdhdnuneHTe OUYULLEHNS)
NN CKOPOCTU KIyBOUKOBOW PUMbTPALMK, @ TaKKe O
3aperncTpupoBaHHON BepeMeHHOCTU, KOPMITEeHUN
rpyabto U KypPeHUN

5.3.12

Cuctema npegoctasnsaeT 4OCTYN K pacluMpeHHON
dhapmMmakonorm4eckon MHPOpMaUnn ¢ HayyYHbIM 0D0-
CHOBaHMeM n bas3on cBmaeTenbCTB ANns MobbiX npe-
TEH3NN MO NOBOAY BO3OAENCTBUN
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5.4 NpuHATHE peLueHNs C YY4eTOM LieHbl, KOTOpOe MOXET cKa3aTbCA Ha LLeHOBOM acnekTe cTpaxoB-
KW UM rocyaapcTBEHHOMW CUCTeMe 34paBOOXPaHeHUs, a TakKKe Ha pacxoaax nayueHTa

Tabnuuasl
YpoBeHb YpoBeHb
lYVHKT Xapaktepucrtuka KoMmmeHTapuu
NOKYMNaTenA NOCTABLUWUKA
5.4.1 Cncrtema MOXeT NpeaocTaBnsATb AaHHbIE O CTO-

UMOCTHU YTaKOBKU

5.4.2 Cuncrtema MOXeT yKasblBaTb CTOMMOCTb YCTaHOB-
NEHHOWN eXeaAHEBHOW A03bl, NN pacdacoBaHHOW
003bl, UNN BCEro nepnoga nevyeHus

5.4.3 Cucrema MOXET nokasaTb CUMHOHUMblI HAUMEHO-
BaHW N aHaNOrM4YHO AENCTBYIOWMNE NEKAPCTBEHHbIE
npenapaTtbl CO CPaBHEHUAMU UeH. AHANOr MOXET
ObITb onpeaeneH TEM Xe caMblM CEMU3HAYHbIM
kogom ATC. HaunoHanbHbIN perynsaTopHbIN OpraH
onpeaenseT, Kakme aHanorn MOXHO cynTaTb (PYHK-
LMOHANBbHO PABHOMPABHLIMWU U 3aMEHUTENAMU O
bonee AeweBOro NpPoaykra B anteke. YKasbiBaeTcs,
MOIYT I LEHOBbIE CPpaBHEHUSA BbITb CAeNnaHbl € Yac-
TUYHO NOAODHBIMM NPOAYKTAMM, HANPUMEP, UCNONb-
3ysa NnATU3Ha4vYHbIM kog ATC

5.4.4 Cuctema copTupyeTt aHanorv no ueHam n/mnu no
PEKOMEHAAUNAM MECTHOro apmaueBTUYECKOro
KOMUTETA C YKa3aHWEM LEHbI

5.4.5 CucTtemMa BblgensaeT pekoMeHO4O0BaHHbIE NPOAYK-
Tbl (Hanpumep, Apyrmm LBETOM)

5.4.6 Cucrtema Bblgensiet npenapartbl ¢ Hanbonee HM3-
KUMU LEeHAMMW

5.4.7 Ecnn nonb3oBaTens BbibMpaeT He caMbli AeLle-
BbIW Npenapart, cuctema npeanoxmTt emy Ha Bblbop
bonee geweBbI npenapar

5.4.8 Cuctema MOXET NokasaTb NAUMEHTY OBLLYIO CTO-
NMMOCTb OTAEINBbHOINO HasHa4YeHUs UM BCEX Ha3Ha-
YeHUn B 0gHOM TpeboBaHUM € y4EeTOM HAaUNOHAIbHbIX
HOPM BO3MeELLEHUA yulepba. D10 OYeHb TPYAHO cae-
natb B cUCTEME, pasgensiiowen YpoBHU NMOKPLITUSA

CTPaxoOBKWU

5.4.9 Cuncrema MoXeT NokKasbliBaTb CNIMCOK NEKAPCTBEH-
HbIX NpenapartoB, PEKOMEHAOBAHHbIX MECTHbIM KO-
MUTETOM

5.4.10 Cuncrtema npepocrtaBnsser MHPOPMAaUNIO NO Or-

DAHWYEHUAM OPUANYECKOro Xapakrepa WUmnm rno Bo3-
MeLweHnto ywepba. Cm. Takke 4.2.4

5.4.11 Cucrtema npepgocrtaBnser PyHKUMN AN CBA3N C
rapaHTomMm onnartbl B criydae HeobxoamMmMmocTy

5.4.12 Cucrema MOXeT NokKasaTb PEeKOMEHAOBAaHHbIN
npenapart Hapsigay Co CMUCKOM AOCTYMHbIX aHarnoros
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OkoHyaHue mabnuubi 3

