3apernctpmpoaHo B MuHtocte Poccum 30 Hosbps 2021 r. N 66142

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKON ®EAEPALIUMA

NMPUKA3
oT 24 HoA6pa 2021 r. N 1093H

OB YTBEPX/EHUU NPABUN
OTNYCKA NEKAPCTBEHHbIX MPENAPATOB A8 MEAULMHCKOro NPUMEHEHUA
ANTEYHbIMW OPTAHU3ALUAMMU, MHAUBUAYANBHBIMU MPEANPUHUMATENAMM,
WMEIOLWMMU NULEEH3UIO HA OCYLLEECTBNEHUE ®APMALIEBTUYECKOMN
NEATENBHOCTU, MEAULIMHCKUMU OPTAHU3ALIMAMM, UMEIOLLIMMUN INLEEH3UIO
HA OCYLECTBNEHUE GAPMALIEBTUMECKON AEATE/IBHOCTYU, U UX
OBOCOB/IEHHBIMW NOAPA3AENEHNAMMU (AMBYNATOPUAMM, GENBALLEPCKUMU
U GENbALLEPCKO-AKYLLEPCKUMU NYHKTAMM, LLEHTPAMM (OTAENEHUAMM)
OBLLIEM BPAYEBHOM (CEMENHOWM) NPAKTUKU), PACNONOXEHHBIMU
B CE/IbCKUX NOCENIEHUAX, B KOTOPbIX OTCYTCTBYIOT ANTEYHbIE
OPTAHU3ALIMU, A TAKXKE MPABWU/1 OTNYCKA HAPKOTUYECKUX CPEACTB
U NCUXOTPOMHbIX BELLECTB, 3APETMCTPUPOBAHHbIX B KAYECTBE
NEKAPCTBEHHbIX NPEMAPATOB AN MEAULIMHCKOrO NPUMEHEHMUSA,
NEKAPCTBEHHbIX NPEMAPATOB AN MEAULIMHCKOrO NPUMEHEHMUSA,
COAEPALLMX HAPKOTUYECKMUE CPEACTBA U MCUXOTPOMHDIE
BELLIECTBA B TOM YMUC/E MOPAAAKA OTNYCKA ANTEYHbIMMU
OPTAHM3ALIMAMU UMMYHOBUONOTMYECKUX
NEKAPCTBEHHbIX NPEMAPATOB

CNMCOK M3MEHALWMX AOKYMEHTOB
(B pea. Mpukasa MuH3gpasa Poccum ot 24.11.2021 N 1093H)

B cooTtBeTCTBMM C NyHKTamm 2 1 3 ctatb 55 PeagepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-$3
"O6 obpalleHMn nekapcTBeHHbIX cpeacts" (CobpaHue 3akoHomaTenbcTBa Poccuitickoit depepauuu,
2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2016, N 27, c1. 4238), c nognyHKkTamu 5.2.165, 5.2.169 u
5.2.183 nyHkta 5 [lonoxeHna o MuHuUcTepcTBe 3apaBooxpaHeHna Poccuiickoir ®Pepepauyumn,
YyTBEPKAEHHOro noctaHosneHnem MpasutenbctBa Poccuitickonn deaepauymm ot 19 mioHs 2012 r. N 608
(CobpaHune 3akoHogaTenbcTea Poccuitckont Pepepaummn, 2012, N 26, c1. 3526; 2014, N 37, c1. 4969;
2017, N 33, cT. 5202), npuKasbiBato:

1. YTBepamThb:

MpaBuia OTNyCKa JIEKAPCTBEHHbIX MPenapaToB A1 MEeAMUMHCKOrO NMPUMEHEHUA anTeyHbIMU
OpraHusaunAMM, UHANBUAYANbHLIMW NPEANPUHUMATENAMU, UMEIOLLMMU NNLEH3NIO Ha OCYLLECTBEHNE
dbapmaLeBTUYECKON AeATeNbHOCTU, MEAMUMHCKMMU OpraHM3aumMammn, MMEWMMN NLEH3UI0 Ha
ocyuwiectenieHne ¢papmaLeBTUYECKON [AeATeNbHOCTM, M UX 060cobaeHHbIMM  NoApasaeneHUaMm
(ambynatopuamu,  denbawepckMMM U GenballepcKo-akyWepPCKUMM  MYHKTaMK,  LEeHTpammu
(oTneneHusmm) obuiein BpayebHOM (CeMenHOM) NPAKTUKK), PacnoNOKEHHbIMU B CENbCKUX NOCENEHUSAX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHM3aLmm, cornacHo npunoxexune N 1 (aanee - npasmna);

MpaBnaa OTNycKa HAPKOTMYECKMX CPEeACTB M MCUXOTPOMHbLIX BELLEeCTB, 3apPerMcTpMpoBaHHbIX B
KaQueCTBE JIEKAPCTBEHHbIX NPenapaToB ANA MeULMHCKOro NPUMEHEHUA, IeKAPCTBEHHbIX NpenapaTos
ONA MeAULMHCKOTO NPMMEHEHUA, COAEPKALLMX HAPKOTUYECKME CPeacTBa U MCUXOTPOMHbIE BELLECTBA,
COrNacHo npunoxeuuwo N 2;

nOpﬂAOK OTNyCKa anTedHbiMmn  OpraHunsaumnamm VIMMYH06VIO}'IOI'VI‘-IECKMX NEKaPCTBEHHbIX



npenapaTos COrnacHo npunoxerHuto N 3.
2. Mpu3HaTb yTPaTUBLLMMU CUNY:

npvkas MUHUCTePCTBA 34PaBOOXPAHEHUS U COLManbHOro passuTua Poccuiickolt depepaumm ot
26 asrycta 2010 r. N 735H "O6 yrtBep:aeHun [MpaBUA OTNYCKa NEKAPCTBEHHbIX MNpenapaToB A1A
MeAMUMHCKOTO  NPUMEHEHUA  MeAMLMHCKMMMU  OpraHu3auMAmMM, UMELWMMU  JINLEH3UIO  HA
bapmaLeBTUYECKYIO AeATeNbHOCTb, U WX 060COBNEHHbIMW MoApasaeneHnaMn (ambynatopusamm,
denbawepckumm n  GenbalepcKko-akyLepCcKMMM  MyHKTaMK, LeHTpaMn (oTaeneHusmu) obuien
BpauyebHol (cemeltHOM) NPaKTUKKM), PaCNONOKEHHbIMU B CENbCKMX MOCENEHUSAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusauumn" (3apeructpmpoBaH MuHUCTEpCTBOM tocTUUmMKM Poccuiickoit Pepepauyn 28
ceHTabps 2010 r., pernuctpauymoHHbii N 18575);

npuKkas MuHucTepcTBa 34paBooxpaHeHus Poccuitickolt ®epepaumm ot 11 urona 2017 r. N 403H
"O6 yTBepKAeHUU [paBUA OTNYCKa JIEKAPCTBEHHbIX NPENapaToB ANA MeAULMHCKOrO NPUMEHEHUS, B
TOM 4YUCNe MMMYHOBMONOTMYECKUX NEKAPCTBEHHbIX MNpenapaTtoB, anTeYHbIMW OpPraHU3auusamMM,
WHAMBUAYANbHBIMU - NPEANPUHMMATENAMW,  UMEIOWMMKN  JINLUEH3UID  Ha  dapmMaLeBTUYECKYIO
aeaTtenbHocTb" (3apernctpuposaH MuUHUCTEPCTBOM toCTULMKN Poccnitickoli deaepauunm 8 ceHTabpsa 2017
r., perncrpaumoHHbiii N 48125);

npukas MuHucTepcTea 3apaBooxpaHeHuna Poccuickon ®egepaumm ot 7 uona 2020 r. N 683H "O
BHECEHUM M3MeHeHUI B [paBuMna OTNyCKa NEKAPCTBEHHbIX MpPenapaTtoB ANA  MegULMHCKOro
NPUMEHeHMA, B TOM YUCAE WMMMYHOOMONOIMYECKUX NEKAPCTBEHHbIX MpPenapaTos, anTe4yHbIMM
OpraHM3auMAMK,  UHOUBUAYANbHbIMM  MNPeanpPUHUMATENAMU,  UMEKOWMMW  AULEH3UKD  Ha
bapmaLLeBTUYECKYIO AeATENbHOCTb, YTBEPXKAEHHblE MpPUKasom MuHUCTEpPCTBA 34paBOOXPaHEHUA
Poccuitckoit depepaunn ot 11 mona 2017 r. N 403R" (3apermcTpmpoBaH MUHUCTEPCTBOM HOCTULLUK
Poccuinckoit ®epepaumn 14 oktabps 2020 r., pernctpauymoHHbii N 60370).

