[lokyMeHT npeaocTaBneH KoHcynbTaHTInoc

3apeructpmpoBaHo B MuHtocte Poccum 8 ceHTabpa 2017 r. N 48125

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUMA

NMPUKA3
ot 11 uiona 2017 r. N 403H

OB YTBEPYAEHUW NPABUN
OTNYCKA NEKAPCTBEHHBIX NPEMNAPATOB A1 MEAULMHCKOTO
NPUMEHEHUSA, B TOM YUCIE UMMYHOBUO/TIOTMYECKUX NEKAPCTBEHHBIX
NPENAPATOB, ANTEYHbIMWU OPTAHU3ALMAMU, UHANBUAYA/IbHLIMU
NPEANPUHUMATENAMM, UMEIOLLUMMU JINLEEH3UIO
HA ®APMALIEBTUYECKYIO AEATENbHOCTb

CNMCOK M3MEHALWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3gpasa Poccum ot 07.07.2020 N 683H)

B cooTBeTCcTBUM CO CTaTbel 55 denepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-93 "0O6 ob6paLyeHUn
NekapcTeeHHbIX cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccunitickont eaepaumm, 2010, N 16, cT. 1815; N 31,
cT. 4161; 2013; N 48, cT. 6165; 2014, N 52, c1. 7540; 2015, N 29, cT. 4388; 2016, N 27, cT. 4238), NyHKTOM 3
ctatbn 12 PepepanbHoro 3akoHa oT 17 ceHtAbps 1998 r. N 157-®3 "O6 ummyHonpodunakTuke
MHPEKUMOHHBbIX bonesHein" (CobpaHue 3akoHogaTenbcTBa Poccuninckonn depepaumm, 1998, N 38, cT. 4736;
2009, N 1, ct. 21; 2013, N 48, c1. 6165) 1 nognyHKTamu 5.2.169, 5.2.183 MonoxkeHna o MuHucTepcTBe
34paBooxpaHeHunsa Poccuiickon deaepaunm, yTeepaeHHOro noctaHosaeHnem lNpasutensctea Poccmnckom
depepaunn ot 19 nioHa 2012 r. N 608 (CobpaHue 3akoHoaaTenbcTBa Poccuitickoi deaepauum, 2012, N 26,
cT. 3526; 2013, N 16, cT. 1970; N 20, c1. 2477; N 22, c1. 2812; N 33, cT. 4386; N 45, cT1. 5822; 2014, N 12, cT.
1296; N 26, cT. 3577; N 30, cT. 4307; N 37, cT. 4969; 2015, N 2, c1. 491; N 12, c1. 1763; N 23, cT. 3333; 2016, N
2,cT.325; N9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT1. 5255; N 49, c1. 6922; 2017, N 7, cT. 1066),

NPWKa3sbiBalo:

1. yTBepAMTb npasunjia OTNyCKa NIEKAPCTBEHHbIX NpenapaTtos 414 MeanUnNHCKOro npyuMmeHeHuA, B TOM
yucne MMMYHO6MOJ'IOI'VI'~IECKI/IX NEKAPCTBEHHDbIX npenapaTos, anTevyHbIMU OopraHnsaumnamm,
NMHOnBNAyaabHbIMU NpeanpPUHNMATENAMU, UMELWLNMAU NTMUEH3SUNIO Ha d)apw\au,eBTquCKyro AEATENIbHOCTD,
COrnacCHoO NpPpUIOXeHULo.

2. Mpu3HaTb yTPaTUBLUUMU CUNY:

npuKkas MuHUCTepCTBa 34pAaBOOXPAHEHUA U COLManbHOro pa3sutma Poccuiickon Pepepauymm ot 14
nekabpsa 2005 r. N 785 "O Mopaake oTnycka ieKapcTBEHHbIX cpeacTts” (3apernctpuposaH MuHUcTepCcTBOM
tocTnumnm Poccuinckoit depepaumm 16 ausapsa 2006 r., pernctpaumoHHbii N 7353);

npukas MUWHUCTEPCTBA 34PaBOOXPAHEHUS U COUMaAnbHOro passutuA Poccuiickoit degepauun ot 24
anpens 2006 r. N 302 "O BHeceHUM U3MEHEeHUI B NpuKas MUHUCTEePCTBA 34paBOOXPAHEHUS U COLLMANBHOIO
pa3sutma Poccuiickoit ®eaepaumm oT 14 pekabpa 2005 r. N 785" (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumnm Poccninckoit ®egepaumm 16 man 2006 r., pernctpaumoHHbin N 7842);
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npukas MUHUCTEPCTBA 34PaBOOXPAHEHUA U COUManbHOro pa3sutuA Poccuitckont Pepepauyn ot 12
deBpans 2007 r. N 109 "O BHeceHUM u3MeHeHMI B [lopAgOK OTMNYyCKa JIEKApPCTBEHHbIX CPeacTs,
YTBEPXKAEHHBIN NpUKasom MUHUCTEPCTBA 34PaBOOXPAHEHUSs WM COUMANbHOrO pa3BuTUA Poccuickoin
depepaunn ot 14 pekabpa 2005 r. N 785" (3apernctpupoBaH MuHUCTEPCTBOM tOCTUUMKM Poccuitckol
depepaunn 30 mapta 2007 r., pernctpaLmoHHbin N 9198);

npuvkas MWHWUCTEPCTBa 34paBOOXPAHEHMA U COLMaANbHOrO passuTMA Poccuitickoit ®epepaumm ot 6
asrycta 2007 r. N 521 "O BHeceHUW n3MmeHeHW B NopAAOK OTNYCKA JIEKaPCTBEHHbIX CPEACTB, YyTBEPKAEHHbIN
npukasom MUHUCTEPCTBA 34PaBOOXPAHEHUA U couManbHOro passutma Poccuitckoit depepauum ot 14
nekabpsa 2005 r. N 785" (3apeructpupoaH MuHuUcTepcTBOM tOCTUMLMKN Poccuiickon deaepaumm 29 asrycra
2007 r., pernctpaumoHHbiit N 10063).

MuHuctp
B.1.CKBOPLIOBA

MpunoxerHue

K NpuKasy MMUHUCTepPCTBA 34paBOOXPaHeEHMA
Poccuiickoin Pepepaumm

ot 11 uiona 2017 r. N 403H

NMPABUNA
OTNYCKA NNIEKAPCTBEHHbIX NPENAPATOB AN1A MEANLMHCKOIO
NPUMEHEHUA, B TOM YNCNTE UMMYHOBUOJTOTMYECKUX IEKAPCTBEHHbIX
NPEMAPATOB, ANTEYHbIMU OPTAHUSALUNAMU, UHOUBUAYANbHbIMUA
ANPEANPUHUMATENAMU, UMEIOLLUMU NULLEEH3UIO
HA ®APMALEBTUYECKYIO AEATE/IbHOCTb

CNnCOK M3MEHAILWMNX LOKYMEHTOB
(8 pea. Mpukasa MuH3gpasa Poccmun ot 07.07.2020 N 683H)

I. O6wme TpeboBaHUA K OTNYCKY JIeKapCTBEHHbIX NPenapaTos
ANA MeAULMNHCKOro NPMMEHEeHUA

1. HactoAawwme npaBuna onpeaensAldT MNOPSAOK OTAYCKA J/IEKAPCTBEHHbIX MNpenapaTtoB Ana
MeAULMHCKOrO MPUMEHEHUS, B TOM YMCNe MMMYHOBMONOrMYECKUX NIeKapCTBEHHbIX NpenapaTtos (ganee -
JIeKapCTBEHHbIe Npenapatbl), anTeYHbIMU OpraHM3aUMAMU U UHAMBUAYANbHBIMU NpeanpUHUMATENSMU,
UMEIOLLIMMU NULLEH3UIO Ha dapMaLEeBTUYECKYIO AeATeNbHOCTb (Aanee - cybbeKTbl PO3HUYHOM TOpProean), 6es
peuenTta <1> u (MAK) No peuenTy Ha SIeKapCcTBEHHbIN NpenapaT, 0doOpPMAEHHOMY B YCTaHOBAEHHOM NopAaKe
<2> MeAUUMHCKMMM PaboTHMKAMM, @ TaKKe No TpeboBaHMAM-HaKNaAHbIM OPraHU3aLMK, OCYLLLECTBAAOLWEN
MEOVLMHCKYIO AeATeNbHOCTb (ganee -  MeAMUMHCKas  opraHmMsauusa), Wan  WHAUBMAYASIbHOMO
npegnpuHUmaTtens, UMeLWEero JNUEH3UI0 Ha MeAULMHCKYI AeATeNbHOCTb ([afnee COOTBETCTBEHHO -
peuenT, TpeboBaHWe-HakNaaHasn).

(8 pea. Mpukasa MuHsgpasa Poccum ot 07.07.2020 N 683H)
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<1> MNognyHKT "4" nyHKTa 5 Yactn 4 ctatbn 18, noanyHKT "K" nyHKTa 1 yactn 1 ctatbn 33 PegepanbHoOro
3aKkoHa oT 12 anpena 2010 r. N 61-®3 "O6 ob6pauweHnn nekapcTBeHHblx cpeacts” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon degepaumm, 2010, N 16, cT. 1815; N 42, c1. 5293; N 49, cT1. 6409; 2014, N 52,
cT. 7540).

