Mpuka3 MuHsgpaea Poccun ot 11.07.2017 N 403H
"O6 yTBEpXKAEHUM NpaBuUn OTMycKa NekapCTBEHHbIX NpenapaToB Ans
MeaMLMHCKOro np...

3apeructpuposaHo B MuHtocte Poccum 8 ceHTsa6pa 2017 r. N 48125

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUNCKOW ®EOEPALINA

NMPUKA3
ot 11 vronsa 2017 r. N 403H

OB YTBEPXXOEHWUM NPABUN
OTNYCKA NEKAPCTBEHHbIX MPENAPATOB ANnA MEOAULIMHCKOIO
NMPUMEHEHUA, B TOM YUNCITE MMMYHOBUOJNOIMMYECKUX NEKAPCTBEHHbIX
NPENAPATOB, ANNTEYHbIMWN OPITAHU3ALUAMU, NTHAONBUAOYANbHbIMA
NPEANPUHUMATENAMU, AMEIOLLUMMW NULIEH3UIO
HA ®APMALIEBTUYECKYIO OEATENBbHOCTb

B cooTtBeTcTBUM co cTaTben 55 PeaepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpaiieHun
nekapcTBeHHbIx cpeacTs” (CobpaHue 3akoHogaTtenbcTBa Poccuinckon Pegepaumm, 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, cT. 4238), nyHKkTOM 3 CTaTbhbM
12 depepanbHoro 3akoHa oOT 17 ceHTabpa 1998 r. N 157-®3 "O6 mmmyHonpodunaktuke MHGEKLUNOHHbIX
bonesHen" (CobpaHune 3akoHogaTenbcTBa Poccunckon ®epepauun, 1998, N 38, c1. 4736; 2009, N 1, cT. 21; 2013,
N 48, ct. 6165) n nognyHktamm 5.2.169, 5.2.183 lNMonoxeHnss o MuHucTepcTee 3apaBooxpaHeHusa Poccuickon
depnepaumu, yTBEpXAEHHOro noctaHoeneHvem lNpaesutenbctBa Poccunckon depepaumm ot 19 umioHa 2012 r. N
608 (CobpaHune 3akoHogaTtenbcTBa Poccuickon Pepepaumm, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970; N 20, cT.
2477; N 22, c1. 2812; N 33, cT. 4386; N 45, c1. 5822; 2014, N 12, cT. 1296; N 26, cT1. 3577; N 30, cT1. 4307; N 37,
cT. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23, c1. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT1. 4497; N
28, cT. 4741; N 34, cT. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066), npukasbiBato:

1. yTBepD,VITb npasuna oTnycka nekapCTBeHHbIX npenapartos And MeanunHCKOro npuMeHeHusa, B ToMm 4ucne
I/IMMyHO6I/IOJ'IOFI/I'~IeCKI/IX JNeKapCTBEHHbIX npenapartos, anTevyHbiMn opraHusauunamu, nHanemngyarnbHbIMU
npegnpuHnmaTtenamy, UMerLwnmMmn nmMueH3nio Ha cpapmau,eBTquCKyro 0eATenbHOCTb, COrMacHO NMpPUIoXeHuHo.

2. MNpusHaTb yTpaTUBLLNMK CUIY:

npuka3 MUHUCTEpCTBa 34paBoOOXpaHEHMs U colmanbHoOro passuTtusa Poccuiickon ®enepauunm oT 14 aekabps
2005 r. N 785 "O Tllopsigke OTnycka nekapCTBEHHbIX cpeacTB" (3apeructpupoBaH MWHUCTEPCTBOM HOCTULMM
Poccuiickon ®egepaumnm 16 aHsapsa 2006 r., pernctpauunorHbin N 7353);

npuka3 MuHucTepcTBa 34paBoOXpaHeEHNst U coumanbHoOro passutmus Poccuinckon deagepaumm oT 24 anpens
2006 r. N 302 "O BHeceHUM uamMeHeHwW B npukas MuHUCTepcTBa 34paBOOXPaHEHUSA M COLMANbHOrO pa3BUTUS
Poccuiickon ®enepauun ot 14 gekabps 2005 r. N 785" (3apernctpmposaH MuHuUcTepcTBOM tocTULMM Poccuinckom
depepaumm 16 masa 2006 r., pernctpaunoHHbin N 7842);

npukas MuHucTepcTBa 34paBooXpaHeHns 1 coumanbHoro passutusa Poccurickon ®egepaunm ot 12 cdoespans
2007 r. N 109 "O BHeceHun nameHeHun B MNMopsiAoK OTNycka NekapCTBEHHbIX CPEACTB, YTBEPKAEHHbIN NPUKA30OM
MwuHncTepcTBa 3opaBOOXpaHeHust U coumnansHoro passutua Poccunckon depepaunmnm ot 14 gekabpsa 2005 r. N
785" (3apeructpupoBaH MuHuctepcTeoMm toctuumm Poccuinckon ®egepaumm 30 mapta 2007 r., permcTpauuoHHbIN
N 9198);

npuvka3 MuHUCTepCTBa 34paBOOXpaHeHUs U couunansHoro passutusa Poccuiickon degepaunm ot 6 aBrycta
2007 r. N 521 "O BHeceHUM n3meHeHuIn B MNopsiaok oTnycka fiekapCTBEHHbIX CPEACTB, YTBEPKAEHHbIN NPUKa3oM
MwuHncTepcTBa 30paBOOXpaHEHMsT U coumnanbHoro passuTtusa Poccunickon ®egepaumm ot 14 gekabps 2005 r. N
785" (3apeructpupoBaH MuHuctepctasom toctuumm Poccunckon ®epepauun 29 asrycta 2007 r., permctpaumoHHbIN
N 10063).

MuHucTp
B.N.CKBOPLIOBA
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MpunoxeHue

K npuka3dy MnHucTepcTBa 34paBoOOXpaHeHs
Poccuinckon degepaumm

ot 11 monsa 2017 r. N 403H

NMPABUNA
OTNYCKA NEKAPCTBEHHbBIX NMPEMNAPATOB ONnA MEOULIMHCKOIO
NMPUMEHEHUA, B TOM YNCIIE MUMMYHOBUOIOIMMYECKUX NEKAPCTBEHHbIX
MNPEMAPATOB, ANNTTEYHbIMX OPITAHU3ALUAMU, MHONBUAY AlTbHbIMU
NPEANPUHUMATENAMN, UMEIOLLAMW NNULIEH3UIO
HA ®APMALIEBTUYECKYIO OEATENNIbHOCTb

I. O6wme TpeboBaHUS K OTMYCKY JleKapCTBEHHbLIX NpenapaToB
Ans MeAULIMHCKOro NpUMeHeHus

1. HacTosiwme npaBuna onpenensioT MOpsifoK OTMycKa flekapCTBEHHbIX MpenapaTtoB Ans MeAWLMHCKOro
NPUMEHEHNSI, B TOM 4YMUCME MMMYHOOMOIOrMYECKMX JEKAPCTBEHHbIX MpenapaTtoB (Janee - nekapCTBEHHbIE
npenapaTb|), anTevyHbIMN opraHu3aumammn n nHonsuayarnbHbIMMU npeanpunHnMmaTenamu, tMerLwmnMmm nMMUeH3no Ha
hapmaLeBTUYECKYID AEATENbHOCTb (ganee - cyObekTbl PO3HUYHOM ToproBnu), 6e3 peuenta <1> u (unm) no
peuenty Ha J'IeKapCTBeHHbII7I npenapart, BbIMMCaHHOMY B YCTaHOBJIEHHOM MopsAgke <2> MeOULUNHCKUMU
paboTHukamuM, a Tawkke no TpeboBaHWsIM-HaKNadHbIM OpraHvM3alMu, OCYLUECTBSWEN MEeAULNHCKYHO
OeaTenbHOCTb (Janee - MeOMUMHCKas opraHvsauusi), UM MHAMBUAYaNbHOro npeanpuHMMaTensi, UMEHLLEro
NULIEH3MIO HA MEOULIMHCKYIO AeSATENbHOCTL (4arnee COOTBETCTBEHHO - peLenT, TpeboBaHme-HaknagHas).