3. Hacrosawmi npuKkas BctynaeT B cuay ¢ 1 mapta 2022 r. un gevcteyeT go 1 mapta 2028 r., 3a
UCKAtoYEeHMEM TNyHKTa 12 T[paBWMA OTNYCKa JNEeKapCTBEHHbIX MpenapaToB Anf  MeaMLMHCKOro
NPUMEHEeHMA anTeYHbIMW OPraHM3auMAMU, WHOMBUAYAAbHbIMU NPeAnpPUHUMATENAMN, WUMEIOLLMMM
JIMLLEH3UIO Ha ocyuwiecTBieHMe papmMaleBTUYECKON AeATeNbHOCTM, MeAMLMHCKUMU OpraHu3aLmsamu,
UMELLMMM JIMLLEH3UIO HA ocyllecTBieHe GapmMaLLeBTUYECKON AeATesIbHOCTU, U UX 060Cc06eHHbIMM
nogpasgeneHuamu (ambynatopuamu, odenbaluepckumm 1 denbaluepcKo-akyWepCcKUMM  NMYHKTaMMU,
LueHTpaMmu (oTaeneHuammn) obuien spavebHol (cemelHOM) NPaKTUKKU), PACNONOMNKEHHBIMU B CENbCKUX
NocesieHMAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpPraHuM3aumun, YTBEPKAEHHbIX HAaCTOSALMM MPUKA30oM,
KOTOpbIl BcTynaeT B cuay ¢ 1 mapta 2022 r. n geincreyeT Ao 1 ceHtabps 2022 roaa.

MuHucTp
M.A.MYPALLKO

MpunnoxkeHme N 1

K NpuKasy MUHUCTepPCTBA 34P0aBOOXPAHEHMUA
Poccuitckoit depepaumm

OT 24 HoAbpAa 2021 r. N 1093H

NPABUNA
OTNYCKA JIEKAPCTBEHHbIX NPENAPATOB A/19 MEANLMHCKOIo NPUMEHEHUA

CnunCOK U3MEHAILWMX AOKYMEHTOB



(8 pea. Mpukasa MuHsapasa Poccum ot 24.11.2021 N 1093 H)

I. O6wue TpeboBaHUA K OTNYCKY NEeKapCTBEHHbIX NpenapaTos
ANA MeAULMHCKOro NpUMeHeHus

1. OTNyCK NIeKapCcTBEHHbIX NPENapaTos 414 MeAULMHCKOro NPUMEHeHNA (ganee - NeKapCTBeHHble
npenaparbl) OCYLLECTBAAETCA anTeUYHbIMM OPraHM3aLUAMU U UHANMBUAYANbHBIMW NPegnpUHUMATENAMMU,
UMEIOWUMM  IMLEH3MI0 Ha dapMaueBTUYECKY0 AeATeNbHOCTb, MeAUUMHCKMMW OpraHmn3aumamu,
UMEIOWUMM  ANLEH3UI0  Ha  dapMaueBTUYECKYlD  AeATeNbHOCTb, W WX  060Cco6AeHHbIMK
noapasgeneHnamm (ambéynatopuamu, denbalepckumm U denbalepcKo-akyWepCcKUMN MyHKTamMu,
LueHTpaMmu (oTaeneHuammn) obuien spayebHol (cemelHOM) NPaKTUKKU), PACNONONKEHHBIMU B CENbCKUX
noceneHuaAx, B KOTOPbIX OTCYTCTBYHOT anTeyHble opraHM3auum (ganee - cybbekTbl PO3HUYHOW TOProsaun),
6es peuenta <1> u (MAK) no peuenTy Ha NEKAPCTBEHHbIM npenapaT, odopmMIeHHOMY <2>
MeAULMHCKMMM paboTHMKamMK (aanee - peuenT), a TakKe no TpeboBaHUI0 MeaMULMHCKOW OpraHM3aLmm
<3> ON1A anTe4yHon opraHMsaLmu.

<1>MoanyHKT "4" nyHKTa 5 yactn 4 crtatbm 18, noanyHKT "K" nyHKTa 1 yactm 1 ctatbm 33
depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHUM eKapCTBEHHbIX cpeacTs"
(CobpaHue 3akoHozaTenbcTBa Poccuiickon deaepaumm, 2010, N 16, ct. 1815) (ganee - dPenepanbHbiii
3akoH N 61-93).

<2>MNoanyHKT 5.2.179 MNonoxeHns o MuHUCTepcTBe 3apaBooxpaHeHns Poccuiickoin Peaepaumnn,
yTBEpPXAEHHOro noctaHoBneHnem lNpasutenbctsa Poccuintckon ®eaepaummn ot 19 nioHa 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuitckont Pegepaumn, 2012, N 26, c1. 3526; 2017, N 52, ct. 8131)
(aanee - MonoxkeHne o MuHUCTEPCTBE).

<3>MyHKT 54 cTaTbk 4 PepgepanbHoro 3akoHa N 61-93 (CobpaHue 3akoHoaaTenbcTBa Poccuninckoi
depepaunu, 2010, N 16, cT. 1815; 2019, N 31, cT. 4456).

2. OTNyCK NeKkapcTBEHHbIX NpenapaToB 6e3 peLenToB OCyLeCcTBASETCA:

1) anTekamu, OCYLLECTBAAIOWMMM PO3HUYHYIO TOProB/at (OTNYCK) NEKapCTBEHHbIX NpenapaTos
Hace/NeHUIo, M anTeKammn KaK CTPYKTYPHbIMWU NOApPasAeNeHUAMN MeAUUMHCKOM opraHM3aummn (aanee -
anTeku);

2) anTeyHbIMM MYHKTamMK, B TOM YMC/AE KaK CTPYKTYPHbIMW MoApasaeneHuamn meanLMHCKON
opraHusauuu (aanee - antTeyHble NyHKTbI);

3) anTeYHbIMN KMOCKaMU;

4) vHAMBMAYaNbHBIMW NPeANnPUHUMATENAMU, UMEIOWUMN NNLEH3UI0 Ha (apMaueBTUYECKYIO
AeATeNbHOCTb (fanee - UHAMBUAYaANbHbIN NPeanpUHUMATEND);

5)  MeAMUMHCKMMM  OpraHuM3aumMaMn, UMEWUMU  AULEH3MI0  Ha  dapmaueBTUYeCKyto
AeATeNbHOCTb, U WX 060C06NEeHHbIMM nNoapasgeneHuamu (ambynatopuamu, denbalepckumm u
denbalepcKo-aKyLWepPCKUMN MyHKTaMK, LeHTpamu (oTaeneHusmu) obuleir BpadebHol (cemenHol)
NPaKTUKK), PACNONOKEHHBIMWN B CE/TbCKUX MOCENIEHUSAX, B KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHu3aLmm
(Banee cooTBETCTBEHHO - MeAMULIMHCKME OpraHM3aumm, ob6ocobaeHHble NoApasaeneHns MeanUnHCKUX
opraHuM3aumin), nepedyeHb KOTOPbIX YTBEPMKAAETCA OpPraHaMm WCNOJHWUTENBHOW BAACTU CybbekTa
Poccuitckoit ®epepaumm <4>,




<4>Yactb 5 ctathm 55 PegepanbHoro 3akoHa N 61-P3 (CobpaHue 3akoHoAaTenbCcTBa Poccuinckoi
depnepaunu, 2010, N 16, cT. 1815; 2020, N 14, cT. 2035).

3. OTNyCK NeKapcTBEHHbIX MPenapaTos Mo peuenTam OCyLLeCTBAAETCS:
1) anTekamu;
2) anTeYHbIMM NYHKTaMU;

3) nHaAMBUAYaNbHBIMW NPEANPUHUMATENAMM (33 UCKNHOYEHWEM OTMYCKA HAPKOTUYECKUX CPeacTB
M NCUXOTPONMHbIX BELLECTB, BK/AKOUYEHHbIX B NepeyYeHb HAPKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U
UX MPEKypcopoB, MoajexalumMx KOHTposto B Poccuiickoit depepaumm <5> (Oanee COOTBETCTBEHHO -
MepeyeHb, HAPKOTUYECKUE U NCUXOTPONMHbBIE IeKapCTBEHHbIE Npenaparthbl);

<5>TlyHKT 2 cTaTbm 2 PepepanbHoro 3akoHa oT 8 AHBapa 1998 r. N 3-®3 "O HapKOTUYECKMX
cpeacTBax M NcuxoTponHbix Bellecteax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaunm, 1998,
N 2, cT. 219; 2016, N 27, cT. 4238) (nanee - PenepanbHbiii 3akoH N 3-$3).

4) MeAULUMHCKMMM OpraHuMsaumMamum u 060co6/eHHbIMM  NoApasgeNneHuaMn  MeguUMHCKUX
opraHusaumii.

