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3apernctpuposaHo B MuHtocte Poccum 8 ceHTsibpa 2017 r. N 48125

MWHUCTEPCTBO 30PABOOXPAHEHUS1 POCCUACKOW ®EOEPALIUA

NMPUKA3
oT 11 uronsa 2017 r. N 403H

OB YTBEPXXOEHWUU NPABUN
OTNYCKA JIEKAPCTBEHHbIX NMPEMAPATOB AnNA MEOULUUHCKOIo
NPUMEHEHUA, B TOM YACNE MMMYHOBUONOIMMYECKUX NEKAPCTBEHHbIX
MPEMNAPATOB, ANNTEYHbIMWX OPIrAHU3AUUAMU, UHOUBUAYANbHbIMU
NPEANPUHUMATENAMU, MMEIOLLUMUW NTULLIEH3UIO
HA ®APMALIEBTUYECKYIO OEATENbHOCTb

B cooTtBeTcTBUM co cTaThben 55 depepanbHoro 3akoHa oT 12 anpenda 2010 r. N 61-®3 "O6 obpalyeHuu
nekapcTtBeHHbIx cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccuiickon deaepaumum, 2010, N 16, ct. 1815; N 31, cT.
4161; 2013; N 48, cT. 6165; 2014, N 52, cT. 7540; 2015, N 29, cT. 4388; 2016, N 27, cT1. 4238), nyHKTOM 3 CTaTbM
12 depepanbHoro 3akoHa oT 17 ceHTsiI6pa 1998 r. N 157-®3 "O6 wmmmyHonpodmnaktuke MHEGEKLNOHHBLIX
6onesHen" (CobpaHune 3akoHogaTenbcTBa Poccunckon ®epepauun, 1998, N 38, c1. 4736; 2009, N 1, cT. 21; 2013,
N 48, ct. 6165) n noanyHktamm 5.2.169, 5.2.183 lNMonoxeHnss o MuHucTepcTBe 3apaBooxpaHeHnss Poccumnckon
depgepaummn, yTBepxageHHoro nocrtaHosneHnem lNpasutensctea Poccuickon degepaumm ot 19 umioHsa 2012 r. N
608 (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®Pegepaumm, 2012, N 26, c1. 3526; 2013, N 16, cT. 1970; N 20, cT.
2477; N 22, cT. 2812; N 33, cT. 4386; N 45, cT. 5822; 2014, N 12, c1. 1296; N 26, c1. 3577; N 30, c1. 4307; N 37,
cT. 4969; 2015, N 2, c1. 491; N 12, cT. 1763; N 23, cT1. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT. 4497; N
28, cT. 4741; N 34, cT. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066), npukasbiBato:

1. yTBepD,I/ITb npaeuna oTnycka nekapCTtBeHHbIX npenapaTtoB AnA MeaAUUMHCKOro npumMeHeHua, B TOM 4ucne
I/IMMyHO6I/IOJ'IOFVI‘-IeCKVIX JNIeKapCTBEHHbIX npenapartos, anTevyHbiMun opraHunsauunamm, nHonsnayarnbHbIMU
npegnpunHnMmartTenamu, MMerLwmmMmm JMUueH3nto Ha cbapmaueBqueCKy}o OEeATENIbHOCTb, COrfiacHO NMPUoXKEeHUIO.

2. Npu3HaTb yTpaTMBLUUMUK CURY:

npukas MuHucTepcTBa 34paBoOXpaHeHns 1 coumansHoro passutua Poccunckon ®egepaunm ot 14 gekabps
2005 r. N 785 "O Tlopsigke oTnycka nekapCTBEHHbIX cpedcTB" (3apernctpmpoBaH MUHWCTEPCTBOM HOCTULIMM
Poccuiickon ®epepauumn 16 aHsapa 2006 r., pernctpaunoHHbin N 7353);

npukas MuHuctepcTBa 34paBoOXpaHEHNs U coumanbHOro passutus Poccuiickon depepaunn oT 24 anpens
2006 r. N 302 "O BHeceHuMM u3MeHeHuW B npuka3d MuHuCTepcTBa 34paBOOXPAHEHNs U COLManbHOrO passBuTUs
Poccuiickon ®epepaunm ot 14 gekabps 2005 r. N 785" (3apeructpupoBaH MuHuctepcTBom toctuuum Poccumnckomn
depepauymm 16 masa 2006 r., peructpaunoHHbin N 7842);

npukas MuHucTepcTBa 34paBooXpaHeHns n coumnanbHoro passuTtunsa Poccurickon ®epepaunm ot 12 doeBpans
2007 r. N 109 "O BHeceHun nsmeHeHun B Mopsaok oTnycka nekapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIN NPUKa30OM
MwuHncTepcTBa 30paBOOXpaHEHMsT U coumnanbHoro passutusa Poccunckon ®epepaumm ot 14 gekabps 2005 r. N
785" (3apernctpmpoBaH MuHuctepcTBoM tocTtuumm Poccuinckon degepaumm 30 mapta 2007 r., permcTpaunoHHbIN
N 9198);

npuka3 MuHUCTEpCTBa 34paBOOXpAHEHMs U coumnanbHoro passutus Poccuiickonn degepaumm ot 6 aBrycra
2007 r. N 521 "O BHeceHun nameHeHun B MopsiAoK OTNycka NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIN NPUKa30M
MwuHncTepcTBa 3opaBoOOXpaHeHust 1 coumnansHoro passutua Poccunckon depepaunn ot 14 pekabpsa 2005 r. N
785" (3apeructpuposaH MuHuctepctasom toctuumm Poccunckon ®epepauun 29 asrycta 2007 r., permctpaumoHHbIN
N 10063).

MuHucTp
B.N.CKBOPLIOBA
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MpunoxeHue

K npukasy MuHuctTepcTBa 34paBooOXpaHeHus
Poccunckon degepaunmn

ot 11 monsa 2017 r. N 403H

NPABUIA
OTMYCKA NEKAPCTBEHHbIX MPEMAPATOB ANA MEAULMHCKOIO
NPUMEHEHMUA, B TOM YUCNE MMMYHOBUONOIMYECKUX NEKAPCTBEHHbIX
NPENAPATOB, ANTEYHbIMA OPFTAHU3ALUUAMU, UHOUBUOYAIIbHbIMU
NPEOANPUHUMATENAMU, MMEIOLLUMUW NTULIEH3UIO
HA ®APMALIEBTUYECKYIO OEATENIbHOCTb

|. O6wue TpeGoBaHUA K OTNYCKY NeKapCTBEeHHbIX NpenapaToB
ANA MeAULIMHCKOro NPUMeHeHUs!

1. HacTosiwme npaBuna onpenensitoT NOpPsi4OK OTMyCKa fekapCTBEHHbIX NpenapaToB Afs MEeAULMHCKOro
NPUMEHEHWS, B TOM 4uClle MMMYHOOMOMOrMYECKMX JEKapCTBEHHbIX MpenapaTtoB (ganee - JekapCTBEHHble
npenapaTbl), anTe4YHbIMU OpraHn3auusMm U UHAMBUAYaANbHBIMU NPEANPUHUMATENAMWU, UMEIOLLUMUN NIMLEH3NIO HA
dapMaLEeBTUYECKYD AeATeNbHOCTb (Qanee - cyObekTbl pO3HMYHOW ToproBnu), 6e3 peuenta <1> u (unu) no
peuenTy Ha JeKapCTBEHHLIN npenapaT, BbINMMCAHHOMY B YCTAHOBMEHHOM mMopsake <2> MeAUUUHCKUMU
paboTHUKamn, a Takke no TpeboBaHUsIM-HAKNAOHLIM  OpraHu3auuu, OCYLLECTBRSOWEN  MEAULMHCKYIO
OesiTenbHOCTL (Oanee - MeAauuMHCKas opraHusauusi), Unu WHAMBUMAYANbHOrO MpeanpuHUMAaTEnsi, VMEHLLEro
FIMUEH3NI0 HA MEQULIMHCKYIO AeSTENbHOCTL (Aanee COOTBETCTBEHHO - peLenT, TpeboBaHue-HaknagHas).