<1> MognyHkT "4" nyHkTa 5 4actn 4 ctaten 18, nognyHkT "K" nyHkTa 1 yactn 1 ctatbn 33 degepanbHOro
3akoHa oT 12 anpens 2010 r. N 61-d3 "O6 obpaweHun nekapcTBeHHbIx cpeacTts” (CobpaHue 3akoHogaTeNbCTBA
Poccuiickon ®epepaumm, 2010, N 16, cT. 1815; N 42, c1. 5293; N 49, cT. 6409; 2014, N 52, cT. 7540).

<2> lNpukasbl MuHncTepcTBa 3apaBooxpaHeHnss Poccunckon ®egepaunn:

oT 20 gekabpsa 2012 r. N 11751 "O6 yTBEpXOEHUM MOpsiAKa Ha3HAYeHUs1 N BbIMUCbIBAHUS JIEKAPCTBEHHbIX
npenapaToB, a Tawkke (OPM peuenTypHbIX OMaHKOB Ha nekapCTBEHHble npenaparbl, nopsigka odopMieHUs
yKa3aHHbIX GnaHKoB, UX yyeTa u xpaHeHusa" (3apernctpmpoBaH MuHuctepcTsom toctuumm Poccunckon ®epepavmm
25 wmoHa 2013 r., peructpauunoHHbln N 28883), ¢ M3MeHeHUAMU, BHeCeHHbIMW npukasamu MuHucTepcTBa
3apaBooxpaHeHust Poccunckon ®epepaumm ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH MuHUCTEPCTBOM
toctuuumn Poccuiickon ®epepauun 23 gekabpsa 2013 r., peructpaumoHHsin N 30714), ot 30 utoHa 2015 r. N 386H
(3apeructpupoBaH MuHuctepcTBom toctuumm 6 asrycta 2015 r., peructpaumonHeii N 38379) n ot 21 anpensa 2016
rr. N 254H (3apeructpupoBaH MuHuctepctBom toctmumm Poccuiickon @Pepepaumm 18 wuona 2016 r.,
pernctpaumoHHbin N 42887) (nanee - npukas N 1175H);

ot 1 aBrycta 2012 r. N 54H "O0 yTBepxaeHMn opmbl ONaHKOB peELIENTOB, coAepXalluMx HasHaueHue
HapKOTMYECKUX CPeacTB M NCUMXOTPONHbLIX BELLEeCTB, MOpsaka WX W3rOTOBMEHWs, pacrnpeaeneHns, peructpauuu,
ydyeTa U XpaHeHus, a Takke npasun odopmneHus" (3apermctpuposaH MuHucTepcTBOM tocTuumMm Poccuickon
®epepaumn 15 asrycta 2012 r., peructpaumoHHbin N 25190), ¢ M3MEHEeHUAMW, BHECEHHbIMM MpuKasamm
MwuHnctepcTBa 3gpaBooxpaHeHus Poccuiickon ®epepauun ot 30 uoHa 2015 r. N 385H (3apeructpupoBaH
MuHuctepctBom toctuuum Poccunckon depepaumm 27 Hosbpsa 2015 r., peructpaumonHsin N 39868) n ot 21
anpens 2016 r. N 254H (3apeructpupoBaH MuHuctepctBoMm toctuummn Poccuinckon ®egepaumm 18 nions 2016 r.,
pernctpaumoHHein N 42887) (nanee - npukas N 54R).

2. OTI'IyCK JIEKapCTBEHHbIX NMpenapaTtoB be3 peuenToB OCYyLLEeCTBINAETCA:
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anTekamu;
anTe4YHbIMU NYHKTaMWU;
anTe4yHbIMU KMOCKaMWU;

nHOMBUAYANbHLIMM MPEeAnpPUHUMATENAMM, UMEIOLMMIA NIULEH3NI0 Ha (apMaLeBTUYECKYl0 AeATeNbHOCTb
(manee - HOMBMAOYanbHbIN NpeanpUuHUMaTenb).

3. OTnycK NekapcTBEHHbIX NpenapaToB Mo peLenTam OCyLLEeCTBNSETCS:
anTekamu;
anTeYHbIMU MYHKTaMW;

UHOVBMAOYaAnNbHbIMW  MpeanpuHUMaTensamMu (3a WCKIOYEHMEM OTMyCKa HAapKOTMYECKUX CPeacTB U
MCUXOTPOMHbLIX BELLECTB, BKMIOYEHHbLIX B MepeyYeHb HapKOTUYECKUX CPEeACTB, MNCUMXOTPOMHbIX BELECTB M UX
NpeKkypcopoB, noAanexawmx KkKoHTtponto B Poccuiickon depepaumu, YTBEPXKOEHHbI  MNOCTaHOBNEHUEM
MpaButensctBa Poccuiickon ®epepauumn ot 30 moHs 1998 r. N 681 <3> (ganee cooOTBETCTBEHHO - [lepedyeHsb,
HapKOTUYECKME M NCUXOTPOMHbIE FIEKAapPCTBEHHbIE NpenaparThbl).

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

OTnyck HapKOTUYECKUX W MCUMXOTPOMHbIX JIEKAPCTBEHHbLIX MpenapaToB MO peuenTaM OCYLLEeCTBMSETCS
anTekamy 1 anTeYHbIMW MYHKTaMu, UMELUMN NULEH3NI0 Ha AeATENbHOCTb N0 060POTY HAPKOTUYECKUX CPEACTB,
MCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, KYINbTUBUPOBAHUIO HAPKOCOAEPXKALLUX PACTEHUNA.

OTI'IyCK I/IMMyHOGI/IOJ'IOFI/I"IeCKI/IX NNeKapCTBEHHbIX npenapaTtoB No peuentamM OCyllecTBndeTcAa anTtekamm u
anTe4YHbIMN NMyHKTaMW.

4. To peuentam, BbINMUCaAHHLIM Ha peuenTypHbiXx OnaHkax dopmbl N 107/y-HIM <4>, oTnyckatoTca
HapKoTMYeCKMEe W NMCMXOTPOMHbIE JNIEeKapCTBEHHbIE MpenapaTbl, BHeCeHHble B CNMCOK HapKOTUYECKMX CPeacTB U
MCUXOTPOMHbIX BellecTB, ob6opoT koTopbix B Poccuiickon Pepepaumm OrpaHUH4eH M B OTHOLLUEHUWM KOTOPbIX
yCTaHaBMNMBalOTCA Mepbl KOHTPONs B COOTBETCTBMM C 3akoHogaTenbctBoM Poccunckon ®epepaummn u
MexayHapoaHbiMu  gorosopamun Poccuiickon ®epepauun (cnucok |l), MNepevHsa (ganee - HapkoTudeckue W
NCUXOTPOMHbIE FeKapCTBeHHble npenapaTbl cnucka ), 3a MWCKMYEHWEM HapKOTUYECKUX WU  MCUXOTPOMHBLIX
neKkapcTBEHHbIX NpenapaToB B BUAe TpaHCAepMarnbHbIX TepaneBTUYECKUX CUCTEM.

<4> MpunoxeHnsa N 1 n 2 k npukasy N 54H.

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

<5> rlyHKT 9 nopAagka HadHa4dYeHuA 1 BbINMCbIBaHUA NEKAPCTBEHHbIX NMpenapaTtoB, YTBEPXAEHHOIo Npuka3om
N 1175H.