4. Mo peuenTam, BbINMCAHHbIM Ha peLenTypHbIx 61aHKax dopmbl N 148-1/y-88, oTnycKatoTca <6>
NleKapCTBEeHHble npenapaTbl, BKAIOYEHHble B MNepeyeHb NeKapCTBEHHbIX CPeacTB ANA MeaMUUHCKOro
NPUMEHeHUA, NoA/EXKALWMNX NPEAMETHO-KOINYECTBEHHOMY YYeTy (Aanee - NekapCTBEHHbIe NpenapaTsl,
BK/IlOYEHHble B nepeyveHsb MKY) <7>.

<6>MoanyHKT 5.2.179 MonoxeHma o MuHuctepctee (CobpaHue 3aKoHoaaTenbcTBa Poccuitckol
depepaunn, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

<7>MopgnyHKT 5.2.171(1) NonoxkeHna o Munucrepcree (CobpaHune 3akoHogaTenbcTsa Poccuninckoi
depepaunn, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970).

YKa3aHHble NleKapCTBEHHbIE npenapatbl, NpegHasHavyeHHble ANA rpaKgaH, UMerLwmx NpaBo Ha
noJsiydeHMe NIeKapCTBEHHbIX NPenapaToB, OTNyCKaemMbIXx 6eCnaaTHO MAM CO CKMAKOM, OTMYCKAIOTCA Mpu
npeabaABNEHUN peLenTa, BbIMMCAHHOMO Ha peuentypHom 6naHke dopmbl N 148-1/y-88, u peuenTa,
BbIMMCAHHOTO Ha peuenTypHom 6naHke popmbl N 148-1/y-04(n).

5. Mo peuenTtam, BbiNUCaHHbIM Ha peulenTypHbiX 6aaHKax dopmbl N 148-1/y-04(n), oTnyckatortca
JIeKapCcTBEHHbIE NpenapaTbl, BbINUCbIBAEMbIE FPaXKgaHaMm, UMeLWMM NpaBo Ha becnnaTHoe NoayyveHue
JIeKApCTBEHHbIX MpenapaToB WM MOJlydeHUEe NEeKapCTBEHHbIX MPENapaTtoB CO CKMAKOW (panee -
JIeKapCTBEHHbIE NpenapaTbl, OTNycKaemble 6ecniaTHO UM CO CKUAKOM).

6. Mo peuenTam, BbINMCaHHbIM Ha peLenTypHbIXx 6naHkax ¢opmbl N 107-1/y, oTNyCcKaloTCA UHble
NleKapcTBeHHble npenapaTbl, He YyKa3aHHble B NyHKTe 4 HactoAwwmx [lpaBun, n 3a UCKAOYEHUEeM
NIeKapCTBEHHbIX NpenapaToB, OTNyCcKaeMblx 6e3 peuenTa.

7. KOMOUWHMpOBaHHbIE NEKAPCTBEHHble Mpenapatbl  ANA  MeAWUMHCKOTO  NPUMEHEHMUS,
codepalime Kpome ManblX KOJAMYECTB HapKOTUYECKUX CpeacTB, MNCUXOTPOMHbIX BELWeCTB M WX
npeKkypcopos Apyrue GapmMaKkosIormyeckme akTMBHbIE BELLECTBA, OTMNYCKAOTCA anTeKamMu, anTeYHbIMM
NYHKTaMM U UHOMBUAYANbHBIMW NPeAnpUHUMATENAMU, UMEIOLLMMU NLEH3UIO Ha GapMaLLeBTUYECKYHO
AeATeNbHOCTb, NO peuenTam, BbIMMCaHHbIM Ha peuenTypHbix 6naHkax ¢opm N 107-1/y n N 148-1/y-
88<8>, Kpome Tex IeKapCTBEHHbIX NPENapaToB, KOTOPbIE OTNyCKatoTcA 6e3 peuenTa.



<8>YacTb 6 cTaTbhk 55 PenepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHOAaTeNnbCTBa Poccuitckoi
depnepaunu, 2010, N 16, cT. 1815; 2013, N 48, cT. 6165).

8. Mo peuentam B GOpPMe 3NEKTPOHHOIO OOKYMEHTa C WCNO/Jb30BaHMEM YCWUJIEHHOWM
KBanMOULMPOBAHHOW 3NEKTPOHHON MoANMCUM MeAMUMHCKOro paboTHWKa (panee - peuent B popme
3N1EKTPOHHOTO AOKYMEHTa) OTMNYCKatoTCA BCe JIeKAPCTBEHHbIE NPenapaTbl, yKa3aHHble B NyHKTax 4, 5, 6, 7
HacToawwmx Mpasun.

9. MeamMuMHCKMe opraHusaumMm u obocobneHHble NoapasaeneHns MeaULMHCKUX OpraHu3aumi
TaK)Ke MOryT OTMnycKaTb:

1) nekapcTBeHHble Mpenaparbl, BKAOYEHHble B nepedyeHb [KY, BbiNMcCaHHble Ha peuenTypHbIX
6naHKax dopmbl N 148-1/y-88;

2) neKapcTBeHHble npenapaTbl, BK/AlOYEHHble B [lepeyeHb JIEKAPCTBEHHbIX MNpenapaTos,
OTNycKaembIx Mo peuentam Bpaya (denbawepa) nNpuM OKasaHUM AONONAHUTENbHOM 6GecniaTHoM
MEAMUMHCKON MOMOLLM OTAENbHbIM KaTeropMam TrparkAaH, WMMelwLWMM MpaBo Ha MoayvyeHue
rocyapCTBEHHOM COUMANbHOM MOMOLWM, A TaKKe WHble JIeKapCTBEHHble CPeacTBa, OTMyCKaemble
6ecnnaTtHO MAKU CO CKMAKOM, BbiMMCaHHbIE Ha peLenTypHbIX 6aaHkax dopmbl N 148-1/y-04(n).

10. OTNycK nekapcTBEHHbIX NPenapaTos, He YKa3aHHbIX B NyHKTax 4, 5, 6, 7 HacTtoawwmx pasun, B
COOTBETCTBUM C MHCTPYKLUAMM MO UX MEAMULMHCKOMY MPUMEHEHUIO ocyLlecTBaseTca 6e3 peuenTos.

11. OTNycK NeKapcTBEHHbIX NPENAPaATOB OCYLLECTBAAETCA B TEYEHME YKA3aHHOIO B peLenTe CpoKa
ero aencTena npm obpaleHmnn anua K cyo bekTy po3HUYHOMN TOProsaun.

12. Ytpatun cuny ¢ 1 ceHtabpsa 2022 roaa. - NMyHKT 3 gaHHoro MNpuKasa.

13. JlekapcTBeHHble MnpenapaTtbl OTNYCKAlOTCA B KO/AMYECTBE, YyKasaHHOM B peuenTe, 3a
UCK/IIOYEHWEM C/lyYaeB, KOraa A4/ JIeKapCTBEHHOrO NpenapaTa YCTaHOBJ/IEHO KO/MYECTBO, KOTopoe
MOXKET 6bITb BbINMMCAHO B O4HOM PeLenTe, UK KypC NedyeHnn <9>,

<9>MopgnyHKT 5.2.177 MonoxeHna o MuHuctepctee (CobpaHue 3aKoHopaTtenbcTBa Poccuickol
depnepaunu, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

Mpy npeabaBAEHUMM peuenTa C MpeBbllleHWEM MpeaenbHO  AONYCTUMOrO  KOJ/MYecTBa
NeKapcTBEHHOro Mpenaparta, KoTopoe MOXKeT 6biTb BbiNMCaHO B 04HOM peuenTte, dapmaLeBTUYecKuit
PaboTHUK MHbOPMMPYET 06 3TOM NMLO, NpeacTaBMBLLEE PeLenT, PYKOBOAMTENA COOTBETCTBYOLLEN
MeAMLMHCKOWM OpraHM3aLmMmn 1 OTNyCcKaeT yKasaHHOMY /MLy YCTaHOB/IEHHOE COOTBETCTBEHHO Npeae/bHO
AOMYCTUMOE KOAMYECTBO /IeKapCTBEHHOro npenaparta, KOTOPOoe MOKeT 6biTb BbIMMCAHO B OAHOM
peuenTe C NPOCTaBNEeHMEM COOTBETCTBYIOLLEN OTMETKM B peuenTe.

Mpy HannMumMm y cybbekTa PO3HUYHOW TOProBAM NEKApCTBEHHOrO npenapata C A03MPOBKOW,
OT/IMYHOM OT [03MPOBKM JIeKAapPCTBEHHOTO MpenapaTta, yKasaHHOW B peuLenTte, OTNYCK MMEHLLerocs
NleKapcTBEHHOTO Mpenapara AOoMNycKaeTcs, ec/in AO3MPOBKA TaKOro IEKapCTBEHHOTO NpenapaTta MeHblue
[O3MPOBKM, YKasaHHOM B peuente. B Takom C/lyyae OCYLLECTBASETCA MNepecyeT KoJ/MYecTBa
JleKapcTBEHHOTO NpenapaTa ¢ Y4eTOM Kypca 1e4eHus, YKa3aHHOro B peLenTe.

