MNHUCTEPCTBO 3[JPABOOXPAHEHNA POCCUNCKOW ®EOEPALIMA
NMPUKA3
ot 11 mona 2017 roga N 4031

06 yTBEPXOEHUN NpaBuIl OTNYyCKa JieKapCTBEHHbIX npenapartoB 114 MeauLlmnHCKOro
NnpuMeHeHnd, B TOM 4ucrne VIMMyHOGI/IOJ'IOFVILIeCKVIX JNNIeKapCTBEHHbIX MpenapaTtos,
anTeYyHbIMK opraHn3auunamMn, tHansuayanbHbIMU npeanpnHnMatTenamMmm, tmetroLmMmmn
JIMUEeH3UI0 Ha (bapMaLl,eBTl/I‘-leCKy}O 0eATeNibHOCTb

HononHutenbHo cMm. nucbMo MuHagpaBa Poccum ot 27.09.2017 N 2853/25-4
"Pa3bsacHeHve Hopm npukasa ot 11 wwona 2017 roga N 4031 "O6 yTBEpXaeHun
NpaBuI OTMNYCKa NIEKAPCTBEHHbLIX NpenapatoB Ans MeAWUWHCKOro MpUMEHEHWs, B
TOM _MYuUCMe MMMYHODOMOMOIMYECKUX NEeKapCTBEHHbIX MpPenaparoB. anTeYHbIMU
OopraHusaunamMm, UHANBUAYanbHbLIMWU AOpeanpuHUMaTendmv, UMeroLLMmMu ML eH3nto
Ha dapmMaleBTUYEeCKYIO aedTenbHocTh" 1 nmcbmMo  MuH3gpaBa Poccum ot
24.10.2017 N 3095/25-4 "[ononHuUTENbHbIE pasbaCHEHUS HOPM Mpukasa ot 11
mona 2017 r. N 403H "O6 yTBEpXOEHWM NpaBun OTMNYCKaA JIEKAPCTBEHHbLIX
npenapaToB AN MeAULIMHCKOrO MPUMEHEHUNS, B TOM YnCe MMMYHOBMONOrMYEeCKnX
JIEKApPCTBEHHbIX _MNpenapaToB, anTeYHbIMW _OpraHu3aunamMu, WHOUBUAYaNbHbLIMU
npeanpuHUMaTensaMu, MMEeLLINMU NNLLEH3NIO Ha dapmalleBTUYECKYIO
OesaTenbHocTh". - MNpumeyaHne narotoButens 6a3bl AaHHbIX.

B cootBeTcTBMM CO cTatben 55 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N
61-®3 "O6 obpalleHun nekapcTBeHHbIX cpeacTts” (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon degepaunn, 2010, N 16, cT.1815; N 31, ¢1.4161; 2013; N 48, cT.6165;
2014, N 52, c1.7540; 2015, N 29, c1.4388; 2016, N 27, c1.4238), nyHKTOM 3 CTaTbU
12 ®denepanbHoro 3akoHa oOT 17 ceHTsab6pa 1998 r. N 157-#3 "O6
nMMyHonpodmnakTuke nHdekLmMoHHbIX 6onesHen" (CobpaHue 3akoHodaTenbcTBa
Poccuinckon depepaunn, 1998, N 38, cT1.4736; 2009, N 1, c1.21; 2013, N 48,
CT.6165) n nognyHkTamu  5.2.169, 5.2.183 [lonoxenna o MuHuCTepcTBe
34paBooxpaHeHua Poccuiickon  Pepepaummn,  yTBEPXKOEHHOMO NOCTAHOBAEHNEM
Mpaeutensctea Poccunckon denepauunm ot 19 monsa 2012 r. N 608 (Cobpanue
3akoHogarenbcTBa Poccunckon Pegepaumm, 2012, N 26, ¢1.3526; 2013, N 16,
cT.1970; N 20, c1.2477; N 22, c1.2812; N 33, c1.4386; N 45, c1.5822; 2014, N 12,
cT.1296; N 26, cT1.3577; N 30, c1.4307; N 37, c1.4969; 2015, N 2, ¢1.491; N 12,
cT.1763; N 23, ¢1.3333; 2016, N 2, c1.325; N 9, ¢c1.1268; N 27, c1.4497; N 28,
cT.4741; N 34, c1.5255; N 49, ¢1.6922; 2017, N 7, cT.1066),
npvKasbiBato:

1. YTBepauTb npaBwWna OTMyCKa JIEeKapCTBEHHbIX MpenapaTtoB  Ans
MEOULMHCKOrO NPUMEHEHWS!, B TOM YMCIie MMMYHOGMOMOMMYECKMX NEKapCTBEHHbIX
npenapaTos, anTeYHbIMK opraHusauusivm, VHOMBMAOYaNbHbIMM
npeanpuHMMaTensaMM,  MMELWMMW  JMUEH3NK0  Ha  bapMaueBTUYECKYHO
AESATENBHOCTb, COMMAacHO NPUIIOXKEHWIO.
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2. MNpusHaTb yTpaTUBLLMMN CUIY:

npukas  MuHUCTEpPCTBaA  30pPABOOXPAHEHUA WM COLMANBbHOIMO  pa3BUTUA
Poccuiickonn denepaumvmn ot 14 pekabpsa 2005 r. N 785 "O [Mopsagke otnycka
JIEKapCTBEHHbIX  cpeAcTB"  (3aperucTtpupoBaH  MUHMCTEPCTBOM  HOCTULMK
Poccuinckon ®eanepaumu 16 aHsaps 2006 r., peructpaumoHHbin N 7353);

npukas  MuHUCTEpPCTBA  30PABOOXPAHEHUA WM COLIMANbHOIMO  pasBUTUA
Poccuinckon denepaiimm ot 24 anpens 2006 r. N 302 "O BHeCeHUM M3MEHEHWUN B
npuka3d MuHUCTepcTBa 30paBOOXPAHEHMS U COLIMANBbHOIO passutus Poccuiickon
®epepaunm ot 14 gekabpa 2005 r. N 785" (3apeructpupoBaH MuHMCTEpCTBOM
toctuumm Poccuinckon ®eaepaummn 16 masa 2006 r., pernctpaumoHHbin N 7842);

npukas  MuHUCTEpPCTBA  30PABOOXPAHEHUA WM COLIMANbHOIMO  PasBUTUA
Poccuinckon dPenepaumm ot 12 despana 2007 r. N 109 "O BHeceHUn U3MEHEHUIN B
[Nopsaok — oTnycka NeKapCTBEHHbIX  CPEeACTB,  VTBEMKOAEHHbIA  MPUKA30M
MuHMCTEPCTBA  3[APABOOXPAHEHUS W COLIMAINBLHOIO — pas3BuTuUs  Poccuinckom
®epepaumm ot 14 pekabps 2005 r. N 785" (3apermctpupoBaH MUHUCTEPCTBOM
tocTulum Poccuiickon ®egepaummn 30 mapta 2007 r., peructpaumoHHbii N 9198);

npukas  MuHUCTEpCTBa  3[PaBOOXPAHEHUS U COLMANbHOIMO  pa3sBUTUS
Poccuinckon denepaumm ot 6 asrycta 2007 r. N 521 "O BHeceHun M3MeHeHun B
[Nopsagok — oTnycka  NeKapCTBEHHbIX  CPEACTB,  YTBEMKAEHHbLIA  MPUKA30M
MuHUCTEpPCTBA  34paBOOXPAHEHNS U couuanbHOro  passutusi  Poccuiickon
depepaumm ot 14 pgekabps 2005 r. N 785" (3apermctpmpoBaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®eapepaummn 29 asrycta 2007 r., pernctpaumonHsin N 10063).