<2> MNpuKasbl MUHUCTEPCTBA 34paBoOXpaHeHnn Poccuiickont Peaepauuu:

oT 14 anBapAa 2019 r. N 4H "O6 yTBEpKAEHMMN NOPAAKA HA3HAYEHMA NEKAPCTBEHHbIX NpenapaTos, Gopm
peuenTypHbix 61aHKOB Ha IeKapPCTBEHHbIE NpenapaThbl, NopAaKa 0popMAEHMA YKa3aHHbIX B1aHKOB, NX y4eTa
N xpaHeHua" (3apeructpupoBaH MuHUCTEPCTBOM tOCTULMK Poccuiickoint depepauymn 26 mapta 2019 r.,
pernctpaunoHHbiit N 54173), ¢ UI3SMeHEeHUsAMM, BHECEHHbIMU MPUKa3zom MUHUCTEpPCTBA 34paBOOXPaHEHUS
Poccuiickoit depepaummn ot 11 gekabpa 2019 r. N 1022H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUN
Poccuiickol ®epepaumm 28 sHeaps 2020 r., perncTpaumoHHbii N 57292) (aanee - npukas N 4H);
(8 pea. Mpukasa MuHsapasa Poccum o1 07.07.2020 N 683H)

ot 1 aBrycta 2012 r. N 54H "O6 yTBepaeHUM popmMbl 6/1aHKOB PELLENTOB, COAEPKALLMX HazHaYeHue
HAapPKOTUYECKUX CPEeACTB WM MCUXOTPOMHbIX BELLeCTB, NOpAAKa WX W3rOTOBJ/IEHUA, pacnpefeneHus,
perucTpaumMmn, yyeta M XpaHeHMA, a TaKxKe npasun odpopmneHua" (3apernctpuposaH MuHUCTEPCTBOM
toctuumnmn Poccuiickot depepaumnm 15 asrycta 2012 r., pernctpaumoHHbii N 25190), ¢ M3MeHeHUsmM,
BHECEHHbIMM NpUKazamu MuHMcTepcTBa 34paBooxpaHeHuna Poccminckon deaepauum ot 30 mioHa 2015 . N
385H (3apeructpupoBaH MuHUcTepcTBOM tocTuumMn  Poccuitckoit degepauum 27 Hoabpsa 2015 r.,
pernctpaunoHHbii N 39868) u ot 21 anpens 2016 r. N 254H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMNM
Poccuiickolt depepaumm 18 utons 2016 r., peructpaumoHHbiii N 42887) (aanee - npukas N 54H).

2. OTNyCK NeKapcTBEHHbIX NPenapaToB 6e3 peuenToB OCyLLeCcTBAAETCA:
anTekamu;

anTeYHbIMWN NYHKTaMU;

anTeYHbIMW KMOCKaMK;

UHAMBMAYANIbHBIMW  NpeAnpUHUMaTENAMWU, UMEIWUMN  IMLEH3NI0 Ha  dapmMaLeBTUYECKYIo
AesATeNbHOCTb (Aanee - UHANBUAYaANbHbIA NpeanpuHMMaTENb).

3. OTI'IyCK NEeKapPCTBEHHbIX NPenapaTos No peuenTam OCyLeCTBNAETCA:
anTeKamu;
aNTeYHbIMUN NYHKTaMMW;

WHAMBMAYANbHLIMU NpeanpuHUMATENs MM (38 UCKAOYEHMEeM OTMNYCKa HapKOTUYECKUX CPeacTs U
NMCUXOTPOMHbIX BELLECTB, BKJAKYEHHbIX B NepevyeHb HAPKOTUUYECKMX CPeacTB, MCUXOTPOMHbIX BELWECTB U UX
NMPeKypcopoB, nognexKalmx KoHTposto B Poccuiickoit Pepepaumn, yTBEPKAEHHbIM MNOCTAaHOBAEHUEM
MpasuTenbctea Poccuiickon ®eaepauymm ot 30 nroHA 1998 r. N 681 <3> (ganee cooTBETCTBEHHO - NepeyeHs,
HAaPKOTMYECKNE M NCUXOTPOMHbIE IEKAaPCTBEHHbIE NpenapaTbl).

<3> CobpaHue 3akoHoaaTenbcTBa Poccuinckon Pegepaumnm, 1998, N 27, c1. 3198; 2004, N 8, cT. 663; N
47, ct. 4666; 2006, N 29, c1. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572; 2010, N 3, cT.
314; N 17, cT.2100; N 24, c1. 3035; N 28, c1.3703; N 31, cT. 4271; N 45, cT. 5864; N 50, cT. 6696, 6720; 2011,
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N 10, ct. 1390; N 12, c1. 1635; N 29, cT. 4466, 4473; N 42, c1. 5921; N 51, c1. 7534; 2012, N 10, c1. 1232; N 11,
cT. 1295; N 19, cT. 2400; N 22, cT. 2864; N 37, c1. 5002; N 48, cT. 6686; N 49, cT. 6861; 2013, N 9, cT. 953; N 25,
cT. 3159; N 29, c1.3962; N 37, cT. 4706; N 46, cT. 5943; N 51, cT1. 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, c1. 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, cT. 671; N 10, cT. 1481.

OTI'IyCK HAPKOTUYECKNX U NCUXOTPONHbIX NEKAPCTBEHHbIX NMPENAPATOB NO pelenTam OCYyLWeCTBAAETCA
anTekamm M anTe4HbiMn NYHKTaMu, MMmerwnmm nnNUeH3no Ha EeATENIbHOCTb NO o6op0Ty HapPKOTUYECKUX
cpeacTs, NCUXOTPOMHbIX BEWECTB U X NPEKYPCOPOB, KYZIbTUBUPOBAHUIO HAapPKOoCoAepHKaLKUX paCTEHMVI.

OTNYCK UMMYHOBMOIOMMYECKUX SIEKAPCTBEHHbIX NPenapaToB Mo peLenTam OCYLLecTBAAETCA anTekamm
M anTeYHbIMM NYHKTaMMU.

4. Mo peuenTam, BbIMMCaHHbIM Ha peuenTypHbix 6aaHkax ¢opmbl N 107/y-HM <4>, oTnyckatoTtca
HapKOTMYECKME N NCUXOTPONHbIE IeKapCTBEHHbIE NpenapaTbl, BHeceHHble B CNMCOK HapKOTUYECKUX CPeacTB
M NCUXOTPOMHbIX BeLecTs, 060poT KoTopbix B Poccuiickoit ®eaepaunm orpaHnYeH U B OTHOLWEHUM KOTOPbIX
YCTAHaB/AMBAIOTCA Mepbl KOHTPOAA B COOTBETCTBMM C 3aKoHoZaTenbcTBOM Poccuiickon ®Pepepaunun wm
MeXAYHapoaHbIMK aorosopamu Poccuitickon degepaumnm (cnucok ll), MNepeyHs (aanee - HapKoTUYECKME U
MCUXOTPOMHbIE IEKAPCTBEHHbIE NpenapaTbl cnucka ll), 33 UCKAOYEHMEM HAPKOTUYECKMX M MCUXOTPOMHbIX
NIeKapCTBEHHbIX MNpenapaToB B BuAE TPaHCAEPMasibHbIX TepaneBTUYECKUX CUCTEM WU JIEKapCTBEHHbIX
npenaparos, COAePKaLLMX HAPKOTUYECKOe CPeaCTBO B COYETaHMN C aHTAarOHUCTOM ONMMOUAHbIX PeLLenTopOoB.
(8 pea. Mpukasa MuHsapasa Poccum ot 07.07.2020 N 683H)

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

Mo peuenTam, BbINMMUCaHHbIM Ha peLenTypHbix 61aHKax dopmbl N 148-1/y-88, oTnycKatoTes <5>:

<5> MNyHKT 10 nopAagKa Ha3Ha4YeHUA NeKapCTBEHHbIX NPENapaToB, yTBEPKAEHHOTO NpuKasom N 4H.
(cHocKa B pea. Mpukasa MuH3apasa Poccum ot 07.07.2020 N 683H)

NMCUXOTPOMHbIE SIEKAPCTBEHHbIE NpPenapaTtbl, BHeCEHHble B CMMCOK MCUXOTPOMHbIX Beliects, obopoT
KoTopbiXx B Poccuiicko Pepepaupmmn orpaHUyYeH M B OTHOLWIEHMM KOTOPbIX [AOMYCKAeTCA WCKAYeHue
HEKOTOPbIX Mep KOHTPO/AA B COOTBETCTBMM C 3aKOHOAATeNbCcTBOM Poccuiickon Pepepauuun
MeXAyHapoaHbIMM goroBopamm Poccuiickon ®egepaumnn (cnucok lll), NepeyHs (ganee - NCUXOTPOMHbIE
NleKapcTBeHHble Npenapatbl cnucka lll);

HapKOTMYECKME W NMCUXOTPOTHbIE JIEKAPCTBEHHbIE MpenapaTbl CiucKa Il B BUAe TpaHCAEpMasbHbIX
TepaneBTUYECKMUX CUCTEM M JIEKAPCTBEHHbIE MPENapaThl, COAepPrKaLLMe HaPKOTUYECKOE CPeACTBO B COYETAHUN
C aHTaroHMCTOM OMMOUAHbIX PELENTOPOB;

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

NeKapcTBeHHble npenapaTbl, BK/AOYEHHble B NMepeyeHb eKapCTBEHHbIX CpeacTs ANs MeAMLMHCKOro
NPUMEHEHUA, Nogaexalwmx NpegMeTHO-KOANYECTBEHHOMY y4YeTy <6>, 33 UCKIOYEHUEM NIeKapCTBEHHbIX
npenapaTtos, yKa3aHHbIX B ab3auax NnepBomM U TPETbEM HACTOALLEro NYyHKTa, M NEKapPCTBEHHbIX NpenapaTos,
oTnyckaembix 6e3 peuenta (manee - eKapCTBeHHble nNpenapaTbl, nogjexawue npeameTHo-
KO/IMYEeCTBEHHOMY y4eTy);
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<6> MNpunKas MuHUCTepCTBa 3a4paBooxpaHeHnn Poccuiickon Pepepaumm ot 22 anpena 2014 r. N 183H
"O6 yTBEPKAEHUM MNeEpPeyYHs JIeKAapPCTBEHHbIX CPeaCTB ANA MeAUUMHCKOrO MPUMEHEHUA, NOANEMKALLMX
NpeAMETHO-KO/IMYECTBEHHOMY  y4yeTy"  (3apeructpupoBaH MwuHUCTepcTBOM  tocTUUMKM  Poccuitckoit
depepaunn 22 unwona 2014 r., peructpaumoHHblin N 33210) ¢ M3MEHEHMAMU, BHECEHHbIMU MPUKA30M
MuHUCTepCTBa 3apaBooxpaHeHna Poccuinckoit deaepaumm ot 10 ceHTabpa 2015 r. N 634H (3apernctpmpoBaH
MuHUcTepcTBOM tocTuLmMn Poccuiickon depepaunm 30 ceHTabpa 2015 r., pernctpaumoHHbin N 39063).