<1> lMoanyHKT "4" nyHkTa 5 yactn 4 ctatbn 18, noanyHkT "K" nyHkTa 1 yactn 1 ctatbn 33 PenepansHOro
3akoHa oT 12 anpens 2010 r. N 61-9®3 "O6 obpaweHun nekapcTBeHHbIX cpeacTe" (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepaumm, 2010, N 16, cT. 1815; N 42, cT. 5293; N 49, cT. 6409; 2014, N 52, cT. 7540).

<2> Mpukasbl MuHKUcTEpcTBa 3apaBooxpaHeHus Poccumnckon Pegepaumm:

oT 20 gekabps 2012 r. N 11751 "O6 yTBEpPXKAEHUM NOPsiAKa Ha3HAYeHWs U BbINUCbIBAHWS NEKapCTBEHHbIX
npenapaToB, a Tawke OpM peuenTypHbix GNaHKOB Ha NekapCTBeHHble npenapatbl, nopsgka odopMeHns
yKa3aHHbIX 6naHKoB, UX y4yeTa u xpaHeHus" (3apernctpmpoBaH MuHucTepcTBom toctuumnmn Poccuiickon ®epepavmn
25 woHsa 2013 r., peructpaumoHHbii N 28883), ¢ n3MeHeHMAMUW, BHECEHHbIMWM Mpukasamn MwuHucTepcTBa
3apaBooxpaHeHus Poccuiickon ®egepauuun ot 2 gekabpsa 2013 r. N 886H (3apernctpuposaH MuHucTepcTBOM
tocTnumm Poccuinckon ®epepaunn 23 gekabpsa 2013 r., pernctpaumoHHbii N 30714), ot 30 nioHa 2015 r. N 386H
(3apeructpupoBaH MuHuctepcTBom toctuumm 6 aBrycta 2015 r., peructpaumnoHHeii N 38379) n ot 21 anpensa 2016
r. N 254n (3apeructpupoBaH MwuHuctepctBom tctrumm Poccuiickon ®depepaumm 18 wuons 2016 r.,
permctpaunoHHbin N 42887) (ganee - npukas N 1175H);

oT 1 aBrycta 2012 r. N 54H "O6 ytBepxaeHun ¢opmbl GNaHKOB peLenToB, COAepXalliMX HasHadYeHue
HaApKOTUYECKUX CPeaCTB U MCUMXOTPOMHbLIX BELLECTB, NOpsika WX U3roTOBMNEHWs, pacnpeneneHus, perncrpauuu,
yyeTa M XpaHeHusi, a Takke npaBun odgopmnenuns” (3apermctpupoBaH MUHUCTEPCTBOM tocTULMKM Poccuickon
®epepaummn 15 asrycta 2012 r., peructpaumoHHbin N 25190), ¢ M3MEHEeHMAMW, BHECEHHbIMW MpuKasamm
MwuHucTepcTBa 3gpaBooxpaHeHusi Poccuiickon ®epepauum ot 30 umoHsa 2015 r. N 385H (3apeructpupoBaH
MwuHucTtepcTBoM tocTuumm Poccuiickon ®epepaumm 27 Hosbpsa 2015 r., peructpaumoHHbin N 39868) n ot 21
anpensa 2016 r. N 254H (3apeructpmpoBaH MuHuctepcTBoM tocTuuumn Poccuiickon ®egepaunm 18 mnonsa 2016 r.,
pernctpaumoHHbin N 42887) (nanee - npukas N 54R).

2. OTI'IyCK JNIEKapCTBEHHbIX NMpenapaTtoB be3 peuenToB OCyLLEeCTBINAETCA:
anTekamu,

anTe4vyHbIMN NYHKTaMW;
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anTe4yYHbIMN KMOCKaMU;

vHOMBUAYANbHLIMK NPEeANnPUHUMATENAMMU, MMELLMMIA NULEH3UI0 Ha (PapMaLeBTUYECKY AeATeNbHOCTb
(manee - HaMBMAYanbHbIN NpeanpuHUMaTenb).

3. OTnycK NekapCTBEHHBIX MpenapaToB Mo peLenTam OCYLLEeCTBISeTC:
anTekamu;
anTeYHbIMU NYHKTaMU;

UHOUBMAYanNbHbIMU  MpPeanpUHUMATENAMU (3@  UCKMIOYEHMEM OTMNycka HapKOTUYECKUX CpeactB WU
NMCUXOTPOMHbLIX BELLECTB, BKMOYEHHbIX B MepeyeHb HapKOTUYECKUX CPeAcTB, MCUXOTPOMHbIX BELLECTB M UX
MPeKkypcopoB, noanexawux koHTpormt B Poccunckon ®depepauun, YTBEPXKAOEHHBIA  MOCTAHOBIIEHNEM
MpaeutenbctBa Poccuiickon ®epepauumn ot 30 moHs 1998 r. N 681 <3> (ganee COOTBETCTBEHHO - [lepeyeHs,
HapKOTMYECKME N NCUXOTPONHbIE NIEKAPCTBEHHbIE NpenapaTbl).

<3> CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaunn, 1998, N 27, ct. 3198; 2004, N 8, cT. 663; N 47,
cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572; 2010, N 3, cT. 314; N
17, c1. 2100; N 24, c1. 3035; N 28, cT. 3703; N 31, c1. 4271; N 45, cT1. 5864; N 50, cT. 6696, 6720; 2011, N 10, cT.
1390; N 12, cT. 1635; N 29, cT. 4466, 4473; N 42, cT. 5921; N 51, cT. 7534; 2012, N 10, c1. 1232; N 11, cT. 1295; N
19, cT1. 2400; N 22, cT. 2864; N 37, cT. 5002; N 48, cT. 6686; N 49, c1. 6861; 2013, N 9, cT. 953; N 25, cT. 3159; N
29, cT. 3962; N 37, cT. 4706; N 46, cT. 5943; N 51, c1. 6869; 2014, N 14, cT. 1626; N 23, cT1. 2987; N 27, cT. 3763;
N 44, ct. 6068; N 51, c1. 7430; 2015, N 11, cT. 1593; N 16, c1. 2368; N 20, cT. 2914; N 28, cT. 4232; N 42, cT.
5805; 2016, N 15, cT. 2088; 2017, N 4, cT. 671; N 10, cT. 1481.

OTI'IyCK HaPKOTUYECKUX U NCUXOTPONHbIX J1eKapCTBEHHbIX MnpenapaTtoB NO peuentamMm OcCyLlleCTBAeTCA
anTekaMmum U ante4YHbiMn NyHKTamMun, MMerwmnmMmmn nnuueH3nio Ha aeAaTernibHOCTb Nno 060pOTy HapPKOTUYECKNX CpencTs,
NCUXOTPONHbIX BEWECTB N NX NPEKYPCOPOB, KyIIbTUBUPOBAHUIO HAapKoco4epXKallnx paCTeHMVI.

OTFIyCK I/IMMyHO6VIOﬂOFVILIeCKI/IX NekapCTBEHHbIX npenapaTtoB No peuenTtaM OCyLeCTBNAeTCA anTtekammn u
anTe4YHbIMU NYHKTaMW.

4. To peuentam, BbINMMCaHHbIM Ha peuenTypHbix 6GnaHkax dopmbl N 107/y-HIT <4>, oTtnyckawTcs
HapKOTU4YECKNE N NCUXOTPOMHbIE NEKAPCTBEHHbLIE npenapatbl, BHECEHHble B CNMCOK HApPKOTUYECKUX CPeacTB U
NMCUXOTPOMHLIX BellecTB, 06opoT KoTopbix B Poccuiickon deapepaumm orpaHM4eH U B OTHOLUEHUM KOTOPbIX
yCTaHaBMMBalOTCA Mepbl KOHTPONs B COOTBETCTBMM C 3akoHogaTensctBoM Poccunckon ®epepauumn u
MexayHapoaHbiMu  gorosopamu Poccuiickon ®epepauun (cnucok 1), MNepevHa (ganee - HapkoTudeckue w
NCUXOTPOMHbIE FeKapCTBEHHble npenapaTbl cnucka ), 3a MCKMYEHWEM HapKOTUYECKUX W  MCUXOTPOMHbIX
NeKapCTBEHHbIX NpenapaToB B BUAE TpaHcaepMarnbHbIX TepaneBTUYECKNX CUCTEM.

