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MWHUCTEPCTBO 3[JPABOOXPAHEHUSA POCCUNCKOW ®EOEPALIUA
NMPUKA3
OT 11 NIONA 2017 TOOA N 403H
Ob YTBEPXXOEHUW NPABWUIT1 OTINYCKA JIEKAPCTBEHHbIX NPEMNAPATOB ANA MEAULIMHCKOIO
NPUMEHEHWA, B TOM YACIE MMMYHOBUOJIOIT'MYECKUX NEKAPCTBEHHbIX MPEMAPATOB, ANITEYHbIMA

OPrAHU3ALIMAMU, UHOUBUOYANIbHLIMWU NMPEANMPUHUMATENAMU, UMEOLLIMMU TULLEH3UIO HA
SAPMALIEBTUMECKYIO AEATEJIbHOCTb

(c uameHeHmamu Ha 7 nons 2020 roga)

MHdopmauus 06 nameHsoLwmnx JOKyMeHTax

ﬂOKyMeHT C "AMeHeHnAMn, BHeCeHHbIMU:

npukasom MuHsapaBa Poccuu ot 7 wions 2020 rona N 683H (OdomumanbHbIi MHTEPHET-MOPTAN NPaBoBOW MHGOPMAaLIMK
www.pravo.gov.ru, 14.10.2020, N 0001202010140058).

[ononHutensHo cm. nucbMo MwuH3gpaea Poccum ot 27.09.2017 N 2853/25-4 "PasbacHeHne HopM npukasa ot 11 uions
2017 rona N 403H "O6 yTBEpXAeHUU NpaBuil OTNyCcKa JIEKARCTBEHHbIX NPENAaRaToB Afs MEAULIMHCKOIO MPUMEHEHUS, B TOM
yMcne  UMMYHOOWMONMOIMYECKMX  NEKAPCTBEHHbLIX  MPEenapatoB,  anTeYHbIMW  QRraHu3auuaMu,  UHAMBUAYANbHLIMU
OpeanpUHMMaTenamMu, MMEerLWMMU NULIEH3NI Ha  hapMaLeBTUYECKY0 AeATeNnbHOCTh" M nucbMo MwuH3apaBa Poccuun ot
24.10.2017 N 3095/25-4 "[JononHuTenbHble pasbsacHeHWs HOpM npukasa ot 11 mnonsa 2017 . N 403H "O6 yTBEpKASHUM NpaBun
OTMyCcKa NeKapCTBEHHbIX NpenapaTtoB A MEAULIMHCKOrO NPUMEHEHUSA, B TOM YMCAe MMMYHOBMONOrMYECKMX NeKapCTBEHHbIX
NpenapaToB,  anTeYHbIMW _ OpraHu3auusaMu,  MHAWBUAYaAMNbHbIMW  NpeanpuHMMAaTensMu,  UMEKLWUMU  MULIEH3UI0  Ha
chapmaLieBTMYECKYI0 AeATenbHOCTL". - [pumMeYvaHune nsrotosutenst 6asbl 4aHHbIX.

Hactoswuin gokyMeHT BKodYeH B [lepeyeHb HOPMAaTMBHbLIX MPABOBbLIX aKTOB M FRYMN HOPMAaTMBHbLIX MPaBOBbLIX aKTOB,
coaepxauimx obasarencHble TpeboBaHUA, B OTHOLWIEHWUM KOTOPbLIX HE MPUMEHSATCA nonoxeHus vacten 1, 2 u 3 cratbn 15
®denepanbHoro 3akoHa "O6 obGasartenbHbix TpeboBaHuax B Poccunickon Penepauun”, yTBEPXKAEHHbLIA NOCTAHOBIEHUEM
[MpasutenscTtea Poccuickon ®enepaumm ot 31 aekabpa 2020 rona N 2467.

- MpumeyaHue narotoBuTens 6asbl JaHHbIX.

B cootBeTcTBUM CcO cTaTben 55 PenepanbHoro 3akoHa ot 12 anpena 2010 . N 61-®3 "O6 obpalleHnn NekapCTBEHHbLIX
cpeactB" (CobpaHme 3akoHopaTenbcTBa Poccuickon depepaumm, 2010, N 16, ct.1815; N 31, c1.4161; 2013; N 48, c1.6165;
2014, N 52, c1.7540; 2015, N 29, c1.4388; 2016, N 27, c1.4238), nyHkToM 3 cTaTbu 12 PenepanbHOro 3akoHa ot 17 ceHTabpsa
1998 . N 157-®3 "O6 wummyHonpodmnakTuke WHGeKLMOHHbIX GonesHen" (CobpaHue 3akoHogaTtenbctBa Poccuinckon
depepauunn, 1998, N 38, c1.4736; 2009, N 1, ct.21; 2013, N 48, c1.6165) n nognyHkTamm 5.2.169, 5.2.183 lMonoxeHusa o
MuHucTepcTBe 3apaBooxpaHenuns Poccuickon Penepauuu, yTBepXKOeHHOro nocraHosneHvem [paButenscrBa Poccunckon
®denepaumm ot 19 mioHa 2012 . N 608 (CobpaHune 3akoHogaTenbcTBa Poccuinckon depepauun, 2012, N 26, c1.3526; 2013, N
16, c1.1970; N 20, c1.2477; N 22, c1.2812; N 33, c1.4386; N 45, c1.5822; 2014, N 12, c1.1296; N 26, c1.3577; N 30, c1.4307; N
37, c1.4969; 2015, N 2, c1.491; N 12, cT.1763; N 23, c1.3333; 2016, N 2, c1.325; N 9, c1.1268; N 27, cT.4497; N 28, cT1.4741; N
34, c1.5255; N 49, c1.6922; 2017, N 7, c1.1066),

npurKasbiBato:
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1. yTBepJJ,I/ITb npasuna oOTnyCcka JieKapCTBEHHbIX npenapartoB And MEeOUUMHCKOro npuMeHeHud, B TOM 4ucne
I/IMMyHO6VIOJ'IOFI/ILIeCKI/IX NNEeKapCTBEHHbIX npenapartoB, anTeé4HbiIMMN opraHn3aunamMmn, nHomsuayarnbHbiIMU npeanpuHnMarTendamMu,
MMEeLWNMN NMNLUEH3NIO Ha qaapmaueBqueCKyro AeATenbHOCTb, COMacHO NPUNOXKEHUIO.

2. Mpun3HaTb yTpaTUBLUMMK CUMY:
npukas MuHMcTepcTBa 30paBoOXpPaHEHNs U colmanbHoro passutuga Poccuickon ®epepaumu ot 14 nekabpa 2005 . N 785

"O [Mopsanke otnycka nekapcTBeHHbIX cpeacTts” (3apeructpuposaH MuHuctepcTBom toctuuumn Poccuinickon depepauun 16
saHBaps 2006 r., pernctpaumoHHbii N 7353);

npukas MmMHUCTEPCTBA 30paBOOXPaHEHUS U coLmanbHoro paseutust Poccurickon Penepaummn ot 24 anpens 2006 r. N 302
"O BHECEHUM U3MEHEHU B Npuka3 MUHUCTERCTBA 3APaBOOXPAHEHMS U coLmanbHoro passutmnsa Poccuiickon Penepauum ot 14
aekabpa 2005 r. N 785" (sapeructpupoBaH MwuHuctepctBoMm toctuumm Poccuiickon depepauumn 16 maa 2006 .,
pernctpaumoHHbin N 7842);

npukas MnH1UcTepcTBa 34paBoOXPaHEHNS U coLiManbHoro passutmnsa Poccurickor Penepaium ot 12 chespansa 2007 r. N 109
"O _BHeceHuM wnameHeHun B [lopagok  OTMycka JEKapCTBEHHbIX CPREACTB,  YTBEXKAEHHbIM npukasoM MuHucTepcTBa
30paBooOXpaHeHns 1 couumanbHoro pas3sutua Poccuinckont Penepaumm ot 14 nekabpa 2005 . N 785" (3apernctpuposaH
MuHuctepcTBom tocTuummn Poccunckon ®epepaumm 30 mapta 2007 r., pernctpaumoHHbin N 9198);

npukas MnHUCTEPCTBaA 30PaBOOXPAHEHUS U coLmanbHoro passutus Poccuinckon Pepepaumm ot 6 aBrycta 2007 . N 521
"O BHeceHun wnameHeHun B [lopagok  OTnycka JEKapCTBEHHbIX CREACTB,  YTBEXKAEHHbIV npukasoM MuHuCTepcTBa
3[paBOOXpaHeHnsa 1 couunanbHoro passutua Poccuiickon Pepepauumn ot 14 pgekabpa 2005 r. N 785" (3apermctpupoBaH
MuHuctepcTBom tocTuummn Poccunckon ®epepaumm 29 asrycta 2007 r., peructpaumnoHHbsin N 10063).

MwuHucTp
B.N.CkBopuoBa

3apernctpupoBaHo

B MuHucTtepcTBe tocTuumm
Poccuinckon denepaumm

8 ceHTabps 2017 roga,
permctpaunoHHbin N 48125

MpunoxeHune

K NpuKasy

MuHucTepcTBa 3apaBooXpaHeHUs
OCCUNCKOM CDe,qepalduw

ot 11 nrona 2017 roga N 403H

MPABUJIA OTMYCKA NNEKAPCTBEHHbIX MPEMAPATOB AJ14 MEANLUWHCKOIO NPUMEHEHUA, B TOM
YUACNE MMMYHOBUOJNOIMMYECKUX NEKAPCTBEHHbIX MPEMAPATOB, ANNTEYHbIMUA OPTAHU3ALIUAMMU,
nHanBMAYAnbHbiMU NPEANPUHUMATENAMU, UMEIOLLUMMU NULIEH3UIO HA PAPMALIEBTUYECKYIO
AEATENBbHOCTb

(c uameHeHnamu Ha 7 nons 2020 roga)
I. OBLWUWME TPEBOBAHUA K OTIMYCKY JIEKAPCTBEHHbIX NMPEMNAPATOB AnAdA MEAULUUHCKOIO
NMPUMEHEHUA

1. Hactosawue npasuna onpenendrT nopAanokK OTnycka JeKapCTBEeHHbIX npenapaTtoB And MeaAUuMHCKOro npuMeHeHusa, B
TOM 4ucne I/IMMyHO6I/lOJ'IOFI/I‘-IeCKI/IX JNIEKapCTBEHHbIX MNpenapaTtoB (,u,anee - JNneKapCTBEeHHble npenapaTbl), anTe4YHbIMK
opraHnzauamMmn 1 nHamsungyanbHbIMU npeanpuHUMarenamMmm, MMer M NMMUEH3N0 Ha q)apmaueBqueCKyro AeATenbHOCTb

