06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 1
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KavyecTBe NnekapCTBEHHbIX MpPenapaToB A4S MEAULMHCKOrO NPUMEHEHWS, NIeKapCTBEHHbIX NpenapaTos Ans MeaVLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)
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MWHUCTEPCTBO 3JPABOOXPAHEHUSA POCCUUCKOW ®EOEPALIUA
NMPUKA3
OT 24 HOABPA 2021 TOAA N 1093H

Ob YTBEPXXOEHWUW NPABWUI OTNYCKA NNEKAPCTBEHHbIX NPEMNAPATOB ANA MEOULIMHCKOIO
NPUMEHEHWA ANTEYHbLIMWA OPTAHU3ALUAMU, UHOUBUAYATIbHBIMWU NPEANPUHUMATENAMM,
UMEIOLLIUMW NULIEH3NIO HA OCYLLECTBIEHUE ®APMALIEBTUYECKOWN OEATENBHOCTH,
MEAULIMHCKUMU OPTAHU3ALIMAMU, UMEIOLLIMMWU NTULIEH3UIO HA OCYLIECTBINEHUE
®APMALIEBTUYECKOW AEATENLHOCTU, U UX OEOCOBJIEHHBIMW NOAPA3AENEHUAMU
(AMBYJNTIATOPUAMU, ®ENbALWEPCKAMA U PENLAOWEPCKO-AKYLUEPCKUMU MYHKTAMW, LLEHTPAMU
(OTAENEHNAMMW) OBLLEW BPAYEEHOW (CEMEWHOW) MPAKTUKW), PACMONOXEHHbLIMU B CENbCKUX
NOCEJNIEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE OPTAHU3ALINU, A TAKXXE MPABWUIT OTIYCKA
HAPKOTUYECKUX CPEACTB U NCUXOTPOMHbIX BELWECTB, 3APETUCTPUPOBAHHbLIX B KAHECTBE
NEKAPCTBEHHbIX MPEMAPATOB And MEAULIMHCKOIO NMPUMEHEHUA, TIEKAPCTBEHHbIX MPENAPATOB
anda MEAULIMHCKOIo NPUMEHEHUA, COAEPXALUMX HAPKOTUYECKUE CPE[ICTBA U NMCUXOTPOIHbLIE
BELLECTBA B TOM YACJIE NOPAOKA OTMYCKA ANTEYHbIMUA OPTAHUSALINAMU
MMMYHOBUONOIrMYECKUX NEKAPCTBEHHbIX MPEMAPATOB

(c uameHeHnsimn Ha 24 Hosibpsa 2021 roga)

MHdopmauus 06 nameHsowmux JOKyMeHTax

,D,OKyMeHT C NBMEHEHUAMUN, BHECEHHbIMU!

OYHKTOM 3 HacTosILIero AOKyMeHTa (M3MeHeHns BCTynunu B cuny ¢ 1 ceHTs6pst 2022 roga).

B cootBetcTBUM C nyHKTamu 2 U 3 ctatbn 55 PepepanbHoro 3akoHa oT 12 anpens 2010 . N 61-#3 "O6 ob6pauieHum
nekapcTBeHHbIx cpeactB” (CobpaHne 3akoHogaTensctBa Poccuiickon ®egepaunm, 2010, N 16, c1.1815; 2013, N 48, c1.6165;
2016, N 27, c1.4238), ¢ noanyHktamu 5.2.165, 5.2.169 n 5.2.183 nyHkta 5 MonoxeHua o MWHUCTERCTBE 3ORABOOXPAHEHUS
Poccuinckon denepauun, yTBEPXKOEHHOrO nNoctaHoBneHnem lNpaButenscrBa Poccuiickon ®enepaumm ot 19 mions 2012 . N
608 (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®egepaunn, 2012, N 26, c1.3526; 2014, N 37, c1.4969; 2017, N 33, ¢c1.5202),

nprKasblBato:
1. YTBEpPOuTh:

lMpaBuna oTnycka nekapcTBEeHHbIX MpenapartoB ANA  MeAWMUMHCKOro MNPUMEHEHWs anTeYHbIMW  OpraHun3auusiMu,
UHAMBUAYaNbHLIMU MpeanpuHUMaTenaMmn, UMELWNUMN NULEH3NI0 Ha OCYLLeCTBreHne dapmaLleBTUYECKONn AeATenbHOCTH,
MEOULIMHCKAMU  OpraHn3aumsamn, UMEeoLWMMU FIMLEH3NI0 Ha OcyLlecTBneHve dapMaueBTUYecKon AeATenbHOCTU, U UX
06ocobneHHbIMM nogpasaeneHnsammu (ambynatopusamm, dpenbawepckuMm 1 enbaepcko-akyLepCckuMy MyHKTamu, LeHTpamu
(oTaenenuamun) obLyer BpayebHoN (CEMENHON) NPaKTUKK), PacroNOXeHHbIMU B CENbCKUX MOCENEHMSX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHm3auumn cornacHo npunoxenuvto N 1 (ganee - npasuna);
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 2
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KavyecTBe NnekapCTBEHHbIX MpPenapaToB A4S MEAULMHCKOrO NPUMEHEHWS, NIeKapCTBEHHbIX NpenapaTos Ans MeaVLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)
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I'Ipanma OTNyCKa HapKOTUYECKNX CpeCTB U NMCUXOTPOMHbIX BELEeCTB, 3apermMcCTpupoBaHHbIX B Ka4eCTBe JIeKapCTBEHHbIX
npenapartoB AnAd MeguLMHCKOro npuMeHeHud, rneKkapCTBeHHbIX npenapatoB And MeOULMHCKOro npuMeHeHud, cogepXxalux
HapKoTn4yeckune cpeacrtea un nNCMxXoTponHbie BewlecTBa CornacHoO NpuioXeHuo N 2;

Mopsaok oOThmycka anTeYHbIMW  OpraHM3auusMM  UMMYHOBMOMOrMYECcKUX NEeKapCTBEHHbIX MpenapaTtoB  COrMnacHo
npunoxenuo N 3.

2. Mpun3HaTb yTpaTUBLUMMK CUMY:

npuka3s MMHUCTEPCTBA 34paBOOXPaHEHNS N coumanbHoro passutus Poccunckon Penepaumm ot 26 aBrycta 2010 r. N 7351
"O6 yrtBepxaeHun [MpaBun oTnycka NEeKapCTBEHHbIX MpPenapatoB  ANd  MEAULMHCKOTrO MNPUMEHEHUS MeOULIMHCKMMU
opraHuMsauMaMm, UMEKLLIMMU NNLEH3NI0 Ha dhapMaLleBTUYECKYO AeATENbHOCTb, U MX 060cobneHHbIMU NoapasaeneHmamm
(ambynaTtopuamu, dhenbawepckumMmm 1 dienbaLlepcko-akyLepCcknmMm NyHKTaMu, LieHTpamu (oTaenenunamm)_obuien spadebHom
(cemeliHoM) MNpakTWKK), PacnofioXXeHHbIMWU B CENbCKUX MOCENEeHUsIX, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHvsauun”
(3apeructpupoBaH MuHnctepcTeom roctuumm Poccunckon ®epepaumm 28 ceHTtabps 2010 r., pernctpaumoHHbin N 18575);

npukas MuHucTepcTBa 3apaBooxpaHeHusa Poccurickon Pepnepauum ot 11 nong 2017 r. N 4031 "O6 yTBepxaeHun MNpasun
OTMyCKa NEeKapCTBEHHbIX MpenaparoB Afis MEeOULIMHCKOrO NPYMEHEHWs, B TOM YMcie MMMYHOBMONOormyeckux nekapCTBEHHbIX
npenapaTtos,__anTeyHbiMW __ OpraHusauuamu,  UHAMBWAYaNbHbIMWM _ NPEAnpPUHMMATENAMA,  UMEKLWNMW _ NINLIEH3NIO  Ha
chapmaLleBTMYECKY0 AedTenbHOCTL" (3apernctpmpoBaH MuHuctepcteoM toctuumm Poccuiickon ®epepaunm 8 ceHTsopsa 2017
r., pernctpaunoHHeii N 48125);

npukas MuHucTepcTBa 3apaBooxpaHeHuns Poccuiickon Penepaumu ot 7 nong 2020 r. N 683H "O BHeceHun nsmeHeHuii B
[NpaBuna oTnycka NekapCTBEHHbIX MpenapaTtoB Afs MEAULIMHCKOrO MNPMMEHEHWs, B TOM YMCMe UMMYHOOUONormyeckmx
JIEKaPCTBEHHbIX NPENapaToB, anTeYHbIMU OpraHn3auuaMu, UHAMBUAYANbHLIMU NREANRUHUMATENAMU, UMEKLLINMA NINLIEH3NIO
Ha dhapMaLeBTUYECKYIO0 AeAaTeNnbHOCTb, YTBERKAEHHbIE NMpukazom MuHUCTepcTBa 3apaBooxpaHeHus Poccuickon Penepauumn
ot 11 wona 2017 r. N 403H" (3apeructpupoBaH MuHucTepcTeom toctuummn Poccuinickon Pepepaunm 14 oktabpsa 2020 r.,
pernctpaumoHHbin N 60370).