MuHucTp
B.N.CkBopuoBa

3apermctpmpoBaHo

B MUHMCTEpCTBE HoCTUL MK
Poccuinckon ®egepaumm

8 ceHTaAbpsa 2017 roaa,
pernctpaumnoHHbin N 48125

NMpunoxeHue. NpaBuna oTnycka
NleKapCTBeHHbIX NpenaparoB AnA
MeAULMHCKOro NpMMeHeHns, B TOM Yyucne
MMMYHOOMONOIrMYeCKUX NeKapCcTBEHHbIX
npenaparoB, anTe4YHbIMU OpraHusauusimu,
MHAMBMAyanbHbIMU NpeanpuHNMaTensamm,
UMerLWnMN NULUEH3NI0 Ha hapMaleBTUYEeCKYIO
AeATeNbHOCTb

MpunoxeHune

K npukasy

MuHMCTepcTBa 34paBOOXPaAHEHNS]
Poccuinckon ®egepaumm

ot 11 mona 2017 rona N 4031

l. O6GWwme TpebGoBaHMSA K OTNYCKY NNeKapCTBEHHbIX
npenapaTtoB A4St MEOULMHCKOro NpuMeHeHus
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1. HacTtosume npaBuna onpenensioT MopsaoK OTNycKa JeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOTO NPUMEHEHWS, B TOM Y/CIie UMMYHOBMOMOrMYECKnX
neKkapcTBEHHbIX NpenapaToB (fanee - nekapcTBeHHble npenaparbl), anTeYyHbIMU
opraHv3aumaM U UHANBUAYyanbHLIMU NPeanpUHUMAaTENSMU, UMEIOLLMMU STULLEH3NIO
Ha dhapmaueBTUYECKYIO AeATENbHOCTb (fanee - CyGbekTbl PO3HUYHOW TOProBiu),

6e3 peuental u (unm) No peuenTy Ha fekapcTBEHHbIV Npenapar, BbiNMMCaHHOMY B

YCTAHOBMNEHHOM MopaAakeZ  MeaWUUHCKUMKM  paboTHMKaMK, a Takke Mo
TpeboBaHMSAM-HakNaaHbIM  OpraHu3auuy,  OCYLUECTBRAIWENA  MEAWLUHCKYIO
AesTenbHOCTb (Oanee - MeauUMHCKasi opraHusauusi), WM WUHAWBMAOYarbHOro
npeanpuHUMAaTEns, UMeOLLEro NMMLEH3NI0 Ha MeaULMHCKYI0 OeATeNnbHOCTb (aanee
COOTBETCTBEHHO - peLenT, TpeboBaHWe-HaknagHas).

1 MognyHkT "4" nyHkTa 5 yactn 4 ctatbu 18, moanyHKT "k" nyHkTa 1 Yactu 1
ctatbu 33 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-$3 "O6 obpalieHun
nekapctBeHHblx  cpeactB"  (CobpaHve — 3akoHogaTtenbctBa  Poccuinckow
denepaumm, 2010, N 16, c1.1815; N 42, c1.5293; N 49, cT1.6409; 2014, N 52,
CT.7540).

2 Mpukasbl MHUCTEepcTBa 3apaBooxpaHeHns Poccuiickon deaepaumm:

ot 20 pekabps 2012 r. N 11754 "O6 yTBEepKaeHWN NopaaKa HasHa4YeHus U
BbIMUCbLIBAHWNSA NEKAPCTBEHHbIX NPENnapaToB, a Takke opM pelenTypHbix 6raHKoB
Ha NeKapCTBEHHblE Npenaparbl, nNopsaaka oopMIeHUsa YKasaHHbIX OraHKoB, KX
yyeTa M xpaHeHuda" (3apeructpupoBaH MuHMCTEpCTBOM tOCTMUMKM Poccuiickom
depepaumm 25 unoHa 2013 r., peructpaumoHHbin N 28883), ¢ M3MeHeHuaMH,
BHECEeHHbIMW Npukazamu __ MMHUCTEPCTBA _ 3[paBooxpaHeHnd  Poccumnckon
®epepaumm ot 2 gekabpa 2013 r. N 886H (3apernctpupoBaH MuHMCTEPCTBOM
toctuumm Poccunckon depepaummn 23 gekabpa 2013 r., perncTpaumoHHbin N
30714), ot 30 moHs 2015 r. N 386H (3aperncTpmpoBaH MMHUCTEPCTBOM OCTULUN 6
asrycta 2015 r., pernctpaumonHein N 38379) not 21 anpens 2016 r. N 254H
(3apeructpupoBaH MuHucTepcTBOoM tocTuumm Poccunckon depepaummn 18 uons
2016 1., pernctpaumoHHbii N 42887) (nanee - npukas N 1175H);

or 1 aBrycta 2012 r. N 54H "O6 yTBEepXOEHUM DOPMbl ONaHKOB PELIENTOB,
codepXalmx HaszHa4YeHWe HapKOTUMECKUX CPEACTB W MCUXOTPOMHbIX BELIECTB,
nopaaka WX M3rOTOBMNEHWUS, pacrnpedeneHus, perMcTpaunm, yveta u XpaHeHus, a
Takke npasun _odopmieHuns" (3aperctpupoBaH MuHMCTEPCTBOM  HOCTULLIUK
Poccuiickon ®depepaumm 15 asrycta 2012 r., peructpaumoHHbin N 25190), ¢
N3MEHEHNAMM, BHECEHHbIMW NprkazaMn _ MUHUCTepCTBa  3[1paBOOXPaHEHNS
Poccuickonn  Pepepauum ot 30 wmoHa 2015 r. N 3854 (3apervcTpupoBaH
MuHuctepctBoM tocTuumm  Poccuiickon  ®Pepepauun 27 Hosibpa 2015 .,
permctpaumoHHbin N 39868) ot 21 anpenda 2016 r. N 254H (3aperMcTpupoBaH
MuHuctepctBom toctuumm  Poccuinckon  ®epepaumm 18 wmonsa 2016 r,,
pernctpaumoHHbIn N 42887) (nanee - npvkas N 54H).

2. OTnyck nekapcTBeHHbIX NpenapaToB 6e3 peLenToB OCYLLECTBNAETCS:

anTekamu;

anTe4YHbIMU NyHKTamu;

anTe4yHbIMU KMOCKaMu;

MHOVBMAOYamNbHBIMM  NPeanpUHUMAaTENAMY,  UMEWMMM  JULEH3UI0  Ha
hapmaLieBTUHECKYHO NeATenbHOCTb (nanee - UHOMBUAOYaTbHbBIN
npeanpuHUMaTens).
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3. OTnyck nekapcTBEHHbIX NpenapaToB Mo peLenTaM OCyLEeCTBAETCS:
anTekamu;

anTeYHbIMU NyHKTaMu;

VHOMBUAYaNbHLIMA  MPeanpuHUMATENsMU (3@ WUCKIIOYEHMeM  OTnycka
HapKOTUYECKUX CPEACTB WM MCUXOTPOMHbIX BELLECTB, BKIMOYEHHbIX B NEpeyveHb
HapPKOTMYECKNX CPEACTB, MCMXOTPOMHbIX BELLECTB U MX NPEKYPCOPOB, NOoANEXaLMX
KOHTponto B Poccwuiickon  Pepepaumm, YTBEPXOEHHbBI MOCTAHOBNEHNEM

MNpaeuTensctea Poccuiickon ®enepaumm ot 30 nioHa 1998 r. N 6813 (nanee
COOTBETCTBEHHO - [lepeyeHb, HAPKOTUYECKNE U MCUXOTPOMHbIE JIEKAapPCTBEHHbIE
npenaparbl).

3 CobpaHve 3akoHoaaTtenbcTea Poccuiickon denepaumm, 1998, N 27, ¢1.3198;
2004, N 8, c1.663; N 47, cT.4666; 2006, N 29, c1.3253; 2007, N 28, cT1.3439; 2009, N
26, c1.3183; N 52, ¢1.6572; 2010, N 3, c1.314; N 17, c1.2100; N 24, cT1.3035; N 28,
cT.3703; N 31, c1.4271; N 45, c1.5864; N 50, cT1.6696, 6720; 2011, N 10, c1.1390; N
12, c1.1635; N 29, c1.4466, 4473; N 42, c1.5921; N 51, c1.7534; 2012, N 10,
cT.1232; N 11, cT1.1295; N 19, ¢T.2400; N 22, c1.2864; N 37, c1.5002; N 48, cT.6686;
N 49, ¢1.6861; 2013, N 9, c1.953; N 25, ¢1.3159; N 29, ¢1.3962; N 37, c1.4706; N 46,
cT.5943; N 51, c1.6869; 2014, N 14, c1.1626; N 23, c1.2987; N 27, c1.3763; N 44,
cT.6068; N 51, c1.7430; 2015, N 11, c1.1593; N 16, cT1.2368; N 20, cT1.2914; N 28,
cT.4232; N 42, c1.5805; 2016, N 15, cT1.2088; 2017, N4, c1.671; N 10, c1.1481.

OTnNyck HapKOTUYECKUX M MCUXOTPOMHBLIX JIEKAPCTBEHHbLIX MpenapaToB Mo
peuenTtamM OCYLUECTBNSETCA anTekamn W anTe4YyHbIMU MNyHKTaMK, WUMEKLWMMM
JNIMLEH3UNIO Ha OEeATENbHOCTb MO 060POTY HAPKOTUYECKUX CPEACTB, NCUXOTPOMHbLIX
BELLECTB M NX NPEKYPCOPOB, KyNbTUBUPOBAHMIO HAPKOCOAEPKALLMX PACTEHWNA.

