MWHUCTEPCTBO 3APABOOXPAHEHMA POCCUACKOW ®EOEPALIUA

NMPUKA3

oT 24 HOoA6ps 2021 r. N 1094H

OB YTBEPXOEHUU MNOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NMPENAPATbI, MOPAOKA O®OPMIIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHUA, ®OPM BJIAHKOB
PELIENTOB, COAEPXALWUX HASBHAYEHWE HAPKOTUYECKUX CPEACTB
U NCUXOTPOMHbIX BELWWECTB, NOPAOKA UX N3TOTOBJIEHUA,
PACNPEAENEHUA, PETUCTPALIUU, YHETA U XPAHEHWUA,
A TAKXE NMPABUIT OPOPMJIEHNA BJIAHKOB PELIENTOB,

B TOM HYUCJIE B ®OPME JJIEKTPOHHbIX AOKYMEHTOB

B cooTtBeTcTBMM € NyHKTOM 16 YacTtu 2 ctatbun 14 ®egepanbHoro 3akoHa oT 21 Hosibpst 2011 1. N
323-93 "O06 ocHoBax oxpaHbl 300poBbsi rpaxkaaH B Poccuiickon ®epepauun” (CobpaHne
3akoHogartenbcTBa Poccuinckon depepaumm, 2011, N 48, c1. 6724; 2017, N 31, cT. 4791), nyHKTOM 2
cTatbu 26 GenepanbHoro 3akoHa oT 8 ssHeapsa 1998 r. N 3-d3 "O HapkoTuyeckux cpeacTsax u
ncmxoTponHbix BewecTBax" (CobpaHne 3akoHoagartenbcTBa Poccuiickon ®epepaumm, 1998, N 2, cT. 219;
2017, N 31, c1. 4791), nognyHktamu 5.2.177, 5.2.178 1 5.2.179 nyHkTa 5 NonoxeHna o MuHncrepcree
3gpaBooxpaHeHns Poccuinckon ®egepaunm, yTBEPKAEHHOIO NOCTaHOBEHNeM [paButenbcTea
Poccunckon ®enepaumm ot 19 noHsa 2012 r. N 608 (CobpaHue 3akoHogaTenbctBa Poccuinckomn
®epepaumn, 2012, N 26, c1. 3526; 2015, N 23, cT. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT. 7258),
npvKasbIBato:

1. YTBEPAUTD:
[Mopsiaok Ha3Ha4YeHNs NekapCTBEHHbIX NpenapaToB cornacHo npunoxenuo N 1;
opmbl peLenTypHbIX 61aHKOB Ha NeKkapCTBEHHbIE NMpenapaTbl COrnacHo Npunoxennto N 2;

[Mopsaok ochopmMrieHnst peLenTypHbIX Or1aHKOB Ha NEKapCTBEHHbIE NpenapaTsl, X y4eTa u
XpaHeHusa cornacHo npunoxenuo N 3;

opMbl GNaHKOB peLIenToB, coAepXaLluxX HasHauYeHne HapKOTUYECKUX CPeacTB UMM NMCUXOTPOMHbIX
BeLLIeCTB, cornacHo npunoxeHuio N 4;

[MopsaoK N3roTOBIEHUS, pacnpeaerneHnsi, permcTpaumm, y4eta u XxpaHeHusi peLenTos,
coaepXallmx Ha3HayYeHne HapKoOTUYECKUX CPEACTB WUIMM NMCUXOTPONMHbIX BELLECTB COIMAacHO NPUNOXKEHNIO
N 5;
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I'IQanma O(*)OpMJ'IeHVIﬂ peuenTos, coaepxalnx Ha3Ha4yeHne HapKOTU4ECKNX cpeancTBs Uin
NCUXOTPOMNHbLIX BELLEeCTB, B TOM 4YUCIe B d)opme ANEKTPOHHbIX OOKYMEHTOB COIT1aCHO NMPUnoXeHuto N 6.