3. Hactoswuin npukas Bctynaet B cuny ¢ 1 mapta 2022 r. u gencteyet go 1 mapta 2028 r., 3a UCKnNoYeHnem nyHkra 12
MpaBun _oTnycka NekapCTBEHHbIX MpenaparoB  Ans  MEAMLMHCKOrO — NPMMEHEHWs  anTeYHbiMW  OpraHv3aumsamu,
MHAMBYAYaNbHbIMU _NpeAnpYHUMaTensMy, MMEWMU AWLEH3NI0 Ha OCyulecTBNeHve hapMaLeBTUYecKon AesaTenbHOCTH,
MEAVLMHCKMMM _OpraHmn3aunsaMm, MMEeLMMK  NINLIEH3UI0 Ha ocyllecTBneHne chapMaLeBTUYECKON OeaTenbHOCTU, U WX
0060c06MeHHbIMM NoARasaeneHnsaMr (amoynaTopuamm, enbaepckMMm 1 denbaepcko-aKyLLeRCKUMIN NyHKTaMu, LeHTRamMm
(oTaeneHuammn) obuien BpavyebHom (CEMENHON)_ NPAKTUKN), PACNONOXKEHHBIMU B CEMNbCKUX MOCENEHUNAX, B KOTOPbIX OTCYTCTBYOT
anTeyHble opraHnsaunuy, yTBepXXAeHHbIX HAaCTOSALWMM NPMKa3oM, KOTOopbIA BCTynaeT B cuny ¢ 1 mapta 2022 r. n gewncteyet 4o 1
ceHTa6psa 2022 roga.

MuHncTp
M.A.Mypatuko

3apernctpmpoBaHo

B MuHuCTEpCTBE OCTULNN
Poccuinckon ®egepavmu
30 Hos16ps 2021 roaa,
permcTpaunoHHbin N 66142

NMpunoxeHune N 1

K NpuUKasy MMHMCTG%CTBa 3ApaBoOXpaHeHus
occumnckon Pepepaummn

oT 24 Hosa6psa 2021 roga N 1093H
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 3
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)
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NMPABUJIA OTMYCKA JIEKAPCTBEHHbIX NMPEMAPATOB Ansd MEAULUMWHCKOIO NPUMEHEHUA

(c n3ameHeHmaMM Ha 24 Hoabpa 2021 roga)

I. OBLLUME TPEBOBAHUA K OTINYCKY NIEKAPCTBEHHbIX NMPEMAPATOB AJNA MEOAULMHCKOIO
NMPUMEHEHWA

1. OTnyck nekapcTBEHHbIX NpenapaToB AN MeOUUMHCKOTO NPUMEHEHWst (Janee - neKapCcTBEHHble npenapatbl)
OCYLLECTBNSAETCA anTeyYHbIMW OpraHu3auusiMu WM WHAVBUAYaNbHbIMWA NPeAnpUHUMAaTENsiM1, WUMEKLWUMU  NULEH3UIO  Ha
hapmaLeBTUYECKYID [EATENbHOCTb, MEAWULUHCKMMU OpraHusauusmM, WMeWUMn INUUeH3nio Ha dapmaueBTUYecKyto
AeATeNnbHOCTb, U X 060cobneHHbIMU nogpasaeneHnsammn (ambynatopusmu, denbawepckuMm U genbalepcko-akyLLIepCKUMm
NyHKTaMu, LeHTpamm (otaeneHnsiMm) oben BpadyebHom (CeMENHON) NPaKTUKK), PacnosiIOKEHHBIMU B CEITbCKUX MOCENEHUNX, B

KOTOPbIX OTCYTCTBYIOT anTeuHble opraHusauum (anee - cy6bekThl po3HUYHOM Toprosnu), 6e3 peuental u (Mnun) no peuenty Ha
neKapcTBeHHbIN npenapart, oOPMMIEHHOMYZ MeOULMHCKMMU paboTHMKaMKU (oanee - peuenT), a Takke no TpebosaHuIo

MEULIMHCKOM opraHmsaumun3 ans anTeyHon opraHmsaumm.

1 MopnyHkT "4" nyHkTa 5 yactu 4 ctatbu 18, noanyHKT "K' nyHkTa 1 yactu 1 cratbu 33 PenepanbHOro 3akoHa ot 12

anpensa 2010 . N 61-9d3 "O6 obGpaleHuun nekapcTeeHHbix cpeacTs” (CobpaHune 3akoHogaTenbcTBa Poccuickon depepauun,
2010, N 16, c1.1815) (nanee - ®epepanbHbii 3akoH N 61-03).

2 MononyHkt 5.2.179 MonoxeHuus o MwuHUCTEpPCTBE 3apaBooxpaHeHus Poccuiickon  Penepauuu, yTBEPXKAEHHOMO

nocrtaHoenenvem [lpaesutensctea Poccuiickon depepaumm ot 19 uwoHa 2012 r. N 608 (CobpaHune 3akoHogaTenbCcTBa
Poccuinckon ®epepaumm, 2012, N 26, c1.3526; 2017, N 52, c1.8131) (aanee - NonoxeHne o MuHuctepcrae).

3 MyskT 54 craten 4 denepansHoro 3akoHa N 61-03 (CobpaHue 3akoHoaatenscTea Poccuiickoin denepaumu, 2010, N
16, c1.1815; 2019, N 31, c1.4456).

2. OTnyck NekapcTBEHHbIX NpenapaTtoB 6e3 peLenToB OCyLLECTBISETCS:

1) anTekamu, OCyLLECTBSIOMMU PO3HUYHYHO TOPTOBMIO (OTMYCK) NEKapCTBEHHbIX MpenapaToB HaceneHuo, 1 antekamm
Kak CTPYKTYPHbIMU NOAPa3AeneHNs MU MEAMLIMHCKOW OpraH13aumm (qanee - anteku);

2) anTeyYHbIMM MyHKTaMW, B TOM YMCINE KaK CTPYKTYPHbIMW ModpasgeneHnsmMy MEOUUMHCKOW opraHv3auuu (nanee -
anTeyHble NyHKTbI);

3) anTeYHbIMWN KMOCKaMMU;

4) vHouBMayanbHLIMU NPeanpUHUMaTENsaMU, UMELWMMU NMUEH3NI0 Ha dapmaleBTUYeckylo OeATenbHOCTb (Janee -
VHAMBMAYanbHbIA NpeanpuHumaTenb);

5) MegmumMHCKMMK OpraHnsaumsaMm, UMEOLLMMN NMLEH3NIO HA dapMaLeBTUYECKYHD OeATEeNbHOCTb, U X 060CoBrneHHbIMM
nogpasgeneHusiMu (ambynatopusimu, denbawepckumm 1 genbalepcko-akyLepPCKUMIN NyHKTaMK, LeHTpamu (OTAeneHnsamm)
obuwen BpayebHOM (CEMENHOW) MPaKkTUKM), PACMOSIOKEHHBIMA B CEITbCKUX MOCENEHUSAX, B KOTOPbLIX OTCYTCTBYHT anTeyHble
opraHu3auuMm (Oanee COOTBETCTBEHHO - MeOUUMHCKME oOpraHu3aumu, o060COGMneHHble nogpasfeneHnss MeauuMHCKUX

opraHu3aLmin), nepedeHb KOTOpbIX YTBEPXKOAeTCA opraHamm UCMOMNHUTENbHON BnacTu cyGbekta Poccuickon denepaumnd .
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 4
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)
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4 Yactb 5 cratbu 55 denepansHoro sakoHa N 61-93 (CobpaHue sakoHoaatensctea Poccuickon ®epepaumn, 2010, N
16, c1.1815; 2020, N 14, c1.2035).

3. OTnyck nekapcTBeHHbIX NpenapaToB MO peLenTaM OCyLLECTBSETCS:
1) antekamu;
2) anTeYHbIMU NYHKTaMMU;

3) nHameungyanbHbiMU  npeanpuHnMaTenamu (38 NCKINo4YeHneM OoTnycka HapKOTUYEeCKMX CpeactB U MNCUXOTPOMHbIX
BeLWleCTB, BKIMHOYEHHbIX B Nnepe4vyeHb HapKOTUYEeCKUX CpeacTB, MCUXOTPOMHbIX BeWeCTB U UX MpeKypcopoB, noanexalwmnx

KoHTporio B Poccuiickon deaepaumn’ (nanee cOOTBETCTBEHHO - [epeyeHb, HAapKOTUYECKME U NMCUMXOTPONHbIE NEKapCTBEHHbIE
npenaparbl);

3 MyHKT 2 cTatbm 2 PenepanbHoro 3akoHa oT 8 sHeaps 1998 r. N 3-®3 "O HapKOTMYECKUX CPEACTBaX U MCUXOTPOMHbIX

BeulectBax" (CobpaHune 3akoHopaTernbcTBa Poccunckon ®epepauunn, 1998, N 2, ct.219; 2016, N 27, c1.4238) (nanee -
depnepanbHbi 3akoH N 3-03).

4) MeOULMHCKUMU opraHu3aumnsiMu n 060cobrneHHbIMY nogpasaeneHnsaMm MeguUMHCKMX opraHusaumii.

