00 yTBep>xaeHuu NpaBus OTNYCKa JiIeKapCTBeHHbIX NpenapaToB
ONA MEeOULMHCKOrO NPUMEHEeHMUs, B TOM YUcne
MMMYHOOMONIOrM4eCcKuX JleKapCcTBEHHbIX NpenapaTos,
anTe4YHbIMU OPraHM3aunaMmn, UHAUBUAYAJNIbHLIMM
npeanpuHUMaTeNIAMU, UMEIOLLUMU JINLLEH3MIO Ha
¢dapmMaueBTMHECKYIO B eATeNbHOCTb

Mpuka3 MuHucTepcTBa 34paBooxpaHenHns Poccuinckon ®epepaumn - Ne 403H - o1 11.07.2017 - YTpaTuna cuny

MWHWUCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPNKA3
MOCKBA

11 nonsg 2017 r. Ne 403H

06 yTBEepPXXAEHNI NPaBWI OTMNYCKa JIEKAPCTBEHHbIX NMPENapaToB 415 MEAULMHCKOrO MPYMEHEHUs!, B TOM
4yncne MMMyHOBMOMOrNYECKMX IeKapCTBEHHBIX NMPEenapaToB, anTeYHbIMI OpraHn3aLnaMu,
VHAUBMAYANbHBIMW NPeNpUHUMATENSIMI, UMEIOLWMMU NNLLEH3UIO HA (DapMaLEeBTUYECKYIO AeATeNbHOCTb

3apeructpuposaH MuHtiocTom Poccum 8 ceHTsbpst 2017 r.

PernctpauunoHHbii Ne 48125

B cooTBeTCTBUM CO CTaTben 55 PegepanbHOro 3akoHa ot 12 anpend 2010 r. Ne 61-®3 "0O6 obpawieHunn
NleKapcTBeHHbIX cpencTs” (CobpaHue 3akoHomaTenscTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815; Ne
31, cT.4161; 2013, Ne 48, cT. 6165; 2014, Ne 52, cT. 7540; 2015, Ne 29, cT. 4388; 2016, Ne 27, cT. 4238),
NyHKTOM 3 cTaTbmh 12 ®enepanbHOro 3akoHa oT 17 ceHTs6pst 1998 r. Ne 157-03 "O6 MMMyHONpoghunakTnke
NH(eKLMOHHbIX bonesHen" (CobpaHne 3akoHodaTenbCcTBa Poccuinckon ®epepaumm, 1998, Ne 38, cT. 4736;
2009, Ne 1, cT. 21; 2013, Ne 48, cT. 6165) n nognyHkTammn 5.2.169, 5.2.183 lMNonoxeHus o MuHncTepcrsee
3[paBooxpaHeHns Poccunckonm ®efepaunn, yTBEPKAEHHOMO NOCTaHOBAEHNEeM lNpaBuTenbCTBa Poccninckon
®epepaumm oT 19 noHa 2012 r. Ne 608 (CobpaHune 3akoHofaTenbCTBa Poccunckon ®epepaumm, 2012, Ne
26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014,
Noe 12, cT. 1296; Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12, ¢cT. 1763; Ne 23,
CT. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; Ne 27, cT. 4497; No 28, cT. 4741; Ne 34, cT. 5255; Ne 49, cT.
6922; 2017, Ne 7, cT. 1066), NprKasbiBao:

1. YTBepAMTb NpaBuaa 0TNyCKa JIeKapCTBEHHbIX MpenapaToB 4159 MeAULUHCKOro MPUMEHEHNS, B TOM
4yncne MMMYyHOBMOIOrMYECKMX JIEKAPCTBEHHbIX MPENapaToB, anTeYHbIMW OpraHM3aunaMy,
WUHAMBUAYANbHLIMY NPeanpUHUMaTENAMN, UMEIOLLMMIN NLEH3MNI0 Ha DapMaLEeBTUYECKYIO AeAaTeNbHOCTb,
COrIaCHO MPWJIOXKEHNIO.

2. Mpn3HaTb yTpaTMBLUUMU CUNY:

npvkas MnHUCTepCTBa 34PaBOOXPaHEHNS U COLMAbHOro pa3BuTuns Poccminckon ®epepaunn ot 14 gekabps
2005 r. Ne 785 "O lMNopsigke 0TNyCKa JIeKapCTBEHHbIX CPeacTB" (3apernctpuposaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 16 aHsapsa 2006 r., perncTpaunoHHbin Ne 7353);

npuka3 MMHUCTEPCTBaA 3[4 PaBOOXPAHEHNS L COLMAbHOIO pa3BuTusa Poccuinckon ®epgepaumm ot 24 anpens
2006 r. Ne 302 "O BHECEHUN U3MEHEHUI B NpUKa3 MUHNCTEPCTBa 34PaBOOXPaHEHNS U COLMAJIbHOIO
pa3suTns Poccuinckon ®egepauum ot 14 nekabps 2005 r. Ne 785" (3apeructpmnposaH MUHUCTEPCTBOM
tocTmuum Poccninckon Penepaumm 16 mas 2006 r., perncTpaumoHHbin Ne 7842);

nprkKa3s MnHMCTepCTBa 34PaBOOXPaHEHNS U COLMANbHOr0 pa3BuTra Poccunckon degepauum ot 12
epansa 2007 r. Ne 109 "O BHeceHMn n3MeHeHni B Nopsaaok 0TnycKa JIeKapCTBEHHbIX CPencTs,
YyTBEPXOEHHbIN NprUKa3oM MUHUCTEPCTBa 34PaBOOXPAHEHMNS U COLMANBHOIO Pa3BuTUS PoCccuinckon
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depepaumm ot 14 gekabpsa 2005 r. Ne 785" (3apernctprupoBaH MUHUCTEPCTBOM OCTULMK Poccrinckon
®epepaumm 30 mapTta 2007 r., pernctpaunoHHbIn Ne 9198);

npvkas MnHUCTepCTBa 34PaBOOXPaHEHNA U COLManbHOro pa3smTua Poccminckon ®egepaumm oT 6 aBrycTa
2007 r. Ne 521 "O BHeCeHUn nsmMmeHeHun B NMopsafok 0TNycka NeKapCTBEHHbLIX CPEACTB, YTBEPXKAEHHbIN
nprKa3oM MUHUCTEpCTBa 34PaBOOXPaHEHUS U coLManbHOro pa3suTuns Poccuiickon ®epepaumm ot 14
nekabps 2005 r. Ne 785" (3apernctpupoBaH MUHUCTEPCTBOM tOCTMLMK Poccuiickon Pepepaunn 29 aBrycra
2007 r., pernctpaumoHHbin Ne 10063).

MwuHncTp B.N.CkBOpLOBa

MpunoxeHune

K Npuvka3y MuHUCTepCTBa 34paBooxpaHeHns Poccunckon deaepauu
oT 11 mona 2017 r. Ne 403H

MNpasuia

OTMYCKa JIeKapCTBEHHbIX NpenapaToB AJ19 MEAULUHCKOrO MPUMEHEHNs, B TOM 4ucsie
NMMYHOBMONOrMYECKUX SIeKapPCTBEHHLIX NMPenapaToB, anTeYHbIMI OpraHn3auusaMmn, MHANBNAYaNbHbIMU
npeanpuHuMaTensaMu, UMelLWnuMmn JMLEeH3N0 Ha PapMaLeBTUYeCKYO OeATe/IbHOCTb

I. OBwne TpeboBaHUS K OTMYCKY NEeKapCTBEHHbIX NpenapaToB 415 MeAULMHCKOro NpYMeHeHNs

1. HacTosiwme npaBuia onpeaenstoT NopsaoK OTNyCKa NEKAPCTBEHHbIX NPenapaToB s MeanLMHCKOro
NPYMEHEHNs, B TOM Yncie MMMYHOBNONOrnYeCcKnxX IeKapCTBEHHbIX NPenapaToB (faJiee - 1eKapCTBEHHbIe
npenapaTsl), anTeYHbIMW OPraHnN3aLNAaAMIA U MHANBUAYANbHLIMU NPeANPUHUMATENIMMN, UMEIOLWUMNA
JIMLEH3MI0 Ha (bapMaLEeBTUYECKYIO feaTeNbHOCTb (fanee - cybbekTbl po3HUYHON Toprosaun), 6e3 peuenTa?
1 (M) NO PeLenTy Ha IeKapCTBEHHbLIN NpenapaT, 0POPMIEHHOMY B YCTAHOBJIEHHOM MOPSAKe?
MeaNUUHCKMU paboTHMKaMK, a Tak)Xe no TpeboBaHUAM - HakNaAHbIM OpraHMu3aLumMmn, OCyLLEeCTBASAOLLEN
MeINLMHCKYIO AeATeNbHOCTh (fanee - MeaAnUMHCKasa opraHn3auus), Uinm MHANBUAYa bHOro
npeanpuHUMaTeNs, UMEeKLWEro JNLEH3NI0 Ha MEOULNHCKYI0 OeSTENbHOCTb (fafiee COOTBETCTBEHHO -
peuenT, TpeboBaHne-HakNagHas).