B cnyyae ecnv 403MPOBKA NEKapCTBEHHOrO Mpenaparta, MMeloWeroca y cybbekta pOo3HWYHOM
TOProBAW, MpeBbilaeT A03MPOBKY JIeKapCTBEHHOro mpenaparta, YKasaHHylo B peuenTe, pewleHue o6
OTMYCKe /IeKapCTBEHHOro npenapaTta C TaKoW A03MPOBKOM MPUHMMAET MEeAMUMHCKUMI PaboTHUK,
BbINMCABLUMIA peuenT.



14. OTnyck /NeKapCTBEHHOrO MpenapaTa OCYWEeCTBAAETCA B MEPBUYHONM W BTOPUYHOWM
(noTpebuTenbcKkoit) ynakoBKax, MApPKMPOBKA KOTOPbLIX AOMKHaA OTBevyaTb TpeboBaHMAM cTaTbu 46
depnepanbHoro 3akoHa N 61-93 (CobpaHune 3akoHoaaTenbcTBa Poccuitickoit deaepauum, 2010, N 16, cT.
1815; 2014, N 52, ct. 7540), a ynakoBKa AN HapKOTUYECKMX U MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapaTtoB cnucka Il - TpebosaHuam nyHkTa 3 ctatbm 27 PepepanbHoro 3akoHa N 3-3 (CobpaHue
3akoHoaaTenbcTBa Poccuiickon deaepaunm, 1998, N 2, cT. 219; 2016, N 15, cT. 2052).

15. MNpu oTnNycke NeKapcTBEHHbIX MpPenapaTtoB Mo peuenty, obopmMIeHHOMY Ha peuLenTypHOM
6naHKe Ha BymaxkHOM HocuTene, GpapmaLeBTUUYECKUA PabOTHMK NpocTaBaseT OTMETKY Ha peuenTe o6
OTMYyCKe JIeKapcTBEHHOro NpenapaTa "/lekapcTBeHHbIN NpenapaT oTnyweH" 1 ¢ yKasaHuem:

1) HauMmeHOBaHWA anTeyHoM opraHusauum (pamunum, MMeHu, oTyecTBa (MpU  HanAUuMK)
WMHAMBUAYANbHOrO NpeanpuHMmMmaTens);

2) TOProBoro HaMmeHoBaHuA (33 UCKNTIOYEHNEM JZ1IEKAPCTBEHHDbIX MPenapaTtoB, U3rOTOBJ/IEHHbLIX B
anTeyHom OpFaHVIBaLI,MVI), AO3NPOBKU N KOIMYeCTBA OTNYLWEHHOro 1IeKapCTBEHHOIO NpenapaTa,

3) damunnmm, UmeHu, oTyecTBa (NPU HANMYUKN) MEAULMHCKOTO PaboTHMKA B Cy4YanX, YKa3aHHbIX B
ab3aue yeTBepToM NyHKTa 13 1 ab3aue TpeTbemM NyHKTa 16 HacToAwmx MNpasun;

4) pPeKBM3MTOB AOKYMEHTA, YAOCTOBEPAIOLWLEro ANYHOCTb AnLA, NOMYYMBLUETNO NEKaPCTBEHHbIN
npenapar, B C/ly4ae, yKa3saHHOM B NMyHKTe 28 HacToAwmx MNpasun;

5) ¢amunmm, nmeHu, otyectsa (Npu Hannumm) dapmaLeBTUYECKOro PabOTHWKA, OTMYCTUBLUEro
NleKapcTBEHHbIV NpenaparT, U ero NoAnNucH;

6) AaTbl OTNYCKa NeKapCTBEHHOTO Npenapara.

16. lMpun oTnycKe NeKapCTBEHHbIX MpenapatoB MO peuenTy, BbINMCAHHOMY Ha peLenTypHOM
6naHke dopmbl N 107-1/y co cpoKOom AEWCTBMA A0 OAHOrO roAa, B KOTOPOM YKasaHbl nepuodpl U
KO/IMYECTBO OTMYCKa JIEKapCTBEHHOro npenapaTta (B KaxAgbl nepuos), peLenT BO3BpPaLLAeTca AuLy,
npuobpeTaloLLeMy NeKapCTBEHHbIA NpenapaT, C OTMETKOM, coAepiKallel CBeAeHWA, YKasaHHble B
nyHKTe 15 HacTtoawwmx Mpasun.

Mpn ouepeaHom obpalleHUMM Anua K CyOBEKTY PO3HWYHOM TOProBAWM C AAHHbIM PELENTOM
YUMTBIBAIOTCA OTMETKMU O MpeablaylleM OTMYCKe NeKapCTBEHHOro npenapaTta MO TAaKOMy peLenTy U B
cnyyae npuvobpeTteHMa  JIMLOM  KONIMYECTBa  JIEKAPCTBEHHOrO MNpenapata, COOTBETCTBYHOLLErO
MaKCMMaZbHOMY KOJIMYECTBY, YKa3aHHOMY MeAMUMHCKMM pPaboOTHUMKOM B peuenTe, a TaKXKe Mo
NCTEYEHUW CPOKA AENCTBMA peuenTa, Ha peuenTte NpocTasaseTca wramn "JlekapcTBeHHbIM npenapat
oTnyweH" 1 peuenTt BO3BPaLLAETCS NULLY.

EAMHOBPEMEHHDbIN  OTNYCK JIEKApPCTBEHHOTO nNpenapata NoO  peuenTy, BbIMMCAaHHOMY Ha
peuentypHom 6naHke dopmbl N 107-1/y co cpoKom AencTBUA A0 OAHOro roga, B KOTOPOM YKasaHbl
nepuobl U KOJIMYECTBO OTMYCKA SIeKapCTBEHHOro npenapata (B KaxAabl nepuos), A0NyCcKaeTcs TO/IbKO
MO COFACOBAHUIO C MEANLIMHCKMM PAabOTHMKOM, BbIMMCABLUMM peLEenT.

17. MNpu OTNyCKe NeKapCTBEHHbIX MPenapaToB MO peuenTy, BbIMMCAHHOMY Ha pPeL.enTypHOM
6naHke ¢opmbl N  148-1/y-04(n), 3anoNHEHHbIA KOPEWOK TaKoro peuenta nepenaercs
dbapmaueBTMYeCKMM  paboTHMKOM  aivuy, npuobpeTtatowemy (nosnyyarowemy) JeKapCTBEHHble
npenaparbl.

18. OcratoTcA M XpaHATCA Yy cybbekTa pPO3HWYHOM TOProBAW peuenTbl (C  OTMETKoW
"JlekapcTBeHHbIV Npenapar oTnyuieH") Ha:

1) neKkapcTBeHHble NpenapaTbl, OTNycKaemble 6ecnnaTHO UM CO CKUAKOW, - B TeYeHUe TPex NeT;



2) nekapcTBeHHble MpenapaTbl, oTHocAwWwMecA No ATX K aHTUMNCUXOTUYECKMM cpeacTBam (Kog
NO5A), aHKcuonutukam (Kog NOS5B), cHOTBOpHbIM M cedaTuBHbIM cpeactBam  (Kog NO5C),
aHTMaenpeccaHtam (Kog, NO6A) v He noanekawme npeameTHO-KOMYECTBEHHOMY YYeTy, - B TedeHue
Tpex mecsues.

19. PeuenTbl, He VyKasaHHble B MNyHKTe 18 HacToAwmx [lpaBua, OTMEYaloTCA LITAMMOM
"JlekapcTBeHHbIM NpenapaT oThNyLLeH" U BO3BPaALLAOTCA NLY, NOYYMBLIEMY 1eKapCTBEHHbIN Npenapar.

20. PeuenTbl, BbINUMCaHHbIE C HAapyLLeHWeM npasun <10>, perncTpupyloTca B KypHane, B KOTOPOM
YKa3blBAlOTCA BbIIBIEHHbIE HapylweHus B odopmMaeHuMM peuenta, Gpamuans, UmsA, OT4ecTBO (npu
HaAnuMM) MegMUMHCKOro paboTHMKA, BbINWCaBWEro peuent, HaMMeHOBaHWE MeAULMHCKOW
OpraHusauuM, NPUHATbIE Mepbl, OTMeYatoTcs WwTamnom "Peuent HeaelcTBMTeNeH" M BO3BPALLAMOTCA
vy, npepactasuBwemMy peuent. O ¢aKkTax HapyweHusa npasua oQOPMNEHMUS PELENTOB CyObeKT
PO3HUYHOW TOPTrOBAN MHPOPMMPYET PYKOBOAUTENS COOTBETCTBYIOLLEN MEAMLIMHCKON OpraHn3aumu.