4. Tlo peuenTam, BbINMCAHHbIM Ha peLenTypHbIXx 6raHkax copmbl N 148-1/y-88, ornyckaiwTca® nekapcTBEHHbIE
npenapaTbl, BKNIOYEHHbIE B NepeyeHb feKkapCTBEHHbIX CPeacTB ANS MEeAUUMUHCKOro NpUMEHEeHUs, noanexalumx npegMeTHo-

KONMnM4eCTBEHHOMY y4eTy (/:Lanee - NeKapCTBEeHHbIe NpenapaTtbl, BKIMOYEHHbIE B NepevYeHb I'IKY)? .

& MopnyHkT 5.2.179 Monoxenuns o Munuctepctee (CobpaHue 3akoHoaatensctsa Poccuiickoin deaepaumn, 2012, N 26,
c1.3526; 2017, N 52, c1.8131).

T MopnyHkT 5.2.171(1)_Nonoxenns o Munnctepctsee (CobpaHne 3akoHoaaTenscTsa Poccuiickon denepaumm, 2012, N 26,
c1.3526; 2013, N 16, c1.1970).

YkasaHHble NeKapCTBEHHble nNpenapatbl, NpeAHas3HavyeHHble [ANs  rpaxanaH, MMEKWMX MpaBo Ha  MonydeHue
NeKkapcTBEHHbLIX NpenapaToB, OTMyCKaemblx OecnnaTHO MMM CO CKUAKOW, OTMyCcKaTCa Npu nNpegbsBrneHun peuenTa,
BbINMCaAHHOrO Ha peuenTypHoM GnaHke dopmbl N 148-1/y-88, n peuenTa, BbINMCAHHOrO Ha peuenTypHoM GnaHke dopmbl N
148-1/y-04(n).

5. Mo peuenTtam, BbiNMCaHHbIM Ha peuenTypHbix GnaHkax d¢opmbl N 148-1/y-04(n), oTnyckalTca neKapCTBEHHbIE
npenapaTtbl, BbINMUCLIBAEMbIE TPaxaaHam, MMELWMM npaBo Ha GecnnaTtHoe MnonyvYeHWe NekapCTBEHHbIX NpernapaTtoB Wnu
nony4eHve NekapcTBEHHbLIX MPenapaToB CO CKUAKOW (Oanee - NekapCTBEHHbIE Npenaparbl, oTnyckaemele 6ecnnaTHo unm co
CKMAKON).

6. Mo peuenTam, BbINMCaHHbIM Ha peuenTypHbix GnaHkax dopmbl N 107-1/y, OTNycKalTCA WHbIE NEKAPCTBEHHbIE
npenaparbl, He yka3aHHble B NyHKTe 4 HacToAwmx [1paBun, 1 3a UCKINOYEHMEM JNIEKapCTBEHHbIX NpenapaToB, oTnyckaeMbix 6e3
peuenTa.

7. KOM6VIHVIpOBaHHbIe JleKapCTBeHHble npenapatbl And MeaUuUuMHCKOro npuMeHeHud, coaepxalme Kpome MalbixX
KOInn4ecTB HapKOTUYEeCKMX CpeacTB, MCUXOTPOMHbIX BeLeCTB U UX NpPpeKypcopoB Apyrue dDapmaKonormquKme aKTUBHbIE
BelleCTBa, OTNYyCKakTCA anTekamMmm, anTte4HbiM1 NyHKTaMn U nHansngyanbHbIMU npeanpuHuMarenamMmm, mMerwmnmMmm nnueH3nto
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Ctpanuua 5
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

Ha (bapmaLeBTMYECKYH AEeATENbHOCTb, N0 PeLlenTam, BbiMMCaHHbIM Ha peuenTypHbix brniaHkax doopm N 107-1/y u N 148-1/y-88
£, KpOMe Tex NeKapCTBEHHbIX Npenapartos, KOTopble OTryckatoTca 6e3 pelenTa.

€ Yactb 6 cratbu 55 denepansHoro sakoHa N 61-93 (CobpaHune sakoHoaaTensctea Poccuickon ®epepaumn, 2010, N
16, c1.1815; 2013, N 48, c1.6165).

8. Mo peuentam B hopmMe 3NEKTPOHHOIO LOKYMEHTA C UCMOMb30BaHNMEM YCUSIEHHOW KBaNUULUMPOBAHHOW 3NEKTPOHHON
noanucu mMeamumMHckoro paboTHuka (ganee - peuent B hOpMe 3MNEKTPOHHOro AOKYMEHTA) OTMYCKalTCsa BCe NeKapCTBEHHble
npenaparbl, yka3aHHble B NyHKTax 4, 5, 6, 7 HacTosawux [Mpasun.

9. MeavumHckme opraHusaumm n 06ocobneHHble nogpasaeneHns MeauLUMHCKUX OpraHU3aLmii Takke MOryT OTnycKaTb:

1) nekapcTBeHHble NMpenaparbl, BKMYeHHble B nepeyeHb [MKY, BbinucaHHble Ha peuenTypHbix 6naHkax dopmbl N 148-1/
y-88;

2) nekapCTBEHHbIE Npenaparkl, BKITIOYEHHbIE B [lepeyveHb nekapCTBEHHbIX NpenapaToB, OTNyckaeMbIX MO peuenTam Bpaya
(dbenbowepa) npu okasaHWM AOMNOMHUTENbHOM 6ecnnaTHOM MEeAWLMHCKOW MOMOLUM OTAEMbHBIM KaTeropusiM rpaxaa,
MMELNM nNpaBO Ha MNonydYeHue rocydapCTBEHHOM COUManbHOW MOMOLLKM, a TakkKe WHble feKapCTBeHHble CpeacTBa,
oTnyckaemble 6GecnnaTHO UM CO CKUAKOW, BbINMCAHHbIE HA pelenTypHbix 6naHkax copmbl N 148-1/y-04(n).

10. OTnyck nekapcTBEHHbIX NMpenapaTtoB, He yKasaHHbIX B NyHkTax 4, 5, 6, 7 HacTtodwwmx [NpaBwun, B COOTBETCTBUM C
WHCTPYKLUSIMU MO UX MEAULMHCKOMY MPUMEHEHUIO OcyLLecTBNsieTcs 6e3 peLenToB.

11. OTnyck nekapCcTBEHHbIX MpenapaTtoB OCYLLECTBISIETCA B TeYeHME yKasaHHOro B peLenTe cpoka ero AelcTBus npu
obpalleHnn nmua Kk cybbekTy pO3HUYHOM TOProBun.

12. He penctByeT ¢ 1 ceHTAbps 2022 roga - NyHKT 3 HAcToswero AokyMeHTa. - CM. NpeablayLLyio peaakLmio.

13. JlekapcTBEHHbIE NpenapaTbl OTNYCKAlTCSA B KONUYECTBE, yKasaHHOM B peLenTe, 3a UCKIoYeHUeM criyyaes, Korga ans
NeKapcTBEHHOro npenaparta yCTaHOBMNEHO KOMMYECTBO, KOTOPOEe MOXET BbiTh BbIMUCAHO B OJHOM peLenTe, Unu Kypc neveHns ?

¥ MopnyHkT 5.2.177 Monoxenuns o Munuctepctee (CobpaHue sakoHoaatensctsa Poccuiickoin deaepaumn, 2012, N 26,
cT.3526; 2015, N 23, c1.3333).

Mpu npegbsiBneHnMmn peuenTta ¢ NpeBbILLEHMEM NPeaenbHO AonyctumMmoro Konun4yecTtsa JiekapCTBEHHOIo npenaparta, KoTopoe
MOXET OblTb BbINMCAHO B OAHOM peuenTe, dapmMaueBTUYECKUN pabOTHUK I/IH(*)OpMI/IpyeT 006 3TOM nuuUo, NpeacTaBuBLLEE
peuenTt, pyKkoBoaAUTENA COOTBeTCTByPOLLI,eVI MEeOMLMHCKON opraHun3aumm wun OTnyckaetT YykKasaHHOMY -nuuy YCTaHOBIIEHHOE
COOTBETCTBEHHO MpeaesibHO AoNyCTUMOE KONMM4YeCTBO J1IEKapCTBEHHOIo npenapara, KOTopoe MOXeT ObITb BbIMMCAHO B OOHOM
peuenTte C npocTtaBlieHneEM COOTBeTCTByPOUJ,eﬁ OTMETKN B peuenTte.

Mpn Hanuumn y cyObekTa PO3HMYHOW TOPrOBMWN JIEKAPCTBEHHOrO npenapata C A03MPOBKOM, OTIMYMHOW OT OO3UPOBKU
nekapcTBEHHOro npenapaTa, ykasaHHOW B peuenTe, OTNYCK MMELEerocs rnekapcTBEHHOro npenapaTta [OoMycKaeTcsi, ecnu
[03UpOBKa Takoro fekapCTBEHHOro npenaparta MeHblue A03UPOBKM, yKaszaHHOM B pelenTe. B Takom crnydyae ocyuiecTtsnsieTcd
nepecyeT KONMYecTBa NeKapCTBEHHOrO npenapara ¢ y4eToM Kypca feqyeHus, yka3aHHOro B peLenTe.

