MNMpuka3 MuHuctepcTBa 3gpaBooxpaHeHns P® ot 11 nrona 2017 r. N 403H
"O6 yTBepXAeHUM npaBus OTNYCKa JieKapCTBEHHbIX NpenapaToB ANA MeAULUHCKOro
NPUMEHEHUSA, B TOM YUCIIe UMMYHOOMONMOrMYecKuX NneKkapCcTBeHHbIX Npenaparos,
anTeYHbIMU OpraHu3auusaMu, UHAUBUAYaNbHbLIMU NpeaNpPUHMMaTENAMU, UMELLUMHN
NULEH3UI0 Ha chapMaueBTUYECKYIO AeATeNbHOCTbL"

FAPAHT:

O nopsgke NpUMEHEHNA OTAENbHbIX HOPM HACTOsILWEro npukasa cMm. nucbma MuH3gpasa
Poccumn ot 27 ceHTs6ps 2017 r. N 2853/25-4 n ot 24 oktabpsa 2017 r. N 3095/25-4

B cooTtBeTCcTBMM CO cTaThben 55 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93
"O6 obpaweHnn nekapctBeHHbix cpeacTts" (CobpaHve 3akoHopaTenbcTBa Poccuiickon
depepaumn, 2010, N 16, ct.1815; N 31, cT.4161; 2013; N 48, crt.6165; 2014, N 52,
cT. 7540; 2015, N 29, cT. 4388; 2016, N 27, cT. 4238), nyHktoMm 3 ctaTtbu 12 ®egepansbHOro
3akoHa oT 17 ceHTabps 1998 r. N 157-03 "O6 wummyHonpodumnakTuke MHEPEKLMOHHBbIX
bonesHen" (CobpaHne 3akoHogaTenbctBa Poccuiickon depepaumn, 1998, N 38, cT. 4736;
2009, N 1, ct.21; 2013, N 48, c1.6165) n nognyHktamn 5.2.169, 5.2.183 lMonoxeHus o
MwuHucTepcTBe 34paBOOXpaHeHUs Poccuinckon depepauuu, yTBEPXOEHHOro
noctaHoBrneHuem [lpaButenoctBa Poccunckon depepaumm ot 19 utoHa 2012 r. N 608
(Cobpanune sakoHopaTtenbcTBa Poccunckon depepaumn, 2012, N 26, ct. 3526; 2013, N 16,
cT. 1970; N 20, cT1. 2477; N 22, c1. 2812; N 33, cT. 4386; N 45, c1. 5822; 2014, N 12, cT. 1296;
N 26, cT.3577; N 30, cT.4307; N 37, c1.4969; 2015, N2, c1.491; N 12, cT1.1763; N 23,
cT. 3333; 2016, N 2, c1.325; N9, cT.1268; N 27, cT. 4497; N 28, cT.4741; N 34, cT. 5255;
N 49, cT. 6922; 2017, N 7, cT1. 1066), npnkasbiBalo:

1. YTBepauTb npaBuna OTMNyCKa JIEKAPCTBEHHbIX MpenapaTtoB ANd MeOUUMHCKOro
NPUMEHEHNSA, B TOM YMCIie MMMYHOBMOMNOMMYECKNX NEKAPCTBEHHbIX NpenapaToB, anTe4yHbIMU
opraHuM3aumsamMu, WHAMBMAYanbHbLIMW NPEeanpPUHUMATENAMU, UMMELWUMN  NULEH3NIO  Ha
hapMaueBTUYECKYIO AeATENbHOCTb, COMacHO MpPUoXKeHUIo.

2. [Mpun3HaTb yTpaTUBLLUMMU CUNY:

npukas MuHUCTepCTBa 34pPaBOOXPaHEHUsI M couMnanbHOro pasBuUTUS Poccuickon
depepaumm ot 14 gekabpa 2005 r. N 785 "O [lMopsigke oTnycka nekapCTBEHHbIX cpeacTs”
(3apernctpupoBaH MuHuctepcteom toctuunmn Poccunckon Pepepauum 16 sHeaps 2006 r.,
permctpaunoHHsin N 7353);

npukas MuHUCTepCTBa 34PaBOOXPAHEHUS M CcouManbHOro pasBuTUS Poccuinckon
depepaumm ot 24 anpens 2006 r. N 302 "O BHeCeHUN M3MeHeHUn B npuka3 MuHucTepcTBa
34paBoOOXpaHeHnst U couunanbHoro passutua Poccuickon degepauum ot 14 gekadbpsa 2005 r.
N 785" (3apeructpupoBaH MuHuctepcteom toctmummn Poccunckon depepaumm 16 mas 2006
r., permctpauynoHHsin N 7842);

npukas MwuHuCTepcTBa 34paBOOXpPaHEHUs U couuwanbHOro passutus Poccunckon
®epepaumm ot 12 despans 2007 r. N 109 "O BHeceHUM mameHeHun B [lopsgoK oTnycka
neKapCTBEHHbIX CPeacTB, YTBEPXAEHHbIM MpukaszoM MuHUCTepCTBa 34paBOOXPAHEHUsT U
coumanbHoro passutusas Poccuinckon degepaunm ot 14  pgekabpa 2005 r. N 785"
(3apeructpupoBaH MuHuctepctBom toctuumm Poccunckon ®epepaumm 30 mapta 2007 r.,
permctpauynoHHsin N 9198);

npukas MwuHuCTepcTBa 34paBOOXpPaHEHUs U couuanbHOro passutus Poccunckon
®epepaumm ot 6 asrycta 2007 r. N 521 "O BHeceHun u3MeHeHUN B [lopsgok oTnycka
NeKapCTBEHHbIX CPeacTB, YTBEPXAEHHbIA npukaszoM MuHUCTEpCTBA 34paBOOXPAHEHUS U
coumanbHoro passutusas Poccuinckon degepaunm ot 14  pgekabpa 2005 r. N 785"
(3apeructpupoBaH MuHuctepctBom toctuumm Poccuiickon ®epepauun 29 asrycta 2007 r.,
pernctpaunoHHsin N 10063).
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MwuHucTp B.N. CksopuoBa

3apeructpmpoBaHo B MuHiocte P® 8 ceHTabpsa 2017 r.
PernctpauunoHHbin N 48125

MpunoxeHune

K npuka3sy MuHuctepcTBa 3gpaBooxpaHeHus
Poccuimnckon Penepauum

oT 11 uronsa 2017 r. N 403H

MNMpaBuna
OTNYyCKa JyieKapCTBEHHbIX NpenapaToB ANA MeAULUHCKOro NpUMeHeHUs, B TOM Yucrne
MMMYHOOMONOrNYeCKUX fieKapCTBEHHbIX NpenapaToB, anTe4YHbIMU OpraHu3aumusimMm,
MHAUBUAYaNbHbIMU NpeaNnpPUHUMATENAMU, UMEOLWMMU NTULIEH3UIO Ha
c¢hapmMaLeBTUYECKYIO AeATENbHOCTb

l. O6wume Tpe6OBaHM'iI K OTNYCKY JieKapCTBeHHbIX npenapaTtoB And MmeaununHCKOro
npuMmeHeHusA

1. Hactosiwme npasuna onpenensitoT NOPsSAoK OTMNycKa feKapCTBEHHbIX npenapaToB
ANA  MeOVUMHCKOro NPUMEHEHUs,, B TOM 4YUCre MMMYHODMOMOrMYeckux nekapCTBEHHbIX
npenapaTtoB (ganee - rneKkapCTBEHHble MpenapaTbl), anTe4yHbIMU OopraHM3aunamun u
MHOMBUAYANbHLIMW MpeanpuHUMaTensaMn, UMerLWwmMMn INMUeH3nio Ha dapmMaueBTUYeCcKyro
aeaTternbHOCTb (danee - cybbekTbl poO3HWYHOM Toproenu), 6e3 peuenta*(1) m (unu) no
peuenTy Ha InekapCcTBEHHbIM rpenapart, BbIMUCAHHOMY B YCTaHOBIIEHHOM rnopsake*(2)
MeOAUUMHCKAMKM  paboTHMKaMK, a Takke no TpeboBaHUAM-HaKnagHbIM OpraHu3auumu,
OCYLLeCTBNALWEN MEANLNHCKYIO AEATENbHOCTb (Aanee - MeavumHCKasi opraHmsaums), nnm
WHOMBUAYANbHOIo NpeanpuHUMaTens, UMeLEro SIMLEH3NI0 HA MEOVULIMHCKYHO AeATeNbHOCTb
(oanee cooTBETCTBEHHO - peuenT, TpeboBaHne-HaknagHas).