2. MNpusHatb yTpaTUBLINMN CUMY:

npukas MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon Pepepaumm ot 1 aBrycta 2012 r. N 54H "O6
yTBEPXAEHUN (POPMbI BrIaHKOB pPeLenToB, CoAepXallnX Ha3HaYeHNe HapKOTUYECKNX CPEACTB UMK
NCUXOTPOMHBIX BELLECTB, Nopsaka UX U3roTOBIEHUS, pacnpeaerneHns, permctpaumm, yyeta u XxpaHeHus,
a Tarke npasun opopmMneHunsa” (3apeructpuposaH MuHnctepctsoM toctuummn Poccuiickon ®egepauun 15
asrycta 2012 r., pernctpaumoHHsin N 25190);

npukas MuHuctepcTBa 3gpasooxpaHeHns Poccuickon ®egepaummn ot 30 uoHa 2015 r. N 385H "O
BHECEHUM M3MeHeHun B npukas MuHucTepcTBa 3gpasooxpaHeHus Poccuiickoin ®egepaunm ot 1 aBrycra
2012 r. N 54H "O06 yTBEpPXOEHUN (DOPMbI ONAHKOB PELIENTOB, CoAepXKaLlMX Ha3HaYeHNe HapPKOTUYECKMX
CcpencTB UMM NCMXOTPONHbLIX BELLECTB, Nopsaka UX U3rOTOBIEHUS, pacnpeaeneHuns, perucTpauum, yyeta
N XpaHeHus, a Takke npasun odpopmMreHuns” (3apermctpmposaH MnuHMcTepcTBom ocTULMKM Poccuinckomn
®epepaummn 27 Hoabpsa 2015 r., perncTpaumnoHHbin N 39868);

npukas MuHucTepcTBa 3gpasooxpaHeHns Poccuiickon Pegepaumm ot 21 anpensa 2016 r. N 254+
"O BHeceHUn U3meHeHun B npukas MuHUcTepcTBa 3gpaBooxpaHeHns Poccuinckon egepaumm ot 20
aekabpsa 2012 r. N 11751 "O6 yTBEpXAEHUM NOpsifka Ha3HAYEeHUsT U BbINMUCBIBAHWUS NNEKAPCTBEHHbIX
npenapaTos, a Takke (popm peLenTypHbIX 6r1iaHKOB Ha NekapcTBEHHble npenapaTsl, nopsaka
OohopMIeHUs ykasaHHbIX BnaHkoB, Ux ydeta u xpaHenus" n npunoxexue N 2 k npukady MuHucTepctea
3gpaBooxpaHeHuns Poccuinckon ®epepauum ot 1 aBrycta 2012 r. N 541 "O6 ytBepxaeHun popmbl
BraHKoB peLenToB, CoaepXallnxX HasHaYeHe HapKOTUYECKUX CPeaCTB UM NCUXOTPONHbIX BELLECTB,
nopsigka Ux M3roTOBMEHUS, pacnpeaeneHns, permctTpaunm, ydeta u XxpaHeHus, a Takke npasurn
odopmneHns" (3apernctpuposan MuHnctepcTesom toctuuumn Poccuiickon ®epepaumm 18 nona 2016 r.,
permctpaumoHHbin N 42887);

NYHKT 4 N3MEHEHWIA, KOTOPbIE BHOCSITCS B HEKOTOpPbIE Npukasbl MUHUCTEPCTBA 34PaBOOXPaAHEHUS 1
coumanbHoro passuTtusa Poccuickon ®enepauumn n MuHmctepctea 3gpaBooxpaHeHms Poccuimnckon
denepaummn no Bonpocam 06palLeHUst NEKApCTBEHHBIX MPenapaToB, COAEPXKaLLMX HAPKOTUYECKNE
CpeacTBa, NCUXOTPONHbIE BELLECTBA U UX NPEKYPCOPbI, U NEKAaPCTBEHHbIX CPEACTB, Noanexalymx
npeaMeTHO-KONTMYECTBEHHOMY YUeTY, YTBEPXKAEHHbIX Npukazom MuHUCTEPCTBA 30paBOOXPaHEHNS
Poccuiickon ®eagepaumm ot 31 oktabpsa 2017 r. N 882H (3apermuctpmpoBaH MUHUCTEPCTBOM HOCTULINN
Poccuiickon ®epgepaumm 9 sHeapsa 2018 r., permctpauymnoHHbin N 49561);