B cnyyae ecnv [o3svpoBKka NEKapCTBEHHOrO Mpenaparta, MMelLlerocs y cyGbekTa po3HMYHOM TOProBnu, NpesbilaeTt
[03MPOBKY NEKapCTBEHHOro npenapara, ykasaHHylo B peLenTe, pelleHne o6 OThnycke NekapCTBEHHOro mpenaparta C Takown

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 70 000 000 HopMaTUBHO-NPaABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902209774#8QE0M0
http://docs.cntd.ru/document/727251237#7DO0KD
http://docs.cntd.ru/document/727251237#7DA0K5
http://docs.cntd.ru/document/727251237#7DC0K6
http://docs.cntd.ru/document/727251237#7DE0K7
http://docs.cntd.ru/document/727251237#7DO0KD
http://docs.cntd.ru/document/727251237#7DA0K5
http://docs.cntd.ru/document/727251237#7DC0K6
http://docs.cntd.ru/document/727251237#7DE0K7
http://docs.cntd.ru/document/727251237#6540IN
http://docs.cntd.ru/document/578332034#7DS0KE
http://docs.cntd.ru/document/902353904#8PI0LT

06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 6
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

O03UPOBKO NPUHUMAET MEANLIMHCKUIA pabOTHYK, BbIMMCABLUNA pPELEnT.

14. OTnyck nekapCTBEHHOrO npenapaTta OCYLLECTBISIETCA B MEPBUYHOM M BTOPUYHOM (MOTPEOUTENbCKOWM) ynakoBKaXx,
MapKUpOBKa KOTOpbIX [OIbkHA OTBedaTb TpeboBaHuaM cratbn 46 PepepanbHoro 3akoHa N 61-®3 (CobpaHue
3akoHogatenbcTBa Poccuickon ®epepaummn, 2010, N 16, cT.1815; 2014, N 52, c1.7540), a ynakoBka Ans HapKOTUYECKUX Y
NMCUXOTPONMHbIX NEKAPCTBEHHbLIX npenapaToB cnucka |l - TpeboBaHuam nyHkTa 3 crtatbn 27 PepepanbHoro 3akoHa N 3-03
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepaumm, 1998, N 2, c1.219; 2016, N 15, c1.2052).

15. Mpu oTnycke nekapCTBEHHbIX NpenapaToB MO peuenTy, 0POPMIIEHHOMY Ha peLenTypHOM OnaHke Ha BGymMaxHoM
HocuTene, dapmaueBTUYECKMA pabOTHMK NPOCTaBMsieT OTMETKY Ha peuente o6 OTNycke nekapCTBEHHOro mMpenaparta
"IlekapCTBEHHbIN NpenapaT oTnyLweH" 1 ¢ yKkazaHnem:

1) HaMMeHOBaHMSA anTe4yHOW opraHusaumm (pamunuu, WMeHW, OoT4ecTBa (MPU  HaNUuMK) WMHAUBUAYANBLHOrO
npeanpuHumaTens);

2) TOProBOro HaMMeHOBaHMS (3a WUCKITIOYEHVEM FIeKapCTBEHHbIX NMpenapaToB, U3rOTOBIIEHHbIX B anTeYHOW opraHu3aumu),
[03MPOBKM U KONMYECTBA OTMYLLEHHOIO NleKapCTBEHHOTO Npenapara;

3) damunum, nmeHn, otyecTBa (MPU HaANMYMM) MEeOWLMHCKOTO paboTHMKA B Cry4asix, ykasaHHbix B ab3aue 4eTBepTom
nyHkTa 13 n ab3aue TpeTbem OyHKTa 16 HacTosuwmx MNpasun;

4) peKkBU3NTOB [OOKYMEHTa, YOOCTOBEpPSIOLLEro NWYHOCTb Muua, MOMNy4YMBLUEro NEKapCTBEHHbIN npenapar, B cny4ae,
yKasaHHOM B fyHKTe 28 HacToawmx Mpasun;

5) dbamunum, menm, otyecTsa (Npu HanMuum) dbapmaLeBTUYeckoro paboTHVKa, OTNYCTUBLLIEro NeKapCTBEHHbIN Npenapar,
1 ero Noanucu;

6) Aartbl OTNyCKa JIeKapCTBEHHOIO npenapara.

16. NMpu oTnycke nekapcTBEHHbIX NpenapaToB Mo peLenTy, BbIMMCaHHOMY Ha pelenTtypHom bnaHke dopmbl N 107-1/y co
CPOKOM AeNCTBUSA OO OOHOro roaa, B KOTOPOM yKasaHbl NepUOAbl U KONMYECTBO OTMyCKa NeKapCTBEHHOro npenapata (B Kaxabln
nepuog), peuenTt BO3BpaLiaeTcs nuuy, npuobpeTalolleMy NeKapCTBEHHbIN MpenapaTt, C OTMETKOW, codepallenl CBeOeHus,
yKasaHHble B NyHKTe 15 HacTosauunx MNpasun.

Mpn oyepegHoM obpaleHun nuua K CyObekTy PO3HUYHOM TOPrOBNM C AaHHbIM PeuenToM YYUTbIBATCA OTMETKU O
npeabiaywemMm OTMnycKe NeKapCTBEHHOro npenapara Mo TakoMy peuenTty U B criydae npuobpeTeHust nuuoM KonuvecTsa
NeKapCTBEHHOro npenapara, COOTBETCTBYHOLLErO MaKCMManbHOMY KOMMYECTBY, YKa3aHHOMY MeOMLUMHCKUM paboTHMKOM B
peuenTte, a Takke NO UCTEYEHMM CPOKa AEWCTBUSA peLenTa, Ha peuente npocTaBnseTcs wramn "JlekapcTBeHHbIN npenapar
oTnyLweH" 1 peuenT Bo3BpaLLaeTcs nuuy.

EQMHOBPEMEHHbIN OTMYCK FIEKapCTBEHHOIO Mnpenapata no peuenTy, BbIMMCAaHHOMY Ha peuentypHom GnaHke dopmbl N
107-1/y co cpokomM AENCTBUS 40 OAHOIO rofa, B KOTOPOM yKasaHbl NEPUOAbLI U KONMYECTBO OTMyCKa NeKapCTBEHHOro npenapaTta
(B KaXabIn nepuon), AoNycKaeTCcs TOMNbKO MO COrMacoBaHUI0 C MEAULIMHCKMM pabOTHNKOM, BbINMACABLUUM peLienT.

17. Tpyn oTNycke nekapCcTBEHHbIX NpenapaToB MO peLenTy, BbIMMCaHHOMY Ha peLenTtypHom 6naHke dopmbl N 148-1/
y-04(n1), 3anonHeHHbIN KOPELUOK TaKoro peuenTta nepegaeTca apMaueBTUYECKMM pabOTHMKOM nuuy, npuobpetaroLlemy
(monyyatoLLieMy) NekapCTBEHHbIE Mpenaparbl.

18. OcTaTca u xpaHATCs y CyObekTa pO3HUYHOM TOProBny peLenTthl (C OTMETKON "JlekapCTBEHHBIN Npenapar oTnyLeH")
Ha:
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 7
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

1) nekapcTBeHHbIe NpenapaTbl, OTnyckaemble 6ecnnaTHO UM co CKUAKOWN, - B TEH4EHUE TPeX NeT;

2) nekapcTBeHHble npenapartbl, oTHocsAwmecs no ATX Kk aHTuncuxotnyeckum cpeacrteam (kog NOSA), aHkcuonutnkam (kog
NO5B), cHOTBOpHbIM U cegaTmBHbIM cpeactBam (kog NOSC), aHTngenpeccaHtam (kog NOBA) u He noanexaiime npeameTHo-
KONMMYECTBEHHOMY YYETY, - B TE4EHUEe Tpex MecsLeB.

19. PeuenTbl, He ykasaHHble B nNyHKTe 18 HacTogwmx [MpaBwun, oTmevaroTcs wTamnom "JlekapcTBeHHbIN npenapar
oTnyLeH" 1 BO3BpaLLaloTCs Ny, Nony4MBLLEMY NEeKapCTBEHHbIN Npenapar.

20. PeuenTbl, BbinMcaHHble C HapylieHwem npaeunll | peructpupylotca B KypHane, B KOTOPOM YKasbiBalOTCA

BbISIBMIEHHble HapylleHWs B OOpMMeHun peuenta, damunus, ums, oT4ecTBO (MPU HanmMuMM) MeAMUUHCKOro paboTHUKa,
BbINMCaBLLEro peLenT, HavMeHOBaHWe MEeOUUMHCKOM opraHu3auuy, MpuHATble Mepbl, OTMevarTcs wTamnom "Peuent
HegencTBMTENEH" 1 BO3BpaLLaTCa nuuy, npeactaBmBlieMy peuent. O daktax HapylweHus npaBun 0OpMIIEHMs peLenToB
CyObEKT PO3HMYHOW TOProBNN MHPOPMUPYET PYKOBOAUTENS COOTBETCTBYHOLLEN MEANLMHCKOW OpraHn3aumm.

10 OonnyHkr 5.2.179 MNonoxeHus o Munuctepctee (CobpaHne 3akoHoaatenscTea Poccuickon denepaumn, 2012, N 26,
c1.3526; 2017, N 52, c1.8131).

21. B obocobrneHHOM nogpasgeneHun MeOuLMHCKOW opraHusauun O0mkHbl 6biTb obecneyeHbl YCNoBUS COXPaHHOCTU
OCTaBIEHHbIX Ha XpaHeHMe PeLEenToB Ha fiekapCcTBeHHbIE CpeacTaa.