2. OTnycK nekapCTBeHHbIX NpenapaTtoB 6e3 peuenToB OCYLLECTBSETCA:

anTtekamu;

anTeYHbIMU MyHKTaMU;

anTeYHbIMU KMOCKamu;

MHOMBMAYaNbHbIMA npegnpuHuMaTensiMu, UMeroLnMm NNUEH3UI0 Ha
dhapmaLeBTUYECKYO0 AeATENBHOCTL (ganee - HANBMAYanbHbIA NpeanpuHUMaTenb).

3. OTnycKk nekapCTBEHHbIX NpenapaToB MO pelenTamM OCyLeCcTBNAeTCs:

anTtekamu;

anTeYHbIMM MyHKTaMMU;

MHOUBMAOYANbHBIMU MpPeanpuHUMaTensMn (3a UCKIIOYEHNEM OTMYCKa HApPKOTUYECKUX
CpeacTB M MNCUXOTPONMHLIX BELECTB, BKIIOYEHHbLIX B Mepe4vyeHb HapKOTMYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLECTB W WX MPEKYpPCOpPOB, Moanexawmx KOHTponw B Poccunckon
depnepaumun, yTBEPXKAEHHbBIM nocTaHoBreHmem lpasutensctea Poccuinckon degepaumm ot
30 wmoHa 1998 r. N 681*%3) (panee cooTBeTCTBEHHO - [lepeyeHb, HapKoTMyeckue u
NCUXOTPOMHbIE NIEKAapPCTBEHHbIE Npenaparhbl).

OTnycK HaApKOTMYECKUX WM MCUXOTPOMHbIX FIEKapCTBEHHbLIX MpenapaToB No peuenTtam
OCyWlecTBMASAEeTCA anTekamMm U anTeYHbIMU  MNyHKTaMW, UMEKLWUMU  JIMLEH3NIO  Ha
AEATEeNbHOCTb NO O0BOPOTY HAPKOTUYECKMX CPEACTB, MNCUXOTPOMHbIX BELWECTB M UX
NPeKypcopoB, KyfibTUBUPOBAHUIO HAPKOCOAEPXaLLNX paCTEHUN.
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OTnyck  MMMYHOBMOMNOIMYECKMX  NEeKapCTBEHHbLIX NpenapaTtoB Mo  peuenTtam
OCyLLecTBMAgeTCcs antTekaMmy 1 anTe4YHbIMU NyHKTaMu.

4. MNo peuenTtam, BbIMMCaAHHLIM Ha peuenTypHbiXx 6naHkax c¢opmbl N 107/y-HI*(4),
OTNYCKalOTCH HapPKOTUYECKME W MNCUXOTPOMHbIE JleKapCTBEHHbIE MpernapaTtbl, BHECEHHbIE B
Cnmncok HapKOTUYECKNX CPEACTB M MCUXOTPOMHbIX BELECTB, 000pOT KOTOpbIX B Poccumnckom
depgepaumm orpaHM4eH M B OTHOLUEHUN KOTOPbIX YCTaHaBNUBAKTCA Mepbl KOHTPONs B
COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuickon degepaumm u MexXgyHapoaHbIMU
poroBopamn Poccunckon depepaumn (cnucok ll), lNepeyHa (ganee - HapkoTU4eckue WU
NMCUXOTPONHbIE JleKapCTBEHHbIe MpenapaTbl crnucka Il), 3a UCKITYEeHNnEM HapKOTUYECKUX U
NCUXOTPOMHBLIX NEeKapCTBEHHbIX MNpenapaTtoB B BUAE TpaHcAepMalbHbIX TepaneBTUYeCKUX
CUCTEM.

Mo peuentam, BbINMUCAHHbIM Ha peuenTypHbiX OnaHkax dopmbl N 148-1/y-88,
oTtnyckatTcsa*(5):

NCUXOTPOMHbIE FEeKapCTBEHHble MpenapaTtbl, BHeCEeHHble B CrMCOK MCUXOTPOIMHbIX
BellecTB, 06opoT KoTopbiX B Poccunckon denepaumm orpaHnUYeH U B OTHOLLEHUN KOTOPbIX
AO0MNYyCKaeTCs UCKMNIYEHNe HEKOTOPbIX MEP KOHTPOMSA B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccunckon degepauunm n mexgyHapoaHbiMu gorosopamu Poccuiickon degepaumm (Cnmcok
[I), MepeyHs (ganee - NCMXOTPONHbLIE NeKapCTBEHHble NpenapaTtsbl cnucka lll);

HapKOTMYECKME W TMCUXOTPOMHbIE flekapCcTBeHHble npenapatbl cnucka Il B Buge
TpaHcaepMaribHbIX TepaneBTUYECKUX CUCTEM;

neKkapCTBEHHble npenapaTbl, BKMOYEHHbIE B NepeyveHb NeKapCTBEHHbIX CPeacTB Ang
MeOMUMHCKOrO MNPUMEHEHUs, noanexawmx npegMeTHO-KONMMYeCcTBEHHOMY Yy4veTy*(6), 3a
UCKITIOYEHNEM NEeKapCTBEHHbIX MpenapaTtoB, yKasaHHbIX B ab3auax nepBoM U TpeTbem
HacTosILLero NyHKTa, WU NekapCTBEHHbIX MpenapaToB, OTnyckaemblx 6e3 peuenta (ganee -
nekapCTBEHHble NpenapaTbl, Noanexaline npeaMmeTHO-KONTIMYECTBEHHOMY YYeTy);

nekapCcTBeHHble npenapaTbl, obragawowme aHabonM4yeckom aKTUBHOCTLIO (B
COOTBETCTBUM C OCHOBHbIM (hbapmakonormyeckum gencremem)*(7) n oTHoOcsWMecs no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Krnaccudukauun, pekoMmeHgoBaHHOW BcemupHon
opraHumsaumen sgpasooxpaHeHus (ganee - ATX), kK aHabonuyeckum ctepoungam (kog A14A)
(oanee - nekapcTBeHHbIE NpenapaTbl, obnagatowmne aHabonMyeckon akTMBHOCTBIO);

neKkapCTBEHHble npenapaTbl, yKaszaHHble B nyHkTe 5 [lopsgka otnycka usmnyeckum
nMuamM nekapCTBEHHbIX NpenapaTtoB Afs MeAMUUHCKOro NPUMEHEHUS, codepalimx Kpome
ManblX KONMMYECTB HAPKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELIECTB U UX MPEeKypcopoB
apyrue chapmakonormyeckne akTuBHble BELLECTBA, YTBEPXKAEHHOIo npukazom MuHuctepcTea
34paBOOXpaHEHNs 1 coumanbHoro passutus Poccunckon degepaumm ot 17 maa 2012 r.
N 562H*(8);

neKapCTBeHHble npenapaTbl, W3roTaBfMBaeMble MO peuenTy Ha JeKapCTBEHHbIN
npenapat W coaepXxawue HapKoTUdeckoe CpeacTBO WM NCUXOTPOMNHOE BELLECTBO,
BHeceHHoe B cnucok |l MNepeyHsa, n gpyrne dpapmakonorndeckue akTMBHbIE BeLLlECTBa B J03€,
He MpeBbllalowen BbICLUYK pPa3oBy0 403y, U NpU YCrOBUW, YTO 3TOT KOMOBUHMPOBAHHbIN
NeKapCTBEHHbIN npenapart He ABMNSeTCA HAPKOTUYECKUM UNU NCUXOTPOMHbLIM NeKapCTBEHHbIM
npenapaTtom cnucka ll.

Mo peuenTtam, BbINMCAHHLIM Ha peuenTypHbIX 6naHkax cpopmbl N 148-1/y-04 (n) nnu
cpopmbl N 148-1/y-06 (rn1), oTnyckalTCA JeKapCTBEHHble npenapaTbl, BbINUCbIBAEMblE
rpaxgaHam, nmerLwmnm nNpaeBo Ha BecnnaTtHoe MonyyYyeHue NeKapCTBEHHbIX MpenapaToB Unu
noslyyeHMe nekapcTBEHHbIX MpenapaTtoB CO CKUAKOW (Janee - nekapCTBEHHbIE Mpenaparhl,
oTnyckaemMble 6ecnnaTHO Unn co CKMOKOM).