(nanee - cybbekTbl po3HUYHON Toproenu), 6e3 peuental n (MnK) No peuenTy Ha NeKapcTBEHHbLIN Npenapat, oPOPMIEHHOMY B
YCTaHOBIIEHHOM ropsake 2  MeOWUMHCKMMKM  paBoTHMKaMK, a Takke Mo TpeboBaHWsAM-HaKNadHbLIM — opraHu3auuim,
OCYLLECTBISAOLWEN MEOUUMHCKYI [OeATenbHOCTb (Janee - MeAdMUMHCKas opraHu3auus), Wnu  MHOUBMOYanbHOro

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/542606543#6540IN
http://docs.cntd.ru/document/901961895#64U0IK
http://docs.cntd.ru/document/901978864
http://docs.cntd.ru/document/902030082#64U0IK
http://docs.cntd.ru/document/902057109#64U0IK

06 yTBepxaeHUM NpaBun oTnycka fekapCcTBEHHbIX NpenapaToB Ans MeAULMHCKOro MPUMEHEHNS, B TOM Yncne CtpaHuua 3
MUMMYHOBMONOrMYECKUX NEeKapCTBEHHbIX MPENapaToB, anTeYHbIMY OpraHn3aUnsMu, MHAMBUAYanbHbIMY NpeanpUHUMaTENsIMU,

UMEKLLMMM NULIEH3NIO Ha dhapMaLLeBTUYECKY0 AesATENbHOCTb (C n3MeHeHusimu Ha 7 nionsa 2020 roga)

lMpuka3 MuH3dpasa Poccuu om 11 utons 2017 . Ne 403H

npeanpvHUMarensi, UMeLLEero NUUEH3NI0 Ha MEOULUMHCKYI0 OEeSTENbHOCTb (Janee COOTBETCTBEHHO - pelent, TpeboBaHue-
HaknagHas).

(MyHKT B pegakumun, BBeAeHHOW B aencteue ¢ 25 okts6psa 2020 roga npukasom MuHsapaea Poccum o1 7 nions 2020 roaa
N 683H. - CM. NpeablayLLyo penakuuio)

1 MopnyHkT "4" nyHkTa 5 yactv 4 cratbu 18, noamyHKT "K' nyHkTa 1 yactu 1 ctatbu 33 PenepanbHoro sakoHa ot 12

anpensa 2010 . N 61-®3 "O6 obpauleHun nekapcTBeHHbIx cpencts” (CobpaHne 3akoHopaTenbcTBa Poccunckon ®egepauun,
2010, N 16, c1.1815; N 42, c¢1.5293; N 49, c1.6409; 2014, N 52, c1.7540).

2 Mpukasbl MuHUcTepcTBa 3apasooxpaHeHns Poccuiickon ®eaepaunu:

oT 14 aneaps 2019 . N 4H "O6 yTBEpXAEHMM MOpPSAKa HA3HAYEeHWUs NEKAaRCTBEHHbIX NPenapartoB, hopM peLienTyRHbIX
ONaHKoOB Ha NeKapCTBEHHbIE NpenapaTthl, Nopsaaka ohopMIeHNs yKkadaHHbIX BNaHKoB, UX y4eTa U XxpaHeHus" (3aperncTpmpoBaH
MuHuctepcTBom toctuumm Poccuinickon ®epepaumm 26 mapta 2019 r., peructpaumoHHbin N 54173), ¢ un3aMeHeHusMM,
BHECEHHbIMU NpukazoMm MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon Penepaumm ot 11 paekabpa 2019 . N 1022H
(3apeructpuposaH MuHuctepcteom toctuuumn Poccunckon ®epepauun 28 ausapsa 2020 r., pernctpaumoHHbii N 57292) (nanee
- npukas N 4H)

(AB3au B pefakumm, BBeAeHHOM B Aenicteue ¢ 25 oktabps 2020 roga npukazom MuHsapasa Poccun ot 7 mtona 2020 roaa
N 683H. - Cm. NpeablayLLyo peaakLmio)

ot 1 asrycta 2012 . N 54H "O6 yTBepxaeHun ¢hopMbl BNaHKOB peuenToB, COoAepXKaLIMX Ha3HadYeHWe HaPKOTUYECKMX
CPENCTB M NCUXOTPOMHbIX BELLECTB, MORPSAKA MX W3rOTOBMNEHWS, pacnpeneneHuns, PErucTpaLmm, y4etTa U XpaHeHus, a Takke
npaesun __ochopmnerus" (3apernctpmpoBaH MuHuctepcteoMm toctuummn  Poccuiickon ®epepaunm 15 asrycta 2012 .,
peructpaumoHHbin N 25190), ¢ mM3MeHeHuAMMW, BHECEHHbIMW nOpukasamu MuHUCTEPCTBa 34paBooOXpaHeHuns Poccunckon
®Penepaumu ot 30 mioHa 2015 . N 385H (3apeructpmposaH MuHuctepcteom toctuunm Poccuinckon ®eaepauum 27 Hoabps 2015
r., pernctpaumoHHein N 39868) n ot 21 anpensa 2016 r. N 254H (3apeructpupoBaH MuHUCTEPCTBOM toCcTUUMKM Poccuiickomn
depepauunn 18 nons 2016 r., pernctpaumoHHbin N 42887) (oanee - npukas N 54H).

2. OTnyck nekapcTBeHHbIX NpenapaToB 6e3 peLenToB OCyLLEeCTBNAETCS:
anTekamu;

anTeYHbIMM NyHKTaMW;

anTeYyHbIMM KMOCKaMMU;

MHAMBMAOYanbHbIMKA NpeanpUHUMAaTENsMU, WMELWUMU JNULEH3NI0 Ha dapMaLeBTUYecKylo OeaTenbHOCTb (Oanee -
WHAMBMAOYanbHBIA NpeanpuHuMaTens).

3. OTnyck nekapcTBEHHbIX NMpenapaToB Mo peLenTam ocyLeCTBSeTCs:

anTekamu;

anTeYHbIMW MyHKTaMW;

NHOVBUAYaNbHBEIMU NPEANPUHMMATENAMU (38 UCKITIOYEHWEM OTMNYyCKa HapKOTUYECKUX CPEACTB U MCUXOTPOMHLIX BELEeCTB,

BKITIOYEHHbBIX B MEPEYEeHb HAPKOTUYECKMX CPEOCTB, MCUXOTPOMHbIX BELLECTB U WX MPEKYPCOPOB, MOANEeXallinx KOHTROMI B
Poccunckon ®enepaumu, yTeepxaeHHbIN noctaHoeneHvem pasutensctea Poccurickon ®enepaumm ot 30 uioHa 1998 . N 681

3 (manee cOOTBETCTBEHHO - [lepeyeHb, HAPKOTUYECKME 1 NCUXOTPOMHbLIE NeKapCTBEHHbIE Npenaparsi).

3 CobpaHve 3akoHoaaTenbcTBa Poccuiickoin ®eaepaumm, 1998, N 27, ¢1.3198; 2004, N 8, cT.663; N 47, cT1.4666; 2006, N

29, c1.3253; 2007, N 28, c1.3439; 2009, N 26, c1.3183; N 52, c1.6572; 2010, N 3, c1.314; N 17, c1.2100; N 24, c1.3035; N 28,
ct.3703; N 31, c1.4271; N 45, c1.5864; N 50, c1.6696, 6720; 2011, N 10, c1.1390; N 12, cT.1635; N 29, c1.4466, 4473; N 42,
cT.5921; N 51, c1.7534; 2012, N 10, c1.1232; N 11, c1.1295; N 19, c1.2400; N 22, c1.2864; N 37, c1.5002; N 48, c1.6686; N 49,
cT.6861; 2013, N 9, c1.953; N 25, c1.3159; N 29, c1.3962; N 37, c1.4706; N 46, cT.5943; N 51, c1.6869; 2014, N 14, c1.1626; N
23, c1.2987; N 27, c1.3763; N 44, c1.6068; N 51, c1.7430; 2015, N 11, c1.1593; N 16, cT.2368; N 20, cT.2914; N 28, c1.4232; N
42, c1.5805; 2016, N 15, c1.2088; 2017, N 4, c1.671; N 10, cT.1481.
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OTI'IyCK HapPKOTUYECKUX N NCUXOTPONHbIX JIeKapCTBEHHbIX npenapartoB Mo peuentamMm OCYLUeCTBNAeTCA anTtekamum u
anTe4yHbIMM NyHKTaMn, UMeLWMMN JTIMLUEH3NIK Ha 0eATelnbHOCTb MNo 060p0Ty HapKOTU4YEeCKNX cpeactB, NMNCUXOTPOMNHbIX BeLleCTB
N X NPeKypcopoB, KynbTMBMPOBaHUO HAapKocoadepKaLllnx paCTeHI/II7I.

OTI'IyCK I/IMMyHO6VIOJ'IOFI/I‘~IeCKI/IX NEeKapCTBEHHbIX npenapatoB NO peuenTtamM OCYyLLeCTBNAeTCA anTekaMunm U anTe4YHbIMU
NyHKTaMu.

4. Mo peuenTaM, BbINMCAHHLIM Ha peLenTypHbIXx BnaHkax dopmbl N 107/y-HM 4, ornyckaiotes HapkoTuyeckve u

NCUXOTPOIMHbIE NIeKapCTBEHHbIE NpenapaTtbl, BHECEHHble B CNMCOK HAapKOTUYECKNX CPEACTB U NMCUXOTPONMHbIX BeELecTB, 060poT
KoTopbIX B Poccuinckon degepauun orpaHnyeH 1 B OTHOLLEHUN KOTOPbIX YCTaHABMBAKOTCA Mepbl KOHTPONSA B COOTBETCTBUMN C
3aKkoHogaTtenbcTBoM Poccuiickon denepaumm n mexayHapogHsiMu gorosopamu Poccuinckon ®egepaummn (cnucok ), MNepeyna
(Oanee - HapkoTMYecKMe M MNCUXOTPOMHbIE JleKapCTBEHHble Mpenapatbl cnucka ), 3a UCKMYEeHMeM HapKOTMYECKUX W
NCUXOTPOMHBLIX JIEeKApCTBEHHbIX MpenapaTtoB B BuAe TpaHCAEepMarbHbIX TepaneBTUYECKUX CUCTEM W  feKapCTBEHHbIX
npenapaToB, COAEPXKaLLUMX HApPKOTUYECKOe CPeaCcTBO B COMETAHUN C aHTAaroHNCTOM OMMOUAHbIX PELEnTOPOB.

