MWUHUCTEPCTBO 3PABOOXPAHEHUA POCCUUCKON ®EOEPALIUA
NMPUKA3
oT 24 Hos6pA 2021 . N 1093H

Ob YTBEPXOEHUU NPABUN OTIMYCKA JIEKAPCTBEHHbIX
NMPENAPATOB AJid MEOUUUHCKOIO NMPUMEHEHUA
AMNTEYHbIMUA OPTAHUSAUUAMU, UHOUBUAOYATIbHBIMA
NPEANPUHUMATENAMA, UMEIOLLUMU NTULIEH3UIO HA
OCYLUECTBNEHUE ®APMALEEBTUYECKON OEATENBbHOCTMU,
MEOUWLUUNHCKUMU OPTAHU3ALUNAMU, UMEIOLLIUMA
JIMUEH3UIO

HA OCYLLECTBNEHUE ®APMALIEBTUYECKOW OEATENNBHOCTU, U
nNX

OBOCOBJIEHHBbIMW NOAPASOENEHNAMN (AMBYITATOPUAMMN,
ENBbAWEPCKMMA

N GENBALEPCKO-AKYLEPCKUMM MYHKTAMMW, LLEEHTPAMM
(OTOENEHWSIMN)

OBLEN BPAYEEHOW (CEMEVHOWN) MPAKTUKW),
PACMNONOXEHHBLIMA

B CEJIbCKUX MOCENEHNAX, B KOTOPbIX OTCYTCTBYHOT
AMNTEYHbIE

OPTAHN3ALUN, A TAKXE MNMPABUIT OTITYCKA HAPKOTUYECKKX
CPEOCTB

N NMCNXOTPOTNHbIX BEWWECTB, 3APETMCTPUPOBAHHbBIX B
KAYECTBE

NEKAPCTBEHHbIX MPEMAPATOB AJTA MEONUMHCKOIO
NMPUMEHEHUA,

NEKAPCTBEHHBbIX MPEMNAPATOB AJ1A MEANUWNHCKOIO
NMPUMEHEHUA,

COOEPXAWNMX HAPKOTUNYECKNE CPEOCTBA U TNCUXOTPOINHBLIE

BEWECTBA B TOM YNCIE MNMOPAOKA OTMYCKA ANTEYHBIMA



OPTAHU3AUVAMU NMMYHOBUNONOT MYECKNX
NEKAPCTBEHHbIX MPEIMNAPATOB

Cnuncok n3aMeHsIoLLnX OOKYMEHTOB

(8 pea. Mpukasa Munsgpasa Poccun ot 24.11.2021 N 1093H)

B cooTtBeTcTBMM C nyHKTaMn 2 1 3 ctatbk 55 PenepanbHOro 3akoHa ot 12 anpens
2010 r. N 61-®3 "O6 obpalueHun nekapcTBeHHbIx cpeacTts” (CobpaHue
3akoHogatenbcTBa Poccuickon ®epepaumn, 2010, N 16, cT. 1815; 2013, N 48, cT.
6165; 2016, N 27, cT. 4238), c nognyHkTamu 5.2.165, 5.2.169 n 5.2.183 nyHkTa 5
MonoxeHus o MuHucTepcTBe 3apaBooxpaHeHunst Poccuinckon degepaunn,
yTBEpPXAEeHHOro nocrtaHosneHnem lNpasutensctea Poccunckon denepaumm ot 19
nioHsa 2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuickon ®egepauun, 2012,
N 26, cT. 3526; 2014, N 37, cT. 4969; 2017, N 33, cT. 5202), npukasbiBato:

1. YTBEpauTh:

[MpaBuna oTnycka fekapcTBEHHbIX NpenapaToB ANd MeANLUHCKOIO NPUMEHEHUS
anTeYHbIMWN OpraHM3aumaMu, MHAMBUAYaNbHbIMU NpeanpuHUMaTensiMm, MMeLLMMm
NMLEH3MIO Ha OcyLlecTBneHe hapMaLeBTUYECKON AeATENbHOCTN, MEOULMHCKUMM
opraHM3aumsiMmn, UMeLLMMMN NIMLEH3MIO HA OCYLLIECTBIEHME hapMaLeBTUYECKOM
AEeATenbHOCTH, N nx o6ocobneHHbIMY nogpasaeneHnsammn (ambynatopmsamum,
denbawepckumm 1 denbaepcKo-akyLepCckKUMm NyHKTamm, LeHTpamm
(oToeneHnsimn) obuien BpavyebHom (CeMENHON) NPaKTUKK), PACcnONOXKEHHbIMU B
CerbCKUX NOCerieHnsX, B KOTOPbIX OTCYTCTBYHOT anTeyHble opraHn3aunm, CorfnacHo
npunoxexHune N 1 (ganee - npasuna);

MpaBuna oTnycka HapKOTUYECKUX CPEACTB M MCUXOTPONHbIX BELLECTB,
3aperncTpMpoBaHHbIX B KAYECTBE NIeKapCTBEHHbIX NpenapaToB ANs MeguLMHCKOro
NPUMEHEHNS, NEKAPCTBEHHbIX NpPenapaToB A1 MeAULUMHCKOrO NPUMEHEHUS,
coAepXalmx HapkoTU4eCcKne CpeacTsa M NCUXOTPONHbIE BELECTBA, COrNacHO
npunoxeHuio N 2;

Mopsgok oTnycka anTe4HbIMY OpraHn3aunamMmn UMMyHOBMONOrMYeCKNX
neKkapCTBEHHbIX NpenapaToB cornacHo npunoxeHunio N 3.

2. [Mpn3HaTb yTpaTUBLLNMN CUNY:

npukas MuHucTepcTBa 34paBOOXPAHEHUS U coLmnanbHOro passutna Poccuimnckon
®epnepaumm ot 26 aBrycta 2010 r. N 7351 "O6 yTBepxaeHun Npasun otnycka
NeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro NPUMEHEHNA MegULMHCKUMM
opraHM3aumsiMn, UMeLLMMMN NTIMLEH3NIO HA hapMaLEeBTUYECKYHO AEATENbHOCTb, U UX
o6ocobneHHbIMM nogpasaeneHnsMmn (ambynartopuamm, enbalepckumMmm
denbaLLepcko-akyLWepPCKMMIN MyHKTaMK, LeHTpaMm (oTaeneHnsmmn) odien
BpayebHon (CeMenHOM) NPaKTUKK), PACNONOXEHHbIMWU B CEMNbCKUX MOCENEHUSIX, B



KOTOpPbIX OTCYTCTBYIOT anTeyHble opraHm3aumn” (3apernctpupoaH MuHMcTepcTBomM
tocTuumm Poccuiickon ®epepaunm 28 ceHtabps 2010 r., pernctpaumoHHbii N
18575);

npuka3 MuHuctepcTBa 3gpaBooxpaHeHns Poccuiickon ®egepauum ot 11 nonga 2017
r. N 403H "O6 yTtBepxaeHumn NpaBun oTnycka nekapcTBEHHbIX NpenapaToB Ans
MeOMULMHCKOro NPUMEHEHNs, B TOM Yncrne MMMYHOBMOMNOrNMYeCKnX NnekapCTBEHHbIX
npenapaToB, anTe4YHbIMU OpraHM3aunamm, UHANBUOYyanbHbIMU
npegnpuHUMarTensiMn, UMeLnMn NUUEH3no Ha papmMaLleBTUYEeCKYHo
aeaTenbHOCTL" (3apernctpupoBaH MuHMcTepcTBOM tocTUUMK Poccuinckon
®epnepaumm 8 ceHtabpsa 2017 r., permctpaumoHHbin N 48125);

npuka3 MuHuctepcTBa 3gpaBooxpaHeHnsa Poccuickon ®egepauum ot 7 nonga 2020
r. N 683H "O BHeceHUn nameHeHuin B [NpaBuna oTnycka nekapcTBeHHbIX npenapaToB
ANs MeQULMHCKOrO NMPUMEHEHUS, B TOM YMCIie MMMYHOOMONOrM4Yecknx
nNeKapCTBEHHbIX Npenaparos, anTe4YHbIMN opraHn3aumamMn, UHOMBUAYanbHbIMU
npegnpuHUMarTensMn, UMerLnMn NUUEH3nto Ha papmMaLleBTUYECKYHo
AeATenbHOCTb, YTBEePXAEeHHbIe npuka3om MuHUCTepcTBa 30paBoOOXpaHEHNA
Poccuickon ®epepauum ot 11 nonsa 2017 r. N 403RH" (3apernctpmpoBaH
MuHuctepcTeom toctuumm Poccuiickon ®egepauunn 14 oktabps 2020 r.,
pernctpaunoHHsin N 60370).