Mo peuentam, BbIMMCAHHBIM Ha peuenTypHbiX 6OnaHkax dopmbl N 107-1/y,
OTNYCKalOTCHA MWHble IeKapCTBEHHble MpenapaTbl, He yKa3aHHble B ab3auax rnepBomMm,
TpeTbeM - AEeBATOM HACTOSALIEro MyHKTa, 3a WCKMIYEHWEM feKkapCTBEHHbIX MpenapaTos,


garantf1://70116050.1000/
garantf1://70116050.1000/
garantf1://12012176.222/
garantf1://70304898.2001/
garantf1://12012176.333/
garantf1://12012176.333/
garantf1://12012176.222/
garantf1://70084474.1005/
garantf1://70084474.0/
garantf1://12012176.222/
garantf1://70304898.2003/
garantf1://70304898.2004/
garantf1://70304898.2002/

oTnyckaembix 6e3 peuenTa.

5. OTnyck nekapCTBEHHbIX MpenapaToB, He yKa3aHHbIX B MYHKTe 4 HacTOAWMX
MpaBun, B COOTBETCTBUM C WHCTPYKUMSAMU NO UX MEAUUUHCKOMY MNPUMEHEHUIO
ocyulecTBnseTtca 6e3 peLenTos.

6. OTnyck nekapcTBEHHbIX MpenapaToB OCYLECTBISETCS B TeYEeHWe yKasaHHOro B
peuenTe Cpoka ero 4encTBMA npu obpalleHm nmua K CybbekTy pO3HUYHOW TOProBIv.

B cnyyae otcyTtcTBUSA y cyObekTa pO3HUYHOWM TOProBnM fieKapCTBEHHOro npenaparta,
YKa3aHHOro B peuenTe, npu obpawleHnn nuua K CyObekTy PO3HUYHOWM TOpProBnu peuent
NnpUHUMaeTCcsa Ha obcnyXnuBaHue B crefytoLmne Cpoku (ganee -oTcpoveHHoe obenyxmBaHue):

peuent ¢ nomeTtkon "statim" (HemeaneHHo) obcnyxuBaeTca B TeYeHWe OAHOro
paboyero AHs co AHs obpalleHus nmua K cybbekTy pO3HUYHON TOProBIu;

peuenTt ¢ noMmeTkon "cito" (Cpo4YHO) obecnyxmMBaeTca B TedeHne AByx paboumnx gHen co
AHS obpalleHuns nuua K cybbekTy pO3HUYHOM TOProBnu;

peuenT Ha JNeKapCcTBEHHbIM npenapaT, BXOASWMA B MWHUMAamNbHbIN aCCOPTUMEHT
NeKapCTBEHHbIX NpenapaTtoB ANs MeAULMHCKOrO NpUMEHEHUs, HeOBXoaUMbIX OS1S OKa3aHWUs
MeauumHCKon nomowm*(9), obcnyxmBaeTca B TedeHue natu paboumx AOHen co  OHS
obpallueHnsa nuua K cyobekTy pO3HUYHOMN TOProBnu;

peuenT Ha NekapCTBEHHbIN NpenapaT, OTnyckaemMbl 6ecnnaTHO UM CO CKUAKOM N He
BOLLEAWNA B MUHMMArbHbIA aCCOPTUMEHT NleKapCTBEHHbIX NpenapatoB AN MeaULMHCKOro
NPUMEHEHNS, HeobXxoaAMMbIX Af1 OKa3aHus MeOULMHCKOW nomouiM, obcnyxuBaeTca B
TeyeHne gecatn paboyumx aHen co OHA obpalleHns nuua K CyGbekTy pO3HUYHOW TOProBnu;

peuenTbl Ha feKapCTBEHHble npenapaTbl, Ha3Ha4Yaemble Mo peleHuto BpayvyebHoun
KoMmuccun, obCcrnyxnBaroTca B TedeHne naTHaguaTtn paboumnx gHen co gHA obpalleHuns nuua K
CyOBEKTY PO3HUYHOM TOProOBIN.

3anpewaeTca oTnyckaTb JeKapCTBEHHble npenapaTtbl MO peuentaMm C UCTEKLUM
CPOKOM [EeNCTBUS, 3a UCKIIOYEHMEM Chny4yasl, Korga CpoK OeNCTBUS pelenTta UCTeK B nepuog
HaXOXAEHMS ero Ha OTCPOYEHHOM 0BCNYXMBaHUW.

Mpn nctevyeHnn cpoka OencTBUA peuenTta B Nepmos HaxoXaeHNsa ero Ha OTCPOYEHHOM
obcnyxmMBaHUM OTNYCK NEKapCTBEHHOIO npenapaTa No TakoMy peuenTy ocyuwiecternseTcs 6e3
ero nepeoopmMeHus.

7. JlekapcTBeHHbIE NpenapaTbl OTMYCKalTCA B KONUYECTBE, YKa3aHHOM B peuenTe, 3a
UCKMIOYEHNEM CrlydaeB, Korga NSl fieKapCTBEHHOro npenaparta yCTaHOBMEHbl NpeaenbHOo
A0NyCTUMOE Ui PpEKOMEHAOBaHHOE KONUYECTBO ANA BbiNUCbIBaHWUS Ha oavH peuenT*(10).

Mpn npegobsBneHun peuenta C NpeBbllEeHWEM MpedenibHO  A0NyCTUMOro  Unu
PEKOMEHOOBAHHOIO KONMYEeCcTBa JeKapCTBEHHOro npenapaTta And BbIMUCbIBAHUSA HA OOMH
peuenTt dapmMaueBTU4eCKMn paboTHUK WHGopMuUpyeT 006 3TOM nuuUo, npeacTaBuBLLEE
peuenT, pyKkoBoOMTENA COOTBETCTBYIOLLEN MeOUUMHCKOW oOpraHusauumM u  OThyckaeT
yKazaHHOMY §uuy YCTAHOBIIEHHOE COOTBETCTBEHHO nNpedenbHO  AOoNycTMMOe  Unu
pekoMeHOOBaHHOEe KONMUYEeCTBO JeKapCTBEHHOro npenapaTta ANnd BbIMUCbIBAHUSA Ha OOWH
peuenT C NpoCTaBleHNEM COOTBETCTBYIOLLEN OTMETKM B peLenTe.

Mpn Hanmuum y cybGbekTa PO3HUYHOW TOProBNM fIEKAapCTBEHHOrO MnpenapaTta C
A03UPOBKOW, OTIIMYHOW OT LO3MPOBKM JIEKAPCTBEHHOrO npenaparta, ykasaHHOW B peuenTe,
OTNYCK WMEILEerocss rnekapcTBEHHOro npenapaTta [onyckaeTcd, ecnu [O3MpoBKa Takoro
NeKapCTBEHHOro npenapaTta MeHblle [O3MPOBKW, YKasdaHHOW B peuente. B Takom crniyvae
OCYLLEeCTBNSAEeTCA MepecyeT KOonMyecTBa JleKapCTBEHHOro npenapata C Y4eTOM Kypca
fievyeHns, yKkasaHHoOro B peLenTe.

B cnyyae ecnu [o3npoBka nekapCTBEHHOrO npenaparta, umetllerocs y cybbekra
PO3HMYHOW TOProBMnuW, MpeBbIaeT [LO3MPOBKY FIEKAPCTBEHHOrO npenaparta, yKasaHHyl B
peuenTte, peweHne 06 oTnycke NekapCTBEHHOro npenaparta C Takou SO3MPOBKOW NPUHUMAaET
MeOMLUNHCKNIA pabOoTHUK, BbINMCABLUUIA PELENT.