OTnyck MMMYHOOMOMOrMYECKMX NEKAPCTBEHHbLIX MpenapaToB Mo pelentam
OCYLLECTBISIETCA anTekamMun 1 anTe4YHbIMU NyHKTaMu.
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4. Mo peuenTam, BbINUCaHHbIM Ha peLenTypHbIX GnaHkax dopmbl N 107/y-HIM 4,
OTMYCKAalTCHA HapKOTUYECKME W TMCUXOTPOMHbIE IeKapCTBEHHblEe Mpenaparbl,
BHeCeHHble B CNUCOK HAPKOTUYECKNX CPEACTB 1 NCUXOTPOMHbIX BELLECTB, 060POT
kKoTopbix B Poccuiickonn ®Pegepaumnm OrpaHMMEH UM B OTHOLLEHMM KOTOPbIX
YCTaHaBIMMBAIOTCS Mepbl KOHTPONsi B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon  ®depepaumm ©n  MexgyHapodHbIMW - goroBopamu  Poccuiickom
®epepaumm (coucok ) , [epevHa (panee - HapKOTUYECKME W MCUXOTPOMHbIE
nekapcTBeHHble  npenapatbl cnucka |l), 3a MWCKMIOYEHNEM HApPKOTUYECKUX W
MCUXOTPOMHbLIX  JIEKAPCTBEHHbLIX MpenapatoB B  Buae  TpaHcAepMasibHbIX
TepaneBTUYECKNX CUCTEM.

4 Mpunoxenna N 1 1 2 k npukasy N 54H.
Mo peuenTam, BbINUCAHHBLIM Ha peLenTypHbiX GrnaHkax dopmbl N 148-1/y-88,

oTnyckarTca - :

3 [yHKT 9 nopsaka Ha3HAYEeHWA W BbINWCbIBAHUSA JIEKAPCTBEHHbIX NPENAPaTOoB,
yTBepaeHHoro npukasom N 1175H.

NCUMXOTPOMHbIE  NeKapCTBEHHble  npenapaTtbl, BHeceHHble B  Cnucok
MCUXOTPONMHBIX BELECTB, 060pOT KOTopbIX B Poccunckon depgepaLnm orpaHUydeH u
B OTHOLUEHMW KOTOPbIX OOMYCKAETCHA WCKIIOYEHWEe HEKOTOPbIX Mep KOHTpOnsd B
COOTBETCTBUU c 3aKoHO4aTeNbCTBOM Poccuinckon denepaunn 7
MexgyHapoaHbiMu  goroBopamun Poccuickon ®epepaumm (cnucok ll) |, MNepeyns
(manee - NcMxoTpoMHbIe NekapcTBEeHHbIE NpenapaTthbl cnucka lll);

HapKOTUYECKME N NCUXOTPOMHbIE NekapCTBeHHbIe npenapatsbl cnvcka Il B Buae
TpaHcAepMarbHbIX TepaneBTUHECKNX CUCTEM;

neKapCTBEHHble npenapatbl, BKIOYEHHblE B MNEpeYeHb NEeKapCTBEHHbIX
CpedcTs  AnNA  MeOUUMHCKOrO  NPUMEHeHWs,  nognexauwmx  npegMeTHo-

KONMYECTBEHHOMY Yy4yeTyf, 3a WCKMYEHWEM FEKapCTBEHHbIX MpenapaTos,
yKasaHHbIX B ab3aliax NepBoM U TPETbEM HACTOSILLEro MyHKTA, U NeKapCTBEHHbIX
npenapaToB, OTrnyckaeMblx 6e3 peuenTa (Oanee - nekapcTBEHHble MNpenaparbl,
noAnexalme npeaMeTHO-KONIMYECTBEHHOMY Y4YeTY);

& [pukas MuHucTepcTBa 3apaBooxpaHeHus Poccuiickont denepaumm ot 22
anpena 2014 r. N 183H "O6 yTBEpXOEHUM NEpPeYHsl NeKapCTBEHHbIX CPEeACTB ANA
MEAMNLIMHCKOIO MNPUMEHEeHWS, MNOoANeXalmx NpeaMeTHO-KONMYeCTBEHHOMY y4eTy"
(3apeructpupoBaH MuHUcTepcTBOM tocTuUMM Poccunckon depepaummn 22 uons
2014 r., pernctpaumoHHbin N 33210) ¢ U3MEHeHWsIMW, BHECEHHBLIMUW MPUKA30M
MuHucTepcTBa 3apaBooxpaHeHna Poccuickon Penepaumm ot 10 centabpa 2015 r.
N 634H (3aperncTtpupoBaH MuHuctepcTeoM tocTulum Poccunckon ®epepauunm 30
ceHTa6psa 2015 r., perncTpaunoHHbin N 39063).
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JleKapCTBEHHbIE MNpenapaThl, obnagarowpme aHabonMyYeckon akTUBHOCTLIO (B

COOTBETCTBUM C OCHOBHbLIM (JapMaKoSorM4eckum aencTemem)? 1 oTHocsLmecs no
aHaToOMO-TepaneBTUYECKO-XUMUYECKOMN Kraccudmkaumm, pekomMmeHO0BaHHOW
BcemunpHoli opraHusaumen 3gpaBooxpaHeHust (panee - ATX), kK aHabonmyeckum
ctepongam (kog A14A) (panee - nekapcTBeHHble npenapatbl, obnagatowme
aHabonM4Yeckon akTMBHOCTbLIO);

7 MoonyHKT 3 nyHKTa 9 nopgaaka HasHaYeHUS U BbINUCHIBAHWUS NIEKAPCTBEHHbIX
npenapaTos, yTBepXaeHHOro npukasom N 1175H.

nekapcTBeHHble npenapaTbl, YyKasaHHble BOyHkTe 5 [lopagka ornycka
M3NYECKUM NNLLIAM NEKaPCTBEHHbIX NpenapaToB Ans MeaULIMHCKOrO NPUMEHEHUS,
coaepXalmx KpomMe MarblX KOMYECTB HAapPKOTUYECKUX CPEACTB. MCUXOTPOMHbIX
BELLECTB N WMX MNPEKYPCOPOB Apyrve hapMakornormyeckme akTUBHbIE BELLECTBA,
YTBEPXAEHHOro NpMka3oM MvHUCTepCTBa 30paBOOXPAHEHMS U COLIMANbHOIO

pa3Butus Poccuickon Qenepaumv ot 17 mag 2012 r. N 56213 ;

% 3aperucTpupoBaH MHMCTEpPCTBOM HoCcTULMKM Poccuiickoin deaepauum 1 nioHs
2012 r., permcTpaumoHHbin N 24438, c uaMeHeHnsMW, BHECEHHbIMU NpUKasaMu
MuHucTepcTBa 3apaBooxpaHeHusa Poccunckon Penepaumm ot 10 uroHa 2013 r. N
369H (3aperucTpupoBaH MuHucTepcTBOM tocTuumm Poccuiickon depepauumn 15
mona 2013 r., pernctpaumoHHbln N 29064), ot 21 aBrycta 2014 r. N 465H
(3apervcTtpupoBaH  MuHmncTepcTBom  tocTuumm  Poccuiickonm  ®depepauum 10
ceHTa6psa 2014 r., permctpaumoHHbin N 34024), or 10 ceHTsabpsa 2015 r. N 634H
(3apeructpuposaH MuHucTepcTBoM tocTuumum  Poccuickon ®depepauun 30
ceHTa6psa 2015 r., perncTpaunoHHbin N 39063).

NeKapCcTBEHHbIE NpenapaTbl, M3roTaBfMBaeMbIe NO PELLENTY Ha NleKapCTBEHHbI
npenapart 1 cogepxalme HapkoTU4eckoe CpeacTBO MMM MCUXOTPOMNHOE BELLECTBO,
BHeceHHoe B cnucok Il [lepeyHda, u apyrve apmakonorMyeckme akTvMBHble
BELLECTBA B [J03€, HE MPEBbILLAIOLLEN BbICLLYIO Pa3oBYHO A03Y, U MPU YCIOBUU, YTO
3TOT KOMOWMHUPOBAaHHbIN NEKAPCTBEHHBLIN NpenapaTt He SABMSeTCS HAapKOTUYECKUM
W NCUXOTPOMHBLIM fleKapCTBEHHbIM NpenapaTom cnucka |l.

Mo peuenTam, BbINMCaHHLIM Ha peLenTypHbIX OnaHkax dopmbl N 148-1/y-04 ()
mnnundgopmbl N 148-1/y-06 (;), oTnyckawTCa JleKapCTBEHHblE npenaparThbl,
BbINUCbIBAaEMbIE rpaXgaHaM, WMEWMM MpaBo Ha OecnnaTtHoe noryveHue
NeKapCcTBEHHbIX MpenapaToBMNM MofydeHne feKapCcTBEHHbIX MpenapaToB Co
CKMOKOW (Oanee - nekapcTBeHHble MpenapaTtbl, oTrnyckaemble 6ecnnaTtHO vnn co
CKVAKORN).

