Mpunoxexne N 1

K npuka3dy MnHucTepcTBa 34paBoOXpaHeHus
Poccuickon denepaumm

oT 24 Hos10pst 2021 1. N 1094H

NOoPAAOOK HASHAYEHUA NEKAPCTBEHHbLIX MPEMNAPATOB

1. HasHayeHvMe nekapcTBEHHbIX MpenapaToB Ans MeAWLMHCKOro MpuMeHeHus (panee -
nekapcTBeHHble npenapaTbl) OCYLECTBNAETCA nevyawum Bpadvom, denbalepoM, akyLepkon B criyyae
BO3JIOXXEHWUS Ha HUX MNONMHOMOYMMA nevallero Bpaya, Mpyv OKasaHuM MeguUMHCKOM MnoMowu B
MEeOULMHCKUX OpraHu3aumsx , B nopsigke, yCTaHOBMEHHOM Mpuka3om MynHMcTepcTBa 30paBoOOXpaHeHns n
coumanbHoro passutust Poccuiickonn ®epepauum ot 23 mapta 2012 r. N 2524 "O6 yTtBepxaeHun
[Mopsiaka BO3NOXeHUs Ha penbAwepa, akylwepky pykoBoAUTENEM MEOVLMHCKOW opraHusauun npwm
opraHu3aumm oKa3aHus MepBUYHOW MELMKO-CaHUTapHOW MOMOLLM U CKOPOM MEOULMHCKOW MOMOLLM
OTAENbHbIX YHKLUMIA fevawero Bpada Mo HenocpeACTBEHHOMY OKa3aHW MEeOULMHCKON MOMOLLM
nauveHTy B nepvog HabnogeHns 3a HAM 1 ero fieYeHusi, B TOM YMCMEe MO HAa3HAYEHMI0 Y MPUMEHEHUIO
nekapCTBEHHbIX MpenapaToB, BKMOYas HapKOTMYECKUE rekapCTBeHHble npenapatbl U MCUXOTPOMHbIE
nekapcTBeHHble npenapaTbl" MeguumHCKkuUn paboTHUK, OMOPMMBLLUMM peuenT C HapyleHuem
HacTosLero nopsgka, unu pykoBoguTenb MeOuUMHCKOW opraHu3aumm obecneunsaloT CBOEBPEMEHHOE
nepeodopmneHre Tpebyemoro onsi nauneHTa pewenTa.

2. CBefeHuss O Ha3Ha4YeHHOM IeKapCTBEHHOM npenapaTte (HaMMeHOBaHWE neKapCTBEHHOrO
npenapata, 403MpOBKa, CNocob BBEAEHMS U MPUMEHEHUS, PEXUM [03MPOBaHUA, NPOAOIHKUTENBHOCTD
neyeHus n obocHOBaHME Ha3HaAYeHWsi NEKAPCTBEHHOMO NpenapaTa) BHOCATCA MeOUUMHCKUM paboTHUKOM
B MEOULMHCKYHO LOKYMEHTaUMIO NauneHTa.

MELMLMHCKUIA pabOoTHUK, Ha3HAYMBLUMI FEKapCTBEHHbIM Mpenapart, odgopMnaeT HasHayeHune
neKapCTBEHHbIX MpenapaToB, B TOM 4MCMe MOAMEXallnx W3roTOBMEHUIO WM OTMYCKY anTeYHbIMU
opraHusauuamu (ganee - JNeKkapcTBEHHble MpenapaTtbl  WHAMBUAYANbHOTO  M3rOTOBMEHUSA), Ha
peuenTypHOM GrnaHke, 0hOpMIEHHOM Ha BymaHOM HocuTerne 3a CBOel noanuchbio (ganee - peuent Ha
OymaxxHom HocuTene), u (unn) c cornacus nauueHTa WNM ero 3akOHHOro NpeacTaBuTensd  Ha
peuenTypHoM 6naHke B ¢opmMe SMEeKTPOHHOrO [OOKYMEHTa C  MCMONIb30BaHUEM  YCUITEHHOM
KBannnuMpoBaHHOW 3NEKTPOHHOW NOAMUCUM MeauuUMHCKOro paboTHuka (ganee - peuent B dopme
3MNEeKTPOHHOro AOKYMEHTA).