(AB3aL B pegakuun, BBeaeHHom B aenctane ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccum ot 7 uionga 2020 roga
N 683H. - CM. NpeAblayLy0 penakumio)

4 MNpunoxenms N 1 v 2 k npukasy N 54H.

Mo peuenTtam, BbINWCAHHBIM HA peLenTypHbIX Braxkax dopmbl N 148-1/y-88, otnyckatotes 7 :

5 NyHkT 10 NopsiaKka HasHaYeHUs NeKkapcTBEHHbIX NPenapaTos, YTBEPXKAEHHOro NpukasoM N 4H.

(CHocka B pegakumu, BBeeHHoM B gericteue ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccun ot 7 utons 2020 roaa
N 683H. - CM. NpeablayLLyo penakuuio)

NMCUXOTPOMHbIE NEeKapCTBEHHblE nNpenapaTbl, BHeceHHble B CMMCOK MNCUXOTPOMHbIX BellecTs, 0bOpPOT KOTOpbIX B
Poccuinckon Pepepaumm orpaHMYeH U B OTHOLUEHWW KOTOPbIX LOMYCKAeTCA WCKIIYEeHUWEe HEeKOTOPbIX Mep KOHTponsa B
COOTBETCTBUM C 3akoHogaTenbcTBOM Poccunckon denepaumm n mexgyHapoaHbiMu goroBopamu Poccuiickor depepaumm
(cnucok ), MepeyHs (aanee - NCUXOTPONHbIE NekapcTBeHHbIe nNpenapatsl cnucka lll);

HapKOTMYeCKMe U MCUXOTPONHbIE feKapCTBEHHblE Npenapatbl cnucka |l B Buae TpaHcaepMarnbHbIX TepaneBTUYECKUX
CUCTEM W NeKapCTBEHHble MpenapaTbl, CoAepXaliue HapKoTMYeckoe CpPeAcTBO B COYETAHUW C aHTArOHUCTOM OMMOWMAOHBLIX
PeLenToOpPOB;

(AB3aL B pegakuun, BBeaeHHoM B aencrtane ¢ 25 oktabpsa 2020 roga npukasom Munsapaea Poccum ot 7 utonga 2020 roga
N 683H. - CM. mpeablayLLy0 PeaaKLnio)

NleKapCTBeHHble npenapartbl, BKMKO4YEHHble B MNepevyYeHb J1eKapCTBEeHHbIX cpeactBs AnAa MeguunHCKOro npuMeHeHud,
noanexawunx npegmMmeTHo-Konm4yecTtBeHHOMY yquyﬁ, 3a UCKIKYeHMeM JeKapCTBEeHHbIX rnpenapaTtoB, yKa3aHHbIX B absauax

NepBOM U TPETbEM HACTOSILLLEro NyHKTa, U NeKapCTBEHHbIX NpenapaToB, oTnyckaemblx 6e3 pelenTta (aanee - nekapcTBeHHbIE
npenapartbl, noanexaiiue NpeamMeTHO-KONIMYECTBEHHOMY YUeTy);

& Mpukas MuHucTepcTBa 3apasooxpaHeHuns Poccuiickoin ®enepaumm ot 22 anpens 2014 . N 1831 "O6 yTBEpxaeHUn

NepeyYHs NeKapCTBEHHbIX CPEeACcTB ANs MEeOULIMHCKOIO NPUMEHEHWs, NoANneXalivMx MReAMETHO-KONUYECTBEHHOMY Y4deTy"
(3apeructpuposaH MuHuctepctBoM toctuumm Poccuiickon ®epepaumm 22 umonsa 2014 r., peructpaumoHHein N 33210) ¢
M3MEHEHUAMU, BHECEHHBIMU NPUKa3oM MuHUCTepcTBa 3apaBooxpaHeHus Poccurickon @enepauum o1 10 ceHTs6psa 2015 . N
634H (3apeructpuposaH MuHnctepcteom toctuumm Poccunckon ®eaepaumm 30 ceHtabps 2015 r., pernctpaunonHbin N 39063).

nekapcTBeHHble npenapaTbl, obnagatowue aHabonNMYyeckon aKTUBHOCTbLIO (B COOTBETCTBUM C  OCHOBHbIM
dpapmakornormieckum  aenctevem)’ M OTHOCSAWMECS NO aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,

pekomeHaoBaHHOW BcemupHoOW opraHmsauven 3gpaBooxpaHeHust (aanee - ATX), k aHabonudeckum ctepompam (kog A14A)
(oanee - nekapcTBeHHbIe Npenapartbl, obnagatowme aHabonMyYeckom akTUBHOCTBIO);
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7 MopnyHKT 2 nyHkTa 10 Nopsaka HasHaYeHUs NekapCTBEHHbIX NPenapaTos, yTBePXKAeHHOro nprkasom N 4H.

(CHocka B pegakumu, BBeeHHOM B gerictaue ¢ 25 oktabps 2020 roga npukasom Munsapasa Poccun ot 7 utons 2020 roaa
N 683H. - CM. npeabAyLLY0 peaaKLmio)

JleKapCTBEHHblI€ npenapartbl, YKa3aHHbl€ B NYHKTE 5 I‘Iop_ﬂ,uKa oTnycka hmn3nyecknmM NuLam NeKkapCTBEHHbIX NpPenaparoB
anga MeguLMHCKOro npuMeHeHuad, coaepXxallimx KpoMe MarsbiX KONn4eCcTB HAPKOTUYECKUX CPEeNCTB, MNCUXOTPOMHbLIX BELLECTB U
ux __MNnpeKypcopoB _Aapyrue dapmakonornyeckmne akTUBHbIE  BELLIECTBA, YTBEPXOEHHOIo  MpuKkasom MwuHucTepcTBa

30paBOOXPaHEHMs 1 coLmanbHoro passuTusa Poccuiickon Penepaumm ot 17 mas 2012 . N 56242 ;

2 3apeructpuposaH MuHucTepcTBoM tocTuLmmn Poccuiickon ®eaepaumn 1 mioHs 2012 1., percTpaumoHHbiii N 24438, ¢

U3MEHEHUAMU, BHECEHHBIMU Npukasamm MunHuctepcrBa 3apaBooxpaHeduns Poccumckon Pepepaumm ot 10 noHg 2013 . N 3691
(3apervctpupoBaH MuHuctepcTBom toctuumm Poccunckon ®epepaummn 15 urona 2013 r., peructpaumoHHein N 29064), ot 21
aBrycta 2014 r. N 465H (3apeructpupoBaH MwuHuctepctBoM toctuumm Poccuiickon ®epepauum 10 ceHTsiops 2014 r,
pervctpaunoHHbin N 34024), ot 10 ceHTabpa 2015 r N 634H (3apeructpupoBaH MuHUCTEPCTBOM tOCTMUUKM Poccuinckon
depepauun 30 ceHTsbps 2015 r., pernctpaumoHHbii N 39063).

JleKapCTBEHHblIe npenapartbl, N3rotaBnMBaemMble NO peuenTy Ha J'IeKapCTBeHHbIVI npenapart n cogepxatline HapkoTn4eckoe
cpencTBo UM NCUxXoTponHoe BewecTBo, BHECEHHOE B CMMCOK Il MepeyHs, n apyrune cbapmakonormqecme aKTBHbIE BellecTBa
B O03e, He I'IpeBbILIJa}OLLLeIZ BbICLUYHO pa3oByo 003y, U Nnpu yCcioBuK, 4YTO 3TOT KOM6I/IHI/IpOBaHHbIﬁ J'IeKapCTBeHHbIIZ npenapart He
ABNAETCA HAPKOTUYECKUM UITN NMCUXOTPONMHBLIM NeKapCTBEHHbIM NMpenapaTtomM Cnncka Il.

Mo peuentam, BbIMMCAHHBIM Ha peuenTypHbix OnaHkax chopmbl N 148-1/y-04 (n), OTMNyCKarTCsl JeKapCTBEHHbIE
npenapaTtbl, BbIMUCbIBAEMbIE TpaxJaHaM, MMEKLWMM NpaBo Ha OGecnnaTHoe MoflyvYeHWe NeKapCTBEHHbIX MpenapaTtoBuiv
nony4yeHne nekapcTBEHHbLIX NpenapaToB CO CKUOKOW (darnee - nekapcTBEHHble npenapartbl, OTnyckaemble 6ecnnartHo unm co
CKUOKom).

(AB3aL B pegakuun, BBeaeHHom B aencrtane ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccum ot 7 uionga 2020 roga
N 683H. - Cm. NpeablayLLyo peaakLmio)

Mo peuenTam, BeiNMCaHHbIM Ha peuenTypHbix 6rnaHkax chopmbl N 107-1/y, OTnNycKaloTCA MHbIE NNEKAPCTBEHHbIE NpenapaTbl,
He ykasaHHble B ab3auax nepBoM, TPETbEM - AEBATOM HACTOSALLErO MyHKTa, 3@ WUCKIIOYEHWEM NeKapCTBEHHbIX MpenapaTtos,
oTnyckaembix 6e3 peuenTa.

Mo peuentam B opme 3MEKTPOHHOIO OOKYMEHTa C MCMONb30BaHWEM YCUIEHHOW KBanUUUUMPOBAHHOW 3MEeKTPOHHOMN
noanucu mMeamumMHckoro paboTHuka (ganee - peuenT B popmMe 3MeKTPOHHOrO JOKYMEHTa) OTMyCKaloTCsl BCE JIEKApPCTBEHHbIE
npenapartbl, ykazaHHble B ab3auax NsToM - JECATOM HAaCTOSILLErO MyHKTA.

(AB3aL, gononHUTENbHO BKNtOYEH ¢ 25 okTabpsa 2020 roaa npukazom MuHagpasa Poccum ot 7 mtonsa 2020 roaa N 683H)

5. OTnyck nekapCTBEHHbIX NpenapaToB, He ykasaHHbIX B NyHKTe 4 HacTosAuwmx MpaBua, B COOTBETCTBUMN C MHCTPYKLMAMU
Mo MX MEAULIMHCKOMY NMPUMEHEHMIO ocyLLecTBnsieTcs 6e3 peLenToB.

6. OTnyck nekapcTBEHHbIX MPenapaToB OCYLLECTBISIETCS B TEYEHME yKa3aHHOINO B peLenTe cpoka ero AevcTBuS npwu
obpalleHnn nmua Kk cybbekTy pO3HUYHOM TOProBMn.