3. HacTtosawmi npukas Bctynaet B cuny ¢ 1 mapta 2022 r. u genctByeT go 1 mapTta
2028 r., 3a ucknrodeHnem nyHkta 12 MNMpaBun oTnycka nekapCcTBeHHbIX NpenapaToB
AN MeQULMHCKOrO NPUMEHEHUST anTeYHbIMU OpraHn3aumMsiMn, tHANBMAYyanbHbIMN
npegnpuHUMarTensMmu, UMerLLnMn NULEH3NIO Ha OCyLLIECTBNEHNE
hapmaueBTNYECKON OeATeNbHOCTU, MeQULNHCKUMN OpraHn3auvsaMm, MUMeoLLnmMm
NNUEH3NI0 Ha ocyLLeCcTBNeHne papmMaueBTUYECKON OeATENbHOCTU, N NX
ob6ocobneHHbIMM nogpasaeneHnsaMmn (ambynartopuamm, enbaepckuMm
denbaLLepcKo-akyLepCKUMIN MyHKTaMK, LeHTpaMn (oTaeneHnsammn) obien
BpayebHOM (CEMENHOW) NPaKTUKK), PACNONOXEHHBbIMU B CEMNbCKMUX NOCENEHUSIX, B
KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aummn, yTBEP>KAEHHbIX HACTOSALLMM
npuKasom, KOTopbIn BCTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet Ao 1 ceHTs6ps
2022 ropa.

MwuHucTp

M.A.MYPALLKO

MpunoxeHne N 1
K npukady MuHucTepcTBa 3apaBooXpaHeHus
Poccuiickon ®egepauum

oT 24 Hoa0ps 2021 . N 1093H



MPABUINA

OTNYCKA JIEKAPCTBEHHbIX MNMPEMNAPATOB AJTA MEOVUUMHCKOIO
NMPUMEHEHWA

CnncoK N3MEHSIIOLLNX JOKYMEHTOB

(8 pea. Mpukasa Munsgpasa Poccun ot 24.11.2021 N 1093H)

|. O6wme TpeboBaHUA K OTNYCKY NIeKapCTBEHHbIX NpenapaTos

AN MEAULMHCKOTO NPUMEHEHMS

1. OTnyck nekapcTBEHHbIX NpenapaToB ANns MeANUUHCKOro npuMeHeHus (ganee -
neKapCcTBEeHHble npenapaThbl) OCYLLEeCTBNAETCA anTe4YHbIMU OpraHu3aunsamMm u
NMHOMBMAYANbHLIMU NPeANPUHUMATENSMN, UMEIOLLMMUN NINLEH3UIO Ha
dhapMaueBTUYECKYHO AEATENBHOCTb, MEAULMHCKUMN OpraHn3auusMm, UMEoLLMMM
NNUEH3NI0 Ha hbapMaLEeBTUYECKYIO OEeATENBHOCTbL, U X 060COBNEHHbIMM
nogpasgeneHmsammn (ambynartopmsimmn, denbaLepcKuMmmn n
denbaLLepcKo-akyLepCKUMIN MyHKTaMK, LeHTpaMn (otaeneHnsammn) obien
BpayebHOM (CEMENHOW) NPaKTUKK), PACNONOXEHHBIMU B CEMNbCKMUX NOCENEHUSIX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3aumm (ganee - cyobekTbl PO3HUYHOWN
Toprosnu), 6e3 peuenta <1> n (MNK) NO peuenTy Ha NeKkapCTBEHHbIN Npenapar,
0OpPMIIEHHOMY <2> MeauLMHCKMMU paboTHMKamMu (ganee - peuenT), a Takke no
TpeboBaHMIO MEeOULIMHCKOM OopraHm3aunmn <3> ong anTe4Hon opraHu3aumn.

<1> MNognyHKT "4" nyHKkTa 5 yacTtn 4 ctatbk 18, nognyHKT "K" nyHkTa 1 Yactn 1
ctatbn 33 PegepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalyeHun
nekapcTBeHHbIx cpencTs" (CobpaHue 3akoHoaaTenbcTBa Poccuickon ®egepauun,
2010, N 16, cT1. 1815) (nanee - ®enepanbHbIn 3akoH N 61-O3).

<2> [MoanyHkKT 5.2.179 MNMonoxeHus o MuHucTepcTBe 3gpaBooxpaHeHnsa Poccuninckon
depnepaumm, yTBepKaeHHOro noctaHosneHnem Npasutensctea Poccumnckon
®enepauyum ot 19 mioHa 2012 . N 608 (CobpaHune 3akoHogaTenbcTBa Poccuimnckon
depepauuu, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131) (ganee - lNonoxeHne o
MuHucTepcTse).

<3> lNyHKT 54 ctaTtbn 4 PenepanbHoro 3akoHa N 61-d3 (CobpaHue
3akoHopgatenbcTtBa Poccuickon ®epepaumn, 2010, N 16, cT. 1815; 2019, N 31, cT.
4456).



2. OTnyck nekapCTBEHHbIX NpenapaToB 6e3 peuenToB OCYLLECTBMASETCA:

1) anTekamun, oCyLLEeCTBNALWMMN PO3HUYHYIO TOProBIio (OTMYCK) NTeKapCTBEHHbIX
npenapaTtoB HaceneHuto, N anTekamm Kak CTPYKTYPHbIMWU nogpasgenieHusMm
MeANLUHCKOW opraHm3auuun (ganee - antekun);

2) anTeYHbIMU MyHKTaMu1, B TOM YMCIIE€ KaK CTPYKTYPHbIMU nogpasgeneHnsamm
MeOMWLMHCKOM opraHnsaunn (ganee - anTeyHble NyHKTb);

3) anTeYHbIMM KMOCKaMMU;

4) nHauemnayarnbHbIMU NPeanpUHMMaTENAMU, UMEKOLLMMN NINLEH3NIO Ha
hapmaLeBTUYECKYIO AeATeNbHOCTb (fanee - nHanBMAyarnbHbI NpegnpuHuMaTens);
5) MeanUMHCKUMK opraHn3aumsiMmn, UMeLWUMU NIMLEH3UIO Ha (bapMaLeBTUYECKYHO
AEeATENbHOCTb, U X 060COBNEeHHbIMKU NoapasgeneHnamMm (ambynaTtopmsamu,
denbaepckuMmmn n enbaLepcKo-akyLLepCKUMM MyHKTaMu, LeHTpamu
(oToeneHnsmn) obuen BpavyebHom (CeMenHON) NPakTUKK), PacnonoXeHHbIMU B
CerbCKUX NOCerieHnsX, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsaunm (qanee
COOTBETCTBEHHO - MeANLMHCKNE opraHu3auumn, obocobreHHble noapasaeneHus
MEeOMULMHCKMX OpraHu3auun), nepeveHb KOTOpbIX YTBepXKaaeTca opraHaMum
NCNONHUTENBbHOM BriacTn cyobekTa Poccuiickon depepauyunm <4>,

<4> YacTtb 5 ctatbu 55 degepansHoro 3akoHa N 61-®3 (CobpaHue
3akoHogatenbcTtBa Poccuickon ®egepaumn, 2010, N 16, cT. 1815; 2020, N 14, cT.
2035).

3. OTnyck nekapCTBEHHbIX NpenapaToB No peLenTamM OCyLLECTBNAETCA:

1) anTekamuy;

2) anTeYHbIMU MYyHKTaMU;

3) nHoMBMAyanbHLIMU NPEANPUHUMATENSAMMN (32 UCKITIOYEHMEM OTMyCKa
HapPKOTUYECKNX CPEACTB N NCUXOTPOMHbIX BELLECTB, BKITHOYEHHbIX B NepeYvyeHb
HapKOTUYECKNX CPeacTB, MCUXOTPOMHbLIX BELLECTB U UX NPEKYPCOPOB, nogsiexatimnx
KOHTposnto B Poccunckon ®egepaumm <5> (ganee COOTBETCTBEHHO - [NepeyeHb,
HapKOTUYEeCKNE N NCUXOTPOMHbIE NIeKapCTBEHHbIE Npenaparthbl);

<5> [MyHKT 2 cTtatbk 2 PeagepanbHOro 3akoHa ot 8 aHBaps 1998 . N 3-d3 "O
HapPKOTUYECKNX CPpeacTBax 1 NcMxoTponHbix Bewecteax" (CobpaHue
3akoHogatenbcTBa Poccuinckon ®epepaumn, 1998, N 2, ct. 219; 2016, N 27, CT.
4238) (oanee - ®egeparnbHbin 3akoH N 3-93).

4) MeguLMHCKMMK OpraHu3aumnsamm n o6ocobneHHbIMM nogpasaeneHusiMm
MEANLMNHCKMUX OpraHn3aumm.