NCUXOTPOMNHbIE NeKapCTBEHHbIE npenapaTbl, BHECEHHbIE B Cnucok NCUXOTPOMNHLIX BELLECTB, 060pOT KOTOPbIX
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B Poccunckon ®depepaumy orpaHM4eH U B OTHOLLUEHUW KOTOPbIX OOMYCKAETCA WCKNIOYEHUE HEKOTOPbIX Mep
KOHTPONs B COOTBETCTBUM C 3akoHoaaTenbCcTBOM Poccuiickon ®defepaumm u MexayHapoaHbIMU [OroBopamm
Poccuiickon ®epepauum (cnucok lll), MNMepedHs (ganee - NCMXOTPONHbIE NekapcTBeHHbIe npenapatskl cnucka lll);

HapKoTU4eCKkne ©n TMCUXOTpONHble JeKapCTBeHHble nnpenapaTtbl Crhncka Il B BMAe TpaHcaepMaribHbIX
TepaneBTUYEeCKNX CUCTEM;

NIeKapCTBEHHbIE TMpenapaTtbl, BKIOYEeHHble B MNepeYyYeHb JIeKapCTBEHHbIX cCpeacTts OnAad MeguuuHCKOro
npuMmeHeHnd, noanexawmnx npeamMeTHO-KONMM4YeCTBEeHHOMY Yy4eTy <6>, 3a WCKM4YEHNEM NeKapCTBEHHbIX
npenapartoB, YyKa3aHHbIX B abszauax nepBoM U TpeTbeM HaCTOodALWero NnyHKTa, U NekapCTBEeHHbIX MnpenapaTtos,
OTnyCKaeMbIX 6e3 peuenTta (p,anee - JIeKapCTBEHHbIE NnpenapaTtbl, noanexawune npegmMmeTHO-KOJITM4eCTBEHHOMY

yyety);

<6> lNpuka3z MuHucTepcTBa 3gpaBooxpaHeHus Poccuickon deanepaumm ot 22 anpensa 2014 r. N 1831 "O6
YTBEPXKAEHUN  MEpeyvHsl  NeKapCTBEHHbIX CpeacTB  ONd  MEeOUUMHCKOTO  MPUMEHEHMs,  MoAanexalumx
NpeAMeTHO-KONMMYECTBEHHOMY y4veTy" (3apernctpmpoBaH MuHucTepcTBoM tocTuumm Poccuickon ®epepauun 22
monss 2014 r., peructpaumoHHbein N 33210) C¢ W3MeHEeHMAMM, BHECEHHbIMU npuka3oM MuHucTepcTBa
3gpaBooxpaHeHus Poccuiickon ®enepaumm ot 10 ceHTabps 2015 r. N 634H (3apernctpupoBaH MuHMCTEPCTBOM
tocTnumm Poccuickon ®enepaumnm 30 ceHTsaopsa 2015 r., pernctpauunoHHbii N 39063).

nekapcTBeHHble npenapaTtbl, obnagawwmne aHabonnyeckon akTMBHOCTbIO (B COOTBETCTBUM C OCHOBHbIM
dapmakonornyeckum  gencrtemem) <7> UK OTHOCAWMECA NO  aHaTOMO-TepaneBTUYECKO-XUMUYECKOM
knaccudukaumn, pekoMeHaoBaHHOW BcemupHon opraHmsauuven 3gpaBooxpaHeHuss  (ganee - ATX), K
aHabonmyecknm ctepongam (kog A14A) (oanee - nekapcTBeHHble npenapartbl, obnagawwme aHabonuueckon
aKTUBHOCTbIO);

<7> TlopnyHKT 3 nyHKTa 9 nopsaka HasHayYeHuMs U BbINUCbIBAHUSA FEKAPCTBEHHbLIX MpenapaTos,
yTBepxaeHHoro npukasom N 1175H.

nekapcTBeHHble Nnpenaparkl, ykasaHHble B NyHkTe 5 MNopsgka oTnycka mnsnMyeckum nuuam rnekapcTBeHHbIX
npenapaToB ANsi MEOULMHCKOrO MPUMEHEHMS!, COAEpPXKaLUMX KpOMEe MarblX KONMMYECTB HApPKOTUYECKMX CPEACTB,
NMCUXOTPOMHbIX BELLECTB M MX MPEKYPCOPOB Apyrne dpapMakoriormdeckme akTUBHblE BELLECTBA, YTBEPXOEHHOMO
npukasom MuHuCTEpCTBa 34paBoOXpaHeHnst 1 coumanbHoro passutusa Poccuiickon ®enepauum ot 17 maga 2012 r.
N 562H <8>;

<8> 3apeructpupoBaH MwuHucTtepcTBoM toctuuum Poccunckon depepaumm 1 umwoHa 2012 r.,
pernctpaumoHHbin N 24438, ¢ WU3MEHEHUAMU, BHECEHHbIMU Mpuka3amu MuHUCTepcTBa 34paBOOXpaHEHUsS
Poccuiickon ®epepauun ot 10 uioHa 2013 r. N 369H (3apeructpmpoBaH MuHucTepcTBoM tocTuuumn Poccumnckon
®epepaummn 15 uona 2013 r., pernctpaumoHHbin N 29064), ot 21 asrycta 2014 r. N 465H (3apernctpupoBaH
MuHncTtepctBoM toctmumm Poccuiickon depepaumm 10 ceHTtsbpsa 2014 r., peructpaumoHHbii N 34024), ot 10
ceHTa6psa 2015 r. N 634H (3apernctpupoBaH MuHuctepctBom toctuumm Poccuiickon ®epepaumm 30 ceHTs0ps
2015 r., pernctpaumoHHbin N 39063).

nekapcTBEHHble npenapatbl, U3roTaBNMBaeMble NO peLenTy Ha fieKapCTBEHHbIA npenapaT u cogepxalume
HapKOTUYEeCKOe CpeaCcTBO WU  MCUXOTPOMHOE BeLecTBO, BHeceHHoe B cnucok |l [epedHs, u pgpyrue
(hapmakonornyeckne akTMBHbIE BELLECTBA B A03€, HE MpeBbillaloLLEel BbICLLYIO Pa3oByko 403Y, U MPpU YCIOBUN, YTO
3TOT KOMOVMHMPOBAHHBLIN NEKAPCTBEHHbIN MNpenapaT He SABMSETCS HapPKOTUYECKUM UMM MCUXOTPOMHbIM
nekapcTBeHHbIM npenapatom cnucka Il.

Mo peuentam, BbiNUCaHHLIM Ha peuenTypHbix BrnaHkax dopmbl N 148-1/y-04 (1) unn dopmel N 148-1/y-06
(m), oTnyckalTcs nekapcTBeHHble npenapaThbl, BbiNWCbIBAEMblE rpaxkgaHam, MMeELWMM npaBo Ha GecnnaTHoe
nony4yeHve rnekapcTBEHHbIX MpenapaToB WM MOflyyeHWe feKapCTBEHHbIX MpenapaToB CO CKuakon (panee -
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NeKapCTBeHHbIe npenapaTtbl, OTNyCKaeMble 6ecnnaTHO Unn co CKI/I,EI,KOIZ).

Mo peuentam, BbIMMCAHHBIM Ha peuenTypHbiXx ©OnaHkax d¢opmbl N 107-1/y, oTnyckawTCa WHbIE
nekapcTBeHHble MpenapaTtbl, He ykasdaHHble B ab3auax MepBOM, TPETbEM - OEBATOM HACTOSILEro MyHKTa, 3a
NCKIMIOYEHMEM JTEKapCTBEHHbBIX MpenapaToB, oTnyckaeMblx 6e3 peuenTa.

5. OTI'IyCK JIeKapCTBEHHbIX npenapartoB, HE YKa3aHHbIX B MYHKTE 4 HacToaWmX I'lpanu'l, B COOTBETCTBUU C
MHCTPYKUMAMM NO NX MeaANLNHCKOMY NPUMEHEHUIO OCYLLECTBIAETCA be3 peuenToB.

6. OTnyck nekapCTBEHHbIX MpenapaToB OCYLIECTBMNAETCA B TeYeHMEe YKa3aHHOro B peuente Cpoka ero
AeincTBus Npu obpaLleHnn nnua K cybbekTy pO3HUYHON TOProBIIN.