YpoOBeHb YpoBeHb

[TyHKT XapakTepucTtuka
nokynartens nocraBLlMKa

KommeHTapuu

5.4.13 Cucrtema MOXEeT nokasaTtb 00y CTOMMOCTb
BCEX HA3HAYeHUWN, BbINUCAHHbIX B YKa3aHHOE BPEMSI

5.4.14 Cucrema MOXET NoKasatb 0OLLYH0 CTOMMOCTb OT-
nycka BbIbpaHHOro npenapara, Hanpumep, AByx yna-
KOBOK, OTNyCKaeMbIX OQHOBPEMEHHO

54.15 Cuctema MOXeT okasaTb NMoMolb npu Bbibope
MWUHUMaNbHOW CTOMMOCTU KOMBUHaAUMKM U3 OO0 Tpex
YNAKOBOK Pa3HbIX pPasmepoB, 4Tobbl 06ecneunTb OT-
NyCK ONpeaeneHHoro Konm4ecTBa npenapara

5.4.16 Cuctema noagepxmBaeT UCnonb3oBaHne npoob-
HbIX YNAKOBOK (HEDONbLWNX AEWEBbIX YNAKOBOK, OT-
MyCKaeMbIX NAUMEHTY B NEPBLIA Pa3), YTO NO3BONSET
naumeHTy npunobpetaTtb Bonbluee KONMUYECTBO Npe-
naparta nocne KopoTkoro npobHoro nepuoga 6e3
OONONHUTENBHOIO 0bpaleHns K Bpady

5.4.17 Cucrema MOXeT MnokasaTb UCNONIb30BAHHOE KO-
NTMYECTBO N ODLLYI0 CTOMMOCTb NEKAPCTBEHHbLIX Mpe-
napaTtoB 3a 3a4aHHbl Nepnoa BPpEMEHU. ITO TPeby-
€T OT CUCTEMBbI CNOCODHOCTU NONy4vaTb MHPOPMALULIO
OT anTek no OTNyLWeHHbIM npenaparam

5.5 Beinucka nonHoro HazHa4eHUA 3a KOPOTKoe BpeMA

Tabnuuad

YpOBeHb YpoBeHb

[TyHKT XapakTepucTtuka
nokynartens nocTaBLMKa

KommeHTapuu

5.5.1 Cuctema obecne4vmnBaeTt BbIOOp M3 0bLWEro cnuc-
Ka NeKapCTBEHHbLIX NMpenapartoB, HA3HA4YeHHbIX Na-
LMEHTY, YTOBbI OBHOBNATL HA3HAYEHNE, KOr4a BCE CO-
CTaBNANLWMNE KOMUPYIOTCA B HOBYIO PELENTYPHYIO
dopmy, NO3BONASA NBMEHATL NIOOYI0 €€ 4YacTb (BKIH0-
Yyas BbIOpaHHbIW Npenapar)

5.5.2 Cuncrtema obecnevmBaeT pacKkpbiTUE 3HAYUMbIX
COKpaLWLEHNN B MHCTPYKUMSX NO JO3NPOBKE

5.5.3 Cuctema obecnevmBaeT perncrpaumto n otobpa-
XEHNEe O03NPOBKN B YNCINOBON (POPME Ha yKa3aH-
HbIN NEPUO] BPEMEHWN, HANMPUMEP MOKA3bIBaAs B Ka-
YyeCcTBE 3aronoBKOB Tabnuubl MOMEHTbl BPEMEHM,
Takne Kak «yTpo», «OKOJIO NONyaHA», «BTOpasi Noso-
BUHA OHS», «BEYep», U rge Kaxgasi COOTBETCTBYIO-
Lasi CTPOKe A03a, Hanpumep TabrneTtka, yKasbiBaeT-
ca kak 1,1,0,1

55 4 Cuctema nogaepXxuBaeT pacluMpeHne NHCTPYK-
LA NO OO3UPOBKE, NPEeAoCTaBnsAsa nepevYeHb UMHCT-
PYKUMI MO A03NPOBKE, YCTAHOBNEHHbIX B JAHHOM pe-
TMOHEe
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OkoHyaHue mabnuubi 4