PeuenTbl Ha nekapcTBEHHblE CpPeLCTBa, Mopnexalime NpegMeTHO-KONMMYECTBEHHOMY Y4YeTy, fekapCTBeHHble CpeacTBa,
oTnyckaemble 6ecnnaTHO WNM CO CKUAKOW, E€XeMeCsiYHO nepegarnTcsl M3 060cOoBneHHbIX noapasaeneHnii MeamumHCKUX
OpraHv3auuin B MEQULMHCKME OpraHM3auun, CTPYKTYPHBIMU MogpasfeneHnsiMu KOTOpbIX OHU SIBMISIOTCS, AN nocneayoLlero
XpaHeHus.

22. lNMpwn oTnycke nekapcTBEHHOro npenaparta gapmaueBTUYeckuin paboTHUK MM paboTHUK MEeaMLMHCKOM opraHvM3auun
(obocobneHHoOro noapasgeneHuss MeauMUMHCKOM opraHusaumn) uHdopmupyeT nuuo, npuobpeTarowiee (nonyyatoLlee)
nekapcTBeHHbIN Npenapart, O pexvMe 1 o3ax ero npvema, npasunax XxpaHeHUs B JOMAaLUHUX YCMOBUSX, O B3aUMOAENCTBUM C
ApYrMMmM nekapcTBEHHbIMM NpenapaTamMu.

23. lNMpwn oTnycke nekapcTBEHHOro npenaparta gapmaueBTUYecKUn paboTHMK MM paboTHUK MEOMLMHCKOM opraHvM3auun
(o6ocobneHHOro nogpasaeneHms MegULUHCKON OpraHu3aumm) He BrpaBe NpegocTaBnsaTb HEQOCTOBEPHYO M (MNN) HEMOMHYHO
WH(OPMALMIO O HanMUyuuM NEKAPCTBEHHBLIX MPenapaToB, BKIYash IEKAPCTBEHHblE MpenapaTbl, MMEeKLWMNe Of4MHAKoBOE
MeXOyHapoaHOe HenaTeHTOBaAHHOE HaMMEHOBaHWE, B TOM YMUCMEe CKPbIBaTb WMH(OPMALMIO O HanuMuMu JEeKapCTBEHHbIX

npenapartos, UMetLLMX Gonee HMU3Kyo LeHyll .

11 Crartba 74 denepanbHoro sakoHa oT 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax OxpaHbl 3[0POBbA PaXaaH B

Poccuiickon Penepauun” (CobpaHue 3akoHogatenbctBa Poccuickon ®egepauun, 2011, N 48, c1.6724, 2013, N 48, c1.6165)
(oanee - ®epepanbHbin 3akoH N 323-93).

24. 3anpewaetcs oTnyck dhanbcnrumpoBaHHbIX, HeOOBPOKAYECTBEHHbIX M KOHTPAMaKTHbLIX JIEKAPCTBEHHbIX NpenapaToB
12

12 Cratha 57 depnepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHopaTensctsa Poccuiickoin ®emepaumm, 2010, N 16,
cT.1815).

25. OTnyck 3TMIOBOrO CNvpTa NPOM3BOAUTCS MO PELEenTy C Y4ETOM YCTaHOBMEHHbIX TPEGOBaHWI kK 0GbEMY Taphbl, yNakoBke
1 KOMMNMEKTHOCTU NeKapCTBEeHHbIX npenapatosl3
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 8
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

13 Yactb 4.1 craten 45 denepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHomaTtenscTea Poccuiickon deaepauum, 2010, N

16, c1.1815; 2015, N 51, c1.7245), noctaHoBneHue lpaButenbctBa Poccuiickon Penepaumm ot 23 wions 2016 & N 716 "O
nopsake chopmMupoBaHMa NepeYHst NEeKapCTBEHHbIX MpPenaparoB Ans MEOULMHCKOrO MPUMEHEHWS, B OTHOLIEHUW KOTOPRbIX
ycTaHaBnuBatoTca TpeboBaHna k o6beMy Tapbl, YNakOBKE W KOMMIEKTHOCTW, MEPEeYHs NeKapCTBEHHbIX MpenaparoB Ans
BETEPUHAPHOIO NMPUMEHEHWS, B OTHOLIEHWUM KOTOPbLIX YCTaHaBnMBakTCcsa TpeboBaHWsa kK 06beMy Tapbl, WU onpeaeneHvs Takux
1Tpeboranuin” (CobpaHue 3akoHogatenscTBa Poccuiickon ®epepaumm, 2016, N 31, ¢1.5030).

NekapcTBeHHbIE Mpenaparbl, coaepXallue STUMOBLIN CMUPT, B TOM YWUCIE W3roTOBMEHHbIE MO peuLenTty CyGbeKkToM
PO3HWUYHOM TOPrOBMM, UMEIOLLMM MULIEH3NIO Ha bapMaLeBTUYECKyo OEATENbHOCTb C NMPaBOM W3roTOBMEHMS NEeKapCTBEHHbIX
npenapaTtoB, OTMYCKalOTCS C YYETOM YCTaHOBMEHHbIX TpeGoBaHWii K 06beMy Tapbl, YNakoBKe U KOMMNIIEKTHOCTU NeKapCTBEHHbIX
npenaparos.

26. 3anpelyaetcs pasfenbHbll OTMYCK NEKapCTBEHHbIX CPEACTB, BXOAALMX B COCTaB NeKapCTBEHHOro npenapata,
N3roTaBnnBaemMoro Cy6bekToM PO3HUYHOW TOPTOBMN.

27. 3anpeLaeTcsa oTnyck CyGbekTOM pO3HMYHOM TOPrOBNN MO peLenTtaMm BETEPUHAPHbLIX OpraHn3aLmii:
1) nekapcTBEHHbIX NpenapaToB, BKIMOYEHHbIX B nepeyeHb MNKY;
2) nekapCTBEHHbIX NpenapartoBs, OTMyckaeMbIX 6ecnnaTHo nnm co CKUAKOM;

3) nekapCTBEHHbIX NpenapaToB, OTHocsLWmxes no ATX k aHTuncuxotndeckum cpeacteam (kog NO5A), aHkcnonutrkam (kog
NO5B), cHoTBOpHbLIM U cefatuBHbIM cpeactBam (kog NO5C), aHTuagenpeccaHTam (kog NOGA) n He BKMOYEHHbIX B MepeyveHb
MKYy.

Il. TPEBOBAHUA K OTNYCKY NNEKAPCTBEHHbIX MPEMNAPATOB NO TPEEOBAHUIO MEAULIMHCKON
OPIrAHU3ALINU

28. [na obecneyeHuss nedebHOro npouecca B MeOMLMHCKOM oOpraHvM3auun anTedHoW opraHusaumen, siensolencs
CTPYKTYPHbIM MoapasferneHneM Tako MeOULMHCKOW OpraHm3auum, OCYLLECTBMSIETCS OTNyCK NMOO M3roTOBMEHME M OTMyCK
NeKkapcTBEHHbIX MpenapaToB Ha OCHOBaHUWM TpeboBaHMS MeAWMLMHCKOW OpraHu3auuun, BbIMMCAHHOIO YMOMHOMOYEHHBIM
MeOUUUHCKMM paboTHUKOM (aanee - TpeboBaHne MeaNLMHCKOW OpraHn3aLmm).

MeguumnHckas opraHn3auuna Brnpase O6paTI/ITbC‘i| B CTOPOHHKI anTeYyHyro opraHun3auuio npm OTCyTCTBUU anTevyHoun
opraHu3auuu, sABnAoLencs CTPYKTYPHbIM noapas3gerneHnem TaKoWn MeauLUHCKON opraHu3auun.

NekapcTBeHHblE NpenapaTbl, U3rOTOBMEHHbIE anTeYHbIMW OopraHu3auusMn Ans Luenei ux oTnycka no TpeboBaHuaM
MEULIMHCKMX OPraHn3aLImnii, rocyqapCTBeHHOW perucTpaumy He noanexaris

14 OyHkT 1 yactn 5 craten 13 denepansbHoro 3akoHa N 61-d3 (CobpaHue 3akoHodaTenscTBa Poccuiickon ®eaepauum,
2010, N 16, c1.1815).

29. XpaHeHue TpeGoBaHMA MEAULMHCKOW OpraHv3auui, Mo KOTOPbIM OTMYLEHbl fleKapCTBEHHble Npenapartsl,
OCYLECTBISAETCA anTe4YHON opraHu3aLmen B COOTBETCTBUM C MyHKTOM 18 HacTosulero Mopsaka.