B cnyyae otcytcTBMs y CcyObekTa pPO3HWYHOW TOPrOBMM JEeKapCTBEHHOrO MpenapaTta, ykasaHHOro B peuente, npu
obpalleHnn nuua K cybbekTy pO3HMYHOW TOProBNM peuenTt NPUHUMaETCsl Ha OOCnyXuMBaHWE B Criedylolime cpoku (ganee -
OTCPOYEHHOE 0bCnyXnBaHme):

peuenT ¢ nomeTkon "statim" (HemegneHHO) obcnyxMBaeTcs B Te4eHne ogHoro paboyero gHs co AHA obpalleHus nuua K
CYOBEKTY PO3HMYHOWN TOPrOBIN;

peuenTt ¢ nomeTkon "cito" (CpodHO) 06CnyXMBaeTcsl B TedeHme AByX pabounx gHewn co AHSA obpalleHus nuua K cyobekTy
PO3HUYHOW TOProOBMK;

peLenT Ha feKkapCTBEHHbIN MpenapaTt, BXOASLWMA B MUHUMarnbHbIA aCCOPTMMEHT JeKapCTBEHHbIX NpernapaTtoB Ans
MEULIMHCKOTO NPUMEHEHMS, HEOBXOAUMBIX sl OKasaHUs MeOULIMHCKON nomoLm? |, obenyxusaetcs B TedeHne natu paboumx
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AHeW co aHs obpalleHus nuua K cybbekTy po3HUYHON TOProBnw;

¥  PacnopsikeHne [pasutensctea Poccuiickoin ®epepaunm ot 12 pgekabps 2019 . N 2406-p (Cobpanue

3akoHogatenbcTBa Poccuiickon ®egepauumn, 2019, N 42, c1.5979).
(CHocka B pegakumu, BBeAeHHOM B gercteue ¢ 25 oktabps 2020 roga npukasom Munsapasa Poccun ot 7 utons 2020 roaa
N 683H. - CM. NpeablayLLy0 penakumio)

peuenTt Ha J'IeKapCTBeHHbIIZ npenapar, OTHyCKaeMbIVI SecnnaTtHoO unu co CKMOKON X He Boweawnin B MUHUMAaIbHbIN
ACCOPTUMEHT JieKapCTBEeHHbIX npenapatoB AnAd MeaAUUUHCKOro npuMmeHeHuAd, HeO6XO,D,I/IMbIX ONs OKasaHus MeguLMHCKOM
NMOMOLLN, o6cny>+<|/|BaeTc;| B Te4eHne aecatu pa6oql/|x OHen co OHsA o6pau.|,eH|/|9| nnua K cy6be|<Ty pO3HI/I'~IHOIZ TOproenu,;

peLenTbl Ha NEeKapCTBEHHbIE MpenapaThl, HazHaYyaeMble M0 PELIeHNo BpadeGHON KoMmnccum, oBCnyKnBatoTCst B TeHYeHne
nsTHaguaTtn paboumx aHen co aHs obpalleHus nuua K cybbekTy po3HUYHON TOProBIu.

3anpeu.LaeTCﬂ OoTnycKaTb JeKapCTBEHHble npenapartbl No peuentaMm C UCTEKWKUM CPOKOM OENCTBUS, 3a UCKITHOYEHNEM
cny4yad, Korga cpok aencTeus peuenTa UCTek B nepnoa HaxoxaeHuna ero Ha OTCpo4eHHOM O6CJ'Iy)KI/IBaHVII/I.

Mpu ucTeyeHUM cpoka [OeNCTBUA peuenTa B Mepuos HaxXOXKOEHWS €ro Ha OTCPOYEHHOM OBGCMyXXMBaHUM OTMYCK
nekapcTBEHHOro npenapara no TakoMy peLenTy ocyLecTBrsieTcs 6e3 ero nepeodopmeHus.

7. ﬂeKapCTBeHHble npenapartbl OTNYCKAaKTCA B KOnn4yectee, yKa3aHHOM B pelenTte, 3a UCKIKYeHnemM cny4dyaeB, Korga aona
NNeKapCTBEHHOro npenaparta yCTtaHOBI1E€Hbl KOJIM4YECTBO, KOTOPOE MOXET ObITb BbINMCAHO B O4HOM peuenTte, NN Kypc neveHna
10,

(AB3aL B pegakuun, BBeaeHHom B aencrtane ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccum ot 7 utonga 2020 roga
N 683H. - Cm. npeablAyLLYIo peaaKLmio)

10 Opunoxenve N 1 K NopsaKy HasHaYeHUs NMNEKaPCTBEHHbIX MPenaparoB, YTBEPXAEHHOMY npuka3om N 4H, NyHKT 25

nops/AKa HazHaYeHWs NeKapCTBEHHbLIX NPenapaToB, YTBEPXKAEHHOro npukasom N 4H.
(CHocka B pegakuuun, BBegeHHoN B gencteue ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccun ot 7 urong 2020 roaa
N 683H. - Cm. npeablAyLLYIo peaaKLmio)

Mpu npeObsiBNeHUMM peuenta C MpeBbilleHWeM NpPefenbHO  AONYCTUMOTO UM PeKOMEHAOBaHHOTO  KOSM4YecTBa
nekapcTBEeHHOro npenapara Ans BbINACbIBAHUA Ha OAMH peuenT dapMaueBTUYecknit paboTHUK MHADOPMUPYET 06 3TOM NnLo,
npeacTaBvBlUEE pPeLenT, PYKOBOAMUTENS COOTBETCTBYIOLIEA MEOMUMHCKOM OpraHusaumm W OTrycKaeT yKasaHHOMY nuuy
YCTaHOBMNEHHOE COOTBETCTBEHHO NPEAENbHO AOMYCTUMOE UK PEeKOMEeHA0BaHHOE KOMMYECTBO flekapCTBEHHOIO Nnpenapara ans
BbINWCLIBAHWSA Ha OOWH peLenT C NPOoCTaBleHMeM COOTBETCTBYHOLLE OTMETKM B peLenTe.

Mpy HanuMuum y cybGbekTa PO3HWYHOM TOPrOBMM JIEKAPCTBEHHOINO MpenapaTta C AO3UPOBKOWN, OTIIMYHOW OT [AO3UPOBKM
NeKapCcTBEHHOro npenaparta, ykasaHHOW B peuenTe, OTMYCK MMEHLLErocs NekapcTBEHHOroO rnpenaparta [Aornyckaercsl, ecnu
[03MpOBKa TaKoro nekapCTBEHHOro npenapaTta MeHblue [03MPOBKU, yKa3aHHOW B pelenTe. B Takom cnydyae ocyluecTBnsieTcs
nepecyeT KONMYecTBa NeKapCTBEHHOIO Npenapara ¢ y4eToM Kypca JIe4eHUs!, ykasaHHOTo B peLienTe.

B cnyyae ecnu Oo3vpoBKa fiekapCTBEHHOrO npenapara, MMetolerocs y cyObekta pO3HUYHOM TOProBnw, NpeBbilIaeT
O03MPOBKY IeKapCTBEHHOrO npenapara, ykasaHHyl B peuenTte, peweHue o6 OTMycKe NeKapCTBEHHOro npenapata C Takou
O03MPOBKOV NPUHNUMAET MEAULIMHCKUIA pabOTHUK, BbINMCABLUUA peLenT.

8. OTnyck nekapCTBEHHOro npenaparta OCYLIECTBMSETCS B MEPBUYHON M BTOPUYHOM (MOTPEOMTENbCKONM) YMNaKoBKax,
MapKUPOBKa KOTOPbIX AOIMKHA oTBevaTb TpeboBaHusM ctatbm 46 PenepanscHoro 3akoHa o1 12 anpend 2010 © N 61-9d3 "O6

obpallieHnn nekapcTeeHHbIx cpeacTe"ll, a ynakoBka Ans HapKOTMYECKMX M MCUMXOTPOIHbLIX NEKapCTBEHHLIX MNpernapaTos
cnucka |l - TpeboBaHmaM nyHkTa 3 ctatbk 27 PenepansHoro 3akoHa ot 8 aHeaps 1998 r. N 3-®3 "O HapKOTUYECKMX CREACTBAX
1 MCUXOTPONHbIX BewecTBax"12 .

11 Co6paHue 3akoHoaaTenscTea Poccuiickoin denepaumu, 2010, N 16, cT.1815; N 42, c1.5293; 2014, N 52, c1.7540.
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12 Cob6panue sakoHopatenbcTBa Poccuickon deaepauumn, 1998, N 2, ¢1.219; 2012, N 53, ¢1.7630; 2013, N 48, c1.6165;
2015, N 1, c1.54.

HapyLueHVle I'IepBI/NHOVI YNaKoOBKU NeKapCTBEHHOIo npenaparta npu ero oTnycke 3anpeliaerca.

HapylieHune BTopr4yHOW (NOTPebUTENBCKOI) YNakoBKM NeKapCTBEHHOIO NpenapaTta U OTryCcK fieKapCTBEHHOro npenaparta B
NnepBMYHOM YMaKoBKe [OOMycKaeTcsi B Criydae, eCniu KONMWYEeCTBO JIEKApCTBEHHOrO npenapaTa, ykasaHHoe B peuente unu
HeobOxoaumoe nuuy, npuobpeTaloLwemMy NEKapCTBEHHbIM npenapaTt (Npu Ge3peuenTypHOM OTMYCKE), MeHbLUe KonuyecTsa
rniekapCTBEHHOro npenapara, cofep)kallerocsi Bo BTOPWUYHOWN (MoTpebuTenbckoin) ynakoBke. B Takom cryyae npu oTnycke
rnieKkapCTBEHHOro npenaparta nuuy, npuobpeTatolemMy rekapCTBeHHbIM npenapat, NpPeaoCTaBnseTcsl MHCTPYKUMS (Konus
WHCTPYKLUM) MO NPUMEHEHNIO OTMNYCKAaeMOoro fiekapCTBEHHOrO npenapara.

