JlOKyMeHT npeaocTaBneH KoHcynbTaHTInoc

3apernctpmpoBaHo B MuHtocte Poccnm 8 ceHTabpsa 2017 r. N 48125

MWHUCTEPCTBO 34PABOOXPAHEHWA POCCUANCKOM ®ELEPALIUN

NMPUKA3
ot 11 nrona 2017 r. N 403H

Ob YTBEPXAEHUU NPABUN
OTNYCKA NNIEKAPCTBEHHbIX NPEMAPATOB ANA MEANLUNHCKOIoO
NMPUMEHEHUA, B TOM YACNE UMMYHOBUONTOIMYECKNX NEKAPCTBEHHbDIX
MPEMAPATOB, ANTEYHbIMU OPTAHU3ALMAMU, UHOUBUAYA/IbHbIMU
NPEANPUHUMATENAMU, UMEIOLLUMWN NTULLEH3UIO
HA ®APMALEEBTUYECKYIO AEATENIbHOCTb

CNMCOK U3MEHALWMNX LOKYMEHTOB
(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

B cootBeTcTBUM co cTaTben 55 depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-d3 "06
obpalleHnn nekapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®egepaunu, 2010, N
16, ct. 1815; N 31, c1. 4161; 2013; N 48, c1. 6165; 2014, N 52, cT. 7540; 2015, N 29, cT. 4388; 2016, N 27,
cT. 4238), nyHKTOM 3 cTatbmn 12 depepanbHoro 3akoHa oT 17 ceHTabps 1998 r. N 157-d3 "0O6
MMMYyHONPodMNakTUKe MHOEKUMOHHbIX 6onesHeit" (CobpaHue 3akoHopaTenbcTBa Poccuitckol
depepauum, 1998, N 38, ct. 4736; 2009, N 1, cT. 21; 2013, N 48, cT. 6165) 1 nognyHkTamm 5.2.169, 5.2.183
MonoxeHns o MuHucTepcTBe 34paBooxpaHeHusa Poccuitckot  ®depepaumn, yTBEPHKAEHHOTO
noctaHosneHnem [pasutenbctBa Poccuiickon ®Pepepaunmn oT 19 umioHs 2012 r. N 608 (CobpaHue
3aKoHogaTtenbcTBa Poccuiickoit ®epgepaunm, 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, c1. 3577; N 30, c1. 4307; N 37, cT.
4969; 2015, N 2, c1. 491; N 12, c1. 1763; N 23, c1. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, cT. 4497; N

28, cT. 4741; N 34, c1. 5255; N 49, cT. 6922; 2017, N 7, cT. 1066), npnKa3biBato:

1. yTBep,CI,VITb npaBunia OTNYCKa /IEKAPCTBEHHbIX NpenapaTtoB A4N1A MegnunHCKoro npnmeHeHus, B
TOM 4ucne VIMMyHO6VIOI'IOI'MHeCKMX NNEKAPCTBEHHbLIX MNPEenapaTtoB, anTe4YHbiMK OpPraHn3aunAaAMMm,
MHOnBMAYanbHbIMU npegnpuHNMaTeIAMm, nmernwmnmm NNUEH3UIo Ha d)apMaLI,EBTM‘-IECKYI'O
0eATeNbHOCTb, COrNMacHO NPUIOKEHUIO.

2. Mpu3HaTb YTPATUBLLIMMU CUNY:

npukas MuHucTepcTBa 34paBOOXPaHEHUA U coLManbHOro pa3suTua Poccmninckon ®epepaumm ot 14
nekabpa 2005 r. N 785 "O T[lopagke OTNycKa JieKapcTBEHHbIX cpeacTB" (3aperncrpupoBaH
MuHUcTepcTBOM tocTULMK Poccuiickoit @epepaunm 16 avsapa 2006 r., pernctpauoHHbin N 7353);

npukas MuHucTepcTBa 34paBOOXPaHEHUA U COLMaANbHOTO pa3BuTua Poccninckon ®epepaumm ot 24
anpena 2006 r. N 302 "O BHeCeHMM M3MEHeHUI B npukas MUHMCTEpPCTBA 34PaBOOXPAHEHUS U
coumanbHoro passutma Poccuiickon degepaumnm ot 14 aekabps 2005 r. N 785" (3apernctpupoBaH
MuHUcTepcTBoM tocTumMm Poccniickolt ®eaepaunmn 16 mas 2006 r., pernctpaumnoHHbiii N 7842);

npuKkas MuHUCTepCTBa 34PaBOOXPaHEHUA U couManbHOro passuTua Poccninckoit ®epepaumm ot 12
despans 2007 r. N 109 "O BHeceHUM M3MeHeHUI B [MOPALOK OTNyCKa NeKapCTBEHHbIX CPeacTs,
YTBEPKAEHHbIA MPMKazom MUHUCTEPCTBA 34PaBOOXPAaHEHMA U COLMANBHOrO Pa3BUTUA PoccuiicKom
depepauum ot 14 nekabpa 2005 r. N 785" (3apeructpmpoBaH MuHUCTEPCTBOM HOCTULMM Poccuiickom
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depepaumnm 30 mapTa 2007 r., peructpaumoHHbii N 9198);

npuKkas MuUHUCTEPCTBA 34PaBOOXPAHEHMA U CoLManbHOro passuTua Poccuiickon ®epepaunm ot 6
agrycta 2007 r. N 521 "O BHeceHMW u3MeHeHMA B [lOpALOK OTNyCKA J/IEKAPCTBEHHbLIX CPEACTB,
YTBEPKAEHHbIA MPMKAazoMm MUHUCTEPCTBA 34PaBOOXPAHEHUA M COLMANbHOrO pPasBUMTUA Poccuitckoi
depepauum ot 14 aekabpa 2005 r. N 785" (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMM Poccuiickoi
depepauum 29 asrycra 2007 r., peructpaumoHHbin N 10063).

MwuHucTp
B.N.CKBOPUOBA

MpunoxkeHue

K NpMKasy MUHKUCTepCTBA 34paBOOXPaHEHUs
Poccuiickon degepauymm

ot 11 niona 2017 r. N 403H

NPABUNA
OTMYCKA NEKAPCTBEHHbIX NMPENAPATOB A9 MEOAULUMUHCKOIO
NMPUMEHEHUA, B TOM YACNE UMMYHOBUONTOIMYECKMNX NEKAPCTBEHHbIX
MNPEMNAPATOB, ANTEYHbIMU OPTAHU3ALUUAMWN, UHOUBUAYANBHBIMU
NPEANPUHUMATENAMU, UMEIOLLNMU NTNLEH3UIO
HA ®APMALIEBTUYECKYIO AEATE/IbHOCTb

CNMCOK U3MEHAILWMNX AOKYMEHTOB
(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

|. O6wme Tpeb6oBaHUA K OTNYCKY JIEKapPCTBEHHbIX NPenapaTos
ANA Me4ULUHCKOro NPUMeHeHus

1. HactoAwMme npaBwna onpefenaloT MOPALOK OTMNYCKa JNeKapCTBEHHbIX MpenapaTos Ad
MeANUMHCKOTO NMPUMEHEHMA, B TOM YNCNE UMMYHOBMONOTMYECKUX JIEKAaPCTBEHHbIX MpenapaTos (ganee -
NleKapCTBEHHblE NpenapaTbl), aNTEYHbIMU OPraHU3aALUMAMMN U UHAMBUAYAbHBIMWU NPeANnPUHMMATENAMM,
UMEILLMMM INLEH3UIO HA hapMaLEeBTUYECKYIO AeATENbHOCTb (Aanee - CyObeKTbl POSHUYHOMN TOProsan),
6e3 peuenta <1> u (1K) NO peLenTy Ha NEKAPCTBEHHbIN NpenapaTt, 0GopPMIEHHOMY B YCTaHOBAEHHOM
nopagKke <2> MeAMUMHCKMMM pPabOTHUKAMKM, a TaKKe No TpeboBaHUSAM-HaKNaAHbIM OpraHusauuu,
OCYLLECTBAAIOWEN MEAULMHCKYIO AeATeNbHOCTb (Janee - MeAMUMHCKas OpraHusauusa), wau
UHAMBWMAYANbHOTO NPeAnpPUHUMATENA, UMEIOLWEro JNLEH3UI0 HAa MeAULMHCKYIO AeATeNbHOCTb (fanee
COOTBETCTBEHHO - peLenT, TpeboBaHMe-HaKkNagHan).

(8 pea. Mpukasa MuH3sapasa Poccum ot 07.07.2020 N 683H)

<1> MoanyHKT "4" nyHKkTa 5 yactn 4 cratbu 18, noanyHKT "K" nyHKTa 1 yactm 1 crtatbn 33
depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalleHnn NeKapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHopaTenbcTea Poccuiickon deaepaumm, 2010, N 16, ct. 1815; N 42, c1. 5293; N 49, cT.
6409; 2014, N 52, cT. 7540).