<10>MoanyHKT 5.2.179 MonoxkeHma o Munucrepcree (CobpaHue 3akoHoaaTenbcTBa Poccuninckol
depnepaunu, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

21. B obocobneHHOM noapasaeneHnn MmeauuMHCKON opraHM3aumm AoNXKHblI ObiTb obecneyeHsl
YC/NIOBUS COXPAHHOCTM OCTaB/IEHHbIX Ha XpaHEeHWe PeLenToB Ha IeKapCTBEHHbIE CPeacTBa.

PeuenTtbl Ha /fieKapcTBeHHble cpeAcTBa, MNoAa/exalne npegMeTHO-KOINYECTBEHHOMY Y4eTy,
NleKapcTBeHHble CpeacTBa, OTNycKaemble 6ecnnaTHO WAM CO CKUAKOW, eXemMecAYyHO nepeaatoTca M3
060c06NeHHbIX noapasfdeneHuin  MeAUUMHCKUMX OpraHusauuii B MeAMUMHCKME OopraHusaumm,
CTPYKTYPHbIMU NoApasaeieHUAMN KOTOPbIX OHWU ABAAIOTCA, ANA NOCNEAYHOLLEro XpaHeHUA.

22. Mpu oTnycKke fNeKapCTBEHHOro npenapata $GapMaueBTUYECKMI PaboTHUK WMAM PabOTHMK
MeaMLUMHCKOW  opraHm3auun  (o6ocobneHHOro noapasAeneHus  MeAMUMHCKOM — opraHusauumu)
HopMMpyeT 1L, NpuobpeTatollee (Noaydatolee) NekapcTBEHHbIN Npenapar, 0 peXxume 1 A03ax ero
npvema, nNpaBmaax XpaHeHna B AOMALUHWUX YCNOBUAX, O B3aUMOAEUCTBUM C APYTMMU NE€KAPCTBEHHbIMM
npenapatamu.

23. lpun OTNyCKe JNeKapCTBEHHOro npenapaTa ¢gapmaueBTUYECKUn PaboTHUK MAN PabOTHUK
MeaULMHCKOM opraHm3auumn (06ocobneHHOro nogpasaeneHmsa meauLmMHCKON opraHM3auunm) He Brnpase
npeaocTaBAATb HEAOCTOBEPHYO W (MAKM) HENONHYyd WHPOPMALMUIO O HaAUYMM  JIEKAPCTBEHHbIX
npenapaToB, BK/AOYAA J1IeKApPCTBEHHbIE MpenapaTtbl, MMewLWMne OAMHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHWEe, B TOM YMC/e CKpbiBaTb MHOOPMALMUIO O HANNYMM SIEKAPCTBEHHbIX
npenapaTos, UMetoLWMX bonee HU3KYH LeHy <11>,

<11>CraTtba 74 ®PepepanbHoro 3akoHa oT 21 Hoabpa 2011 r. N 323-d3 "O6 ocHoBax oXpaHbl
3/10poBbA rpaxaaH B Poccuitckoit Pepepauunn” (CobpaHume 3akoHoaaTenbcTBa Poccuiickoin ®enepaumm,
2011, N 48, cT. 6724, 2013, N 48, cT. 6165) (nanee - degepanbHbiit 3akoH N 323-93).

24. 3anpelaetca oOTNyck ¢anbcndPUUMPOBaHHbIX, HeA0BPOKAYECTBEHHbIX M KOHTpadaKTHbIX
NeKapcTBeHHbIX Npenapartos <12>.

<12>Cratbas 57 ®depepanbHoro 3akoHa N 61-d3 (CobpaHue 3akoHogaTenbcTBa Poccuitckol
depepaunun, 2010, N 16, cT. 1815).

25. OTNyCcK 3TU/I0BOro CNMpPTa NPOU3BOANUTCA MO PELEnTy C YYEeTOM YCTaHOBAEHHbIX TpeboBaHui K



06bemMy Tapbl, yNakoBKe M KOMMIEKTHOCTU IEKaPCTBEHHbIX NpenapaTtos <13>.

<13>Yactb 4.1 crtatbu 45 bepepanbHoro 3akoHa N 61-®3 (CobpaHue 3aKoHoOAaTeNbCTBA

Poccuitckoii depepaunn, 2010, N 16, cr. 1815; 2015, N 51, cT. 7245), noctaHoBNeHMe [paBUTENbCTBA

Poccuinckoit Pepepaummn ot 23 utona 2016 r. N 716 "O nopsagke ¢GOpPMUPOBAHUA NepeyHs

JIeKapCTBEHHbIX  MpenapatoB  A1A  MEeAMUMHCKOTO  MPUMEHEHMA, B  OTHOLWEHMW  KOTOPbIX

ycTaHaBamBatoTca TpeboBaHMA K 06bemMy Tapbl, YNAKOBKE U KOMMJIEKTHOCTU, NEePeYHA SIeKapCTBEHHbIX

npenapaTos A/1A BETEPUHAPHOTO NMPUMEHEHMA, B OTHOLIEHMW KOTOPbIX YCTaHABAMBAOTCA TpeboBaHMA K
o

obbemy Tapbl, U onpegeneHua Takux TpebosBaHuit" (CobpaHue 3akoHomaTenbcTBa Poccuiickomn
depepaunu, 2016, N 31, c1. 5030).

JlekapcTBeHHble Mpenapathbl, CoAep:KalimMe 3TU/IOBbLIA CNUPT, B TOM YUC/IE M3TOTOB/IEHHbIE MO
peuenTy cybbeKkTOM PO3HUYHOMN TOProBAM, UMEIOWMM JIMLEH3UIO Ha papMaLLeBTUYECKYIO AeATe/IbHOCTb
C MpPaBOM W3roTOBNAEHMS JIEKAPCTBEHHbIX MPEnapaToB, OTMYCKAlOTCA C YYETOM YCTAHOBJEHHbIX
TpeboBaHMIt K 06beMy Tapbl, yNaKOBKE U KOMMIEKTHOCTU JIeKapCTBEHHbIX NpPenapaTos.

26. 3anpeuwiaetca pasfe/ibHbli  OTNYCK NEeKapCTBEHHbIX CPeAcTB, BXOAAWMX B COCTaB
JIeKapCTBEHHOrO npenapara, U3roTaBAMBaemMoro CybbeKkTom poO3HUYHOMN TOProsaun.

27. 3anpellaeTtcs OTNYCK CY6beKTOM PO3HMYHOM TOProBAM MO peuenTam BeTEepPUHApPHbIX
opraHuMsauni:

1) neKkapcTBeHHbIX NPENapaToB, BKAOYEHHbIX B nepeyeHb MKY;
2) NneKapcTBEHHbIX NPenapaToB, OTNYCKaeMblx 6ecnaaTHO UAK Co CKUAKOW;

3) neKapcTBeHHbIX MpenapaToB, oTHOCAWMXCA No ATX K aHTUMNCUXOTUMYECKMM cpeacTBam (Kog,
NO5A), aHKcuonutukam (Koa NOS5B), cHOTBOpHbIM M cedaTuBHbIM cpeactBam (kog NO5C),
aHTMaenpeccaHtam (Kog NO6A) 1 He BK/IHOUYEHHbIX B NepedeHb MKY.

Il. Tpe6oBaHUA K OTNYCKY JIeKapPCTBEHHbIX NPenapaTos
no Tpe60BaHUIO MeAULMHCKOI OpraHusauum

28. [Ona obecneyeHus neyebHOro npouecca B MeAULMHCKON OpraHM3aumMm anTeyHow
opraHusaumeit, ABAAIOWENCA CTPYKTYPHbIM nNoapasgeneHveM TaKoW MeAWUMHCKOW opraHusauum,
OCyLLLeCTBAAETCA OTNYCK NMBO M3roToB/AEHME W OTNYCK JIeKapCTBEHHbIX NpenapaToB Ha OCHOBaHWUU
TpeboBaHMA MeANLMHCKON opraH13aLmm, BbINMCAaHHOIO YNOJHOMOYEHHbIM MeANLUHCKUM PaboTHUKOM
(oanee - TpeboBaHME MeOULMHCKOM OpraHusaLmm).

MeaMumMHCKan opraHvsaums BrpaBe 06paTUTLCA B CTOPOHHIO anTEeYHYH OpraHM3auuio npu
OTCYTCTBMM anTeYHOWN OpraHM3aLmnm, ABAAIOLWENCA CTPYKTYPHbIM NoApa3aeieHnemM Takon meanUMHCKOM
opraHusauum.

JleKapcTBeHHble npenapaTbl, N3roToBAEHHbIE anTeyHbIMMU OpraHU3aLMaAMK 41A Lenei nx oTnycKa
no TpeboBaHNAM MeANLNHCKUX OpraHM3aLnin, rocyapcTBEHHOM perncTpaummn He noaneskart <14>.

<14>MyHKT 1 yactn 5 ctatbn 13 depepanbHoro 3akoHa N 61-d3 (CobpaHue 3aKoHOAaTeNbCTBA
Poccuinckoit ®egepaumn, 2010, N 16, cT. 1815).