PeuenT B popme 3/1E€KTPOHHOIO AOKYMEHTA, COAEPKALLNI Ha3HAYEHNE HAaPKOTUYECKUX CPEACTB UK

MCMXOTPOMHbIX BELWECTB, MOAMNUCHIBAETCA C UCMNO/Ib30BaHUEM YCUNEHHOMN KBaANdULMPOBAHHOM
3N1EeKTPOHHOM NOANMCHY levallero Bpaya uamn denbalepa, akywepKkun, Ha KOTOPbIX BO3/I0XKEHbI GYHKLUN
/leyalllero Bpaya, M COOTBETCTBYHOLLEN MEeANLMHCKOM OpraHM3aLum .

Mpu BbINUCKE nauueHtTa wu3 MeAWUMHCKOM opraHu3auun, B KOTOPOM eMmy OkasbiBanach
MeOMLUMHCKas MOMOLLb B CTaUMOHApPHbIX YCMOBMSAX, NPU HEOOXOAMMOCTM NPOAOIMKEHUS npuema
NeKapcTBEHHOro npenapara B ambynaTopHbIX YCNOBUAX AaHHOMY NaUUEHTY NO peLleHU0 pyKoBogMTENS
MEeAVLIMHCKON OpraHusauumn HasHavarTcs ¢ ohopMreHmeM peuenTta B )OpMe 3MEKTPOHHOIO AOKYMEHTa
n (unu) Ha OymaxHOM HocuTene (3a WckmYeHnem OdOPMIEHUS pPeLEenTOB Ha NeKapCTBEHHbIE
npenapaTtbl, NoAnexaiime OTnycky GecnnaTtHo WMnM co CcKuakon) nvbo BblgalTcs (MAuneHTy WM ero
3aKOHHOMY MpPEACTaBUTENIO) OOHOBPEMEHHO C BbLIMUCKOW M3 UCTOpMM OGONE3HM neKapCTBEHHbIE
npenapaTbl, B TOM 4YMUCMe HapKOTUYECKMe U NCUXOTPOMHbIE NeKapCTBEHHbIE npenapatbl, BHECEHHbIE B
cnvckm Il n 1l nepeyHs HaPKOTMYECKUX CPeacTB, MNCUXOTPOMHbLIX BeLWeCcTB W WX MPeKypcopos,
noanexawmx KoHtponto B Poccuiickon ®depepauuun, yrBepxaeHHoro [lpasuTtensctBoMm Poccuiickon
®depepaumm (ganee - MNepeyeHb), CUNBHOAENCTBYIOLLME NEKapPCTBEHHbIE NMpenapaTbl, Ha CPOK npuema
naumeHTom 4o 5 gHen.