4. Mo peuenTtam, BbINMMCaHHLIM Ha peuenTypHbIX BnaHkax popmbl N 148-1/y-88,
OTMycKalTCA <6> rnekapCTBeHHble npenaparbl, BKNIOYEHHbIE B NepeYveHb
NeKapCTBEHHbIX CPeaCTB AN MeAULNHCKOrO NPUMEHEHUS, noasiexallmnx
NpeaMeTHO-KONMYECTBEHHOMY YYeETY (fanee - nekapcTBeHHbIe nNpenaparbl,
BKIIOYEHHbIEe B nepeyeHb [KY) <7>.




<6> MNognyHkKT 5.2.179 MNonoxeHusa o MuHnctepctee (CobpaHne 3akoHogaTenbCcTBa
Poccunckon ®egepauunmn, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

<7> MognyHkT 5.2.171(1) NonoxeHusa o MuHuctepctee (CobpaHue
3akoHogatenbcTtBa Poccuickon ®egepaumn, 2012, N 26, ct. 3526; 2013, N 16, cT.
1970).

YKa3aHHble nekapCcTBeHHble npenaparthbl, NpeaHa3HavYeHHble AN rpaxaaH,
UMeKLNX NPaBo Ha NMoslyYeHne fekapcTBEHHbIX NpenapaToB, OTNyCKaeMblX
BGecnnaTHO UM Co CKMAKOW, OTNYCKaKTCS NpU NpeabsBneHnn peuenTa,
BbINWCAHHOrO Ha peuenTtypHom bnaHke dopmbl N 148-1/y-88, n peuenTa,
BbINMCaAHHOrO Ha peuenTtypHoM bnaHke gopmbl N 148-1/y-04(n).

5. lNo peuenTtam, BbINMCaHHbLIM Ha peuenTypHbIX 6naHkax popmbl N 148-1/y-04(n),
OTNYCKalTCA SiekapCTBEHHbIE Npenaparbl, BbiNUCbIBAEMbIE FpaXKgaHam, UMeLUM
npaBo Ha BecnnaTHoe nony4YeHne ekapCTBEHHbIX NpenapaToB Unn noryvyeHne
NeKkapCTBEHHbIX NpenapaToB CO CKUAKOW (ganee - nekapCTBeHHbIe npenaparbl,
oTnyckaemble 6ecnnaTHO UM CO CKNOKON).

6. [No peuenTtam, BbINMMCaHHbLIM Ha peuenTypHbIX BnaHkax opmbl N 107-1/y,
OTNYCKaKTCHA UHbIE JIeKapCTBEHHbIE Npenaparbl, He yKa3aHHble B NyHKTe 4
HacToswwmx MpaBun, 1 3a UCKINKYEHNEM NeKapCTBEHHbIX NpenapaToB, OTNyCcKaeMbIX
6e3 peuenTa.

7. KoMBMHMpOBaHHbIE fleKapCTBEHHbIE NpenapaTbl 419 MegUUNHCKOro NPUMEHEHNS,
coepalime KpoMe MarnbiX KONMY4eCTB HapKOTUYECKUX CPEACTB, NCUXOTPOMHbIX
BELLECTB U UX NPEKypCcopoB Apyrve hapMakonormyeckne akTMBHbIe BELLeCTBa,
OTMyCKalTCA anTekaMu, anTe4yHbIMU NYHKTaMU U UHOMBUAYaNbHbIMM
npeanpvHMMaTenamMm, UMeLWMMN NMLEH3NI0 Ha ddapMaLeBTUYECKYHO
AEeATeNbHOCTb, MO peuenTam, BbiMMCaHHbIM Ha peuenTypHbIx 6naHkax popm N
107-1/y n N 148-1/y-88 <8>, kpome Tex nekapCTBEHHbIX NpenapaToB, KOTOpble
oTnyckatTca 6e3 peuenTa.

<8> YacTb 6 ctatbun 55 denepanbHoro 3akoHa N 61-d3 (CobpaHue
3akoHogatenbcTBa Poccuiickon ®eagepaumn, 2010, N 16, cT. 1815; 2013, N 48, cT.
6165).

8. o peuentam B oOopMe 3MEKTPOHHOIO JOKYMEHTA C UCMONb30BaHNEM YCUIEHHOMN
KBanM@uULMpOBaHHOW 3NEKTPOHHOM NOANNCU MEAMLMHCKOro paboTHMKa (ganee -
peuenT B opMe 3rEeKTPOHHOrO AOKYMEHTA) OTNYCKalTCA BCe NeKapCTBEHHbIE
npenaparTbl, yKasaHHble B NyHKTax 4, 5, 6, 7 HacTtoawmx Npasun.

9. MeanuunHckme opraHmsaunmn n odocobrneHHble nogpasaeneHnsa MeguLMHCKUX
opraHu3aumn Takke MOryT oTnycKaThb:

1) nekapcTBEHHbIE NpenapaTbl, BKNtOYEHHbIE B nepedeHb KY, BbinucaHHbIe Ha
peuenTypHbIx 6naHkax popmbl N 148-1/y-88;

2) nekapCTBeHHbIE NpenapaTbl, BKMOYEHHbIE B [epeyeHb NekapCTBEeHHbIX
npenapaToB, OTNyCcKaeMbIx MO peuenTtam Bpaya (penbgliepa) npu okasaHum
AononHuTenbHon 6ecnnaTHoM MeANLMHCKON NMOMOLLM OTAENbHBIM KaTeropmusim



rpaxkgaH, MUMeroLLMM NpaBo Ha noslydeHne rocyaapCTBEHHOW counarnbHOM NOMOoLLK, a
Takke WHble NeKapCTBEHHbIE CpeacTBa, OTrnyckaemble 6ecnnaTHO UM co CKUAKOMN,
BbINUCaHHble Ha peuenTypHbix 6naHkax opmbl N 148-1/y-04(n).

10. OTnyck nekapCTBEHHbIX NpenapaToB, He yKa3aHHbIX B NyHkTax 4, 5, 6, 7
HacToswmx NMpaBun, B COOTBETCTBUN C MHCTPYKUMUSAMU MO UX MEAULIMHCKOMY
NpUMeHeHNo ocyllecTBnsaeTcs 6e3 peuenTos.

11. OTnycK NnekapcTBEHHbIX NpenapaToB OCYLLECTBSETCA B TEYEHME YKa3aHHOro B
peuenTe CpoKa ero AencTBus npu obpalleHnm nmua K CyobekTy pO3HUYHOW
TOProBIu.

12. YT1patunn cuny ¢ 1 ceHtabpsa 2022 roga. - MNMyHkT 3 gaHHoro lMpukasa.

13. JlekapcTBeHHble NpenapaTbl OTNYCKaTCA B KONUYeCTBe, YyKkadaHHOM B peuenTe,
3a VCKITIIOYEeHneM criydaeB, Korga A fiekapCTBEHHOro npenaparta yCcTaHOBIEHO
KONMMYEeCTBO, KOTOPOE MOXET ObITb BbIMMCAHO B O4HOM peLenTe, Ui Kypc nevyeHuns
<9>,

<9> MoanyHKT 5.2.177 MNMonoxeHus o MuHmuctepctee (CobpaHue 3akoHogaTenLcTea
Poccuickon ®epepauun, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

[Mpn NnpeabsBrneHun peuenTta C NpeBbILUeHNeM npeaensHO AoNYyCTUMOro KonmyecTsa
NeKkapCTBEHHOro npenaparta, KOTopoe MOXeT ObiTb BbINMCAHO B OAHOM peLuenTe,
hapmaueBTUYeCKnin paboTHUK MHGOPMUPYET 06 3TOM L0, NpeacTaBuBLLEE
peuenT, pykoBogMTESNS COOTBETCTBYHOLLEN MEOULMHCKON OpraHmM3aumm n oTnyckaeT
yKa3zaHHOMY 1Ly yCTaHOBMEHHOE COOTBETCTBEHHO NpeaeribHO JONYyCTUMOe
KONMYeCTBO JIeKapCTBEHHOIO npenapara, KoTopoe MOXET ObITb BbIMMCAHO B O4HOM
peuenTe C NpOCTaBfieHNeM COOTBETCTBYIOLLEN OTMETKM B peLenTe.

Mpn HanMyumn y cybbekTa PO3HNYHOW TOProBMN NIEKAPCTBEHHOrO Npenapara ¢
A03UPOBKOW, OTIIMYHOW OT JO3UPOBKU JIEKapCTBEHHOIO Npenapara, ykasaHHOW B
peuenTe, OTNYCK MMEKLLErocsi IiekapcTBEHHOro npenapara 4ornycKaeTcs, ecnu
A031pOBKa TaKoro NeKapCTBEHHOIo npenapara MeHbLUe A03UPOBKU, yKa3aHHOMW B
peuenTe. B Takom crnyyae ocyLlecTBSEeTCS NepecyeT KonmyecTBa fekapCTBEHHOMO
npenapaTa c y4eTOM Kypca Jfie4eHus1, ykasaHHOro B peuenTe.