30. HapyweHvne nepBMYHOM YMaKOBKW NEKAPCTBEHHOrO npenapara npu ero oTnycke no TpeboBaHWMO Me[MLMHCKON
opraHu3aumMm OonyckaeTcs anTe4yHOW opraHusaunen, umetowen nMUEeH3nio Ha dapmaueBTUYECKYIO OeATeNbHOCTb C MpaBoM
M3roTOBMEHMS NEKapCTBEHHLIX NpenapaTtoB. B Takom criydyae oTnyck fiekapCTBEHHOMO npenaparta OCyLEeCTBMASIETCA B YNaKoBKe

15 ¢ npegocrtaesneHnemMm NHCTpyKunmn (KOFII/II/I I/IHCprKLI,VII/I) No NPpUMEHEHNIO OTMYCKaeMoro fiekapCTBeHHOro npenapara.
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VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

153 Mpukas Munsapasa Poccun oT 26 oktabpa 2015 . N 7514 "O6 yTBEpXAEHWM NPaBuil WM3rOTOBNEHUS W OTMycKa

NIEKapCTBEHHbIX  NpenapatoB  AfAd  MEOMWLIMHCKOIO — NPUMEHEHWs  anTedHbiMU _ OpraHus3aunamu,  MHAMBUAYaNlbHbIMU
OREeANPUHMMATENAMU, MMEOLWUMN NNLIEH3VI0 Ha d)apMaLeBTUYECKYI0 AedTenbHOCTh" (3apernctpupoBaH MuHMCTEPCTBOM
tocTuumm Pocewniickon ®epepaumm 21 anpens 2016 r., permctpauunoHHsii N 41897).

lll. OCOBEHHOCTU OTNYCKA NEKAPCTBEHHbIX NMPEMNAPATOB NO PELLIENTAM B ®OPME 3NIEKTPOHHOI'O
AOOKYMEHTA

31. OTnyck nekapcTBEHHbIX MpenapaTtoB Mo peLentaMm B )OpMe 3MNEKTPOHHOIO AOKYMEHTa OCYLLECTBMAETCA antekamu,
anTeYHbIMU MNYHKTAMU U UHAMBUAYANbHBIMWA NPeAnpvHUMATENsIMU, YKasdaHHbIMU B OyHKTe 2 Hactoauwumx [lpaswn,
pacnonoXeHHbIMU Ha TeppuTopumn cyobekTa Poccuiickon denepaumm, B KOTOpoM ocopmIieH peuenT B hOpMe 3NEKTPOHHOIO
OOKYMEHTa, B Clny4ae NpUHATUS YNONTHOMOYEHHbIM opraHom cybbekTta Poccuiickor ®enepauum B COOTBETCTBMU C NYHKTOM 4
cTatbu 6 PenepansHoro 3akoHa N 61-9P3 (CobpaHue 3akoHopatenscTea Poccuiickon ®epgepaumm, 2010, N 16, ¢ct.1815; 2019,
N 52, c1.7793) pelweHua o6 Mcnonb3oBaHUM Ha Tepputopum cybobekTa Poccuiickon Pepepauumn Hapsgy C peuentamu Ha
nekapcTBeHHble npenapatbl, O(OPMMEHHbIMM Ha OymMaHOM HoOcuTene, peuenToB Ha JieKapCTBEHHble npenapaTbl,
ChOPMUPOBAHHBIX B (POPME 3MEKTPOHHBLIX AOKYMEHTOB (Janee - pelueHue ynonHOMOYEHHOro opraHa cybbekta Poccuiickomn
depepaumn).

32. AnTedyHble OpraHM3auun OOSMKHbI MMETb MOAKMYEHME K rOCy4apCTBEHHOW WHMOPMaUMOHHOW cucteme B cdepe
3apaBooxpaHeHuss cyGbekta Poccuiickoin denepaumnlt (nanee - cuctema), Kotopoe oGecrnevnMBaeTcs YnornHOMOYEHHbIM
opraHom Briactu cyowekTa Poccuiickon depepauun.

16 Mocrtanoenenve [MpaButenbcTBa Poccuiickoin ®enepauuun ot 5 mag 2018 . N 555 "O eauHON rocynapCTBEeHHOM

nHdhopmaLmoHHon cucteme B cchepe 3apaBooxpaHeHus” (CobpaHne 3akoHopatenbctBa Poccuickon ®egepaumn, 2018, N 20,
cT.2849; 2021, N 25, cT.4814).

TexHudeckme TpeboBaHUA K MH(OPMAULMOHHOMY OOMEHY Mexay anTedHOW opraHuM3auuen u cUcTemMol, B TOM 4ucne
TpeboBaHMA K wugeHTuduKaumm peuenta B OpMe 3NEeKTPOHHOIO AOKyMeHTa W nuua, obpaTMBLLUErocs 3a OTNyCKOM

nekapcTBEHHbIX MNpenapaToB MO TakMM pelentaMm, YCTaHaBNMBAKOTCA peLleHMeM YMNOMHOMOYEHHOro opraHa cybbekTa
Poccuiickon depepaunn.

33. OTnyck nekapcTBEHHbIX NpenapaTtoB Mo peuentam B (POpMe IMEKTPOHHOrO AOKYMEHTa OCYLLECTBISIETCS Ly,
yKasaHHOMY B peuenTte Nnnbo ero 3akoHHOMY MnpefcTaBuTento, NMMBo nuuy, KOTopoe NWLO, ykasaHHoe B peuenTe, MU ero
3aKOHHbIV NMpeAcTaBUTErb YNONHOMOYMN Ha NOMNyYeHne NekapcTBEHHbIX NpenapaToB.

NMpunoxeHune N 2

K NpuKasy MMHMCTe%CTBa 34paBooOXpaHeHus
occunckon Pepepaummn

oT 24 Hos6pAa 2021 roaa N 1093H

NMPABUJTIA OTNMYCKA HAPKOTUYECKUX CPEOCTB U NCUXOTPOINHbIX BELWWECTB,
3APEMMCTPUPOBAHHbIX B KAYECTBE JIEKAPCTBEHHbIX MPENAPATOB And MEOULWHCKOIO
NMPUMEHEHUA, NEKAPCTBEHHbIX NMPEMNAPATOB Ansd MEAULUUHCKOIO NPUMEHEHUA, COOEPXALLIMX
HAPKOTUYECKUE CPEACTBA U NMCUXOTPOINHbIE BELWWECTBA
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MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro
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1. OTNycK HapKOTUYECKMX M MCUXOTPOMHbIX JEKAapCTBEHHBIX MpenapaTtoB MO peuenTaM OCYLLECTBNSAETCH anTeKkamu,
anTeYHbIMU MyHKTaMK, MEOULMHCKUMU opraHv3aumsmMu, 000COONeHHbIMYU NOoApa3AeNneHusIMU MEOULUHCKMX OpraHm3auumn,
UMEKLLUMU MNNLIEH3NIO Ha OeATEeNnbHOCTb MO 000POTY HAPKOTUYECKUX CPEACTB, MCUMXOTPOMHBLIX BELIECTB M UX MPEKYPCOPOB,
KyNbTUBMPOBAHNIO HApKOCOAEpXKalUMX pacTeHui. NepeyeHb MEOMLUMHCKMX OpraHm3auui u obocoOneHHbIX nogpasgeneHui
MEOUUUHCKMX OpraHusaumi, nepedyeHb HApPKOTUYECKUX JIeKapCTBEHHbIX MpenapatoB M MNCUXOTPOMHLIX NeKapCTBEHHbIX
npenapaToB, OTMYCK KOTOPbIX (PU3MYECKMM nnLLaM MOXET OCYLLEeCTBNATLCA yKa3aHHbIMU MEeOULNHCKUMW OpraHn3aumsmMm n nx
obocobneHHbIMM  nogpasaeneHusmMKn,  yCTaHaBNUBAKOTCA OpraHamMu  UCMNOMHUTENbHOW Bnactu cybbektoB Poccuiickon

denepaumn! .

1 Oyukr 1 cratbu 25 denepansHoro 3akoHa oT 8 aHsapsa 1998 r. N 3-d3 "O HapKOTUYECKUX CPEeACcTBax M MCUXOTPOMHbIX
BeulectBax" (CobpaHue 3akoHogatenscTBa Poccunckon ®epepaumm, 1998, N 2, c1.219; 2016, N 1, c1.28).

2. Mo peuenTtam, BbINMCAHHLIM Ha peUenTypHbix 6naHkax dopmbl N 107/y-HMZ, oTnyckaloTcs HapkoTMYeckue u

NMCUXOTPONMHbIE fIEKapCTBEHHbIE NpenapaTbl, BHECEHHble B CNMCOK HApKOTUYECKNX CPEadCTB M MCUXOTPONHbLIX BELWECTB, 000poT
KoTopbiX B Poccuiickoii ®enepaumm orpaHnyeH 1 B OTHOLLEHUM KOTOPbIX YCTaHaBNMBAOTCA Mepbl KOHTPOMS B COOTBETCTBUU C
3akoHogaTenscTBoM Poccuiickon ®egepaumm n MexayHapoaHbiMu gorosopamn Poccunckon ®depepauun (cnucok 1), MNepedHs
(manee - HapKOTMYECKME W MNCUXOTPOMHbIE JleKapCTBEHHble npenapaTbl crnucka Il), 3a WCKNIYEHMEM HapKOTUYECKUX U
NCUXOTPOMHbLIX JeKApCTBEHHbLIX MpenapaTtoB B Buae TpaHCAepMalnbHbIX TepaneBTUYECKMX CUCTEM W JeKapCTBEHHbIX
npenapaToB, COAepXKallUnX HAapKOTUYECKOe CPeaCcTBO B COMETAHUN C aHTAaroHNCTOM OMMOUAHbIX PELENTOPOB.

2 NoanyHKT 5.2.178 nyHkTa 5 MonoxeHns o MyHWUCTEpCTBE 3ApaBooxpaHeHns Poceuiickoin Penepauum, yTBEPKAEHHOMO

noctaHoBnenneMm [paButensctBa Poccuiickon ®Penepaumm ot 19 umoHa 2012 . N 608 (CobpaHue 3akoHogaTenbcTBa
Poccunckon ®enepaumm, 2012, N 26, c1.3526; 2017, N 52, c1.8131) (aanee - NonoxeHne o MuHuctepctse).