JleKapcTBEHHbIe NpenapaTbl, obnagatowme aHaboMYeCcKon aKTUBHOCTbIO (B COOTBETCTBMU C OCHOBHbIM
dapmaKonormyeckum gencremem) <7> U OTHOCAWMECA MO aHATOMO-TepPaneBTUYECKO-XMMUYECKOM
Knaccudukaumm, peKkomeHAOoBaHHOW BcemupHON opraHusaumel 3apaBooxpaHeHus (ganee - ATX), K
aHabonmyecknum ctepounsam (koa A14A) (nanee - nekapcTBeHHble NpenapaTbl, 0b6iagatolmne aHaboanyeckom
aKTUBHOCTbIO);

<7> MopnyHKT 2 nyHKTa 10 nopAafKa Ha3HAYeHWA JIeKapCTBEHHbIX MPEenapaToB, YTBEPMKAEHHOro
npuvkasom N 4H.
(cHocKa B pea. Mpukasa MuH3apasa Poccun ot 07.07.2020 N 683H)

JIeKapCTBEHHbIE MpenapaTbl, YKa3aHHble B MNyHKTe 5 [lopagKa oTnycka ¢U3MYECKUMM iMuam
JIEKapCTBEHHbIX MPEenapaTtoB ANf MeAULMHCKOrO MPUMEHEHUS, COAEpPMKALLMX KPOME MasblX KONMYEecTB
HAaPKOTUUYECKUX CPECTB, NMCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB Apyrve dapMaKoNOorMYeckne akTUBHbIE
BELLECTBA, YTBEP)KAEHHOIo MNpMKasom MWHUCTEPCTBA 34paBOOXPAHEHUA U COLUMANIbHOTO pPasBUTUNA
Poccuiickoit Pepepaunm ot 17 maa 2012 r. N 562H <8>;

<8> 3apeructpuposaH MuHucTepcTtBom tocTuuMmn Poccuitickot Pepepaumm 1 uona 2012 .,
perncTpaunoHHbiit N 24438, ¢ U3MeHeHMAMM, BHECEHHbIMM NpUKazamm MUHUCTEPCTBA 340aBOOXPAHEHMS
Poccuiickoii ®epepaumm ot 10 wmwoHs 2013 r. N 369H (3apeructpupoBaH MMUHUCTEPCTBOM HOCTULMM
Poccuitckolt depepaunmn 15 mons 2013 r., pernctpaumoHHbii N 29064), ot 21 asrycta 2014 r. N 465H
(3apeructpupoBaH MuHucTepctBOM  tocTuumM  Poccuitickoit  depepaumm 10 ceHtsbpa 2014 r,
pernctpaunoHHbiit N 34024), ot 10 ceHTabpa 2015 r. N 634H (3apernctpmpoadH MUHUCTEPCTBOM HOCTULMMU
Poccuitckoit ®epepaumm 30 ceHTabpa 2015 r., peructpaumoHHbiii N 39063).

NeKapCTBeHHbIE MNpenapaTtbl, W3rotaB/MBaemble MNO peuenTy Ha !'IEKapCTBeHHbIVI npenapatr "
cofeprKallime HapKoTMYecKoe CpeacTBO MU MCUXOTPONHOE BeLwecTBO, BHeceHHoe B cnucok |l NepeyHs, u
apyrue d)apmaKonoqueCKme dKTUBHbIE BELWLECTBA B 03¢, He I'IpEBbILLIaIOUJ,Eﬁ BbICLUYHO pa3oBylo 403y, U1 NpU
ycnosunmn, 4tO 3ITOT KOM6VIHMpOBaHHbIVI ﬂeKapCTBeHHblﬁ npenapat He ABNAETCA HAPKOTUYECKMM WUIun
NCUXOTPOMHbIM NNIEKAPCTBEHHbIM NPenapaTom CnncCKa Il.

Mo peuenTam, BbIMMCAHHbIM Ha peuenTypHbix 6aaHkax ¢opmbl N 148-1/y-04 (n), oTnyckatorcs
NleKapCTBEHHblE MpenapaThbl, BbIMUCbIBAaEMble rparkAaHamMm, MMeKLWMM NpaBo Ha becnniaTtHoe MonyvyeHue
NIeKapCTBEHHbIX NPEnapaToB WM NOJlyYEeHWE JIeKAPCTBEHHbIX MNPenapaToB CO CKUAKOW (manee -
NleKapCTBEHHbIE NPenapaTbl, OTNYCKaeMble 6€CnNAaTHO UAK CO CKUAKOM).

(8 pea. Mpukasa MuHsgpasa Poccmm ot 07.07.2020 N 683H)

Mo peuenTam, BbIMMCaHHbIM Ha peLenTypHbiX 6aaHKax ¢opmbl N 107-1/y, oTnyckaloTca WHble
JIeKapCTBEHHbIE NpenapaTbl, He YKa3aHHble B ab3auax NepBom, TpeTbeMm - AEBATOM HACTOALLErO NYHKTA, 3a
WCKNOMEHNEM NIeKapCTBEHHbIX NpPenapaToB, OTNycKkaemMblx 6e3 peuenTa.
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Mo peuentam B GoOpMe 3N1EKTPOHHOTO AOKYMEHTA C UCMONb30BaHUEM YCUIEHHOM KBaAnnPuULUMpoBaHHOM
3NEKTPOHHOM MoAnucU MeAUUMHCKOro paboTHMKa (Janee - peuent B Gpopme 3NEKTPOHHOTO AOKYMEHTa)
OTMYCKaOTCA BCE /IeKapCTBEHHbIe NpenapaTbl, YKa3aHHble B ab3aLax NaTom - A4eCATOM HACTOALLEro NyHKTa.
(ab3aL, BBegeH MNpukasom MuHsgpasa Poccum ot 07.07.2020 N 683H)

5. OTI'IYCK NNEKAPCTBEHHDbIX MPENAPATOB, HE YKA3aHHbIX B MYHKTE 4 HacToALWMX npaBMﬂ, B COOTBETCTBUUN
C MHCTPYKUMAMU MO X MeaANLUNHCKOMY MPUMEHEHUIO OCYLLLECTBNAETCA 6es peuenTos.

6. OTNYCK NIeKApCTBEHHbIX NPENaPaTOB OCYLLECTBAAETCA B TeYEHUE YKAa3aHHOIo B peLienTe CPOKa ero
OencTeuns Npu obpaLleHnn AMUa K CybbeKkTy PO3HUYHOM TOProBAM.

B cnydyae oTcyTcTBMA Yy CybbeKTa PO3HMYHOW TOProB/AWM NEKApCTBEHHOrO npenapaTa, YKa3aHHOro B
peuenTe, Npu 06palLeHnn nLa K Cy6beKkTy PO3HUYHOW TOPTroBAM peLenT NPUHUMAETCA Ha 06CyKnBaHME B
cnepytolme CPOKM (aanee - oTcpodeHHoe 06CnyKUBaHUE):

peuenT ¢ nomeTkon "statim" (HemeaneHHo) obcnyrKMBaeTca B Te4eHMe oAHOro paboyero AHA CoO AHA
obpalleHMA nua K Cyb6beKTy PO3HUYHOW TOProBK;

peuenT c noMeTKol "cito" (cpouHo) 0bcnyRuBaeTca B TeueHue AByX paboumx aAHel co AHA 0bpalleHus
/ML K CyObeKTY PO3HMYHOM TOProBu;

peuenT Ha JIEKAPCTBEHHbIN NpenapaTt, BXOAAWMMA B MUHUMAJIbHbIA aCCOPTUMEHT JIEKAPCTBEHHbIX
npenapaToB A7 MegULMHCKOrO NPUMEHEHNA, HeOBXOAMMbIX A1 OKa3aHWUA MeAMLMHCKOW Momolm <9>,
obcnykmBaeTca B TedeHne NATU pabounx gHen co AHA obpalleHns anua K CybbekTy pPO3HUYHOM TOProBau;

<9> Pacnops:eHue [paButenbctBa Poccuitickon Pepepaumm ot 12 aekabpsa 2019 r. N 2406-p
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepauymm, 2019, N 42, ct. 5979).
(cHocKa B pea. Mpukasa MuH3apasa Poccum ot 07.07.2020 N 683H)

peuenT Ha JIEKAapPCTBEHHbIM NpenapaTt, oTnyckaembln 6ecnnaTHoO MM CO CKUAKOM M He Boleawnin B
MWHMMANbHbIN aCCOPTUMEHT SIEKAaPCTBEHHbIX NPENapaToB 41 MeAULMHCKOTO NPUMEHEHMUA, HE0HX04MMbIX
01 OKa3aHMA MegULMHCKOM NOMOLLM, 06CNyKMBaETCA B TedeHNe AecsTh pabounx gHen co gHA obpalleHnn
NMLLA K CyObEKTY PO3HMYHOM TOProBaK;

peuenTbl Ha JIeKApCTBEHHble MpenapaTbl, Ha3Hayaemble MO pelweHuto BpavyebHOl Komuccum,
obcnyKuMBalOTCA B TeYEeHWe NATHaguaTM paboumx gHen co gHA obpalleHusa nuua K CybbeKTy PO3HUYHOM
TOProBAun.