9. MNpu oTnycke nekapcTBEHHbLIX MpenapaToB MO peuenty, opopMNeHHOMY Ha peuenTypHoM OnaHke Ha OymaxkHoMm
HocuTene, dapmaueBTUYeCcKM paboTHMK MPOCTaBMsSeT OTMETKY Ha peuente o6 OTnNycke IekapCTBEHHOro npenapaTta C
yKasaHuem:

(AB3aL B pegakuun, BBeaeHHom B aencrtane ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccum ot 7 utonga 2020 roga
N 683H. - Cm. NpeablayLLyo peaakLmio)

HaVMEHOBaHUA  anTe4YHOM opraHusauum  (pamunuu, WUMEeHW, oOTyecTBa (NpW  HaMM4MKM)  MHAWMBMAYAlbHOIO
npeanpuHuMarens);

TOProBOro HavMMeHOBaHWS (33 WUCKMOYEHMEM FEKapPCTBEHHbIX MpenapaToB, U3rOTOBSIEHHbIX B aMTEYHOW OpraHusauuu),
O03MPOBKM U KONMYecTBa OTNYLLEHHOO NIEKapCTBEHHOro Npenapara;

(AB3aL B pegakuun, BBeaeHHoM B aencrtane ¢ 25 oktabpsa 2020 roga npukasom Munsapaea Poccum ot 7 utonga 2020 roga
N 683H. - CM. mpeapblayLLy0 PeaaKLmio)

dhamunmm, umeHu, oTyecTBa (MpU HaNMYMKM) MeaMUMHCKOro paboTHMKA B Criydasix, ykasaHHbIX B ab3ale YeTBepTOM NyHKTa
7 v ab3aue TpeTbeM nyHkTa 10 HacToAwmx Mpasun;

PEKBM3NTOB [OKYMEHTa, YOOCTOBEPAILWEro fMYHOCTb JiMua, MOSMyyYMBLUErOo fleKapCTBEHHbIM MnpenapaT, B chnydvae,
yKasaHHOM B nyHKTe 20 HacTosuwmx [Mpasun;

damunum, UMeHn, oT4ecTBa (NpU HanMuMKn) hapmaLeBTUYecKoro paboTHMKa, OTMYCTUBLLETO fleKapCTBEHHbIN npenapart, v
€ro noanucy;

AaTbl OTrycKa fekapCTBEHHOrO Npenapara.

10. MNpn oTnycke nekapCTBEHHbIX NpenapaToB MO pPeLenTy, BbiNMMCaHHOMY Ha peuenTypHom 6naHke cdopmbl N 107-1/y,
CPOK [EeNCTBUSI KOTOPOro cocTaenseT oauH roal3 | u B KOTOPOM yKkasaHbl Mepuodbl U KONMMYECTBO OTMyCKa NeKapcTBEHHOro

npenapata (B Kaxabli nepuvoa), peuenTt BoO3BpallaeTcs nuuy, npuobpeTatolieMy INeKapCTBEHHbIA Mpenapar, C OTMETKON,
cogepxallen ceefeHus, ykasaHHble B NyHkTe 9 HacTodwmx Mpaswmn.

13 CHocka ucknioueHa ¢ 25 oktabps 2020 roga - npukasd Munsapasa Poceun ot 7 wmiona 2020 roga N 683H. - Cwm.
OREAbIAYLLYI0 PeAaKLnIO.

Mpu oyepegHoMm obpalleHnn nuua K CyOGbekTy PO3HUYHOW TOProBMM C AaHHbIM peLenToM YYUTbIBAKOTCS OTMETKM O
npegbiayLiemM OTMyCKe NEeKapCTBEHHOro npenapaTta Mo Takomy peuenTy U B crnyvae npuobpeTeHnss nuuUoM KonuvecTtsa
nekapcTBEHHOro npenapata, COOTBETCTBYIOLLEr0 MaKCMMarbHOMY KONMUYECTBY, yKasaHHOMY MeOMUMHCKUM paboTHMKOM B
peuenTe, a Takke No UCTEYEHUN CPOKa OENCTBUSA peuenTa, Ha peuenTte npocTaBnsetcda wTtamn "flekapcTBeHHbIN npenapar
oTnyweH" 1 peuenT Bo3BpaLLaeTcs nuuy.

EOQVHOBpPEMEHHBIN OTNYCK NEeKapCTBEHHOrO npenapara Mo peuenTy, BbIMMCAaHHOMY Ha peuenTypHoM GnaHke copmbl N
107-1/y, cpok OencTBMA KOTOPOro COCTaBnsieT oauH rofa(13), u B KOTOPOM yKasaHbl nepuodbl M KONMMYEeCTBO OTMycka
nekapcTBEHHOro npenapata (B KaxAbll nepuop), OOMyCKaeTCsl TOMbKO MO COrMacoBaHWIO C MeOULMHCKUM pPabOoTHUKOM,
BbINUCaBLUMM peLenT.
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11. Mpun oTnycke nekapCTBEHHbIX NPENApaToB MO PELIENTY, BbLIMUCAHHOMY Ha peuenTypHoMm onaHke ¢hopmbl N 148-1/y-04
() vnn chopmbl N 148-1/y-06 (1), 3aNONHEHHbIA KOPELLOK TaKoro pelenTta nepegaetcs hapMaueBTUYECKMM PaboOTHUKOM NnLLy,
npuobpeTatoLemy (nonyyarLLemMy) NekapcTBEHHbIE Npenaparbl.

12. Mpu oTnNycke HAapKOTUYECKOro W MCUMXOTPOMHOrO feKkapcTBEHHOro npenapata cnucka |l Ha peuenTte 06 oTnycke
nekapCTBEHHOro Mpenapata MpPOCTaBnsieTCss MevyaTb anTekM WM anTedyHoro MyHKTa, B KOTOPOW YKasaHo WX MosfHoe
HavmMeHoBaHWe (NMpU Hanu4YuK neyvaTn).

13. Mpu oTnycke MMMYHOGMOMOrMYECKOro NeKapCTBEHHOro Mnpenaparta Ha peuenTe UM Kopellke peuenTa, KOTopbii
ocTaeTcs y nuua, npuobpeTaollero (nonyyaroLlero) feKkapcTBEHHbI Mpenapat, ykasblBaeTcs TOMHOe BpeMsi (B yacax u
MUHYTax) OTMycKa NekapCTBeHHOro npenapara.

OTnyck MMMYHOBUMOMOrMYECKOro NeKapCTBEHHOMo npenapara OcyLIeCTBAseTcA nuuy, npuobpeTatowwemy (nosydyaioemy)
NeKapCTBEHHbIV Npenapart, Npy HanuyuM y Hero crneuuansHoro TEPMOKOHTeHepa, B KOTOpbI MOMELLaeTCsl NeKapCTBEeHHbIN
npenapar, ¢ pa3bsCHEHMEM HEOBXOAUMOCTU AOCTaBKM AaHHOMO NeKapCTBEHHOTo npenapaTa B MeAULIMHCKYH OpraHM3aumio npu
YCIIOBUW XpaHEHUS B CrieLmanbHOM TePMOKOHTEHepe B CPOK, He NpeBbilwatoLLmii 48 YacoB nocre ero npuobpeTeHus.

14. OcTtaloTca n XpaHATCAa y cybbekTa pO3HNUYHON TOProBnu peuenTbl (C 0TMETKON "flekapCTBEHHbIM npenapaTt oTnyLweH")
Ha:

HapKOTUYECKME W MNCUXOTPOMHbIE JeKapCTBEHHblE npenapaTbl cnucka |l, NMCUXOTPOMHbIE JfEKapCTBEHHbIE npenapaTbl
cnucka lll - B Te4eHune natu ner;

nekapcTBEHHbIE Npenapartbl, oTnyckaeMble 6ecrnnaTHO U CO CKUAKOM, - B TEYEHWE TPEX MET;

KOMOMHMPOBaHHbIE NekapCTBEHHblE npenapaThl, cogepXallumMe HapKoTUYecKkue CpencTBa UMM NCUXOTPOMHbIE BELLEeCTBa,
BHeceHHble B cnucku Il v ]Il TepeyHsd, narotoBneHHbIe B anTe4YHOW opraHv3auuu, nekapcTBeHHble npenapartbl, obnagatoLiue
aHabonunyeckon aKTUBHOCTbIO, NEKapCTBEHHblE npenapartsbl, nognexaiime npeameTHO-KONUYECTBEHHOMY YYETY, - B TeyeHue
Tpex ner;

neKapcTBEHHbIe Mpenaparbl B XWAOKOW NnekapcTBeHHoW dopme, copepxawime 6onee 15% atunosoro cnvpta oT obbema
roTOBOW NpoayKUun, NHblE NEKapCTBEHHbIE NpenapaTbl, OTHocsAwmecs no ATX Kk aHTuncuxotnydecknm cpegcteam (kog NO5SA),
aHkcmonutukam (kog NO5B), cHOTBOpHbIM M cedatuMBHbIM cpeactBaMm (kog NO5C), aHTugenpeccaHtam (kog NOBA) u He
nognexatime npegmMeTHO-KONMMYECTBEHHOMY YYETY, - B TEYEHME TPEX MECSILIEB.

15. PeuenTbl, He ykasaHHble B nyHkTe 14 Hactodwmx [lpaBuni, oTMmevarTcsa wwTtamrnoM “JlekapCcTBeHHbIM npenapat
oTnyLweH" 1 BO3BpaLLaloTCA nuLy, Nony4YmBLLIEMY NEeKapCTBEHHbIVM Npenapar.

PeuenTbl, BbINUCaHHbIE C HapyLweHnemM yCTaHOBJTIEHHbIX npanm14 , PEMTMCTPUPYIOTCA B XXypHarne, B KOTOPOM YyKa3blBalOTCA

BbISIBMIEHHblE HapylleHnss B odopMneHun peuenta, amunusi, Ums, OTYECTBO (MpW HanNUuMu) MeauumMHCKoro paboTHWKa,
BbINMCABLLEro peLenT, HavMeHOBaHWe MeOMUMHCKOW OpraHu3auuu, MNpUHATbIE Mepbl, OTMevalTcs wrtamnoMm "Peuent
HefencTeuMTENEH" 1 BO3BpaLLaloTCs nuuy, npeacrasmBlueMy peuent. O dhakTax HapylleHus npasun 0POpMIeHUs peLenToB
CyOBEKT PO3HUYHOW TOProBnu MHPOPMUPYET PYKOBOAMTENS COOTBETCTBYIOLLEN MEOMLMHCKON OpraHvM3aLnu.

14 Mpukas N 4H v npukas N 54H.

(CHocka B pegakumu, BBegeHHoN B gencteume ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccun ot 7 uonsa 2020 roaa
N 683H. - CM. mpeablAyLLY0 PEAAKLIMIO)

16. lNMpu oTnycke nekapCcTBEHHOro npenaparta hapmaueBTMYECKUn PaboTHUK WHOpMUPYET nuLo, npuobpeTatollee
(monyyatollee) nekapCTBEHHbIVA Mpenapart, O pexume M 403ax ero npuema, npaBunax XpaHeHUs! B JOMALUHWUX YCIOBUSX, O
B3aMMOAENCTBUUN C APYrMMU flekapCTBEHHbIMU npenapaTamu.