Mo peuenTam, BbIMUCAHHBLIM Ha peuenTypHbiX OnaHkax dopmbl N 107-1/y,
OTMNYCKalTCH UHbIE NeKapCTBeHHbIE npenaparthbl, He ykasaHHble B ab3auax nepsomMm,
TpeTbeM - OEBATOM HACTOALEro MyHKTa, 3a WCKIYEHUEM TeKapCTBEHHbIX
npenapaToB, oTrnyckaemblx 6e3 peuenTa.

5. OTnyck nekapcTBEHHbIX MpenapaToB, He yKkasaHHbIX B MyHKTe 4 HACTOSLUMX
MpaBun, B COOTBETCTBUM C WHCTPYKLMSIMU MO MX MEOULMHCKOMY NPUMEHEHUIO
ocyulecTnsieTca 6e3 peLenTos.
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6. OTnyck nekapCTBEHHbIX NPernapaToB OCYLLECTBMAETCH B TeYEeHMe ykasaHHOro
B peLenTe cpoka ero AelcTBus npu obpalieHMn mmua K CyObekTy PO3HWUYHOWM
TOProBmnu.

B cnyyae otcytcTBMA Yy cybbekTa PO3HWYHOW TOProBMW reKapCcTBEHHOro
npenapara, ykasaHHOro B peuente, npu obpalleHun nuua K CyObekTy PO3HUYHOWM
TOProBnu peLenTt NpUMHMMaeTCa Ha obcnyxuBaHve B criegyloume cpoku (ganee -
OoTCpoYeHHoe obcnyxuvBaHue):

peuenTt ¢ nomeTkon "statim" (HemenneHHo) obcnyxvBaeTCst B Te4EHNE O4HOMo
pabo4ero gHA co AHA obpalleHns nuua K CyGbekTy PO3HUYHON TOProBmu;

peLenTt ¢ nomeTkon "cito" (Cpo4yHO) obCcnyxmMBaeTcs B TeyeHne OBYX paboumx
OHeN co OHsi obpalleHunst nuua K CyGbekTy PO3HUYHON TOProBy;

peuenT Ha rneKkapCTBEHHbIN npenapaTt, BXOAAUWMA B  MWUHUMalbHbIN
aCCOpPTMMEHT FEeKapCTBEHHbIX MNpenapaTtoB [And MEAULMHCKOTO NPUMEHEHWS,

HEODXOAMMbIX A1 OKa3aHUsi MEAULIMHCKON noMowm? , oGCnyxmBaeTcs B TeYeHue
NsTU paboymnx AHeN co AHA 00palLeHNs NMua K CyOBbEKTY PO3HUYHOW TOProBv;

¥ PacnopsbkeHue [pasutenscrtea Poccuiickon Penepaumm ot 26 agekabps
2015 r. N 2724-p (CobpaHue 3akoHogaTensctBa Poccunckon ®egepaunn, 2016, N
2, cT.413).

peuenT Ha 5eKapCTBEHHbI MpenapaTt, OTMyckaembli OecnnaTtHO WM co
CKMOKOW W He BoweAWwWA B MWHMMAlbHbLIA aCCOPTUMEHT JEeKapCTBEHHbIX
npenapatoB AN MeOULMHCKOrO MNPUMEHEHUs, HeobxoauMMbIX AN OKasaHus
MEeAULIMHCKON MOMOLLKM, OOCIyMBaETCHA B TeYeHne AecsaTy paboumnx AHen co OHs
o6 palleHMs Mmua Kk cybbekTy pO3HUYHOM TOProBmK;

peuenTbl Ha §eKapCTBEHHble npenapaTtbl, Ha3Hayaemble MO PEeLUeHnIo
BpadYebHOM KoMuccumn, obCnyxMBatoTCsl B TedeHne natHaguatyu pabovnx gHen co
OHs1 0OpalleHunst nMua K CyGbeKTy PO3HUYHOWM TOProBIu.

3anpelwaeTcss OTNyckaTb JeKapCTBEHHble Mpenapatbl NO peuentam C
MCTEKLUMM CPOKOM AEWCTBUS, 3a WUCKIIOMEHMEM Cry4dasl, KOrga CpoK OecTBuS
peuenTa UCTEK B NepMo HaXoXOeHWs ero Ha OTCPOYEHHOM OB CIy>XMBaHUN.

Mpn ncTeyeHMn cpoka OEeWCTBMS pelenTa B Mepuod HaxoXaeHust ero Ha
OTCPOYEHHOM OOCNYXMBaHUM OTMNYCK JIEKAPCTBEHHOINO MpenapaTta Mo Takomy
peLenTy ocyllecTBnsieTcs 6e3 ero nepeodopmneHust.
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7. neKapCTBeHHble npenapartbl OTNyCKalOTCA B Konu4yecTtBe, YyKa3aHHOM B
peuenTte, 3a WCKNK4YeHnemM CcliydaeB, Korda ON14 JIeKapCTBEHHOro npenapara
yCTaHOBJ1EHbI MpefesibHO gonyctuMmoe unnm pekomMeHaoBaHHOE KOJM4YecTBO ANiA

BbINMCbIBaHWA Ha oauH peuenTll

10 MNpunoxerna N 1 N 2 k nopagky HasHAYEHWS W BbINWCHIBAHUS
neKapCTBEeHHbIX NpenapaTos, yTeepxaeHHoMy nprka3om N 1175H.

Mpn npegbsaBreHWn peuenTta C MpeBbleHVEM MpeaenibHo OONYCTUMOro WUinm
pekoMeH0BaHHOro KonmM4ecTBa fekapCTBEHHOrO npenapara A5 BbiNMCbIBaHNS Ha
oovH peuent dapmMaueBTUMECKMA pPabOTHUMK MHAopMMpyeT 00 3TOM ML,
npencraBMeLUee  peuenTt, PYKOBOAWUTENS  COOTBETCTBYHOLWENW  MeOULMHCKON
opraHMsaummM 1 OTNycKaeT YyKa3aHHOMY nuLYy YCTaHOBMEHHOE COOTBETCTBEHHO
npegenbHoO AoMyCTUMOE WM PEeKOMEHAOBaHHOE KOMMYECTBO feKapCTBEHHOro
npenapata AN BbINMCbIBAHWS Ha OOMH  peuent C  MNpoCTaBfeHVEM
COOTBETCTBYIOLLEN OTMETKN B peLienTe.

Mpy Hannmummn y cybbekTa PO3HUYHOW TOProBNM fEeKapCTBEHHOro npenapaTa C
OO31POBKOW, OTMIMYHOW OT [O3UMPOBKU NEKapCTBEHHOro npenapara, yKkasaHHOW B
peuenTte, OTNYCK WMEIOLIErocsa JeKkapCTBEHHOro npenapaTta AorycKaeTcs, ecnu
A03MPOBKa TaKOro fekapCcTBEHHOro fnpernapaTta MeHblue 0O3WPOBKW, YKa3aHHOW B
peuente. B Takom crnydae oOCyllecTBMAseTCs  MNepecyeT  KonuvyecTBa
rneKapCcTBEHHOro npenaparTa C y4eTOM Kypca fnevyeHus, yKkasaHHoro B peuenTe.

B cnyyae ecrm [go3upoBKa JiekapCTBEHHOrO npenaparta, MMeloLlerocss y
cybbeKkTa PpO3HMYHOM TOProBMM, MpPEBbILAET [A03MPOBKY  MEKapCTBEHHOIo
npenapaTta, YyKasaHHyl0 B peLente, pelleHne o6 OTnycke neKkapCTBEHHOro
npenapaTa C Takon 403MPOBKON NPUHUMAET MeAULMHCKUIA pabOTHUK, BbINMCaBLLAINA
peuenT.

8. OTnyck nekapCTBEHHOro npenapara OCYLECTBMSETCA B MNEPBUYHON U
BTOPWYHON (NOTPEOUTENLCKON) YNakoBKax, MapKMpoBKa KOTOPbIX JOSDKHA OTBeYaTb
TpeboBaHuam cTaTbn 46 GenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93 "O6

obpalleHnn nekapcTBeHHbIX cpeacTs"ll, a ynakoBka ANA HApKOTUYECKUX W
MCMXOTPONHbLIX NEeKapCTBEHHbIX npenapaTtoB cnucka Il - TpeboBaHWsaM nyHkTa 3
ctatbu 27 PenepansHoro 3akoHa ot 8 aHBapa 1998 r. N 3-93 "O HapKOTUYECKUX

cpeacTBax U NCUXOTPOMHbIX BellecTsax"12 .