3anpeLaeTca OTNyCcKaTb JIEKapPCTBEHHbIE MpenapaThl N0 peLenTam C UCTEKLWMM CPOKOM AeWUCTBUA, 3a
WCKAOYEHMEM C/lyYasn, KOr4a CPOK AeWCTBUA PeLenTa UCTEK B Mepuos HaxOXAEHUA ero Ha OTCPOYEHHOM
obcnyXKMBaHUM.

Mpy UcTeuyeHNn CPOKa AeNCTBUA PeLenTa B Nepuos, HaXoKAEHUSA ero Ha OTCPOYEHHOM 06C/TYKMBAHUM
OTNYCK JIEKaPCTBEHHOrO NpenapaTa Mo TakoMy peLenTy ocyLiecTBaseTca 6e3 ero nepeodopmaneHus.

7. NeKkapcTBeHHbIe NpenapaTbl OTMYCKAKOTCA B KOAMYECTBE, YKa3aHHOM B peLenTe, 3a UCKIOYEHNEM
C/ly4yaes, Korga s NekapCcTBeHHOro npenapaTta YCTaHOB/IEHbI KOJIMYECTBO, KOTOPOE MOXKET 6bITb BbIMMCAHO
B OOHOM peuenTe, Un Kypc nedvenmna <10>.

(8 pea. Mpukasa MuHsgpasa Poccum ot 07.07.2020 N 683H)
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<10> Mpunoxkenne N 1 K nopagaky Ha3HauyeHWA NIEeKAPCTBEHHbIX MPENapaToB, YTBEPXKAEHHOMY
npmkaszom N 4H, NyHKT 25 nopaaKa Ha3HAYeHMA NEeKapPCTBEHHbIX NPenapaToBs, yTBEPXKAEHHOro npukasom N
4H.
(cHocKa B pea. Mpukasa MuH3apasa Poccum ot 07.07.2020 N 683H)

Mpu npeabABAEHMM peLenTa C NpPeBbIEHNEM MNPefesibHO AOMNYCTUMOIO MUAM PEKOMEHA0BAHHOIO
KO/IMYeCTBa SIEKapCTBEHHOMO NpenapaTta 415 BbIMUCbIBaHMA Ha OAMH peuenT dapmaueBTUYECKMIA pabOoTHUK
nHbopmmpyeT 06 3TOM ANUO, NpencTaBMBLLEE pPeuenT, PYKOBOAWUTENA COOTBETCTBYHOLWEN MeaULMHCKOM
OpraHu3aLmMmn 1 OTNYCKAEeT YKa3saHHOMY INLY YCTaHOB/JIEHHOE COOTBETCTBEHHO NpPeAesbHO A0NYCTUMOE Nan
pPEeKOMEHA0BAHHOE KO/IMYECTBO JIEKAPCTBEHHOrO npenapaTa AAA BbIMWUCbIBAHWA Ha OAMH peuent ¢
NpoCTaB/NeHNeM COOTBETCTBYHOLLE OTMETKU B peLenTe.

Mpn HannuMKn y cybbeKTa PO3HMYHOMN TOProBAM SIEKAPCTBEHHOrO npenaparta ¢ 403UPOBKOM, OTIMYHOM
OT O03MPOBKM fIeKapCTBEHHOrO npenapaTa, YKa3aHHOM B peuenTe, OTNYCK UMEIOLLEroca /IeKapCTBEHHOro
npenaparta /JOMycKaeTcA, ecNM A03UMPOBKa TaKOro J/IeKapCTBEHHOro npenapata MeHblle A03UPOBKY,
yKa3aHHOW B peLienTe. B TaKkoM caydyae ocylecTBAAETCA NepecyeT KoMYeCcTBa IeKapCcTBEHHOro npenapara ¢
Y4YETOM KypcCa /ieyeHus, yKkasaHHOro B pelenTe.

B cnyyae ecnm 003MpPOBKa IEKAapPCTBEHHOTO Npenaparta, MMetoLWeroca y cybbekta po3HMUYHOM TOProsau,
npeBbIlaeT A03MPOBKY JIEKAPCTBEHHOrO MNpenapaTta, YKasaHHylo B peuenTe, pelweHwe o6 oTnycke
JIEKAPCTBEHHOrO NpenapaTa C Takol A03UPOBKON MPUHUMAET MeANLUMHCKUIA pabOTHUK, BbINUCABLUNI peLenT.

8. OTNyCK NeKapCTBEHHOrO NpenapaTa OCyLEeCTBASETCA B NEPBUYHOMN U BTOPUYHOW (NOTPebuTeibeKoi)
yNaKoBKax, MapKMpPOBKA KOTOPbIX AOJIXKHA oTBeYaTb TpeboBaHUAM cTaTbm 46 desepanbHOro 3akoHa ot 12
anpensa 2010 r. N 61-®3 "0O6 ob6paLLeHNM nekapcTBEHHbIX cpeacTs” <11>, a ynakoBKa 419 HAPKOTUYECKUX U
MCUXOTPOMHbBIX JIEKAPCTBEHHbIX NpenapaToB cnucka Il - TpeboBaHuAM nyHKTa 3 ctatbu 27 PepepanbHOro
3aKoHa oT 8 AHBapA 1998 r. N 3-®3 "O HapKOTMYECKUX CPeaCcTBAX M NMCUXOTPOMHbIX BelecTBax" <12>.

<11> CobpaHue 3akoHoAaTenbcTBa Poccuiickoit deapepaumm, 2010, N 16, cT. 1815; N 42, cT. 5293; 2014,
N 52, ct. 7540.

<12> CobpaHue 3akoHogaTenbcTBa Poccuiickon ®egepaumm, 1998, N 2, ct. 219; 2012, N 53, cT1. 7630;
2013, N 48, c1. 6165; 2015, N 1, cT. 54.

HapyweHune nepBMYHOM YNaKOBKM IEKAPCTBEHHOIO NpenapaTta Npu ero oTnycke 3anpeLaeTcs.

HapyweHue BTOpWUYHOW (NOTPEeBUTENbCKOM) YNAaKOBKM NE€KAapCTBEHHOrO npenapata M OTNyCK
NleKapCcTBEHHOrO Mpenapata B MNEPBMYHOM YNAKOBKe [AOMYCKAaeTcd B C/lyyae, €CAM  KO/MYECTBO
NleKapCcTBEHHOTO MNpenapaTa, YyKasaHHoe B peuente uAM Heobxogumoe Auuy, npuobpeTatowemy
NeKapcTBeHHbI npenapat (npu 6e3peuenTypHOM OTAYCKE), MEHblUe KOAMYEeCTBa J/IeKapCTBEHHOro
npenaparta, COAeprKalleroca BO BTOPMYHOM (NOTpebuTenbcKoi) ynakoBKke. B Takom ciydae npu oTnycke
NleKapcTBEHHOrO npenapata /uuy, npuobpeTalolleMy /eKapcTBEHHbIM npenapaTt, npeaocTaBAAerca
MHCTPYKUMA (KONUA MHCTPYKLMM) NO NPUMEHEHMIO OTMYCKaeMOoro eKapCcTBEHHOrO npenapara.

9. Mpwn oTNycKe NeKapCcTBEHHbIX NPenapaTos Nno peuenTty, obopMaeHHOMY Ha peLenTypHoOM 6aaHKe Ha
6ymarKHOM Hocutene, dapmaueBTUYECKMI PabOTHUK NPOCTaBAsSeT OTMETKY Ha peuenTe o6 oTnycke
NIeKapCTBEHHOrO NpenapaTa C YKa3aHMeM:

(8 pea. Mpukasa MuHsgpasa Poccmm ot 07.07.2020 N 683H)
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HaMMEHOBAHMA  anTeyHol opraHu3auum (bammnnmn, KMMeHM, oTdecTBa (MpU  HaAnymm)
WMHAMBUAYANbHOrO NpeanpuHMMmaTens);

TOProBOro HAMMEHOBAHMA (33 UCKNOYEHMEM SIEKAPCTBEHHbIX NPENapaToB, U3roTOBAEHHbIX B aNTEYHOM
OpraHusaLmn), 4O3MPOBKM U KONMYECTBA OTMYLLEHHOrO JIEKAPCTBEHHOTO NpenapaTa;
(8 pea. Mpukasa MuHsapasa Poccum ot 07.07.2020 N 683H)

bammnum, UmeHn, otyecTsa (NPU HaMUYUKN) MegULMHCKOTO PabOTHUKA B C/TyYasX, YKa3aHHbIX B ab3aue
YeTBEPTOM NYHKTa 7 1 ab3aLe TpeTbem nyHKTa 10 HacToAwmx MNpasun;

PEKBU3UTOB AOKYMEHTa, YA0CTOBEPAOLLErO MYHOCTb INLLA, NONYYMBLLETO NeKapCTBEHHbIN Npenapar,
B C/lyyYae, YKasaHHOM B nyHKTe 20 HacToAawmx MNpasun;

dbamuamMm, uMMeHu, otyecTBa (NpM Hanuumu) dapmauesBTMYECKOro pPaboTHMKa, OTMNYCTMBLUErO
NeKapcTBEHHbIV Npenapart, U ero NoAnNucu;

AaTbl OTNYCKa /1IEKapPCTBEHHOIO Npenaparta.