B cnyyae otcyTCcTBMSA Yy CyObEKTa PO3HUYHOW TOProBMM NEKapCTBEHHOMO NpenapaTa, yKadaHHOro B peuenTe,
npy obpalleHnun nuua K cydbekTy pO3HUYHOM TOProBMM peLenT NpMHMMAaeTCs Ha obcnyxuBaHWe B crnefyoLiune
CpOKM (Oanee - oTCpoYeHHoe obcnyxmBaHue):

peuent ¢ nomeTtkon "statim" (HemeoneHHO) OGCNyXMBaeTCA B TeyeHMe OAHOro paboyero OHA CO OHSA
obpalLeHnst nmua K cybbekTy po3HUYHOM TOProBnu;

peuenT ¢ nomeTKown "cito" (cpo4Ho) obcnyxmnBaeTcsi B TedeHue ABYX pabounx gHen co aHs obpalleHus nuua
K CyOBEKTY PO3HUYHOM TOProBmnu;

peuenTt Ha J'IeKapCTBeHHbIVI npenapar, BXOOAWMA B MMHUMAlNbHbLIM  aCCOPTUMEHT NeKapCTBEHHbIX
npenaparos And MeauumHCKOro npuMeHeHu4d, HeoOXoAMMbIX AN oKaszaHus MeOMUMHCKOM MoMolm <9>,
OGCﬂy)KVIBaeTCFI B TE€4YeHne nNATu pa60‘-IVIX OHen co gHsA O6an.l,eHl/IF| mua K cy6be|<Ty pO3HVI‘-IHOﬁ TOProBJn;

<9> PacnopsixeHue lNpasutensctBa Poccuiickon ®egepaumm ot 26 gekabpsa 2015 r. N 2724-p (CobpaHnue
3akoHogartenbcTBa Poccuiickon ®epepaumu, 2016, N 2, cT. 413).

peuenT Ha IleKapCTBEHHbIN Mpenapart, OTNyCckaeMblil GecnraTHO WM CO CKMOKOW M He Bowenwui B
MUHUMAarbHbBIA aCCOPTUMEHT JTEKAPCTBEHHbIX NpenapaToB ANs MEAMLMHCKOrO MpUMMEHEHUs, HeobxoaumblX Ons
OKasaHus MEeOULMHCKOW MOMOLLM, OBCNy>XMBaAEeTCHA B TEYEHUE OeCsTM paboumx OHen co AHs obpalleHus nvua K
CyOBbEKTY PO3HUYHOW TOProBnu;

peuenTbl Ha JeKapCTBeHHble MpenapaTtbl, HasHayaemble MO peleHuto BpadebHom  Komuccuw,
obGcnyxmBaloTcs B Te4eHne natHaguati paboumx gHew co AHA obpalleHmnst nuua k cyobekTy pO3HUYHOWM TOProBnu.

3anpelyaetca oTnyckaTb feKapCTBEHHble MpenapaTbl NO peuentam C MCTEKWMWM CPOKOM AelcTBus, 3a
UCKIIOYEHMEM Crlyyasi, Korda CpOK [OeWCTBMSI peuenta WUCTeK B Nepuos HaxoXAEeHWs ero Ha OTCPOYEHHOM
obcnyxmBaHuu.

I'IpM NCcTevyeHnn cpoka OencTems peuenta B nepuoa HaxoXxgeHuma ero Ha OTCPO4YEHHOM O6CJ'Iy)KMBaHI/IM
OTNYCK NIeKapCTBEHHOIO nNpenaparta No TakoMy peuenTy OCyLeCTBNAEeTCA 6es ero nepeocbopMneHvlﬂ.

7. JlekapcTBeHHble MpenapaTbl OTMYCKAlTCA B KONMMYECTBE, YKasaHHOM B peuenTe, 3a WCKIYeHUeM
cryyaeB, Korga Anisl NIeKapCTBEHHOrO NpenapaTa yCTaHOBMEHbl NpeaeribHO AOMYCTUMOE UMW peKoMEHAOBaHHOe
KOMNWUYECTBO AN BbINUCbIBAHMA Ha OAMH peuenT <10>.

<10> Tlpunoxennss N 1 n N 2 K MOPSAKY Ha3HA4YeHWUs M BbIMUCHIBAHWS fEKapCTBEHHbIX Mpenapartos,
yTBepxaeHHomy npukasom N 1175H.

Mpn npegobsBneHuM peuenta C MpeBbILEHMEM NpeferibHO  AOMYCTUMOrO UNM  PEeKOMEeHOO0BaHHOro
KOonuyecTBa IEKapCTBEHHOro npenapara Ans BbINUCbIBAHUS Ha OAWH peuenT dapmMaueBTUYeCKUA pPaboTHUK
uHpopmmpyet o6 3TOM nuUO, npeacTaBuBLUEE peLenT, PYKOBOAUTENSA COOTBETCTBYHOLLEA MeOMULIMHCKON
opraHusaumm n OTNyCKaeT YyKa3aHHOMY IuLy YCTAHOBMIEHHOE COOTBETCTBEHHO MNpeAenbHO AOonNyCTUMOE WU
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pekoMeHaoBaHHOE KOJINYECTBO J1IEKapCTBEHHOIO npenaparta ana BblMUCbiIBaHUA Ha OWH peuenT C NnpocTtaBneHnem
COOTBeTCTByI'OLIJ,eVI OTMETKN B peLenTe.

Mpy HanMuMn y cyGbekTa PO3HUYHON TOProBNM NeKapCTBEHHOro npenapaTta C O03UPOBKOW, OTINYHOW OT
[O3VIPOBKU NEKAPCTBEHHOTO Mpenapara, ykasaHHOW B peLenTe, OTNYCK MMEIOLLErocsl NlekapCcTBEHHOrO npenapara
[OMycKaeTcsl, eCnv AO3MPOBKa TaKoro JIeKapCTBEHHOTO Mpenaparta MeHblle [O03UPOBKM, yKkasaHHOW B peuenTe. B
TAKOM Crlydae OCYLLECTBMSIETCS NMepecyeT KONMMYecTBa NEKapCTBEHHOro Mpenaparta C y4eToM Kypca JieyeHus,
yKa3aHHOro B peuenTe.

B cnyyae ecnu O03vpoBKa NekapCTBEHHOro npenapara, MMEILIerocs y cybbekta po3HUYHOM TOProsnu,
npeBbIlaeT A03MPOBKY JIEKAPCTBEHHOTO Npenapara, ykasaHHyo B peLenTe, pelueHne o6 oTnycke NekapcTBEHHOIO
npenapara ¢ Takol J403MPOBKOW NMPUHUMAaET MEAUUMHCKUIA pabOTHWK, BbINMUCaBLLWIA peuenT.

8. OTnyck nekapcTBEHHOro npenapaTta OCYLLECTBMASIETCA B MEPBUMYHOM U BTOPMYHOM (NOTpebuTenbCcKomn)
yrNakoBKaX, MapKMpOBKa KOTOPbIX A0MKHa oTBeYaTb TpeboBaHuaM cTaTtbn 46 deaepanbHoro 3akoHa ot 12 anpens
2010 r. N 61-®3 "O6 obpaweHun nekapcTBeHHbIX cpeacTs" <11>, a ynakoBka ANA HAPKOTUYECKUX U
MCUXOTPOMHbLIX NEeKapCTBEHHbIX npenapaTtos cnucka |l - TpeboBaHuAM nyHkTa 3 cTatbn 27 degepanbHOro 3akoHa
oT 8 aHBapda 1998 r. N 3-®3 "O HapkoTU4eckux cpeacTBax U NCUXOTPOMHbLIX BellecTBax" <12>.

<11> CobpaHune 3akoHogaTenbcTBa Poccuiickon ®epepaumn, 2010, N 16, cT. 1815; N 42, cT. 5293; 2014, N
52, cT. 7540.

<12> CobpaHne 3akoHogaTtenbctBa Poccuiickon ®egepauunm, 1998, N 2, ct. 219; 2012, N 53, cr1. 7630;
2013, N 48, c1. 6165; 2015, N 1, cT. 54.

HapyLueHune nepBMYHOIi YNaKoBKY NeKapCTBEHHOrO Npenapara npu ero oTnycke 3anpeLyaeTcs.