HasHauyeHne nekapCTBEHHbLIX MNpPenapaToB OCYLWECTBNAETCA MeAUUMHCKAM paboTHMKOM Mo
MEeXAyHapOAHOMY HEernaTeHTOBAHHOMY HAaMMEHOBaHWUIO, @ MPU ero OTCYTCTBMM - TPYNMUPOBOYHOMY UM
XUMUYECKOMY  HauMeHoBaHuMio. B cnyyae OTCyTCTBUST  MEXAYHApOAHOrO  HEMaTEeHTOBAHHOMO
HaUMEHOBaHMS W TPYMMMPOBOYHOIO WM XUMUYECKOr0 HaMMEHOBaHUS JleKapCTBEHHOro npenapara
nekapCTBEHHbIV NpenapaTt HazHa4yaeTcsd MegULMHCKUM paboTHMKOM MO TOProBOMY HaMMeHoBaHuto. Mpu
HanUuMM MeauMUMHCKUX MOKa3aHwi (MHOuBMAyarnbHasi HEeNnepeHOCUMOCTb, MO XMU3HEHHbIM MoKa3aHUsiM)
no pelleHuio BpayvyebHON KOMUCCUM MEAWMLIMHCKOW OpraHv3aluu OCYLLeCTBNAeTCA HasHayeHue u
opopMIieHne HasHayYeHWs nekapCcTBEHHbIX MpenapaTtoB, He BXOOAWMX B CTaHOapTbl MeAWMLMHCKOW
nomoLun, paspabortaHHble B COOTBETCTBUU C NYHKTOM 14 ctaTtbu 37 ®enepansHoro 3akoHa N 323-03 >,
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W He NpPeayCMOTPEHHbIX COOTBETCTBYIOLLEN KIMHUYECKOW pekoMeHgaumen, numbo Mo TOprosBbiM
HaumeHoBaHuAM. PelueHne BpayebHOM KOMWUCCMM MEOMLMHCKOM oOpraHusaumm QUKCUpyeTcsi B
MEeOULMHCKON OOKYMEHTaUMM NaumMeHTa 1 B XXypHane BpayebHon KoMmuccun.

HasHayeHve nekapcTBEHHOro npenaparta B peuente Ha OymMaXxHOM HocuTene unu peuente B
dopMe 3NEKTPOHHOIO [AOKYMeHTa odpopMnseTcs Ha UMSA nauMeHTa, Ansi KOTOpOoro npefHasHaveH
rniekapCTBEHHbIV Npenapar.

Peuent B doopMe SMeKTPOHHOro JOKyMeHTa (hOpMUPYETCS C UCNONb30BaHUEM FOCY4apCTBEHHOM
WH(pOpMaLMOHHOM CcuUCTEMbI B cdpepe 3gpaBooxpaHeHusi cybbekta Poccunckon deaepaumuy,
MeAWLMHCKON MHPOPMALIMOHHON CUCTEMbBI MEAULIMHCKOW OpraHn3aumm .

dakT BblgauYM peuenTa Ha NeKapCTBEHHbIM NpenapaTt 3akoOHHOMY MpeacTaBuUTENO  UNu
YNOMHOMOYEHHOMY nu1Ly (PUKCMpyeTCs B MEQMLIMHCKON JOKYMEHTauumn naumneHTa.

MeguumHckuMm paboTHMKaMm 3anpeltaetcs oQopMNsATb peuenTbl Npu OTCYTCTBUM Yy MauueHTa
MEOULMHCKUX MOKa3aHWiA; Ha He3aperncTpMpoBaHHbIE fieKapCTBEHHbIE NpenapaTbl ; Ha NlekapCTBEHHbIE
npenaparbl, KOTOpble B COOTBETCTBUM C MHCTPYKLMEN MO MEOULIMHCKOMY NMPUMEHEHUIO NpeaHa3HaYeHbl
ANsi NPUMEHEHNST TONBbKO B MEAMULIMHCKUX OpraHn3auusix; Ha HapkoTUYecKkMe CPeacTBa M NCUMXOTPOMNHbIE
BellecTBa, BHeCeHHble B cnucok |l lMepeyHsi, 3aperncTpMpoBaHHble B KayecTBe JIeKapCTBEHHbIX
npenapaToB, B LIENsX NPUMEHEHUS A1 NeYeHnst HapKoMaHuu.

PeuenTtbl Ha GymaxHOM HocuTene, B (pOpMe 3NEeKTPOHHOIO AOKyMeHTa, OOpPMIIEeHHble Ha
peuentypHoMm OnaHke dopmbl N 148-1/y-04(n) n npegHasHayeHHble Afs1 OTNYCKa JleKapCTBEHHbIX
npenapaToB rpaxgaHam, OOCTUIUMM MEHCMOHHOrO BO3pacTa, WMHBanMgam NepBOW rpynnbl, OETAM-
WHBanMaam, a TaKKe rpaxaaHam, CTpajalolmm XpoHWYeckumu 3abonesaHusiMu, Tpebylowmmm
ANUTENbHOIO KYpPCOBOrO feveHus, AencTBuTenbHbl B TedeHne 90 gHen co AHA odopmneHus, 3a
UCKMIOYEHMEM Cny4vaeB, yKasaHHbiX B nyHkTax 38 u 39 Hactoswero [lopsagka, npyv KOTOPbIX OH
AeNCTBUTENEH B TeyeHne 15 gHen co gHS opopMneHus.