<4> MpunoxeHns N 1 1 2 k npukasy N 54H.

Mo peuentam, BeINUCaAHHBIM Ha peLenTypHbIx 6rnaHkax dopmbl N 148-1/y-88, oTnyckatotca <5>:

<5> rlyHKT 9 nopsaaKka HasHavYeHua U BbliNMUCbIBaHUA NNEKAPCTBEHHbLIX NMpenapaTtoB, yTBEpXOEeHHOro npnka3om
N 1175H.

NMCUXOTPOMHbIE NEeKapCTBEHHbIE NMpenapaTthbl, BHECEHHbIe B CNMCOK NCUXOTPOMHbLIX BELLECTB, 060POT KOTOPbIX
B Poccunckon ®egepauum orpaHM4eH M B OTHOLUEHMM KOTOPbIX [OOMYCKAeTCs MCKIIOYEHWE HEKOTOPbIX Mep
KOHTPOMNS B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon ®efepauun u MexgyHapoAHbIMU [OroBOopamMu
Poccuiickon ®egepauum (cnmcok lll), MNMepeyHs (ganee - NCMXOTPONHbIE fNIekapCTBEHHbIe npenapaTsbl cnucka lll);
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HapKkoTUYecKne U MCMXOTPOMHbIE JleKapCTBEHHble npenapaTbl crnvcka |l B Buge TpaHcaepmarbHbIX
TepaneBTUYECKUX CUCTEM;

NeKapCTBeHHble nMpenapaTbl, BKMOYEeHHblEe B MepeYyeHb JeKapCTBEeHHbIX cpeacts Ana MegunumuHCKoro
npuMeHeHnd, noanexawnx npeaMmeTHO-KOJTIMYeCTBEeHHOMY Yy4yeTy <6>, 3a WCKYEHNEM NNeKapCTBEHHbIX
npenaparoB, YyKa3aHHbIX B absauax nepBoM M TpeTbeM HaCTOAWEero nyHKTa, U JieKapCTBEHHbIX MpenapaTtos,
OTnyCKaeMbIX be3 peuenTta (p.anee - J1IeKapCTBEHHbIE Nnpenapartbl, noanexawune npegmMmeTHO-KOJITM4eCTBEHHOMY

yyery);

<6> lNpukas MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepauumn ot 22 anpens 2014 r. N 183H "O6
YTBEPXKAEHUN  MEpeyvHs  NeKapCTBEHHbIX CpeacTB  ANd  MEeOUUMHCKOTO  MPUMEHEHMs,  Moanexalumx
npeaAMeTHO-KONNMYECTBEHHOMY y4yeTy" (3apernctpmpoBaH MuHuctepctBoMm toctuumm Poccunckon depepauun 22
mona 2014 r., peructpaumoHHbin N 33210) ¢ un3MeHeHuAMU, BHECEHHbIMM Mpuka3om MuHUCTepcTBa
3apaBooxpaHeHust Poccunckon ®epepaumm ot 10 ceHTabps 2015 r. N 634H (3apernctpupoBaH MuUHUCTEPCTBOM
tocTnumm Poccuickon ®enepauun 30 ceHTsabpsa 2015 r., pernctpaumnoHHsid N 39063).

nekapcTBeHHble npenapatbl, obrnagatwmne aHaboNMYecKkon akTUMBHOCTbIO (B COOTBETCTBMW C OCHOBHbLIM
dapmakonornieckum  OenctBneM) <7> M OTHOCAWMECS TMNO  aHATOMO-TepaneBTUYECKO-XMMUYECKON
Knaccudukaumn, peKkoMeHOoBaHHOW BcemupHol opraHmsauuen 3gpaBooxpaHeHust (ganee - ATX), K
aHabonuyeckum ctepovaam (kog A14A) (manee - nekapcTBEHHble npenapaThl, obnagawowue aHabonunyeckon
aKTUBHOCTbIO);

<7> TlognyHKT 3 nyHKkTa 9 nopsgka Ha3HaA4YeHMs U BbINUCbIBAHUS JIEKAapCTBEHHbIX MpenapaTtos,
yTBEepXaeHHoro npukasom N 1175H.

nekapcTBeHHble npenaparbl, ykasaHHble B NyHKTe 5 Mopsaka oTnycka pusnyecknum nuuam nekapcTBEHHbIX
npenapaToB ANA MeAULMHCKOro NpUMEeHeHWs, codepKalimx Kpome MarbiX KOMMYECTB HapKOTUYECKUX CpencTs,
NCUXOTPOMHBLIX BELLECTB U KX MPEKYpPCOpPOB Apyrne apMakonormyeckme akTuBHble BeLLeCTBa, YTBEPXAEHHOro
npmkaszom MuHMCTEpPCTBA 34paBOOXPaHEHMS U coumanbHoro passutusa Poccuinckon ®egepaumm ot 17 masa 2012 r.
N 562H <8>;

<8> 3apeructpupoBaH MwuHucTepcTBoM tocTuuumn Poccunckon depepaumm 1 uwoHa 2012 r,
peructpaumoHHein N 24438, C u3MEHEeHUsIMKW, BHECEHHbIMW MpukazamMn MuHucTepcTBa 34paBOOXpaHeHUs
Poccuiickon ®epepauun ot 10 uioHa 2013 r. N 369H (3apernctpmpoBaH MuHUCTEPCTBOM toCTULMK Poccumnckonm
depepauymmn 15 urona 2013 r., perncrpaumoHHbin N 29064), ot 21 asrycta 2014 r. N 465H (3apernctpupoBaH
MuHnctepctBoM toctuumm Poccuickon depepaumm 10 ceHTtabpa 2014 r., peructpaumoHHbii N 34024), ot 10
ceHTa6pa 2015 r. N 634H (3apernctpupoBaH MuHuctepctsom toctuumm Poccuiickon depepaumm 30 ceHTs6ps
2015 r., peructpaumoHHbin N 39063).

NekapCTBEeHHbIE npenapartbl, N3roTaBiinBaemMble NO peuenTty Ha J'IeKapCTBeHHbII7I npenapar u coaepxatwine
HapKOTUYeCKOe CpeaCcTBO WNKU MCUXOTPOMHOE BeLecTBO, BHeceHHoe B cnucok |l TepedHs, u gpyrue
hapmakonormyeckme akTuBHbIE BELLLECTBA B 403€, HE NMPEBbILIAOLLEN BbICLLYIO Pa3oBy 403Y, U NPU YCIOBMU, YTO
3TOT KOMOVHUWPOBaHHLIA NEKApCTBEHHbI MNpenapar He SBMSeTCS HapKOTUYECKMM  WIM  MCUXOTPOMHbLIM
nekapcTBeHHbIM NpenapaTom cnucka ll.

Mo peuentam, BbINMUCaAHHBLIM Ha peLenTypHbIX 6raHkax dopmbl N 148-1/y-04 (n) wnu dopmbl N 148-1/y-06
(n), oTnyckalTcs nekapCTBeHHble NpenapaTbl, BbIMUCbIBAEMble Fpa)kgaHam, MMeKLMM npaBo Ha GecnnatHoe
nonyyeHve nekapcTBEHHbIX MpenapaToB WNWM MOMyvYeHUe FneKapCTBEHHbIX NpenapaTtoB CO CKuakon (aanee -
nekapcTBEHHbIe Npenaparthbl, OTNyckaemble 6eCcnnaTHO UM co CKUAKON).

Mo peuentam, BbINMCaAHHBIM Ha peuenTypHbix 6GnaHkax dopmbl N 107-1/y, oTnyckalTCA WHble
rniekapcTBeHHble npenapaTbl, He yKa3aHHble B ab3auax nepBoM, TpPeTbeM - OEBATOM HAacTOsLero fnyHkra, 3a
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MCKIK4YeHnem nekapCTtBeHHbIX npenapartoB, OTNyCKaeMblIX be3 peuenTa.

5. OTnyck nekapcTBEHHbIX MpenapaTtoB, He yKasaHHbIX B MyHKTe 4 HacToAwwmx MNpaBun, B COOTBETCTBUU C
MHCTPYKLMSIMU MO UX MeaULIMHCKOMY MPYMEHEHMI0 ocyLLecTBrsieTcs 6e3 peLenTos.