8. OTnyck nekapCTBEHHOro npenapara OCYLUECTBMSETCA B MNEPBUYHON U BTOPUYHOWN
(noTpebuTenbCckon) ynakoBKax, MapKMpOBKa KOTOPbIX AOfMKHa oTBeyaTb TpeboBaHUAM
ctatbu 46 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-&3 "O6 ob6paweHumn
neKkapCTBeHHbIX cpedcTB"*(11), a ynakoBka ANA HapPKOTUYECKUX W MCUXOTPOIHbIX
nekapCTBeHHbIX npenapatoB cnucka Il - TpeboBaHuaM nyHkTa 3 ctatbm 27 PeaneparnbHOro
3akoHa oT 8 gaHBapa 1998 r. N 3-®3 "O HapkoTU4ecKnx cpeactBax M MCUXOTPOIHbIX
BewecTBax"*(12).

HapyweHne nepBMYHOM YNaKoBKW JIeKAapCTBEHHOro npenaparta npu ero oTnycke
3anpeLlaetcs.

HapylieHne BTOpuYHOM (MOTPEeBUTENbCKON) YNakoBKW NEKapCTBEHHOro npenaparta u
OTNYCK JIeKapCTBEHHOro npenapata B MNEPBMYHOW YMNaKOBKe AOMyckaeTcs B Clyyae, ecnu
KONMMYECTBO NeKapCTBEHHOro npenaparta, ykasaHHoe B peuenTte unu Heobxogumoe nuuy,
npuobpeTarolemMy nekapCcTBeHHbIM npenapat (npy 6e3peuenTypHOM OTMYCKE), MEHbLUEe
KOnunyecTBa flekapCTBEHHOro npenapara, cogepallerocsi BO BTOpUYHOM (MOTpebuTtenbckom)
ynakoBke. B Takom criyqae npu oTnycke fiekapCTBEHHOro npenapara nuuy, npuobpeTaroLlemy
NeKapCTBEHHbIN npenapaT, npefoCTaBNAeTCs WHCTPYKUMS  (KOMUS  MHCTPYKUMM) No
NPUMEHEHNI0 OTMYCKaeMOoro fiekapCTBEHHOro npenapara.

9. lNpu oTnycke nekapCcTBEHHbIX MpenapaTtoB nNo peuenty dapmMaueBTU4eCcKun
paboTHWK NpocTaBnseT OTMETKY Ha peuente o0 OTnycke fekapCTBEHHOro npenapaTta C
yKasaHueM:

HaMMeHOBaHWS anTeyHou opraHu3auumn (pamunuu, uMeHu, oTdyecTBa (NPU HanNU4UK)
WHOMBUAYANbHOro NpeanpuHuMarTens);

TOProBOro HaMMeHOBaHWUA, AO3MPOBKM U KONMUYECTBa OTMYLUEHHOro JieKapCTBEHHOro
npenapara;

dhamMmnmm, umeHu, otdyecTBa (MpPUM HanNMymMm) MeaUUMHCKOro paboTHWMKa B criyyasx,
yKasaHHblX B ab3aue 4eTBepTOM rMyHKTa 7 u ab3auye Ttpetbem nyHkta 10 HacToAwmx
MpaBun;

PEKBU3NTOB  [OOKYMEHTa, YOOCTOBEpPSHWEro JfMYHOCTb  fuua,  MOnyYuBLUEro
nekapCTBEHHbIM Npenapar, B cry4yae, ykazaHHOM B nyHkTe 20 HacToawmx MNpasun;

amunum, uMeHu, oTyecTBa (NpuM Hanuuun) papmaueBTUYeckoro paboTHuKa,
OTNYCTMBLLErO fIeKapCTBEHHbIN NpenapaT, U ero NoANucy;

AaTtbl OTNyCKa nekapcTBEHHOro rnpenaparTa.

10. llpn oOTNycKe nekapCTBEHHbIX MpenapaTtoB MO peuenTy, BbINMCAHHOMY Ha
peuentypHom 6naHke copmbl N 107-1/y, CpoK [enCTBUA KOTOPOro COCTaBnsieT OOuH
roa*(13), n B KOTOPOM YyKa3aHbl Nepuoabl N KONMYECTBO OTNyCKa NeKapCTBEHHOro npenapaTa
(B Kaxgblh nepuopd), peuenT Bo3BpawaeTcs nudy, npuobpeTtarolemMy feKkapcTBEHHbIN
npenapaT, C OTMETKOW, coaepXallen cBeleHNs, yKa3aHHble B NyHKTe 9 HacToAwmx [Npasun.

Mpn oyepegHom obpaweHn nuua K CyObekTy PO3HUYHOM TOProBfM C AaHHbIM
peuenTtoM y4uTbiBalOTCA OTMETKM O npeblayliemM OTMNyCKe NeKapCcTBEHHOro npenapata no
TakoMy peuenTy 1 B cnyyae npMobpeTeHns NUUoM KonmyecTBa fekapCTBEHHOro npenapara,
COOTBETCTBYHOLLEIO0 MakCUMaribHOMY KONMYECTBY, yKa3zaHHOMY MeOMUMHCKAM paboTHMKOM B
peuente, a Takke MO MUCTEYEHUN cpoKa OEeNCTBUSA peuenTa, Ha peuenTe npocTasnseTcs
wramn "JlekapcTBeHHbIM Npenapart oTnyweH" 1 peuenTt BO3BpaLLaeTcs nmuy.

EQMHOBpPEMEHHBIN OTMYCK NEeKapCTBEHHOro npenapara no peuenTty, BbIMMCAHHOMY Ha
peuentypHom 6naHke dopmbl N 107-1/y, Cpok LOEWCTBUA KOTOPOro COCTaBnsieT OOWH
rog*(13), n B KOTOPOM YyKasaHbl NepMoabl U KOSIMYECTBO OTMyCKa NekapcTBEHHOro npenapata
(B Kakgbl nepunopn), AomnyckaeTcs TOMbKO MO COrfnacoBaHMO C MEANUUHCKUM pabOoTHUKOM,
BbIMYCaBLUNM peLenT.

11. Tlpn oTnycke nekapcTBEHHbIX MpenapaTtoB MO peuenTy, BbINMMCAHHOMY Ha
peuentypHom ©naHke dopmbl N 148-1/y-04 (n) wnm  dopmbl N 148-1/y-06 (n),
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3anoJSTHEHHbIN KOPELLIOK TaKoro peuenTta nepegaetca papMaueBTU4eckMM paboTHUKOM nuuy,
npuobpeTatoemy (nonyyarowemMy) nekapcTBeHHbIE NpenapaTbl.

12. Tlpn oOTnycke HapPKOTUYECKOro W TMCUXOTPOMHOro JieKapCTBEHHOro rnpenapara
cnucka Il Ha peuenTe 06 oTnycke nekapCTBEHHOrO Npenapara NpocTaBnseTca nevyatb anTeku
NN anTe4yHOoro NyHKTa, B KOTOPOW yKasaHO MX MOSIHOe HauMeHoBaHue (Mpy Hanuyum nevaTn).

13. MNpun oTNycke MIMMyHOBNONOrMYECKOro NeKapCTBEHHOro Npenapara Ha peuenTe unu
Kopellke peuenTta, KOTOpbIM oOcTaetcsa Yy nuua, npuobpeTatowero (nosnyyarowiero)
NEeKapCTBEHHbIN npenapat, ykasblBaeTCs TOYHOE Bpems (B 4acax WM MuHyTax) OThycka
nekapcTBEHHOro npenaparTa.

OTnyck MMMYHOBMONOIrMYECKOro NEKapCTBEHHOrO MpenapaTta OCYLEeCTBAsSeTCa nuuy,
npuobpeTatolemy (nonyvarllemMy) nekapcTBEHHbLIM npenapaTt, MnpyM Hanuydmm y Hero
crneumnanbHOro TEPMOKOHTEWHepa, B KOTOPbIA MOMeELaeTCa feKapCTBEHHbIN npenapaT, C
pasbsiCHEHMEM HeobXoAMMOCTM [OCTaBKM [OAHHOrO JIeKapCTBEHHOro npenaparta B
MEAMLMHCKYI0O OpraHu3auuio Npy YCNoBUM XpaHeHUs1 B crneunanbHOM TEPMOKOHTENHepe B
CPOK, He NpeBbiwatowmii 48 yacos nocrne ero NnpnobpeTeHus.