2. OTNycK NeKapCTBEHHbIX NpenapaToB 6e3 peuenToB OCYLLECTBAAETCS:

anTekamu;

anTeYyHbIMN NMyHKTaMU;

anTeYHbIMM KNOCKaMWU;

WUHAMBUAYANbHLIMW NpeanpPUHUMaTENAMN, UMEIOWMMIN INLEH3NIO Ha (hapMaLEeBTUYECKYI0 AeATeNbHOCTb
(Danee - nHAMBUAYaANbHbIA NPegnpuHUMaTENb).

I MoanyHKT "4" nyHKTa 5 4actn 4 ctaTtbm 18, nognyHKT "K" nyHKTa 1 yacTn 1 cTtatbn 33 PenepanbHOro
3akoHa oT 12 anpens 2010 r. Ne 61-03 "O6 obpalueHnmn nekapcTBeHHbIX cpeacTs" (CobpaHume
3aKoHozaTenbcTBa Poccuinckon ®epepaumm, 2010, Ne 16, 1. 1815; Ne 42, cT. 5293; Ne 49, cT. 6409; 2014,
Ne 52, cT. 7540).

2 Mpuka3bl MruHMCTEpPCTBa 34paBooxpaHeHns Poccuiickon depepavmm:

oT 14 aHBaps 2019 r. Ne 4H "O6 yTBEpP)XAEHWM NOPSAKA HAa3HAYEHUS JIEKAPCTBEHHbIX NPenapaToB, (hopM
peuenTypHbIX 61aHKOB Ha NeKapCTBEHHbIE NMpenapaThl, NOpsAKa 0POPMIEHUS YKa3aHHbIX 61aHKOB, NX
y4yeTa 1 xpaHeHus" (3apernctpmposaH MnHUCTepCcTBOM tocTuumm Poccuinckon ®egepauum 26 mapta 2019
r., permcTpaunoHHbii Ne 54173), ¢ n3MEHeHUsIMU, BHECEHHbLIMW NPUKa3oM MUHUCTepCTBa
3apaBooxpaHeHuns Poccuinckon ®epepauun ot 11 nekabpa 2019 r. Ne 1022H (3apernctpmpoBaH
MuHmncTepcTBoM tocTuLmMn Poccninckon ®epepaumm 28 aHeapsa 2020 r., pernctpaunoHHbin Ne 57292) (nanee
- npuKa3 Ne 4H);

oT 1 aBrycta 2012 r. Ne 54H "06 yTBepxxaeHUN hopMbl 61aHKOB PELIENTOB, COAEPXKALLMX Ha3HaYeHne
HapKOTUYECKMX CPELCTB U MCUXOTPOMHBIX BELLECTB, MOPSALKA UX N3rOTOBNEHWS, pacnpedeneHns,
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perncTpaumnm, y4eta n XpaHeHus, a Takxxe npasua oopmaeHus” (3apernctpmposaH MUHNCTEPCTBOM
tocTuumm Poccmmnckon ®epepaunu 15 asrycta 2012 r., peructpaumoHHbin Ne 25190), ¢ M3MeHeHnaMH,
BHECEHHbIMW NprKa3zamMn MuHNCTepCcTBa 34paBooxpaHeHns Poccninckon Pegepaumm oT 30 uioHs 2015 r. Ne
385H (3apeructpmpoBaH MUHUCTEPCTBOM CTULMUN Poccuinckon ®epepaumnmn 27 Hosbpsa 2015 .,
pernctpaumoHHbin Ne 39868) 1 o1 21 anpensa 2016 r. Ne 254H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMUN
Poccninckon ®epgepaunn 18 nona 2016 r., pernctpaumoHHbii Ne 42887) (oanee - npuka3s Ne 54H).

3. OTnycK NekapCTBEHHbIX NpenapaTos Mo peLenTaM oCyLLecTBIAeTCS:

anTekamu;

anTeYHbIMU MYyHKTaMu;

WNHAVBUAYANbHBIMY NPeanpPUHUMATENAMN (3@ UCKITIOYEHNEM OTMYCKA HAPKOTUYECKUX CPeACTB 1
MCUXOTPOMHbIX BELLECTB, BK/IIOYEHHBIX B NepeyeHb HapKOTUYECKMX CPencTB, MCUXOTPOMHbIX BELLECTB 1 UX
NPeKypcopoB, NoAJIeXaLLnX KOHTPOO B Poccunckon ®efepauunm, yTBep>XXAeHHbIN NOCTaHOBIEHNEM
MpaBuTenbcTBa Poccuinckon Pepepaumm oT 30 nioHs 1998 r. Ne 6813 (ganee COOTBETCTBEHHO - [lepeyeHs,
HapKOTUYeCKME N NCUXOTPOMHbIE JIeKapCTBEHHbIe npenapaThl).

OTnycK HapKOTUYECKMX U MCUXOTPOINHbIX JIEKaPCTBEHHbIX MpenapaToBs Mo peLenTaM oOCyLLeCcTBAAeTCS
anTekaMu 1 anTeYHbIMW MYHKTaMW, UMEIOLWMUMI JIMLEH3MIO Ha AEATENbHOCTb N0 060POTY HAPKOTMYECKMNX
CPeLCTB, MCUXOTPOMHbIX BELLECTB U X MPEKYPCOPOB, KYbTUBUPOBAHMNIO HAPKOCOAEPXKALLUX PaCTEHU.
OTnNycK MMMYHOBMONOrMYECKUX SIEKaPCTBEHHLIX NMPenapaToB Mo peLenTaM OCYLLEeCTBIAETCA anTekaMu 1
anTeYHbIMU NYHKTaMMU.

4. Mo peuenTaM, BbIMMCAHHbLIM Ha peLenTypHbIx 6naHkax dopmbl Ne 107/y-HIM4, oTnyckatoTca
HapKOTUYECKMNe N NMCUXOTPOMHbIE JIEKAPCTBEHHbIE NnpenapaThl, BHeCeHHbIe B CMCOK HapKOTUYECKNX
CPeLCTB 1 NCMXOTPOMHbIX BeLLeCTB, 060p0T KOTOPLIX B Poccuinckon ®efepaui orpaHuyeH U B OTHOLLEHNN
KOTOPbIX YCTaHaBANBAKOTCA MepPbl KOHTPOJ1S B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM POCCMICKON
defepaumm n MeXXayHapoaHbeiMy gorosopamu Poccuinckon ®epepaumnm (cnucok 1), MNepeynsa (oanee -
HapPKOTUYECKME N NCUXOTPOMHbIE IeKapCTBEHHbIE MpenapaThl cnucka ll), 3a NCKAYeHneM HapKOTUHECKUX
1 NCUXOTPOMHBIX NEKAPCTBEHHbIX NpenapaToB B BUAE TPaHCAEPMasibHbIX TepaneBTUYeCKNX CUCTEM U
JleKapCTBEHHbIX NpernapaTos, CoAepXKallumx HapKOoTU4eCkoe CPeiCTBO B COYETaHUN C aHTarOHUCTOM
OMUOMAHBIX PELLENTOPOB.

Mo peuenTaM, BbIMMCAHHLIM Ha peLenTypHbIX 6naHkax opmbl Ne 148-1/y-88, oTnyckaloTcs’:
NCUXOTPOMHbIE JIEKAPCTBEHHLIE MpernapaTbl, BHECEHHbIe B CMUCOK MCMXOTPOMHbIX BELWECTB, 060poT
KOTOpbIX B Poccunckon ®efepaumm orpaHUYeH U B OTHOLLEHUN KOTOPbIX LOMNYCKAeTCH UCKoYeHe
HEKOTOPbIX Mep KOHTPOS B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon ®epepaum un
MeXAyHapogHbiMKn gorosopamn Poccninckon Pegepaunn (cnncok lll), NepeyHa (ganee - NICUXOTPOMHbIE
JleKapCTBeHHbIe NpenapaTsbl cnucka lll);

HapKOTUYECKNe N NCUXOTPONHbIE JIEKAPCTBEHHbIE NnpenapaThl cnuncka |l B Buae TpaHcaepmalibHbIX
TepaneBTUYeCKUX CUCTEM U JIeKapCTBEHHbIe NpenapaThl, CofepiKalline HapKoTMYeCKoe CpeacTBO B
COYeTaHUN C aHTarOHNUCTOM OMUOULHBIX PeLLenTopoB.;

JleKapCTBeHHbIe npenapaThbl, BKAOYEHHbIE B NepeYeHb JIeKapCTBEHHbIX CPeACTB A5 MegULMHCKOro
NpUMeHeHUs, NoAaexxallmx NpeAMeTHO-KOJINYECTBEHHOMY Y4eTy®, 3a UCKJIIYEHNEM JIeKapCTBEHHbIX
npenapaToB, YKa3aHHbIX B ab3aLlax NePBOM 1 TPETbLEM HACTOSLLEr0 NMNYHKTa, N IeKaPCTBEHHbIX
npenapaTos, oTNyckaeMbix 6e3 peuenTa (fanee - NeKapCTBEHHbIE NpenapaThl, NoANexXallue npeaMeTHo-
KONIMYECTBEHHOMY Y4eTy);

NeKapCTBeHHble NpenapaThl, 0bnagatowime aHabonMyeckom akTMBHOCTbIO (B COOTBETCTBUM C OCHOBHbLIM
thapMaKonormyeckmm aencTenemM)’ n 0OTHOCALLMECS N0 aHAaTOMO-TepaneBTUYeCKO-XUMNYECKON
Knaccnukaumm, peKOMeHg0BaHHON BceMmnpHoM opraHu3aumen 3gpaBooxpaHeHns (ganee - ATX), K
aHabonunyeckum ctepompam (kop Al4A) (nanee - nekapCTBEHHbIE NpenapaTbl, obnagatoLme
aHaboMyYeCcKom akTUBHOCTbIO);