11 Cobpanve 3akoHogaTenbcTBa Poccuiickonn depepauum, 2010, N 16,
cT.1815; N 42, c1.5293; 2014, N 52, cT.7540.

12 CobpaHue 3akoHogaTenscTBa Poccuiickonn ®enepauum, 1998, N 2, cT.219;
2012, N 53, c1.7630; 2013, N 48, c1.6165; 2015, N 1, cT.54.

HapyLueHne nepBuMYHOIN yNakoBKM NEKAPCTBEHHOTO Npenaparta npu ero oTnycke
3anpeLuaeTcs.

HapyweHnne BTOpu4HOM (NOTPEOWUTENLCKONM) YMAKOBKWM  MEKAPCTBEHHOIO
npenapata M OTNYyCK JIeKapCTBEHHOrO npenapata B MNEPBUMYHOM YMaKOBKe
OOMycKaeTcsa B Crydae, eciiv KOMMYeCTBO NEKAapPCTBEHHOMO npenapara, yka3aHHoe
B peuente uim Heobxoanmoe nuly, NpuobpeTatoLeMy NekapCTBEHHbIV npenapat
(npn 6e3peLenTypHOM OTMYCKE), MEHbLLE KonnyecTBa fiekapCTBEHHOro npenapara,
cogepallerocs BO BTOpUYHOM (MoTpebuTenbckomn) ynakoBke. B Takom cnyvae npu
OTMyCcKe IeKapCTBEHHOro npenapara nuvuy, npuobpeTaroliemMy nekapCTBEHHbIV
npenapat, NpedoCTaBnsAeTCsl MHCTPYKUMS (KOMUS MHCTPYKLMKU) MO MPUMEHEHWIO
OTMyCKaeMoro fekapcTBEHHOro npenapara.
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9. MNpu oTnycKke nekapCTBEHHbIX MpenapaToB Mo peuenTty dapMaLeBTU4EeCKUn
pabOTHMK NpOCTaBNsieT OTMETKYy Ha peuente 00 OTNycke IeKapCTBEHHOIO
npenapara C yKkasaHueMm:

HaMMEeHOBaHWA anTeyHon opraHusauun (damunuu, uUMmeHwn, otyecTBa (Mpu
HanmM4YuM) MHOUBUAYanNbLHOro NpeanpuHMMaTens);

TOProBOr0  HaMMEHOBaHWs, OO3MPOBKM U KOMMYecTBa  OTMYLLEHHOro
NeKapCcTBEHHOIO npenapara;

damMumM, UMeHW, oT4yecTBa (NpY HamuuuMKn) MeauuuHCKOro paboTHuKa B
cnyyasix, ykasaHHblx B ab3aue yeTBepToM NyHKTa 7 1 absaue TpeTbeM nyHkTa 10
HacToswmx Npasun;

pPEeKBU3MTOB [OKYMEHTa, YOOCTOBEPSAIOLEro NWYHOCTb Nuua, MOMy4YuBLIErO
nekapcTBeHHbIV Npenapar, B cnyyae, ykasaHHOM B MyHkTe 20 HacToawwmx Mpasum,

damMnmm, UMeHn, oT4yecTBa (Npy HamMuuu) dapMaLEeBTUYECKOrO paboTHUKA,
OTMNYCTUBLLErO NeKapCTBEHHbIV NpenaparT, 1 ero Noanucy;

OaTbl OTMyCKa JlekapCTBEHHOrO Npenapara.

10. lMNpun oTnycke nekapCTBEHHbIX MpernapaTtoB MO peuenTy, BbiMUCaHHOMY Ha
peuentypHoMm OnaHke copmbl N 107-1/y, Cpok LENCTBUS KOTOPOrO COCTaBnseT

oavH roal3, M B KOTOpPOM YyKasaHbl nepuodbl M  KOMMYECTBO OTMycka
neKapCTBEHHOrO npenaparta (B Kaadbli Nepuod), peuent BO3BpallaeTca nuuy,
nprob peTaroLemMy NiekapCTBEHHbLI NpenapaTt, C OTMETKOW, CoAepaLlen cBeaeHuns,
yKasaHHble B nyHKTe 9 HacTosAwmx Mpaswun.

13 MNpunoxenne N 2 k Nopaaky Ha3HAYEHWS U BbINWCHIBAHUS NIEKAPCTBEHHbIX
npenapaTos, yTBepxaeHHOMY npukasom N 1175H.

Mpn ovepegHoM obpalleHun nMua K cybbeKkTy pO3HUYHOW TOPrOBMM C AaHHBIM
peuenTtoM Y4uTbIBalOTCA OTMETKM O npedblgyleM OTMycKe IeKkapCTBEHHOro
npenapaTta Mo TakoMy peuenTy M B Crydyae npuvobpeTeHust nMuuLoM KonmdecTBa
rnekapcTBeHHOro npenapaTta, COOTBETCTBYIOLLEr0 MaKCMMarnbHOMY KOMMYECTBY,
YyKa3aHHOMY MefULMHCKUM pabOTHUKOM B peuenTte, a Takke Nno UCTEeYEeHUN cpoka
OencTBmMs  peuenTta, Ha peuente npocTaBnseTca wramn “JlekapCTBEHHbIN
npenapaTt oTnyLeH" U peLenT Bo3BpaLLaeTcs nuuy.

EOQvMHOBpEMEHHBIM  OTMYCK  MeKapCTBEHHOro npenapata Mo peuenty,
BbIMMCAHHOMY Ha peuenTypHoM 6naHke dopmbl N 107-1/y, Cpok OencTBuA
KOTOpOro coctaendeT oaunH roa(13), 1 B KOTOPOM yKasaHbl NepUoLbl U KONMYECTBO
OTMycKa NekapCTBEHHOrO npenapaTta (B Kaxablii nepuos), AonyckaeTcs TOMbKO No
COrnacoBaHuo ¢ MeAULMHCKUM pabOoTHMKOM, BbINUCaBLLUM peLienT.

11. Mpwn oTnycke nekapCTBEHHbIX MpenapaTtoB MO pPeLenTy, BbIMMCaHHOMY Ha
peuentypHom 6naHke dopmbl N 148-1/y-04 (n) wnm doopmbl N 148-1/y-06 (n),
3aMONHEHHbIN  KOPELLOK Takoro peuenta nepegaetcs  hapmaleBTUHECKUM
paboTHMKOM nuuy, npuobpeTatolemMy (nonyvaroemy) fieKapCTBEHHbIe Npenaparbi.

12. IMpw oTnycke HapKOTUYECKOro M NCUXOTPOMHOro fieKapCTBEHHOMO npenapaTta
cnucka Il Ha peuente o6 OTNycke feKapCTBEHHOro npenapaTta npocTaBrseTcs
neyatb anTekU WM anTEYHOro MyHKTa, B KOTOPOM YyKaszaHo WX MOSHoe
HaMMeHOBaHMe (MpWY HanM4YuM ne4vaTin).

13. Tpn oTnycke WMMMYHOOMONOMMYECKOrO FEKapCTBEHHOINO npenapara Ha
peuenTte UnNM Kopellke peLenTta, KOTOpbIA OCTaeTcsd y nuvua, npuobpeTaroLlero
(nonyyatoLLero) rekapCTBEHHbIN Npenapar, ykasblBaeTcs TO4YHOe BpeMs (B Yacax u
MUHyTax) OTNycka NieKapCTBEHHOIo npenapara.

OTnyck MMyHOBMONOrMYECKOro nekapcTBEHHOro npenapaTta OCyLeCTBsSeTcs
nmuy, npuobpeTatoliemMy (MonyyaroLemMy) nekapcTBEHHbIV Npenapar, npu HanMyamnm
Yy HEro crneumanbHOro TEPMOKOHTENHEPA, B KOTOPbIN MOMELLAETCS NekapCTBEHHbIN
npenapaTt, ¢ pasbsiCHeHVeM HeoBXOAMMOCTU AOCTaBKU AAHHOrO feKapCTBEHHOro
npenapaTta B MEQULMHCKYI0 OpraHu3aumio Npyu yCrioBUN XpaHeHUsa B cheumarnbHOM
TEPMOKOHTENHEPE B CPOK, HE NpeBblILLaowmin 48 4acoB nocre ero NnpuodpeTenuns.
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14. OcTaloTcs M XpaHATCA Yy CcybbekTa PO3HWMYHOM TOProBnM peuenTbl (C
OTMeTKON "JlekapCTBEHHbIN NpenapaTt oTnyLleH") Ha:

HapKOTMYECKME W TMCUXOTPOMHbIE IeKapCTBEHHble npenapatbl cnucka i,
MCMXOTPONHbIE NEeKapCTBEHHbIE NpenapaTbl cnucka lll - B Te4eHne Nt ne;

NeKapcTBEHHbIE MpenapaTtbl, OTNyCKaeMble GecnnaTtHO UnM CO CKUOKOW, - B
TeuyeHue Tpex eT;