<2> MpwuKasbl MMHUCTEpPCTBA 34paBOOXpaHeHnsa Poccninckon Pegepaymm:

oT 14 aHBapa 2019 r. N 4H "O6 yTBepXKAEHMM NOPAAKA HAa3HAYeHMA NeKapCTBEHHbIX NpenapaTos,
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dopm peuenTypHbix 671AHKOB Ha JIeKAPCTBEHHble NpenapaTtbl, NopAgKa oOPOopPMAEHMA YKa3aHHbIX
61aHKOB, UX yyeTa 1 XxpaHeHusa" (3apeructpuposaH MuHUCTepCcTBOM toCTULIMK Poccuiickoih deaepaumm
26 mapTa 2019 r., pernctpaumoHHbiii N 54173), c U3MeHeHUsAMU, BHECEHHbIMU NPUKa3oM MUHUCTepCTBa
34paBooxpaHeHna Poccuiickoit Pepepauymn or 11 pekabpa 2019 r. N 1022H (3aperucTpupoBaH
MuHucTepcTBOM tocTULMKM Poccuiickoit deaepaumm 28 ansapa 2020 r., pernctpaumoHHbin N 57292)
(nanee - npukas N 4H);

(8 pea. MNpukasa MuH3sapasa Poccmun o1 07.07.2020 N 683H)

ot 1asrycta2012r. N 54H "O6 ytBepaeHnn ¢opmbl 6/1aHKOB PELLENTOB, COAEPKALLMX Ha3HAYEeHne
HAPKOTUYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB, MOPAAKA WX W3rOTOB/AEHWA, pachnpeseneHus,
pernctpaumnu, yyeta U xpaHeHua, a TakKe npasun opopmneHus” (3apernctpmposaH MuHUcTepcTBOM
toctuumm Poccuinickont ®eaepaumm 15 asrycta 2012 r., pernctpaumoHHbiii N 25190), ¢ u3MeHeHUusmu,
BHECEHHbIMW NpUKasamm MUHUCTEPCTBA 34paBooOXpaHeHnsa Poccuitckoit ®Pepepaunm ot 30 nioHA 2015 .
N 385H (3apeructpupoBaH MuHMUcTepcTBOM tocTUumumn Poccuiickon depepaumm 27 Hosbpsa 2015 .,
pervcTpaumoHHbiii N 39868) 1 ot 21 anpensa 2016 r. N 254H (3apeructpuposaH MUHUCTEPCTBOM HOCTULUM
Poccuiickont depepaumm 18 nona 2016 r., peructpaumoHHbii N 42887) (panee - npukas N 54H).

2. OTNycK IeKapCTBEHHbIX NpenapaToB 6e3 peLenToB OCyLLEeCTBAAETCA:
anTekamu;

anTeYHbIMW NYHKTaMU;

anTeYHbIMU KMOCKaMK;

NHAMBMAYANbHBIMA  NPEeANPUHUMATENAMU, UMEIOWUMN NNLEH3UIO Ha dapmMaueBTUYECKYIo
AeATeNbHOCTb (ganee - UHAMBUAYANbHbIV NpeanpUHUMaTENDb).

3. OTI'IYCK NEKapPCTBEHHbIX NPENapaToB NO peuenTam OCyLeCTBNAETCA:
anTekamu;
ANTEYHbIMU NYHKTAMMU,

UHAMBWUAYANbHBIMM NPpeanpPUHUMATENAMM (33 UCKAOYEHMEM OTMYCKA HAaPKOTUYECKMX CPeaCTB U
NMCUXOTPONMHbIX BELLECTB, BK/IIOYEHHDIX B NepeyYeHb HAPKOTUYECKUX CPeCTB, MCUXOTPOMHbIX BELLLECTB U UX
NPEKYpPCopoB, NoANeXalumMx KOHTpoAto B Poccuitckoint depepaunn, yTBEPXKAEHHbIN NOCTaHOBAEHWEM
MpaBuTtenbctBa Poccuiickoit depepaumm ot 30 uioHa 1998 r. N 681 <3> (manee COOTBETCTBEHHO -
MepeyeHb, HAPKOTUYECKME U MCUXOTPOMNHbIE IEKAPCTBEHHbIE NPenapaTol).

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

OTNYCK HApKOTMYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MNpenapaToB Mo  peuentam
OCYLLECTBAAETCA anTeKamMv W anTeYHbIMM MYHKTaMM, UMEIWMMU SIMLEH3UIO Ha AeATeNbHOCTb Mo
060pOTY HAPKOTMYECKUX CPEACTB, MCUXOTPOMHbLIX BELECTB M WX MPEKypCcopoB, KyAbTUBUPOBAHWUIO
HapKocoAepKaLLMX PacTeHUA.
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OTNyCcK MMMYHOBOMONOTMYECKMX JIEKAapPCTBEHHbIX MNpenapaTtoB MO peuenTam OCyLecTBaAAeTcs
anTeKkamu 1 anTeyYHbIMU NMYHKTaMMU.

4. Mo peuenTam, BbINUCaHHbIM Ha peuenTypHbiXx 6aaHkax dopmbl N 107/y-HM <4>, oTnycKatoTca
HAaPKOTUYECKME U MCUXOTPOMHbIE /IEKAPCTBEHHbIE MpenapaTbl, BHECEHHbIe B CMMCOK HAPKOTUYECKUX
CpencTB M MCUXOTPOMHbIX BewecTs, obopoT KoTopbix B Poccuiickon Pepepaunm orpaHuyeH u B
OTHOLLIEHMM KOTOPbIX YCTAaHAB/AMBAIOTCA MepPbl KOHTPONS B COOTBETCTBMM C 3aKOHOAATE/NbCTBOM
Poccuiickoint depepaunmn M mexayHapoaHbiMKU gorosopamMu Poccuiickoit depepauumm (cnvcok 1),
MepeuyHsa (manee - HApPKOTUYECKME W MCUXOTPOMHbIE JIeKAapCTBEHHble npenapaTtbl cnucka 1), 3a
NCKNIOYEHNEM HAaPKOTUYECKUX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX NPENapPaToOB B BUAE TPaHCAEPMAJIbHbIX
TepaneBTUYECKUX CUCTEM W JIEKAPCTBEHHbLIX MPENApPaToB, COAEPKALLMX HAPKOTUYECKOoe CPeacTBO B
CoYeTaHMM C aHTarOHUCTOM ONUOUAHbIX PELLENTOPOB.

(8 pea. Mpukasa MuH3sgpasa Poccum ot 07.07.2020 N 683H)

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

Mo peuenTam, BbINMCaHHbIM Ha peLenTypHbix 6naHKax opmbl N 148-1/y-88, oTnyckatotca <5>:

<5> MyHKT 10 nopsaKa Ha3Ha4YeHWA IeKapCTBEHHbIX MPENapaToB, YTBEPXKAEHHOTO NpuKasom N 4H.
(cHocka B pepa. Mpukasa MuHsapasa Poccmn ot 07.07.2020 N 683H)

MCUXOTPOMHble IeKAPCTBEHHbIE NPenapaTbl, BHECEHHble B CMMCOK NCMXOTPONHbIX Belects, 060poT
KoTOpbIX B Poccuinickoint desepaumm orpaHUYeH U B OTHOLUEHMM KOTOPbIX AOMYCKAETCA UCKAOYEeHUe
HEKOTOPbIX Mep KOHTPOAA B COOTBETCTBMM C 3aKOHOAATeNnbCcTBOM Poccuiickolrt Pepepauyn u
MeXAyHapoaHbIMM gorosopamum Poccuiickoit ®epepaumm (cnucok lll), MepeyHs (ganee - NCUXOTPONHbIE
NleKapcTBeHHbIe npenapaTbl cnuncka lll);

HAPKOTUYECKME M NCUXOTPOMNHbIE NEKAPCTBEHHbIE NpenapaTbl cnucka |l B BuAe TpaHCcAepManbHbIX
TepaneBTUYECKMX CUCTEM W JIEKApPCTBEHHbIE MpPEnapaTbl, COAep’)KallmMe HAPKOTMYECKOe CpPeacTBO B
COYETAHMM C AHTArOHUCTOM OMNMMOUAHBIX PELLENTOPOB;

(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

NleKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeyeHb IEKAapPCTBEHHbIX CPEACTB A1 MeAULMHCKOro
NPMMEHEHMWA, NOANEKALWMNX NPEeSMETHO-KOIMYECTBEHHOMY YYeTy <6>, 33 UCKIIOYEHMEM /IeKaPCTBEHHbIX
npenapaTos, YKasaHHbIX B ab3auax NepBOM M TPETbeM HaCTOALLEero MyHKTa, U J1IeKapCTBEHHbIX
npenapartos, OTNycKaemMbix 6e3 peuenTa (ganee - NekapcTBeHHbIe NPenapaTbl, NoAnexKawme npeameTHO-
KO/IMYecTBEHHOMY y4eTy);

<6> Mpukas MuHuctepcTBa 3apaBooxpaHeHns Poccunitckon Pepepaunm ot 22 anpensa 2014 r. N
183H "O6 yTBEpP!KAEHMM MEpPedYHs NEKAPCTBEHHbIX CPeAcTB A8 MEAMUMHCKOTO MNPUMEHEHUs,
noanexawmx npeameTHO-KoMYecTBeEHHOMY yyeTy" (3apernctpupoBaH MUHUCTEPCTBOM HOCTULLUK
Poccuiickoin deaepaumm 22 miona 2014 r., pernctpaumnoHHbii N 33210) ¢ UISMEHEHUAMMU, BHECEHHbIMU
npukasom MuHUcTepcTBa 34paBooxpaHeHns Poccuiickonn deaepaumm ot 10 ceHTabpa 2015 r. N 634H
(3apernctpuposaH MuHuUcTepcTBOM toCTUUMKM  Poccuiickon depepaumm 30 ceHTabps 2015 r.,
pernctpaumnoHHbiii N 39063).