npuka3 MuHncTepcTBa 3gpaBooxpaHeHnst Poccunckon ®egepauum ot 11 gekabps 2019 r. N 10211
"O BHeceHUn nameHeHun B npunoxenns N 2 n 4 k npukady MmHucTepcTea 3apaBoOXpaHeHUS
Poccwuiickon ®eagepaumm ot 1 aBrycta 2012 r. N 54H "O06 yTBepXaeHun hopmbl 6naHKOB peLenTos,
coaepXalLmx HasHa4YeHne HapKOTUYECKUX CPEACTB MMM NCUXOTPOMHbLIX BELLECTB, Nopsaka nx
N3roTOBIEHUS, pacnpeneneHunsi, permcTpaumm, yueTa u XxpaHeHus!, a Takke npasun ocdpopmnexHuns”
(3apernctpupoBaH MuHuctepcteom toctuumm Poccuiickon Peaepaumm 28 sHeapsa 2020 r.,
permctpaumoHHbin N 57293);

npuka3 MuHmncTepcTBa 3gpaBooxpaHeHnss Poccunckon ®enepauum ot 8 oktabpst 2020 r. N 1076H
"O BHeECEHUN U3MeHeHMN B [opagok percTpauum, yyeta n XpaHeHus cneumanbHbiX peLenTypHbIX
GraHKOB Ha HapKOTUYECKME CPEACTBA UMW MCUXOTPONHbIE BELLECTBA, YTBEPXKAEHHbBIN MPMKa30oM
MwuHucTepcTBa 3apaBooxpaHenus Poccunckon ®egepauum ot 1 asrycta 2012 r. N 541"
(3apeructpupoBaH MuHuctepcTeom toctuuum Poccuiickon ®egepaunm 13 Hoabpsa 2020 r.,
permctpaumoHHbin N 60898);

npuka3 MuHucTepcTBa 3gpaBooxpaHeHns Poccunckon ®egepauum ot 14 aHBaps 2019 r. N 4H "O6
yTBEPXXAEHMN NOpsiAKa HAa3HAYEHUS NTEKAPCTBEHHbIX NMpenapaTos, (hopM peLenTypHbIX GI1aHKOB Ha
nekapCTBEeHHbIE Mpenaparbl, nopsiaka opopMIeHns ykadaHHbIX OraHKoB, NX yyeTa U XpaHeHus"
(3apeructpupoBaH MunucTepcTBoM tocTuuum Poccuiickon degepaumm 26 mapta 2019 r.,
permctpaumonHbin N 54173);

npuka3 MuHucTepcTBa 3gpaBooxpaHeHnss Poccunckon ®enepauum ot 11 gekabps 2019 r. N 1022H
"O BHeceHUN n3ameHeHui B npukas MmHncTepcTBa 3apaBooxpaHeHust Poccuinckon ®egepaunm ot 14
saHBaps 2019 1. N 4H "O6 yTBEpXXOEHMM NopsaKa Ha3HAYeHUs1 NeKapCTBEHHbIX NpenapaTos, hopM
peLenTypHbIX Gr1aHKOB Ha NIeKapCTBEHHbIE NpenapaTtbl, Nopsigka 0OpMIeHNs yka3aHHbIX 6naHKoB, Mx
yyeTa 1 xpaHeHus" (3apernctpmpoBaH MuHnctepctBoM tocTnumm Poccuinckon ®enepauum 28 aHeaps
2020 r., peructpaunoHHbin N 57292);
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npuka3 MuHucTepcTBa 3gpaBooxpaHennsi Poccuiickon Pepepaumm ot 8 oktabps 2020 r. N 1075H
"O BHECEHUN U3MEHEHMI B NOPSA0K HA3HAYEHMS NIEKAPCTBEHHBIX NPENapaToB, YTBEPXXAEHHbIA NPUKa30oM
MuHucTepcTBa 30paBooxpaHeHnss Poccunckon ®enepaumm ot 14 aHBapsa 2019 r. N 41"
(3apeructpupoBaH MuHuctepcTBoM tocTuuum Poccuiickon Pepepaunn 22 nekabpsa 2020 r.,
permctpaumoHHiin N 61695);