14. OcTaloTca M XpaHATCA Yy CcyObekTa pPO3HUMYHOW TOProBnu peuenTbl (C OTMETKON
"INlekapCTBEHHbIM Npenapart oTnyweH") Ha:

HapKOTMYECKME W  MCUXOTPOMHbIE  JeKapCTBEHHble npenapatbl  cnucka I,
NCUXOTPOMHbIE NeKapCTBEHHbIe npenapaTbl cnucka lll - B TedeHne natu ner;

nekapCTBEeHHble npenapaTtbl, OThyckaemble 6ecnnaTtHO UMW CO CKUOKOW, - B TeYeHue

Tpex ner;
KOMOMHMPOBaAHHbLIE  fEeKapCTBEHHble MpenapaTbl, CoAepXalume HapKoTU4eckue
cpeacTBa WNM  MCUXOTPOMHble BelwecTBa, BHeceHHble B cnucku Il u |l Tepeyns,

N3roTOBMEHHbIE B anTe4yHOM OpraHu3auun, nekapcTBEHHble npenapaTbl, obnagatowme
aHabonMyeckon akTMBHOCTbLIO, JEKapCTBEHHblE MpenapaTbl, noanexawme npeamMeTHo-
KONMYEeCTBEHHOMY Y4ETY, - B TEYEHME TpeX MeT;

NeKapCTBEHHbIE Mpenapartbl B XXMAOKOW NEKapCTBEHHOW dhopme, coaepxailume bonee
15% aTunosBoro cnupTta oT o6bema rotToBon NPOAYKUUN, UHbIE NIEKAPCTBEHHbIE NpenapaTbl,
oTHocAwmecs no ATX Kk aHTuncmxotudeckum cpeacteam (kog NO5SA), aHkcnonutukam (Kog
NO5B), cHoTBOpHbIM U ceaaTuBHbIM cpeacteam (kog NO5C), aHTugenpeccaHtam (kog NOGA)
1 He noanexawne NnpeamMmeTHO-KONMYECTBEHHOMY YYeTY, - B TeYEeHUe Tpex MecsLeB.

15. PeuenTbl, He yka3aHHble B NyHKTe 14 HacToAwmx [paBun, oTMeYarTcs WTamMnom
"IlekapCTBEHHbIN NpenapaT oTnyLleH" n Bo3BpaLLalTCa nuuy, Nony4vmBLUEMY NTEKAPCTBEHHbLIN
npenapar.

PeuenTbl, BbINMCaHHbIE C HApyLLEHWEM YCTaHOBMEHHbIX NpaBun*(14), permcTpmpytoTcs
B )XXypHane, B KOTOPOM YKa3blBalOTCH BbISIBMIEHHblE HapylleHMs B OOpPMIEeHUN peuenTa,
dhamunus, nms, oT4ecTBO (NMPU HaNMYMM) MeQUUMHCKOro paboTHMKa, BbiNUCaBLUEro peuent,
HaMMeHoBaHNE MEOMLMHCKON oOpraHvM3aumu, nNpPUHATbIE Mepbl, OTMEe4YalTCA LITaMmnom
"PeuenTt HepenctBuTenen" u BoO3BpawalTca nvuy, npeactasmsiemMy peuent. O pakTax
HapyLlleHns npaBun oOpMNEHNs peuenToB CyObekT PO3HWYHOW TOProBnM MHAOPMUPYET
PYKOBOAUTENSA COOTBETCTBYIOLLEN MEOULNHCKON OpraHn3aunm.

16. [lpu oTnycke nekapCTBEHHOro npenapata dapmMaueBTU4eCcKni paboTHUK
nHpopmupyeT nuuo, npuobpeTatoee (nonydatrowee) NekapCTBEHHbIN nNpenapar, 0 pexvve
U gosax ero npuvema, npasunax XpaHeHus B OOMAaLUHUX YCMOBUSIX, O B3aMMOLEWCTBMM C
APYrMMUM NeKapCTBEHHbIMU NpenapaTamMu.

17. Tpu oTnycke nekapCTBEHHOro npenapata dapMaueBTUYECKUA pPabOTHUK He
BrpaBe nNpeaocTaBnATb HEAOCTOBEPHYH W (MNN) HEMOMHYH WHAOPMALMIO O Hannyum
NeKapCTBEHHbIX NpenapaToB, BKMNOYasi NleKapCTBEHHbIE NpenapaTbl, UMeKLne OaNHaKoBOe
MEeXayHapoaHOe HenaTeHTOBaHHOE HaMMEeHOBaHMEe, B TOM 4YMCNe CKpbIBaTb UHOpMaLUIo O
HanMyumn NeKapCTBEHHbIX NpenapaToB, nMmerwmx 6onee HU3Kyo LeHy*(15).
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18. 3Banpewaetcsa oTnyck danbCUPULMPOBaHHbIX, HEeA0OPOKAYECTBEHHbLIX WU
KOHTpadaKTHbIX JIeKapCTBEHHbIX npenapaTtos*(16).

Il. Tpe6boBaHMA K OTNYCKY HAPKOTUYECKMX U NCUXOTPONHbIX NIeKapCTBEHHbIX
npenaparoB, JIeKapCTBEHHbIX NpenapaTtoB, ob6nagarowmx aHabonnm4yeckomn
aKTUBHOCTbLIO, MHbIX NIeKapCTBEHHbIX NpenaparoB, noanexawmx npegmMmeTHoO-
KONIM4eCTBEHHOMY yyeTy

19. OTnyck HapKOTUYECKUX U  MCUXOTPOMHbLIX NIEKAPCTBEHHbLIX MpenapaTos,
NeKapCTBEHHbIX npenapaToB, obragarowmx aHabonmyeckon akTUBHOCTLIO, NeKapCTBEHHbIX
npenapaTtoB, noanexawmx npeamMmeTHO-KONIMYEeCTBEHHOMY  Y4yeTy,  OocyllecTBnseTcs
hapmaueBTU4eCKUMnN paboTHUKaMU, 3aHUMaKLWMMN OOIHKHOCTU, BKITOYEHHbIE B NMepeyeHb
AOIMKHOCTEN (bapMaueBTUYECKMX U MeOULMHCKUX PabOTHUKOB B OpraHu3auusax, KOTOpbIM
npegoCTaBIeHO NPaBo OTMNyCcKa HAPKOTUYECKUX NeKapCTBEHHbIX NpenapaToB U NCUXOTPOMHbIX
NeKapCTBEHHbIX NpenapaTtoB PU3MYECKMM NuuaMm, YTBEPXOEHHbIN npukasom MuHuctepcTBea
3apaBooxpaHeHns Poccunckon ®epepauun ot 7 ceHTss6pa 2016 r. N 681H (3apernctpupoBaH
MwuHuctepcteom toctuumm Poccurickon ®epepauumn 21 ceHTtabps 2016 r., permcTpaunoHHbIn
N 43748).

20. HapkoTuyeckne Kn NCUXOTPONHbLIE JeKapCTBEHHble npenapaTtbl cnucka Il, 3a
UCKIMIOYEHNEM JIEKapCTBEHHbIX NpenapaTtoB B BuAe TpaHcAepMarbHbIX TepaneBTUYeCcKuX
cucTeM, OTMNyCKalTCA Mpu NpeabsaBneHUn OOKYMeHTa, YOOCTOBEpPSoLWero NMMYHOCTb, nudy,
yKkasaHHOMY B peuenTte, €ero 3akOHHOMY npeactaButento*(17) wnn nudy, umeowemy
0OpPMIIEHHYI0O B COOTBETCTBMW C  3akoHogaTenbcTtBoMm  Poccunckon  depepaumm
AOBEPEHHOCTb Ha MPaBO MOSTyYEeHUSI TaKUX HAPKOTUYECKUX U MCUXOTPOMHBIX SIeKapCTBEHHbIX
npenaparTos.

21. HapkoTuyeckue W MNCUXOTPOMHbIE nekapcTBeHHble npenapaTbl cnucka Il (3a
WCKIMIOYEHNEM FeKapCTBEHHbIX NpenapatoB B BuAe TpaHcAepMarbHbIX TepaneBTUYeCKuX
cucTeM), npefHasHavyeHHble AN rpaxnaH, uMerwux npaBo Ha 6ecnnaTtHoe nonyyeHue
NEeKapCTBEHHbIX MpenapaTtoB WM MnosiyYeHue neKapCTBEHHbIX MpenapaTtoB CO CKUAKOW,
OTNycKatTCs Npu NpeabsBreHnn peuenTta, BbIMMCAHHOIo Ha peuenTypHoM 6naHke copmbl
N 107/y-HIN, n peuenTta, BbINMCAHHOrO Ha peuenTypHom OnaHke copmbl N 148-1/y-04 (n)
unu coopmbl N 148-1/y-06 (n).