HapylieHne BTopuyHON (MOTPeBUTENbLCKON) YNakoBKM NeKapCTBEHHOro npenapara v OTMnycK NekapCTBeHHOro
npenapata B MNEpBMYHONM YMakoBKe [OMNyckaeTcs B Cryyae, ecnv KOMMYecTBO JeKapCTBEHHOro npenapara,
yKasaHHoe B peLente WM HeobxoAumMoe nuuy, TNpuoGpeTalolweMy feKkapcTBeHHbI npenapaTt (npu
Ge3peLienTypHOM OTMYCKe), MeHblle KOnmMyecTBa NeKapCTBEHHOro npenaparta, coaepkallerocs BO BTOPUYHOW
(noTpebuTenbckoli) ynakoBke. B Takom criydyae npu oTnycke fiekapCcTBEHHOro npenapara nuuy, npuobpeTatolemy
nekapcTBeHHbIN npenapar, NpefocTaBnaeTcs WUHCTPYKUMS (KOMWUS MHCTPYKLUM) MO MPUMEHEHUIO OTMYCKAeMOoro
nekapcTBEHHOro npenaparTa.

9. lMpu oTnycke neKapCTBEHHbIX MpenapaTtoB MO peuenTy dapmaueBTUYecknii paboTHUK npocTaBnsaeT
OTMETKY Ha peLenTte 06 oTnycke nekapCTBEHHOro nNpenapaTta C yka3aHueM:

HanuMeHOBaHMs anTe4yHoW opraHmsauum (amunuu, MMeHW, oTdyecTBa (NPU HanUuMu) WHOVBUAYANbHOIO
npeanpuHumarens);

TOpProBoro HammeHoBaHMA, O3NPOBKU U KoNn4ecTBa OTNYLLEHHOro fiekapCTBEeHHOro npenapara,

damunmm, UMeHn, oTdecTBa (NPU HanMyuKn) MeOULMHCKOro pabOoTHMKA B Clyyasix, ykasaHHbIXx B absaue
YeTBEPTOM NyHKTa 7 1 ab3aue TpeTbeM nyHkTa 10 HacTosawwmx Mpasun;

PEKBU3UTOB AOKYMEHTA, YAOCTOBEPSIOLWErO MMYHOCTb NuLa, MOMy4vMBLUEro NekapCTBEHHbIN npenapaT, B
crnyyae, ykasaHHom B nyHkTe 20 HacToswmx Mpasun,

dhamunun, umeHu, oTyecTBa (Npu HanM4mmn) apmaLeBTUYeckoro paboTHMKa, OTNYCTUBLUErO NEKaPCTBEHHbI
npenapar, 1 ero NoAnucu;

AaTbl OTNYCKa JNIeKapCTBEHHOIO npenaparta.

10. MNpw oTNycKke neKapcTBEHHbIX NPenapaToB No peuenTy, BbINMMCAHHOMY Ha peuenTypHOM OnaHke hopMbl
N 107-1/y, cpok OeNncTBUA KOTOPOro CocTaBnsieT oauH rog <13>, n B KOTOPOM YyKa3aHbl Nepuoabl U KONMYECTBO
OTnycka nekapCcTBEHHOro npenapaTta (B Kaxabli nepuoa), peLenT BO3BpallaeTcs nuuy, npuobpeTaroLllemy
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J'IeKapCTBeHHbII7I npenapart, C OTMETKOW, co,u,ep>|<au.|,e|7| CcBeeHUd, yKa3aHHble B NYHKTe 9 HacToALWmNX I'Ipaal/ln.

<13> TllpunoxeHne N 2 K nopsagKky HasHayeHWs W BbIMUCbIBAHWSA FEKapCTBEHHbIX nNpenapaTos,
yTBepxaeHHoMy npukasom N 1175H.

Mpn oyepenHom obGpalleHun nuua K cybbekTy PO3HUYHOW TOProBNU C AaHHbIM PELIENTOM YYUTbIBAKOTCH
OTMETKM O npeabiayliemM OTMyCKe NeKapCTBEHHOro mnpenapaTta no TakoMmy peuenTy U B criydae npuobpeteHus
NULOM KONMYeCcTBa NEKapCTBEHHOro npenapata, COOTBETCTBYIOLLEro MakCMManbHOMY KOMUYECTBY, yKazaHHOMY
MeaUUMHCKUM paboTHMKOM B peuenTe, a Takke MO WUCTEYEeHWM Cpoka AEeWCTBMA peuenTta, Ha peuenTe
npocTtaenseTcd Wwramn "JlekapCTBEHHbIN NpenapaTt oTnyLweH" u peLenT Bo3BpallaeTcs nuuy.

EOvHOBpEMEHHBIN OTNYCK fiekapCTBEHHOMO Npenapara no peuenTy, BbIMMCAaHHOMY Ha peuenTypHOM OnaHke
dopmbl N 107-1/y, cpok OeNCTBMA KOTOPOro COCTaBNsAeT OAMH rof <13>, m B KOTOPOM YyKasaHbl nepuoabl U
KONMMYeCTBO OTMYyCKa NEeKapCTBEHHOro npenapaTa (B Kaxabli nepuoa), AonyckaeTCcs TOMbKO MO COrnacoBaHUK0 C
MeaMLMHCKMM paboOTHUKOM, BbINMCABLLMM peLenT.

<13> TllpunoxeHne N 2 K nopsagKy HasHayeHUs W BbIMWCbIBAHWA feKapCTBEHHbIX MNpenapaTos,
yTBepxaeHHoMy npukasom N 1175H.

11. MNpn oTNycKe nekapcTBEHHbIX NpenapaToB No peuenTy, BbIMMCAHHOMY Ha peuenTypHoM BnaHke hopmbl
N 148-1/y-04 (n) wnu c¢opmbl N 148-1/y-06 (n1), 3anOMHEHHbIN KOPELIOK Takoro peuenta nepegaetcs
hapmaueBTM4eCKMM paboTHMKOM nuuy, npMobpeTatollemMy (nonyyarLemMy) nekapcTBeHHbIe npenaparbl.

12. lMpwn oTnycke HapKOTMYECKOro M NCUXOTPOMHOrO NekapCcTBEHHOro npenapara cnucka |l Ha peuenTte 06
OTMNyCKe NeKkapCTBEHHOrO NpenapaTta NpoCTaBnsAeTCs nevyatb anTekn UM anTeYHoro NyHKTa, B KOTOPOW yKasaHo nx
MOfTHOE HauMeHoBaHWe (MPU HanM4uMm neyartu).

13. Mpu oTNycke UMMYHOBMOMOrMYECKOro NeKkapCTBEHHOrO Mnpenaparta Ha peLenTe UM Kopelluke pelenta,
KOTOPbIA OcTaeTcs y nuua, npuobpeTatollero (Nnony4alollero) nekapcTBeHHbIN npenapat, yKasblBaeTcs TOYHOe
BpeMs (B Yacax U MUHYTax) OTMycKa JiekapCTBEHHOro npenapara.

OTnyck MMMYHOGMOMOrMYECKOro FeKapcTBEHHOTO MpenapaTta OcCyLecTBAsieTcs nuuy, npuvobpeTaroliemy
(monyyarowemy) nekapCTBEHHbIN MpenapaTt, NpU HanMyuM y Hero crneumanbHOro TEPMOKOHTENHepa, B KOTOPbIN
noMeLlaeTcs NeKapCTBEHHbIM npenapar, C pasbsiCHEHNMEM HeobXoOUMOCTW AOCTaBKM OaHHOro JieKapCTBEHHOro
npenapaTta B MEAVLUVHCKYIO OpraHvM3aumio Npu yCrioBUM XpaHeHus B CreumanbHOM TEPMOKOHTENHEpPE B CPOK, He
npesbllLatoLnin 48 yacos nocre ero NpuodbpeTeHns.