JleKapCTBEHHbIe NnpenapaThbl, YKa3aHHble B MyHKTe 5 MNopsaaka oTnycka (uUsnyeckum anuam JiekapcTBeHHbIX
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npenapaTos a8 MeaMLMHCKOrO NPUMEHEHUS, COAEPXKALLMX KPOME MasibiIX KOMYECTB HaPKOTUYECKIMX
CpencTB, NCUXOTPOMHBIX BELLECTB U UX MPEeKypCcopoB Apyrue hapMakonormyeckne akTUBHbIE BeLLeCTBa,
YyTBEPXXAEHHOI0 Npuka3oM MUHUCTEPCTBa 34PaBOOXPAHEHMS 1 COLIMANbHOIO pa3BMTna Poccumnckon
®epepaumm ot 17 maa 2012 r. Ne 562H¢8;

NeKapCTBEHHblE MpenapaThl, M3roTaBAMBaEMble MO peLenTy Ha NeKapCTBEHHLIN NpenapaT 1 cogepxalime
HapKOTMYECKOoe CPeaCTBO MM NCUXOTPOMHOE BELECTBO, BHECEHHOE B CNNCOK Il MNepeyHs, n gpyrune
(hapMaKonorm4yeckme akTBHbIE BELLLECTBA B 103€, He NPEBbILLAIOLLEN BbICLLYIO Pa30BYO 403Y, U Npu
YCI0BUW, YTO 3TOT KOMOUHNPOBaHHbLIN IEKAPCTBEHHbIV MpenapaT He ABASETCA HapKOTUYECKMM Un
NMCUXOTPOMHbLIM JIEKapPCTBEHHbLIM NpenapaToM cnucka Il.

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

4 MpunnoxeHnsa Ne 1 n 2 K npukasy Ne 54H.

5 TIyHKT 10 nopsiika Ha3Ha4YeHMA NEKAPCTBEHHbIX MPenapaToB, YTBEPXKXAEHHOIO NPUKasom Ne 4H.

6 Mpuka3 MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepauum ot 22 anpens 2014 r. Ne 183H "06
yTBEPXAEHUMN NepeyHs NeKapCTBEHHbIX CPEACTB AN MeAULMNHCKOro NPUMEHeHNs, nogaexxalymnx
NpeaMeTHO-KONNYEeCTBEHHOMY y4eTy" (3apernctpmpoBaH MUHMCTEPCTBOM OCTULMUN POCCMINCKOW
®epepaumnm 22 nona 2014 r., pernctpaunoHHbii Ne 33210) ¢ MU3MEHEHUAMN, BHECEHHBIMU NPUKA30M
MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 10 ceHTabps 2015 r. Ne 634H
(3apernctpupoBaH MnHncTepcTBoM tocTULMmM Poccminckon ®epepaunn 30 ceHTabps 2015 r.,
perncTpaumoHHbin Ne 39063).

" MoAnyHKT 2 nyHKTa 10 nopsaaka Ha3HaYeHUs NeKapCTBEHHbIX MPenapaTos, YTBEPXXAEHHOr0 npuka3om Ne
4H.

8 3apeructpupoBaH MUHUCTEPCTBOM tOCTULMM Poccuinckon ®enepaumm 1 nioHs 2012 r., peructpaLvoHHbIA
Ne 24438, C U3MEHEHUAMN, BHECEHHBLIMU NPUKa3amMn MHNCTEPCTBa 34PaBOOXPaHEHNS POCCMINCKON
®epepaumm oT 10 nioHs 2013 r. Ne 369H (3apernctpmpoBaH MUHUCTEPCTBOM OCTULMMN Poccumnckom
®epepaumm 15 nona 2013 r., peructpauunoHHbin Ne 29064), ot 21 aBrycta 2014 r. Ne 465H
(3aperunctpupoBaH MuHncTepcTeom tocTuummn Poccuinckon ®epepaunn 10 ceHTabps 2014 r.,
pernctpaumnoHHbin Ne 34024), ot 10 ceHTabps 2015 r. Ne 634H (3aperncTprupoBaH MUHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaunu 30 ceHTAbps 2015 r., pernctpaunoHHbii Ne 39063).

Mo peuenTaM, BbIMMCAHHLIM Ha peLenTypHbIX 6naHkax gopmbl Ne 148-1/y-04 (1), oTnyckatoTca
NeKapCTBEHHbIE MpenapaThl, BbIMUCbIBaeMble rpaXKjaHaM, MMeloLwnM NpaBo Ha becnnaTHoe nonyvyeHue
JleKapCTBEHHbIX MpenapaToB Win NoJiydyeHune lekapCTBEHHbIX NpenapaToB CO CKUAKON (fanee -
NeKapCTBEHHbIE NMpenapaThl, 0TNyCcKaeMble 6ecnaiaTHO NN CO CKUAKOM).

Mo peuenTaMm, BbIMUCAHHBLIM Ha peuenTypHbiX 61aHkax opmbl Ne 107-1/y, OTNYCKaOTCH MHbIE
NeKapCTBEHHbIE MpenapaThl, He yKa3aHHble B ab3auax nepBoM, TPETbEM - AEBATOM HACTOALLEr0 NyHKTa, 3a
NCK/0YeHNeM NeKapCTBEHHbIX NpenapaTos, 0TNyckaemblix 6e3 peuenTa.

Mo peuenTam B popMe 31eKTPOHHOI0 AOKYMEHTa C UCMOb30BaHNEM YCUNEHHOWN KBaIU(PULMPOBaHHON
3N1eKTPOHHON NOANNCK MeAULIMHCKOro paboTHMKa (fanee - peLenT B popMe 3NEKTPOHHOIO AOKYMEHTA)
OTMNYCKalTCA BCe JIeKapCTBEHHbIE NpenapaThl, yka3aHHble B ab3auax NaToM - eCcaTOM HacTosALWwero
nyHKTa. (JonosHeH - MNMpuka3 MuHUcTepcTBa 34paBooxpaHeHuns Poccuinckon Gepepauum ot 07.07.2020 Ne
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683H)

5. OTNycK NeKapCTBEHHbIX MPenapaToB, He YKa3aHHbIX B MyHKTe 4 HacToAwmx MpaBun, B COOTBETCTBUN C
WNHCTPYKLMAMN MO UX MEAMNLIMHCKOMY NPUMEHEHUIO ocyLecTBaseTca 6e3 peLenTos.

6. OTNYCK NEKaPCTBEHHbIX MPenapaToB OCYLLECTBASETCSA B TEYEHNE YKa3aHHOr0 B peLLenTe CpoKa ero
nencTsus npu obpalleHnn nuua K CybbekTy po3HUYHOW TOProBAU.

B cnydyae oTcyTCTBUS ¥ Cy6BbEKTA PO3HNYHOM TOPrOBAN JIEKAPCTBEHHOMO NpenapaTa, YKa3aHHoro B
peuenTe, npu obpaleHnn nnua K CybbekTy PO3HUYHON TOProBAN PeLenT NPUHNMAETCS Ha 06CnyXMBaHNe
B C/leylolime Cpoku (Janee - 0TCpodYeHHoe obcnyxuBaHue):

peuenT c nomeTKon "statim" (HemenneHHo) obcnyxmBaeTCsa B Te4eHUe ogHoro paboyero oHsA Co AHA
obpalleHuns nuua K cybbekTy po3HUYHOW TOProBu;

peLenT c nomeTKon "cito" (cpo4HO) 0bCnyXMBaeTCs B TeYeHNe ABYX paboymx nHen co agHA obpalleHns
Nnua K CybbekTy po3HMYHOWN TOProBu;

peLenT Ha NeKapCTBEHHbLIN NpenapaT, BXOAALWMNA B MUHUMASIbHbBIN @aCCOPTUMEHT IeKapCTBEHHbIX
npenapaToB 415 MEANLMHCKOrO NPUMEHeHUs, He0BX0ANMbIX AN1F 0Ka3aHMsa MeQULUHCKON NOMOLLM®,
obcnyxuBaeTcs B Te4eHne natn paboymx gHen co gHA obpalieHuns amua K CybbekTy po3HWYHOM TOProBau;
peLenT Ha NeKapCTBEHHbLIN NpenapaT, OTNyCcKaeMbln 6eCniaTHO UK CO CKUAKON 1 He BOLleALW A B
MWHUMaJIbHbI aCCOPTUMEHT IEKAPCTBEHHbIX NpenapaTos AN MeAULMHCKOro NpUMeHeHns, HeobXoaUMbIX
AN9 0Ka3aHUs MedNLMHCKON noMoLu, 06CNy>XnBaeTCs B TeYeHUe fecaTh pabounx gHewn co OHS
obpalleHns nuua K cybbekTy po3HUYHOW TOProBaK;

peLenTbl Ha IeKapCTBEHHbIE NpenapaThbl, Ha3Ha4YaeMble N0 peLleHnto BpayebHoM KoMmccmm,
0bCny>XMBatoTCA B Te4YeHUe NaTHaAUaTy paboynx aHen co aHs obpalleHnsa nuua K cybbekTy po3HUYHOW
TOProBAn.