B cnyyae ecnun Jo3npoBka nekapCTBEHHOroO npenapara, MMetoLLerocs y cyobekta
PO3HWYHOWN TOProBNU, NPEBbLILIAET LO3VUPOBKY fleKapCTBEHHOrO npenapara,
yKasaHHylo B peuenTte, pelleHne ob oTnycke nekapCTBEHHOrO npenapaTa ¢ Takou
A03MPOBKOWN NPUHUMAET MEANLMHCKNIA pabOTHMK, BbIMMCABLUNIA PELIENT.

14. OTnyck nekapcTBEHHOro npenapara oCyLecTBSEeTCS B NepPBUYHON U BTOPUYHOM
(noTpebuTtenbckon) ynakoBkax, MapKMpoBKa KOTOPbIX JOSTKHA OTBEYaTb
TpeboBaHusM ctaTbn 46 PegepansHoro 3akoHa N 61-©3 (CobpaHue
3akoHogatenbcTBa Poccuiickon ®egepaumn, 2010, N 16, cT. 1815; 2014, N 52, cT.
7540), a ynakoBKka As1s1 HAPKOTUYECKMX N NCUXOTPOMHBIX JIEKAPCTBEHHbIX
npenapatoB cnucka Il - TpeboBaHmsm nyHkTa 3 ctatbmn 27 degepanbHoro 3akoHa N
3-®3 (CobpaHwne 3akoHogaTenbcTBa Poccuinckon ®egepauymm, 1998, N 2, cT. 219;
2016, N 15, ct. 2052).



15. Npu oTnycke nekapcTBEHHbIX NpenapaToB Nno peuenTy, 0oOpMIIEHHOMY Ha
peuenTypHom GnaHke Ha BymakHOM HocuTene, hapmaueBTUYEeCKUn paboTHMK
npocTaBnsieT OTMETKY Ha peLenTe 06 OTnycke nekapCTBEHHOro npenapaTta
"llekapCTBEHHbIV Npenapar oTnyLeH" N C yKkasaHneM:

1) HaMMeHoBaHNA anTe4yHOW opraHM3aunn (bamunum, UMeHn, oTyecTaa (Npu
HanNU4Mn) NHOMBUAOYanNbHOro NpeanpuHUMaTens);

2) TOProBOro HaMMeHoBaHWs (3a UCKINIYEHNEM fNeKapCTBEHHbIX Npenaparos,
N3roTOBMEHHbIX B anTEYHOW OpraHm3aummn), JO3UPOBKU U KONMYECTBa OTMYLLEHHOIO
neKkapCTBEHHOro npenapara;

3) dbamunumn, umeHun, oTyecTBa (MPU HaNMYUKN) MEANLNHCKOrO paboTHMKa B Criyyvasix,
yKa3aHHbIX B ab3aue yeTBepTom nyHkTa 13 1 ab3aue TpeTbem nyHkTa 16 HaCTOALLMX
Mpasun;

4) pekBU3NTOB JOKYMEHTA, YAOCTOBEPSIOLLENO NMIMYHOCTb fiMua, NONyYnBLLENO
neKkapCTBEHHbIN Npenapart, B cny4yae, yka3saHHOM B MyHKTe 28 HacTosawmx Mpasunm;
5) dhamunun, umeHn, otyecTsa (Npu Hanu4nmn) bapmaLeBTUYECKOro paboTHMKa,
OTMNYCTUBLLEIO NeKapCTBEHHbIN Npenapar, U ero Noanucy;

6) AaTbl OTNyCKa NIeKapCTBEHHOro npenapara.

16. [Mpwn oTnycke NnekapCTBEHHbIX NpenapaTos No peLuenTy, BbIMMCaHHOMY Ha
peuenTtypHom 6naHke oopmbl N 107-1/y co cpokom aencTsnsa Ao OAHOro roga, B
KOTOPOM YyKa3saHbl Mepunoabl 1 KONMYEeCTBO OTNyCKa NlekapCTBEHHOro npenapara (B
Kaxkabl nepuof), peuenTt Bo3BpaLlaeTcs nuuy, npuobpeTtarolemy nekapCTBeHHbIN
npenapart, C OTMETKOW, coaepXallen cBeAeHUs1, ykazaHHble B MyHKTe 15 HacTosLWwmx
Mpasun.

Mpun o4epeaHoM obpalleHnmn nmua K CyobekTy pO3HUYHOW TOProBAn C AaHHbIM
peuenToM y4YnUTbIBaAOTCA OTMETKM O npeablayLieM OTNycKe NekapCTBEHHOro
npenapaTa no TakoMy peuenTy 1 B criydyae npnobpeteHns nnLomM KonmyecTsa
NekapCcTBEHHOro npenapaTa, COOTBETCTBYHOLLErO MakCUMarnbHOMY KONMYECTBY,
yKazaHHOMY MegMLMHCKMM paboTHMKOM B peuenTte, a Takke Nno MCTEYEHUN cpoka
AEenCcTBUS peuenTa, Ha peuenTe npoctaenseTcs wramn "JlekapcTBeHHbIN npenapaT
oTnyLeH" u peuenT BO3BpaLLlaeTcs nuuy.

EOQnHoBpeMeHHbI OTNYCK flekapCTBEHHOroO npenapara no peuenty, BbINMMCaHHOMY
Ha peuenTypHom 6naHke popmbl N 107-1/y co cpokom AencTBus 4O OAHOro roga, B
KOTOPOM YyKasaHbl Nepmnoabl U KOSIMYECTBO OTNYCKa fiekapCTBEHHOro npenapata (B
Kaxabl Nepuoa), 4ONyCKaeTcs TONbKO NO COrfacoBaHUIO C MEANLIMHCKAM
paboOTHMKOM, BbINNCABLUMM PELIENT.

17. lpwn oTnycke NekapCTBEHHbIX NpenapaTosB No peuenTy, BbIMMCAaHHOMY Ha
peuenTtypHom BraHke oopmbl N 148-1/y-04(1), 3anONHEHHbIN KOPELLOK Takoro
peuenTa nepefaetcs oapmaueBTU4YeCKUM paboTHUKOM nnuy, npuobpeTtatoemy
(mnonyyatowiemMy) nekapcTBeHHbIE nNpenaparhbl.

18. OcTaroTca n xpaHaTca y cydbekTa pO3HUYHOW TOProBnn peuenTbl (C OTMETKON
"IlekapCTBEHHbIV Npenapar oTnyLieH") Ha:

1) nekapcTBeHHbIE Npenaparbl, oTnyckaemble 6ecnnaTHO UNKn co CKUAKOW, - B
TeyeHune Tpex ner;



2) nekapcTBeHHble nNpenapaTbl, oTHocAwmecs No ATX K aHTUNCUXOTUYECKUM
cpeacteam (kog NO5A), aHkcnonutukam (kog NOSB), CHOTBOPHbBIM U ceaaTUBHbBIM
cpeacteam (kog NO5C), antugenpeccaHtam (kog NOGA) n He nognexatume
npegMeTHO-KONMNYECTBEHHOMY YYETY, - B Te4eHMe Tpex MecsiLeB.

19. PeuenTbl, He yKa3aHHble B NyHKTe 18 HacToAwmx [Npasun, oTmeyaroTca
wtamnom "JlekapCTBeHHbIN Npenapart oTnyLweH" 1 BO3BpaLLaroTCA inLy,
NnonyymBLLUEMY NIEKAPCTBEHHbIVM Npenapar.

20. PeuenTbl, BbINMCaHHbIE C HapyLeHneM npasun <10>, pernctpupyroTcs B
XypHane, B KOTOPOM YKa3bIBaOTCS BbISIBIEHHbIE HAPYLUEHUS B ODOPMIIEHUM
peuenTa, amMunus, Mg, oT4eCTBO (NPU HANU4YMM) MEAULMHCKOrO paboTHMKa,
BbINUCAaBLLErO peLenT, HaMMeHOBaHNe MEAULIMHCKOWN opraHmnsaummn, NpuHSTbIE Mepbl,
oTMevatTcsa Wwramnom "Peuent HegencTeuTeneH" 1 BO3BpaLlaroTcs nuuy,
npegctasmeemMy peuent. O hakTax HapyLLeHMst npasun 0PopMIEHNSA peLenToB
CyOBbEKT PO3HUYHOWM TOProBAN MHAPOPMUPYET PYKOBOAUTENSA COOTBETCTBYHOLLEN
MEANLNHCKOW OpraHm3auunu.

<10> MoanyHkT 5.2.179 lNMonoxeHus o MuHnctepctee (CobpaHue
3akoHogatenbcTBa Poccuickon ®enepaumn, 2012, N 26, ct. 3526; 2017, N 52, cT.
8131).