14. OcTaloTca U XpaHATCA y cybbekTa PO3HWYHOW TOproBnu peuentbl (C OTMeTKOW "JlekapCTBEHHbIN
npenapat oTnyLeH") Ha:

HapKOTMYECKME W MCUXOTPOMHbIE FNEKapCTBEHHbIE MNpenapaTtbl cnucka |, MCUXOTpomnHble NekapCTBEHHbIe
npenapatbl cnucka lll - B TedeHne natu ner;

NleKapCTBeHHbIE npenapaTtbl, OTNyCKaeMble ©ecnnaTHO UM CO CKMOKOW, - B TEYEHne TpexX NneT,

KOMBWHMPOBaHHbIE NeKapcTBeHHbIE NpenapaTbl, coAepXKallye HapKoTUYeCcKue CpeacTBa UM NCUXOTPONHbIEe
BelllecTBa, BHeceHHble B cncku Il u Ill MNepeyHs, N3roToBneHHbIe B anTe4yHOl OpraHusauuv, NeKkapCcTBeHHble
npenapatbl, obnagawolme aHabonMYecKko aKTUBHOCTbIO, NeKapCTBEeHHble rMpenapathl, nognexalume
NpeaMEeTHO-KONMYECTBEHHOMY YUETY, - B TeYEHUe Tpex NeT;

rnekapcTBeHHbIEe npenaparbl B XWOKOW nekapcTBeHHoN opme, coaepxallne bonee 15% atunosoro cnuprta
OT o6bema roToBOW NPOAYKUMU, MHbIE NEKAPCTBEHHbIE NpenapaTthl, OTHocsALmMecs No ATX K aHTUNCUXOTUYECKUM
cpeactBam (kog NO5A), aHkcmonutukam (kog NO5B), cHoTBOpHbIM M cedaTmBHbIM cpeactBaMm (kog NOS5C),
aHTugenpeccaHTam (kog NOGA) n He nognexawme npegMeTHO-KONMMYECTBEHHOMY Y4YeTY, - B TeYeHWe Tpex
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MecsaALueB.

15. Peuentbl, He ykasaHHble B nyHkTe 14 HacTtoawwux [paBun, oTMeyvatoTca wTamnoMm "llekapCTBEHHbIN
npenapaT oTnyLeH" n BO3BpaLLaloTcs nuuy, Nony4mBLLIEMY NEKapCTBEHHbIV Npenapar.

PeuenTbl, BbiNWCaHHbIE C HapylleHWeM YCTAHOBMEHHbIX MpaBun <14>, perucTpupyroTcs B XypHane, B
KOTOPOM YKa3blBalOTCH BbISBMEHHbIE HapylleHWs B odopmneHun peuenta, daMmunus, UMs, OTYECTBO (npu
HanMuuM) MeauuMHCKOro paboTHMKa, BbINUCABLLUEro peuent, HavMeHOBaHWe MeOULMHCKON opraHusauuu,
NPUHATLIE Mepbl, OTMevatTcs wTamnom "PeuenT HegencTeBuTeneH" v Bo3BpallaloTca nuuy, NpeacTaBuBLUEMY
peuent. O dakTax HapylleHuss npaBun oopMIeHNa peLenToB CyOBEKT PO3HWYHOW TOProBnu WHopmupyet
PyKOBOAUTENS COOTBETCTBYIOLLEN MEAMNLMHCKOM OpraHu3aumn.

<14> lMNpwukas N 1175H n npukas N 54H.

16. lpu oTnycke rekapCcTBEHHOro npenapata gapmaueBTUYEeCKUn paboTHUK MHAOPMUPYET NULoO,
npuobpeTatoLLee (NonyyarwLLee) NekapCcTBEHHbIN NpenapaTt, O pexuMe 1 Jo3ax ero npuemMa, npaBunax XxpaHeHus
B [IOMALLHUX YCIOBUSIX, O B3aUMOLEWCTBUN C APYIMMY NeKapCTBEHHbIMW NpenapaTtamMu.

17. MNpu oTnycke nekapcTBEHHOro npenaparta capMaueBTUYeckuin paboTHWUK He BrpaBe NpefocTaBnsiTh
HEeOOCTOBEPHYID U (MMM) HENOMHyl MWHGOPMAaUU O HanMyMU NeKapCTBEHHbIX MpenapaTos, BKIO4Yas
rnekapcTBeHHble npenapaThbl, MMELLMe OAMHAKOBOE MEeXAYHapoAHOe HEeMnaTeHTOBaHHOE HaVMEHOBaHWE, B TOM
yMcne CKpbIBaTh MHPOPMALIMIO O HAMNMYMK NEKAPCTBEHHLIX MPernapaToB, MMELUX 6oree HU3KYH LeHy <15>.

<15> Cratbs 74 PepepanbHoro 3akoHa ot 21 Hoss6psa 2011 r. N 323-®3 "O6 ocHoBax oxpaHbl 340pOBbs
rpaxgaH B Poccuiickon ®egepaumn” (CobpaHne 3akoHogaTenbctBa Poccuiickon depepaumm, 2011, N 48, crT.
6724; 2013, N 48, cT. 6165).

18. 3anpewaetcs oTnyck  panbCUUUUPOBaAHHbLIX, HEeAOOpPOKa4YeCTBEHHbLIX W KOHTpadaKTHbIX
NeKapCcTBEHHbIX NpenapaTtoB <16>.

<16> Ctatbs 57 ®egepanbHoro 3akoHa ot 12 anpend 2010 r. N 61-®3 "O6 obpalleHun nekapCTBEHHbIX
cpeacts".

Il. Tpe6oBaHMA K OTMYCKY HAPKOTUYECKUX U MCUXOTPONHbIX
NeKapCcTBEHHbIX NMpenapaToB, IeKapCTBEeHHbIX NpenapaToB.,
obnapgaroWmnx aHabonM4yeckon akTUBHOCTbIO, MHbIX JIEKAPCTBEHHbIX
npenapaToB, Noasexalwux npeamMeTHO-KONIM4eCTBEHHOMY y4eTy

19. OTnycK HapKOTMYECKUX W MCUMXOTPOMHbIX NEKAPCTBEHHbLIX MpenapaToB, feKkapCTBEHHbIX MpenapaTos,
obrnagaroLmx aHabonnyeckon aKTUBHOCTbIO, nekapCTBEHHbIX npenaparTos, noanexatumx
NpeoMeTHO-KONMYECTBEHHOMY  y4YeTy, OCYLLeCTBrnseTcss dapMaleBTMieckumMm paboTHUKaMuK, 3aHMMaloLWmnMu
OOMMKHOCTK, BKITIOYEHHbIE B MNepeyeHb [OIPKHOCTEN (apmaueBTUYECKMX W MeOULUHCKMX paboTHMKOB B
opraHusaumsix, KOTOpbIM NpeaoCTaBNeHO npaBO OTMNyCka HApPKOTUYECKMX FeKapCTBEHHbIX MpenapaToB WU
NMCUXOTPOMHbLIX NEKAPCTBEHHbIX MNpenapaToB (PM3MYecKUM nuuam, YTBEPXKAEHHbIN npuka3om MuHucTepcTBa
3apaBooxpaHeHust Poccuinckon depepaumm oT 7 ceHTsabps 2016 r. N 681H (3apeructpmpoBaH MuHMCTEPCTBOM
toctuuumn Poccuiickon epepaumm 21 ceHTabps 2016 r., pernctpaumoHHbin N 43748).

20. HapkoTuuyeckne UK MNCUXOTPOMHbIE JleKapCTBEHHble Mpenapatbl cnucka |, 3a ucknoveHnem
fieKapCTBEHHbIX MNpenapaToB B BWAE TpaHCAepMarbHbIX TepaneBTUYECKMX CUCTEM, OTMycCKaloTcs npwu
npeabsiBNEHUN [OKYMEHTa, YAOCTOBEPSIOLLEro FNWYHOCTb, NWLY, YKa3aHHOMY B peuenTe, ero 3akoHHOMY
npeacrtaBuTento <17> unu nuuy, umetowemMy oOpPMIIEHHYIO B COOTBETCTBUM C 3aKoHoZaTenbCTBOM Poccuiickom
dPepepaumm OOBEPEHHOCTb Ha MpPaBO MOMYYEHMST TakMX HAaPKOTUYECKMX W MCUXOTPOMHbLIX FeKapCTBEHHbIX
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npenaparos.