° PacnopsixeHue MpaBuTenbcTBa Poccuinckon ®epepaumm ot 12 gekabpsa 2019 r. Ne 2406-p (CobpaHme
3aKoHoaaTenbCTBa Poccuinckon Pepepaunn, 2019, Ne 42, cT. 5979).

3anpeLaeTca oTNyCcKaTb NEKAPCTBEHHbIE NPenapaThl NO PeuenTam C UCTEKLIMM CPOKOM AENCTBUS, 3a
NCKJIIOYEHMEM CNyYast, KOraa CPoK AENCTBUS peLenTa UCTEK B MNepnoa HaxoXAeHUS ero Ha 0OTCPOYEHHOM
obcnyxmuBaHuu,

Mpy ncTeveHnn Cpoka AENCTBUS peLenTa B MePMOA HaX0XAEHUSA €ero Ha 0TCPOYEHHOM 06CY>XUBaAHUN
OTMNYCK IEKaPCTBEHHOr0 NpenapaTa no TakoMy peLenTy ocyLecTBaAeTca 6e3 ero nepeothopMaeHus.

7. JlekapCTBeHHbIE MpenapaTbl OTMNYCKalOTCA B KONNYECTBE, YKa3aHHOM B peLienTe, 3a UCKJII0YEeHNEM
CNyyYyaeB, KOrfa As eKkapCTBEHHOr 0 NMpenapaTa yCTaHOBJIEHbI MpeaesibHO AOMYCTUMOE KOIMYECTBO,
KOTOPOE MOXET ObITb BbINMUCAHO B OJHOM PELIENTE, MU KYpPC Nle4eHmnate,

Mpy NpeabsaBAeHMM peLienTa C NpeBbILEHNEM NPeaesibHO 4OMYCTUMOr0 UM PEKOMEHA0BAHHOMO
KOJIMYeCTBa JIEKaPCTBEHHOI O NMpenapaTa A5 BbIMUCbIBAHNS Ha OAWH peLenT (hapMaLeBTUYeCKniA
paboTHUK nHopmMmpyeT 06 3TOM NKLLO, NpeacTaBMBLLEE peLenT, PYKOBOANTENS COOTBETCTBYIOLLEN
MeLVLMHCKON OpraHu3aLmm n oTnyCcKaeT yKa3aHHOMY MLy YCTaHOBIEHHOE COOTBETCTBEHHO NPeAesibHO
AOMNYCTUMOE U PEKOMEHA0BAHHOE KOTMYECTBO JIEKAPCTBEHHOMO NMpenapaTa A5 BbINUCbIBaHWA Ha OAMH
peuenT C NPoCTaBNIEHNEM COOTBETCTBYIOLLEN OTMETKU B peLenTe.

Mpy Hanu4ymm y cybbekTa po3HNYHOW TOProBAN JIEKAPCTBEHHOIO NpenapaTta C 403MPOBKON, OTJINYHON OT
L03UPOBKW NNEKAapPCTBEHHOr0 NpenapaTa, yKa3aHHON B peuenTe, OTNYCK MMEIOLWErocs 1eKapCTBEHHOro
npenapaTa AOMNYyCKAEeTCs, eC/IM AO03MPOBKa Takoro EKAPCTBEHHOI0 MpenapaTa MeHbLLUE A,03MPOBKMY,
yKa3aHHOW B peLenTe. B TakoM c/lyyae OCyLLEeCTBASETCA NepPeCcyeT KOJIMYeCTBa JIEKaPCTBEHHOIO
npenapaTta C Y4eTOM Kypca JIeYeHMNs, YKa3aHHOro B peLenTe.

B cnyyae ecnn 0o3MpoBKa NEKApPCTBEHHOr0 NpenapaTa, MMelLWerocs y cybbekTa po3HWYHON TOProBau,
npesbIlaeT A03MPOBKY IEKapCTBEHHOIO NpenapaTa, YKa3aHHYylo B peuenTe, peleHmne ob oTnycke
JIeKapCTBEHHOr0 NnpenapaTa C Takon A03NPOBKOW MPUHMMAET MeANLNHCKUIA paboTHMK, BbINMMCABLUNIA
peuenT.
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8. OTnycK NekapCcTBEHHOro npenapaTa OCYLLECTBASETCA B NEPBUYHON U BTOPUYHON (MOTpebnTenbCckon)
yNaKoBKax, MapKnpoBKa KOTOPbIX JO/HKHA 0TBeYaTh TpeboBaHMAM CTaTbn 46 PefepanbHOro 3akoHa ot 12
anpensd 2010 r. Ne 61-®3 "O6 obpalyeHnn nekapcTBeHHbIX CpeAcTB" !, a ynakoBKa A5 HAPKOTUYECKNX U
NCUXOTPOMHBIX JIEKAPCTBEHHBIX NpenapaToB cnucka Il - TpeboBaHMaM NyHKTa 3 cTaTbh 27 PefepanbHOro
3aKoHa oT 8 AHBapsa 1998 r. Ne 3-®3 "O HapKOTMYEeCKUX CpeacTBax 1 NCUXoTPONHbIX BellecTBax"2.

0 MpunoxxeHne Ne 1 K NOpAAKY Ha3Ha4YeHUs IEKapCTBEHHbIX NPeNapaToB, YTBEPXKXAEHHOMY NprKa3om Ne
4H, NYHKT 25 nopsigKa Ha3zHa4YeHUa NeKapCTBEHHbIX NPenapaToB, YTBEPKAEHHOO NpuUKa3om Ne 4H.

11 CobpaHue 3akoHomaTenbCcTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815; Ne 42, cT. 5293; 2014, Ne
52, cT. 7540.

12 CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 1998, Ne 2, c1. 219; 2012, Ne 53, cT. 7630; 2013,
Ne 48, cT. 6165; 2015, Ne 1, cT. 54.

HapyleHvne nepB1M4HON yNaKOBKMN NeKapCTBEHHOrO NpenapaTta Npu ero oTNyCcke 3anpeLaeTcs.
HapylieHne BTopnYHON (NOTPebuUTeNbCKOM) YNakoBKN IEKaPCTBEHHOMO NpenapaTta U 0TNyCcK
NeKapCTBEHHOro NpenapaTta B NEPBUYHON YNaKOBKe AOMNYCKAeTCs B C/lydYae, ecv KOJIM4eCTBO
JIEKapCTBEHHOIro NpenapaTa, yKa3aHHOoe B peLenTe nam Heobxognmoe nuuy, npnobpeTatowemMy
NeKapCTBEHHbIN nNpenapaT (npu 6e3peLenTypHOM OTNYCKE), MEHbLLE KOJIMYECTBA JIeKapCTBEHHOIO
npenapaTa, CoAep>Xalllerocs BO BTOPUYHOM (NoTpebuTensCckon) ynakoBke. B Takom ciyyae npu oTAycKe
NeKapCTBEHHOro NpenapaTa Auy, NnpnobpeTatowemMy eKapCTBEHHbIM NpenapaT, NPefoCTaBAseTCs
NHCTPYKLMA (KONUS MHCTPYKLMM) MO NPUMEHEHMIO OTMYCKaeMoro SiekapCTBEHHOr0 npenaparTa.

9. Mpu 0TNyCKe NIeKapCTBEHHbIX MPenapaToB Mo peLenTy, 0hOPMIEHHOMY Ha peLenTypHoOM bnaHke Ha
Byma)kHOM HoCcuTene, hapMaLleBTUYeCKUA paboTHUK NPOCTaBAsSET OTMETKY Ha peLenTe 06 oTnycke
JIeKapCTBEHHOrO npenapaTa C yKasaHueM:

HaVMeHOBaHWs anTevyHon opraHu3aumm (hamunnm, UMeHmn, oT4ecTsa (NP HaNM4YUKM) UHAMBUAYANbHOI O
npeanpvHuMaTens);

TOProBOro HaMMeHOBAHWS (3@ UCKJIIDYEHMEM SIeKapCTBEHHbIX MpenapaToB, U3roTOBJIEHHbIX B anNTeYHO
opraHm3aunm), LO3UPOBKN 1 KONNYECTBa OTNYLLEHHOMO SIeKapCTBEHHOr0 NpenapaTa;

haMuanm, UMeHK, 0THeCTBa (MPX HaMYMKN) MEOULMHCKOrO paboTHUKA B ClyYasX, YKa3aHHbIX B ab3aLe
4yeTBEepTOM NyHKTa 7 1 ab3aue TpeTbeM NyHKTa 10 HacToAwwmx MNpasun;

PEKBM3UTOB AOKYMEHTA, yAOCTOBEPSAOLLEr0 AMYHOCTb SN, NOJY4MBLUErO IEKAPCTBEHHbLIN NpenaparT, B
c/lyqae, ykasaHHoOM B nyHKTe 20 HacToAwmx lMNpasun;

haMunanu, UMeHKn, oT4ecTBa (MPK Hanu4mKn) apmaLleBTUYeCcKoro paboTHMKa, OTNYCTMUBLUEr0
JleKapCTBEHHbIV NpenapaT, U ero Nognucu;

LlaTbl OTMYyCKa NeKapCTBEHHOr 0 npenapara.