21. B o6bocobneHHOM noapasgeneHnm MeanumMHCKon opraHm3aunmy AomKHbl ObiTb
obecneyeHbl YCroBus COXPaHHOCTU OCTaBIIEHHbIX HA XpaHEHWE peLenToB Ha
rnekapCcTBEHHbIE CpeacTBa.

PeuenTbl Ha nekapcTBEHHbIE CPeACTBA, Nognexawue npeameTHO-KONMYeCTBEHHOMY
YYETY, NEKapCTBEHHbIE CPeaCTBa, OTnyckaeMble 6ecnnaTtHO UNn co CKUAKOMN,
€XEMECSYHO nepenarTca n3 060cobneHHbIX NoapasaeneHnin MeaNLMHCKNX
opraHusauui B MeAULMHCKME OpraHn3aunmn, CTpyKTYpPHbIMU NogpasaeneHnsMmm
KOTOPbIX OHWU ABASOTCA, ANs1 NOCMNEAYIOLWEro XpaHeHus!.

22. [pu oTnycke nekapCTBeHHOro npenapara apmaueBTUYeckun paboTHUK nnm
paboTHUK MeANLMHCKON opraHmn3auum (obocobneHHoro nogpasneneHus
MEeANLMNHCKOM OpraHm3auunmn) MHpopMmpyeT nuuo, npuobpeTatoLee (nonydatowlee)
fleKapCTBEHHbIN Npenapart, 0 pexMMme n 4o3ax ero npuemMa, npaBunax XxpaHeHus B
AOMaLLHMX YCNOBUAX, O B3aMMOLENCTBUN C APYTMMN NIEKAaPCTBEHHbBIMU
npenapaTtamu.

23. Mpwn oTnycke nekapCTBEHHOro npenaparta apMaueBTU4eckuii paboTHUK nnm
paboTHMK MeanLMHCKON opraHu3auumn (06ocobneHHoro nogpasgeneHns
MeANLNHCKOM OpraHn3auumn) He Brpase NpeaocTaBnaTb HEAOCTOBEPHYO U (1MNK)
HEeMnosHY MHPOPMaLIMIO O HanNM4YMM NekapCcTBEHHbIX NpenapaToB, BKAYas
rflekapCcTBEHHbIe npenapaTbl, UMeloLLne 0gMHaKoBoOe MexXayHapoaHoe
HenaTeHTOBaHHOE HaMMEHOBaHME, B TOM YMCIIE CKpbIBaTb MHPOPMaLMIO O HAanM4mMm
NeKapCTBEHHbIX NpenapaToB, MeLWmnX 6onee HM3Ky LeHy <11>,

<11> Ctatbsa 74 ®enepanbHoro 3akoHa ot 21 Hosbpsa 2011 . N 323-93 "O6 ocHoBax
OXpaHbl 300poBbA rpaxaaH B Poccuinckon ®egepauyun” (CobpaHue



3akoHogatenbcTtBa Poccuickon ®epepaumn, 2011, N 48, ct. 6724, 2013, N 48, cT.
6165) (ganee - ®egeparnbHbin 3akoH N 323-D3).

24. 3anpeujaeTtcs oTnycK panbCnduLmMpoBaHHbIX, HeA0BPOKaYECTBEHHbIX U
KOHTpadaKkTHbIX IeKapCTBEHHbIX NpenapaTtoB <12>.

<12> Cratbs 57 ®enepanbHoro 3akoHa N 61-03 (CobpaHue 3akoHogaTenbCcTBa
Poccuinckon ®epepaumm, 2010, N 16, cT. 1815).

25. OTnycK 3TMNOBOrO CrnvpTa NPOU3BOAUTCS MO peuenTy C y4eTOM YCTaHOBMEHHbIX
TpeboBaHMI K 0O6bEMY Tapbl, yNakoBKE U KOMMIIEKTHOCTU JIEKapPCTBEHHbIX
npenapatoB <13>.

<13> Yactb 4.1 ctatbu 45 degepanvHoro 3akoHa N 61-93 (CobpaHue
3akoHopatenbcTBa Poccunckon ®egepaunn, 2010, N 16, ct. 1815; 2015, N 51, cT.
7245), noctaHoBneHue lNpaButenbctBa Poccuiickon egepaunn ot 23 utons 2016 T.
N 716 "O nopsigke doOpMUPOBaHUSA NEePEYHs NIeKapCTBEHHbLIX NpenapaToB Ans
MEANLNHCKOrO NPMMEHEHUS!, B OTHOLLEHUN KOTOPbIX YCTaHaBNMBatoTCca TpeboBaHUs
K 06bemMy Tapbl, yNakoBKe M KOMMIEKTHOCTU, NepeYHs NieKapCTBEHHbIX NpenapaToB
ANS BETEPUHAPHOIO NPUMEHEHNS, B OTHOLLEHMM KOTOPbIX YCTaHABMMBaOTCA
TpeboBaHus Kk 06beMy Tapbl, U onpegeneHna Takmx TpebosaHun" (CobpaHue
3akoHopatenbcTBa Poccunckon ®egepaumn, 2016, N 31, ct. 5030).

INlekapcTBeHHble Npenaparbl, coaepXalime 3aTUNOoBbINA CIMPT, B TOM Yuchne
N3roTOBMEHHbIE NO peuenTy Cy6bekTOM PO3HUYHON TOPrOBN, UMEOLLMM FINLEH3UIO
Ha papMaueBTUYECKYIO AEATENbHOCTb C NPaBOM MU3roTOBMNEHUS JIeKapCTBEHHbIX
npenapaToB, OTNYCKaTCA C y4ETOM YCTaHOBMNEHHbIX TpeboBaHUN K 06beMy Tapbl,
ynakoBKe M KOMMJIEKTHOCTU JIeKapCTBEHHbIX NpenapaTos.

26. 3anpeljaeTcs pasgesibHbI OTNYCK NeKapCTBEHHbIX CPeacTB, BXOAALLNX B COCTaB
rfieKkapCTBEHHOro npenapaTta, U3rotaBnmBaemMoro CybbekToM pO3HUYHON TOProBru.
27. 3anpelyaeTcs OTNyCcK CyObekToM PO3HUYHOW TOProBmnuv rno peuentam
BETEPUHAPHBIX OpraHn3auuin:

1) NnekapCTBEHHbIX NpenapaToB, BKNHOYEHHbIX B NnepeyeHb 1KY,

2) nekapCTBEHHbIX NpenapaToB, OTMycKaeMblX 6eCnnaTtHO UM Co CKMOKOW;

3) nekapCcTBEHHbIX NpenapaTtos, OTHOCALWMXCA N0 ATX K aHTUNCUXOTUYECKUM
cpeacteam (kog NO5A), aHkcnonutukam (kog NOSB), CHOTBOPHbBIM U ceaaTUBHbBIM
cpeacteam (kog NO5C), antugenpeccaHtam (kog NOGA) 1 He BKINHOYEHHbIX B
nepeyeHb NKY.

Il. TpeboBaHMA K OTNYCKY NekapCcTBEHHbLIX NpenapaToB

no TpeboBaHNO MeAULIMHCKOWN opraHu3aumum



28. [Ina obecneyeHus neyebHOro npouecca B MEAULMHCKOWN OpraHn3aumm ante4Hom
opraHu3auuen, SBnALLENCa CTPYKTYPHbIM nogpasaerieHneM Takon MeguumMHCKOM
opraHuM3aumm, OCyLLECTBNSAETCA OTNYCK NMMOO N3roTOBMNEHNE 1 OTNYCK NIEKAPCTBEHHbIX
npenapaTtoB Ha OCHOBaHMM TpeboBaHNA MEOVULIMHCKOW opraHmn3aummn, BbIMMCAHHOIO
YNONMHOMOYEHHbIM MeauLUMHCKUM paboTHMKOM (ganee - TpeboBaHne MeauLMHCKOM
opraHusaummn).

MeguumHckasn opraHn3aumsi BnpaBe o0paTtuTbCsl B CTOPOHHIOK anTevyHyH
OopraHu3aumio nNpu OTCYTCTBUN anTEYHOM OpraHM3aunn, ABNSALWENCS CTPYKTYPHbBIM
nogpasaeneHnemM Takon MeguLUHCKON opraHn3aunm.

JlekapcTBeHHbIE NpenapaTbl, N3roTOBIEHHbIE anTEYHbIMU OpraHM3auMsaMmn ans
uenen nx otnycka no TpedoBaHNAM MeQULMHCKUX OpraHm3aummn, rocyqapCTBeHHON
perumcTpauumn He nognexar <14>,

<14> IyHKT 1 yacTtn 5 ctatbn 13 PegepanvHoro 3akoHa N 61-d3 (CobpaHue
3akoHopatenbcTtBa Poccunckon ®egepaumn, 2010, N 16, cT. 1815).