<17> B oTHOWeHMN nuua, ykasaHHoro B Yactu 2 ctatbn 20 ®egepanbHoro 3akoHa ot 21 Hosbps 2011 r. N
323-d3 "O6 ocHoBax oxpaHbl 340poBbA rpaxaaH B Poccuickon depepaunmn” (CobpaHue 3akoHoAaTenbCTBa
Poccunckon depepauun, 2011, N 48, c1. 6724; 2012, N 26, cT1. 3442, 3446; 2013, N 27, cT1. 3459, 3477; N 30, cT.
4038; N 39, cT. 4883; N 48, c1. 6165; N 52, c1. 6951; 2014, N 23, cT1. 2930; N 30, cT. 4106, 4206, 4244, 4247,
4257; N 43, c1. 5798; N 49, cT. 6927, 6928; 2015, N 1, c1. 72, 85; N 10, cT. 1403, 1425; N 14, c1. 2018; N 27, cT.
3951; N 29, cT. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27,
cT. 4219).

21. HapkoTuuyeckne U MNCUXOTPOMHbIE fEeKAapCTBEHHble npenapatbl cnucka Il (3a  wnckmveHnem
NneKapCTBEHHbIX NpenapaTtoB B BuAe TpaHCAEpMalibHbIX TEepaneBTUYECKUX CUCTEM), MNpefHas3HaYeHHble Ans
rpaxgaH, MVMewLWMX npaBo Ha OecnnaTHOe MOMyYeHVWEe JeKapCTBEHHbIX MpenapaToB WKW  MNofy4YyeHue
NeKapCTBEHHbIX MpenapaToB CO CKUOKOW, OTMycKalTCA nNpu MNpPegbsiBlEHWM peulenTta, BbIMMCAHHOIo Ha
peuentypHoMm 6naHke c¢dopmbl N 107/y-HI, n peuenta, BbINMCAHHOrO Ha peuenTtypHoM 6naHke dopmbl N
148-1/y-04 (n) unu dpopmbl N 148-1/y-06 (n).

JlekapcTBeHHblE MpenapaTthbl, yka3aHHble B ab3auax TpeTbeM - BOCbMOM MyHKTa 4 Hactodawmx [lpaswun,
npegHasHa4yeHHble AN rpaxgaH, MMeKLWMX NpaBo Ha Mofy4YyeHWe IeKapCTBEHHbIX NpenapaTtoB, OTMYCKaeMblX
GecnnatHo MM CO CKMAKOMW, OTMyCKalTCA Npu NpeabsiBlEHUM peLenTa, BbIMMCAaHHOrO Ha pelenTtypHom 6GnaHke
dopmbl N 148-1/y-88, 1 peuenTa, BbIMMCAHHOTO Ha peuenTtypHom 6naHke dpopmbl N 148-1/y-04 (n) nnn popmbl N
148-1/y-06 (n).

22. lNMocne oTnycka HapKOTUYECKUX U MCUXOTPOMHBIX NIEKAPCTBEHHbIX NpenapaTtoB cnucka I, B Tom umcne B
BMAE TpaHCcAepMarbHbIX TEPaneBTUYECKUX CUCTEM, NMCUXOTPOMHbLIX JIEKAPCTBEHHbIX NpenapartosB cnucka Il nuyy,
NonyyYnBLUEMY FIEKAPCTBEHHbIN Npenapar, Bbi4aeTcs cUrHaTypa C >KenToWl Morocon B BEPXHEN YacTu U HAAMUCHIO
YepHbIM LWPUPTOM Ha Hen "CurHaTtypa", B KOTOPOW yKa3blBalOTCA:

HanMeHoBaHMe N agpec MeCTOHaxoXaeHna anTtekm nnm ante4Horo NyHkKTa,
HOMeEP U AaTa BbIMUCAHHOIO peuenTa;

cbammnvm, M4, OT4ECTBO (I'Ipl/l HaﬂW—IMM) ua, and KoToporo npeaHasHadeH J'IeKapCTBeHHbIl7| npenapart, ero
BO3pacT,

HOMep MeULMHCKOW KapTbl NMauueHTa, nonyyarwero MeauUMHCKYo NoMOoLlb B ambynaTopHbIX YCIOBUSIX,
AN KOTOPOro npeAHasHayvyeH fekapcTBeHHbIN Npenapar;

damunus, nMs, oT4eCTBO (NPYU HaANUYUKM) MEQULMHCKOrO paboTHMKA, BbIMUCABLUErO peuenT, ero KOHTaKTHbIN
TenedoH nmbo TenedoH MEANLMHCKOM OpraHn3auuu;

cogepXaHue peuenTta Ha JTaTUHCKOM A3blKe;

damunus, umMsi, OT4ecTBO (MpU HanmMuuM) M noanuck dapmaueBTUYecKoro paboTHMKa, OTMYCTUBLUErO
nekapcTBEHHbIN Npenapar;

[aTta oTnycka nekapcTBEHHOro npenapara.

23. OTnycK 3TUIOBOrO CMpTa NPou3BOAUTCS MO PELenTy C Y4eTOM YCTAHOBIEHHbLIX TpeboBaHWi K 06beMy
Tapbl, yNakoBKe Y KOMMMEKTHOCTM NekapCTBEeHHbIX npenapaTos <18>.

JlekapcTBeHHblE Npenapatbl, coAepXaline 3TUMOBLIN CNUPT, B TOM YWUCNE W3rOTOBIIEHHbIE MO peLenTy
CYOBHEKTOM PO3HUYHOW TOPFrOBMAW, MMENOLIMM JMUEH3UIO Ha apMaueBTUYECKYIO [OEATENbHOCTL C MPaBOM
N3roTOBSIEHNS NEKapCTBEHHbIX NpenapaToB, OTMYCKATCS C Y4ETOM YCTAHOBMEHHbLIX TPeGoBaHMI kK 06beMy Tapbl,
ynakoBKe W KOMMNIEKTHOCTU fNlekapCTBEHHbIX NpenapaToB <18>.
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<18> Yactb 4.1 ctatbm 45 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalyeHum
nekapcTtBeHHbIx cpeacTs" (CobpaHue 3akoHogaTenbcTBa Poccunckon depepaumm, 2010, N 16, cT. 1815; 2014, N
52, cT. 7540; 2015, N 51, cT. 7245), noctaHoBneHue lNpasuTtensctBa Poccuiickon depepaumm ot 23 uionsa 2016 .
N 716 "O nopsigke hopMMpOBaHNSA NepeyHs NeKkapCTBEHHbIX NpenapaToB Ans MeOMLMHCKOro NPUMEHEeHUs, B
OTHOLUEHMM KOTOpPbIX yCTaHaBnmBalTCA TpeboBaHMA K 0ObeMy Tapbl, YNakOBKE M KOMMIIEKTHOCTW, MepeyvHs
NeKapCTBEHHbIX MpenapaTtoB Afs BETEPUHApPHOro MPUMEHEHUSA, B OTHOLIEHWM KOTOPbIX YCTaHaBMMBaKTCA
TpeboBaHust K 0Obemy Tapbl, U onpegeneHus Takux TpeboaHun" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepauuum, 2016, N 31, ct. 5030).

24. 3anpeljaeTcs pasgeribHbI OTMYCK JIEKAPCTBEHHbIX CPEACTB, BXOASAWMX B COCTaB JIEKAPCTBEHHOrO
npenapaTta, N3roTaBfIMBaeMoro CyobeKToM PO3HUYHOM TOProBN.