NeKapcTBeHHble npenapaTtbl, ob6nagdaroume aHaboNMYecKoW aKTUBHOCTbIO (B COOTBETCTBUU C
OCHOBHbIM (PapMaKONOTUYECKUM AeNCTBMEM) <7> U OTHOCALLMECA MO0 aHaTOMO-TepaneBTUHECKO-
XMMMUYECKON KnaccudurKaumm, pekomeHa40BaHHON BceMpHOM opraHm3almeit 3apaBooxXpaHeHns (aanee
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- ATX), K aHabonnuyeckum ctepomaam (koa A14A) (nanee - nekapcTBeHHble Npenapatbl, obiaaaolme
aHab0/1MYecKon aKTUBHOCTbLIO);

<7> NoanyHKT 2 nyHKTa 10 nopaaKa Ha3Ha4YeHUA NeKapCTBEHHbIX MpenapaTos, YTBEPXAEeHHOro
npukasom N 4H.
(cHocKa B pea. Mpukasa MuH3sapasa Poccmum o1 07.07.2020 N 683H)

JleKapcTBEHHbIE MNpenapaTtbl, YKasaHHble B NyHKTe 5 [lopagka OTNycKa ¢pU3MYECKMM Aunuam
JIeKApPCTBEHHbIX NPenapaToB A8 MeAULMHCKOTO NPUMEHEHMUA, COAEPKALLMX KPOME MAJbiX KOINYECTB
HAPKOTMYECKUX CPeacTB, MCUMXOTPOMHbIX BELECTB M WX MPEKYPCOPOB Apyrne dapmaKkonornyeckme
aKTMBHbIE BELLECTBA, YTBEPXKAEHHOro npukasom MUHUCTEPCTBA 34PaBOOXPAHEHUA W COLMAIbHOTO
pa3sutuAa Poccuiickon ®Pegepaumm ot 17 masa 2012 r. N 562H <8>;

<8> 3apeructpmpoBaH MwuHucTepcTBoM tocTuumm Poccuitickoir Pepepauum 1 moHa 2012 r.,
perncTpaumoHHbin N 24438, ¢ M3MEHEHWAMM, BHECEHHbIMM NpuUKaszamu  MuHuUcTepcTBa
3apaBooxpaHeHua Poccuiickoit Pepepauymn ot 10 wumwoHa 2013 r. N 3694 (3apernctpuposaH
MuHucTepcTBOM tocTUumMKM Poccunitickont Pegepaumm 15 nrona 2013 r., pernctpaymoHHbiii N 29064), oT 21
asrycta 2014 r. N 465H (3apernctpupoBaH MuHUCTepcTBOM tocTUUMKM Poccuiickoit ®epepauuun 10
ceHTAbpsa 2014 r., peructpaumoHHbiit N 34024), ot 10 ceHTabpa 2015 r. N 634H (3aperucTpupoBaH
MuHucTepcTBoMm tocTnumum Poccnitickoint Peaepaumm 30 ceHTabpa 2015 r., pernctpaumoHHblin N 39063).

NeKapCTBeHHbIE MpenapaTbl, MU3rotaBiMBaemblie MO peuenTty Ha HEKapCTBEHHbID’I npenapart u
coaepKaume HapKoTuyeckoe cpeacTso Uanm NCUMXOTponHoe BeLwWwecCcTBoO, BHECEHHOE B CMUCOK [l I'IepeqHﬂ, n
apyrue (I)apMaKOJ'IOI'VI‘-IeCKVIe dKTUBHbIE BeLWECTBA B A403€, HE FIDEBbILIJaIOLLI,Eﬁ BbICLUYIO pa3oByo 403y, N
npun ycnoBuu, 4To 3TOT KOM6MHMpOBaHHbIl\;1 HEKapCTBEHHbIVI npenapart He ABNAETCA HAPKOTUYECKUM UTN
NCNXOTPONHbIM NNIEKAPCTBEHHbIM NPenapaTom CnncKa 1.

Mo peuenTtam, BbINMUCAHHbIM Ha peLenTypHbix 6aaHkax dopmbl N 148-1/y-04 (n), oTnycKatoTca
NeKapCTBEHHbIE NpenapaTbl, BbINUCbIBAaEMbIE TPaXKaaHam, UMEOLWUM NPaBo Ha becnnaTtHoe noayvyeHune
NeKapCTBEHHbIX NpenapaToB MAM MOJyYEeHWE NEeKAPCTBEHHbIX MPenapaTtoB CO CKUAKOW (panee -
NeKapCTBEHHbIE NPenapaTbl, OTNyCKaeMble 6eCnNaTHO MU CO CKUAKOM).

(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

Mo peuenTtam, BbINMMCAHHbIM Ha peuenTypHbiX H6aaHKkax ¢opmbl N 107-1/y, oTnyckawoTca WHble
NeKapCTBEHHbIe NpenapaTbl, He YKa3aHHble B ab3aLax NepBom, TPETbEM - AEBATOM HACTOALLErO MYyHKTA,
3a UCK/IOYEHMEM IeKapCTBEHHDBIX NPenapaToB, OTNycKaemMblx 6e3 peuenTa.

Mo peuentam B ¢opme 3NEKTPOHHOTO JOKYMEHTa C  WCNO/Ib30BaHWEM  YCU/IEHHOW
KBaNMPUUMPOBAHHOW 3/1€KTPOHHOM NOANUCU MEeAMUMHCKOro paboTHWKa (ganee - peuent B popme
3/1eKTPOHHOrO AOKYMEHTA) OTMNYCKAalOTCA BCE JIEKAPCTBEHHbIE Npenapatsl, yKasaHHble B ab3auax NaTom -
[,eCATOM HACTOALLEro NyHKTa.

(ab3au, BBeaeH Mpukaszom MuHsgpasa Poccum ot 07.07.2020 N 683H)

5. OTNycK NeKapCTBEHHbIX MPEnapaToB, HE YKasaHHbIX B MNyHKTe 4 HacToAwwmx [pasua, B
COOTBETCTBUM C MHCTPYKLUMAMM MO UX MEAULIMHCKOMY NPUMEHEHUIO ocyLecTBAseTca 6es peLenTos.

6. OTNYCK NEeKapCTBEHHbIX NPEnapaToB OCYLLECTBAAETCA B TeYeHMEe YKa3aHHOro B peLenTe Cpoka
ero AencTena Npun obpalLeHnn IMua K Cy6beKkTy pO3HUYHOM TOProBAM.

B cnyuae oTcyTcTBMA Yy cy6bEKTa PO3HMYHOM TOProBAM NIeKapCTBEHHOMO Npenaparta, YKasaHHOoro B
peuenTte, nNpu o06palleHUM AMLA K CY6BHEKTY PO3HWMYHOM TOProBAM peuent MNpMHUMMAEeTCA Ha
ob6CcnyKnBaHMe B Caeaylolime CPOKK (aanee - oTcpoyeHHoe obeayKuBaHme):
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peLenT ¢ nomeTkol "statim" (HemeaneHHo) obcnyKunBaeTcs B TeyeHMe o4HOro paboyero AHA co
OHA 0bpalLeHma nmua K cybbeKkTy pO3HUYHON TOProBAu;

peuent c nomeTkon "cito" (cpoyHO) obcnyKmBaeTcAa B TeyeHMe AByX pabouymx gHein co gHsA
obpalleHma 1nua K cybbekTy pO3HUYHOM TOProBAw;

peuenT Ha JIeKapCTBEHHbIM Npenapar, BXOAAWNN B MUHUMANbHbIN aCCOPTUMEHT JIEKAPCTBEHHbIX
npenapaTos A9 MeANLMHCKOTro NPUMEHEHNS, HEOOXOANMbIX A7 OKa3aHUS MeAULIMHCKOMN NomMoLmM <9>,
obcny»KMBaeTCs B TeYeHUe nATU paboumx gHel co AHA obpalleHua nua K cybbeKTy PO3HUYHOM TOProBau;

<9> PacnopsxeHue lNpasutenbctea Poccuiickon depepaumm ot 12 gekabpsa 2019 r. N 2406-p
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit degepaumm, 2019, N 42, ct. 5979).
(cHocka B pea. Mpukasa MuHsapasa Poccmm ot 07.07.2020 N 683H)

peLenT Ha IeKapPCTBEHHbIM Npenapat, OTNycKaemblit 6ecnaaTHO UM CO CKUAKOM M He BOLLeA N B
MWUHUMaNbHbIN ACCOPTUMEHT N1eKapCTBEHHbLIX MNpenapaTtoB 414 MmeanunMHCKOro npuMeHeHuA,
HeobXoAMMbIX /15 OKa3aHWUA MeAUUMHCKON NOMOLLM, 06CNYKMBAETCS B TeuyeHne AecaTn paboumx gHel
CO AHA 0bpaLeHMs ML K CyObeKTy PO3HUYHOM TOProB/u;

peuenTbl Ha JieKapcTBEHHble MpenapaTbl, HasHayaemble MO PELIeHU0 BpayebHON Komuccuu,
0obcnyKMBaOTCA B TeYeHMe NATHAALATM paboumx AHeN co AHA obpalleHns Mua K cybbekTy pO3HUYHOM
TOProBAM.