10. MNpu oTNycke NeKapCTBEHHbIX NPenapaToB Mo peLenTy, BbINMMCaHHOMY Ha peLenTypHOM 6naHke hopMbl
Ne 107-1/y, CPOK [eACTBUS KOTOPOro COCTaBASAET OAMH rofl3, 1 B KOTOPOM yKa3aHbl Nepuobl 1 KOJINYeCTBO
OTNYCKa SIeKapCTBEHHOr0 NpenapaTa (B KaXKAbl Nepnoa), peLenT Bo3BpaLLaeTca auuy, npuobpeTtatowemy
JleKapCTBEHHLIN NpenapaT, C OTMETKON, COAEPXKaLLEeN CBeAEHNS, YKa3aHHble B NYHKTe 9 HacTosALWmMX
Mpasun.

13 (McknoyeHa - NMpukas MuHnCTepcTBa 34paBooxpaHeHmns Poccuinckon depepauuy o1 07.07.2020 Ne 683H)

Mpu ovepenHoOM obpallleHun nmua K cydbekTy po3HUYHON TOProBan C AaHHbIM PELLEeNTOM Y4UTLIBAIOTCS
OTMETKW 0 NpeablayLLeM OTrNyCKe JIeKapCTBEHHOMO MpenapaTa no TakoMy PeLenTy 1 B Ciy4vae
nprnobpeTeHns NMLOM KONNMYECTBa JIEKAPCTBEHHOMO NpenapaTta, COOTBETCTBYIOLLEr0 MakKCMMalbHOMY
KOJIM4ECTBY, YKa3aHHOMY MeAMLMHCKM paboTHNKOM B peLienTe, a TakXe No UCTeYeHn CpoKa AencTBna
peLenTa, Ha peLenTe NpocTasaseTcs wramn "JleKkapCTBEHHbIA nNpenapaT oTnyLweH" n peuenT
BO3BpaLlaeTcs Jimuy.
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EOVMHOBPEMEHHbIN OTNYCK NeKapCTBEHHOMO NpenapaTa No peLenTy, BbIMMCaHHOMY Ha peLenTypHOM
6naHke opmbl Ne 107-1/y, CPOK AENCTBMSA KOTOPOro COCTaBASAET OAMH 3, 1 B KOTOPOM YKa3aHbl Mepuroabl 1
KOMNYECTBO OTMYCKa JIeKapCTBEHHOr0 NpenapaTa (B Ka)kAbl Neprog), [ONyCKaeTCa TOAbKO Mo
COrNacoBaHMIO C MeANLMHCKMM pabOTHMKOM, BbINMCABLUMM peLenT.

11. Mpw oTNyCcKe NekapCTBEHHbIX NpenapaToB Mo peuenTy, BbiNMCaHHOMY Ha peuenTypHoM BnaHke (opMbl
Ne 148-1/y-04 (n) nan dopmbl Ne 148-1/y-06 (11), 3aN0NHEHHbIN KOPELLOK TaKOro peLenTa nepenaeTtcs
thapmaLeBTnYeckuM paboTHUKOM auLy, NpuobpeTatowemy (NonyyaroLemy) NekapCTBEHHbIE NpenapaThl.
12. Mpw 0TNyCcKe HapKOTUYECKOr0 1 MCUXOTPOMHOIo JIEKapCTBEHHOMO NpenapaTa cnucka Il Ha peuenTe 06
OTMNYCKe JIeKapCTBEHHOr 0 NpenapaTa NPOCTaBASETCA NevYaTb anTeKn Uan anTeyHoro nyHKTa, B KOTOPOW
YKa3aHOo 1X NOJIHOE HauMeHOoBaHWe (Mpu Hann4umM nevaTn).

13. Mpwn oTNyCcKe NMMYHOBMONOrMYECKOro NEKAPCTBEHHOMO NpenapaTa Ha PeLlenTe WK KOPEeLLKe peLenTa,
KOTOpPbIN OCTaeTCs y fnua, npuobpeTatoLero (NosyyatoLLero) 1eKapCTBEHHbIN NpenapaT, yKa3bliBaeTcs
TOYHOe BpeMs (B 4acax U MUHYTax) OTNyCKa JieKapCTBEHHOro npenapaTa.

OTnyck MMMYHOBMONOrM4ECKOro IEKapCTBEHHOMO NpenapaTa OCYLeCTBASETCA nuuy, npuobpeTatowemy
(monyyatoLleMy) nekapCTBEHHbIV NMpenapaT, NPU HaJIMYNK Yy Hero crewunasbHOro TEpPMOKOHTENHEpPa, B
KOTOPbIN NOMELLAETCA IeKapCTBEHHbIV NMpenapaT, C pa3bACHEHNEM He0OX0AMMOCTY AOCTaBKM AaHHOro
JleKapCTBEHHOr0 npenapaTa B MEQULMHCKYIO OpraHu3aLmio npyn ycnoBuUmn XpaHeHus B cneumnasbHOM
TEPMOKOHTEWNHEPE B CPOK, HE MPEBbILaloWw i 48 4acoB nocse ero npuobpeTeHus.

14. OCTalTCa 1 XPaHATCA y CybbekTa PO3HWYHON TOProBAW peLenTsbl (C 0TMeTKoW "JleKapCTBEHHbIN
npenapaT oTnyuieH") Ha:

HapKOTUYeCKME N NCUXOTPOMHbIE JIeKapCTBEHHbIe npenapaThl Cnucka ll, NCMXoTpornHble IeKapCTBEHHbIE
npenapatsl cnucka lll - B Te4yeHne naTtu ner;

NIeKapCTBEHHbIE MpenapaThl, 0TNyCKaeMble 6eCnaaTHO NN CO CKUAKOW, - B TEYEHUE TPEX NET;
KOMBUHMPOBAHHbIE SIeKapCTBEHHbIE NpenapaThl, COAepXXallne HapKoTUYeCcKne CpeacTea uim
MCMXOTPOMHbIE BEWECTBA, BHECEHHbIe B crnuckm Il u lll TlepeyHs, n3roToB/EHHbIE B aNTEYHOW OpraHu3aumm,
NeKapCTBeHHbIE NpenapaThl, obnagatolime aHabonMYeCKon akTUBHOCTbIO, IEKAPCTBEHHLIE NpenapaThl,
nogaexaline npeaMeTHO-KOJIMYECTBEHHOMY YYETY, - B TEYEHME Tpex neT;

JIeKapCTBEHHbIE NpenapaThbl B XXUAKON NeKapCTBEHHOW hopMe, coaepxalime 6onee 15% 3Tunosoro cnupTta
0T obbemMa roToBoOV NPOAYKLIMMW, UHbIE NEKAPCTBEHHbIE MpenapaTbl, 0THocAWMeca no ATX K
aHTMNcuxotTmnyeckum cpeacteam (koa NOSA), aHkcnonmTukam (kog NO5SB), CHOTBOPHBIM U CeAaTUBHbLIM
cpencteaM (kog NO5C), antngenpeccaHTam (ko NO6A) n He nofnexalume npeamMeTHO-KOM4eCTBEHHOMY
YYeTy, - B T€4EeHne Tpex Mecsaues.

15. PeuLenThbl, He YKa3aHHble B NyHKTe 14 HacTosawmx MNpaBui, 0TMeYarTCsa WTaMnoM "JlekapCTBeHHbIN
npenapaTt oTnyLeH" 1 BO3BPALLAOTCS ULy, NoAyYMBLLEMY leKapCTBEHHbIN Npenapar.

PeuenTbl, BbINUCAHHbIE C HAPYLUEHWEM YCTaHOBJIEHHbIX MPaBWAtY, perncTpupyroTCsa B XXypHane, B KOTOPOM
YKa3bIBAlOTCH BbISBJIEHHbIE HAPYLLEHUS B 0hOPMIeHN M peLienTa, PaMuans, uMs, 0T4eCTBO (MPK HaM4mm)
MeaNUNHCKOro paboTHMKa, BbINMCaBLIEro peLenT, HauMeHoBaHUe MeANLIMHCKON OpraHn3aumm, NpUHATbIe
Mepbl, 0TMeYalTCs WTamnoM "PeuenT HeenCTBUTENEH" 1 BO3BPALLAlOTCS MLy, NpeicTaBUBLUEMY
peuenT. O hakTax HapyLLEeHNs nNpaBua 0hopMaEHNA peLenToB CybbekT PO3HUYHOM TOProBan
WUH(OpPMUPYET PYKOBOAUTENS COOTBETCTBYIOLLEN MeANLIMHCKOW OpraHm3auunu.

16. Mpwn oTNyCcKe NekapCTBEHHOr0 nNpenapaTa GapMaLeBTUYeCKnin paboTHNK MHGOPMUPYET NNLLO,
nprobpeTatoLLee (NoayvatoLee) NeKapCTBEHHbIN NPenapaT, 0 peXXnMe 1 fo3ax ero npuema, npasuiax
XpaHeHWs B LOMALUHWNX YCJIOBMAX, O B3aUMOAENCTBUUN C APYTrMU IeKapCTBEHHbIMU MpenapaTamu.