17. Ipuv oTNycke nekapcTBEHHOro npenaparta papmaLeBTU4ecknii paboTHUK He BNpaBe NpeaoCTaBnsiTb HEAOCTOBEPHYIO U
(vnn) HenonHyt MHAOPMALMIO O HanmM4Mu NEeKapCTBEHHbIX NpenapaToB, BKMOYas NeKapCTBEHHbIE Mpenaparbl, UmetoLmne
OOMHaKoBOe MeXAyHapogHoe HenaTeHTOBaHHOE HauMeHoBaHMe, B TOM 4uChe CKpblBaTb WHGOpMauUuMio O Hanmyuu

neKapCcTBEHHbIX Npenaparos, UMetoLLmx Gonee HU3Kyto LeHyl> .
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15 Cratba 74 PenepanbHoro 3akoHa oT 21 Hosiops 2011 r. N 323-®3 "O6 ocHoBax OxpaHbl 3040POBbSA rpaxaaH B
Poccuiickon Penepauun” (CobpaHue 3akoHogatensctea Poccuiickon ®enepaumm, 2011, N 48, ¢1.6724; 2013, N 48, c1.6165).

18. Sanpeu.LaeTcsq oTnycK (ba]'leI/IqJI/ILI,I/IpOBaHHbIX, He,D,O6pOKa‘-IeCTBeHHbIX 7 KOHTpa(baKTHbIX JNIeKapCTBEHHbIX npenapaTtoB
16

16 CraTtba 57 PepepansHoro 3akoHa ot 12 anpens 2010 . N 61-93 "O6 o6pallieHun nekapcTBEHHbIX CPEACTB".

Il. TPEBOBAHUA K OTMNYCKY HAPKOTUYECKUX U NCUXOTPOMHBLIX IEKAPCTBEHHbIX MPEMNAPATOB,
NEKAPCTBEHHbIX NMPENAPATOB, OBJTIAOAOLWNX AHABOJIMMECKOU AKTUBHOCTbLIO, MHbIX
NEKAPCTBEHHbIX NMPENAPATOB, NOANEXALUX NPEOAMETHO-KONMMYECTBEHHOMY YYETY

19. OTnyck HapKOTUYECKMX M MCUXOTPOMHBIX MEKapCTBEHHbIX MpenapaTtoB, NEeKapCTBEHHbIX npenapaTtoB, obnagarolmx
aHabonmM4yeckom  aKTMBHOCTbIKD, FEeKapCTBEHHbIX MNpenapaToB, noanexawmx npegMeTHO-KONMMYECTBEHHOMY  Y4eTy,
ocyuecTnseTca apmaleBTU4ecKuMmn paboTHMKaMK, 3aHUMAalLMMKU AOIDKHOCTU, BKMOYEHHbIE B MEpEeYeHb [JOIMKHOCTEN
thapmaLleBTUYeCcKMx 1 MeaNLIMHCKUX PaboTHUKOB B OpraHv3aumax, KOTOpPbIM MNPeAoCTaBneHO MpPaBO OTNYCKa HapKOTUYECKMX
NIeKapPCTBEHHbIX MPenapaToB U MCUMXOTPOMHbIX NEKAPCTBEHHbIX MpenaparoB dU3MYEcKMM MuvLaMm, YTBEPXKAEHHbIN NPUKA30oM
MuHucTepcTBa 3apaBooxpaHeHust Poccunckon ®enepatimm ot 7 ceHtabps 2016 . N 681H (3apernctpupoBaH MyuHUCTEPCTBOM
tocTuumm Pocewniickon ®epepaumm 21 ceHTtsabpsa 2016 r., peructpaumoHHsii N 43748).

20. HapkoTu4yeckme n NncMxoTponHble nekapcTBeHHbIe npenaparbl cnucka ll, 3a UckniyYeHnemM nekapCcTBeHHbIX npenapaTos
B BuAe TpaHcaepmarbHbIX TepaneBTUYEeCKMX CUCTEM W NieKapCTBEHHbIX NpenapaToB, codepXallmx HapkoTuyeckoe CpeacTBo B
COYEeTaHUN C aHTarOHUCTOM OMWOMAHLIX PeLenTopoB, OTNYCKalTCA NpW npeabsBleHMUM [OOKYMEeHTa, YOOCTOBEPSIOLLEro
NAYHOCTb, NKLY, YKasaHHOMY B peuenTe, ero 3akoHHOMy npeacTaBuTenol? wnu nuuy, umMerowemy odgopMIIeHHy B
COOTBETCTBMM C 3aKkoHoAaTenbCTBOM Poccuiickon depepaumm OOBEPEHHOCTb Ha MPaBO MOMYYEHMST TaKMX HAPKOTUYECKUX U
NCUXOTPOMHbIX FIEKapCTBEHHbLIX NpenapaTos.

(MyHKT B pegakumun, BBeAeHHOW B aencteue ¢ 25 oktsopsa 2020 roga npukasom MuHsapaea Poccum ot 7 nions 2020 rona
N 683H. - CM. NpeaAblAyLLYI0 PefakLmio)

17 B oTHoweHun nuua, ykasaHHoro B Yactu 2 ctatbun 20 denepanbHoro 3akoHa ot 21 Hosabpsa 2011 r. N 323-$3 "06

OCHOBax OXxpaHbl 3710poBbs rpaxaaH B Poccuiickon Penepauun” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumu,
2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446; 2013, N 27, c1.3459, 3477; N 30, c1.4038; N 39, c1.4883; N 48, c1.6165; N 52,
c1.6951; 2014, N 23, c1.2930; N 30, c1.4106, 4206, 4244, 4247, 4257; N 43, c1.5798; N 49, c1.6927, 6928; 2015, N 1, c1.72, 85;
N 10, cT.1403, 1425; N 14, c1.2018; N 27, c1.3951; N 29, c1.4339, 4356, 4359, 4397; N 51, c1.7245; 2016, N 1, cT.9, 28; N 15,
cT.2055; N 18, c1.2488; N 27, c1.4219).

21. HapkoTnyeckMe u MNCUXOTPOMHbIE IEeKapCTBEHHbIe Mpenapartbl cnucka |l (3@ WCKMYEHWEM FEeKapCTBEHHbIX
npenapaToB B BUAe TpaHcAepMaribHbIX TepaneBTUYECKUX CUCTEM U NEeKapCTBEHHbIX NpenapaToB, CoAepXaLlx HapKkoTmdeckoe
CpencTBO B COYETAHWM C aHTArOHUCTOM OMUOWZHBLIX PELENTOpPOB), MpedHa3HadeHHble ANS rpaxgaH, MMEKLLMX MpaBO Ha
GecnnaTHoe nornyyeHve NeKapCcTBEHHbIX NpenapaToB UMM MofyvyeHne nekapCTBEHHbIX MpenapartoB CO CKUAKOWM, OTNycKakTCs
npy npenobsBneHUn peuenTa, BbINMCAHHOIO Ha peuenTypHoM Onanke ¢opmel N 107/y-HI, n peuenTa, BbINMMCAHHOIO Ha
peuenTypHoM 6naHke gopmbl N 148-1/y-04 ().

(AB3au B pefakumm, BBeAeHHON B Aencteue ¢ 25 oktabps 2020 roga npukazom MuHsapasa Poccun ot 7 mtonga 2020 roaa
N 683H. - CM. peabIAyLLY0 DEAAKLIMIO)

JlekapcTBeHHbIE Npenaparbl, ykasaHHble B ab3alax TpeTbeM - BOCbMOM NyHKkTa 4 HacTosaumx MpaBun, npegHasHayYeHHble
ONs rpaxaaH, MMeRLMX MpaBo Ha MOSyYeHUe JNeKapCTBEHHbIX MNpenapaToB, OTNyckaemblX OecnnaTtHO WM CO CKUAKOW,
OTMYyCKaKTCS NPV NPeabsiBNEHUN peuenTa, BbIMUMCAHHOTNO Ha peuenTypHom OnaHke dopmbl N 148-1/y-88, n peuenTa,
BbINNCAHHOrO Ha peuenTypHoM BnaHke cdopmbl N 148-1/y-04 (n).

(AB3aL B pegakuun, BBeaeHHom B aenctane ¢ 25 oktabpsa 2020 roga npukasom Munsapasa Poccum ot 7 utonga 2020 roga
N 683H. - CM. NpeAblayLLy0 penakumio)

22. Mocne oTnycka HapKOTMYECKMX WM MCUXOTPOMHbLIX JIeKapCTBEHHbLIX MpenapaTtoB cnucka |l, B Tom uuicne B Buge
TpaHcAepMarbHbIX TepaneBTUYECKUX CUCTEM W NEeKapCTBEHHbIX MNpenapaToB, COAepXaliMxX HapKOTUYEeCKoe CpeACTBO B
COYETAHMN C aHTaroOHWCTOM OMWOWAHBIX PEeLEenTopoB, MCUMXOTPOMHBLIX fEKapCTBEHHbIX npenapartoB cnucka Il nuuy,
nony4MBLUEMY FEKapCTBEHHBIN Npenapar, BblAAeTCA CUrHaTypa C XXEeNnToW Moroco B BEPXHEW YacTWM M HaAMUCHID YepHbIM
LWpMdTOM Ha Hen "CurHatypa"”, B KOTOPOW yKasbiBaloTCs:
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(AB3au B pegakumu, BBeAeHHOW B Aencteue ¢ 25 oktabps 2020 roga npukazom MuHsapasa Poccun ot 7 monga 2020 roaa
N 683H. - CM. NpeablayLLyo penakuuio)

HanMeHOBaHMe N aapecC MeCTOHaXOXOAEHUA anTekn Ui anTe4yHoro NyHKTa,
HOMEP 1 AaTta BbIMMCAHHOIo peuenTa,
d:)aMI/IJ'II/I'il, nMA, OT4ECTBO (I'Ipl/l HaﬂI/IHI/II/I) nnua, Ana KotToporo npeaHas3Ha4veH ﬂeKapCTBeHHbIVI npenapart, ero Bo3pactT,

HOMep MeANLNHCKOMN KapTbl nayneHTa, nony4yawwero MeanuymHCKyo noMmoLllb B aM6yr|aTopr|x ycnosuax, ona KoOtoporo
npegHasHa4yeH J'IeKapCTBeHHbII;I npenapar,

dhamunmsa, ums, oT4yecTBo (MPU HanMMuMKM) MeaUUMHCKOro pabOoTHMKA, BbIMMCABLUErO PeLenT, ero KOHTaKTHbIA TenedoH
nnbo TenedoH MeANLIMHCKON opraHM3auuu;

cofepkaHune peuenTta Ha NaTUHCKOM A3blKE;

damunus, uMsl, oT4ecTBo (MPU HanMuMM) M NOANUCL (hapMaLEeBTUYEcKOoro paBGoTHUKA, OTMYCTMBLUETO NeKapCTBEHHbIN
npenapar;

garta OoTnycKa JleKapCTBEeHHOro npenapara.