29. XpaHeHue TpebOoBaHUN MeANUMHCKON OpraHM3aLumm, no KOTOPbIM OTNYLLEHbI TEKAPCTBEHHbIE
npenapaTbl, OCYLW,ECTBAAETCA anTeYHOM opraHu3auuMelt B COOTBETCTBMWM C MyHKTOM 18 HacToAlero
MopagkKa.



30. HapyweHue nepBWYHOM YMNAKOBKM NEKApCTBEHHOro npenapata npu ero OThnycke Mo
TpeboBaHMIO MeANLMHCKOM OpraHM3aLmMn AONYCKAaeTca anTe4yHoM opraHusaumei, umetowein AnLeH3no
Ha dapmaLEeBTUYECKYIO AeATe/IbHOCTb C NPaBOM M3roTOBAEHUS NIEKAPCTBEHHbIX NpenapaTos. B Takom
Cnyyae OTNYCK JIeKapCTBEHHOro npenapaTa OCYLLeCcTBASETCA B ynakoBKe <15> ¢ npepaocTaB/ieHMEM
WMHCTPYKLMU (KONUM UHCTPYKLMK) NO NPUMEHEHUIO OTMYCKaeMOoro /IeKapCcTBEHHOro npenapara.

<15>Mpukas MwuH3gpaBa Poccum ot 26 oKtabpa 2015 r. N 751H "O6 yTBepXAeHWM npaBun
M3roTOBNAEHMA U OTMYCKA JIEKAapPCTBEHHbIX MPEnapaToB A1A MeAULMHCKOrO MPUMEHEHMA anTeYyHbIMM
OpraHM3auMAMK,  UHOMBUAYANbHbIMKM  NPeanpPUHUMATENAMM,  UMEKOWMMW  AULEH3UKD  Ha
dapmaLeBTMUECKYIO AesTenbHOCTb"  (3apernctpupoBaH MMUHUCTEPCTBOM  HOCTULMM  Poccuiickomn
depepaunn 21 anpens 2016 r., pernctpaunoHHbin N 41897).

lll. Oco6eHHOCTM OTNYCKa IeKapCTBEHHbIX NpenapaTos
no peuentam B popme 3/IeKTPOHHOIO A OKYMEHTA

31. OTNycK NeKapCTBEHHbIX MpenapaTtoB Mo peuentam B popme 3/1EKTPOHHOrO AOKyMeHTa
OCYLLECTB/AETCA anTeKamu, anTeYHbIMU MYHKTaMM WM WUHAMBUAYAAbHbIMK MNpeanpuHMMaTENAMMU,
YKa3aHHbIMKW B NYyHKTe 2 HacToAwmx Mpasua, pacnonoXeHHbIMMU Ha Tepputopumn cybbekta Poccuiickoi
depepaunun, B KoTopom obopmaeH peuent B Gopme 3/1eKTPOHHOIro AOKYMEHTA, B C/lydae NPUHATUA
YNONHOMOYEHHbIM opraHom cybbekTa Poccuinckon Peaepaumm B COOTBETCTBUM C NMYHKTOM 4 cTaTbM 6
depepanbHoro 3akoHa N 61-93 (CobpaHune 3akoHoaaTenbcTBa Poccuitickoit deaepauum, 2010, N 16, cT.
1815; 2019, N 52, cr. 7793) peuweHuns o6 UCNONb30BaHMM HA TeppuUTopUKN cybbeKTa PoccuiicKoit
depepaunmn Hapagy C peuenTamum Ha NeKaApCTBEHHble npenapatbl, 0GOPMAEHHbIMWU Ha OyMarKHOM
HOoCUTene, PeLenToB Ha eKapCTBEHHble npenapaTbl, CHOPMUPOBAHHLIX B GOPME 3INEKTPOHHbIX
OOKYMEHTOB (fanee - pelleHne yrnoJIHOMOYEHHOro opraHa cybbeKkta Poccuitickoii epgepaumn).

32. AnTeyHble OpraHmn3aLmMm SOIKHbI UMETb NOAK/IOYEeHNE K rocyapcTBeHHOM MHGOPMaLMOHHOM
cucteme B chepe 3apaBooxpaHeHua cybbekta Poccuiickont Pepepaumm <16> (aanee - cuctema),
KoTopoe obecneynBaeTcs yrnoJHOMOYEHHbIM OPraHOM BAAcTU cybbeKkTa Poccuiickon Pesepaumn.

<16>MNocTtaHoBneHue MpaButenbctBa Poccuickon dPegepaunm ot 5 maa 2018 r. N 555 "O eguHoi
rocyaapctBeHHoM  UHPOPMALMOHHOM  cucteme B  coepe  3apaBooxpaHeHua”  (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaunm, 2018, N 20, cT. 2849; 2021, N 25, cT. 4814).

TexHuyeckne TpeboBaHWA K MHOOPMALMOHHOMY OBMEHY MexKAy anTeyHoW opraHusauven wu
CUCTEMOW, B TOM Yncne TpeboBaHMA K MAEHTUOUKALMM peuenTa B GOpMe 3/IeKTPOHHOTO LOKYMEHTA U
mMua, obpaTUBLLErocs 3a OTMYCKOM JIEKAPCTBEHHbIX MPEenapaToB Mo TakKMM peLenTam, yCTaHaBAMBAOTCA
pelleHremM yNnoaHOMOYEHHOTO opraHa cybbeKkTa Poccuiickoit Peaepaumn.

33. OTnNycK fNIeKapCTBEHHbIX MpenapatoB No peuentam B GOPMe 3/1IEKTPOHHOIO AOKYMEHTa
OCYLLECTB/IAETCA /MLy, YKasaHHOMY B peuenTe, nMbo ero 3akoHHOMY NpeAacTaBuTento, AMbo auuy,
KOTOpOe /ML, YKa3aHHOe B peuenTe, N ero 3aKoHHbIW NpeacTaBUTeNb YNOJHOMOYMAN Ha NOyYeHne
NeKapcTBeHHbIX Npenaparos.

MpnnoxkeHne N 2
K NpuKasy MnHUCTepPCTBA 34paBOOXPaHEHUS
Poccuiickoin Pepgepaumm



oT 24 HoAbpAa 2021 r. N 1093H

NPABUNA
OTNMYCKA HAPKOTUYECKUX CPEACTB U NCUXOTPOIMHbIX BELLECTB,
3APETMCTPUPOBAHHbIX B KAYECTBE JIEKAPCTBEHHbIX MPEMNAPATOB
Ana MEANUUHCKOIo NPUMEHEHUA, TEKAPCTBEHHbIX MPENAPATOB
ana MEANUNHCKOro NnPMMEHEHUA, COOQEPXKALLUX HAPKOTUYECKUE
CPEACTBA U NCUXOTPOIHDIE BELLLECTBA

1. OTNycK HapKOTUYECKMX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaToB Mo peuenTam
OCYLLLeCTBAAETCA anTeKamu, anTeYHbIMU NYHKTaMK, MeSUULMHCKMMKN OpraHM3aumamm, 060cobaeHHbIMM
noapasaeneHNAMN MegULMHCKUX OPraHn3aumii, UMeLWMMN INLEH3NI0 Ha AeATeNbHOCTb No o6opoTy
HAapKOTMYECKMX  CPeACTB, TMCUXOTPOMHbIX Bewect8 W WX MPEKYypPCcopoB,  Ky/AbTUBUPOBAHMIO
HapKocoAepalux  pacteHuit. [epeyeHb  MEAMUMHCKMX  OpraHuMsauuin M 060cobaeHHbIX
noapasaeneHnii MeauMuUMHCKUX OpraHn3aLmin, nepedeHb HaPKOTUYECKMUX NEKAPCTBEHHbIX NPenapaTos u
MCUXOTPOMHbIX  JIEKAPCTBEHHbIX NPenapaTtos, OTNYCK KOTOPbIX  OU3MYECKUM  NMLAM  MOXeT
OCYLLECTBAATLCA  YKa3aHHbIMKM  MEAUUMHCKMUMWM  OpraHuMsaumamm UM UX  060C06AEHHbIMM
noapasaeneHnaMN, YCTaHaBAMBAKOTCA OpraHamMu MCMNOSHUTENbHOW BAacT cybbekToB PoccuidcKoi
depepaunn <1>.

<1>MyHKT 1 ctatbn 25 PepepanbHOro 3akoHa oT 8 aHBapa 1998 r. N 3-®3 "O HapKOTUYECKUX
cpeacTBax M NcuxoTponHbix Bellectsax" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaumnm, 1998,
N 2, cT. 219; 2016, N 1, cT. 28).