17. Mpw oTNycke NekapCTBEHHOro NpenapaTa papMaueBTUYeCKMin paboTHUK He BMpaBe NPeaoCcTaBadaTb
HeJOCTOBEPHYIO U (UAK) HEMNOJIHYIO MHPOPMALMIO O HANNYKK SleKapCTBEHHbIX NpenapaTos, BKJYas
JleKapCTBEHHbIe NnpenapaThbl, UMeloL e 0ANHaKOBOe MeXAyHapoaHOe HenaTeHTOBaHHOE HauMeHOoBaHKe, B
TOM YUC/1e CKPbIBaTb MHADOPMALMIO O HAJIMYMMN JIeEKaPCTBEHHBIX NMPENapaToB, MMeLWNX bonee HU3KYI0
LeHyts.
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18. 3anpelaeTcs oTNyCcK hafbCUBULINPOBAHHbBIX, HE10OPOKAYECTBEHHbIX Y KOHTPA(haKTHbIX
JleKapCTBEHHbIX NpenapaTos?e.

14 Mpuka3 Ne 4H 1 npukas Ne 54H.

15 CtaTbs 74 ®epfepafibHOro 3akoHa oT 21 Hosbpa 2011 r. Ne 323-D3 "06 ocHOBax OXpaHbl 340P0BbS
rpaxkaaH B Poccuinckon ®epepaumnmn' (CobpaHue 3akoHogaTenbscTBa Poccuinckon ®enepauun, 2011, Ne 48,
CT. 6724; 2013, Ne 48, cT. 6165).

16 CtaTba 57 ®epnepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 "06 obpalleHUn nekapCTBEHHbIX
cpencts”.

Il. TpeboBaHMs K OTMYCKY HAPKOTUYECKUX U MCUXOTPOMHbIX JIEKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHbIX
npenapaToB, obafatoLx aHaboIMYeCKON aKTUBHOCTbIO, MHbIX JIEKAPCTBEHHbIX MPernapaTos,
noasexalnx npeiMeTHO-KOIMYEeCTBEHHOMY yyeTy

19. OTnycK HapKOTUYECKNX M MCUXOTPONMHBIX JIEKapCTBEHHbIX MpernapaToB, JIeKapCTBEHHbIX NpenapaTos,
obnagatowmx aHaboNMYeCKon akTUBHOCTbLIO, IEKAPCTBEHHbIX MPenapaToB, NoAaeXalnmx npeaMeTHo-
KONNYECTBEHHOMY YYeTY, OCyLecTBAseTCA hapMaLeBTU4YeCcKnMy paboTHUKaMK, 3aHUMaAIOLLNMI
LOMKHOCTM, BK/IOYEHHbIE B MepeYeHb A0/HKHOCTEN hapMaLeBTUYeCKMX N MeANLMHCKUX paboTHMKOB B
opraHmM3aunsax, KOTOpbIM NPeaoCcTaBAeHO NPaBo OTNYCKa HAPKOTUYECKUX JIEKAPCTBEHHbLIX NpenapaTos u
NMCUXOTPOMHLIX JIEKAPCTBEHHbIX NMPenapaToB (U3NYeCKUM AnLaM, yTBEPXKAEHHbIA NpMKa3zoM MnHUCTepCTBa
3ApaBooxpaHeHust Poccuiickon Pepepaunn ot 7 ceHTabpsa 2016 r. Ne 681H (3apeructpmpoBaH
MuHncTepcTBoM ocTulmm Poccuinckon ®epepaunm 21 ceHTabpsa 2016 r., pernctpaunoHHbin Ne 43748).
20. HapkoTun4eckne n NCUXOTPOrHbIe JIeKapCTBEHHbIE NpenapaThl cnucka ll, 3a ncknovyeHnem
JIeKapCTBEHHLIX NpenapaToB B BUAE TPaHCAepMasibHbIX TEPaNeBTUYECKUX CUCTEM U JIEKAPCTBEHHbIX
npenapaTos, COAEepXXaLLNX HAPKOTUYECKOe CPeACTBO B COYETAHUN C aHTAarOHNCTOM OMMOUAHbIX
peLenTopoB, OTNYCKAaTCA NPU NPeabABAEHUN LOKYMEHTa, yAOCTOBEPSAIOLWEr0 JNYHOCTb, JINLLY,
yKa3aHHOMY B peLenTe, ero 3aKkOHHOMY npeacTaBuTento!’ nam auuy, nMerowemy opopmMaeHHYo B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuninckon ®efepauumn [OBEPEHHOCTb Ha NPaBo NOMYyYeHNUS Taknx
HaAPKOTUYECKUX U MCUXOTPONMHBIX JIeKapCTBEHHLIX NpenapaTos.

21. HapkoTunyeckune n NnCUXOTPOMHbIE JIEKAPCTBEHHbIE NMpenapaThl cnncka ll (3a ncknvyeHnem
JIeKapCTBEHHLIX NpenapaToB B BUAE TPaHCAEPMaJibHbIX TEPANEBTUYECKUX CUCTEM U JIEKAPCTBEHHbIX
npenapaTos, COAepXKaLlUX HApPKOTUYeCKoe CpefCTBO B COMETaHMM C @aHTarOHUCTOM OMUOUOHbIX
peuLenTopoB), NpefHa3HaAYeHHbIe 411 FpaXkAaH, UMeloLWwmnx NpaBo Ha becnnaTHoe nonyyeHne
JIEKapCTBEHHbIX NPenapaToB Wan NoayYeHNe NeKapCTBEHHbLIX MPENapaToB CO CKUAKON, OTNYCKATCS Npu
npeabsBAEHUN pelenTa, BbIMMCAaHHOIo Ha peuenTypHoM biaHke copmbl Ne 107/y-HIM, n peuenTa,
BbIMNMCAHHOMO Ha peLenTypHoM 6naHke opmbl Ne 148-1/y-04 (n).

JlekapcTBeHHble NpenapaThbl, yKa3aHHble B ab3alax TpeTbeM - BOCbMOM MyHKTa 4 HacTosAwmux Mpasun,
npegHa3HavyeHHble ANs rpa)kaaH, MMEKLWMX NpaBo Ha NoslyvYeHne NeKapCTBEHHbIX MpenapaTos,
OTNyCKaeMbIx 6ecnnaTHO Nan CO CKUAKON, OTNYCKAOTCA Npu NpeabsaBAeHNM peLlenTa, BbINMMCAHHOro Ha
peuenTypHoM 6naHke copmbl Ne 148-1/y-88, 1 peuenTa, BbIMMCAHHOIO Ha peuenTypHOM BiaHke dhopMbl Ne
148-1/y-04 (n).

22. [locne oTnycka HapKOTUYECKMX M NMCUXOTPONMHbIX EKAPCTBEHHLIX NpernapaTos cnucka ll, B Tom yucne B
BMULE TPaHCAEpPMasibHbIX TEPaNeBTUYECKNX CUCTEM U NEKAPCTBEHHbIX NMpenapaToBs, CoOAEpKaLLMX
HapKOTMYecKoe CPeCTBO B COYETaHUN C aHTArOHUCTOM ONMUOUAHBIX PELLenTOPOB, NMCUXOTPOMHbIX
JleKapCTBEHHbIX NpenapaTos cnucka Il anuy, nonyymBlIEMY leKapCTBEHHbIV NpenapaT, BblAaeTcs
CUrHaTypa C XXeNTown MoJIoCoN B BEPXHEN YaCTW U HAAMUCbIO YepHbIM WPUGTOM Ha Hel "CurHaTypa", B
KOTOPOM yKa3blBaloTCA:

HaMMeHOBaHWE N agpec MeCTOHAX0XKAEHUSA anTeKn UK anTeYHOro NyHKTa;

HOMEp 1 AaTa BbIMMCAHHOIO peLenTa;
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hamMunansa, nMsa, 0THEeCTBO (NPY HaNU4MK) Anua, 4158 KOTOPOro npefHa3HavYeH JeKapCTBEHHbIN npenapar,
ero Bo3pacT;

HOMEp MeANLNHCKON KapTbl MaLMeHTa, NoJyYatowero MeauLMHCKY0 NOMOLLb B aMbynaToOpHbIX yCIOBUSAX,
L1 KOTOPOro npefiHa3Ha4yeH SiekapCTBEHHbIN npenapar;

haMunng, nMs, 0TYECTBO (MPU HANNYUN) MeAULMHCKOro paboTHMKA, BbINUCABLLEro peLenT, ero
KOHTaKTHbIN TenetoH 1mbo TenedoH MeAULMHCKON OpraHu3aunm;

cofepXaHue peLenTta Ha NaTUHCKOM f3bIKE;

hamMmnansa, nMsa, 0T4EeCTBO (NPY HaNU4YMK) U NOANNCL PapMaLeBTNYeCKOro paboTHMKa, OTNYCTUBLLErO
JIeKapCTBEHHLIN npenapar;

[laTa OTnyCKa JIeKkapCTBEHHOr 0 npenaparTa.

23. OTNycK 3TMA0BOr0 CNUpPTa NPOM3BOAUTCS MO PELENTY C YH4ETOM YCTAaHOBEHHbLIX TpeboBaHMn K 06BbeMy
Tapbl, yNakoBKe N KOMIMJIEKTHOCTMW JIeKapCTBEHHbIX NpenapaTosle,

JlekapcTBeHHble NpenapaThbl, COAEPXKaLLe 3TUNO0BLIA CNUPT, B TOM YUC/E U3rOTOB/IEHHbIE MO peuenTy
CyOBbEKTOM PO3HMYHON TOProBAW, UMEIOLLMM NINLEH3NIO Ha (DapMaLeBTUYECKYI0 AeATeNbHOCTb C MPaBoOM
N3roTOBJIEHUS JIEKAPCTBEHHbIX NPenapaToB, OTNYCKATCA C y4eTOM YCTaHOBEHHbIX TpeboBaHUn K 06bemy
Tapbl, yNakoBKe U KOMMJIEKTHOCTW IeKapCTBEHHbIX NpenapaTosls,

24. 3anpellaeTcsa pa3gebHbld 0TNYCK EKAPCTBEHHbIX CPEACTB, BXOAALLMX B COCTAB SIeKapCTBEHHOIO
npenapaTta, U3roTaBaNBaeMoro Cy6bLekToM pO3HNYHON TOProBIN.