JlekapcTBeHHble npenapatbl, yKa3aHHble B ab3auax TpeTbem - BOCbLMOM MyHKTa 4
HacToswmx [lpaBun, npefHasHayeHHble AONS FpaXaaH, UMEKLWMX MpaBO Ha MonydYeHue
NeKapCTBEHHbIX NpenapaToB, OTNyckaeMblx GecnnaTtHO MM CO CKMAKOW, OTNYCKalTCsa npu
npegbsBreHMn pelenTa, BbIMMCAHHOMO Ha peuenTypHoM OnaHke copmbl N 148-1/y-88, un
peuenTta, BbIMMCAHHOIO Ha peuenTypHom GnaHke cpopmbl N 148-1/y-04 (n) nnun dopmbl
N 148-1/y-06 (n).

22. locne oTnycka HapKOTUYECKMX M MCUXOTPOIMHbIX feKapCTBEHHbIX MpenapaToB
cnucka ll, B TOoM ynucne B Buge TpaHcaepMarnbHbIX TepaneBTUYECKNX CUCTEM, NCUXOTPOMHbIX
neKkapCTBeHHbIX npenapartos cnucka Il nvuy, nonyyvBLueMYy neKkapCTBEHHbIN Mpenapart,
BblJaeTCsl curHatypa C >XenTon nosiocon B BEPXHEN YacTu U HALMUCbIO YepHbIM LWPUATOM Ha
Hen "CurHaTypa", B KOTOPOWN yKa3bIBaKOTCS:

HanMeHOBaHWE N agpec MeCTOHaAXOXOEHWST anTeKn U anTeYHOro NyHKTa;

HOMep W1 JaTa BbINUCAHHOIO peuenTa;

amnnusa, MMms, OTYECTBO (MpPUM Hanuuuu) nuua, ANg KOTOporo npeaHasHadeH
neKapCTBEHHbIN npenapaT, ero Bo3pacrT;

HOMEep MeOUUMHCKOW KapTbl nauueHTa, nonyyarwowero MeauuMHCKYyI0 MNoMOLb B
ambynaTopHbIX YCMNOBUSX, ANA KOTOPOro NnpegHa3HavyeH nekapCTBEHHbIV npenapar;
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dhamunus, MMs, OTYeCTBO (NPU HanNUuuM) MeauUMHCKOro paboTHMKa, BbINUCaBLLEro
peuenT, ero KOHTaKTHbIN TenedoH NMbo TenedoH MeanLMHCKON OpraHn3aunm;

cofepXaHue peLenTta Ha NTaTUHCKOM S3bIKe;

dhammnms, uMsi, OT4ECTBO (MPY HaNM4YuKn) 1 NOANUCL hapmaLeBTUYECKOro paboTHMKa,
OTNYCTMBLLEro NeKapCTBEHHbIV npenapar;

AaTa oTnycka fekapCTBEHHOro npenapara.

23. OTnyck 3TMNOBOro cnvpTa NPOU3BOAUTCH MO peuenTy C Yy4eTOM YCTaHOBMEHHbIX
TpeboBaHUn kK 06 beMyY Tapbl, yNakoBKE M KOMMMEKTHOCTU NIeKapCTBEHHbIX npenapaToB*(18).

lNlekapcTBeHHble nMpenapaTtbl, cogepXxawue STUMOBbLIK CNUMPT, B TOM 4uUcrne
N3roTOBMEHHbIE MO peuenty CyObekToM PO3HMYHOW TOProOBMW, MMEKLWMM JIMLEH3NIO Ha
hapmaLeBTUYECKYI0 AEATENbHOCTb C NPaBOM M3rOTOBMEHUSA NEKapCTBEHHbIX MpenapaTos,
OTNYCKAKTCA C Y4YETOM YCTaAHOBMNEHHbIX TpeboBaHuMM K o0O6bemMy Tapbl, YNakoBKE U
KOMMNEKTHOCTU fNleKapCTBEHHbIX npenapaTos*(18).

24. 3anpewiaeTtca pasgenbHbli OTNYCK JIeKapCTBEHHbIX CPeacTB, BXOASALWMX B COCTaB
NeKkapCcTBEHHOro npenapaTa, N3rotaBnmBaeMoro Cy6GbLeKTOM pO3HUYHOW TOProOBIW.

25. 3anpewiaeTcss OTNYCK CYObEKTOM pPO3HUYHOW TOProBNM  JleKapCTBEHHbIX
npenapaTtoB, yKasaHHbIX B MyHKTe 4 Hactodawmx [lpaBun, no peuentaMm BeTepUHAPHbIX
opraHusaumin.

lll. TpeboBaHMA K OTNYCKY NleKapCTBEeHHbIX NpenapaTtoB Mo TpeboBaHUAM-HaKNagHbIM
MeAULIMHCKUX OpraHu3auvu, MHAMBMAYyanbHbIX NpeanpuHUMaTernen, UMerLmnx
JNINLEH3UIO HA MeAULIMHCKY0 AeATeNIbHOCTb

26. TpeboBaHue-HaknagHasi Ha OTMYCK JleKapCTBEHHbIX npenapaToB oopMIisieTcs B
cootBeTcTBUM C MHCTpyKUMen O nopsiake BbIMUCbIBAHUSA FEKAPCTBEHHbIX MpenapaToB M
odhopMIieHMsT peLenToB 1 TpeboBaHMM-HaKNaaHbIX, YTBEPXKAEHHON rnpukazomMm MuHuctepcTsea
34paBoOXpaHeHns n coumansbHoro passutmna Poccunckon depepaumm ot 12 dpespana 2007 r.
N 110 "O nopsigke HasHa4yeHUs U BbINUCbIBAHUSA NeKapCTBEHHbLIX MpenapaTos, U3genui
MEAMLMHCKOrO Ha3Ha4YeHns W chneunanuMavpoBaHHbIX MNPOAYKTOB rnedebHoro nutaHus"
(3apernctpuposaH MuHuctepctsom toctuumm Poccuinckon depepaumn 27 anpensa 2007 r.,
permctpaunoHHbin N 9364)*(19).

[onyckaeTca OTNyCK NeKkapCTBEHHbIX MpenapaToB Mo TpeboBaHUAM-HaKNagHbIM
MEANLMHCKNX OpraHM3aunin n nHanBMayanbHbIX NpegnpuHMMmaTenen, UMELWNX NTULEH3NI0 Ha
MeONUMHCKYIO OesATeNbHOCTb, OOPMSIEHHbIM B 3fIEKTPOHHOM BUAE, ecnn MeauuuMHcKas
opraHusaums, nHaneuayanbHbli NpeanpuHUMaTenb, UMELWNN NNLEH3NI0 HAa MEOULMHCKYHO
AeATenbHOCTb, N CyOBLEKT PO3HWYHOM TOProBNU SIBASKOTCA COOTBETCTBEHHO Y4acCTHUKaMM
CUCTEMbI MHPOPMALMOHHOIrO B3aUMOAENCTBMSA N0 0OMeHy CBeAEHNSIMN.

27. OTNyCK HApKOTUYECKMX M MCUXOTPOMHLIX FIEKApCTBEHHbIX npenapaTtoB cnucka ll,
NCUXOTPOMHbIX JflekapCTBeHHbIX npenapaTtoB cnucka lll, nHbIx nekapcTBeHHbIX npenaparos,
nognexawux npeameTHO-KONIMYEeCTBEHHOMY YYeTy, B TOM 4uUcre oTnyckaeMblx 6e3 peuenTa,
OCYLLIECTBMSETCH MO OTAENbHbIM TPeboBaHNSM-HaKNaAHbIM.

28. 3anpeuwiaetcs OTNYCK HAPKOTUYECKUX W MCUXOTPOMHBIX  NeKapCTBEHHbIX
npenapaTtoB cnucka ll, B TOM 4yncne B Buae TpaHcOepMalibHbIX TepaneBTUYECKUX CUCTEM,

NMCUXOTPOMHbIX JleKapCTBEHHbIX npenapaTtoB cnucka Il no TpeboBaHWsIM-HaKNagHbIM
UHOUBMAOYANbHOTO  MNpeanpuHUMaTens,  UMeloWero  nUUEH3N0  Ha  MEeAULMHCKYHO
AedatenbHocTb*(20).