6. OTnyck NnekapCTBEHHbIX MPenapaToB OCYLIECTBIISETCA B TEYEHMEe yKa3aHHOro B peuente cpoka ero
aencTteus npu obpallieHumn nuua K cybbekTy po3HUYHON TOProBnu.

B cnyyae otcyTcTBUS ¥ cyObekTa po3HUYHONM TOPrOBIN NIEKapCTBEHHOTO NpenapaTta, ykasaHHOro B peLenTe,
npu obpalleHnn nmua K cyObekTy pO3HUYHOM TOProBnM peLenT NpuHMMaeTcs Ha obcnyxuBaHuWe B criegytowune
CpOKM (Oanee - oTcpoveHHoe obcnyxnBaHue):

peuent ¢ nomeTkon "statim" (HemMeaneHHO) oGcnyxmMBaeTca B TevyeHMe OAHOro paboyero gHA CO OHS
obpalleHns nuua Kk cybbekTy poO3HUYHOM TOProBu;

peuenT ¢ nomeTkown "cito" (cpo4Ho) obcnyxmnBaeTcs B TedeHue AByX pabounx gHen co aHs obpalueHus nuua
K CyObEeKTY pO3HUYHON TOProBmu;

peuenT Ha JfeKapCcTBEHHbIW MpenapaT, BXOAAWMA B MWHUManbHbIA aCCOPTUMEHT JeKapCTBEHHbIX
npenapaToB ANA MEOULMHCKOTO MNPUMEHEHWs, HeobXxoouMmbiX Ans OKasaHWs MeOMUMHCKON nomowm <9>
obcnyxnBaeTcs B TedeHue naTy paboyumnx gHen co AHA obpalleHns nuua K CybbekTy po3HUYHOM TOProBnu;

<9> PacnopsikeHue NpaBuTtensctBa Poccuiickon Pepepaumm ot 26 gekabpsa 2015 r. N 2724-p (CobpaHnue
3akoHogaTtenbcTBa Poccunckon ®egepaumu, 2016, N 2, c1. 413).

peuenT Ha IeKapCTBEHHbIN Mpenapart, OTNyCckaeMblil GecnnaTHO MMM CO CKMOKOW M He Boweawumn B
MUHVMMarnbHbLIA aCCOPTUMEHT JIEKapCTBEHHbLIX MpenapaTtoB A MeOUUMHCKOrO MPUMEHEHUS, Heobxoanmbix Onsi
OoKasaHWsi MeaWLMHCKOM MOMOLLM, OOCNyXMBAETCHA B TeYEeHUe OecATy paboymx OHEN co AHA obpalueHust nuua K
CYOBEKTY PO3HWUYHOW TOProBMK;

peuenTbl Ha feKapCTBEHHble npenapaTbl, Has3Ha4Yaemble MO pelleHuio BpadebHol  Komwmccuu,
obcnyxuBaloTcsa B Te4eHne naTHaguatn pabounx gHern co AHA obpalleHns nuua Kk cybbekTy pO3HUYHOW TOProBIn.

3anpelaeTca oTnyckaTb NEKapCTBEHHble MpenapaTbl MO peuentam C MCTEKLWUM CPOKOM [AeNCTBUs, 3a
UCKIIOYEHMEM Crnyyasi, Korga CpoK AeiCTBMSI peuenta WUCTeK B MNepuop HaxOoXOeHWs ero Ha OTCPOYEHHOM
obcnyXuBaHum.

MpU MCTEeYeHUM CpoKa OEWCTBMA pelenTa B NEpuof HaxOXOEHWUS ero Ha OTCPOYEHHOM OBCMyXMBaHWUU
OTMYCK NeKapCTBEHHOTo npenapara no TakoMy peLenTy ocyLlecTBrsaeTca 6e3 ero nepeodopMIeHUs.

7. IekapcTBeHHble MpenapaTtbl OTMYCKATCA B KONMMYECTBE, yKasaHHOM B peuenTte, 3a WCKIYeHueM
cryyaes, korga Ansl NleKapCTBEHHOro npenapaTa yCTaHOBIEHbI NpeaenbHO AOMYCTMMOE UMW peKoMeHOOoBaHHoe
KONWYeCTBO AN BbINUCLIBAHMS Ha OAMH peuenT <10>.

<10> MpunoxeHua N 1 n N 2 K nopsagky HasHa4yeHWs M BbINUCbIBAHWUS JEKapCTBEHHbIX MpenapaTos,
yTBepxaeHHoMy npukasom N 1175H.

Mpv npeObsiBNieHNM peuenTa C MNpPeBbllUeHWEM MpeaeribHO  AOMYCTUMOrO WM PEeKOMEHOO0BaHHOro
KONM4ecTBa JIeKapCTBEHHOro npenapata Ans BbINACbIBAHUA Ha OAWH peuenTt (apMaueBTUYeckuii paboTHUK
MHcopMupyeT 06 3TOM nNWUO, NpPeAcTaBMBLUEE PeLENnT, PYKOBOAMTENS COOTBETCTBYHOLWEA MEAMLMHCKOWM
opraHusaumMn 1 OTNyckaeT Yyka3aHHOMY ULy YCTaHOBMEHHOE COOTBETCTBEHHO NpefernibHO AOoNycTMMOe Wiu
peKOMeHJ0BaHHOE KONMYECTBO JIeKapCTBEHHOro Npenapara Ans BbiNUCbIBaHWS Ha OAMH PeLenT ¢ NpoCTaBeHNeM
COOTBETCTBYIOLLEN OTMETKM B peLienTe.

Mpn Hanuuum y cybbekTa pPO3HUYHOW TOProBNU NEKAPCTBEHHOrO npenapata ¢ JO3UPOBKOW, OTMIMYHOM OT
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0031MPOBKK NEKapCTBEHHOroO npenapara, yKa3aHHOl71 B peuente, OTNyCK MMeKLWerocqa nekapCTtBeHHOro npenapara
0onycKkaeTcd, ecrnn 403MPOBKa Takoro nekapCTtBeHHOro rnpenapara MeHbLlle OJO03NPOBKWU, yKa3aHHOIZ B peuente. B
TakOM cly4vae OCyLlecCTBAeTCA nepecyeT KonnyectBa NekapCTBEHHOro npenaparta C y4eToM Kypca InedyeHud,
YKa3aHHOro B peuente.

B cnyyae ecnu go3vnpoBka feKapCTBEHHOrO MpenapaTa, MMELErocs y cybbekrta pO3HUYHOW TOProBmw,
npeBbIlWaeT JO3MPOBKY NIEKapCTBEHHOMO Npenapara, yka3aHHyl B peLenTte, peleHne 06 oTnycke nekapCTBEHHOTO
npenapaTa C Takon AO03MPOBKOM NPUHUMAET MEOULNHCKUA pabOoTHMK, BbINUCABLUMIA peuenT.

8. OTnyck nekapCTBEHHOro npenapaTta OCYLUECTBNAETCA B MEPBUYHOM UM BTOPUYHOW (NOTPebUTEnbCKON)
ynakoBKax, MapKMpoBKa KOTOPbIX JOJPKHA OoTBeYaTb TpeboBaHuAM cTaTbn 46 PenepanbHOro 3akoHa ot 12 anpens
2010 r. N 61-®3 "O6 obpaweHun nekapcTBEHHbIX cpeacTB" <11>, a ynakoBka AN HApPKOTUYECKMX WU
MCUXOTPOMHbIX NIEKAPCTBEHHBIX NpenapaTtoB cnucka |l - TpeboBaHuAM nyHkTa 3 ctatbn 27 degepanbHOro 3akoHa
oT 8 aHBaps 1998 r. N 3-03 "O HapkOTU4EeCKMX CpeacTBax U MCUXOTPOMHLIX BelecTBax" <12>.

<11> CobGpaHue 3akoHofaTenbcTBa Poccuiickon depepaummn, 2010, N 16, cT. 1815; N 42, cT. 5293; 2014, N
52, cT. 7540.

<12> CobpaHune 3akoHogaTtenbcTBa Poccuiickon ®epgepauumn, 1998, N 2, c1. 219; 2012, N 53, cT1. 7630;
2013, N 48, cT. 6165; 2015, N 1, cT. 54.