25. 3anpewaeTca OTNYCK CYOBbEKTOM PO3HUYHOM TOProBfM NEKapCTBEHHbLIX MpenapaToB, yKasaHHbIX B
nyHkTe 4 HacToswmx MNpaBun, No peuenTam BETEPUHAPHbLIX OpraHn3aLuii.

lll. TpeboBaHMA K OTNYCKY NleKapCTBEHHbLIX NpenapaToB
no TpeboBaHMAM-HaKNagHbIM MeAULUUHCKUX OpraHu3auum,
MHOAUBUAYANbHbIX NPpeAnpUHMMaTesier, UMeLWMUX JINLEH3UI0
Ha MeQULMHCKYIO AeATeNIbHOCTb

26. TpeboBaHue-HaknagHas Ha OTNYCK IEKApCTBEHHbIX NpenapaToB OOPMMSETCS B COOTBETCTBMM C
VHCTpyKUMen O nopsgke BbINMUCbIBAHWMSA  NIEKAPCTBEHHbIX MNpenapaTtoB W 0QOPMMEHMS pPeLenToB WU
TpeboBaHW-HaKNadHbIX, YTBEPXOEHHOW Mpuka3oMm MuHUCTepcTBa 30paBOOXPAHEHUS M COLMANbHOIO Pas3BUTUSA
Poccuiickon ®egepaunm ot 12 cdespansa 2007 r. N 110 "O nopsiake HasHaA4YeHMS U BbIMUCLIBAHWS JNIEKAPCTBEHHbIX
npenapaToB, W3Oenui MEAMLMHCKOrO HasHa4yeHWst M chneunanuavMpoBaHHbIX MPOAYKTOB rnedebHoro nuTtaHus"
(3apeructpupoBaH MuHucTepctBoM toctuumm Poccuickon depepaumm 27 anpens 2007 r., peructpaumoHHsin N
9364) <19>.

<19> C n3aMeHeHussMU, BHECEHHbIMM NMpukazamMmn MnHUCTEPCTBA 34paBOOXPAHEHNS 1 COLMANbHOIO Pa3BUTUS
Poccuiickon ®enepaumm ot 27 asrycta 2007 r. N 560 (3apeructpupoBaH MuHUCTEpPCTBOM tOCTULMM Poccumnckom
depnepaumn 14 ceHtabps 2007 r., peructpaumonHbii N 10133), ot 25 ceHTa6psa 2009 r. N 794H (3apernctpmpoBaH
MwuHucTtepcTBoMm toctuuum Poccuiickon depepaumm 25 Hoabpsa 2009 r., pernctpaumoHHsin N 15317), ot 20 aHBaps
2011 r. N 13H (3apeructpupoBaH MwuHucTtepcTBoM toctuumm Poccuiickon ®depepaummn 15 maprta 2011 r,
pernctpaumoHHbin N 20103), npukazamn MuHuctepcTtea 3gpaBooxpaHeHns Poccuiickon degepaunm ot 1 aBrycta
2012 r. N 544 (3apeructpmpoBaH MwuHucTtepcTBoM toctnumm Poccuiickon ®epepauumn 15 asrycta 2012 r.,
pernctpaumoHHbin N 25190), ot 26 depana 2013 r. N 94H (3apeructpupoBaH MUWHUCTEPCTBOM HOCTULMK
Poccuiickon ®egepaumnm 25 ntorst 2013 r., peructpaumoHHbii N 28881).

[lonyckaeTcs OTNycK NekapCTBEHHbIX NpenapaToB Mo TpeboBaHUsIM-HaKNagHbIM MEOULMHCKUX OpraHu3auni
N MHOMBUAOYanbHbIX NpeanpuHUMaTenen, UMeLWmMX NIMLEH3NI0 Ha MEeOULNHCKYHO AeATENbHOCTb, OPOPMITEHHBIM B
3NEKTPOHHOM BUAE, €CNU MeANLMHCKas OpraHusauns, UHANBMAYanNbHbIN NpeanpuHMMaTtenb, UMELW M NULEH3NI0
Ha MEeOMWLMHCKYID [OeATEeNbHOCTb, W CYObeKT PO3HWYHOW TOProBMM SIBMSIOTCA COOTBETCTBEHHO Y4YacCTHMKaMU
CUCTEMbI MHGOPMALMOHHOIO B3aUMOLENCTBUSA MO OOMEHY CBEAEHUSIMU.

27. OTnyck HapKOTUYECKMX W MCUXOTPOMHbIX NEKApCTBEHHbLIX npenapatoB cnucka I, MCUXOTPOMHbIX
neKapCTBEHHbIX npenapaTtoB cnucka I, WHbIX  NEKapCTBEHHbIX npenapaTos, nopnexalumx
NpeaMeTHO-KONMYECTBEHHOMY Y4YEeTY, B TOM 4YuCrie oTnyckaembix 6e3 pelenTa, OCyWecTBNSETCS N0 OTAENbHbIM
TpebGoBaHMAM-HaKNaaHbIM.

28. 3anpellaeTca OTNYCK HAapKOTUYECKUX M MCUXOTPOMHbIX NIEKApPCTBEHHbIX npenapaTtoB cnucka I, B Tom
yucre B BUAE TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, NCUXOTPONMHbIX JIEKAPCTBEHHbIX NpenapaTos cnucka
no TpeboBaHMAM-HaKNagHbIM WHAMBUAYANBHOIO MPeanpUHUMATENS, WMEILLEro JMUEH3NI0 Ha MEAMWLMHCKYH0
JedatenbHocTb <20>.
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<20> lNyHKT 4 ctaTtbn 31 PeagepanbHoOro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O HapkoTU4eCckMx cpeacTeax u
ncuxoTponHbix BelwlectBax" (CobpaHue 3akoHogaTenbctBa Poccuickon depepaumm, 1998, N 2, ct. 219; 2003, N
27, c1. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).

29. Mpu oTnycke nekapCTBEHHbIX MpenapaToB capMaueBTUYECKUA paboTHWK MpOoBeEpsieT Haasexallee
ocbopMrieHne TpeboBaHWSA-HaKNagHOW M NMPOCTaBMseT Ha Heill OTMETKY O KONIMYECTBE M CTOMMOCTMU OTMYLLEHHbIX
neKapCTBEHHbIX NpenapaTos.

30. Bce TpeboBaHus-HaknagHble, MO KOTOPbIM OTMYLIEHbl JIE€KAapCTBEHHble MpenapaThl, Moanexart
OCTaBIIEHUIO U XPaAHEHUIO Y CyObeKTa PO3HUYHOW TOProBmu:

Ha HapKoTU4eckne 1 NCUxXoTporHble NNeKapCTBEHHbIE MNMpenapaTbl CrCKa I, NCUXOTPOMNHbIE NEKapCTBEHHbIE
npenapartbl Crncka 1] (B OTHOLWUEeHUN anTek 1 anTeYHbIX I'IyHKTOB) - B Te4eHne ndaTtu neTt,;

Ha NneKkapCTBEeHHbIEe MNnpenapartbl, nognexatiwine npeameTHO-KOJIM4eCTBEHHOMY y4eTy, - B TE4YEeHUe Tpex JeT,
Ha VUHble NeKapCTBEHHbIE npenapaTtbl - B TedeHne OgHOro roga.

31. HapyweHne nepBMYHOM YMNakoBKM feKapCTBEHHOro npenapata nNpu ero OTnycke Mo
TpeboBaHMIO-HAKNaAHOW  JOMycKaeTcss  CYObEKTOM  PO3HMYHOW  TOProBAW, MMEKLWMM  JIULEH3NO  Ha
dhapmaLeBTUYECKYIO AeATENbHOCTb C MPaBOM M3rOTOBMNEHMWS NEKapCTBEHHbIX NpenapaToB. B Takom cnyyae oTnyck
nekapCTBEHHOro npenaparta OCYyLeCTBNAEeTCA B ynakoBke, OPOPMMEHHON B YCTaHOBMEHHOM nopsgke <21>, ¢
npegocTaBneHneM MHCTPYKLUUK (KOMUU MHCTPYKLMU) NO MPUMEHEHUIO OTNYCKaeMOoro niekapcTBEHHOro npenapara.

<21> lMpuka3 MuH3gpaea Poccun ot 26 okta6psa 2015 r. N 751H "O06 yTBepXAeHWUM NpaBui U3roTOBIEHUS U
OTNyCKka JeKapCTBEHHbIX MpenapaTtoB Afs  MEOUUUHCKOrO  MPUMEHEHMSI  anTeYHbIMU  OpraHuM3aunsiMu,
MHONBMAYANbHLIMW  MPEeAnpUHUMATENAMU, UMEKLWMMUA  NULEH3NKO Ha apmaueBTUYECKyD OeAaTenbHOCTL"
(3apeructpupoBaH MuHuctepctBomM toctnumm Poccuinckon depepaumm 21 anpensa 2016 r., perctpaumoHHeii N
41897).
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