29. XpaHeHune TpeboBaHUI MeQULMHCKON OpraHn3awmm, No KOTOPbIM OTMYLLEHBbI
nekapCTBeHHble Npenapartbl, OCYLLECTBNAETCS anTe4YHOM opraHmM3aunen B
coOoTBeTCTBUM C NyHKTOM 18 HacToswero MNopsaaka.

30. HapyLwieHne nepBnYHOM yNakoBKM NeKapCTBEHHOIO npenapara npu ero oTnycke
no TpeboBaHUIO MeaULMHCKON opraHn3aLmm JonycKaeTca anTeqyHon opraHmM3aumnen,
UMEIOLLIEN NULIEH3MIO Ha hapMaLEBTUYECKYIO AEATENbHOCTb C NPaBOM
N3roTOBIEHUS NEKapCTBEHHbLIX NpenapaToB. B Takom cnyyae oTnyck
fleKapCTBEHHOIO npenapaTa OCYyLEeCTBSETCA B ynakoBke <15> ¢ npegoctaBneHmem
WMHCTPYKUUKN (KOMUN MHCTPYKLMK) MO NPUMEHEHMIO OTMYCKAEMOrO NEKapCTBEHHOIO
npenapara.

<15> lNpwukas MuH3gpaBa Poccun ot 26 oktabpsa 2015 . N 751H "O6 yTBepxaeHUn
npaBus U3roTOBMEHNSA N OTMNYCKa NeKapCTBEHHbIX NpenapaToB A MeAULMHCKOro
NPUMEHEHNA anTeYHbIMU OpraHM3aunamMm, MHANBUAYyanbHbIMU
npeanpuHMMaTenamMu, UMeLWMMN NMUEH3NI0 Ha dhapMaLeBTUYECKYHO
aeaTenbHOCTL" (3apernctpupoBaH MuHMcTepcTBOM tocTUUmMn Poccuinckon
denepauum 21 anpens 2016 r., pernctpaunmoHHbin N 41897).

[ll. OcobeHHOCTM OTNyCKa NekapCTBEHHbIX NpenapaToB

no peuentam B oOpMe 3feKTPOHHOIO AOKYMEHTA

31. OTnycKk nekapcTBEHHbIX NpenapaTos Mo peuentam B (hopmMe 3N1eKTPOHHOro
AOKYMEHTa OCYLLIECTBNSIETCA anTekaMu, anTeYHbIMU MYHKTaMU U MHAUBUOYaNbHbIMU
npeanpuHMMaTensaMu, ykadaHHbIMU B NMyHKTe 2 HacToawwmx MNpaswun,
pacrnonoXeHHbIMU Ha TeppuTopun cybbvekta Poccuiickon degepauumm, B KOTOPOM
odhopmrieH peLenT B (oOpMe 3NEKTPOHHOIo LOKYMEHTa, B Criyvae npuHATUS



YyNONMHOMOYEHHbIM opraHoM cybbekta Poccuinckon ®egepauumn B COOTBETCTBUN C
nyHKTOM 4 ctaTtbmn 6 PegepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHogaTenbCTBa
Poccunckon ®egepauunn, 2010, N 16, ct. 1815; 2019, N 52, c1. 7793) pewseHuns o6
NCcrnonb3oBaHUU Ha TeppuTopun cybbekta Poccurckon ®egepaunmn Hapsgy
peuenTaMmn Ha nekapCcTBeHHbIE npenapatbl, 0POPMIIEHHBIMU HAa ByMaXKHOM
HocuTene, peLenToB Ha NekapCcTBEHHbIe npenapaTbl, CHOPMUPOBAHHBLIX B (hopme
9NEKTPOHHbIX OKYMEHTOB (farnee - peLleHne yrnosiHoMOYEHHOro opraHa cybbekTa
Poccuiickon depepaumn).

32. AnTe4yHble opraHmsaumm OOMKHbI UMETb NOLKNIOYEHME K rOCYa4apCTBEHHOM
NMHOpMaLMOHHON cucteme B cdhepe 3apaBooxpaHeHusi cybbekta Poccuiickon
depnepauymnm <16> (ganee - cucrema), kotopoe obecnedumBaeTcsa ynosIHOMOYEHHbIM
opraHom BnacTtu cybbekTta Poccunckon degepaumn.

<16> lNocTtaHoBneHue NpaButenbctBa Poccunckon degepauum ot 5 maa 2018 . N
555 "O egnHon rocygapcTBEHHOM MHOPMAaLIMOHHON cucTeme B cdpepe
3gpaBooxpaHeHusn” (CobpaHune 3akoHogatensctBa Poccunckon ®epepaumn, 2018, N
20, cT. 2849; 2021, N 25, cT. 4814).

TexHnyeckune TpeboBaHUA K UHPOPMaLIMOHHOMY OBMeEHY Mexay anTe4yHon
opraHu3aumen n cMcTeMon, B TOM Yucne TpeboBaHUs K naeHTudukaumm peuenta B
dopme 3NeKTPOHHOro AOKYMEHTa 1 nuua, obpaTnBLLErocs 3a OTMYCKOM
NeKkapCTBEHHbIX NpenapaToB Mo TaknuMm peuenTtaM, yCTaHaBNMBaKTCA peLleHnem
YyNONMHOMOYEHHOro opraHa cybobekTa Poccuinckon denepaumn.

33. OTnyck nekapcTBEHHbIX NpenapaToB Nno peuentam B popmMe 3feKTPOHHOro
AOKYMEHTa OCYLLEeCTBNAETCH MLy, YKkasaHHOMY B peLenTe, NMMbo ero 3akOHHOMY
npegcrasuTento, Nnbo nuuy, KOTopoe NUUO, yKkazaHHOe B peLlenTe, Unu ero
3aKOHHbIV NpeacTaBuTenb YNOITHOMOYUIIN Ha NOMyYeHe NeKapCTBEHHbIX
npenapaTos.

Mpunoxexne N 2
K npukasy MuHuctepcTBa 3gpaBooXpaHeHus
Poccunckon depepaumm

oT 24 Hos6psa 2021 . N 1093H

NPABUNA
OTNYCKA HAPKOTUYECKMX CPEACTB U NCUXOTPOINHbIX BELWWECTB,

3APEMCTPNPOBAHHbBIX B KAHECTBE JIEKAPCTBEHHbIX MNMPEMNAPATOB



AnAa MENUMHCKOIo NPUMEHEHNA, NEKAPCTBEHHbIX MNMPEMAPATOB
AnAa MEOUUMHCKOT O NPUMEHEHNA, COOEPXALLNX HAPKOTUYECKHUE

CPEOCTBA U NCUXOTPOINHbIE BELLECTBA

1. OTNyCK HApKOTUYECKMX U NCUXOTPOMHbIX TEKAPCTBEHHbIX NpenapaTos Mno
peuenTamM OCyLLEeCcTBNAETCH anTekamu, anTe4HbIMU NyHKTaMn, MeguLMHCKUMU
opraHusaumsMmmn, 060cobneHHbIMY NoapasaeneHnaMm MeanLMHCKNX OpraHu3aLmin,
UMELNMU NNLEH3NIO Ha AeATEeNbHOCTb N0 060POTY HAPKOTUYECKUX CPEACTB,
NMCUXOTPOMHbIX BELLECTB N X NPEKYPCOPOB, KYNbTUBMPOBAHMIO HAPKOCOAEPXKALLMX
pacTeHui. lNepevyeHb MegULMHCKUX OpraHn3aumnin n o6ocobneHHbIX nogpasaeneHni
MeANLUNHCKUX OpraHn3aumm, nepedyeHb HapKOTUYECKNX NeKapCTBEHHbIX NpenapaTos
N NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaToB, OTAYCK KOTOPbIX (PU3MYECKUM JMLam
MOXET OCYLLEeCTBASATbCH YKa3aHHbIMU MeOULMHCKUMK OpraHn3aunsaMm n nx
o6ocobreHHbIMY nogpasaeneHnsiMn, ycTaHaBnmBaroTCs opraHaMmn UCNONMHUTENbHON
Bnactu cybbektoB Poccuinckon denepaumm <1>.

<1> MyHKT 1 cTatbn 25 PegepanbHOro 3akoHa ot 8 aHBapst 1998 . N 3-d3 "O
HaPKOTMYECKNX CPeACTBaX M NCUXOTPONHbIX BellecTBax" (CobpaHne
3akoHopartenscTea Poccunckon ®egepauumn, 1998, N 2, ct. 219; 2016, N 1, cT. 28).