KOMOWMHUPOBaHHbIE NEKAPCTBEHHbIE MpenapaTbl, COAepXale HapKOTUYECKMe
cpeacTBa MM NCUXOTPONMHble BewecTBa, BHeceHHble B cnvcku Il wm il MepeyHs,
M3roTOBMEHHbIE B  anTeyHOM OpraHuMsauun, rekapCTBEHHble npenaparthbl,
obnagarowme aHabonMUeckoM  aKTMBHOCTBIO, JIEKApCTBEHHbLIE  MNpenaparhl,
nognexaiime npegMeTHO-KONMMYECTBEHHOMY YUETY, - B TEYEHME Tpex neT;

neKkapcTBeHHble npenapaTbl B >XMOKOW NekapcTBEHHOW dopme, cogepxalime
bornee 15% aTuMnoBoro cnupta OT oOObema [OTOBOM NPOAYKLMW, WHblE
nekapcTBeHHble npenapaTtbl, OTHOcAuwmecd Mo ATX K aHTUNCMXOTUYECKUM
cpeacteam (kog NO5A), aHkcnormtukam (kog NO5SB), CHOTBOPHBIM U ceaaTUBHBIM
cpeacteam (kog NO5C), aHtmpgenpeccaHtam (kog NOGA) M He nognexawme
npegMeTHO-KONMYECTBEHHOMY YYETY, - B TEYEHUe TPeX MecsLLeB.

15. Peuentbl, He yKasaHHble B nyHKkTe 14 HacToswmx [lpaBun, oTMevaroTcs
wramnoM "flekapCTBEHHbIN npenapat OTNyweH" ©n BO3BpaWAlTCA  nuuy,
Mony4YmMBLIEMY NEKapCTBEHHbIV Npenapar.

PeuenTbl, BbiNACaHHbIE C  HapyLEHWEeM YCTaHOBMEHHbIX npaBuni4,
pPerncTpupyroTcs B XypHarne, B KOTOPOM YKa3blBalOTCS BbISIBNIEHHbIE HapyLLEHWs B
odpopmneHnn peuenTa, daMunnsg, MMH, OTYECTBO (MPW HanmMyumM) MeguLUHCKOro
paboTHMKa, BbINWCABLUEro peuenTt, HauMeHoBaHWE MEeLULMHCKOW OopraHusaLumu,
NPUHATBIE  Mepbl, OTMevarTca wramnoMm "Peuent HegeucTBuTerneH" U
BO3BpalLaloTCa nuuy, npeactasuBlieMy peuent. O dakTax HapylleHus npasun
odhopMIIEHNS peLenToB CYOBEKT PO3HUYHON TOProBM MHGOPMUPYET PYKOBOOMTENS
COOTBETCTBYIOLLEN MEANLIMHCKOWN OpraHM3aLun.

14 Mpukas N 1175H v npukas N 54H.

16. Mpu oTnycke nekapCTBEHHOrO npenaparta dapMauleBTUHECKMA paboTHUK
nHdopmmnpyeT n1uo, npruobpeTatoLlee (Nony4varoLlee) nekapCcTBEHHbIN npenapar, o
pexvMe KU Oo3ax ero fnpuema, npaBurax XpaHeHWs B OOMAaLLHWX YCIOBUSIX, O
B3aUMOLENCTBUM C APYTVIMM NEKApCTBEHHbIMY NpenapaTamu.

17. MNpu oTnycke nekapCTBEHHOro npenapara gapMaueBTU4eCKuii paboTHUK He
BMpaBe MpefoCTaBnaATb HEOOCTOBEPHYD U (UMW) HEMoSHyK uHdopMauu o
HanmMuuM neKkapcTBEHHbIX MpenapaToB, BKIOYas reKapcTBeHHble npenaparhbl,
UMeloLLMe OfMHAKOBOE MEeXOyHapoOHOe HernaTeHTOBaHHOE HaVMeHOBaHWe, B TOM
yucre CKpbiBaTb MHGOPMAaLMIO O HANMYMKN fieKapCTBEHHbIX MpenapaToB, UMEKLLMX

6ornee HU3KyO LieHyl .

15 Cratba 74 depepansHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-d3 "O6
OCHOBax _OxpaHbl 300poBbs _rpaxaaH B Poccuickon ®Pegepaumn” (CobpaHue
3akoHogartenbcTBa Poccuiickon ®Penepaumm, 2011, N 48, c1.6724; 2013, N 48,
cT.6165).

18. 3anpewaetca otnyck dansCcuUMUMpoBaHHbIX, HeJ0BpPOKAYECTBEHHbBIX U

KOHTpadhaKTHbIX JIeKapCTBEHHbIX NpenapaTtoslt .

16 Cratba 57 depepansHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6
obpallieHnn nekapcTBEHHbIX cpeacTs”.

Il. Tpe6oBaHMA K OTNYCKY HAPKOTUYECKUX U NCUXOTPOMHbIX
reKapCcTBEeHHbIX NpenapaToB, JIeKapCTBEHHbIX
npenapaToB, o6nagaroWwmx aHabonM4Yeckom akTUBHOCTL IO,
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MHbIX JNlIeKapCTBEHHbIX NpenapaToB, nognexalmx
npeaMeTHO-KOJINYEeCTBEHHOMY yueTy

19. OTnycKk HapKOTUYECKMX M MCUXOTPOMHBLIX NEKapCTBEHHbIX MpenapaTos,
neKkapcTBeHHbIX npenapaTtoB, obnagalowmx aHabonMuyeckon akTUBHOCTLIO,
NEeKapCTBEHHbIX MpenapaToB, MoASexamx NPeLMETHO-KONMMYECTBEHHOMY Y4YETY,
ocyulecTensieTca hapmaueBTU4ecKuMmn paboTHUKaMK, 3aHUMaOLLMMKN OMMKHOCTH,
BK/MIOYEHHbIE B MEpeYeHb [O0o/pkHOCTEN hapMaueBTUYECKUX U MEOULMHCKMX
pabOoTHMKOB B OpraHusauusax, KOTOPbIM _NpPefoCTaBNeHO MNpaBO  OTMyCKa
HapKOTUYECKMX MEKAPCTBEHHbIX MPEenapaToB W MNCUXOTPOMHbIX [EKapPCTBEHHbIX
npenapaToB m3nyeckMm muuam,  YTBEPXOEHHbIA Npukasom MuHucTepcTBa
34paBooxpaHenns Poccunckon ®Pepepaumm o1 7 ceHtsabpa 2016 r. N 681H
(3apermctpmpoBaH MuHuctepctBoM tocTuumm  Poccuickon ®depepaummn 21
ceHTabpsa 2016 r., pernctpaumoHHbii N 43748).

20. HapkoTuyeckue 1 NcuxoTporHble NnekapcTBeHHble npenapathbl cnvcka ll, 3a
UCKMIOYEHMeM  JIeKapCTBEHHbIX MpenapatoB B Buae  TpaHcaepMarbHbIX
TepaneBTUYECKMX CUCTEeM, OTMycKalTCA nNpu MpeabsBleHUM [OKYMEHTa,
YOOCTOBEPSIOLIEr0o NMYHOCTb, MUY, YKasaHHOMY B peLenTte, ero 3akOHHOMY

npeactasutentol?  mnm nuuy, uMeloweMy OgOPMIEHHYIO B COOTBETCTBUM C
3akoHogaTenscTBoM Poccuiickon denepaumm JOBEPEHHOCTb Ha NPaBO MOMyYeHUs
TaKMX HAPKOTUYECKMNX N NMCUXOTPOMHbIX JIEKAPCTBEHHbIX NPEnapaTos.

17 B oTHoLeHWUN nnua, ykasaHHoro B YacTu 2 ctatbu 20 denepanbHOro 3akoHa
oT 21 Hos6ps 2011 r. N 323-®3 "O6 ocHoBax oOxpaHbl 3[0POBbSA paxkiaH B
Poccunckon ®enepaumn” (CobpaHne 3akoHoaaTenscTBa Poccuiickon degepavium,
2011, N 48, cT1.6724; 2012, N 26, c1.3442, 3446; 2013, N 27, c1.3459, 3477; N 30,
cT.4038; N 39, c1.4883; N 48, c1.6165; N 52, cT1.6951; 2014, N 23, c1.2930; N 30,
cT.4106, 4206, 4244, 4247, 4257; N 43, c1.5798; N 49, cT1.6927, 6928; 2015, N 1,
cT.72, 85; N 10, cT1.1403, 1425; N 14, c1.2018; N 27, cT1.3951; N 29, c1.4339, 4356,
4359, 4397; N 51, cT1.7245; 2016, N 1, cT.9, 28; N 15, c1.2055; N 18, cT.2488; N 27,
cT.4219).