2. Mo peuenTtam, BbIMMCAHHbIM Ha peLenTypHbiX 6aaHKax ¢opmbl N 107/y-HIM<2>, oTnyckatoTca
HAapPKOTMYECKME M MCUXOTPOMHbIE JIEKAPCTBEHHblE MpenapaTbl, BHeceHHble B CMMCOK HapKOTUYECKMX
cpeacTB M NCUXOTPOMHbLIX Bew,ecTs, 060pOT KoTopbix B Poccuiickon Pepepaumm orpaHuMyeH UM B
OTHOLIEHMN KOTOPbIX YCTAHAB/AMBAIOTCA MEpPbl KOHTPONSA B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM
Poccuitickoli depepaumm M MexKAyHapogHbIMM goroBopamu Poccuiickon Pepgepaummn (cnmcok 1),
MepeyHs (panee - HAPKOTUYECKME W MCUXOTPOMHblE JIeKapCTBEHHble npenapaTbl cnucka Il), 3a
NCKNtOYEHNEM HAapPKOTUYECKMX U NMCUXOTPOMHbIX NEKAPCTBEHHbIX NPENapPaToB B BUAE TPaHCAEPMasbHbIX
TepaneBTUYECKUX CUCTEM M JIEKAPCTBEHHbIX MPEenapaToB, COAEep)Kalinx HAPKOTMYECKoe CPeacTBO B
COYETAaHWUM C aHTAarOHUCTOM ONMMOUAHbIX PELLENTOPOB.

<2>MoanyHKT 5.2.178 nyHkTa 5 MonoxeHua o MuHUCTepcTBe 3ApaBoOXpaHeHna Poccuiickoi
depepaunn, yTeepKAeHHOro noctaHosneHnem MpaButenbctea Poccuiickon deaepaumm ot 19 uioHA
2012 r. N 608 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaummn, 2012, N 26, c1. 3526; 2017, N 52,
cT. 8131) (panee - MNonoxxeHne o MnHUcTepcTee).

3. Mo peuenTam, BbINMCAaHHbIM Ha peLenTypHbIx 61aHKax dopmbl N 148-1/y-88, oTnycKatoTca <3>:

<3>MopgnyHKT 5.2.179 MonoxeHna o MuHuctepctee (CobpaHue 3aKoHopaTtenbcTBa Poccuinckol
depnepaunu, 2012, N 26, c1. 3526; 2017, N 52, cT. 8131).

1) ncuxoTponHble NeKapcTBeHHble npenapaTbl, BHeceHHble B CMMCOK MCUXOTPOMHbIX BELLECTB,
obopoT KoTopbix B Poccuitckoit Pepepaumm orpaHMYeH M B OTHOLIEHMM KOTOPbIX AOMyCKaeTca
WCKNOYEHNE HEKOTOPbIX MepP KOHTPO/IA B COOTBETCTBMMU C 3aKOHOAATENBbCTBOM Poccuiickoit Pegepaumu
N  MexayHapoAHbiMM paorosopamm Poccuitickoii depepaumm (cnucok lll), MepeuHsa (panee -
NCUXOTPONMHbIE IeKapCTBEHHbIE NpenapaTbl cnucka lll);



2) HapKoTU4eCkne U MNCUXOTPONHblE NEeKapPCTBEHHbIE NpenapaTtbl CMUCKa Il B BUAe
TpaHCAepPMa/IbHbIX  TepaneBTUYECKUX cncTtem n NIeKapCTBEHHDbIE npenapartsl, coaepKaume
HapKoTn4yeckoe cpeacTtBo B CO4eTaHUN C aHTArOHNMCTOM ONMMOUNAHbLIX PeL.enTopoB;

3) nekapcTBeHHble npenapaTtbl, M3roTaBAMBaeMble MO pPeuenTy Ha NeKapCTBEHHbIM npenapaTt u
cogepkallme HapKoTUYeCcKoe CPeacTBO UM NCUXOTPOMHOE BELLECTBO, BHECEHHOE B CNUCOK Il MepeyHs,
n apyrve papmMaKkoNorMyeckme akTMBHbIE BELWECTBa B 403€, He NPEBbILIAtOLLEN BbICLLYHO Pa30oByo A03Y,
N NpU YCAOBUM, YTO 3TOT KOMBUHMPOBAHHbIN NIeKaPCTBEHHbIM NpenapaT He ABAAETCA HapKOTUYECKMM
WX NCUXOTPOMHbIM 1IEKAPCTBEHHbLIM NPENapaTom cnucka ll.

4. Mpu OTNycKe HapPKOTUYECKOro M MNCUXOTPOMHOro JIeKapCTBEHHOro npenapaTta chnucka Il Ha
peuenTe 06 OTNYCKe IeKaPCTBEHHOro NpenapaTa NpoCTaBAseTca NneYyatb anTekn UaM anTeyHoro NyHKTa,
B KOTOPOI YKa3aHO MX NOJIHOE HaMMeHOBaHMe (MPU HaNNYMK NeyaTu).

5. OcTaloTcs U XpaHATCA Y CybbeKTa PO3HUYHOM TOPros/n peLenTsl (C oTmeTKon "JleKapcTBeHHbIN
npenapart otTnyuweH") Ha:

1) HapKoTMYecKMe M NCUXOTPOMHbIE NEKAapPCTBEHHble MpenapaTtbl cnucka I, ncuxoTponHble
NleKapcTBeHHble npenapaTbl cnucka lll - B TeueHne naTu net;

2) KOMBUHMpPOBaHHbIE NIEeKAPCTBEHHbIE NpenapaTbl, coAepiKalime HapKOTUYECcKue cpeacTBa UM
MCUXOTPOMHbIE BeLlLecTBa, BHeceHHble B cnunckn Il mn Il MepeyHA, M3roToBNEHHble B anTeYHOM
OpraHu3auumM, NeKapCTBEHHbIE MNpPenapatbl, Nogfexawme npegMeTHO-KOINYECTBEHHOMY YYeTy, - B
TeyeHwue Tpex NeT.

YKa3aHHble NleKapCTBEHHble npenapatbl, NpegHasHavyeHHble ANA rpagaH, UMeroLwmx NpaBo Ha
NnoJsly4eHMe NeKapCTBEHHbIX NPenapaToB, OTNYCKaeMbIXx 6ecnaaTHO MW CO CKMAKOM, OTNYCKAKTCA npu
npeabaABAEHUN peLenTa, BbINMMCAHHOrO Ha peuentypHom 6naHke dopmbl N 148-1/y-88, u peuenTa,
BbIMMCAHHOTO Ha peuenTypHom 6naHke popmbl N 148-1/y-04(n).

6. OTNYCK HapKOTMYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaToB OCYLLECTBAAETCA
bapMaLeBTUYECKMMY U MEAUUMHCKUMU PaBOTHUKAMM, 3aHUMAIOWMMKN AOMKHOCTM, BK/KOYEHHblE B
nepeyeHb AO/KHOCTEN dapMaLEeBTUUYECKUX U MeAMUMHCKMX PabOTHWKOB B OpraHM3aumaAx, KOTOPbIM
npeaocTaBNeHO MpPaBO OTMNYCKa HApPKOTMYECKUX JeKAapCTBEHHbIX MpenapaTtoB WM MNCUXOTPOMHbIX
NleKapcTBEHHbIX NpenapaTos GU3MYECKUM nLam <4>,

<4>MopgnyHKT 5.2.176 MonoxeHma o MuHuctepctee (CobpaHue 3aKoHopaTtenbcTBa Poccuickol
depnepaunu, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333).

7. HapkoTMyeckne M MCUXOTPOMHbIE NeKapCTBEHHble npenapaTbl cnucka I, 3a McKalovyeHuem
JIeKapCTBEHHbIX MPenapaTtoB B BWAE NAACTbipeld M NEeKapPCTBEHHbIX MPenapartos, CoAepKalnx
HapKOTUYECKoe CpeacTBO B COYETaHUWM C aHTAarOHUCTOM OMMOWMAHbLIX PELEenTopoB, OTMYCKalTCA Mpu
npeabaABAEHUN AOKYMEHTA, YA0CTOBEPAIOLLEro MYHOCTb, INLY, YKa3aHHOMY B peLenTe, ero 3aKkoHHomy
npeactasuTento <5> uan auuy, nmerollemy oGoOpMIEHHYIO B COOTBETCTBUW C 3aKOHOAATENbCTBOM
Poccuiickoit depepalmm AOBEPEHHOCTb HA MPaBO MOAYYEHMA TaKUX HAPKOTUYECKUX M MCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaTos.

<5> B OTHOWeEHWMN NKnUa, yKa3aHHOro B 4actu 2 ctaTbu 20 PepepanbHoro 3akoHa N 323-03
(CobpaHue 3akoHogaTenbcTBa Poccuinckont Pepepaumm, 2011, N 48, c1. 6724).