29. Tpu oTnycke nekapCTBEHHbIX MpenapaToB ¢apMaueBTUdecknin  paboTHUK
npoeepseT Haanexaiwiee odopmneHne TpeboBaHUA-HaAKNaQHOM WM NPOCTaBNSET Ha HEWn
OTMETKY O KOJSIM4eCTBE U CTOMMOCTM OTMYLLUEHHbIX JIEKAPCTBEHHbIX NpenapaTos.
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30. Bce TpeboBaHus-HaknagHble, N0 KOTOPbIM OTNYLLEHbI NleKapCTBEHHbIE NpenaparTsl,
noasnexar OCTaBIEHUIO U XPaHEHUIO Y CyObeKkTa pO3HMYHOW TOProBn:

Ha HapKOTMYECKME W MNCUXOTPOMHbIE fleKkapCTBEHHble npenapaTtbl cnucka I,
NCUXOTPOMHbIE NekapCTBeHHble npenapaTbl cnucka Il (B OTHOWEHUN anTek M anTeyHblX
MYyHKTOB) - B TEYEHNE NATU NeT;

Ha NlekapCTBEHHbIe NpenapaTbl, nognexawue npeamMeTHO-KOSIMYECTBEHHOMY YYeTY, - B
TeyeHue Tpex ner;

Ha WHble NekapCTBEHHbIE NpenapaTbl - B Te4eHne OAHOro roga.

31. HapyweHune nepBNYHON yNnakoBKM JIEKApPCTBEHHOro npenapara npu ero oTnycke no
TpeboBaHMO-HaKNagHoOW  AonyckaeTcs CyObekTOM  PO3HWYHOW  TOProBAW, UMEHLUM
NULEH3NI0 Ha hapMaLEeBTUYECKY0 OeATEeNbHOCTb C NPaBOM WU3rOTOBMEHMUS JleKapCTBEHHbIX
npenapaTtoB. B Takom criyyae OTNYyCK JekapCTBEHHOro mnpenapaTta ocylecTBnseTcs B
ynakoBke, O(pOpMISIEHHOW B yCTaHOBMEHHOM nopsagke*(21), ¢ npegocTtaBfieHNEM UHCTPYKLNK
(KOMUM NHCTPYKLMN) MO MPUMEHEHUIO OTMYCKAaeMOoro fiekapCTBEHHOro npenapara.

*(1) MNoanyHKT "4" nyHkTa 5 yactu 4 crtatbu 18, noanyHKT "K" nyHkTa 1 yactu 1
cratbn 33 PepepanbHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpalieHnn
nekapctBeHHbIX cpeacts" (CobpaHue 3akoHogaTtenbctBa Poccunckon depepaunn, 2010,
N 16, cT. 1815; N 42, cT. 5293; N 49, cT. 6409; 2014, N 52, cT. 7540).

*(2) Mpwukasbl MnHucTepcTBa 3gpaBooxpaHeHnsa Poccunckon denepaumn:

ot 20 pekabps 2012 r. N11754 "O6 yTBepXOeHUU nopsigka Ha3HayYeHus W
BbINMUCbIBAHNSA FNEKapCTBEHHbIX MpenapaToB, a Takke ¢OpM peuenTypHbiX 6raHKoB Ha
NeKapCTBeHHble MpenapaTtbl, nopsiaka odOopMIeHUs YKa3aHHbIX OnaHKoB, MX y4veTa U
XpaHeHus" (3apernctpmpoBaH MuHuctepcteom toctuumm Poccunckon ®epepaunmn 25 moHsa
2013 r., peructpaumoHHbin N 28883), C MW3MEHEHUs MW, BHECEHHbIMM MNpuUKa3amu
MwuHuctepctBa 3apaBooxpaHeHus Poccuinckon ®epepaummn ot 2 gekabpsa 2013 r. N 886H
(3apernctpupoBaH MuHuctepcteom toctuumm Poccuinckon ®epepauum 23 gekabps 2013 r.,
pernctpauynoHHbin N 30714), ot 30 nroHsa 2015 r. N 386H (3apeructpupoBaH MuHucTepcTesom
toctmumnmn 6 asrycta 2015 r., peructpaumoHHbin N 38379) un ot 21 anpensi 2016 r. N 2541
(3apernctpmpoBaH MwuHucTtepctBoMm toctuumm Poccuinckon ®epepaummn 18 wmona 2016 r.,
pernctpaunoHHbii N 42887) (nanee - npukas N 1175h);

or 1 aerycta 2012 r. N 54n "O6 ytBepxaeHun ¢opmbl 6GraHKOB peuenTos,
cogepxalimx HasHayeHue HapKOTUYECKUX CPeaCTB U MCUXOTPOMHbIX BELeCTB, nopsgka ux
N3roTOBMEHUS, pacnpedeneHns, peructpaumu, ydeta M XpaHeHus, a Takke npasun
odopmnieHns" (3apeructpupoBaH MuHuctepctBom toctuumm Poccuinckon ®Pepepauumn 15
asrycta 2012 r., peructpaumoHHbin N 25190), ¢ M3MeHeHMs MU, BHECEHHbIMWU NpUKasamm
MwuHuctepctBa 3gpaBooxpaHeHust Poccunckon Pepepauumn ot 30 mroHa 2015 r. N 385H
(3apeructpupoBaH MuHuctepctsom toctuummn Poccurickon depepaummn 27 Hosbpsa 2015 r.,
pernctpaunoHHsin N 39868) u ot 21 anpens 2016 r. N 254H (3apernctpupoBaH
MwuHucTepctBom toctnumm Poccunckon depepaumm 18 wmonsa 2016 r., perMcTpaumoHHbIN
N 42887) (nanee - npukas N 54H).

*(3) CobpaHne 3akoHopaTtenbctBa Poccunckon ®epepauun, 1998, N 27, ct. 3198;
2004, N 8, cT1. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009, N 26,
cT. 3183; N 52, c1. 6572; 2010, N 3, cT1. 314; N 17, c1. 2100; N 24, c1. 3035; N 28, cT. 3703;
N 31, c1.4271; N 45, c1.5864; N 50, cT. 6696, 6720; 2011, N 10, c1. 1390; N 12, cT. 1635;
N 29, cT. 4466, 4473; N 42, ct.5921; N 51, c1. 7534; 2012, N 10, ct. 1232; N 11, cT1. 1295;
N 19, cT.2400; N 22, cT1. 2864; N 37, cT. 5002; N 48, cT1.6686; N 49, cT.6861; 2013, N 9,
cT. 953; N 25, cT1. 3159; N 29, cT1. 3962; N 37, cT. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014,
N 14, cT. 1626; N 23, cT.2987; N 27, cT. 3763; N 44, cT. 6068; N 51, cT. 7430; 2015, N 11,
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cT. 1593; N 16, cT. 2368; N 20, cT. 2914; N 28, cT1. 4232; N 42, cT. 5805; 2016, N 15, cT. 2088;
2017, N4, cT. 671; N10, cT. 1481.

*(4) NMpunoxeHna N 1 n 2 k npukady N 54H.

*(5) MyHKT 9 nopsigka HasHa4YeHUs M BbINUCbIBAHWUS NEKAPCTBEHHbLIX MpenapaTos,
yTBepxaeHHoro npukaszom N 1175H.

*(6) Mpuka3 MuHUcTepcTBa 3apaBooxpaHeHus Poccuiickon denepaumm ot 22 anpens
2014 r. N 183H "O6 yTBeEp)XAEHUN MNEpPeYHs NeKapCTBEHHbIX CPEeACTB ANA MeAULUHCKOro
NPUMEHEHNd, MoAnexawmx npegMeTHO-KONMMYEeCTBEHHOMY  y4veTy"  (3aperncTpupoBaH
MwuHuctepcteom toctnunmn Poccunckon depepaumm 22 uiona 2014 r., permctpaumoHHbIN
N 33210) ¢ W3MEHeHWAMUW, BHECEeHHbIMW npukazom MuHUCTEPCTBA 34paBOOXPaHEeHUs
Poccunckon ®egepaumm ot 10 ceHTabps 2015 r. N 634H (3apermuctpupoBaH MUHUCTEPCTBOM
toctuumm Poccunckon ®epepaumm 30 ceHTsabpsa 2015 r., pernctpaumoHHbii N 39063).