YpoOBeHb

YpoBeHb

[TyHKT XapakTepucTuka KoMmmeHTapuu
NOKYMNaTe A NOCTABLUWUKA
5.5.5 Cuncrtema npegnaraet BO3MOXHble/QonycTumeble
MHCTPYKUMN NO A03MPOBKE KOHKPETHOro npenapara
(MNn, BO3MOXHO, hopmbl nNpenapara)
556 Cuctema obecneumBaeT NoAaepXKKy NMOKanbHO
YCTAHOBIEHHbIX WAaBNOHOB HA3HAYEHUN NSl PA3TTNY-
HbIX NOKa3aHWUW
557 Cuctema obecnevmBaeT NogaepxKy nmnoprta
WwabnoHoOB Ha3Ha4vYeHUn 13 obWwegoCTYNHOro Meau-
LLIMHCKOro pyKOBOACTBA
5.6 lNepepayva nHpopmMmaLun B anTeky
Tabnuuab
YpoBeHb YpoBeHb
[TyHKT Xapaktepucrtuka KoMmmeHTapuu
NOKYMNaTe A NOCTABLUWUKA
5.6.1 HasHauyeHne moxeT ObiTb HaneyaTaHo Ha Oy-

MaKHOM OnaHke

5.6.2

Ha3zHaveHne MoXxeT ObiTb HanevaTtaHo Ha Oy-
MaXHOM BrnaHke ¢ OONONMHUTENbHOW MHMOPMAaLN-
eV B BUAE LITPUXKOOOB

5.6.3

Ha3Ha4vyeHns MoryT nepegaBaTbCA B 3JIEKTPOH-
HOW (DOPME B YKA3aHHYIO arnTeKky ¢ UCNOSIb30BaHUEM
KOHKPETHOro craHgaprta obmeHa coobweHusamu,

Hanpumep EDIFACT MEDPRE, ENV 13607 vnn HL7
v3. YKa3blBAaeTCH UCMNONb3yeMbln cTaHgapT

5.6.4

Ha3HavyeHnsa MOoryT nepegaBaTbCs B 3NEKTPOH-
HOW POPME areHTy-noCpeaHnKy Unv B XpaHwnuwe
Ha3Ha4YeHun, OTKyga HasHa4vYeHUsd B dalibHEULWLEM
MOryT 3anpawmvBaTbCA U NnepegaBaTbCA. YKa3blBa-
IOTCHA UCNONb3yeMble CTaHAApPTbl 0bmeHa coobule-
HUAMW

5.6.5

Cuctema gomkHa bbiTb cnocobHa obpabaTbiBaTh
nHchopmMmauunio B COOTBETCTBUM € 3aNPOLLEHHbIM Me-
TOAOM AOCTaBKM NauMeHTy (ecnu npenapaTtbl HE 3a-
bupatoTcs caMmOCTOATENBHO)

5.6.6

Cncrtema MOXeT ynpaslATb HA3HAYEHUAMU Ha
OTNYCK OTAENBbHOW A403bl C BbINONMHEHNEM TPEDYEMbIX
B3aUMOAENCTBUN C TEKYLLEN pEerncTpaumen Nnekapcrs
B arnTeKe

5.6.7

5.6.8

Ha3Ha4veHns MoryT nepegaBarbCsa Ha cMapT-Kap-
Tbl ¢ ncnonbiopaHmnem NCO 21549-7

HasnaveHus moryT 6biTb YAOCTOBEPEHDLI LN PO-
BOW MOAMNMUCLIO C UCMONb30BaHWEM arnnapaTtHoON 3a-
ILNTbl MapKePOB KIMHOYEN CO CMapT-KapTamMu
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OkoHyaHue mabnuubi 5

YpoOBeHb YpoBeHb
[TyHKT XapakTepucrtuka KomMmeHTapuu
NOKYMNaTesA NOCTABLUWUKA

5.6.9 HasnaveHnsa moryt 6biTb YAOCTOBEPEHBLI LM PO-

BOW NOAMNUCBLIO C UCNOJIb30OBAHUEM MPOrpamMmMHbIX

DeLleHnN
5.6.10 [lepegadva HaszHavYeHUn ¢ cepBepa 3MNEKTPOHHOrIo

obMeHa gaHHbIMMW Ha cepBep anTekn MOoXeT ObiTb

3allULLEHA NOCPEACTBOM KOAUPOBAHUSA. YKA3bIBAET-

CSl UCMONb3yeMbIW CcTaHOapT
5.6.11 [ToaTBepxxgeHne nonyvyeHnsa MOXeT nocTynaTtb U3

anTeKku B Criy4ae KOPPEKTHOro Nony4eHnst coodeHus

O Ha3Ha4YeHuwu
5.6.12 M3 anTekn MOXeET nocTtynartb nogrBepXxgeHue

TOro, YTO HA3HAYEHHbIN NpenapaTt MOXET ObITb OTNY-

WeH (MMEeeTecsl Ha cKInaae)
5.6.13 M3 anTekn moXxeT noctynatb MHQoOpMauus 0 ToMm,