21. HapkoTuyeckue n ncuxoTpornHble fiekapcTBEHHbIe npenapatbl cnvcka ll (3a
UCKIIOYEHVEM  NIeKapCTBEHHbIX MpenapatoB B Buae  TpaHcAepMasbHbIX
TepaneBTUYECKMX CUCTEM), NpefHasHayeHHble AN rpaxgaH, MMelLwmx npaBo Ha
GecnnaTtHoe  MNOfMyYeHMe  FIEKApCTBEHHBIX  MNpenapatoB WM MOSlyYeHue
neKapcTBEHHbIX MpenapaToB CO CKUAKOW, OTMNyCKalTCA npu npeabsBreHnm
peLenTa, BbiMMCAHHOMO Ha peuenTtypHoM 6naHke cdopmbl N 107/y-HI, 1 peuenta,
BbIMMCaHHOIO Ha peLenTypHoM 6naHke dopmbl N 148-1/y-04 (1) nnm cdoopmbl N 148-
1/y-06 (n).

JlexapcTBeHHbIE NpenapaThl, ykasaHHble B ab3auax TpeTbeM - BOCbMOM MyHKTA
4 HacToaumx [paBun, npegHasHayYeHHble ANA rpakgaH, MMEKWMX NpaBoO Ha
nornyyeHve neKkapcTBEHHbIX npenapaTtoB, OTNyckaeMbix 6ecnnaTtHo unuM  co
CKMOKOW, OTMNycKalTCA Mpv MpeabsiBlieHUM  pelenTa, BbIMMCAHHOIMO  Ha
peuentypHoMm  6naHke dopmbl N 148-1/y-88, n peuenta, BbIMUCAHHOIO Ha
peuentypHoM 6naHke doopmbl N 148-1/y-04 (n) nnm doopmbl N 148-1/y-06 (n).
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22. Tlocne oTnycka HaPKOTUYECKMX W MCUMXOTPOMHbLIX  fleKapCTBEHHbIX
npenapaToB cnucka ll, B Tom 4Yucre B Buae TpaHcOepmarbHbIX TepaneBTUYeCcKMX
CUCTEM, NCMXOTPOMHbIX NTEKAPCTBEHHbIX NpenapaTtor cnucka lll niuy, nonydmnsLiemy
NeKapCTBEHHbIN npenapar, BblAAeTCA CUrHaTypa C XXEefiTol NOosiocon B BEPXHEN
YyacTu M HaaNUCbI YepHbiM LWpUdTOM Ha Hen "CurHaTtypa", B KOTOpOW
yKa3blBaKTCS:

HaMMeHOBaHME 1 apec MECTOHAXOXOEHNS anTeKM UMK anTEYHOTO MYHKTa;

HOMEp U AaTta BbINMMCAHHOTO PeLenTa;

damunmsa, nmsi, oT4eCTBO (MPW HaM4uMK) rmua, Ans KOTOPOoro npegHasHadeH
neKapCcTBEHHbIN Npenapar, ero Bo3pacT;

HOMEpP MEeAMLMHCKOW KapTbl NauMeHTa, Nomny4aroLlero MegmLMHCKY0 NoMoLb B
amMBynaTopHbIX YCNOBUSIX, 45151 KOTOPOro npefHa3HayYeH nekapCTBEHHbIN Npenapar;

damMnmg,  ¥“Msl, OTYEeCTBO (MpYM  HanmMuMM)  MEeOULUUHCKOro  paboTHUKa,
BbIMMCaBLUEro peLenT, ero KOHTakTHbI TenedoH mbo TenedoH MeguuMHCKON
opraHusauuu;

coepxaHue peLenTa Ha NTaTUHCKOM S3bIKe;

damMunmsa, UM, OTYECTBO (MPU HanmnuuMn) M nNoanuCcb doapmaueBTUYECKOTO
pabOoTHMKA, OTMYCTUBLLIETNO NIEKAPCTBEHHLIN Npenapar;

JaTa OTnycka nekapCcTBEHHOro npenapara.

23. OTnyck a3TWMOBOrO CnupTa MpPOM3BOAUTCS MO peuenty C Y4eTom
YCTaHOBIIEHHbIX TpeboBaHUA K OOBbEeMy Tapbl, YNakoBKE W KOMMNMIEKTHOCTU

nekapcTBeHHbIX NpenapaToBl?

12 Yactb 4.1 cTatbun 45 denepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3
"O6 obpaweHnn nekapcTtBeHHblx cpeacTts” (CobpaHue 3akoHogaTtenscTsa
Poccuinckon ®egepaumm, 2010, N 16, c1.1815; 2014, N 52, c1.7540; 2015, N 51,
CT.7245), noctaHoBneHue [paButensctBa Poccurickon Penepauuvm ot 23 uond
2016 r. N 716 "O nopsiake opMUpOBaHUSA NepeYHsl NekapCTBEHHbIX NpenapaTtoB
ONg  MEOULIMHCKOIO MPUMEHEHUS, B OTHOLLEHUM KOTOPbIX YCTaHaBIMBAOTCA
TpeboBaHUA K 06 bEeMY Tapbl, YNAKOBKE U KOMIMEKTHOCTU, NepeYHs NekapCTBEHHbIX
npenapaToB _ Afs  BETEPUHAPHOIO  MPUMEHEHUS, B OTHOLLEHWUW _ KOTOPbIX
ycTaHaBnmBaoTca TpeboBaHMs K oO6beMy Tapbl, W onpeaeneHus  Takux
TpeboBaHuin” (CobpaHme 3akoHogaTenscTBa Poccunckon degepaunn, 2016, N 31,
c1.5030).

JlekapcTBeHHbIE MpenapaTthl, cogepXxalme 3TUMOBbIA CAMPT, B TOM 4uCIie
N3roTOBIEHHbIE MO peLenTy CyObeKTOM PO3HUYHOM TOPrOBMA, UMEHOLLMM JINLLEH3NIO
Ha ¢hapMaLeBTUYECKYD OEATENbHOCTb C MPaBOM W3rOTOBIIEHWUS NEKAPCTBEHHbIX
npenapaToB, OTMNYCKalTCHA C Y4€TOM YCTAHOBIEHHbIX TpeboBaHWiA K 06 bEMY Tapbl,

yNnakoBKe 1 KOMMJIEKTHOCTU JIeKapCTBEHHbIX npenapamslg .

12 Yactb 4.1 ctatbu 45 denepanbHoro 3akoHa ot 12 anpeng 2010 r. N 61-®3
"O6 obpaueHnn nekapcTtBeHHbix cpeacTts” (CobpaHue 3akoHogaTtenscTsa
Poccuickon depepauun, 2010, N 16, c1.1815; 2014, N 52, c1.7540; 2015, N 51,
CT.7245), noctaHoBneHve [NpaButensctBa Poccurickor Pepepaumn o1 23 umons
2016 r. N 716 "O nopsake cdopM1poBaHUS NepeyHsl NekapCTBEHHbIX NpenapaTtoB
ON8  MEeAWLIMHCKOIO MNPUMEHEHUS!, B OTHOLLIEHWM KOTOPbIX YCTaHaBNMBalOTCS
TpeboBaHusa K 06 bEMY Tapbl, YNAKOBKE Y KOMMMAEKTHOCTU, NEPEYHS NeKapCTBEHHbIX
npenapaToB  Ans  BETEPUHAPHOIO  MPUMEHEHUSI, B  OTHOLLEHWW  KOTOPbIX
ycTaHaBnmBaoTca TpeboBaHMss K 0O6bEeMy Tapbl, W onpeaeneHus  Takux
TpeboBaHun” (CobpaHne 3akoHogaTenscTBa Poccunckon degepaunn, 2016, N 31,
c1.5030).