23. OTnyck 3TMOBOro cnMpTa NPou3BOAMTCS MO PELENTY C YYETOM YCTAHOBIEHHbIX TpeboBaHMi K 06beMy Tapbl, ynakoBke
1 KOMMMEKTHOCTU NeKapCTBEeHHbIX npenapatosl?

12 Yactb 4.1 ctatbu 45 PenepanbHoro 3akoHa ot 12 anpens 2010 . N 61-93 "O6 obpallieHun nekapcTBEHHbIX cpeacTs”

(CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepaumm, 2010, N 16, ct.1815; 2014, N 52, c1.7540; 2015, N 51, c1.7245),
nocrtaHoBneHune [NpaButensctea Poccuiickon Penepauum ot 23 utong 2016 . N 716 "O nopsake dhopMUPOBaHUSA NEpeYHs
fIeKapCTBEHHbIX MpenapatoB ANs MEeAWLMHCKOrO NpUMEHEHWS, B OTHOLLEHWW KOTOPbIX YyCTaHaBnuBakoTca TpeboBaHusa K
obbemy_Tapbl,_yNakoBKe W KOMMIEKTHOCTUW, NEepeYHs MeKkapCTBEHHbIX NpenapatoB /8 BeTepUHAPHOIO MPUMEHEHWS, B
OTHOLLEHUN KOTOPbIX YCTaHaBnvBawTca TpeboBaHua k obbemy Tapbl,_ W onpedenexHvs Takux Tpebosanun" (CobpaHue

3akoHogatenbcTBa Poccuickon degepauun, 2016, N 31, c1.5030).

NekapcTBeHHble NpenapaTtbl, cogepXalliuMe STUIOBbIA CMUPT, B TOM YWUCME M3rOTOBIIEHHbIE MO peuenTy CyObekToM
PO3HUYHOW TOProBMW, UMEOLWUM NULEH3UI0 Ha (hapMaLeBTUYECKYD AEATENbHOCTb C NPaBOM U3rOTOBNEHMUS NeKapCTBEHHbIX
npenaparoB, OTMYCKAOTCS C Y4ETOM YCTAHOBMEHHbIX TpeGoBaHWUI K 06beMy Tapbl, YNakoBKe U KOMMNEKTHOCTU NeKapCTBEHHbIX

npenapatosl? .

12 YacTb 4.1 cTatbm 45 PenepansHoro 3akoHa ot 12 anpenst 2010 . N 61-®3 "O6 06paLleHnM neKapcTBEHHbIX CPeacTB"

(CobpaHue 3akoHopaTtenbcTBa Poccunckon ®egepaumm, 2010, N 16, ct.1815; 2014, N 52, c1.7540; 2015, N 51, c1.7245),
nocrtaHoBneHune [NpaButensctea Poccuiickon Penepaumm ot 23 uiong 2016 . N 716 "O nopsake dhopMUPOBaHUSA NEReYHs
fIeKapCTBEHHbIX MpenapatoB Ans MEAWLMHCKOrO MNpYMEHEHWs, B OTHOLLEHWUW KOTOPbIX YyCTaHaBnuBatoTca TpeboBaHusa K
obbemy_Tapbl,_yNakoBKe W KOMMIEKTHOCTUW, MNepeyHsl MeKkapCTBEHHbIX NpenapartoB /s BeTepUHAPHOIO MPUMEHEHUS, B
OTHOLLIEHUN KOTOPbIX YCTaHaBnvBawTca TpeboBaHua k obbemy Tapbl,_ W onpeaenexHvs Takux Tpebosanun" (CobpaHue
3akoHogatenbcTBa Poccuickon degepaumn, 2016, N 31, c1.5030).

24. 3anpelwiaetcsl pasfenbHbli OTMYCK JEeKapCTBEHHbIX CPeACTB, BXOASLWIMX B COCTaB JleKapCTBEHHOro npenapara,
N3roTaBn1BaemMoro Cy6bekToM PO3HUYHOW TOPTOBMN.

25. 3anpeLaeTcsa oTnyck cyGbekTOM pO3HMYHOM TOPrOBNN MO peLenTtaMm BETEPUHAPHbLIX OpraHn3aLmii:
HapKOTUYECKUX N MCUXOTPOMHbIX NEKapCTBEHHbIX NpenapaTos;

niekapCTBEHHbIX NpenapaTos, obGrnaaarowmnx aHabonMyecko akTUBHOCTbIO;
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MHbIX NIEKapCTBEHHbIX NMpenapaTtos, noanexawnx npeamMmeTHO-KOINTM4eCTBEeHHOMY Y4eTY,

KOM6I/IHI/IpOBaHHbIX JNIeKapCTBEeHHbIX MNMpenapartoB, coaepXalunx HapKoTu4eckme cpenctsa UM NCUXOTPONHbie BeLleCTBa,
BHECEHHbIE B CNUCOK || I'IepeqHﬂ, M3roTOBIIEHHLIX B anTe4YHOMN opraHmn3auunmu;

NeKapCTBEHHbIX nNpenapartoB, OTNyCKaeMbIX GecnnaTHO Unn co CKnaKowm;

NeKapCcTBEHHbIX NpenapaToB B XXWOKOW riekapcTBeHHOW dopme, copgepxawmux donee 15% aTtmnoBoro cnmpta oT obbema
rOTOBOW MPOAYKLMU;

nekapcTBeHHbIX npenapaTos, oTHocAwmxca no ATX k aHTuncuxotudeckum cpeacteam (kog NOSA), aHkcuonutukam (Kog
NO5B), cHoTBOpHbIM U cegaTmBHbIM cpeactBam (kog NO5C), aHTugenpeccaHtam (kog NOGA) 1 He nognexailumx npegmeTHo-
KONMNYECTBEHHOMY YYETY.

(MyHkT B pegakumun, BBeAeHHoW B aenctene ¢ 25 oktabpsa 2020 roga npukasom MuHsgpasa Poccum ot 7 mions 2020 roaa
N 683H. - CM. mpeablayLLy0 PDEAAKLIN)

lll. TPEBOBAHUA K OTMYCKY JIEKAPCTBEHHbIX MPEMAPATOB NO TPEBOBAHUAM-HAKINAAHBLIM
MEANWLUMNHCKNUX OPTAHU3ALIUN, UHONBUOYATIbHbLIX NPEANPUHUMATENEN, UMEIOLLUX NTIMLIEH3UIO HA
MEOWLUUHCKYIO AEATEJNIbBHOCTb

26. TpeboBaHue-HaknagHas Ha OTNYCK NEeKapCTBEHHbLIX MpenapatoB ogopMNsAeTcs B COOTBETCTBUU C VHCTpyKLuen o
nopsake BbINUCbIBAHUA NEKARPCTBEHHbLIX MpenaparoB M odhopMieHus peLienToB U TpebGoBaHWM-HaKNaaHbIX, YTBEPXKOEHHON
npukasoMm MuHUCTEPCTBA 30PaBOOXPaAHEHMS U colmManbHoro passutusa Poccuinckon Penepaumm ot 12 despans 2007 r. N 110
"O__nopsake HasHAYEHUSI U BbINUCHIBAHUSA  NEKAPCTBEHHbIX MNPEnapaToB,  U3AeNur  MeOULIMHCKOIO Ha3HaYeHus Wn
cneLvanvaMpoBaHHbIX NPOAYKTOB NnevyebHoro nutanunga” (3apermctpuposaH MuHuctepcTBom tocTuumnm Poccuiickon depepaunn

27 anpens 2007 ., peructpaumoHHbiii N 9364)1% .

1¥ C nameHeHUsIMU, BHECEHHbIMM Npukazamy MUHUCTEPCTBA 3DaBOOXPAHEHUS M COLManbHOro passuTus Poccuickoi

®denepaumm ot 27 asrycta 2007 . N 560 (3apernctpupoBaH MuHuctepcTBom toctuummn Poccuickon ®eaepaumm 14 ceHTAOps
2007 r., pernctpauuoHHbii N 10133), ot 25 ceHTsa6pa 2009 . N 794H (3apeructpupoBaH MyuHucTepcTBOM tocTuummn Poccuinckon
depepauun 25 Hos16psa 2009 r., pernctpaumnoHHbii N 15317), ot 20 aHeapsa 2011 r. N 13H (3apernctpupoBaH MnHMCTEPCTBOM
toctmumm  Poccuinckon depepaummn 15 mapta 2011 r, peructpaunonHein N 20103), npukasamu MwuHucTepcTBa
3apaBooxpaHeHua Poccunckon Penepaumm ot 1 asrycta 2012 . N 54H (3apeructpupoBaH MuHWCTEpPCTBOM OCTULN
Poccuiickon depepaummn 15 aerycta 2012 r., peructpauymoHHbin N 25190), ot 26 deBpanga 2013 . N 94H (3apernctpmpoBaH
MuHucTepcTBoM toctuumm Poccuiickon ®epepaumm 25 nioHs 2013 r., pernctpaumoHHein N 28881).

,D,OI'IyCKaeTCﬂ OTNYCK JeKapCTBEHHbIX MNpenapaTtoB Mo Tpe6OBaHVIFIM-HaKJ'IaLI.HbIM MeONUNHCKNX OpFaHVI3aLlMl7I n
nHamemnayanbHbIX npeqanHmmaTeneVl, nMerwmnx nmueH3ni Ha MegnUNHCKYH O0eATENbHOCTDb, O(bOpMJ'IeHHbIM B 3JIEKTPOHHOM
Bnage, ecnn mMeguumHckaa opraHusauus, VIH,CI,MBVID,yaﬂbeIVI npeanpuHnmartenb, UMELLNA FINLEH3NIO Ha MeOULIMHCKYHO
OeATeNnbHOCTb, WU Cy6'beKT pO3HVI‘-IHOVI TOproenn ABNAKTCA COOTBETCTBEHHO Yy4YaCTHUKaAMWU CUCTEMbI VIH(bOpMaU,VIOHHOI'O
B3aMMOAENCTBUSA MO o6meHy cBeaeHnAMNn.