3anpeu.|,aeTc;| OTNYCKAaTb /IEKAPCTBEHHbIE NpenapaTbl NO peuenTam C UCTEKWWNM CPDOKOM ,D,EVICTBMH,
3a WUCKAKYEHUEM Caydad, Korga CpokK ,EI,EI\;ICTBMFI peuenta UCTEK B nNepunos HaXoxXgeHunAa ero Ha
OTCPOYEHHOM 06CJ'IY)KVIBaHMM.

MpU WCTEYEeHMM CPOKa [AENCTBMA peuenta B Mepuos HaxoX4eHUs ero Ha OTCPOYEHHOM
06CNYKMBAHMM OTMYCK NIEKApCTBEHHOTO NpenapaTa Mo TaKoMy peuenTy ocyliecTsaseTca 6e3 ero
nepeopopmaeHus.

7. leKapcTBeHHble NpenapaTbl OTNYCKAlOTCA B KOAMYECTBE, YyKa3aHHOM B peL,enTe, 3a UCKAOYEHNEM
CNy4yaeB, Koraa Ans /JIeKapCTBEHHOro npenapaTta YCTaHOBJ/IEHbl KOJIMYECTBO, KOTOPOE MOMKET 6bITb
BbIMMCAHO B O4HOM peLenTe, Uan Kypc neveHns <10>,

(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

<10> MpwunoxkeHme N 1 K NopAaKy HasHAYeHUA JIeKapCTBEHHbIX MPenapaTos, YTBEPXKAEHHOMY
npukazom N 4H, NyHKT 25 nopAaaKa Ha3Ha4YeHWNA NeKapPCTBEHHbIX NPenapaToB, yTBEPKAEHHOTO MPUKA30M
N 4H.
(cHocka B pea. Mpukasa MuH3sapasa Poccmm o1 07.07.2020 N 683H)

Mpu NpeabaABAeHUN peuenTa C NpeBbieHMeM NpeaebHO A4ONYCTUMOrO UAN PEKOMEHA0BAHHOMO
KO/IMYeCcTBa /IeKApCTBEHHOro npenapata ANs BbIMNWCbIBAHWA Ha OAMH peuenT dapmaleBTUYecKUi
PaboTHUK MHOOpMUpPYET 06 3TOM /ML, NPEACTaBMBLLEE PELLENT, PYKOBOAMUTENA COOTBETCTBYIOLLEN
MeAMLMHCKOWM OpraHmn3aLmMm 1 oTNycKaeT yKasaHHOMY /1MLy YCTaHOB/IEHHOE COOTBETCTBEHHO NpeaeNbHo
AOMNYCTUMOE WMAM PEeKOMeHA0BaHHOE KOAMYECTBO NEKApCTBEHHOrO npenapaTta AAA BbIMMCbIBAHUA Ha
OAMH PeLenT Cc NpocTaB/leHMeM COOTBETCTBYIOLLEN OTMETKM B peLenTe.

MpyM HanMumMm y cybbekTa PO3HWYHOW TOPrOBAM NEKApPCTBEHHOro npenapata C A03MPOBKOW,
OT/IMYHON OT A03MPOBKM NEKAPCTBEHHOrO MpenapaTa, YKasaHHOM B peuenTe, OTMNYCK Mmetolerocs
NeKapCTBEHHOro npenapara A0MNycKaeTcs, eciv A03MPOBKa TaKoro IeKapcTBEHHOro npenapata meHblue
[O3MPOBKKN, YKasaHHOM B peuente. B Takom cnaydae OCyWECTBAAETCA MNepecyeT KoAM4YecTBa
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NeKapCTBEHHOro npenapara C y4eToM Kypca JieuyeHuns, yKasaHHoro B peuenre.

B cnyyae ecnv [03MpPOBKa /IEKAPCTBEHHOMO MpenapaTa, MMetoWeroca y cybbekTa po3HUYHOWM
TOProBAW, NpeBbllaeT A03MPOBKY JIEKAPCTBEHHOIO NpenapaTta, yKasaHHyl B peuenTe, peweHue o6
OTNYCKe /NeKapCTBEHHOro npenapata C TakKoW A03UMPOBKOM MPUHUMAET MeAUUMHCKUA PaboTHUK,
BbINUCABLUWIA peLenT.

8. OTnycKk NeKapCTBEHHOro MnpenapaTa OCYLLeCTBAAETCA B MNEPBMYHOM UM BTOPUYHOM
(noTpebuTenbckoi) ynakoBKax, MapKUMPOBKa KOTOPbIX AO/XKHa oTBeyaTb TpeboBaHUAM cTaTbh 46
dPepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalieHnn nekapcTBeHHbIX cpeacts” <11>, a
yNaKoBKa A/1A HAapPKOTUYECKUX U MCUXOTPOMHbIX NEKapPCTBEHHbIX NpenapaTtoB CNUCKa I - Tpe6OBaHMHM
nyHKTa 3 ctatbn 27 PegepanbHoro 3akoHa ot 8 AHBapaA 1998 r. N 3-d3 "O HapKOTUYECKUX CpeacTBax M
NCUXOTPONHbIX BewecTBax" <12>.

<11> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepauymm, 2010, N 16, ct. 1815; N 42, c1. 5293;
2014, N 52, ct. 7540.

<12> CobpaHue 3aKkoHogaTenbcTBa Poccuitckoit Pepepaunn, 1998, N 2, c1. 219; 2012, N 53, cT.
7630; 2013, N 48, cT. 6165; 2015, N 1, cT. 54.

HapyLweHune nepBMYHOI YNAaKOBKM IeKapCTBEHHOIO NpenapaTta Npu ero oTnycke 3anpeLLaeTcs.

HapyweHune BTOpWYHOM (NOTPebuTeNbCKoM) ynaKoBKM JIeKapCTBEHHOrO npenapata M OTNycK
NIeKapCTBEHHOTO MpenapaTta B MNEPBMYHOM YMaKOBKE [JOMyCKaeTca B C/y4Yae, €CIM  KOJIMYecTBO
NIeKapCTBEHHOTO MpenapaTa, yKasaHHOe B peuenTe WAM Heobxoaumoe vy, npuobpeTatoliemy
NNeKapCTBEHHbIM npenapaT (Npu 6e3peuenTypHOM OTMYCKE), MeHblle KO/IMYeCcTBa JIeKaPCTBEHHOro
npenapara, CoAEPKaLLerocs Bo BTOPUYHOM (NoTpebuTenbCcKoi) ynakoBke. B Takom ciyyae npu oTnycke
NIeKapCTBEHHOrO npenapaTa Auuy, NpuvobpeTalowemy NeKapCTBEHHbIW MNpenapaTt, NpesoCcTaB/seTcs
MHCTPYKLMA (KONUS MHCTPYKLMM) NO NPUMEHEHUIO OTMNYCKaeMOro IeKapCTBEHHOTO Npenapara.

9. Mpu oTNycKe NekapcTBEHHbIX NpenapaTos Nno peuenTty, obopMAEHHOMY Ha peuenTypHom biaHke
Ha BymarKHOM HocuTesne, GapMaLeBTUUYECKUI PabOTHUK NPOCTaBAAET OTMETKY Ha pelenTte 06 oTnycke
JIeKapCTBEHHOrO Npenapara € yKa3aHueMm:
(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

HaUMEHOBaHUA anTeyHol opraHusauuMn (pammanmn, UMeHKW, oTyecTBa (NpPU  HaAUUUK)
WUHAMBUAYANLHOTO NpeanpUHUMmaTens);

TOProBOro HaMMeHOBaHMA (33 MCKAIOYEHMEM JIEKAPCTBEHHbIX MPENAPATOB, WM3rOTOB/AEHHbLIX B
anTe4YHoOM OpraHM3aunn), 4O3UPOBKU U KOMYECTBA OTNYLLLEHHOIO IEKAPCTBEHHOIO NpenapaTa;
(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

bamuamMm, UMeHu, oTyecTsa (MPU HaNMUYMK) MeAULMHCKOro paboTHMKA B CAyYasX, YKa3aHHbIX B
ab3aue yeTBepTOM NyHKTa 7 1 ab3aue TpeTbem NyHKTa 10 HacToAwmx Mpasun;

PEKBM3UTOB [OKYMEHTA, YAOCTOBEPAIOWEro /AWYHOCTb ANLA, MOJYYMBLUErO NEKAPCTBEHHbIN
npenapar, B Cy4Yae, yKasaHHOM B NyHKTe 20 HacToswmx Mpasun;

bamuamm, meHun, otyectBa (Npu Hanavumm) dapmaueBTUYECKOro PaboTHWKA, OTMYCTMBLUErO
NNeKapCTBEHHbIM Npenapar, 1 ero noanucuy;

AaTbl OTNYCKa NeKapCTBEHHOrO Npenapara.

10. Mpwu oTNycKe NeKapCTBEHHbIX MPENapaTos Mo PeuenTy, BbIMMCAHHOMY Ha peLenTypHOM 6aaHKe
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¢dopmbl N 107-1/y, CPOK AeNCTBMA KOTOPOro COCTaBAAET OAMH rof, U B KOTOPOM YKasaHbl Nepuoabl
KO/IMYECTBO OTMYCKA JIeKapCTBEHHOro npenapata (B KaxAgbli nepuoa), peuenT BO3BPaLLAETCA Auuy,
npuobpeTatoLLeMy IEKAPCTBEHHbIM NPenapaT, C OTMETKON, COAEP KALLEN CBEAEHUA, YKA3aHHbIe B NYHKTE
9 HacToAwmx MNMpasun.