HapyLueHne nepBMYHOIA YNaKoBKY NekapCTBEHHOrO Npenapara npy ero oTnycke sanpeLiaeTcs.

HapyLueHue BTOpUYHON (MOTPeBUTENbCKON) YyNakoBKM NIEKaPCTBEHHOMO Npenapara U OTNycK JIeKapCTBEHHOMO
npenapata B MNepBUYHON YyNakoBKe [OMycKAeTCca B Cryyae, €Cnv KOMUYECTBO IJleKapCTBEHHOroO npenapaTa,
yKkasaHHoe B peuente wnuM Heobxoaumoe nudy, rnpuoGpeTarowleMy nekapCTBEHHbIN npenapaT  (npu
Ge3peLenTypHOM OTMYCKe), MeHblUe KONM4YecTBa NeKapCTBEHHOro npenapaTta, COAepKallerocsi BO BTOPUYHOW
(noTpebuTenbckoi) ynakoBke. B Takom criyvae npu oTnycke fekapCTBEHHOro npenapara nvuy, npuobpeTarowemy
NeKapCTBEHHbIN mpenapaT, NpeAoCTaBMseTcs UHCTPYKUMS (KOMUS MHCTPYKUMUM) MO MPUMEHEHWHO OTMyCKaeMoro
rekapcTBEHHOro npenapaTa.

9. MNpn oTnycke nekapcTBEHHbIX MpenapaToB MO peuenTy capmaueBTUYecknii paboTHUK NpocTaBnseT
OTMETKY Ha peuienTe 06 OTnycke nekapCTBEHHOro NpenapaTa C ykazaHueMm:

HaMMEHOBaHMA anTe4YHOoN opraHu3auuMn (amMunum, UMeHW, oT4ecTBa (MPU HanMuMKn) MHAMBUAYATNBLHOrO
npeanpuHuMarTens);

TOpProBoro HammeHoBaHMA, O3NMPOBKU U KoNn4ecTBa OTNYLLEHHOro JieKapCTBEHHOro npenapara,

damunuum, nmeHn, oTdecTBa (NPU HanMyuu) MeauUMHCKOro paboTHUKa B cny4yasix, ykasaHHblx B absale
YeTBEPTOM NyHKTa 7 1 ab3aue TpeTbeM nyHkTa 10 HacToswwmx Mpasur;

PEKBM3MTOB [OKYMEHTa, yOOCTOBEPSIOWEro JIMYHOCTb Nnua, NOMy4YMBLUErO NEeKapCTBEHHbIM Mnpenapart, B
cny4ae, ykasaHHoM B nyHkTe 20 HacToswwmx MNpasun;

cbammnvm, MMEeHU, oT4yeCcTBa (an HaJ'II/I‘-II/II/I) cbapmau,eBTquCKoro pa60TH|/||<a, oTnycTmBLLEero J'IeKapCTBeHHbIﬁ
npenapart, n ero nogrnncu;

AaTbl OTNYCKa J1eKapCTBEHHOIO rnpenaparta.

10. MNMpwn oTnycke nekapCTBEHHbIX NpenapaToB Mo peLenTy, BbiMMCaHHOMY Ha peuenTypHoMm GnaHke opmbl
N 107-1/y, cpok OeNCTBMSA KOTOPOro COCTaBnisieT OAuH rog <13>, n B KOTOPOM yKa3aHbl Nepuogbl U KONMYEeCTBO
OTMycKa nekapCTBEHHOro npenaparta (B Kaxabli mepuog), peuenTt Bo3BpallaeTcd nuuy, npuobpeTtaroiemy
nekapCTBEHHbIN Npenapar, C OTMETKOW, coAepKallen cBeaeHns, yKasaHHble B NyHkTe 9 HacToswwmx Mpaswmn.
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<13> TllpunoxeHne N 2 K nNOpPAOKY Ha3HayYeHUs W  BbINUCbIBAHUSA FleKapCTBEHHbIX MpenapaTos,
yTBepxaeHHoMy rnpukasom N 1175H.

Mpn oyepenHom obGpalleHun nuua K cybbekTy PO3HUYHOW TOProBNU C AaHHbIM PELLENTOM YYUTbIBAOTCH
OTMETKM O Mnpeablgyliem OTMyCKe NeKapCTBEHHOrO mpenapaTta Mo TakoMy peuenTy U B criydyae npuobpeTteHus
NVLIOM KONUYECTBa fekapCTBEHHOro npenapaTa, COOTBETCTBYHOLLEro MakCUMarnbHOMY KONMYECTBY, yKa3aHHOMY
MeauUMHCKUM paboTHMKOM B peulente, a Takke MO WUCTEYEeHWM Ccpoka OeNCTBMS peuenTa, Ha peuenTe
npocTtaenseTcd wramn "JlekapCTBEHHbIN NpenapaTt oTnyweH" n peLenT Bo3BpaLlaeTcs nuuy.

EOovHOBpEMEHHbIN OTNYCK NekapCTBEHHOMo npenapara no peuenTy, BbIMMCaHHOMY Ha peuenTypHoM GnaHke
¢dopmbl N 107-1/y, Cpok OEencTBMst KOTOPOro COCTaBnsieT OavH rof <13>, n B KOTOPOM YKa3aHbl nepuogbl U
KONMMYeCcTBO OTMNYyCKa NEKapCTBEHHOro npenapaTa (B Kaxabli nepuoa), AonyckaeTcs TOMbKO MO COrnacoBaHUK C
MEANLNHCKMM pabOTHMKOM, BbINUCABLUMM peuenT.

<13> TllpunoxeHne N 2 K nopsgKy HasHa4YeHUs W BbIMUCBHIBAHUS JeKapCTBEHHbIX MpenapaTos,
yTBepxaeHHoMy npukasom N 1175H.

11. MNpu oTnycke NekapcTBEHHbIX NpenapaToB Mo peLenTy, BbLINMCAaHHOMY Ha peLenTypHoM 6naHke hopmbl
N 148-1/y-04 (n) wnu c¢opmbl N 148-1/y-06 (n1), 3anOMHEHHbLIN KOPELUOK TaKoro peuenta nepegaetcs
hapmaueBTMUECKUM pabOTHMKOM NuLy, NprobpeTatoLlemy (Nony4aroLlemy) nekapcTBeHHbIe npenapars.

12. lMpu oTnycke HapKOTMYECKOro M NCUXOTPOMHOrO NekapCTBEHHOro npenaparta cnucka Il Ha peuenTte o6
OTMNyCKe NeKkapCTBEHHOrO NpenapaTta NpoCcTaBnAeTcs nevatb anTekn UM anTe4yHoro NyHKTa, B KOTOPOW yKa3aHo nX
MofHoe HauMeHoBaHWe (MPY HanM4Mm neyartu).

13. MNpun oTnycke MMMYHOBMONOrMYECKOro NEKAapCTBEHHOIO Npenaparta Ha pelenTe UM Kopellke peuenTa,
KOTOpLIN ocTaeTcsa y nuua, npuobpeTatoiero (nony4varollero) nekapCTBEHHbIV Mpenapar, yka3biBaeTcsl TOYHOe
Bpemsi (B Yacax 1 MMHyTax) OTNycka fiekapCTBEHHOrO npenapara.

OTnyck MMMYHOGUMOMOrMYECKOro FeKapCTBEHHOro npenapaTta OocylwecTBAseTca nuuy, npuobpeTaowemy
(nonyvatowemy) nekapCTBEHHLIN npenapaT, Npu HanMuMu y HEro creuManbHOro TEPMOKOHTENHepa, B KOTOPbIN
NMOMeLLAeTCa NeKapCTBEHHbIA Npenapar, C pasbsCHEHWEM HEOOXOOUMOCTWU OOCTaBKM LaHHOro NeKapCTBEHHOrO
npenapaTta B MEAMLUWHCKYIO OpraHvM3aumio Npu yCcrioBUM XpaHEeHUs1 B CreLmanbHOM TEPMOKOHTENHEPE B CPOK, He
npesbiWatowmin 48 yacoB nocrie ero NpModpeTeHUs.