25. 3anpewaeTcs oTnyck CybbekTOM PO3HMYHOM TOProBAM MO PeLLenTaM BETEPUHAPHbIX OpraHn3aLni:
HAPKOTUYECKNX U MCUXOTPONMHBIX JIEKaPCTBEHHbIX NpenapaTos;

NeKapCTBEHHbIX NpenapaTos, obnaganowmnx aHabonnyeCckon akTUBHOCTLIO;

WHbIX JIeKapCTBEHHbIX NPenapaTos, NoAjiexallnx npeaMeTHO-KOJIMYEeCTBEHHOMY YYeTy;
KOMBUHMPOBAHHbIX IEKAPCTBEHHbIX MPenapaToB, COAePXKallMX HApPKOTUYECKNE CPeacTBa Uan
NCUXOTPOMHbIE BELLECTBA, BHECEHHbIE B CNUCOK |l MepeyHs, N3roTOBIEHHbIX B aNTEYHOW OpraHn3auuy;
JIEKAPCTBEHHbIX MPenapaToB, OTNyCKaeMblx 6eCcnnaTHO UM Co CKUAKONR;

JIEKapCTBEHHbIX NPENapaToB B XWIAKOWN leKapCTBEHHON hopMe, coaepxalux bonee 15% 3Tnnosoro
cnupTa oT o6beMa roTOBOW NPOLAYKLNN;

JleKapCTBEHHbIX NpenapaToB, OTHOCAWMXCA N0 ATX K aHTUNCMXOTHMYeCKuM cpeactesam (kog NO5SA),
aHkcnonutukam (kog NO5B), CHOTBOPHBLIM M cefaTuBHbIM cpeacTBamM (kog NO5C), aHTuaenpeccaHTam (Kog
NO6A) n He nognexalnx NpeamMeTHO-KOIMYECTBEHHOMY YYeTY.

(MyHKT B pefakuumm MNprkasa MuHUCTepCcTBa 34paBooxpaHeHns Poccunckon depepauum ot 07.07.2020 Ne
683H)

17 B OTHOLLUEHUW ML, YKa3aHHOro B YacTun 2 cTaTbk 20 ®efepanbHOro 3akoHa oT 21 Hoabpsa 2011 r. Ne
323-03 "06 ocHOBax 0XpaHbl 340P0BbA FpaxaaH B Poccuiickon Penepauun” (CobpaHne 3akoHoOaTENbCTBA
Poccunckon ®egepaumm, 2011, Ne 48, cT. 6724; 2012, Ne 26, cT. 3442, 3446; 2013, Ne 27, cT. 3459, 3477; Ne
30, cT. 4038; Ne 39, cT. 4883; Ne 48, cT. 6165; Ne 52, ¢T. 6951; 2014, Ne 23, cT. 2930; Ne 30, cT. 4106, 4206,
4244, 4247, 4257; Ne 43, cT. 5798; Ne 49, cT. 6927, 6928; 2015, Ne 1, cT. 72, 85; Ne 10, cT. 1403, 1425; Ne
14, cT. 2018; Ne 27, cT. 3951; Ne 29, cT. 4339, 4356, 4359, 4397; Ne 51, cT. 7245; 2016, Ne 1, cT. 9, 28; No
15, cT. 2055; Ne 18, cT. 2488; Ne 27, cT. 4219).

8 YacTb 4.1 cTaTbm 45 GenepanbHoro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "0O6 obpalueHunm
NekapcTBeHHbIX cpencTs” (CobpaHue 3akoHomaTenscTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815;
2014, Ne 52, cT. 7540; 2015, Ne 51, cT. 7245), nocTaHoBneHune MpaBuTenbCcTBa Poccuinckon ®epepaunm ot
23 nonsa 2016 r. Ne 716 "O nopsake hopMUPOBaHNA NEPEYHS SlIeKapCTBEHHbIX NpenapaTos AN
MeONLMNHCKOro NPUMEHEHNS, B OTHOLLEHUN KOTOPLIX YCTaHaBAMBatoTCS TpeboBaHMA K 06beMy Tapbl,
YNaKOBKE N KOMMAEKTHOCTU, NEPEYHS NEKAPCTBEHHbIX NPenapaToB A/ BEeTEPUHAPHOIro NPMMEHeHNs, B
OTHOLLEHNW KOTOPLIX YCTaHaBNMBalOTCA TpeboBaHMA K 06beMy Tapbl, U ONpefeneHns Taknx TpeboBaHnin"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®egepaumm, 2016, Ne 31, cT1. 5030).
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Ill. TpeboBaHMA K OTNYCKY JIeKapCTBEHHbIX NPenapaToB No TpeboBaHUAM-HaKNaAHbIM MeaNLIMHCKNX
opraHuM3aunn, HANBMAYaNbHbLIX NpeanpuHMMaTesnen, UMEILWNX TNLEH3NI0 Ha MEeOULNHCKYIO
AeATeNbHOCTb

26. TpeboBaHMe-HakNagHas Ha OTMNYCK JIEKAaPCTBEHHbIX NPenapaToB 0hOPMASETCA B COOTBETCTBUN C
NHCTpyKUMen o0 NnopsaKe BbIMUCbIBaHNA JIEKAPCTBEHHbIX MPenapaToB U 0hOpMEHNS PELLENTOB U
TpeboBaHWN-HaKNaAHbIX, YyTBEPXAEHHON NPMKa3oM MUHUCTEPCTBA 3APaBOOXPAHEHUS N COLMAIbBHOIO
pa3suTns Poccuinckon ®egepauum ot 12 despana 2007 r. Ne 110 "O nopsiake Ha3HAYE€HMA U BbINUCbIBAHUSA
JIeKapCTBEHHbIX NPenapaToB, N3AeN MeQULIMHCKOr0 Ha3Ha4YeHUs 1 Cneumann3npoBaHHbIX MPOAYKTOB
nevebHoro nuTaHna" (3aperncTpupoBaH MUHUCTEPCTBOM tOCTMLMK Poccuiickon Penepaunn 27 anpens
2007 r., peructpaumnoHHbIi Ne 9364)°.

19 C 3MeHeHnsMKN, BHECEHHbIMU NprKaszaMn MUHUCTEPCTBA 34PaBOOXPaHEHUS U COLMANIbHOrO Pa3BUTUSA
Poccuinckon ®egepaumm ot 27 asrycta 2007 r. Ne 560 (3apeructpmpoaH MUHUCTEPCTBOM OCTULMUK
Poccuinckon ®epepaummn 14 ceHtabps 2007 r., pernctpaumoHHbin Ne 10133), oT 25 ceHTa6ps 2009 . Ne
794H (3aperncTpupoBaH MuHucTepcTBoM tocTmumm Poccniickon degepaunn 25 Hosbps 2009 r.,
perncTpaunoHHbin Ne 15317), oT 20 aHBaps 2011 r. Ne 13H (3apeructpmupoBaH MUHNCTEPCTBOM OCTULMN
Poccuiickon ®epepaumm 15 mapta 2011 r., peructpaumoHHbin Ne 20103), npukaszamu MuHucTepcTsa
3[paBooxpaHeHns Poccunckon ®epepaunm ot 1 aBrycta 2012 r. Ne 54H (3apernctpmpoBaH
MuHmncTepcTBOM tocTULMK Poccninckon ®epepaumm 15 asrycta 2012 r., pernctpaumoHHbin Ne 25190), oT 26
teBpana 2013 r. Ne 94H (3apernctpmpoBaH MnHUCTEPCTBOM toCTULMKN Poccunckon ®epepaumm 25 noHa
2013 r., perncTpaumoHHbiin Ne 28881).

[lonyckaeTcs OTNYCK NeKApPCTBEHHbIX NpenapaToB No TpeboBaHMAM-HaKNaAHbIM MeQULMHCKNX
OpraHu3aunii n NHANBUAYAJIbHLIX MPeAnpUHUMaTENEN, UMEIOLNX NNLEH3NIO Ha MEANLUNHCKYIO
neaTesibHOCTb, O(DODMJ'IeHHbIM B 3JIEKTPOHHOM Buae, eCqin MegnunHCKaa opraHh3alnA, I/IH,JJ,VIBI/I,EI,yaJ'IbeIVI
npeanpvHuMaTeNb, UMEKOLWNIA ANLEH3NIO Ha MEANLNHCKYIO OeATEeNbHOCTb, N CYyObeKT PO3HUYHON TOProB/IMn
ABNAOTCSH COOTBETCTBEHHO YH4AaCTHNKAMMN CUCTEMbI MHOPMALMOHHOIO B3aMOAENCTBUS MO 0OMEHY
CBeeHUAMN.