(8 pea. Mpukasa MuH3gpasa Poccum ot 07.07.2020 N 683H)

<13> CHOCKa nckntoveHa. - Npukas Munusgpasa Poccmum ot 07.07.2020 N 683H.

Mpn ouyepegHom obpalleHMM nMua K cybbeKTy PO3HMYHON TOProBAM C AAHHLIM peLenTom
YUYMTbIBAIOTCA OTMETKM O NpeablaylleM OTNYCKe JIeKapCTBEHHOro npenapaTa MO TakoMy peuenTty U B
cnyyae  npuobpeTeHus  IMLOM  KOAMYECTBA  JIEKApCTBEHHOrO Mpenapata, COOTBETCTBYHOLLErO
MaKCMMa/lbHOMY KONMYeCTBY, YKa3aHHOMY meaANUNHCKUM pa6OTHMKOM B peuenTe, a TakKXe no ncred4eHnm
CPOKa AeincTBuA peLenTa, Ha pelenTe NPocTaBaseTcsa Wwramn "JlIeKapcTBEHHbIM npenapaTt oTnyleH" u
peLenT BO3BpaLLaeTca anLy.

EAMHOBpPEMEHHbIN OTMYCK NEeKapCTBEHHOro npenapata Mo  peuenTty, BbIMUCAHHOMY Ha
peuenTypHom 6naHke ¢popmbl N 107-1/y, CPOK AENCTBUA KOTOPOrO COCTaBASAET OAMH O, U B KOTOPOM
yKasaHbl nepuroabl U KOIMYECTBO OTMYCKa IeKapCTBEHHOro Npenaparta (B Kaxkablii nepuoa), AonycKaeTca
TO/IbKO MO COrIaCoBaHUIO C MeANUNHCKUM PabOTHMKOM, BbINUCABLLUMM PeLenT.

(8 peq. Mpukasa MuH3gpasa Poccum ot 07.07.2020 N 683H)

<13> CHOoCKa uckatoyeHa. - Npukas MuHsgpasa Poccum ot 07.07.2020 N 683H.

11. Mpw oTNycKe NeKapCTBEHHbIX MPENapaToB MO PeLenTy, BbIMMCAHHOMY Ha peLenTypHOM BiaHKe
dopmbl N 148-1/y-04 (n) unm dopmbl N 148-1/y-06 (n), 3aNONHEHHbIA KOPELWOK TakKoro peuenta
nepegaetcs GapmaueBTUYECKMM paboTHUKOM /MLy, NpruobpeTatowemy (nosyyarowemy) N1eKapcTBeHHble
npenaparbl.

12. Mpu oTNyCKE HAPKOTUYECKOTO M MCUXOTPOMHOrO JIeKapCTBEHHOro npenapata cnvcka |l Ha
peuenTe 06 OTNyCcKe NeKapCTBEHHOrO NpenapaTta NPOCTaBAsETCA NeYyaTb anTeKM UAN aNTEYHOTO NYHKTa, B
KOTOPOI YKa3aHO UX NOJIHOE HaMMeHOoBaHMe (MPU HaIMYMKM neyaTw).

13. Mpwn oTNycke MMMYHOBMONOrMYECKOrO IEKAapPCTBEHHOTO NpenapaTa Ha peLenTe uaM KopeLke
peuenTa, KOTOPbIA OcCTaeTcA y Auua, npuvobpeTarowero (nosyyarowero) NeKapcTBEHHbIM npenapart,
YKa3blBaeTcA TOYHOE BpeMs (B Yacax M MMHYTaxX) OTMyCcKa NEKAPCTBEHHOrO Npenapara.

OTNycK  MMMYHOBMONOTMYECKOrO  JIEKAPCTBEHHOrO  NpenapaTta  OCyLLecTBAseTcA  /ivuy,
npuobpeTalowemy (nonyyatolemy) NeKapCTBEHHbIM Npenapat, Npyv HaAWYuMK Yy Hero CneuuanbHoro
TEPMOKOHTEHEPA, B KOTOpbIA MNOMELLAETCA JIEKAapCTBEHHbIA NpenapaT, C pPa3bACHEHWEM
HeobX0AMMOCTM [AOCTaBKM AAHHOMO NIEKAPCTBEHHOro NpenapaTta B MeAMLMHCKYIO OpraHu3auuio npwu
YCNOBUW XPaHEHMSA B CNELMaNbHOM TEPMOKOHTEMHEPE B CPOK, He NpeBblwatowmii 48 yacos nocne ero
npuobpeteHus.

14. OcTaloTca U XpaHATCA Y CybbeKTa PO3HUYHOM TOProBAKN PeLLenTbl (C OTMETKOM "J1IeKapCTBEHH bl
npenapart otnyweH") Ha:

HapKOTUYECKMe W TMCUXOTPOMHble JeKapcTBeHHble npenapaTtbl cnucka Il, nNcuxoTponHble
NleKapcTBeHHble npenapaTbl cnucka lll - B Te4eHWe NATK neT;

NeKapCTBeHHble npenapartbl, OTNyCKaeMble 6ecnnaTHO UK co CKMAKOI‘&, - B Te4YeHHne Tpex neT,

KOM6MHMpOBaHHbIe NNIEKapPCTBEHHbIE MpenapaTbl, cogepalinue HapKOTUYECKME Ccpeacrtsa WU
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NMCUXOTPOMNHbIE BellecTBa, BHeceHHble B cnucku 1l u Ill MepeyHa, W3roToBsieHHble B anTEYHOM
OpraHu3aumnm, NekapcTBeHHble NpenapaTbl, obnagatowme aHaboANYeCKOM aKTUBHOCTbIO, IEKAPCTBEHHbIE
npenapaTbl, nogaexalime npegmMmeTHO-KONYEeCTBEHHOMY YYeTY, - B TeYEeHUe Tpex feT;

JleKapcTBEHHbIE NpenapaTbl B *KUAKOM eKapcTBEHHON popMe, coaepKalume 6onee 15% atmnosoro
cnuMpTa OT obbema roToBOM MPOAYKLMM, MHblE NeKapCTBEHHbIe npenapaTtbl, oTHocAwmecs no ATX K
aHTUNCUXoTUYecknm cpeacteam (Kog NOSA), aHkcnonutukam (Kog NO5SB), CHOTBOPHbIM U ceAaTUBHbBIM
cpeacteam (Kog NOS5C), aHTMaenpeccaHTam (Kog NOB6A) M  He noanexawpe npegmeTHO-
KO/IMYECTBEHHOMY Y4EeTY, - B TeYeHMe Tpex MecALEeB.

15. PeuenTbl, He yKasaHHble B nyHKTe 14 HactoAwmx [lpasBua, oTmevatoTca LWTAMMNOM
"JleKapcTBeHHbIN NpenapaTt oTnyLeH" 1 BO3BPaLLAOTCA NLY, NOAYYMBLLUEMY SIEKAPCTBEHHbIN Npenapar.

PeuenTbl, BbIMWUCAHHbIE C HApYLWEHUeM YCTAaHOBNAEHHbIX Npasun <14>, perncTpupyroTca B XXypHane,
B KOTOPOM YKa3blBalOTCA BblABAEHHbIE HapylweHUa B opopmaeHnn peuenta, amuama, Ums, oT4eCTBO
(npy Hanuumm) mepuuMHCKOro pPaboTHUKA, BbINMUCABLLUETO pPeuenT, HauMeHOBaHWe MeLMULMHCKOM
OpraHu3auumn, NpuMHATbIE Mepbl, OTMeYyatoTca WwTamnom "PeuenT HegencTeuteneH" n BO3BpPaLLAOTCS
nvuy, npeacrasuswemy peuent. O dakTax HapylweHus npasun odopmaeHUA peLenToB CybbekT
PO3HUYHOWN TOProBAU UHGOPMUPYET PYKOBOANUTENA COOTBETCTBYIOLLLEN MEAMULMHCKON OpraHnsauum.

<14> Mpwukas N 4H n npukas N 54H.
(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

16. Mpwn oTNycKe NekapcTBEHHOIO NpenapaTta ¢papmaLeBTUYECKU PaboTHUK MHPOPMMpPYET ANLO,
npuobpeTatowee (NosyyatoLee) NeKapcTBEHHbIN NPenapar, 0 PeXMMe U 403ax ero npuema, npasuaax
XpaHeHWs B AOMALUHWX YCNOBUAX, O B3aMMOAENCTBMM C APYTMMM IEKAPCTBEHHbLIMU NPenapaTamMmu.

17. Mpu oOTnNycke JfeKapcTBEHHOro npenapata ¢apmaleBTMYeCcKUidA paboTHMK He Bripase
NpeaocTaBNATb HEeAOCTOBEPHYD W (MAM) HEMOAHYD WHPOPMALMIO O HAAMYMM  NIeKapCTBEHHbIX
npenapaTos, BK/OYas JIEKAPCTBEHHble MpenapaTtbl, WMelWwMe OAMHAKOBOE MeKAyHapoaHoe
HenaTeHTOBaHHOE HaMMEHOBaHME, B TOM YMC/e CKPbIBaTb MHPOPMAUMIO O HaZIMYMKU NEKAPCTBEHHbIX
npenapaTtos, MMetoLLmx bonee HU3KyIo LeHy <15>,

<15> CraTbs 74 depepanbHoro 3akoHa oT 21 Hoabps 2011 r. N 323-d3 "O6 ocHoBax OXpaHbl
340poBbA rpaxkaaH B Poccuinckont Pepepaumn (CobpaHue 3akoHogaTenbcTsa Poccuiickolt deagepauymm,
2011, N 48, cT. 6724; 2013, N 48, cT. 6165).