10. Mpu OTNyCKe NeKapCcTBEHHbIX MpenapaToB No peLenTy, BbIMMCAaHHOMY Ha peuenTypHom 6naHke
dopmbl N 107-1/y, CpPOK AeNCTBMA KOTOPOro COCTaBAAET OAMH rOf, U B KOTOPOM YKasaHbl nepuogbl u
KOJIMYECTBO OTMyCKa JIEKApCTBEHHOro npenapaTa (B Kakabli nepuoa), peuent BO3BpalLaeTca auudy,
npuobpeTatoemy SIeKapCTBEHHbIN NpenapaTt, C OTMETKOWN, CoAepKallel CBeeHUs, YKa3aHHble B NyHKTe 9
HacToAwmx MpasuA.

(B pea. Mpukasa MuH3gpasa Poccuu ot 07.07.2020 N 683H)

<13> CHOCKa ucknto4eHa. - Npukas Munsgpasa Poccum ot 07.07.2020 N 683H.

Mpu ouepegHOM 06paLLEHMM ANLA K CYBBEKTY PO3HWMYHOMN TOPrOBAM C AaHHbBIM PELLENTOM YYMTbIBAOTCA
OTMETKM O NpeaplayLiem OTNYCKe IeKapCTBEHHOro NpenapaTa No TaKoMy peLenTy U B c/lydae nprobpeTeHus
JIMLOM  KOJIMYECTBa JIEKAPCTBEHHOTO MpernapaTta, COOTBETCTBYHOLLErO MaKCMMaibHOMY KOJIMYEcTBy,
YKa3aHHOMY MeAULMHCKMM pabOTHMKOM B peLienTe, a TaKKe MO UCTEeYEHUW CPOKA AENCTBUS peuenTa, Ha
peuenTe NpocTaBadeTca Wramn "/lekapcTBEeHHbIN NpenapaT oTNyLeH" 1 peuenT BO3BPaLLaeTCs AnLLy.

EAMHOBpPEMEHHbIV OTMYCK NIEKAapPCTBEHHOTO NpenapaTta no peLenTy, BbINMCAaHHOMY HA peLenTypHOMm
61aHKke dopmbl N 107-1/y, CPOK AEMUCTBUA KOTOPOTO COCTaBAAET OAMH rog, U B KOTOPOM YKasaHbl nepuoabl 1
KO/IMYECTBO OTMNYCKa IeKapCTBEHHOTO Npenapara (B Kaxabli nepnoga), LONYCKAeTCs TO/IbKO MO COracoBaHMUIO
C MeAMLMHCKMM PaboTHUKOM, BbIMMCABLUMM peLenT.

(8 pea. Mpukasa MuHsapasa Poccmm ot 07.07.2020 N 683H)

<13> CHocCKa ucknto4eHa. - Npukas Munsgpasa Poccum ot 07.07.2020 N 683H.

11. Mpwn oTNyCcKe NeKapCTBEHHbIX NPenapaToB MO peLenTy, BbIMMCAaHHOMY Ha peuenTypHom 6n1aHKe
dopmbl N 148-1/y-04 (n) nan popmbl N 148-1/y-06 (1), 3aN0NHEHHbI KOPELLOK TaKoro peuenTta nepeaaercs
dbapmaueBTUYECKMM PaboTHUKOM /MLy, MprobpeTatoLiemMy (nosyyaroLwemy) ekapcTBeHHbIE Npenaparsl.

12. Mpu oTNycKe HAapPKOTUYECKOTO M NCMXOTPOMHOIO NEKAPCTBEHHOTO Npenaparta cnucka Il Ha peuenTe
06 OTNyCKe NeKapcTBEHHOro npenapaTa NPoCTaBAAeTCA NnevyaTb anTekn WM anTeyHoro MyHKTa, B KOTOPOM
yKa3aHo UX No/sIHOe HauMeHOoBaHMWe (NPY HaAUYMK NevaTu).
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13. Mpu oTNycKe MMMYHOBMOIOrMYECKOTro JIEKAPCTBEHHOMO MpenapaTta Ha peuente WauM Kopelke
peuenTa, KOTOpbIA OCTaeTca y /uua, npuobpeTtatoliero (noJsiyyatowero) JeKapcTBEHHbIM Npenapar,
YKa3bIBaeTca TOYHOe BpeMs (B Yacax M MMHYTax) OTMYCKa SIeKapCTBEHHOro npenapara.

OTnyck MMMYHOOMOOTMYECKOTO  IEKAPCTBEHHOTO npenapara ocyuiecTBaseTca muy,
npuobpetatowemy (nonydyatowlemy) JEeKapCTBEHHbIM Mpenapat, NpuM HaAUuyMKU Yy HEero chneumanbHOro
TEPMOKOHTENHEPA, B KOTOPbIN NOMELLAETCA NEeKAPCTBEHHbIN Npenapar, ¢ pasbACHEHMEM HEOBX0ANMMOCTH
[OCTaBKN AAHHOrO JIeKapPCTBEHHOrO npenapata B MeAMUMHCKYIO OpraHu3auMio nNpu yci0BUU XPaHEHUA B
cneumasbHOM TEPMOKOHTENHEpPE B CPOK, He npesbilatowmin 48 yacoB nocne ero npMobpeTeHUs.

14. OcTaloTcA U XpaHATCcA Y cybbeKkTa PO3HUYHOW TOProBAKM pelenTbl (C OTMeTKOoM "J/leKapCTBEHHbI
npenapar otnyweH") Ha:

HapKOTUYECKMe W  MCUXOTPOMHble JleKapCTBeHHble npenapaTtbl  cnucka |,  ncmxoTponHble
NleKapcTBeHHble npenapaTbl cnucka lll - B TeyeHne naTtu ner;

NeKapCTBEHHbIE NpPenapaTbl, OTNyCKaemMble 6ecnnaTtHo Mm co CKM,D,KOVI, - BTe4YeHUne Tpex NeT,

KOMBMHUPOBAHHbIE JIEKAPCTBEHHbIE MpPenapaTbl, COAEp)KaliMe HaAPKOTUYECKMEe CcpencTea  Wau
MCUXOTPONMHbIE BeLLecTBa, BHeceHHble B cnucku Il u Il MepeyHs, N3rotosieHHble B aNnTeYHON OpraHM3aLmu,
NleKapcTBeHHble npenapatol, obnagatowme aHaboNMYECKON aKTUBHOCTbIO, NIEKAPCTBEHHbIE MpenapaThbl,
nognexkawme npeamMmeTHO-KO/IMYECTBEHHOMY yYeTy, - B TeYeHue Tpex NeT;

JIeKapCcTBEHHbIE NPenapaTbl B XUAKOM nekapcTtBeHHoM dopme, cogepkalme bonee 15% atmnosoro
cnupTa oT obbema roToBOM NPOAYKLMW, MHbIE JIeKapCTBEHHble MnpenapaTtbl, OTHocAlwMeca no ATX K
aHTMNCcMxoTuYeckum cpeactsam (kog NO5A), aHkcumonuTukam (kog NO5B), cHOTBOPHbIM M celaTUBHbIM
cpeactBam (kog NOSC), aHTuaenpeccaHtam (Kog NO6A) U He nognexawme npegmMeTHO-KOANYECTBEHHOMY
y4eTy, - B Te4eHue Tpex MmecaLes.

15. PeuenTbl, He YKa3aHHble B NyHKTe 14 HacToAwmx MpaBua, oTMedatoTcs WTamnom "JleKapCcTBEeHHbIM
npenapar oTnyweH" 1 BO3BPALLAIOTCA NLLY, NONYUMBLIEMY NEKAPCTBEHHbIM Npenapar.

PeuenTbl, BbINMCAHHbIE C HAPYLIEHWEeM YCTAaHOBNAEHHbIX Npasun <14>, perncTpupyoTca B KypHane, B
KOTOPOM YKa3blBalOTCA BblABAEHHbIE HapyleHUs B 0obopMIeHUM peuenta, damuamsa, Ums, oTYecTBo (npwu
HaAMYnM) MegUUMHCKOTro paboTHMKA, BbINMCABLUErO peLenT, HauMeHOBaHUe MegMULMHCKOW OpraHn3aumm,
NPUHATbIE  Mepbl, OTMeyvaloTcA wTamnom "PeuenT HepelctsuTeneH" U BO3BPALLAKOTCA ULy,
npeactasuswemy peuenT. O ¢aKTax HapyweHuA npaBun 0GOPMIEHUA pPeLenToB CyObeKT PO3HWUYHOWN
TOProsan MHGOPMUPYET PYKOBOAUTENA COOTBETCTBYIOLLEN MEANLMHCKOM OpraHM3aLmm.