3. Mo peuenTam, BbINMMCAHHLIM Ha peLenTypHbIX BraHkax dpopmbl N 148-1/y-88, oTnyckatoTcs 3 :

3 MoanyHkT 5.2.179 Monoxenuna o Munuctepctee (CobpaHue 3akoHoaatensctsa Poccuickoin deaepaumn, 2012, N 26,
c1.3526; 2017, N 52, cT.8131).

1) NCMXOTPOMHbLIE NEKAPCTBEHHbIE MpenapaTbl, BHECEHHble B CNMCOK MCUXOTPOMHbLIX BELIECTB, ODOPOT KOTOPbIX B
Poccunckon Pepepaumm orpaHMYeH U B OTHOLUEHWW KOTOPbIX AOMYCKAETCA WCKITHYEHME HEKOTOPbIX Mep KOHTpons B
COOTBETCTBUM C 3akoHopaTenbcTBOM Poccunckon degepaumm n mexgyHapogHbiMyu goroBopamm Poccuickon depepaumm
(cnucok ), MepeyHs (ganee - NCUXOTPONHbIE NEKAPCTBEHHbIE Npenapartbl cnuvcka lll);

2) HapKOTMYecKue 1 NMCUXOTPOrHbIE NeKapCTBEHHbIE Npenapatbl cnucka |l B Buae TpaHcaepmarnbHbIX TepaneBTU4eCcKUX
CUCTEM W NeKapCTBEHHble NpenapaTbl, codepXallMe HapKOTUYecKoe CPeACTBO B COYETAaHMWM C aHTaroHUCTOM OMMOMOHbIX
peLenTopos;

3) JIeKapCTBEHHbIE nMNpenapartbl, W3rotTaBiMBaemMblie MO peuenty Ha J'IeKapCTBeHHbIVI npenapar wn cogepXxailine
HapKoTU4YeCckoe cpenctBo UM nNCuUxXoTponHoe BeLlecCTBO, BHECEHHOE B CMNUCOK Il NepeyHs, u apyrune daapmaKonormquKVle
aKTBHble BelleCcTBa B [03€e, He I'IpeBbILLIaIOLIJ,eI‘/‘I BbICLLUYKO pa3oByk 03y, U MNMpu YyCroBuun, 4TO ITOT KOM6I/IHI/IpOBaHHbIIZ
J'IeKapCTBeHHbIIZ npenapart He ABNAeTCA HApPpKOTUYECKUM U NCUXOTPOMNHbIM JIeKapCTBEHHbIM NpenapaTtoM Crnuncka .

4. Tpn OTMNycKe HapKOTMYECKOro U MCUXOTPOMHOIO fNeKkapcTBeHHOro npenaparta cnucka |l Ha peuente o6 oTnycke
NeKapCcTBEHHOrO rMpenaparta MpoCTaBnseTcs nevaTb anTekM WM anTevyHoro fMyHKTa, B KOTOPOW yKasaHo WX MOfHoe
HauMeHoBaHMWe (NpW HaNM4MKn nevaTm).

5. OcraloTca u xpaHATca y cyObekTa pO3HWYHOM TOProBnu peuenTtbl (C OTMETKOM "JlekapCTBEHHbIV Npenapar oTnyLleH")
Ha:
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 11
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

1) HapkoTuyeckne M NCUXOTPOMNHbIE NEKAPCTBEHHbIE Mpenapartbl cnucka ll, NCMXOTPONHbIE NEeKapCTBEHHbIE Mpenaparhbl
cnucka lll - B Te4eHune natu ner;

2) KOM6I/IHI/IpOBaHHbIe JIeKapCTBEeHHbIe npenapartbl, coaepXxalne HapKoTndeckme cpeactbea ninn NnCUMXoTporHblie BelecTBa,
BHeceHHble B cnucku Il n [l MNepeyHsa, N3roToBneHHble B anTe4YHON opraHmn3auunmn, nekapCTtBeHHble npenapartbl, noanexaiine
npeamMeTHO-KONMn4eCTBeHHOMY y4eTy, - B Te4eHne Tpex NneT.

YkasaHHble NeKapCTBEHHble npenapatbl, NpeAHasHavYeHHble [ANs  rpaxagaH, MMEeWMX MpaBo Ha  nonydeHue
neKapCTBEHHbIX MpenapatoB, OTNyckaemblx 6GecnnaTtHO MMM CO CKWMOKOW, OTMyCKalTCs Npu NpeabsiBNeHnV peuenTta,
BbINMMCaAHHOrO Ha peuenTypHoM GnaHke dopmbl N 148-1/y-88, n peuenTa, BbINMCAHHOrO Ha peuenTypHoM GnaHke dopmbl N
148-1/y-04(n).

6. OTNycK HApKOTMYECKUX W TMCUXOTPOMHbLIX JIEKAPCTBEHHbIX MNpPenapaToB OCYLLECTBASETCA apMaueBTUYECKUMU U
MeOMLUMHCKMMIU paboTHMKaMK, 3aHMMAaloWUMK [OMKHOCTM, BKIIOYEHHbIE B MepeyYeHb AOMKHOCTeR (apmaleBTUHECKUX M
MeOMLUMHCKMX pPabOoTHUKOB B OpraHvM3aumsx, KOTOPbIM MPEaoCTaBfeHO NpaBO OTMNycka HapKOTUYECKUX JeKapCTBEHHbIX

npenapaTtoB U NCUXOTPOMNHbIX NEKAPCTBEHHbIX npenapaTtoB (*)I/I3I/I‘~IeCKI/IM J'II/ILI,aM4.

4 MopnyHkT 5.2.176 Monoxenuns o Munuctepctee (CobpaHue 3akoHoaatensctsa Poccuiickoin deaepaumn, 2012, N 26,
c1.3526; 2015, N 23, c1.3333).

7. HapkoTuueckune n NcuxoTponHble NiekapcTBeHHble npenapartsbl cnvcka Il, 3a UCKroYeHnem nekapcTBEHHbIX NpenapaTos
B BUAE NnacTbipeil M NeKapCTBEHHbIX MpenapaToB, CoAepXalux HapKOTUYEeCKOe CPedCTBO B COYETAHWM C aHTaroHUCTOM
OMMOMAHbIX PELIENTOPOB, OTNYCKAIOTCA MpW NpeabsBMNEHUM OOKYMEHTA, YAOCTOBEPSIOLLErO SIMYHOCTb, MUY, YKa3aHHOMY B

peuenTte, ero 3aKOHHOMY I'Ipeﬂ,CTaBl/ITeJ'IPOj nnn nuuay, nMmerwiemy Od)OpMJ'IeHHyPO B COOTBETCTBUM C 3aKoHOAATesllbCTBOM

Poccuiickoii defepaumn [OBEPEHHOCTb Ha MpaBoO MOMYYEHUST TakMX HAPKOTUYECKMX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapaTos.

5 B OoTHOWeHWW nuua, ykasaHHoro B Yactu 2 cratbu 20 ®enepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHoaaTenscTea

Poccuickon ®egepauun, 2011, N 48, cT.6724).

Mpy HEBO3MOXHOCTU 0pOpMIEeHNs MHKypabenbHbIMU BONbHBIMU Ha 3aBepLUatOLLEM 3Tarne XU3HU JOBEPEHHOCTU Ha NpaBo
nony4yeHns ykasaHHbix B ab3aue nepBOM HAaCTOSALLEro NMyHKTa HapKOTMYECKMX M MCUMXOTPOMHBLIX NEKapCTBEHHbIX NpenapartoB
Takue neKkapcTBEHHble npenapaTbl OTMNYCKalTCA WMHbIM fMUaM, OCYLUECTBMSOWMM yX04 3a HUMW, NpU NpeabsiBreHnu
OOHOBPEMEHHO C peLEenTOM Ha JEeKapCTBEHHbLIA MpenapaT LOKYMEHTa, YOOCTOBEPSIOLLEro JIMYHOCTb, WM [JOKYMEHTA,
nogTBeEPKAAtOLLEro UHKYpabenbHoe cocTosiHME BoNbHOro, coaepXKallero CBEAEHMS O NULLE, KOTOPOE NONyYaeT fiekapCTBEHHbIE
npenapatbl No peuenTty (bamunus, UMs, OTYECTBO (MPK HanNu4umm), BUG, cepus n (Mnn) Homep AOKYMEHTa, YOOCTOBEPSIOLLEro
FNIMYHOCTL), 3aBEPEHHOIO NMOAMUCHIO U NeYaTbio MeanLIMHCKOro paboTHKKA, a Takke NevaTblo MeQULIMHCKON opraHu3aLmn.

[lokyMeHT, noATBepXxaatoLLmMii MHKypabenbHoe CoCTosiHUE B6OMNbHOTo, OCTAETCs B anTe4YHOW opraHu3aumu.