2. o peuenTtam, BbIMMCaHHbLIM Ha peuenTypHbix 6naHkax oopmbl N 107/y-HIM <2>,
OTNYCKaKTCA HAPKOTUYECKNE U NCUXOTPOMHbIE NIeKapCTBEHHbIE Npenaparhl,
BHeCeHHble B CMMCOK HapKOTUYECKUX CPeacTB U NCUXOTPOMHbIX BeLecTs, 060poT
KoTopbix B Poccuinckon degepaumm orpaHNUYeH 1 B OTHOLLEHUM KOTOPbIX
yCTaHaBMMBAOTCHA MepPbl KOHTPONSA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepauum n mexgyHapoaHbiMun gorosopamu Poccuickon degepauum
(cnucok Il), NepeyvHs (nanee - HapKOTUYECKNE U NCUXOTPOMNHbIE NEKAaPCTBEHHbIE
npenapatbl cnucka ll), 3a nckryeHneM HapKOTUYECKNX U MCUXOTPOMHbIX
fleKkapCTBEHHbIX NpenapaTtoB B BUAe TpaHcaepMaribHbIX TepaneBTUYeCKUX CUCTEM U
neKapCTBEHHbIX NpenapaToB, coAepXaLlmMx HapKoTU4eckoe CpeacTBO B COMETAHUN C
aHTaroHMCTOM OMUOUAHBIX PELLENTOPOB.

<2> lNoanyHkKT 5.2.178 nyHkTa 5 MNonoxeHus o MMHUCTepCTBE 340paBOOXPaAHEHUS
Poccunckon degepauunm, yTeepkaeHHOro noctaHosreHneM NpaBuTtenscTea
Poccuiickon ®egepaumm ot 19 uioHs 2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®egepauunun, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131) (nanee -
MNonoxeHne o MuHucTepcTse).

3. Mo peuenTtam, BbIMMCaHHbLIM Ha peuenTypHbiX 6naHkax oopmbl N 148-1/y-88,
oTnyckarTcsa <3>:




<3> lMNognyHkKT 5.2.179 MNonoxeHusa o MuHnctepctee (CobpaHne 3akoHogaTenbCcTBa
Poccunckon ®egepauum, 2012, N 26, ct. 3526; 2017, N 52, cT. 8131).

1) NncMXoTponHbIe NiekapCTBEHHbIE NpenapaTbl, BHECEHHbIE B CMMCOK NCUXOTPOMHbIX
BelLecTB, 060poT KOTOpbIX B Poccunckon ®egepaumm orpaHUYeH U B OTHOLLIEHUN
KOTOPbIX JOMYCKAETCH UCKMIOYEHNEe HEKOTOPbLIX MEP KOHTPOMSA B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuickon deaepaumm n mexagyHapoaHbIMU LOroBopamm
Poccuiickon ®eapepauum (cnmcok lll), MNMepeyHs (ganee - NCUXOTPONHbIE
rniekapcTBeHHble npenapatbl cnucka lll);

2) HapKOTU4YeCKne 1 NCUXOTPONHbIE NeKkapCcTBeHHbIe npenaparbl cnucka |l B Buae
TpaHcaepMaribHbIX TepaneBTUYeCKUX CUCTEM U FIeKapCTBEHHbIe npenaparTbl,
cofepalime HapKoTUYeCcKoe CpeacTBO B COMETAHMM C aHTAaroHUCTOM ONMUOUAHBIX
peLenTopos;

3) nekapcTBeHHbIe nNpenapaTbl, N3rotTaBnMBaemMble No peLenTy Ha NekapCTBEHHbIN
npenapart u cogepxalime HapKkoTuyeckoe cpefCTBO UMM NCUXOTPOMNHOE BELLECTBO,
BHeceHHoe B cnucok |l [epeyHs, n gpyrve hapmakonormnyeckme akTuBHbIE
BeLleCcTBa B A03€e, He NpeBbILlatoLLEeln BbICLLYH Pa3oByo 403y, W MPU YCIIOBUK, YTO
3TOT KOMOBUHUPOBAHHbLIN NIEKAPCTBEHHbIM Npenapar He ABNAETCA HAapKOTUYECKUM
UITX MCUXOTPONMHBLIM fleKapCTBEHHbIM npenapaTtom cnucka .

4. [Npun oTnycke HapKOTUYECKOro U NCUXOTPOMHOIO NIeKapCTBEHHOro npenapara
cnucka Il Ha peuenTe 06 oTNycke NekapcTBEHHOro npenapaTa NPocTaBseTcs
neyaTb anTeKu UK anTe4YHOro NyHKTa, B KOTOPOW YKa3aHo UX NOfHOE HanMeHOoBaHue
(Mpy HanNuuuKn nevatn).

5. OcTatoTcs 1 xpaHATCca y cybbekTa po3HMYHOM TOProBnun peuenTbl (C OTMETKOMN
"llekapCTBEHHbIV Npenapar oTnyLieH") Ha:

1) HapKOTMYECKNE N NCUXOTPOMHbIE NIeKapCTBEHHbIE Npenapartbl crnucka ll,
NCUXOTPOMNHbIE NekapCcTBEHHbIE NpenapaTkl crnvcka lll - B TedeHne naTtu ner;

2) KOMOMHNPOBAHHbIE NEKaAPCTBEHHbIE NpenapaTbl, coaepXKaline HapKoTUYecKkmne
CpeacTBa uUnv NCUXOTPOrHbIe BellecTBa, BHeceHHble B cnncku Il u Il MNepeyns,
N3roTOBIIEHHbIE B anTe4YHOM OpraHn3auuu, nekapcTBeHHbIe npenaparTbl,
noanexatime npegMeTHO-KONMYECTBEHHOMY YYETY, - B TEYeHMe TpeX NeT.
YKasaHHble nekapCcTBeHHble npenaparthbl, NpeAHasHavYeHHble A8 rpaxaaH,
UMeKLNX NPaBo Ha MoslyYeHne fiekapcTBEHHbIX NpenapaToB, OTNyCcKaeMblX
BGecnnaTHO UM Co CKMAKOW, OTNYCKaKTCH Npu NpeabsaBneHun peuenTa,
BbINMCAHHOrO Ha peuenTtypHoMm bnaHke dopmbl N 148-1/y-88, n peuenTa,
BbINMCaAHHOroO Ha peuenTtypHoM bnaHke gpopmbl N 148-1/y-04(n).

6. OTNyCK HAPKOTUYECKMX N NCUXOTPOMHBIX JIEKAPCTBEHHbIX NpenapaTos
ocyLlecTernsieTcs papmaleBTUYECKUMU N MeOULMHCKUMN paboTHUKaMK,
3aHMMaKLWMMN JOIMKHOCTU, BKIIOYEHHbIE B NepeYvyeHb AOIMKHOCTEN
hapmaLeBTUYECKUX U MEAULMHCKNX pabBOTHUKOB B OpraHM3aumsax, KoTopbiM
npeaocTaBreHo NpPaBo OTNYyCKa HAapKOTUYECKMX NIEKapCTBEHHbIX NpenapaTtos U
NMCUXOTPOMHbIX NIEKAPCTBEHHbIX NpenapaTtoB PU3NYeCcKUM nuuam <4>.




<4> MNognyHKT 5.2.176 MonoxeHunsa o MuHnctepctee (CobpaHne 3akoHogaTenbCcTBa
Poccunckon ®egepauumn, 2012, N 26, ct. 3526; 2015, N 23, cT. 3333).

7. HapkoTnyeckue 1 NcUXoTponHble NekapcTBeHHbIe NpenapaTthl cnucka ll, 3a
NCKMOYEHNEM NeKapCTBEHHbIX NPenapaToB B BUAE NNACTbIPEN U NEKapPCTBEHHbIX
npenapaTtoB, cogepkaLlmx HapKOTUYeCKoe CPEACTBO B COMETAHMMN C @HTArOHUCTOM
ONVMONAHBIX PELIENTOPOB, OTMNYCKAKTCS NpY NPeabsBeHn JOKYMEHTa,
YOOCTOBEPSIOLLENO JIMYHOCTb, NNLY, YKa3aHHOMY B peLienTe, ero 3akOHHOMY
npeacTtaBuTento <5> unu nuuy, umetowemy oopmMIeEHHYHO B COOTBETCTBUMN C
3akoHoaaTenbcTBoM Poccuiickon ®efepaumm JOBEPEHHOCTb Ha NPaBo NonyyYeHus
TaKUX HAPKOTUYECKMX U NMCUXOTPOMHbIX NeKapCTBEHHbIX NpenapaTos.

<5> B oTHoLWeHUN nuua, ykasaHHoro B 4actu 2 ctatbu 20 ®egepanbHoro 3akoHa N
323-93 (Cobpanune 3akoHogaTensbctBa Poccumnckon denepaumn, 2011, N 48, cT.
6724).