14. OcTtalTca N XpaHaTca y cybbekta pPO3HMYHOW TOProBnu peuentbl (C oTMeTKor "llekapCTBEHHbIN
npenapat oTnyLweH") Ha:

HapKOTUYECKME W MCUXOTPOINHbIE NEKapCTBEHHble Mpenapatbl crnucka |l, NCMXOTpOonHbie feKapCTBEHHbIE
npenapatbl cnucka lll - B Te4eHne natu ner;

NleKapCTBeHHbIE npenapaTtbl, OTNyCKaeMble ©ecnnaTHO U Co CKMAOKOW, - B TEYEeHne TpeX NneT,

KOMBUHMPOBaHHbIE NEKapCTBEHHbIE Mpenaparkl, cogepXallmMe HapkoTU4eckmue CpeacTBa UM NCUXOTPOMNHbIE
BellecTBa, BHeceHHble B cnucku |l u Il TlepeyHs, n3rotoBneHHble B anTe4yHOW OpraHu3auun, feKkapCTBEHHble
npenapaTbl, obnagawowme aHaboONMYeckon aKTMBHOCTLIO, JleKapCTBEHHbIe Mpenapartbl, noanexaime
npeaMeTHO-KONIMYECTBEHHOMY YUETY, - B TEYEHUNE TPEX NET;

nekapcTBeHHbIEe npenaparbl B XWOKOW nekapcTBeHHon opme, coaepxalumne 6onee 15% atunosoro cnupta
OoT obbema rotoBor NPOAYKLUMU, UHblE NEKAPCTBEHHbIE NpenapaThbl, oTHocsawmeca no ATX K aHTUNCUXOTUYECKUM
cpeactBam (kog NO5A), aHkcmonutukam (kog NO5B), cHoTBOpHbIM M cedaTmBHbIM cpeactBaMm (kog NOS5C),
aHTugenpeccaHtam (kog NOGA) n He nognexailuve npeamMeTHO-KONMYECTBEHHOMY YYeTy, - B TeyeHue Tpex
MecsiLeB.

15. PeuenTbl, He ykasaHHble B nyHkTe 14 Hactoawwmx [MpaBun, oTMeyvaloTca wTamnom "JlekapCTBEHHbIN
npenapat oTnyLeH" n BO3BpaLLalnTCcs nuuy, NonyyMBLLIEMY NEKAPCTBEHHbIV Npenapar.
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PeuenTbl, BbIMMCAHHbIE C HapyLIEHWEM YCTAHOBMIEHHbIX MpaBun <14>, perucTpupyroTcs B KypHarne, B
KOTOPOM YKa3blBalOTCA BbISIBNIEHHble HapylleHWs B OdopMieHuU peuenTa, amMunua, UMmsl, oT4ecTBo (npu
HanuuMu) MeauUMHCKOro paboTHMKA, BbIMMCABLUEro peLenTt, HauMeHOBaHWe MEAMLMHCKOW opraHvMsauuu,
NPUHATbIE Mepbl, OTMedaloTcs WTamnoM "PeuenTt HegelcTBuTeneH" M Bo3BpallalTca Nuuy, npeactaBuBLieMy
peuent. O cakTax HapylleHus npaBuil OOPMIIEHNST PELENTOB CYOLEKT PO3HWMYHON TOProBiM MHOPMUPYET
PYKOBOAUTESSI COOTBETCTBYIOLLIEN MeANLMHCKON opraHm3aumm.

<14> lMNpuka3 N 1175H 1 npukas N 54H.

16. lpm oTnycke rekapCTBEHHOro npenapata gapmaueBTUYECKUA pPabOoTHUK MHOPMUPYET NULO,
nprobpeTatoLLee (NonyyawLLee) NeKapCTBEHHbIN NMpenapaT, O peXxume 1 Jo3ax ero npuema, npaBunax XxpaHeHus
B JOMALLHUX YCIOBUSIX, O B3aUMOLEWCTBUN C APYIMMU NTEKapCTBEHHbIMY NpenapaTamMu.

17. MNpu oTnycke nekapcTBEHHOro npenaparta capMaueBTUYeckUin paboTHUK He BrpaBe NpefocTaBnsiTh
HEeOOCTOBEPHYID W (MMM) HEMOMHyl WHGOPMAaLMIO O HanMuuMM NEeKapCTBEHHbIX MpenapaToB, BKIOYas
rnekapcTBeHHble npenapaThl, MMELMEe OAMHAKOBOE MEeXAYHapOAHOe HEeMaTeHTOBaHHOE HaMMEHOBaHWe, B TOM
ymcne CKpbIBaTh MHPOPMALIMIO O HANMYMK NEKAPCTBEHHBIX NPenapaToB, UMeLWNX Gonee HN3KYHO LeHy <15>.

<15> Cratbs 74 ®PepepanbHoro 3akoHa oT 21 Hos6pst 2011 r. N 323-03 "O6 ocHoBax OxpaHbl 340pPOBbS
rpaxgaH B Poccuiickon ®egepaumn” (CobpaHne 3akoHogaTensctBa Poccuickon depepaumm, 2011, N 48, crT.
6724; 2013, N 48, cT. 6165).

18. 3anpewaetcs oTnyck anbcuUUUPOBaHHbLIX, HeAOOpPOKa4YeCTBEHHbLIX U KOHTpadaKTHbIX
NeKapCTBEHHbIX NpenapaTtoB <16>.

<16> CraTtbs 57 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalleHnn nekapCTBEHHbIX
cpeacts".

Il. Tpe6oBaHMsA K OTNYCKY HAPKOTUYECKMX U NMCUXOTPOMNHbIX
NeKapcTBEHHbIX NpenapaToB, fleKapCTBEHHbIX NpenapaTos,
obnaparowmx aHabonn4ecKon aKTUBHOCTBIO, MHbIX NleKapCTBEHHbIX
npenapaToB, noAgnexalmux npeaMmeTHO-KONMYeCTBEHHOMY y4eTy

19. OTNycK HapKOTMYECKMX W MCUMXOTPOMHbIX NEKapCTBEHHbIX MpenapaToB, feKkapCTBEHHbIX MpenapaTos,
obragaroLmx aHabonnyeckon aKTUBHOCTbIO, neKkapCTBEHHbIX npenaparTos, noanexatumx
NpegMEeTHO-KONMMYECTBEHHOMY  y4YeTy, OCYLLeCTBrsSeTcs dapMaueBTMieckumMm paboTHUKaMK, 3aHMMaloWmnMu
OOMMKHOCTK, BKIIOYEHHbIE B MNEepeyeHb [OIDKHOCTEN apmaueBTUYEeCKUX W MEeOUUUHCKMX paboTHMKOB B
opraHm3aumsx, KOTOpbIM MpegoCTaBfieHO MpaBO OTMyCKa HAaPKOTUYECKUX FeKapCTBEHHbIX MNpenapaTtoB U
NMCUXOTPOMHBIX NEKAPCTBEHHbIX MNpenapaToB (PM3MYecKMM nuuam, YTBEPXKAEHHbIN npuka3om MuHuCTepcTBa
3apaBooxpaHeHust Poccuinckon depepaumm oT 7 ceHTabps 2016 r. N 681H (3apeructpmpoBaH MuHUCTEpPCTBOM
toctuuumn Poccuiickon ®epepaumm 21 ceHtabps 2016 r., pernctpaumoHHbin N 43748).

20. HapkoTudeckne © NCUXOTPOMHbIE IEeKApCTBEHHble npenapatbl cnucka Il, 3a  wncknoveHuem
NeKkapCcTBEHHbIX NpenapaTtoB B Buae TpaHcOepMarbHbIX TepaneBTUYECKMX CUCTEM, OTMycKalTca npu
npeaobsBNEeHUM OOKYMEHTa, YOOCTOBEPSAOLWEro JIMYHOCTb, NWUy, YKa3aHHOMY B peuenTe, ero 3akoHHOMY
npegcrasuTento <17> unu nuuy, umetowweMy oOpMIIEHHYIO B COOTBETCTBMM C 3aKoHodaTenbcTBoM Poccuiickon
denepaumn OOBEPEHHOCTb HA MNpaBO MOMYYEHUS TaKMX HAPKOTUYECKMX U MCUXOTPOMHBLIX JeKapCTBEHHbIX
npenapaTos.