<14> MNpwnkas N 4H v npukas N 54H.
(8 pea. NMpukasa MuHsapasa Poccmm o1 07.07.2020 N 683H)

16. MNpu oTNycKe NeKapCTBEHHOro npenapaTta $apMaueBTUYECKMIt paboTHMK MHbOPMUpPYET AMLO,
nprobpeTatowee (nosyyatolee) NEKaPCTBEHHbIM MpenapaTt, O PeXume M 403ax ero npuema, npasuaax
XpPaHeHWs B JOMALIHMX YC/0BUAX, O B3AMMOAENCTBUM C APYTMMMN NEKAPCTBEHHLIMW NpenapaTamu.

17. Mpw OTNyCcKe NeKapcTBEHHOTo Npenapata papmaLeBTUYECKUiA paboTHMK He BNpaBe NPesLoCTaBAATb
HEeZLOCTOBEPHYIO U (MAKM) HEMNONHYH MHOOPMALMIO O Ha/MYMKM JIEKAPCTBEHHbIX MNpenapaTos, BK/lOYas
NleKapcTBeHHble NpenapaTtbl, MMeloLMe 0AMHAKOBOe MEXKAYHApoAHOe HenaTeHTOBaHHOe HauMeHOBaHWe, B
TOM UYMC/Ie CKPbIBaTb MHPOPMALMIO O HAZIMYUK IEKAPCTBEHHbIX NPENapaTos, UMELWMUX 6o1ee HU3KYIO LieHy
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<15>.

<15> Cratba 74 ®epepanbHoro 3akoHa ot 21 HoAbps 2011 r. N 323-d3 "O6 ocHoBax OXpaHbl 340POBbA
rpaxkaaH B Poccuiickoit deaepaummn” (CobpaHune 3akoHoaaTenbcTea Poccuitickoii depepaummn, 2011, N 48, cT.
6724; 2013, N 48, cT. 6165).

18. 3anpewaetca oOTNYycK @anbcUPULMPOBAHHbBIX, HeZ0bOpPOKaYeCTBEHHbIX W  KOHTPadaKTHbIX
NleKapCTBeHHbIX NpenapaTos <16>.

<16> Cratba 57 ®egepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "06 obpalleHMM NekapCTBEHHbIX
cpencts".

Il. Tpe60BaHUA K OTNYCKY HAPKOTUUYECKMX U NCUXOTPONHbBIX
JNIeKapCcTBeHHbIX NPEenapaToB, 1€KapCTBEHHbIX NPenapaTos,
o6nagatowmx aHabonnMuecKoii aKTMBHOCTbIO, MHbIX JIEKAaPCTBEHHbIX
npenaparos, NoA/eKalUX NPeaMETHO-KOIMYECTBEHHOMY yUeTy

19. OTnycKk HapKOTUYECKMX U MNCUXOTPOMHbLIX JIEKAapPCTBEHHbIX MPEnapaToB, JeKapCTBEHHbIX
npenapatoB, 06n134atoWMX aHabONMUYECKON aKTUBHOCTbIO, NEKAPCTBEHHbIX MPENApaToB, MOAJeMKaLLUX
npeaMeTHO-KO/IMYEeCTBEHHOMY YYETY, ocyLLecTBaseTcs dapmaLeBTUYECKMMM PaboTHMKaMM, 3aHUMAIOLLMMM
OO/MKHOCTU, BK/IOYEHHbIE B MepeyeHb AO0/IKHOCTEN papMaLeBTUYECKMX U MEeAUUMHCKUX paboTHMKOB B
OpraHu3aLmaxX, KOTOpPbIM MNPeaoCcTaBAeHO NPaBO OTNYCKa HAPKOTUYECKUX JIEKAPCTBEHHbLIX MpenapaTos U
NCUXOTPOMHbIX JIEKAPCTBEHHbIX MPenapaTtoB GU3NYECKMM NULAM, YTBEPKAEHHbIA NpuKasom MuHUCTepPCTBa
3apaBooxpaHeHuna Poccuiickot depepauumn ot 7 ceHTabpa 2016 r. N 681H (3apernctpupoBaH
MuHKCTEPCTBOM OCTULMK Poccuiickoit depepaumm 21 ceHTabpa 2016 r., peructpaunoHHbiii N 43748).

20. HapKoTu4yeckne M NCUXOTPOMHbIE /EeKAPCTBEHHble npenapaTtbl cnucka |, 3a uckaveHnem
NIEKAPCTBEHHbIX MpenapaTtoB B BWUAE TPaHCAEPMAJIbHbIX TepaneBTUYECKMX CUCTEM W JIEKAPCTBEHHbIX
npenapaTos, COAEPKALLMX HAPKOTUYECKOE CPEeACTBO B COMETAHMMN C AaHTAarOHUCTOM ONMMOUAHDBIX PELLENTOPOB,
OTNYCKatoTCA NpU NpeabABNEHNUN AOKYMEHTA, YAOCTOBEPAIOLWErO ANYHOCTb, INLY, YKa3aHHOMY B peugenTe,
ero 3akKoHHOMYy npeactasutento <17> wanm auvugy, umetowemy odOPMIEHHYID B COOTBETCTBUMU C
3aKoHoZaTenbcTBOM Poccuiickoi ®eaepaumm AOBEPEHHOCTb HA NPABO MOJIYYEHMA TAaKMUX HAPKOTUUYECKUX U
NCUXOTPOMHbIX NEKAPCTBEHHbIX NPENapaTos.

(B pea. Mpukasa MuH3gpasa Poccuu ot 07.07.2020 N 683H)

<17> B OTHOLWEHMM NnLA, YKa3aHHOro B YacTu 2 cTaTbk 20 PegepanbHOro 3akoHa ot 21 Hosbpa 2011 r.
N 323-d3 "O6 ocHoBax OXxpaHbl 3[40pOBbA rpaxgaH B Poccuiickon depepaumn” (CobpaHue
3aKoHogaTenbcTBa Poccuinickon Pegepaunm, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446; 2013, N 27, cT.
3459, 3477; N 30, cT. 4038; N 39, c1.4883; N 48, cT. 6165; N 52, cT. 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, cT. 1403, 1425; N 14,
cT. 2018; N 27, c1.3951; N 29, cT. 4339, 4356, 4359, 4397; N 51, cT. 7245; 2016, N 1, cT. 9, 28; N 15, cT1. 2055;
N 18, cT. 2488; N 27, cT. 4219).

21. HapkoTuyeckMe M NCUXOTPONHbIE JfieKapcTBeHHble npenapatbl chnucka Il (3a uckaoueHnem
NeKapcTBEHHbIX MPenapaTtoB B BuAe TPaHCAEPMAa/bHbIX TepamneBTUYECKMX CUCTEM W JIeKapCTBEHHbIX
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npenapaToB, COAEepPrKalLMX HAPKOTMYECKOE CPeaCTBO B COYETAaHMM C aHTarOHMCTOM ONMOUAHbIX PELL,EenTOpPOoB),
npegHasHayeHHble ANs rpaXKaaH, MUMeoLWwmMX NpaBo Ha 6ecniaTHOe NonyyeHMe NeKapCTBEHHbIX NPenapaTos
WAW MOJIYYEHUE NEKAPCTBEHHbIX MpenapaTtoB CO CKUAKOW, OTMYCKAlTCS MNpU NpeabaABAeHUM peLenTa,
BbIMMCAHHOIO Ha peuentypHom 6naHke ¢popmbl N 107/y-HM, n peuenTa, BbINMCAHHOTO Ha peLEenTypHOM
6naHKe popmbl N 148-1/y-04 (n).

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

JlekapcTBeHHbIe npenaparTbl, YKa3aHHble B ab3aluax TpeTbemM - BOCbMOM NyHKTa 4 HacToswmx MNpasua,
npeAHasHayeHHble A4 rpaxaaH, WMMelLWuX MpaBo Ha MOJyYeHWEe eKapCTBEHHbIX MpenapaTtos,
OTNyCKaembIlx 6ecnnaTtHo WUAM CO CKMUAKOM, OTNYCKaloTCA Npu npeabaBieHUM peuenTta, BbIMMCAHHOIO Ha
peuentypHom 6naHke popmbl N 148-1/y-88, 1 peuenTa, BbINMCaHHOTO Ha peuenTtypHom 6aaHke ¢popmbl N
148-1/y-04 (n).

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

22. Mocne oTnycKa HapKOTUYECKMX U MCUXOTPOMHbIX NEKAPCTBEHHbIX NPenapaTos cnucka ll, B Tom ymcne
B BWAE TpaHCOAEPMA/IbHbIX TepaneBTUYECKUX CUCTEM W JIEKAapCTBEHHbIX MNpPenapaToB, COAeprKaLLmX
HapKOTMYECKOe CPeacTBO B COYETAaHMM C aAHTArOHUCTOM OMUOWUAHBIX PeuenTopoB, MNCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaToB cnucka |l angy, nonyymslieMy eKapcTBEHHbIM Npenapar, BblgaeTca CUrHaTypa
C KenTol MNo/socoM B BEpXHEM 4YacTU M HaANWUCblo YepHbIM WpPUGTOM Ha Hen "CurHatypa", B KoTopol
yKa3blBaloTCA:
(8 pea. Mpukasa MuHsapasa Poccum ot 07.07.2020 N 683H)

HanmeHoBaHME U aapec MeCTOHaxoXaeHUA anTeKn Uanm anTevyHoro NyHKTa,
HOMeP U AaTa BbIMMCAHHOIO peuenTa,

dbammnua, MmaA, OTYECTBO (MpM HaAMuuKu) nuua, O18 KOTOPOro npegHasHayeH JIeKapCTBEHHbIM
npenapar, ero Bo3pacT;

HOMep MEAMLJ,MHCKOﬁ KapTbl NauuveHTa, noay4darowero mMmeamunHCKYyr0o nomoulb B aM6y/'|aTOprIX
yCcnosuaAx, onAa KOToporo npeaHasHa4veH !'IE'I-(apCTBEHHbIﬁ npenapart,

bammnuns, Mms, oT4ecTBO (NPU HaNUUMKU) MeAMUMHCKOro pPaboTHMKA, BbINMCABLIErO peuenT, ero
KOHTaKTHbIN TenedoH nmbo TenepoH meanLUNHCKOM OpraHusaLmu;

cogepaHue peuenta Ha 1aTUHCKOM A3bIKE,;

bamunnnsa, UMsA, OTYECTBO (NPW HaNMuMKM) U NogNUCb papMaLLEeBTUUYECKOTO PaboTHUKA, OTMYCTUBLLETO
NleKapcTBEHHbIV Npenapar;

AaTa OTNyCKa 1IEKAPCTBEHHOrO Npenapara.