27. OTNYyCK HapKOTUYECKUX N NCUXOTPOMHbIX JIEKAPCTBEHHbLIX NMpenapaToB cnucka ll, NCMXoTPOonHbIX
JleKapCTBeHHbIX NpenapaToB cnucka lll, MHbIX NeKapCTBEHHLIX NpenapaTos, NoANIeXallmx npegMeTHo-
KONNYEeCTBEHHOMY Y4eTY, B TOM Y1C/e 0TNyCKaeMbix 6e3 peuenTa, OCyLWeCcTBASETCA N0 OTAENbHbIM
TpeboBaHNAM-HaKagHbIM.

28. 3anpeLLaeTcs OTMNYCK HAPKOTUYECKNX U MCUXOTPONMHBIX JIeKapCTBEHHBIX NpernapaTos cnucka ll, B Tom
4yucne B BUAe TpaHCAepMasibHbIX TepaneBTUYeCKMX CUCTEM U IeKapCTBEHHbIX NpenapaToB, CoAepXKalumx
HapKOTMYecKoe CPeCTBO B COYETAHUN C @HTArOHUCTOM ONUOUAHBLIX PELLENTOPOB, NCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaTos cnucka lll no TpeboBaHnAM-HaKNagHbIM MHANBUAYASIbHOIO
npegnpuHuMaTens, MMEKLEro JMLEH3NIO Ha MEANLMHCKYIO OeATeNbHOCTb2C,

29. Mpwn 0TNyCKe NIeKapCTBEHHLIX MpenapaToB hapMaLeBTUYeCKMIN paboTHMK NPOBEPSET Hag exallee
othopmneHne TpeboBaHUSA-HaKNaAHON 1 MPOCTABAAET Ha HEN OTMETKY O KOJINYECTBE U CTOMMOCTHU
OTMYLLEHHbIX JIEKAPCTBEHHbIX NpenapaTos.

30. Bce TpeboBaHus-HaknagHble, MO KOTOPLIM OTMYLLEHbI IeKapCTBEHHbIE MpenapaThl, MoAexaT
OCTaBJIEHNIO N XPaHEHUIO Y CybbeKTa PO3HUYHOWN TOProB/IN:

Ha HapKOTMYeCKMe 1 NCUXOTPOIHbIE JIeKAaPCTBEHHbIE npenapaTthl CnUcka I, NCUXoTponHble 1eKapCTBEeHHbIe
npenapatbl cnucka Ill (B OTHOLWEHUW anTeK 1 anTeYHbIX MYHKTOB) - B TeYEHWe NATU eT;

Ha JIeKapCTBEHHbIE NnpenapaTsl, NoANexallme npeLMeTHO-KOINYECTBEHHOMY YYETY, - B T€YEHNe Tpex NeT;
Ha MHble NeKapCTBEHHbIE NpenapaThbl - B TE4eHne 04HOr0 roga.

31. HapylweHne nepBUYHON yrnakoBKU JIeKapCTBEHHOr0 NpenapaTta npu ero oTnycke no tpebosaHumio-
HaknagHoW JonyckaeTcs CybbekTOM PO3HMYHOM TOPrOBAN, UMEOLLMM JIMLEH3NIO Ha DapMaLeBTUYECKYIO
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[EeATENbHOCTb C MPABOM M3rOTOBJIEHNS IEKAPCTBEHHBIX NMPEnapaToB. B TakoM c/iyyae oTnyck
NeKapCTBEHHOrO MpenapaTa oCyLEeCTBASETCS B YNakoBKe, 0(hOPMJIEHHON B YCTAHOBIEHHOM Nopsake?!, ¢
NPenoCTaBNEHNEM NHCTPYKLMN (KOMW MHCTPYKLIAK) MO MPUMEHEHUIO O0TMYCKAEMOro JIEKapCTBEHHOI O
npenapaTa.

20 NyHKT 4 cTaTbn 31 PenepanbHOro 3akoHa oT 8 AHBaps 1998 r. Ne 3-03 "O HapKOTMYECKUX CpeacTBax u
ncuxoTponHbix BewecTBax" (CobpaHne 3akoHogaTenbCTBa Poccunckon ®epepaumm, 1998, Ne 2, cT. 219;
2003, Ne 27, cT. 2700; 2013, Ne 48, cT. 6165; 2015, Ne 1, cT. 54).

21 Mpuka3 MuHsgpasa Poccum oT 26 okTA6ps 2015 . Ne 751H "O6 yTBEpXAEHUW MPABWUIT N3rOTOBAEHMNS 1
OTMNYCKa JIeKapCTBEHHbIX NpenapaTos AJ19 MEAULUHCKOrO MPUMEHeHW anTeYHbIMU OpraHnu3aumuamu,
WHAMBUAYANbHBIMY NpeanpUuHUMaTeaMu, UMEOWMMN NNLEH3MI0 Ha (hapMaLeBTUYeCKYI0 AeATelbHOCTb"
(3apernctpmpoBaH MnHncTepcTBOM tocTULMKN Poccminckon depepauun 21 anpensa 2016 r.,
perncTpaunoHHbIin Ne 41897).

IV. OcobeHHOCTM 0TNYCKa SIeKapCTBEHHbIX NPenapaToB Mo peuenTam B hopMe 3/1eKTPOHHOI0 1I0KYMeHTa

32. OTNycK fleKapCTBEHHLIX MpenapaToB Mo peuenTtaM B (hopme 371eKTPOHHOI0 fOKYMEHTa
OCYLLeCTBAAETCS anTeKaMn, anTe4YHbIMU NyHKTaMW U MHAVBUAYAJIbHBIMU NpeanpuHMMaTeNs MU,
YKa3aHHbIMW B MyHKTE 3 HacToAwWwmX MpaBun (Lanee - anTeyHble opraHunsaumnm), pacnosioKeHHbIMU Ha
Tepputopun cybbekTa Poccuinckon ®efepaLin, B KOTOPOM 0hOpMIIEH peLenT B (hopMe 3/1eKTPOHHOro
LOKYMEHTa, B CJly4ae NPUHATKSA YNOJIHOMOYEHHbIM OpraHoM cybbekTa Poccminckon degepauun B
COOTBETCTBUM C NYHKTOM 4 cTaTbu 6 ®PefepasibHOro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "06
obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue 3akoHoaaTeNbCTBa Poccuinickon ®enepauum, 2017, Ne 31,
CT. 4791) peweHns 06 ncnonb3oBaHnn Ha TeppuTopumn cybbekTa Poccuinckon ®epepaumm Hapsay C
peLenTaMmn Ha leKapCTBEHHbIe NMpenapaTbl, 0DOPMAEHHbLIMU Ha ByMaXKHOM HOCKTese, PeLenToB Ha
JleKkapCTBEHHbIE NpenapaThl, CPOPMUPOBAHHBLIX B (HOPME 3JIEKTPOHHLIX LOKYMEHTOB (fanee - peleHmne
YyMNOJIHOMOYEHHOr 0 opraHa cybbekTa Poccuinckon ®epepaumn).

33. AnTeYHble OpraHn3aumm OOKHbl UMEeTb MNOAKJIYEHNE K rOCy4apCTBEHHON MHAOPMaLMOHHON CUCTEME
B chepe 34paBooxpaHeHns cybbekTa Poccminckon depepauun?t (Lanee - CUCTemMa), KOTopoe
obecneymBaeTCs YNOJHOMOYEHHBLIM OpraHoM BiacTh cybbekTa Poccuinckon ®egepauumn.

21 MNocTaHoBneHue MpaButenscTBa Poccunckon Pepepauuu oT 5 mas 2018 r. Ne 555 "O efumHom
rocynapCTBEHHOW MHGOPMaLIMOHHOM cucTeMe B chepe 3apaBooxpaHeHmsa” (CobpaHne 3akoHoaaTebCTBa
Poccunckon ®epepaumm, 14 maa 2018, Ne 20, cT. 2849; 2019, Ne 6, cT. 533).

TexHnyeckme TpeboBaHNs K MHGMOPMALMOHHOMY 0BMeHY MeX Ay anTe4YHOW OpraHu3auunen n CUCTeMON, B
TOM Yucne TpeboBaHMs K nAeHTUDUKaLNK peLienTa B hOpPMe 3/IEKTPOHHOr0 JOKYMEHTa ¥ iMua,
obpaTmBLUEroCs 3a OTNYCKOM IeKapCTBEHHbIX NpenapaToB Mo TakuM peLienTaM, yCTaHaBANBaOTCA
peLleHneM ynoaHOMOYEHHOro opraHa cybbvekTa Poccuiickon ®epepaunn.

34. OTNycK neKapCTBEHHbLIX NpenapaToB Mo peuenTaM B (hopMe INEKTPOHHOMO AOKYMEHTA
OCYLLeCTBAAETCS MLy, YKa3aHHOMY B peLienTe Anbo ero 3aKoHHOMY npeacTaBuTento, mbo nuuy, KoTopoe
nnuo, yKasaHHOE B peuenTe, nnnm ero 3aKOHHbIN npenctaBnTesib YNOJIHOMOYUJIA Ha noJiy4eHune
NeKapCTBEHHbIX MpenapaTos.

(OononHeH rnason - Npuka3 MnHncTepcTBa 34paBooxpaHeHmnsa Poccninckon ®egepaumm ot 07.07.2020 Ne
683H)
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