27. OTI'IyCK HaPKOTUYECKNX N MNCUXOTPONHbIX JNEKapCTBEHHbLIX MpenapaTtoB Cnucka I, NCUXOTPOMHbLIX J1€KapCTBEHHbIX
npenaparoB cnucka I, nHbIX NNeKapCTBEHHbIX npenapartoB, nognexawunx npeamMmeTHO-Konn4yectBeHHOMY y4eTy, B TOM 4ucre
OoTnycKaeMblX 6es peuenTa, OCyLeCTBNAeTCA No OoTAelfibHbIM Tpe6OBaHVIFIM-HaKJ'IaD,HbIM.

28. 3anpelyaeTcs OTNYCK HAPKOTMYECKUX M MCUMXOTPOMHLIX FIeKapCTBEHHbIX NpenapaTtoB cnucka ll, B Tom 4yucne B Buae
TpaHcaepMarnbHbIX TepaneBTUYECKMX CUCTEM M NeKapCTBEHHbIX MpernapaToB, COAepXKallMX HapKoTUYeckoe CpeacTBo B
CcoYeTaHUM C aHTaroHUCTOM OMMOMAHbLIX PELLENTOPOB, NCUXOTPOMHbIX JIeKapCTBEHHbLIX NpenapaTtoB cnucka lll no TpeboBaHUsAM-
HaKnagHbIM UHAUBUOYANbHOrO NPEANPUHUMATENS, MMEIOLLIErO NLIEH3NIO Ha MEAULIMHCKYIO AesATenbHOCTh 2D |

(MyHKT B pegakuun, BBeAEHHON B AenctBue ¢ 25 oktabps 2020 roga npukasom Munsapaea Poccum ot 7 utonga 2020 roga
N 683H. - CM. mpeablayLLy0 PeAAKLINI)

20 MynkT 4 ctatbu 31 PenepansHoro 3akoHa oT 8 aneapa 1998 r. N 3-03 "O HapKOTUYECKUX CPEACTBAaX U NCUXOTPOMHbIX

BeulecTtBax" (CobpaHune 3akoHogatenbcTtBa Poccuiickon depepauun, 1998, N 2, ct.219; 2003, N 27, c1.2700; 2013, N 48,
cT.6165; 2015, N 1, c1.54).
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MUMMYHOBMONOrMYECKUX NEeKapCTBEHHbIX MPENapaToB, anTeYHbIMY OpraHn3aUnsMu, MHAMBUAYanbHbIMY NpeanpUHUMaTENsIMU,

UMEKLLMMM NULIEH3NIO Ha dhapMaLLeBTUYECKY0 AesATENbHOCTb (C n3MeHeHusimu Ha 7 nionsa 2020 roga)
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29. lMpu oTnycke nekapCTBEHHbIX NpenapaTtoB capMaleBTUYEeCKMn paboTHMK NPOBEPSET Hagnexallee odopmieHue
TpeboBaHWsA-HaKNagHOW U NPOCTABMSET HA HEW OTMETKY O KONIMYECTBE N CTOMMOCTU OTNYLLEHHbIX NTEKapCTBEHHbIX NpenapaTos.

30. Bce TtpeboBaHua-HaknagHble, MO KOTOPbIM OTMYLUEHbl JIEKAPCTBEHHblE MpenapaTtbl, MogfiexaT OCTaBNeHU WU
XpaHeHuto y cybbekTa pO3HUYHOWM TOProBmu:

Ha HapKOTMYECKME M MCUXOTPOMHbIE NIeKapCTBEHHbIE NpenapaTtbl cnmcka |l, NCMXOTpOmnHblIE NEeKapCTBEHHble npenaparbl
cnuvcka lll (B OTHOLEHUN anTek U anTeYHbIX MYHKTOB) - B TEYeHWEe NATU NeET;

Ha NneKapCTBEHHble nNpenapartbl, nognexawue npeaMeTHO-KONn4eCTBeHHOMY Y4YeTy, - B Te4EeHUe TpeXx JeT,;
Ha UHble NTeKapCTBEHHbIE Nnpenapartbl - B Te4eHWUe O4HOro roga.

31. HapyweHve nepBUYHOW YNaKOBKM JEKapCTBEHHOro npenapata npu ero OoTnycke Mo TpeGoBaHUO-HaKnagHow
[ornyckaeTcsl CyObeKTOM PO3HWYHOM TOPrOBMM, MMEKLMM JULEH3NI0 Ha apmaueBTUYeckylo AeATenbHOCTb C MpaBoM
W3roTOBMEHNS NEKAPCTBEHHbIX NpenapaToB. B TakoM criyyae oTnyck NekapCTBEHHOIO Npenaparta OCYLLEeCTBSETCA B YNaKoBKe,

0hOPMMEHHON B YCTaHOBMEHHOM nopsdke2l, ¢ npegocTtaBneHMeM WHCTPYKUMM (KOMUM WMHCTPYKLUMM) MO MPUMEHEHMIO
OTMNyCKaeMOoro fekapCTBEHHOTO Npernapara.

21 Npukas MunsopaBa Poccum o1 26 oktsa6ps 2015 . N 751H "O6 yTBEpXOEHWU MpaBWrl M3roTOBMEHUs U OTiycka

fNIeKapCTBEHHbIX _NpenapaToB A MEAMLUHCKOrO  MPUMEHEHWS  anTeYHbIMW __ OpraHusaunamu,  UHAMBWUAYanbHbIMU
apeanpuHMMaTenamm, UMELUMN NIMLEH3UI0 Ha dhapMaueBTUYECKYI0 AeaTenbHOCTL" (3apernctpuposaH MuHMCTEPCTBOM
tocTnumm Poccniickon ®epepaummn 21 anpens 2016 r., pernctpauuorHsii N 41897).

IV. OCOBEHHOCTU OTIMYCKA JIEKAPCTBEHHbIX NPENAPATOB MO PELEMNTAM B ®OPME 3JIEKTPOHHOIO
AOOKYMEHTA

(ThaBa gononHuTenbHO BkNtoYeHa ¢ 25 okTabpsa 2020 roaa npukasom MuHsapasa Poccuu ot 7 nionsa 2020 roaa N 683H)

32. OTnyck nekapcTBEHHbIX MpenapaTtoB Mo peuentam B )OpMe 3MEKTPOHHOrO OOKYMEHTa OCYLLECTBNSAETCA anTekamu,
anTeYHbIMU MyHKTaMU U UHAMBMAYaNbHBIMU NPeanpvHUMaTensM1, ykasaHHbIMW B MyHKTe 3 Hactosawwux [Npaeun (panee -
anTeyHble opraHnsaumm), pacnonoXxeHHbiM1 Ha TeppuTopumn cybbekta Poccuiickon degepauum, B KOTOPOM 0bopMIieH peuenT
B dhopMe 3MEKTPOHHOro AOKYMEHTa, B Cryvae MpUHATUS YNONMHOMOYEHHbIM opraHom cybwbekTta Poccuickon degepaunn B
COOTBETCTBUM C NyHKTOM 4 cTaTtb 6 PenepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpallieHnn nekapcTBEHHbIX
cpeactB" (CobpaHune 3akoHogatenbctBa Poccuiickon ®egepaunn, 2017, N 31, cT.4791) peweHus o6 mcrnonb3oBaHWM Ha
Tepputopun cybbekta Poccunckon depepaumn Hapagy C peuentaMmy Ha fiekapcTBeHHble npenapaTbl, 0POPMIIEHHBIMU Ha
BymMaxHOM HocuTere, peuenToB Ha MekapCTBEHHble npenaparbl, cpopMUPOBaHHbLIX B (DOPME 3MNEKTPOHHbIX OOKYMEHTOB
(oanee - peweHme ynonHOMO4YEeHHOro opraHa cybwekTta Poccuiickon degepauun).

33. AnTedHble OpraHuM3auun OOSMKHbI MMETb MOAKMYEHME K rOCyAapCTBEHHOM WMHM(OPMAaLMOHHON cucteme B cdepe
3apaBooxpaHeHusi cybbekta Poccuiickoin ®epepauun 2l (ganee - cuctema), koTopoe oGecneymBaeTcs YrnoSIHOMOYEHHbLIM
opraHom Briactu cybwekTta Poccuiickon degepauuu.

21 [octaHoBneHue [paButenbcrBa Poccuiickonn Pepepaumm ot 5 mag 2018 . N 555 "O enuHon rocyaapCTBEHHOM

UHchopmaLlMoHHOW cucteMe B cchepe 3apaBooxpaHenusa” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon depepauun, 14 mas
2018, N 20, c1.2849; 2019, N 6, cT.533).

TexHudyeckme TpebGoBaHUS K UHMOPMAUMOHHOMY OOMEHY Mexay anTeyHOW opraHvM3aumei U CMCTEMOW, B TOM 4ucne
TpeboBaHMA K uaeHTUdUKauum peuenta B OpMe 3MEKTPOHHOrO AOKYMeHTa M nuua, obpaTuBlierocss 3a OTMyCKOM
neKapCTBEHHbIX MNpenapatoB MO TakUM peuentam, YCTaHaBMMBAKOTCH peLleHMEM YMONIHOMOYEHHOrO opraHa cybbekTa
Poccuiickon degepavmu.

34. OTnyck nekapCTBEHHbIX NpenapaToB no peuentam B dOpMe 3NEKTPOHHOrO [OKYMEHTa OCYLUECTBASETCA nuvuy,
yKkasaHHOMYy B peuenTte nubo ero 3akoHHOMY MpeacTtaBuTento, nNMbo nuuy, KOTopoe NuUOo, yKasaHHOe B pelente, Unu ero
3aKOHHbIN NpeacTaBUTENb YNOMHOMOYMIN Ha NofyYeHne NekapcTBEeHHbIX NpenapaTos.
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06 yTBEPXKAEHUU NMpaBu OTNyCKa NekapcTBeHHbIX nNpenapaToB ANlda MeaAuLlMHCKOro npuMeHeHud, B ToM 4ucne CTpaHVILl,a 13
VIMMyHO6I/IOJ'IOFI/ILleCKVIX NleKapCTBEHHbIX npenapaToB, anTe4HbIMU OpraHn3aumnamu, nHamsmayanbHbIMU npeanpuHUMaTenamm,

UMEKLLMMM NULIEH3NIO Ha dhapMaLLeBTUYECKY0 AesATENbHOCTb (C n3MeHeHusimu Ha 7 nionsa 2020 roga)
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Pepakuns OOKYyMeEeHTa C y4eTOM

M3MEHEHNN 1 OoMNOSTHEHUI NOAroTOBNeHa
AO "Kopgekc"
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