<17> B OTHOLLUEHUM N1ua, yKka3aHHOro B 4Yactu 2 ctatbn 20 ®egepanbHoro 3akoHa ot 21 Hos6psa 2011 r. N
323-®3 "O6 ocHoBax oxpaHbl 340poBbs rpaxaaH B Poccuickon ®egepauun” (CobpaHve 3akoHogaTenbCTBa
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Poccunckon ®epepauun, 2011, N 48, c1. 6724; 2012, N 26, cT1. 3442, 3446; 2013, N 27, cT. 3459, 3477; N 30, cT.
4038; N 39, cT. 4883; N 48, c1. 6165; N 52, c1. 6951; 2014, N 23, c1. 2930; N 30, cT. 4106, 4206, 4244, 4247,
4257; N 43, cT. 5798; N 49, cT1. 6927, 6928; 2015, N 1, cT1. 72, 85; N 10, cT. 1403, 1425; N 14, c1. 2018; N 27, cT.
3951; N 29, cT1. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT1. 9, 28; N 15, c1. 2055; N 18, cT1. 2488; N 27,
cT. 4219).

21. HapkoTnuyeckne U MNCUXOTPOMHbIE FeKapCTBEHHble npenapatbl cnucka Il (3a  umckmoveHuem
nekapCTBEHHbIX NpenapaTtoB B BuAe TpaHCAepMalibHbIX TepaneBTUYECKUX CUCTEM), NpefHasHadeHHble AN
rpaxxgaH, MVMeRLWMX npaBo Ha OecnnaTHoe MOMydYeHMEe JeKapCTBEHHbIX MpenapaToB WKW  MNofy4YyeHune
NeKapCTBEHHbIX MpenapaToB CO CKWOKOW, OTMyCcKalTCA nNpy MNpegbsiBlEeHMM peLenTta, BbIMMCAHHOMO Ha
peuentypHoMm 6naHke d¢opmbl N 107/y-HI, n peuenta, BbINMCAHHOrO Ha peuenTypHoM 6naHke dopmbl N
148-1/y-04 (n) unu popmbl N 148-1/y-06 (n).

JlekapcTBeHHble MpenapaTbl, yka3aHHble B ab3auax TpeTbeM - BOCbMOM MyHKTa 4 HacToswwmx Mpasun,
npefHasHavyeHHble Ans rpaxkaaH, UMEILLMX MpaBO Ha MNOSlyYeHUE JEKAPCTBEHHbLIX MpenapaToB, OTMycKaeMblX
GecnnaTHO UNN CO CKUAKOW, OTMYCKaTCA MpU NPeAbsBEHUN peuenTa, BbIMMCAHHOMO Ha peuenTypHoM 6naHke
dopmbl N 148-1/y-88, n peuenTa, BbINMCAaHHOrO Ha peLenTypHom bnaxke dpopmbl N 148-1/y-04 (n) unun dopmbl N
148-1/y-06 (n).

22. lNocne oTnycka HapKOTUYECKMX U NCUXOTPONHBLIX FleKapCTBEHHbIX nNpenapaTtos crnvcka I, B Tom yncne B
BUAE TpaHcAepManbHbIX TepaneBTUYECKUX CUCTEM, NCUXOTPONMHBLIX NeKapCTBEHHbIX npenapaTtos cnuvcka Il nuuy,
nonyymBLLEMY fIEKapCTBEHHLIN Mpenapar, BblAaeTcs curHaTypa C XenTo Nonocon B BEPXHEN YacTu N HaLNUCHIO
YepHbIM WPUPTOM Ha Hen "CurHaTypa", B KOTOPOW yKa3blBaKOTCH:

HanMeHoBaHMe N agpec MeCTOHaxXoXaeHna anTekn nim ante4Horo nNyHkKTa,
HOMeEP M AaTa BbIMUCAHHOIO peuenTa;

(baMMJ'II/IFI, M4, OT4ECTBO (I'Ipl/l HaJ'IM‘-IMI/l) nnda, Ana KoToporo npegHa3Ha4vyeH ﬂeKapCTBeHHbIVI npenapart, ero
BO3pacT,

HOMEp MEOMLMHCKON KapTbl NauuyeHTa, Mony4yarolero MeaMLUHCKYI0 NMOMOLLb B aMBynaTopHbIX YCNOBUSAX,
AMs KOTOPOro NpeaHasHa4YeH fnekapcTBeHHbIN npenapar;

damnnusa, uMs, oTHECTBO (NPW HaNMYUKM) MEAMLMHCKOTO paboTHMKA, BbIMMCABLUETO PELENT, Er0 KOHTAKTHbIN
TenedoH nMbo TenedoH MeauLMHCKOWM opraHu3aunm;

cogepxaHue peulenTta Ha NTaTUHCKOM A3blKe,

damunusi, UMsi, OTYECTBO (MpPWU HanmUuUM) M MoANUCh (apmaLeBTUYEecKOro paboTHMKA, OTMYCTUBLUErO
nekapcTBEHHbIN Npenapar;

garta oTnycka fiekapCTBeHHOro npenapara.

23. OTnycKk 3TUIIOBOIO CiMpTa NPOMU3BOAUTCS MO PeLenTy C Y4eTOM YCTAHOBJIEHHbLIX TpeboBaHM kK 06beMyY
Tapbl, yNakoBKe U KOMMNMEKTHOCTM NieKapCTBEHHbIX NpenapaTos <18>,

neKapCTBeHHbIe npenapartbl, cogepxalliune 3TUNOBbLIN cnunpT, B TOM 4uUCIe WU3roToBJiEHHble MO peuenty
Cy6'beKTOM pO3HVI'~IHOl7I ToproeJsi1, UMewLWUM JIMLUEH3NK Ha cpapmau,eBTw-leCKyro AeATesibHOCTb C MnpaBoOM
N3roToBJ1IEHNA NEKAPCTBEHHbIX NMpenapartoB, OTMNYCKAKTCA C y4ETOM YCTAHOBJIEHHbIX Tpe6OBaHVIl7I K o6bemy Tapbl,
ynakoBke 1N KOMIMJ1EKTHOCTU NNeKapCTBEHHbIX NpenapaTtoB <18>.

<18> Yactb 4.1 ctatbn 45 ®depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpalieHumn
nekapcTBeHHbIx cpeacTB" (CobpaHune 3akoHogaTtenbcTBa Poccuickon ®epgepaumm, 2010, N 16, ct. 1815; 2014, N
52, cT. 7540; 2015, N 51, cT. 7245), noctaHoBneHue lMNMpasutenbctea Poccuiickon ®eaepaumm ot 23 uong 2016 r.
N 716 "O nopsigke hopMMpOBaHNA NepeyHs NeKapCTBEHHbIX NpenapaToB AN MEeAMLMHCKOrOo NPUMEHEeHUus, B
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OTHOLLEHMM KOTOPbIX YyCTaHaBnuBawTcs TpeboBaHMs K OOGbeMmy Tapbl, YNakoBKe W KOMMIEKTHOCTWU, NepevHs
NeKapcTBEHHbIX npenapaTtoB AMs BETEPUMHAPHOro MNPYMEHEHUs, B OTHOLUEHWM KOTOPbIX YCTaHaBNUBAKTCS
TpeboBaHus Kk obbemy Tapbl, U onpefeneHusa Takux TpebosaHun" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon
®epepaumn, 2016, N 31, ct. 5030).

24, SanpeLu,aeTc;l pasp,eanbm OTNYCK JieKapCTBEHHbIX CpeacTB, BXOAALMX B COCTaB J1€KapCTBEHHOIo
npenapara, n3rotasjimsaemMoro Cy6'beKTOM pO3HVI'~IHOl7I TOpProeJn.