23. OTNycK 3TM/I0BOro CNMpTa NPOM3BOAMTCA MO PeLenTy C YYeTOM YCTaHOB/IeHHbIX TpeboBaHUi K
06beMy Tapbl, yNaKOBKE U KOMMJIEKTHOCTM JIEKAPCTBEHHbIX NpenapaTos <18>.

neKapCTBEHHbIe npenapartbl, cogepxKaiime 3TUNOBbIM CnnpT, B TOM YUC/NE N3TOTOBJIEHHDbIE NO peuenTy
Cyﬁ'bEKTOM pOBHVI‘-IHOﬁ TOpros/sn, MMmerwWmMM NNUEH3NKO Ha d)apMaLI,EBTVI‘-IECKYIO AeATENbHOCTb C NMPaBOM
MU3roTOB/IEHNA NEKAPCTBEHHDbLIX MPENAPATOB, OTNYCKAKOTCA C YHETOM YCTAHOBJ/IEHHbIX Tpe6OBaHMl\/II K O6'bEMy
Tapbl, YNAaKOBKE N KOMMNMNIEKTHOCTU NNIEKAPCTBEHHbIX MPENapPaToB <18>.

<18> Yactb 4.1 ctatb 45 depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-d3 "O6 obpauweHun
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NeKapcTBeHHbIx cpeacTs” (CobpaHue 3akoHogaTenbcTa Poccuiickon depepaumm, 2010, N 16, cT. 1815; 2014,
N 52, ct. 7540; 2015, N 51, cT. 7245), noctaHoBneHue MpaBuTtenbctsa Poccuiickon Pegepaunn ot 23 nions
2016 r. N 716 "O nopsgKke GopmMMpOBaHMA MeEpeYHA JIEKAPCTBEHHbLIX NPEenapaTtoB AN MeAMLMHCKOro
NPUMEHEHNA, B OTHOLIEHMM KOTOPbIX YCTaHaBAMBalOTcA TpeboBaHMA K 0Obemy Tapbl, YNakoBKe MU
KOMMNIEKTHOCTWN, MEPEYHSI NEeKAPCTBEHHbIX NpenapaTtoB ANs BETEPMHAPHOro NMPUMEHEHUs, B OTHOLIEHWUM
KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHMA K 06bemy Tapbl, U onpeaeneHma Takux TpebosaHmin" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon depepauum, 2016, N 31, ct. 5030).

24. 3anpewaeTca pasgesibHblii OTNYCK IEKAPCTBEHHbIX CPEACTB, BXOAALWMX B COCTaB EKAPCTBEHHOIO
npenapara, M3roTaB/JIMBAEMOro CyOBbEKTOM PO3HUYHOWN TOPrOB/IN.

25. 3anpeLaerca oTnycKk CyObEKTOM PO3HUYHOMN TOPrOB/IM MO PELLENTaM BETePUHAPHbIX OpraHn3aumii:
HapPKOTUYECKUX U NCUXOTPOMHbIX NEKAPCTBEHHbIX MPENApPaToB;

JIeKapCTBEHHbIX NpenapaTos, 061aatowmx aHaboIMYEeCKOM aKTUBHOCTLIO;

MHbIX N€KapPCTBEHHbIX NPENAPaTOB, NoA/EeXALLNX NPeAMETHO-KONMYECTBEHHOMY YYETY;

KOMBMHUPOBaHHbIX J/IEKAPCTBEHHbIX MPEenapaTos, COAEpXKallMX HapKOTUYECKMEe Ccpeactsa WM
MCUXOTPONHbIE BELLEecTBa, BHECEHHbIE B CMUCOK |l MepeyHs, M3roToB/IeHHbIX B anTe4yHOoN opraHn3aumnu;

NeKapcTBEHHbIX MPenapaTos, oTnyckaemblx 6ecnaaTHO UAK CO CKUAKOM;

NeKapCcTBEHHbIX NPenapaToB B KMAKOMN NeKapcTBeHHoN dopme, coaepskawmux 6onee 15% atnnosoro
cnupTa oT 06bema roToBoM NPOAYKUNH;

JIeKapCTBEHHbIX NpenapaToB, oTHocAWMXCA nNo ATX K aHTUNcuxoTudeckum cpeactsam (Kog NOSA),
aHKcnonuTnkam (Kkog NO5B), cHOTBOpHbBIM M ceaaTnBHbIM cpeactBam (Kog NO5C), aHTuaenpeccaHTam (Kog,
NO6A) 1 He noanexalmx NPeaMeTHO-KOIMYECTBEHHOMY YYETY.

(n. 25 B peg, Mpukasa MuH3gpasa Poccum ot 07.07.2020 N 683H)

Ill. TpeboBaHMA K OTNYCKY NEKAPCTBEHHbIX NpenapaTos
no Tpe6oBaHMAM-HAKNAAHbIM MeAULUHCKUX OPraH13auumii,
MHAMBUAYANbHbIX NPeANPUHMMATENIe!, UMEIOLLUX INLLEH3UI0
Ha MEeAMULIMHCKYIO AeATEe/IbHOCTb

26. TpeboBaHWe-HaKNaAHaA Ha OTMYCK IEKAPCTBEHHbIX NpenapaToB oPpopmaseTcs B COOTBETCTBUM C
WHCTpyKUMEl O nopAagKe BbINUCbIBAHUA J/IEKAPCTBEHHbIX NpenapatoB U oGOpMAEHMA peLenToB WU
TpeboBaHUIi-HaKNAAHbIX, YTBEPXKAEHHON nNpuKasom MUHUCTEPCTBA 34paBOOXPAHEHMA U COLMANLHOIO
pa3sutua Poccuiickon ®epepaunn ot 12 despansa 2007 r. N 110 "O nopsake HasHayeHUA U BbINUCbIBAHNSA
JIeKapCTBEHHbIX NPEenapaToB, M3AeNui MefULMHCKOTO Ha3HaAYeHWsAs M Cneunanm3mpoBaHHbIX NPOAYKTOB
neyebHoro nutaHua" (3aperncTpmpoBaH MUHUCTEPCTBOM tOCTMLMM Poccuiickont Pepepauunm 27 anpensa 2007
r., perncrpaumoHHbiii N 9364) <19>.

<19> C nameHeHMAMN, BHECEHHbIMW MPUKazaMn MUHWUCTEPCTBA 34PaBOOXPAHEHMA N COLMAJIBHOTO
pa3sutma Poccuiickon Peaepaumnm ot 27 asrycta 2007 r. N 560 (3apernctpuposaH MUHNUCTEPCTBOM HOCTULMNM
Poccuitckolt depepaumnn 14 ceHtabpsa 2007 r., peructpaymoHHbidi N 10133), ot 25 ceHTsb6pa 2009 r. N 794H
(3apeructpupoBaH MuHuctepcTBom toctuumm Poccuiickoin Pegepaunn 25 Hosibpa 2009 r., perncTpauMoHHbIM
N 15317), ot 20 AaHBaps 2011 r. N 13H (3apermuctpupoBaH MUHUCTEPCTBOM HOCTULMK Poccuiickoin deaepaumnm
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15 mapTta 2011 r., peructpaumoHHbin N 20103), nprMKkasamm MUHUCTEPCTBA 34paBOOXPaHeHUs Poccninckol
depepaunn ot 1 asrycta 2012 r. N 54H (3apernctpuposaH MuHucTepcTBom tocTuumm Poccuiickon ®egepaumm
15 aBrycta 2012 r., peructpaumoHHbii N 25190), ot 26 ¢eBpans 2013 r. N 94H (3aperucTpmpoBsaH
MuHUcTepcTBOM tocTuLMK Poccuiickon Peaepaunm 25 utoHa 2013 r., pernctpaumoHHbin N 28881).

JonycKkaeTcs OTNYCK NeKapCTBEHHbIX MpenapaToB Mo TpeboBaHUAM-HaKAAAHbIM  MeAULUNHCKUX
OpraHusaumMn W UHAMBUAYANbHbIX NPeAnpPUHUMATENEN, UMEILWMNX NULEH3UIO Ha  MeAUUMHCKYIO
AeATeNbHOCTb, 0GOPMIEHHBIM B 3/1IEKTPOHHOM BUAE, €CNN MeAMUMHCKAn opraHM3auusa, MHAMBUAYaAbHbIN
npegnpuHMmaTesb, UMeLWMI IMLEH3NIO Ha MEANUMHCKYIO AeATENIbHOCTb, U CYOBEKT PO3HUYHOW TOProBAM
ABNAIOTCA COOTBETCTBEHHO YYaCTHMKAMWU CcUCTEMbl MHPOPMALMOHHOIO B3aMMOAENCTBUS MO 0OMeHy
cBeZleHUAMM.