18. 3anpewaetca oTNycK ¢anbcudULMPOBaHHbIX, HeA0bPOKAYeCTBEHHbIX M KOHTpadaKTHbIX
NeKapCTBEHHbIX NpenapaTos <16>.

<16> Cratba 57 ®depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpaueHuun
JleKapCcTBEHHbIX cpeacTs".

Il. Tpe6oBaHUA K OTNYCKY HAPKOTUUYECKMX U NCUXOTPOMHbDIX
JIeKapCTBEHHbIX NPenapartos, IeKapcTBEHHbIX NPenapaTos,
o6nagatlowmx aHaboMUYEeCKO aKTMBHOCTbIO, MHbIX IEKAPCTBEHHbIX
npenapaTos, NogNeXKalmux NnpeaMeTHO-KO/IMYECTBEHHOMY yUeTy

19. OTI'IyCK HAaPKOTUYECKUX WU NCUXOTPOMHbLIX NEKAPCTBEHHbLIX MNPenapaTtoB, /1€KaAPCTBEHHDbIX
npenapartos, o6nap,a|ou1,mx aHabosmMyeckom dKTUBHOCTbIO, NNIEKAPCTBEHHbLIX MPenapaTos, nogaexawmnx
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npeaMeTHO-KONIMYECTBEHHOMY  y4yeTy,  ocywectsasetca  dapmaueBTMYeCKUMKU  paboTHMKamM,
3aHUMAOLWMMM JONKHOCTU, BKAOYEHHbIE B MEpPeYEHb A0IKHOCTEN GapMaLLEBTUYECKMX U MELANLMHCKUX
paboOTHMKOB B OpraHM3aumaAX, KOTOPbIM NPEAOCTaBAeHO NPABO OTNYCKA HAPKOTMYECKUX SIEKAPCTBEHHbIX
npenapaTtoB W MNCUXOTPOMHbIX JIEKAPCTBEHHbIX MPENnapaToB GUBUYECKMM NiMLAM, YTBEPMKAEHHbLIN
npukasom MuHUCTEPCTBA 34paBooOXpaHeHns Poccuickoinnt ®epepaumm o1 7 ceHTabpa 2016 r. N 681H
(3apernctpuposaH MuHUCTepcTBOM tOCTULMM  Poccuiickon degepaummn 21 ceHtabps 2016 r.,
perucTpaunoHHbiii N 43748).

20. HapKoTuyeckme M NCUXOTPOMHbIE JIEKAPCTBEHHblE MpenapaTtbl cnucKa |l, 3a UcKaYeHuem
NIeKapCcTBEHHbIX MpenapaTtoB B BuAe TPaHCAEPMA/bHbIX TepaneBTUYECKUX CUCTEM U NeKapPCTBEHHbIX
npenapaTos, COAEp)KalMX HAPKOTUYECKoe CpeacTBO B COYETaHUM C aAHTAarOHUCTOM OMUOUAHbLIX
peLenTopoB, OTMNYCKAlOTCA Npu npeabABAeHUN OOKYMEHTa, YAO0CTOBEpANLWero JIMYHOCTb, Juuy,
YKa3aHHOMY B peLienTe, ero 3aKoHHOMY NpeacTasuTento <17> uanm nuuy, umetowemy obopmaeHHYo B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon Pepepauymm L0BEPEHHOCTb HA NPABO NOJIYYEHUS TaKMUX
HAPKOTUYECKMX U NCUXOTPOMHbIX IEKAPCTBEHHbIX NPENApPaToB.

(8 peq. Mpukasa MuH3sgpasa Poccum ot 07.07.2020 N 683H)

<17> B OTHOLWEHUM N1LA, YKa3aHHOro B Yactu 2 ctatbl 20 PegepanbHOro 3akoHa ot 21 Hoabps
2011 r. N 323-d3 "Ob6 ocHOBax oOxpaHbl 340p0Bbs rpaxaaH B Poccuiickonn Pepepaunn” (CobpaHue
3aKoHogaTenbcTBa Poccninckont deaepaummn, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446; 2013, N 27,
cT. 3459, 3477; N 30, ct. 4038; N 39, cT. 4883; N 48, c1. 6165; N 52, cT. 6951; 2014, N 23, cT. 2930; N 30,
cT. 4106, 4206, 4244,4247,4257; N 43, c1. 5798; N 49, c1. 6927, 6928; 2015, N 1, cT. 72, 85; N 10, cT. 1403,
1425; N 14, c1. 2018; N 27, cT. 3951; N 29, cT1. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT. 9, 28;
N 15, ct. 2055; N 18, cT. 2488; N 27, cT. 4219).

21. HapKoTu4yeckMe U NCUXOTPOMHbIE NeKapCTBEHHble npenapaTtbl cnucka Il (3a uckaoyeHnem
NIeKapCTBEHHbIX NPenapaToB B BMAE TPaHCAEPMAbHbIX TepaneBTUYECKMX CUCTEM W NIEKAPCTBEHHbIX
npenapaTos, COAEPKALWMX HAPKOTUYECKOEe CPeAcTBO B COYETAaHMM C AHTAarOHUCTOM OMUOUAOHbIX
peuenTopoB), NpeAHasHaYeHHble AN [pPaXgaH, WMelWwMx npaBo Ha 6ecnnatHoe MosyvyeHue
NeKapCTBEHHbIX NPenapaToB UM NOJNyYeHME NEKAPCTBEHHbIX NMPENAPATOB CO CKMAKOM, OTNYCKatoTCA Npu
npeabsaBNeHUMM pelenTa, BbINMMCAHHOMO Ha peuentypHom 6naHke ¢dopmbl N 107/y-HM, u peuenTa,
BbIMMCAHHOrO Ha peLenTypHom 6naHke popmbl N 148-1/y-04 (n).

(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

JleKkapcTBeHHble npenapaTbl, YKasaHHble B ab3auax TpPeTbem - BOCbMOM MyHKTa 4 HacCTOALMX
MpaBun, npegHa3HaYeHHble 4NA rpaXaaH, UMEILLMX MPaBo HA NOAyYeHWe IeKapCTBEHHbIX MpenapaTos,
OTNyCKaeMblx 6eCnaaTHO UM CO CKMAKOW, OTNYCKAOTCA Npu NpeabaBAeHUN peLenTa, BbINMMCAHHOTO Ha
peuenTypHom 61aHKe dopmbl N 148-1/y-88, 1 peuenTa, BbINMCAHHOIO Ha peLenTypHOM 61aHKe Gopmbl
N 148-1/y-04 (n).

(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

22. Mocne oTnycka HapKOTMUYECKUX M NCUXOTPOMHbIX IEKaPCTBEHHbIX NPenapaTos cnucka Il, B Tom
yncne B BUAE TPaAHCAEPMAbHbIX TEPAaNeBTUYECKMX CUCTEM U JIEKAPCTBEHHbIX MPEnapaToB, CoAepKaLLMX
HapKOTUYECKOe CPeACTBO B COYETAHMM C aAHTArOHWCTOM OMUOWMAHbLIX PELENTOPOB, MCUXOTPOMHbIX
NeKapCTBEHHbIX MNpenapatoB cnucka |l anuy, NonyymBlIeMy fNeKapcTBEHHbIM npenapaT, BblaaeTcs
CUrHaTypa C »KeNTolM MOA0CON B BEPXHEW YacTM M HAAMUCHIO YepHbIM WPUGTOM Ha Helr "CurHatypa', B
KOTOPOM YKa3blBalOTCA:

(8 pea. Mpukasa MuH3sapasa Poccum o1 07.07.2020 N 683H)

HanmeHoBaHWE N agpec MeCTOHaxXoXaeHNA anTeKN NN aNTe4YHOro NyHKTa,

HOMepP 1 AaTa BbIMMCAaHHOIO peuenTa;
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damunna, nma, otyecTso (NpM HaAMUYUM) AULA, ANA KOTOPOro npefiHasHadyeH NeKapCTBEHHbIN
npenapar, ero Bo3pacT;

HOMEp MeAMLMHCKOM KapTbl MauueHTa, NoJiydyatowero MegmumHCKyo MoMolb B aMbynaToOpHbIX
YCNOBMSAX, AJ19 KOTOPOro NpeAHa3HayYeH IeKapCTBEHHbIM Npenapar;

damunna, nma, otyecTso (NpM HaAMYMK) MeAULMHCKOro paboTHUKa, BbINMCABLLEro PeLenT, ero
KOHTAKTHbIN TenedoH nmbo TenedpoH MmeanUMHCKOM opraHm3aumu;

cofep)KaHue peLenTa Ha TATUHCKOM f3blKe;

dbamunusa, ums, OT4ecTBO (NpW  HaaMummu) M nognuch  GapmaueBTUYECKOro pPaboTHUKa,
OTMYCTUBLLErO JIeKapCTBEHHbIV Npenapar;

[aTa OTMyCKa NeKapCcTBEHHOrO npenapara.