25. 3anpelaetcs OTNyck CYyOBEKTOM PO3HWMYHOW TOPrOBMW NEKAPCTBEHHbIX MpenapaToB, YKa3aHHbIX B
nyHkTe 4 HacTosAwwmx NMpaBun, No peLentamMm BeTEPUHAPHbIX OpraHu3aLmi.

lll. Tpe6oBaHus Kk OTNYCKY JleKapCTBEHHbIX NpenapaToB
no Tpe6oBaHMAM-HaKNaAHbIM MeAULIMHCKUX OpraHM3aLui,
MHAMBUAYanNbHbIX NpeanpuHMMaTene, MMerLMX NMULIEH3UI0
Ha MeAULMHCKYIO AeATeNbHOCTb

26. TpeboBaHue-HaknagHas Ha OTNYCK NeKapCTBEHHbIX NpenapaToB OMOPMMSETCS B COOTBETCTBUMU C
UHCTpykuMern o nopsgke BbINMUCbIBAHMS  MEKApCTBEHHbIX nNpenapaTtoB U O0OPMMEHMS pelenToB WU
TpeboBaHW-HaKNadHbIX, YTBEPXAEHHOW Mpuka3oMm MuHUCTepcTBa 34paBOOXpPaHEHUs U COLUMANbHOrMO Pas3BUTUSA
Poccunckon deagepauunm ot 12 dpespansa 2007 r. N 110 "O nopsigke HasHaA4YeHUS1 U BbINUCbIBAHUSA NEKApPCTBEHHbIX
npenapaToB, U3Aenuin MeLULMHCKONO HasHayeHWs W cneunanuaupoBaHHbIX MNPOAYKTOB reyebHoro nutaHus"
(3apeructpupoBaH MuHuncTepcTBoM tocTuumm Poccuinckon Pepepaumm 27 anpens 2007 r., perctpaumoHHbii N
9364) <19>.

<19> C n3amMeHeHuaMu, BHeCEHHbIMM Npukazamn MnHUCTepCcTBa 34paBoOOXpPaHEHNST U COLMANbHOIO Pas3BUTUS
Poccuiickon depepaumm ot 27 aerycta 2007 r. N 560 (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMM Poccumnckom
depepaumm 14 ceHtabpsa 2007 r., pernctpaumoHHbin N 10133), ot 25 ceHTabpsa 2009 r. N 794H (3aperncTpmnpoBaH
MuHncTepcTBoM tocTuumumn Poccuiickon Peaepaumm 25 Hosbpsa 2009 r., pernctpaumonHbii N 15317), ot 20 aHBaps
2011 r. N 13H (3apeructpupoBaH MwuHucTtepcTBoM toctuumm Poccuiickonn ®epepaummn 15 mapta 2011 r.,
permctpaumoHHein N 20103), npukasamn MuHucTepcTBa 3gpaBooxpaHeHusa Poccunckon degepaunm ot 1 aBrycra
2012 r. N 54H (3apeructpupoBaH MwuHuctepctBom toctuumm Poccunckon Pegepaummn 15 asrycta 2012 r.,
pernctpaumoHHein N 25190), ot 26 cespana 2013 r. N 94H (3apernctpmpoBaH MUWHMCTEPCTBOM HOCTULUN
Poccuinckon ®egepauun 25 noHa 2013 r., pernctpaumoHHbii N 28881).

[onyckaeTcs oTNyCK fiekapCTBEHHbIX NpenapaTtoB no TpeboBaHusM-HaknagHbIM MEAULMHCKUX OpraHn3aLmi
N MHOMBUAOYanNbHbIX NPeanpUHUMaTenen, UMeLWMX NMULEH3NI0 Ha MEeOULMHCKYHO AenaTernbHOCTb, 0OPMIIEHHbIM B
911EKTPOHHOM BUAE, €CNU MeAWLMHCKas opraHn3auns, UHAMBMAYaNbHbIN NpeanpuHuMmaTenb, UMEIOLLMIA NINLLEH3NIO
Ha MeOWLMHCKYIO OeATenbHOCTb, W CYObEKT PO3HWMYHOW TOProBNU SIBMSKOTCS COOTBETCTBEHHO Y4YacTHUKaMU
CMCTEMbI MH(POPMALMOHHOIO B3aMMOAENCTBMS N0 OGMEHY CBEAEHUAMM.

27. OTI'IyCK HapKOTUYECKMUX W TMCUXOTPOMHbIX JIEKAPCTBEHHbLIX MpenapaTtoB ChnUCKa I, NCUXOTPOMHbIX
NeKapCTBEHHbIX npenapartoB Crnncka 1, MHbIX NNeKapCTBEHHbIX npenapartos, noanexatnx
npegmMmeTHO-KOJIM4eCTBEHHOMY y4eTy, B TOM 4uCrie OTnyCKaeMbIX bes peuenTa, ocyLlecTBndeTcA No oTAesIbHbIM
TpeGOBaHMﬂM-HaKHaﬂHbIM.

28. 3anpellaeTcss OTNYCK HApKOTMYECKMX U MCUXOTPOMHbLIX JIEKAPCTBEHHbLIX NMpenapaToB cnucka I, B Tom
yucrne B BUAe TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, NMCUXOTPOMHbIX NeKapCTBEHHbIX NpenapaTos cnucka
no TpebOoBaHWSIM-HaKNagHbIM WHOVBMAYANbHOrO MpeanpuHUMaTens, UMEKLLEro JfUUEH3MK Ha MEAULMHCKYH
JedaTenbHoCcTb <20>.

<20> lNyHKT 4 ctaTtbn 31 PepepanbHoro 3akoHa ot 8 aHeapsa 1998 r. N 3-®3 "O HapkoTU4eckmx cpeacTaax u
ncuxoTponHbix BellecTBax" (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®Pegepaumm, 1998, N 2, cT. 219; 2003, N
27, c1. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).
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29. lpu oTnycke nekapCTBEHHbIX MNpenapaToB apMaueBTUYeckun paboTHMK MPOBEPSIET Haanexailee
odopmneHne TpeboBaHWS-HAKNaAHOW N NPOCTaBMSET Ha Hel OTMETKY O KONMYeCTBE M CTOMMOCTU OTMYLLEHHbIX
nekapcTBEHHbIX NpenapaTos.

30. Bce Tpe6OBaHMF|-HaKJ'Ia,D,HbIe, Nno KOTOpPbIM OTNyWeHbl nekapCTBEeHHble npenapartbl, noanexar
OCTaBJIEHUIO N XpaHEHU Yy cy61:eKTa pOSHVI‘-IHOVI TOpProBJn:

Ha HapKOTU4YecKne M NCUXOTPONMHbIE NIEKapCTBEHHbIE Npenapatbl cnucka Il, NCMXoTponHbIe fekapCTBEHHbIE
npenapatbl cnucka lll (B OTHOWEHMM anTek U anTeYHbIX NMYHKTOB) - B TEYEHWE NATU NEeT;

Ha NekapCTBEeHHbIE NnpenapaTtbl, noanexawune npegmMmeTHO-KoONM4eCTBEHHOMY y4eTy, - B TE4YEeHUe Tpex neT,
Ha MHble NIeKapCTBEHHbIE npenapartbl - B Te4eHne ogHOoro roga.

31. HapyweHue nepBUYHOM YNaKOBKM  fEKAapCTBEHHOro npenaparta npu ero oTnycke Mo
TpeboBaHWIO-HaKNagHOM  JOMyckaeTcs CyObeKTOM  pPO3HUYHOW  TOProBNW,  UMEKLWMM  JIMLEH3MI0  Ha
dhapmaLeBTUHECKYIO AeATENBHOCTE C MPABOM M3rOTOBMNEHMS NIEKAapCTBEHHbIX NpenapaToB. B Takom cnyyae otnyck
neKkapCcTBEHHOro npenaparta OCYLLEeCTBNSAETCA B YMakoBKe, OPOPMIIEHHOW B YCTaHOBIIEHHOM nopsgke <21>, ¢
npegocTaBreHneM MHCTPYKLUMK (KOMUM MHCTPYKLMKU) NO MPUMEHEHUIO OTMYCKAEMOro JIEKAapCTBEHHOrO npenapara.

<21> lMpuka3 MuHsgpasa Poccun ot 26 oktabpsa 2015 r. N 7511 "O6 yTBepxaeHun npaBun U3rotToBreHns 1
OTMNycKa FeKapCTBEHHbIX MpenapaTtoB AN MEAWLUMHCKOrO MPUMMEHEHUSI  anTeYHbIMW  OpraHv3auusiMu,
WHAMBUAOYANbHBIMW  NPEeANPUHUMATENAMKY, WMEKLWUMN NULEH3UI0 Ha dapMaueBTUYEeCKyld OeATenbHOCTb"
(3apeructpupoBaH MuHucTepctBoM toctuumm Poccunckon depepaumm 21 anpensa 2016 r., pernctpaumoHHsii N
41897).
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