MpY HEBO3MOXHOCTN 0DOPMAEHNA NHKYPabenbHbIMU 6ObHBIMM Ha 3aBEPLLAIOLEM 3Tane KU3HU
A0BEPEHHOCTU Ha NPaBO MNOyYeHNA YKa3aHHbIX B ab3aLe NepBoM HACcTOALWLEro MyHKTa HAPKOTUYECKUX U



MCUXOTPOMHbIX NIEKAPCTBEHHbIX NPEnapaToB TakWe JeKapCTBEHHble MpenapaTbl OTMYCKaloTCA WHbIM
NMLAM, OCYLLECTBAAIOWMM yXO4 33 HMMW, MPU NpeabABAeHMUM OAHOBPEMEHHO C peuenTom Ha
NeKapcTBeHHbIV NpenapaTt AOKYMEHTa, YA0CTOBEPAIOLWEro MYHOCTb, U AOKYMEHTA, MOATBEPKAAIOLLErO
NHKypabenbHoe cocToAHMe 60/bHOrO, COAEep’Kallero CBeAeHMA O Auue, KOTopoe nosy4yaer
JleKapcTBeHHble npenapaTbl No peuenty (bammuans, UMa, oTYeCTBO (NpU HanMuuKM), Bua, cepua u (Mnm)
HOMEpP AOKYMEHTa, YAOCTOBEPAOWEro AMYHOCTL), 3aBEPEHHOrO MNOAMNUCHI0 U MevYaTbio MeAUUUHCKOTo
PaboTHMKA, a TaKKe NevaTblo MeANLMHCKON OpraH13aumnn.

[JOKyMeHT, noaTBepKAaloWmnii WMHKypabenbHoe cocTosiHMe 60nbHOro, OCTaeTca B anTeyHou
opraHu3auuu.

8. HapkoTnyeckrMe M MNCUXOTPOMHbIE NeKapCTBEHHbIE MpenapaTtbl cnucka |l (3a uckaoveHnem
NIeKapCTBEHHbIX MPENapaTtoB B BUAE NAACTbipeld M NEKAPCTBEHHbIX MNPEnapaTos, COAEPHKALLUX
HapKOTUYECKOE CPeACTBO B COYETAHMU C aHTArOHUCTOM OMMOMAHbLIX PELENnTOPOB), NpeAHa3Ha4YeHHble
ONA TpaXkAaH, UMeoLLMX NpaBo Ha becniaTHoe NoNyYeHWE IEKAPCTBEHHbIX NPENapaToB UAU NOoSyYeHMe
JIeKapPCTBEHHbIX NPEenapaToB CO CKUAKOM, OTMYCKAOTCA NpU NPeabaBAEHUN peLenTa, BbIMMCAHHOIO Ha
peuentypHom 6naHke popmbl N 107/y-HM, 1 peuenTa, BbINMCAHHOIO Ha peLenTypHom 6aaHKe popmbl N
148-1/y-04(n).

9. MNocne oTnycka HapKOTUUYECKUX M MCUXOTPOMHbIX SIEKAPCTBEHHbIX NpenapaToB cnucka I, B Tom
yncae B BUAE TPaHCAEPMA/bHbIX TEPANEBTUYECKMX CUCTEM W 1EKAPCTBEHHbIX MPEnapaTos, COAEPHKALLUMX
HapKOTMYECKOE CPeAcCTBO B COYETaHMM C aHTArOHMCTOM OMMOMAHbLIX PELEenTOPOB, NCUXOTPOMHbIX
NeKapcTBeHHbIX npenapatoB cnucka |l anuy, nonyymBlieMy feKapCTBEHHbIM npenapaT, BblAaeTcs
CUTrHaTypa C XKeNTol Nosocon B BEPXHEN YaCTU U HAAMUCLIO YepHbIM WpPUGTOm Ha Helt "CurHaTypa"”, B
KOTOPOMW YyKa3bIBatoTCA:

1) HaMmeHoBaHME U aApec MeCTOHaXOMAEHUA anTeKku, anTeyHoro MNyHKTa, MeAULUHCKOWM
opraHusauunmn, obocobneHHoro nogpasaeneHna meanuUUHCKON opraHnsauuuy;

2) Homep 1 AgaTa BbIMMCAHHOrO peLenTa;

3) damuauna, nmsa, oT4ecTso (MpU HaAMuMKM) Mua, AN KOTOPOro npeaHasHadeH SeKapCTBEeHHbIN
npenapar, ero BO3pacT;

4) HOMep MEeAMUMHCKOM KapTbl MauMeHTa, MOAYyYalolWero MeAULMHCKYIO MOoMOollb B
ambynaTopHbIX YCI0BUSAX, A1 KOTOPOro NpeAHa3HavyeH ieKapCcTBeHHbIN npenaparT;

5) damunus, ums, oT4ecTBO (NPY HAANUMKM) MeSULMHCKOTO PaboTHMKa, BbINUCABLUErO peLenT, ero
KOHTaKTHbIN TenedoH nmbo TenedpoH meaNUNHCKOM OpraHn3aumu;

6) coaepraHue peuenTta Ha ATUHCKOM A3blKE TN PYCCKOM A3bIKE,;

7) dammnuns, nmsa, oT4ecTso (Npu HaAMuMK) U NOANUCL GpapmMaLLeBTUYECKOro UAN MeaULMHCKOro
paboTHMKaA, OTNYCTUBLLErO IEKaPCTBEHHbIN Npenapart;

8) AaTa oTnycka nNeKkapCcTBEHHOro npenapara.

10. 3anpewaeTtca OTNYCK CYOBLEKTOM PO3HMYHOW TOProBAM MO pPeuenTam BeTepUHapPHbIX
OpraHn3aunii HAPKOTUYECKUX U NCUXOTPOTHBIX JIEKAPCTBEHHbIX NPENAPaToB.

MpunnoxkeHne N 3
K NpuKasy MMHUCTEPCTBA 34paBOOXPAHEHMA



Poccuiickoin Pepgepaumm
oT 24 HoAbpAa 2021 r. N 1093H

NoPAA0K
OTMYCKA ANTEYHBIMU OPFAHU3ALMAMMU UMMYHOBUOIOTUYECKUX
NEKAPCTBEHHbIX NPENAPATOB

1. OTNycK MMMYHOBMONOrMYECKUX NEeKapCTBEHHbIX MPernapaToB OCYLLECTBAAETCA anTe4YHbIMU
OpraHusauMaAMM U UHAMBUAYANAbHBLIMA  MPEANPUHUMATENAMKN, WUMEIOWMMU  JIMLUEH3UIO  Ha
bapmMaLeBTUYECKYIO AeATeNbHOCTb, MEAUUMHCKUMW OPraHusaumMamMmmu, MMELMMN JINLEH3UIO Ha
bapmaueBTUYECKYID AeATeNlbHOCTb, U UX 060cobneHHbIMUM MogpasgeneHuammn  (ambynatopuamu,
denbawepckumm n  GenbalepcKko-akyLEepCcKMMM  MyHKTaMK, LeHTpaMn (oTaeneHusmu) obuien
BpauyebHol (cemeltHOM) NPaKTUKKM), PaCNONOKEHHbIMU B CENbCKMX MOCENEHUSAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble oOpraHusauum, 6e3 peuenta WM (MAM) NO pPeuenTy Ha JIEKAPCTBEHHbIM npenapar,
odopmIeHHOMY MeaANLMHCKMMK paboTHUKamM (aanee - peuenr).

2. Npw oTNycke MMMYHOBMOI0rMYECKOro IEKaPCTBEHHOrO MpenapaTa Ha peuenTe Wau KopelKe
peuenTa, KOTOpbI OCTaeTca y /avua, npuobpeTatolero (NOAy4yaloWero) JeKapcTBEeHHbIM npenapar,
YKa3blBaeTca TOYHOe BpeMs (B Yacax M MUHYTaxX) OTMYCKa SIeKapCTBEHHOro npenapara.

3. OTnyck WMMMYHOBMONOrMYECKOro JIeKapCTBEHHOro npenapaTa OCYLLEeCTBAAETCA  /ivuy,
npuobpeTatowemy (nonydatrolemy) NeKapCTBEHHbIM MnpenapaTt, NpM HaAWYMK Yy Hero cneumanbHoro
TEPMOKOHTEMHEpPa, B KOTOPbIA MOMELLAeTCa /fIeKapCTBEHHbIM npenapat, WAM  BO3MOXHOCTU
npuobpeTeHna B anTeYyHOM OpraHMsauMmM HeobXoAMMbIX CPeaCcTB  ANA  TPaHCNOPTUPOBKM
(TepMmoOKOHTEIMHED, XNa03/1EMEHTbI).

4. Jlvuy, npuobpeTwemy UMMYHOBMONOTMYECKMIM NIeKapCTBEHHbIM NpenapaT, pPasbACHAETCH
HeobXoAMMOCTb [OCTaBKM N€KapCTBEHHOIO MNpenapata B MegUUMHCKYI0 OpraHuM3auMio B CPOKM, He
npeBbIWatoWwmne CPoKM NoadepkaHna paboyeit TemnepaTypbl CPeAcTB TPAHCMOPTUPOBKK, YKa3aHHbIe B
MHCTPYKLMK.