27. OTNYCK HapKOTMYECKUX MU MCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaTtoB cnucka ll, NCMXoTponHbIX
NleKapCTBeHHbIX npenapatoB cnucka lll, MHbIX NeKapCTBEHHbIX NpenapaTos, noAanexalux npeameTHO-
KO/IMYECTBEHHOMY Y4eTy, B TOM 4McC/ie OTnycKaemblx 6e3 peuenTa, OCYLWECTBAAETCA MO OTAE/bHbIM
TpeboBaHMAM-HAKNAAHbIM.

28. 3anpeLlaeTca OTNyCK HAPKOTUYECKUX U MCUXOTPOMHbIX 1EKAPCTBEHHbIX NPenapaTos cnucka ll, B Tom
yncne B BUAE TPaHCAEPMA/bHbIX TEPANeBTUYECKMX CUCTEM M NEKAPCTBEHHbIX MPENapaToB, COAEPKALLUX
HapKOTMYECKoe CPeacTBO B COYETAaHMM C  AHTArOHUCTOM OMUMOWAHbIX PEeuenTopoB, MNCUXOTPOMHbIX
JIeKapCTBEHHbIX NpenapaTos cnucka lll no TpeboBaHMAM-HaKAa4HbIM UHAMBUAYANbHOMO NPeAnpPUHMMATENS,
UMEIOLLLETO TNLEH3UI0O Ha MeANLMHCKYIO AeATeNbHOCTb <20>.

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

<20> MyHKT 4 ctatbn 31 depepanbHoro 3akoHa oT 8 AHBapa 1998 r. N 3-®3 "O HapKOTMYECKUX
cpeacTBax M NCUXOTPOnHbIX BelecTBax" (CobpaHne 3akoHomaTenbcTBa Poccuinickon deaepaumm, 1998, N 2,
cT. 219; 2003, N 27, cT. 2700; 2013, N 48, cT. 6165; 2015, N 1, cT. 54).

29. Mpu OTNYCKe NeKapCTBEHHbIX NpenapaTos ¢papmaleBTUYECKUIA PabOTHUK NPOBEPSAET Haglexallee
opopmneHne TpeboBaHUA-HAKNAQHOW W NPOCTABAAET Ha HelW OTMETKY O KOAMYEeCTBe M CTOMMOCTM
OTNYLLEHHbIX IEKAPCTBEHHbIX NPenapaTos.

30. Bce TpeboBaHMA-HaKNaAHble, NO KOTOPbIM OTNYLLEHbl JIEKAPCTBEHHbIE MNpenapaTbl, noAanexKar
OCTaBNEHMIO U XPaHEHMIO Yy Cyb6beKTa PO3HUYHOMN TOProB/An:

Ha HapPKOTUYeCKMEe U TMNCUXOTPOMNHbIE /NEKAPCTBEHHbLIE nNpenapatbl CNUCKa I, NCUXOTPOMNHbIE
NNIEKAPCTBEHHbIE NpenapaTtbl CMUCKa 11 (B OTHOLWEHUN anTeK N anNTEeYHbIX I'IYHKTOB) - B Te4eHUe NATn NeT,

Ha /leKapcTBeHHble npenapaTbl, Nogaexalme npeameTHO-KOIMYECTBEHHOMY YUYeTy, - B TeYeHue Tpex
nert;

Ha UHble NeKapCTBEHHbIE NpenapaTbl - B Te4eHne ogHOro roaa.

31. HapylweHue nepBUYHOM YNAaKOBKM IeKapCTBEHHOrO NpenapaTta Npu ero oTrnycke no TpebosaHuto-
HaKNagHOW AOMYCKaeTca Cy6beKTOM PO3HMYHON TOProB/M, MMEIOWMM NNLEH3NI0 Ha hapMaLLEBTUYECKYHO
AeATeNbHOCTb C MPaBOM M3roTOBNEHMSA 1IeKapCTBEHHbIX NPenapaTos. B TakoM C/lydae OTMYCK IeKapCTBEHHOro
npenapata OCyWeEeCTB/ASETCA B YNakoBKe, OQOPMNAEHHOM B YCTAHOBAEHHOM nopagke <21>, ¢
NpegoCcTaBNEHMEM WHCTPYKLUMM (KOMWUM MHCTPYKLMM) MO MPUMEHEHMUIO OTMYCKAeMOro JIeKapCTBEHHOIOo
npenaparta.
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<21> Mpukas MwuH3gpaBa Poccum oT 26 okTabpsa 2015 r. N 751H "O6 yTtBepXAeHMWM npasua
M3roTOB/IEHNA W OTMNYCKA /NEKApPCTBEHHbIX MPEenapaTtoB 419 MeAMUMHCKOrO MNPUMEHEHMA anTeYHbIMU
OpraHusaumaAMU, UHOMBUAYANbHBIMU NMPeANPUHUMATENAMN, UMEIOLLMMM NNLLEH3MIO HA GapMaLLeBTUYECKYIO
aeaTtenbHocTb" (3apernctpuposaH MuHUcTepcTBOM tocTuUumMn Poccuiickoit ®Pepepaunn 21 anpens 2016 r.,
pernctpaunoHHbiii N 41897).

IV. Oco6eHHOCTM OTNYCKA 1IeKAaPCTBEHHbIX NPenapaTos
no peuentam B popme 31eKTPOHHOIo AOKYMEHTA
(sBegeHo Mpukazom MuH3gpasa Poccuu ot 07.07.2020 N 683H)

32. OTNycK J/IeKapCTBEHHbIX MNpernapatoB no peuentam B ¢GOPME 3/EKTPOHHOrO [AOKYMEHTa
OCYLLECTBAAETCA aANTEKAMM, anTeYHbIMWM NYHKTAMU W UHAMBUAYANbHbIMM  MPEeANpPUHMMATENAMM,
yKasaHHbIMKM B MyHKTe 3 Hactosawwmx lNpaBun (Oanee - anTeyHble OpPraHM3auMu), Pacro/IOKEHHbIMU Ha
Tepputopun cybbvekta Poccuiickot Pepepaumn, B Kotopom odopmiieH peuenT B GOpmMe 31eKTPOHHOIO
OOKYMEHTa, B C/y4ae MPUHATUS YMNOJIHOMOYEHHbIM OpraHom cybbekta Poccuitickont ®Pepepauun B
COOTBETCTBUM C NYHKTOM 4 cTaTbM 6 ®eaepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-d3 "06 obpalieHnn
neKapcTBeHHbIx cpeacts” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepauymn, 2017, N 31, cT. 4791)
peweHunsa 06 Mcnoab3oBaHMM Ha TeppuTopun cybbekTa Poccmnitickon Pepepaumm Hapagy ¢ peuentamu Ha
JIeKapCTBEHHbIE MNpenapaTtbl, 0POPMNEHHBIMU HA OYMaKHOM HOCUTene, pPeLenToB Ha JIeKAPCTBEHHblE
npenapatbl, CPOPMMUPOBaHHbLIX B GOPME 3/IEKTPOHHBIX SOKYMEHTOB (Aanee - peweHne ynoJHOMOYEHHOTO
opraHa cybbekTa Poccuitckort denepaumn).

33. AnTeYHble OpPraHU3aUMKn OOMKHbI UMETb MOAKAOYEHME K FOCYAapPCTBEHHOMW MHOOPMALMOHHOWN
cucteme B chepe 3apaBooxpaHeHUs cybbekTa Poccuitickoint depepaumm <21> (oanee - cucrema), Kotopoe
obecneynBaeTcsa ynosHOMOYEHHbIM OpraHOM BAacTu cybbeKkTa Poccuitckoit Pepepaumu.

<21> MocTtaHoBneHne MpasuTtenbctsa Poccuiickonn ®epepaumm ot 5 mas 2018 r. N 555 "O eguHol
rocygapcrtseHHon MHGopmMauMoHHON cucteme B chepe 3apaBooxpaHeHus" (CobpaHne 3aKoHOAATENbCTBA
Poccuitckoit ®epepaummn, 14 man 2018 r., N 20, cT. 2849; 2019, N 6, cT. 533).

TexHuuyeckue TpeboBaHMA K MHPOPMaALMOHHOMY OBMEHY MeXAay anTeyHOl opraHnsaumei 1 CUCTEMOM,
B TOM uucie TpeboBaHMA K uAeHTMOMKauMM peuenTa B GOpMe 3NEKTPOHHOTO AOKYMEHTa M /vua,
06paTUBLLIErocs 3a OTNYCKOM IeKapCTBEHHbIX MPEnapaToB No TakKMM peLenTam, yCTaHaBAMBaOTCA PeLleHNnEM
yNOAHOMOYEHHOrO opraHa cybbekTa Poccuitickoit degepaumu.

34, OTnNyck JNeKapCTBEHHbIX MNpenapaToB Mo peuentam B (GOpPMe 3N1EKTPOHHOIO JAOKYMEHTa
OCYLLECTBNISIETCA /INLLY, YKa3aHHOMY B peuenTe MB0 ero 3akoHHOMY NpeacTaBuTento, Mbo nLy, KoTopoe
ML, YKasaHHOe B peuenTe, WAM €ero 3aKOHHbIM MpeacTaBUTENb YMOJHOMOYMAM HA TMOJyYyeHue
JleKapCcTBEHHbIX NPenapaTos.
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