23. OTNyCK 3TMA0BOrO CNMPTa NPOM3BOAMUTCA NO PeLLenTy C YY4EeTOM YCTaHOB/NEHHbIX TpeboBaHuMi K
06bemMy Tapbl, yNaKOBKE U KOMMNAEKTHOCTU JIeKapCTBEHHbIX NpenapaTos <18>.

JlekapcTBeHHble Mpenapatbl, COAEep)KallMe 3TUOBbIM CNUPT, B TOM YWUC/IEe WU3TOTOB/IEHHbIE MO
peuenTy CybbeKkTOM PO3HUYHOMN TOProBAU, UMEIOLLMM NIULLEH3UIO HA GapMaLLEeBTUYECKYIO AeATe/IbHOCTb
C MNpaBOM M3rOTOB/IEHUS JIeKAapPCTBEHHbIX MPEenapaToB, OTMYCKAOTCA C YYETOM YCTaHOBJ/IEHHbIX
TpeboBaHWI K 06beMy Tapbl, yNaKOBKE M KOMMIEKTHOCTU JIEKAPCTBEHHbIX NpenapaTos <18>.

<18> Yactb 4.1 ctaTbu 45 depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-$3 "06 obpaleHuu
NnekapcTtBeHHbIx cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuiickont deaepauymm, 2010, N 16, cT. 1815;
2014, N 52, ct. 7540; 2015, N 51, c1. 7245), noctaHoBneHue Mpasutenbctea Poccuiickon ®egepaunm ot
23 utona 2016 r. N 716 "O nopagke ¢opmMpOBaHWUS MEpPeYHs NIEKAapPCTBEHHbIX NpenapaTtoB Ans
MeAMULMNHCKOro NPUMEHEHMA, B OTHOLIEHWW KOTOPbIX YCTaHaBAMBAtOTCA TpeboBaHMA K obbemy Tapsbl,
YNaKoBKE U KOMMJIEKTHOCTM, NepeyHa IEKAapPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOIo NpUMeEHeHus, B
OTHOLLEHMM KOTOPbIX YyCTaHaB/MBAOTCA TpeboBaHMA K 06bemMy Tapbl, U onpeaeneHns Taknmx TpebosaHnin"
(CobpaHune 3akoHogaTenbcTBa Poccninckont deaepaumm, 2016, N 31, ct. 5030).

24, 3aﬂp6LI.I,aETCﬂ pasp,eanblﬁ OTNYCK /1eKapCTBEHHbLIX CpeacTts, BXoaAWwWX B COCTaB
NEeKapCTBEHHOro nNpenapara, U3rotaBinBaemoro CYG'beKTOM pO3HM‘4HOﬁ TOprosaun.

25. 3anpelaeTtca OTNYCK CyObeKTOM PO3HMYHOW TOProB/AM MO pPeLenTam BeTEPUHAPHbIX
opraHusauumn:

HAPKOTUYECKUX N NMCUXOTPONMHbIX 1EKAPCTBEHHbIX MPENAPaTOB,
NeKapCTBEHHbIX MPenapaTos, o6na,c|,arou.|,v|x aHabosnyeckomn dKTUBHOCTbIO,
MHbIX Ne€KapCTBEHHbIX NPeNapaToBs, NnoanexXawnx npegmeTHO-KO/IMYECTBEHHOMY YHETY;

KOM6MHMpOBaHHbIX NNEKAPCTBEHHbIX NpenapaTtos, coAepXalWwnX HaAPKOTUYECKME Ccpeacrtsa UIU
NCUXOTPOIHbIe BeLlecTBa, BHECeHHble B CUCOK Il [TepeyHsa, N3rotosBneHHbIX B anTeyHom OopraHunsauuu,

NNeKapCTBEHHbIX MPenapaTos, OTNYCKaeMbIX 6ecnnaTHO UK co CKMAKO%,‘

NeKapCTBEHHbLIX NpenapaToB B XWAKOM NeKkapcTBeHHOM ¢opme, cogeprawmx 6onee 15%
3TMN0BOrO CNUPTa OT 06beMa FOTOBOM NPOAYKLMM;

JIeKapCTBEHHbIX NpenapaTtos, oTHocAWMXcA No ATX K aHTUNCMXoTUYecKMm cpeacrteam (Kog NOSA),
aHKcnonmTnKkam (Kog NOSB), CHOTBOPHbIM M ceaaTMBHbIM cpeactBam (Kog NO5C), aHTUgenpeccaHTam


consultantplus://offline/ref=B2774D45AB40B4614367739B87469A9E2074C7B75D95C751C139DF3DEA136851DD830DF99BF44A6523AEA16E773A9967F3399F2E36fEV5I
consultantplus://offline/ref=B2774D45AB40B4614367739B87469A9E2171C0BC5A93C751C139DF3DEA136851CF8355F39AF45F3171F4F66377f3V2I
consultantplus://offline/ref=B2774D45AB40B4614367739B87469A9E2074CBBE5C90C751C139DF3DEA136851DD830DFF98FD40367AE1A03231668A65F9399D2D2AE6B4FCf5V1I

(koa NOBA) 1 He nognexKawmx NnpegMeTHO-KOIMYECTBEHHOMY y4eTy.
(n. 25 B pepa,. Mpukasa MuH3gpasa Poccun ot 07.07.2020 N 683H)

lll. Tpe6oBaHKMA K OTNYCKY IeKAPCTBEHHbIX NPenapaToB
no Tpe6oBaHMAM-HaKNA4HbIM MeAULNHCKUX OpraHM3aumii,
MHAUBUAYANbHBIX NPeAnpUHMMaTeNei, MMeloLWUX NLEeH3UI0
Ha MeAULMHCKYIO AeATeNbHOCTb

26. TpeboBaHWe-HaKNa4HAA HA OTNYCK JIEKAPCTBEHHbIX NPenapaToB 0popMAAETCA B COOTBETCTBUM
¢ WHcTpyKumelt o nopagKe BbIMUCbIBAHMA JIEKAPCTBEHHbIX MpenapaToB M 0GOPMNEHUA PeLenToB U
TpeboBaHMN-HAKNAOHbIX, YTBEPKAEHHON NPUKazom MUHUCTEPCTBA 34PaBOOXPaHEHUA U COLMANbHOIO
pa3BuTuAa Poccuinckoin Pepepaumm ot 12 dpespana 2007 r. N 110 "O nopasKe HazHAYe€HMA M BbINUCbIBaHUA
JIeKapCTBEHHbIX NPenapaToBs, U34Ee/MA MeAULUMHCKOrO Ha3HaYeHMA U Cneuman3npoBaHHbIX NPOLYKTOB
NevyebHoro nutaHma" (3apermctpmpoBaH MUHUCTEPCTBOM toCTULMKM Poccuiickolt ®eaepaunn 27 anpens
2007 r., pernctpaumoHHbiv N 9364) <19>.

<19> C nsmeHeHuAMM, BHECEHHbIMM NPUKa3amu MUHUCTepCTBa 34pPaBOOXPAaHEHMNA U COLMANBHOIO
pa3sutua Poccuinckoit Pepepauumn ot 27 asrycta 2007 r. N 560 (3apeructpupoBaH MUHUCTEPCTBOM
toctuumm Poccuiickoli depepauumn 14 ceHtabpsa 2007 r., pernctpaumoHHbin N 10133), ot 25 ceHTAbpA
2009 r. N 794H (3apernctpupoBaH MuUHUCTEPCTBOM HOCTULMM Poccuitickon Pepepaumm 25 Hoabpa 2009 r.,
permctpaunoHHbiii N 15317), ot 20 aHBapa 2011 r. N 13H (3apeructpupoBadH MUHUCTEPCTBOM HOCTULMNN
Poccuiickon depepaumm 15 mapta 2011 r., peructpaumoHHbit N 20103), npukasamn MuHuUcTepcTBa
34paBooxpaHeHua Poccuiickoir Pepepaumm ot 1 asrycta 2012 r. N 54H (3apeructpupoBaH
MuHUcTepcTBOM tocTMLMKM Poccuiickolnt deaepauymm 15 asrycta 2012 r., peructpaumoHHbiit N 25190), ot
26 deBpana 2013 r. N 94H (3apeructpmpoBaH MuHucTepcTtBom tocTUUMK Poccuitckoit deaepaumm 25
nioHA 2013 r., pernucrtpaymoHHbin N 28881).

ﬂ,Ol‘IYCKaETCﬂ OTNYCK NEKAPCTBEHHbLIX MpenapaTtoB no TpE6OBaHMﬂM-HaKﬂa,ﬂ,HbIM MeaNULLUHCKNX
OpFaHM3aLLMl>'1 n nHOnBNAYanbHbIX npep,rlpMHMN\aTeneﬁ, nmvewuwmnx nnUUeH3NI Ha MeguunHCKYHo
AeATeNbHOCTb, Od)OpMJ'IeHHbIM B 3/IEKTPOHHOM Buae, ecam meanunHCKaAa  opraHunsauuA,
MH,CI,MBMAyal'IbeIVI npegnpuHnmatennb, VIMeIOLLI,VIﬁ NNUEH3UIO Ha MEAULIMHCKYIO AEATENIbHOCTb, U Cy6'beKT
pO3HMHHOﬁ TOpros/in  ABNAKOTCA COOTBETCTBEHHO Y4aCTHUKaMU  CUCTEMDI VIH(I)OpMaLI,VIOHHOI'O
B3aMMO,CI,EI7ICTBVIﬂ no 06MeHy cBegeHnamm.