[Ona nedeHus XpoHUYECKMX 3abOneBaHUM YyKa3aHHbIM KaTEropuMsiM rpaxaaH eKkapCTBEHHbIE
npenapatbl ¢ 0hOPMIEHNEM PeLEenToB Ha ByMaKHOM HOocuUTene Unu peLenToB B hOPMe 3MEKTPOHHOIO
OOKyMeHTa MOryT HasHa4yaTbCs Ha Kypc nedveHus go 180 gHen.

23. Peuentbl Ha GymaxHOM HocuTene, B hOpMe 3MEKTPOHHOIO AOKYMeHTa, OOpMIIEHHbIE Ha
peuenTtypHoM 6naHke popmbl N 107-1/y n npegHasHavyeHHble 4N OTNyCka fieKapCTBEHHbIX NpenapaTos,
nNpeaycMOTPEHHbIX NYHKTOM 11 HacTosiwero [Nopsigka, AencTBUTENbHbI B TevyeHue 60 gHen co OHsA
ohopmMIIEHNS.

Mpn Ha3Ha4yeHWM TrOTOBbLIX JIeKAPCTBEHHbIX MpenapaTtoB W NeKapCTBEHHbIX MpenapaToB
WHAMBMAYaNbHOrO U3roToBNeHs nauueHTam ¢ 3aboneBaHusiMu, TpebyloWwmnMn ANMTENbHOIO KypCOBOro
neyeHus, c opopmneHnem Ha peuentypHom 6naHke cdopmbl N 107-1/y peuenta Ha BymakHOM HocuTene
unn B opme 3NEKTPOHHOIO AOKYMEHTa yCTaHaBNMBaeTCH CPOK AENCTBMSA peuenta B npegenax go
ofHoro rofa.

B cnyyae yctaHOBReHMs Cpoka OenCcTBMA pelenTa B npefenax o OOHOro roga B peuenTe
npousBoguTca Hagnucb: "lMo chneuynanbHOMYy HasHadeHuk", obo3Ha4yaeTcsl CPOK AEWCTBUA peuenTta U
NepnoanYHOCTb OTNYCKa NeKapCTBEHHbIX MpenapaTtoB U3 anTe4yHon opraHusauun unu NHANBMAYanbHbIM
npeanpuHMMaTteneM, UMeLnUM FUMUEH3NI0 Ha dapMaueBTUYECKYI0 AeATeNbHOCTb  (exeHenerbHOo,
€XeMeCA4YHO N WHble nepuodbl). JONONHUTENBHO 3TO yKasaHWe 3aBepsieTcs NOAMNUCHI0 MeAULMHCKOro
paboTHMKa, a Takke nevyaTbo MegUUMHCKOM opraHusauumm "Ons peuentoB” (anga peuenTta Ha OymakHOM
HOCUTENe) UM YCUIEHHOW KBannuULUMpPOBAHHOW 3NEKTPOHHOW MOAMUCHI0 MEeOULMHCKOro paboTHuKa n
niua, ynoriHOMOYEHHOTO 3aBepsiTb AOKYMEHTbI OT MMEHW MEOULMHCKOW OopraHusaumn (ons peuenTta B
dopmMe 3MEKTPOHHOIO AOKYMEHTA).

PeuenTbl Ha nekapcTBeHHble Mpenapatbl, BKAOYeHHble B nepedveHb [1KY, gna neyeHus
NaLUMEeHTOB C XPOHMYECKUMM 3a00NEBaHNAMN MOTYT OPOPMIIATBECA Ha Kypc nevennst o 60 gHen.
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