YTO OTNYLWEHHbIA NEKAPCTBEHHLIN Npenapart bbin no-

Ny4YyeH nauneHToM Unun ero npeacraBUTENeMm
5.6.14 B anteky moxeT 6biTb nocnaHo coobuweHne o6

OTMEHe coobLWeHnss O BbIMMCAHHOM Ha3HaA4YeHUN

5.7 HanpaBneHue npeanncaHnsa o MeauKaMeHTO3HOM feYeHUn nayueHTy
Tabnuuab
YpoBeHb YpoOBeHb
[TyHKT XapakTepucTuka KoMmmeHTapuu
NOKYMNaTeNnA NOCTABLUWUKA

5.7.1 Cnncok Bcex NekapcTBEHHbIX NpenapaTtoB, HAa3Ha-

HEeHHbIX MNMaUUneHTy, MOXXeT ObITb paclnevaraH

5.7.2 Cnncok Bcex NekapcTBEHHbIX NpenapaTtoB, Ha3Ha-
YEHHbIX NAUUEHTY, MOXET ObITb OTNPABIIEH NO 3IEKT-
POHHOWM NOYTE NN caenaH QOCTYNHbIM NAUNEHTY Ye-
pe3 VHTepHeT (¢ Hagnexawen 3awmton b6e3onacHo-
CcTI)

5.8 HanpaBneHue npegnMcaHUn 0 MeaAUKAMEHTO3HOM fneYeHun gpyrum MeguLuuHCKUM cneulua-
nucTam

Tabnuuya’
YpOBEHb YpoBEeHb
[TyHKT XapakTepucTuka KommeHTapuu
NOKYMNaTeNnA NOCTABLUWUKA
5.8.1 Cunctema noggepXkKm HasHa4YeHUN NMeKapcTB MO-

XXET CBA3bIBATb CBOK ITOKaNbHO OMNpeaerieHHyo pe-
rMcTpauno MeankKamMeHTO3HOro nevyYeHus naumeHTa
C cMcTemMamMmu gpyrmx nocTaBLWUKOB MEeQULMHCKUX YyC-
nyr, cCNOCoOBCTBYSA yNpaBieHUo NEKAPCTBEHHBIMU Npe-
napatamMmun, oueHke UCTopun BoNesHn Unn HasHade-
HUIO HOBbLIX NEKAPCTB. YKA3blBaeTCcHd, NoaaepKuBa-
etca mm MCO13606 gaHHbIM mnn OpyruMmm  CTaH-
naprtamwu
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5.9 lNepuoaunveckoe oTcnexmpaHue Bcex HasHav4eHUA, BbINMUCAHHbLIX AaHHbLIM BpavomM U/unu moay-
nem AaHHOU CUCTEeMbI

Tabnuuasd
YpoBeHb YpoBeHb
[TyHKT XapakTepucrtuka P P KoMmmeHTapuu
NOKYMNaTenA NOCTABLUWUKA
5.9.1 CuncrtemMa nogaepXkm HaszHaveHuUn NeKapcTB Mo-

3BONSAET OUEeHMBaTb HA3HAYE€HUA, BbINMNCAHHbIE 33
NEeHb, 3a MECSAL U 3a rog, 0gHMM BPa4voM C pa3bnBKkou
No NeKapCcTBEHHbIM NpenapartamMm u/mnu no rpynnam
NeKapcTBEHHbIX NpenapaToB B COOTBETCTBUM C KOAA-
MW KNaccudukaumm nekapcTBEeHHbIX NpenapaTos.
[NomkHa ObITb obecnevyeHa BO3MOXHOCTb MOKa3aThb
KONMUYeCTBO YCTAHOBMEHHbLIX AHEBHbIX 403, YMCNO
NauneHTOB N Ha3Ha4YeHUN, a TaKkKe NX CTOMMOCTb

5.9.2 CuncrtemMma nogaepXKm HasHavYeHUn IreKkapcTB MO-
XEeT UMNOPTUPOBATb MHAPOPMALUIO N3 anTeYHOWN CU-
CTEMbl MO OTNYLWEHHbLIM JIEKAPCTBEHHbLIM MNpenapa-
TaM, BbIMUCAHHBLIM KOHKPETHbIM BPa40OM

5.9.3 Cunctema nogaep:XKm HasHavYeHuUn nekapctB Nno-
3BONSET CPaBHUBATbL NPoOMOUNIN OTAENBHOINo Bpaua,
Ha3Ha4alLWwero neyYeHne, n cpeaHecTaTucTUYecKoro
cneunanncTa nu3 gpyrux rpynn Bpadven
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