*(7) MopgnyHKT 3 nyHKkTa 9 nopsgka HasHayYeHWss U BbINUCbIBAHUS J€KapCTBEHHbIX
npenapaToB, yTBepXaeHHoro npukaszom N 1175H.

*(8) BapeructpmpoBaH MuHucTepcTBoM tocTuumm Poccurickon depepaumm 1 MoHA
2012 r., peructpaunoHHbin N 24438, C W3MEHEHUAMU, BHECEHHbIMW npuKasamm
MuHucTepcTBa 3gpaBooxpaHeHusi Poccuinckon ®depepaumm ot 10 mrona 2013 r. N 369H
(3apernctpupoBaH MuHuctepcteoMm toctuumm Poccuiickon ®depepaummn 15 wona 2013 r.,
permctpaunoHHbin N 29064), ot 21 aerycta 2014 r. N 465H (3apernctpmpoBaH
MuHuctepcteom toctuumm Poccunckon ®epepauun 10 ceHTabps 2014 r., perncTpaunoHHbIN
N 34024), ot 10 centabpsa 2015 r. N 6341 (3apeructpmpoBaH MUHUCTEPCTBOM HCTULMNK
Poccunckon depepaummn 30 ceHTs16pa 2015 r., peructpaumoHHbii N 39063).

*(9) PacnopsixeHue lNpaButensctea Poccuiickon ®egepaumm ot 26 aekabps 2015 r.
N 2724-p (CobpaHue 3akoHogaTenbcTBa Poccunckon degepaunn, 2016, N 2, c1. 413).

*(10) MpunoxeHnusa N 1 n N 2 K nOpsiAKy Ha3Ha4YeHUs N BbINUCbIBAHNSA NTEKAPCTBEHHbIX
npenapaToB, yTBepXaeHHoMy npukazom N 1175H.

*(11) Cobpanune 3akoHopgaTenbctBa Poccurckon depepaumn, 2010, N 16, crt. 1815;
N 42, cT. 5293; 2014, N 52, cT1. 7540.

*(12) CobpaHvne 3akoHogatenbctBa Poccuiickon ®depepaumm, 1998, N 2, cr. 219;
2012, N 53, cT. 7630; 2013, N 48, cT. 6165; 2015, N 1, cT. 54.

*(13) MpunoxeHme N 2 K nOpsiAKy Ha3HAYEHUS1 M BbINMUCbIBAHUS FEKAPCTBEHHbIX
npenapaToB, yTBepXXaeHHoMy npukazom N 1175H.

*(14) NMpwuka3s N 1175H n npukas N 54H.

*(15) CraTtbsa 74 ®epepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-93 "O6 ocHoBax
OXpaHbl 300poBbA rpaxgaH B Poccuinckon Pepepaumn” (CobpaHune 3akoHogaTenbCcTBa
Poccunckon ®egepaunn, 2011, N 48, c1. 6724; 2013, N 48, cT. 6165).

*(16) Cratba 57 ®epepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6
obpauwieHnn nekapcTBEHHbIX CpeacTB”.

*(17) B oTHOWeHMN Nnua, ykasaHHOro B 4actu 2 ctatbn 20 degepanbHOro 3akoHa ot
21 Hosibps 2011 r. N 323-®3 "OO6 ocHoBax OxpaHbl 3400pPOBbs rpaxgaH B Poccurckon
®epepaumn" (CobpaHne 3akoHopatenoctBa Poccuiickon ®epepauunn, 2011, N 48, cT. 6724;
2012, N 26, cT. 3442, 3446; 2013, N 27, cT. 3459, 3477; N 30, cT. 4038; N 39, cT. 4883; N 48,
CT. 6165; N 52, cT. 6951; 2014, N 23, cT. 2930; N 30, cT. 4106, 4206, 4244, 4247, 4257; N 43,
cT. 5798; N 49, cT. 6927, 6928; 2015, N1, c1. 72, 85; N 10, cT. 1403, 1425; N 14, cT. 2018;
N 27, cT. 3951; N 29, cT. 4339, 4356, 4359, 4397; N 51, c1. 7245; 2016, N 1, cT. 9, 28; N 15,
cT. 2055; N 18, cT. 2488; N 27, cT1. 4219).

*(18) YacTtb 4.1 ctatbu 45 degepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6
obpawieHnn nekapcTBeHHblx cpeacts" (CobpaHue 3akoHogaTenbctBa  Poccumnckon
®epepaummn, 2010, N 16, ct.1815; 2014, N 52, ct.7540; 2015, N 51, cT.7245),
noctaHoBrneHue [pasutensctBa Poccurickon Pegepauum ot 23 mona 2016 r. N 716 "O
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nopsigke (opMmMpoBaHMS MepeyHs NeKapCTBEHHbIX MpenapaToB Ans  MeguLMHCKOro
NPUMEHEHNHA, B OTHOLUEHUMW KOTOPbIX YCTaHaBnuBalTcs TpeboBaHua K oO6bemy Tapbl,
YyNakoBKE W KOMIMMEKTHOCTU, MEepeYHsA IeKapCTBEHHbIX npenapaTtoB S BeTepUHapHOro
NPUMEHEHNSA, B OTHOLUEHWW KOTOPbIX yCTaHaBnuawTca TpeboBaHuA K ob6bemy Tapbl, U
onpeaeneHus Takux TpebosaHuin" (CobpaHue 3akoHopaTtenbcTtBa Poccuickon depepaumn,
2016, N 31, cT. 5030).

*(19) C nameHeHnsiMn, BHECEHHbIMWU NpuKazamm MuHUCTEpPCTBA 34pPaBOOXPaHEHNSA Y
coumnanbHoro passutna Poccunckon depepaumm ot 27 asrycta 2007 r. N 560
(3apernctpmpoBaH MuHuctepcteom toctuumm Poccunckon ®epepaunmmn 14 centabpsa 2007 r.,
peructpaunoHHsin N 10133), ot 25 ceHTtabpa 2009 r. N 794H (3apernctpmpoBaH
MuHuctepcteom toctmumm Poccuinckon depepaummn 25 Hosbpa 2009 r., perncTpaumoHHbIN
N 15317), ot 20 sHBaps 2011 r. N 13 (3apeructpupoBaH MWHUCTEPCTBOM HOCTULUK
Poccunckon depepaumm 15 mapta 2011 r., pernctpaumoHHbin N 20103), npukaszamum
MwuHuctepctBa 3gpaBooxpaHeHust Poccunckon Pepepauum ot 1 aBrycta 2012 r. N 54H
(3apernctpmpoBaH MuHuctepcteom toctuumm Poccunckon Pepepauun 15 asrycta 2012 r.,
peructpaunoHHsin N 25190), ot 26 cpepana 2013 r. N 94H (3apernctpumpoBaH
MwuHucTtepctBom toctuumm Poccuinckon depepaummn 25 unioHsa 2013 1., peructpaunoHHbIN
N 28881).

*(20) MyHkT 4 ctatbu 31 PepepanbHoro 3akoHa ot 8 aHBaps 1998 r. N 3-03 "O
HapKOTUYECKUX CcpeacTBax W MNCUMXOTPOnHbIX BewectBax" (CobpaHuve 3akoHodaTenbCcTBa
Poccuinckon depepaumn, 1998, N 2, ct. 219; 2003, N 27, cT1. 2700; 2013, N 48, cT. 6165;
2015, N 1, cT. 54).

*(21) Mpwuka3s Munsgpasa Poccum ot 26 oktabpsa 2015 r. N 751H "O6 yTBEpXOEeHUM
npaBui  WU3rOTOBIMEHMS W OTNyCKa JEKapCTBEHHbIX npenapaTtoB Ang MeauuUMHCKOro
NPUMEHEHNA  anTeYHbIMW  OpraHu3auusMu, UHAMBUMAYaNbHbIMW  NpeanpuHUMaTenamu,
UMEKLWNMM  JIMLEH3UID Ha  (papmMaueBTMYECKY  OedATenbHOCTh"  (3apernctpupoBaH
MwuHucTepctBom toctrunm Poccunmnckon depepaumn 21 anpens 2016 r., perMctpaumoHHbIN
N 41897).
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