8. HapkoTuyeckue n NncuxoTporHble NekapcTBeHHbIE nNpenapathbl cnucka |l (3a McknovYeHneM nekapcTBEHHbIX NpenapaTos
B BuAe Nnactbipel U NekapCTBEHHbLIX MpenapaTtoB, COAepXaluxX HapKoTUYeckoe CPeAcTBO B COYETaHWU C aHTaroHUCTOM
ONWOMAHBIX PELLENTOPOB), NPedHAa3HaYeHHble AN rpaxaaH, UMelLwux npaBo Ha OecnnaTtHoe MonyvyeHWe INeKapCTBEHHbIX
npenapaToB WM MofyvYeHWe neKapCcTBEHHbIX MpenapaTtoB CO CKWAKOMW, OTNycKalTCa MNpyu NpeobsBneHun peudenTta,
BbINMCAHHOIO Ha peLenTypHom brnaHke coopmbl N 107/y-HI, 1 peuenTa, BeinMcaHHOMO Ha peLenTypHoMm brniaHke dpopmbl N 148-
1/y-04(n).
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 12
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

9. lMocne oTnycka HapKOTMYECKMX W MCUXOTPOMHbLIX feKapCTBeHHbIX npenapatoB covcka |ll, B Tom uucne B Buae
TpaHcOepMarbHbIX TepaneBTUYeCKMX CUCTEeM W feKapCTBEHHbIX MpenapartoB, coAepXXallmx HapKoTMdeckoe cpedcTBO B
COYETaHUM C aHTaroHUCTOM OMWOMAHLIX pPeLenTopoB, MCUXOTPOMHbLIX feKapCTBEHHbLIX npenapaTtoB cnvcka Il nuuy,
nony4mBlLLIEMY NEeKapCTBEHHbIN MNpenapart, BblAaeTcs curHatypa C XenTou NOfocon B BEpXHEeW 4acTu U HaAnUCbio YEepHbIM
LWpMdTOM Ha Hen "CurHatypa”, B KOTOPOW yKasblBaloTCs:

1) HaMeHoBaHMe N aJpec MEeCTOHaXOXAEHMWSI anTeku, anTeYHOro MyHKTa, MEAMUMHCKOW opraHusaumu, 060cobneHHoro
rnogpasaeneHus MeavunHCKOW opraHn3auuu;

2) HoMep ¥ AaTa BbINUCaHHOTO peLenTa;
3) dhamunus, UMsi, 0TYECTBO (MPW HaMMuMK) nuua, ANs KOTOPOoro NpeaHasHayYeH fekapcTBEHHbIN Npenapar, ero Bo3pacrT;

4) Homep MeaULMHCKON KapTbl NaLMeHTa, NonyYatoLero MeamumMHCKYH0 NOMOLLbL B amMBynaTopHbIX YCIOBUSIX, A5t KOTOPOro
npegHasHayeH nekapcTBEHHbIV Npenapar;

5) dbamnnus, nms, oT4ecTBO (MPU HaANUYMM) MEQULMHCKOrO pabOoTHMKA, BbIMMCABLUErO peuenT, ero KOHTaKTHbIN TenedoH
nnbo TenedoH MeANLIMHCKOM opraHM3auuu;

6) cogepxaHue peLenTa Ha NaTUHCKOM S13bIKEe UIN PYCCKOM SI3bIKE;

7) damunua, uMs, OoT4ecTBO (MPW HamMuMu) W Noanuchk apmaueBTUYECKOro Wnu  MeauuMHCKOro paboTHUKa,
OTNYCTMBLUErO NeKapCTBEHHbIN Npenapar;

8) fata oTnycka nekapcTBEHHOro npenapara.

10. 3anpelyaeTcs OTNyCcKk CyObEKTOM PO3HWMYHOW TOPrOBMWM MO peLenTaM BeTEpUHaPHbLIX OpraHu3aumii HapKOTUYECKUX U
NCUXOTPOMHBIX NEKAPCTBEHHBIX NpenapaTos.

MpunoxeHne N 3

K NpuUKasy MMHMCTG%CTBa 3ApaBoOXpaHeHus
occuuckoun depepaumm

oT 24 Hosa6psa 2021 roga N 1093H

NnOoPAAOK OTMNYCKA ANTEYHbIMUA OPTAHU3ALMAMU MMMYHOBUONOIMMYECKUX NEKAPCTBEHHbIX
NMPEMNAPATOB

1. OTnyck MMMYHOOMOMNOrM4yeckUx reKapCTBEHHbIX MNpenapaToB OCYLLECTBMSETCA anTe4YHbIMU OpraHu3auusmMm u
MHOuBMAYyanbHbIMKU NpeanpuHUMaTens My, MMELWUMM NUUEH3N0 Ha dapmMaueBTUYeCKyl0 OedATenbHOCTb, MeOULUHCKUMU
OpraHu3auusMm, UMERLLMMM JNIMLEH3NIO Ha (apMaLeBTUYECKYH AesTenbHOCTb, U UX 0B0COONEHHbBIMU MNOoApasAeneHusIMm
(ambynatopusimu, denbawepckumm n denbaLepcKo-akyLIEPCKUMMN NMyHKTaMK, LeHTpamn (oTaeneHusammu) obien BpavebHom
(cemeliHOM) MpaKTWKK), PaACNONOXEHHbLIMU B CEMbCKUX MOCENEHUsIX, B KOTOPbLIX OTCYTCTBYIOT anTeyHble opraHusauum, 6e3s
peuenTa u (Mnun) No peuenTy Ha NekapCTBEHHbIV Npenapar, 0OpMIIEHHOMY MeAULMHCKMMN paboTHUKaMK (danee - peuent).

2. Mpu oTnycke MMMYHOBWOMOIMYECKOro IeKapCTBEHHOro npenaparta Ha peLenTe UMM Kopellke peuenTa, KOTopbin
ocTaeTcs y nuua, npuobGpeTatollero (MonyyaroLlero) nekapcTBeHHbIA Mpenapart, ykasblBaeTcs To4Hoe Bpems (B Yacax
MMHYTax) OTnycka NekapCTBEHHOIO npenapara.
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06 yTBepxaeHun MpaBun oTnycka nekapcTBEHHbIX NpenapaTtos A5 MEAULMHCKOrO NPUMEHEHNSA anTeYHbIMW OpraHn3aumsamMu, Crpanuua 13
VHAMBUAYaNbHLIMW NPeanpUHUMaTENaM1, UMEOLLMMMN NMTMLIEH3NIO Ha OCYLLeCTBNeHe hapMaLeBTUYECKON AesTeNbHOCTH,

MEAULIMHCKMMMN OpraHn3aunsamy, MMeoLLMMU NTMLIEH3UI0 Ha OCYLLeCTBIeHe dhapMaLeBTUHECKON AEATENBHOCTU, U UX

060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm, denbaLepckuMmn n denbaLepcKo-akyLLEPCKUMU NyHKTaMu, LIeHTpamm

(oTaeneHusiMun) obLuet BpayebHOM (CEMENHON) NPaKTUKK), PACMONOXEHHLIMU B CEMbCKUX NOCENEHMsIX, B KOTOPbIX OTCYTCTBYHOT

anTeyHble opraHnsaumu, a Takke MNpaBun oTMycka HapKOTUYECKUX CPEACTB U MCMXOTPOMHbBIX BELLECTB, 3apervcTpMpoOBaHHbIX B

KayecTBe flekapCTBEeHHbIX NpenapaToB AN MeAULMHCKOTO MPUMEHEHUS, NMeKapCTBEHHbIX NpenapaToB ANs MeANLMHCKOro

NPYMEHEHWs!, codepXalLlmX HapKkoTU4eckne cpeacTea U NCUXOTPONHbIE BeLecTBa B TOM yucne lNopsiaka otTnycka anTeqHbIMu

opraHM3ausaMM UMMYHOBMONMOrMYECKUX NeKapCTBEHHbIX MPenaparoB (C U3MeHeHnsaMK Ha 24 Hosbps 2021 roga)

lNpuka3 MuH3dpasa Poccuu om 24 Hosi6ps1 2021 2. Ne 1093+

3. OTnyck MMMYHOGWMOMOrMYECKOr0  MEKapCTBEHHOTO MpenapaTta  OCyLUecTBrsieTcss  nuuy, npuobpetatoemy
(nonyyatoleMy) NeKapCTBEHHBbIV Mpenapart, Npy HanMuuM y Hero creuuanbHOro TEPMOKOHTENHEpa, B KOTOPbIV NoMeLlaeTcs
NEeKapCTBEHHbI MpenapaTt, WM BO3MOXHOCTU NPUOOPETEHUS B anTeyHOW OpraHusaumMum HeoOXoauMbIX CpPefcTB Ans
TPaHCMOPTMPOBKU (TEPMOKOHTEHEP, XI1a[034eMEHTHI).

4. Jlvuy, npuobGpeTieMy MMMYHOBMOMOMMYECKUI NEKapCTBEHHLIN Npenapar, pasbsiCHAeTcsl HeobXoAMMOCTb OOCTaBKM

NeKapCcTBEHHOro npenapata B MEeOMUMHCKYI OpraHM3auuio B CpPOKW, He MpeBbillalolmMe Cpoku nopafepxaHus paboyent
TeMnepaTypbl CPeACTB TPAHCMNOPTUPOBKM, YKasaHHbIE B UHCTPYKLUK.

Pepakumsi fokyMeHTa ¢ y4eToM
M3MEHEeHW 1 OOoMONHEHUI NoAroToBneHa
AO "Kopekc"
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