Mpn HEBO3MOXHOCTU OPOPMIIEHUSA NHKYpabenbHbIMU BOMbHBIMW Ha 3aBepLuatoLLLEeM
aTane >X13HW JOBEPEHHOCTM Ha NMPaBo NOMy4YeHMs yYKka3aHHbIX B ab3ale nepeom
HaCTOSLLEro NyHKTa HapKOTUYECKUX N NCUXOTPOMHbIX JIEKaPCTBEHHbIX NpenapaTos
Takue fnekapCTBeHHble npenapaTtbl OTMYCKaTCH UHBIM JiMLaM, OCYLLEeCTBASOLWNM
yXxo[, 3@ HAMU, NpU NpeabsBieHnn ogHOBPEMEHHO C PELENTOM Ha fleKapCTBEHHbIN
npenapaTt OKYMEHTa, YAOCTOBEPAOLLENO FIMYHOCTb, U AOKYMEHTA,
noaTeepxaaroLLero nHkypabenbHoe cocTosiHue BorbHOro, coaepXallero ceegeHns
O Nn1ue, KOTOpOoe NnosyyaeT fiekapCTBEHHbIE NpenapaTbl No peuenTy (pamunus, ums,
OTYECTBO (MpY HanNU4uKn), BUA, cepus n (MnNn) HoMep AOKYMEHTA, yOOCTOBEPSHOLLENO
NIMYHOCTb), 3aBEPEHHOIO NOAMUCHIO N NEYATbI0 MEeAULIMHCKOro paboTHKKa, a Takke
neyaTbo MEANLUHCKOW OpraHn3auuu.

[oKyMeHT, noaTBepXKaatoLwmm nHkypabensHoe coctoaHmne 60nbHOro, OCTaeTcs B
anTe4yHon opraHusauuu.

8. HapkoTuyeckue 1 ncMXoTponHble fiekapCTBEHHbIE Npenapatbl cnucka |l (3a
NCKITIOYEHEM NeKapCTBEHHbIX MpenapaToB B BUAeE NNacTbipen N nekapCTBEHHbIX
npenapaToB, cogepXallnx HapKoTMYecKoe cpeacTBO B COMETAHUN C aHTAaroHUCTOM
ONMOMAHbIX peuenTopoB), NpefHa3HaYeHHble ANA rpaxaaH, UMetoLMX NpaBo Ha
BGecnnaTtHoe nony4veHne nekapCTBEHHbIX NpenapaToB UNKn NonyyeHne
NeKapCTBEHHbIX MpenapaToB CO CKUAKOW, OTMYCKAKTCS Npu NpeabsasneHnmn peuenTa,
BbINMCaAHHOrO Ha peuenTtypHom bnaHke dopmbl N 107/y-HI1, n peuenTa,
BbIMMCaHHOIo Ha peuenTypHoM 6naHke popmbl N 148-1/y-04(r).

9. lNocne oTnycka HapKOTUYECKNX U MCUXOTPOMHbLIX NIeKapCTBEHHbIX NpenapaToB
cnvucka ll, B ToM yncne B BUAe TpaHcaepMaribHbIX TepaneBTUYECKUX CUCTEM U
neKkapCTBEHHbIX NpenapaToB, coAepKallunx HapKoTuYeckoe cpeaCcTBO B COMETAHUN C
aHTaroHMCTOM OMUOUAHBIX PELLENTOPOB, MCUXOTPONMHbIX IEKAaPCTBEHHbIX NpenapaTos
cnucka Il nuyy, nony4msBlUeMyY fNekapCTBEHHbIM Npenapar, Bbl4aeTcs curHatypa ¢
XXenTown Nonocon B BEPXHEW YacTu Y HAONUCBIO YePHbIM LLIPUETOM Ha HEn
"CurHatypa", B KOTOPOW YKa3bIBaOTCS:



1) HanmeHoBaHWE 1 agpec MECTOHAXOXAEHUS anTeKn, anTEYHOro MyHKTA,
MeOMLMHCKOM opraHun3aumnmn, 060cobneHHoro nogpasgeneHns MeanunHCKon
opraHusauuu;

2) HoOMep 1 aaTa BbIMMCAHHOMO peuenTa;

3) hamunusa, umsi, 0TY4eCTBO (NPU HaNM4YMK) Nuua, 4Na KOTOPOro npegHasHayeH
neKkapCTBEHHbIVN Npenapart, ero Bo3pacrT;

4) HoMep MeaMLMHCKOW KapTbl NaumMeHTa, nofyyarLero MeaumMHCKYo NoMoLLb B
amMbynaTopHbIX YCNOBUSX, OS5 KOTOPOro npeAHa3HavyeH nekapCTBEHHbIW npenapar;
5) dbamunusa, nms, oT4eCTBO (NPU HaANMYMN) MEAULMHCKOrO paboTHUKA,
BbIMMCAaBLLErNO PELENT, Er0 KOHTaKTHLIN TenedoH Nnbo TenedoH MeanLMHCKOn
opraHusauuu;

6) cogepxaHue pelenTta Ha NaTUHCKOM A3bIKe U PYCCKOM A3bIKE;

7) hamunusa, umsi, 0T4eCTBO (NP HaNMYMK) U NogNUChb bapmaLEeBTUYECKOrO UIn
MeOULMHCKOro paboTHMKa, OTNYCTMBLLEro fIekapCTBEHHbIV npenapar;

8) Aata oTnycka nekapCTBeHHOro npenapara.

10. 3anpewaeTcs oTnyck cybbeKTOM PO3HUYHOWM TOProBnM NO peuenTtam
BETEPUHAPHBIX OpraHn3aunin HAPKOTUYECKNX U NCUXOTPOMHbIX NEKapCTBEHHbIX
npenaparos.

MpunoxeHne N 3
K npukady MuHucTepcTBa 3apaBooOXpaHeHus
Poccuinckon denepaumm

oT 24 Hos0ps 2021 . N 1093H

NOPAOOK
OTNYCKA ANTEYHLIMU OPTAHU3ALUMAMU NMMYHOBUOJTOIMMYECKKX

JNIEKAPCTBEHHbIX NMPEMNAPATOB

1. OTNyCcK MMMYHOBNONOrMYECKMX NEKApPCTBEHHbLIX NpenapaToB OCYLLECTBAETCH
anTeYHbIMWN OpraHM3aLmaMu U MHAMBUAYaNbHbIMU NpeanpuHuMaTensiMu,
UMELUMU NNLEH3NIO Ha dapMaLeBTUYECKY0 AeATEeNbHOCTb, MeOULMHCKUMU
opraHM3aumsiMn, UMeLLNMUN NTMLEH3NIO Ha dhapMaLEeBTUYECKYO AeATENbHOCTb, U UX
060cobneHHbIMK nogpasgeneHmsMmmn (amoynatopmsmmn, enbaepCcKuMmn u
denbaLLepcKo-akyLWepCKUMIN MyHKTaMK, LeHTpaMn (oTaeneHnsammn) obien
BpayebHOM (CEMENHON) NPaKTUKK), PACNONOXEHHBIMU B CEMNbCKMUX NOCENEHUSIX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsauum, 6e3 peuenta un (Unv) No peuenTy Ha



nekapcTBeHHbIV npenapat, opOpMIIEHHOMY MeANLMHCKUMMM paboTHUKamu (ganee -
peuenT).

2. Mpun oTnycke UMMYHOBMONOrMYECKOro NekapcTBEHHOrO nNpenapara Ha peuenTte
UK KopeLLKe peuenTta, KOTopbI OCTaeTcs y nvua, npuobpeTaroLLero
(monyyatoLlero) nekapcTBeHHbIV Npenapar, Yka3blBaeTcs TO4Hoe BpeMs (B 4acax u
MUHYTax) OTnycKa fieKapCTBEHHOro npenapara.

3. OTnyck MMMyHOBMONOrM4eckoro nekapCcTBEHHOIO nNpenapaTa ocyLLecTBNAeTCs
nuuy, npuobpeTatoiemy (nony4varolemMy) nekapcTBEHHLIN Npenapar, NPy Hanu4um y
Hero cnewmarnbHOro TEpMOKOHTENHEPA, B KOTOPbIA NMOMELLAETCS fIeKapCTBEHHbIN
npenapar, Unm BO3MOXHOCTU NprobpeTeHns B anTe4HON opraHn3aumm HeobxoamMblxX
cpeacTs Angd TPaHCNOPTUPOBKN (TEPMOKOHTENHED, XIaf03MEMEHTbI).

4. INlvuy, npuobpeTemMy MMMYHOBOMONOrMYeckun nekapcTBeHHbIN Npenapar,
pasbAcHAETCH HeobX0AMMOCTb AOCTaBKU JIeKapCTBEHHOro npenapara B
MEeOMLMHCKYI0 OpraHM3aLmio B CPOKK, HE MPeBbILLAoLLMe CPOKU nogaepKaHus
paboyen TemnepaTypbl CpeacTB TPAHCNOPTUPOBKU, yKa3aHHbIe B UHCTPYKLNN.
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