27. OTNYCK HApPKOTUYECKMX MU NCUXOTPOMHbIX JIEKaPCTBEHHDBIX NPenapaToB CNMcKa |l, NCUXOTPOMHbIX
NNeKapCTBEHHbIX MpenapaToB crnucka lll, MHbIX NEeKAPCTBEHHbIX NPenapaTos, NoAaJexKawmx npegmMmeTHo-
KO/IMYeCTBEHHOMY Y4YeTy, B TOM 4Yucie OTNycKaembix 6e3 peuenTta, OCYLWECTBAAETCA NO OTAEe/bHbIM
TpeboBaHMAM-HaKAAAHbIM.

28. 3anpeLaeTca OTNYCK HAPKOTUYECKMX U MCUXOTPONMHbIX 1IEKaPCTBEHHbIX MpenapaTos cnucka ll, B
TOM 4ucie B BMAE TPaAHCAEPMA/bHbIX TEpaneBTUYECKUX CUCTEM U JIeKapCTBEHHbIX MpPenapaTos,
copepalmx HapKOTUYECKoe CpPeactBo B COYETAHUM C aHTArOHUCTOM OMWOMAHbLIX PeLLenTopos,
NCUXOTPOMHbIX JIEKAPCTBEHHbIX NPenapaToB cnucka Il no TpeboBaHMAM-HaKNaLHbIM UHAMBUAYANBHOIO
npeanpUHUMATENA, UMEIOLLETO INLLEH3MIO HA MEeANLMHCKYIO AeATeNbHOCTb <20>.
(8 pea. Mpukasa MuH3sapasa Poccum o1 07.07.2020 N 683H)

<20> MyHKT 4 cTaTbM 31 PenepanbHoro 3akoHa oT 8 aHBapa 1998 r. N 3-®3 "O HapKOTUYECKMX
CpeacTBax v NCMXoTponHbIX BewecTBax" (CobpaHue 3akoHoaaTenbCcTBa Poccuiickol depepaumm, 1998, N
2,cT.219; 2003, N 27, cT. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).

29. Tlpu OTNycKe feKapCTBEHHbIX nNpenapatoB ¢apmaueBTUYECKNA PaboTHWK npoBepaeT
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Hagsexaulee obopmieHne TpeboBaHMA-HAKNAAHOMW M NPOCTAaBAAET HA HEM OTMETKY O KO/iM4yecTese u
CTOMMOCTW OTMYLLLEHHbIX JIEKAPCTBEHHbIX NPEenapaTos.

30. Bce TpeboBaHUA-HaKAaAHble, MO KOTOPbIM OTMYLLEHbI IEKaPCTBEHHbIE NpenapaTbl, noanexKar
OCTaBNEHMUIO N XPaHEHUIO Y CybbeKTa PO3HUYHOMN TOPrOBAK:

Ha HaApPKOTUYECKUE U TMCUXOTPOMHbIE JIEKAaPCTBEHHbIE MNpPenapaTtbl cCnucka Il, ncMxoTponHbie
NleKapcTBeHHble npenapaTbl cnuncka Il (B OTHOWEHUM anTeK U anTeYHbIX NYHKTOB) - B TEYEHME NATU NIET;

Ha JIeKapCTBEHHbIE npenaparbl, NoAsexKallme NpPeaMeTHO-KOJIMYEeCTBEHHOMY YYeTy, - B TeYyeHue
Tpex ferT;

Ha UHble N1IeKapCTBEHHbIE NpenapaThbl - B Te4eHne ogHOoro roga.

31. HapyweHue nNepBUYHOM YMNAKOBKM JIEKAapPCTBEHHOro npenapata MpW ero OThycke no
TpeboBaHMIO-HaKNAAHOW AonycKaeTca CyObeKTOM PO3HMYHOM TOProBAW, MMEKWMM AULEH3UIO Ha
bapMaueBTUYECKYIO AEATEIbHOCTb C MPAaBOM M3rOTOB/IEHMA IEKAPCTBEHHbIX NPenapaTos. B Takom ciyyae
OTNYCK JIEKAaPCTBEHHOIO MNpenapaTta OCYLLEeCTBAAETCA B YNaKoBKe, OPOPM/IEHHOW B YCTAaHOB/IEHHOM
nopszke <21>, ¢ NpefoCTaBAeHNEM UHCTPYKLMU (KOMUKU MHCTPYKLMK) MO NPUMEHEHUIO OTMYCKAaeMOro
NleKapCTBEHHOro npenapara.

<21> Mpwukas MwuH3gpaBa Poccum ot 26 okTabpa 2015 r. N 751H "O6 yTBEepXKAEHMU NpaBun
M3roTOB/JIEHMA W OTMYCKA /SIEKAPCTBEHHbIX MpPenapaToB A8 MEeAMLMHCKOrO NPUMEHEHUS anTeYHbIMU
OpraHM3aumMaAMK,  UHAMBUAYAJbHBIMKM  NPEANPUHUMATENAMM,  UMELWMMU  JIMLEH3NI0  Ha
dapmaLeBTUUECKYIO AeATeNbHOCTb"  (3apernctpupoBaH MUHUCTEPCTBOM  tOCTUUMKM  Poccuinckoit
depepaumnm 21 anpens 2016 r., pernctpaumnoHHbii N 41897).

IV. Ocob6eHHOCTU OTNYCKa NeKapCTBEeHHbIX Npenaparos
no peuentam B popme 3/IeKTPOHHOTO JOKYMEHTA
(sBepeHo Mpukaszom MuH3sapasa Poccum o1 07.07.2020 N 683H)

32. OTNycK NeKapCTBEHHbIX MPenapaTtoB Mo peuentam B GOpme 3SNEKTPOHHOro [OKYMEHTA
OCYLLECTBAAETCA aNnTeKaMW, aNnTEYHbIMM MNYyHKTaMW U MHAUBUAYANbHbIMU  NpPEeAnPUHUMATENAMM,
yKa3aHHbIMW B MyHKTe 3 Hactoawwmx Mpasun (ganee - anTeyHble OpPraHM3aLMK), PacnoNoKeHHbIMW Ha
TeppuTopun cybbekTa Poccuitickonn degepaumm, B KoTopom odopmieH peuenTt B GOpMe 3N1EKTPOHHOTIO
AOKYMEHTa, B C/ly4ae MPUHATMA YMNOJHOMOYEHHbIM OpraHom cybbeKkta Poccuiickoit depepaumm B
COOTBETCTBUM C NYHKTOM 4 cTaTbk 6 PeaepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-$3 "0O6 obpaweHmm
NekapcTtBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccnitickoit depepauum, 2017, N 31, cr. 4791)
peleHnsa 06 NCnosb30BaHMM Ha TeppUTOPUN cybbekTa Poccuiickoit ®eaepaumn Hapaay ¢ peuentamm Ha
NeKapCTBEeHHble NpenapaTtbl, 0GOPMAEHHbIMMU Ha ByMaxKHOM HocuTese, PeLenToB Ha NeKapCTBEHHbIE
npenapatbl, cpopMMPOBAHHDLIX B GOPME 3/1EKTPOHHbIX JOKYMEHTOB (Aanee - pelleHne YNoNIHOMOYEHHOTO
opraHa cybbeKTta Poccuitckort degepaunn).

33. AnTeyHble OpraHM13aLMm SOMXKHbI UMETb NOAKNIOUYEHWE K FOCYAaPCTBEHHON MHOOPMALMOHHOWM
cucteme B chepe 34paBooxpaHeHma cybbekTa Poccuiickoit degepaunn <21> (aanee - cuctema), Kotopoe
obecneynBaeTca yNoJHOMOYEHHbIM OPraHOM BAacTU cybbeKTa Poccuitickolt degepaunu.

<21> MNocraHosneHue MpaButenbcrtea Poccuniickont Peaepaumm ot 5 maa 2018 r. N 555 "O eguHoii
rocygapctBeHHon  MHPOpPMaUMOHHOM  cucTeme B chepe  3apasooxpaHeHus"  (CobpaHue
3aKoHopgaTtenbcTBa Poccuiickoit ®epepaunn, 14 man 2018 r., N 20, cT. 2849; 2019, N 6, cT. 533).

TexHUYeckne TpeboBaHMA K MHGOPMaLMOHHOMY OBMEHY MexKAy anTeyHoW opraHusaumein u
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CUCTEMOI, B TOM Ymncne TpeboBaHUA K naeHTUdMKaumm peuenta B GOpme 3/1EKTPOHHOIO AOKYMEHTA U
mua, obpaTnBLLEroca 3a OTNYCKOM JIEKAPCTBEHHbIX NPENapaToB MO TaKMM peuenTam, YCTaHaBIMBAOTCA
pelleHnem ynosHOMO4YEeHHOro opraHa cybbekTta Poccuitckoit Pegepaunm.

34. OTnycK J/IeKapCTBEHHbIX MpenapaToB Mo peuentam B GoOpMe 3/1EKTPOHHOro AO0KYMEHTa
OCYLLEeCTBASIETCA /MLy, YKasaHHOMYy B peuente nnMbo ero 3akoHHOMY npepcTasuTento, Avbo auuy,
KOTOpOE NINL,0, YKa3aHHOE B PELLENTE, UM €70 3aKOHHbIN NpeaCcTaBUTEb YNOJHOMOUYMAM HA NONyYEHUE
JNleKapCcTBEHHbIX NpenapaTos.