24. 3anpellaeTcsa pasgesbHbli OTNYCK NEeKapCTBEHHbIX CPeacTB, BXOOSLMX B
COCTaB JIEKapCTBEHHOrO npenapara, W3roTaBiMBaeMoro Cyb6bHEKTOM PO3HWUYHOM
TOProBnw.
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25. 3anpelyaeTcss OTMYCK CYOBHEKTOM PO3HWYHOW TOPrOBSIM JlEKaPCTBEHHbIX
npenapaTtoB, yKasaHHblX B MyHkTe 4 Hactoawmx [paBun, Mo peuentam
BETEPUHAPHbIX OpraHn3aLui.

lll. Tpe6oBaHUA K OTNYCKY JfleKapCTBEHHbIX NpenapaToB Mno
TpeboBaHNAM-HaKNagHbIM Me QULMHCKUX OpraHu3auum,
MHAMBUAYarnbHbIX NpeanpuHUMaTesien, UMeoLWmnX
NINLEH3UIO HA MeAULIMHCKYI0 AeATeNIbHOCTb

26. TpeboBaHve-HaknagHass Ha OTNYCK JIEKAPCTBEHHbLIX  MpenapaToB
odopMnseTcs B COOTBETCTBUM C MHCTPYKLUMEN O nNopsake BbINUCbIBAHWUSA
JIEKAPCTBEHHbIX NpenapaToB U odopMieHrsa peuenToB 1 TpeboBaHWi-HaKNaaHbIX,
yTBEpPXOEeHHOM Nprka3om MUHUCTEePCTBa 34PaBOOXPAHEHUA M COLIMANbHOIO
pa3Butna Poccuinckonn Pepepaumm ot 12 deBpana 2007 r. N 110 "O nopsaake
Ha3Ha4YeHUS 1 BbINMUCLIBAHWSA NIEKAPCTBEHHbLIX NPEeNnapaToB, U3AENUA MEANLIMHCKOro
Ha3HAYeHUA 1 COeuManM3vpoOBaHHbIX  NPOAVKTOB  nevyebHoro  nuraHus"
(3apernctpmpoBaH MuHmuctepcTBoM tocTmumm Poccuiickon ®epepauun 27 anpens

2007 r., perucTpaumoHHbi N 9364)17

19 C nameHeHusAMM, BHECEHHBIMU Nprkazamn MUHUCTepCTBA 34 paBOOXPAHEHMS
N coumanbHoro passutna Poccuickon Pepepaumm ot 27 asrycta 2007 r. N 560
(3apernctpmpoBaH MuHucTepctBoM tocTuumm  Poccuinckon depepauun 14
ceHTabpsa 2007 r., permctpaumoHHbii N 10133), ot 25 ceHTabpa 2009 r. N 794H
(3apermctpupoBaH MuHuctepcteoM tocTuummn Poccunckon degepaunm 25 Hosbps
2009 r., peructpauymoHHbin N 15317),01 20 gaHeBapa 2011 r. N 13H
(3apeructpupoBaH MuHuctepcTeoM tocTuuum Poccunckon ®enepaumm 15 mapta
2011 r., pernctpaumonHbii N 20103), npukasamu MUHUCTEpPCTBaA 34paBOOXpaHEHNs
Poccuiickon Pepepaumm o1 1 aerycta 2012 r. N 54H (3aperncTpupoBaH
MuHuctepctBoMm tocTuuum  Poccunckon ®epepaumm 15 asrycta 2012 r,
pernctpaumoHHbin N 25190), ot 26 cpespansa 2013 r. N 94H (3aperycTpupoBaH
MuHnctepctBom toctuumm  Poccuimckon  ®epgepaumm 25 wmoHsa 2013 r,
perncTpaumnoHHbin N 28881).

[onyckaetca OTNyCK JeKapCTBEHHbIX nNpenapaTtoB Mo TpeboBaHWAM-
HaknagHbIM MEAULMHCKMX OpraHM3auui u MHOMBMAYanbHbIX NpegnpyHuMaTenen,
UMEIOWMX JIMUEH3MI0 Ha MEeOMUUUHCKYH OeATenbHOCTb, OOpMIEHHbIM B
3MEeKTPOHHOM  BuAE, €Cnn  MeAUUUHCKas opraHusauud, UHOMBUAYanbHbIN
npegnpuHMMaTtenb, VMELWWA MNMUEH3MI0 Ha MEOMUMHCKYI0 OedATernbHOCTb, WU
CY6BEKT PO3HNYHOW TOProBMM ABMAAOTCHA COOTBETCTBEHHO YYaCTHUKaMU CUCTEMb
MHGOPMALIMOHHOIO B3aUMOLENCTBUSI N0 0OMEHY CBEAEHUSAMM.

27. OTnNycK HapKOTUYECKUX W MNCUXOTPOMHbIX JIEKAaPCTBEHHBLIX MpenapaToB
covcka I, NCMXOTPOMHbIX  riekapcTBeHHbIX npenapatoB covcka I,  mHbIX
neKkapcTBEeHHbIX NpenapaToB, Noanexalmx npeameTHO-KONMMYEeCTBEHHOMY YUETY, B
TOM u4ucne oTnyckaemblx 6e3 peuenTta, OCYLIECTBMSAETCS MO  OTAEMbHbIM
TpeboBaHMAM-HaKMaAHbIM.

28. 3anpelaetcsa OTMYCK HAPKOTUYECKUX W MCUXOTPOMHbIX feKapCTBEHHbIX
npenapartoB cnucka ll, B TOM yucrne B BMAE TpaHCAepMaribHbIX TepaneBTUYECKMX
CUCTEM, MCUMXOTPOMHbIX NEKAapPCTBEHHbLIX NpenapartoB cnvcka lll no TpeboBaHuaM-
HaknagHbIM  MHOMBMAYANbHOMO MPEeAnpUHUMATENS, WMEKLWEro JMLEH3NI0  Ha

MeOULMHCKYIO AesaTenbHOCTh 20

20 MyHkT 4 ctatbn 31 PenepansHoro 3akoHa oT 8 aueapsa 1998 r. N 3-93 "O
HapKOTUYECKMX  CPeACcTBax WU NcuxoTponHbix  BeuwectBax”  (CobpaHwve
3akoHogartenbcTBa Poccuickon depepauumn, 1998, N 2, c1.219; 2003, N 27,
c1.2700; 2013, N 48, c1.6165; 2015, N 1, cT.54).
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29. lNpu oTnycke nekapcTBEHHLIX MpenapaToB drapMaleBTUHECKUA paboTHMK
npoBepsieT Haanexallee ocopmreHve TpeboBaHWs-HaKNagHOM 1 NPOCTaBNSET Ha
HEeM OTMETKY O KOMMYEeCcTBE U CTOMMOCTU OTNYLUEHHbIX NEeKapCTBEHHbIX
npenapaTos.

30. Bce TpeboBaHusi-HaknagHble, MO KOTOPbIM OTMNYLUEHbl JIEKAPCTBEHHLIE
npenapaTtbl, NoanexaT OCTaBEHNIO U XpaHEHMIO Y CyObeKkTa PO3HUYHON TOProBIu:

Ha HapKOTMYeCKMe U MNCUXOTPONHbIe NeKapCTBEeHHble npenapatbl cnvcka ll,
MCUXOTPONHbIE reKapcTBeHHble npenapatbl cnucka lll (B OTHOWeEHWUM anTek wu
anTeyHbIX MYHKTOB) - B TEeYEHUE NATU NET;

Ha neKkapcTBeHHble MpenapaTbl, Noanexauye npegMeTHO-KONMYeCTBEHHOMY
yyeTy, - B TeYeHne Tpex NneT;

Ha MHble NekapCTBEHHbIE NpenapaThl - B Te4eHne 0gHOro roaa.

31. HapylweHve nepBMYHOW YMaKOBKW feKapCcTBEHHOro npenapaTta npu ero
oTnycke no TpeboBaHMIO-HAKNaOAHOM [OOMycKaeTcs CyObeKTOM  PO3HUYHON
TOProBnn, NMEILLMM NNLIEH3UI0 HAa bapMaLEeBTUYECKYIO AeATenbHOCTb C NpaBoM
N3roTOBIMEHNS  NeKapCTBEHHbIX MpenapatoB. B Takom cnyyae  oTnyck
NeKapcTBEHHOro npenaparta OCYLUECTBMNSETCA B ynakoBke, OGOPMIEHHON B

yCTaHOBIIEHHOM Mopsiake 21, ¢ npegocTaBneHMEM UHCTPYKLUM (KON MHCTPYKLLMK)
Mo NPUMEHEHMIO OTMYCKAEMOro NieKapCTBEHHOIO npenapara.

21 Mpukas MuHagpaBa Poccum or 26 okTs6pa 2015 r. N 7514 "OG6
YTBEPXOEHNN NpPaBui U3rOTOBJIEHUA M OTMYCKAa NeKapCTBEHHbLIX NpenapaToB Ans
MEOMLIMHCKOTO MPUMEHEHWS anTeYHbIMW __OpraHn3auvsaMy, UHAVBUAYANbHbIMU
npeanpuHMMaTensiMu, UMEIOLLIVIMU ___ NMLLEH3MIO Ha _ drapMaueBTUYECKYIO
gedatenbHocTb"  (3apermcTpuposaH MuHMCTepcTBOM  tocTuumMu  Poccuinckom
®epepaunm 21 anpens 2016 r., perncTpaunoHHbin N 41897).

OnNEKTPOHHBIN TEKCT AOKYMEHTA
nogrotosneH AO "Kogekc" n ceepeH no:
OdwmumnanbHbIN MHTEpHET-NopTan
npaBoBOW MHGOPMaL MU
www.pravo.gov.ru, 11.09.2017,

N 0001201709110035
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