NyHKT 3.8 NHCTPYKLUMKM O NnopsigKe BbIMUCbIBAHWUS NIEKapCTBEHHbLIX MpenapaToB 1 0hopMIeHus
peLenToB 1 TpeboBaHWN-HaKNaAHbIX, YTBEPXAEHHOW Npuka3oM MuHucTepcTBa 34paBoOXpaHEHNs U
coumansHoro passuTus Poccuinckon egepaumm ot 12 pespans 2007 r. N 110 "O nopsigke HasHayeHus
1 BbINUCbIBaHUS NeKapCTBEHHbIX NpenapaTos, U3genui MeguuuHCKOro HasHayeHus n
cneumannsMpoBaHHbIX NMPOAYKTOB nieyedbHoro nutaHus" (3apernctpmposaH MUHUCTEPCTBOM OCTULIAM
Poccurnckon ®enepaumnn 27 anpens 2007 r., pernctpaumoHHsii N 9364);

npuka3 MuHncTepcTBa 34paBooXpaHeHnst U coumansHoro passutus Poccumnckon ®epepauun ot 17
mast 2012 r. N 562H "O6 ytBepxaeHum MNMopagka otnycka ranyeckum nuuam NnekapcTBEHHbIX
npenapaToB AN MeOMULMHCKOrO NPUMEHEHUS, COAEMKALLNX KPOME MasbIX KONMYECTB HAapPKOTUYECKMX
CPeACTB, NCUXOTPONMHbIX BELLECTB U UX NPEKYPCOPOB Apyrve dhapMakonornyeckne akTuBHble BeLLecTsa”
(3apeructpupoBaH Munuctepctesom toctuummn Poccuiickon ®epepaumm 1 unioHsa 2012 r.,
permctpaumoHHbin N 24438);

NYHKT 2 U3MEHEHUIN, KOTOpble BHOCATCH B HEKOTOPbIE Npuka3dbl MMHUCTEPCTBa 30paBOOXPaHEHUS U
coumanbHoro passuTuns Poccuinckon Pegepaumm, yTBepxaeHHbIX npukasom MuHuctepcTaa
3gpaBooxpaHeHunsa Poccuickon ®epepaumm ot 10 nioHs 2013 r. N 369H (3apeructpuposaH
MwuHucTepcTBom octuumm Poccuickon @egepaumm 15 nionsa 2013 r., peructpaumoHHbin N 29064 );

npukas MuHucTepcTBa 3gpasooxpaHeHns Poccuickon Pegepaumm ot 21 asrycta 2014 r. N 465H
"O BHECEHUN U3MEHEHUI B NOPSOOK OTNycka hU3MYeCKUM nuuam nekapcTBeHHbIX npenapaTos Ans
MEOMLIMHCKOrO NPUMEHEHWS, COAEPXKaLLMX KPOME MarbiX KONMYeCTB HAapKOTUYECKUX CPeacCTs,
NMCUXOTPOMHBIX BELLECTB U UX MPEKYPCOPOB Apyrve dapmakonormyeckne akTmBHble BELLLeCTBa,
YTBEPXKAEHHbIN Nprka3om MuHUCTEpCTBa 34paBOOXPaHEHNsT U coumanbHOro passuTtna Poccuiickon
depepaumm ot 17 masa 2012 r. N 562H" (3apernctpuposaH MuHucTepcTBom toctuumm Poccuickon
depnepaumm 10 ceHTabpa 2014 r., pernctpaumoHHbin N 34024);

NYHKT 1 N3MEHEHWIA, KOTOPbIE BHOCSTCS B HEKOTOpPbIE Npukasbl MUHMCTEPCTBA 34PaBOOXPaHEHUS U
coumanbHoro passuTtusa Poccuiickon ®enepauumn n MuHmuctepctea 3gpaBooxpaHeHms Poccuinckon
depnepaumm, yTBEpXKAEHHbIX Npuka3om MuHucTepcTBa 3gpaBooxpaHeHns Poccuinckon degepaumm ot 10
ceHTa6psa 2015 r. N 634H (3apeructpupoBaH MuHuctepcTeom tocTuumnm Poccunckon ®egepauum 30
ceHTa6psa 2015 r., pernctpaumnoHHbin N 39063);

NYHKT 3 U3MEHEHWI, KOTOPbIE BHOCSTCS B HEKOTOpPbIE Npukasbl MUHUCTEPCTBA 34PaBOOXPAHEHUS U
coumanbHoro passuTtusa Poccuiickon ®enepauun n MuHmctepctea 3gpaBooxpaHeHms Poccuickon
depepaummn no Bonpocam 0bpalLeHUnst NeKapCTBEHHBIX NMpenapaToB, COAEPXKALLMX HAPKOTUYECKNE
CpeacTBa, NCUXOTPONHbIE BELLECTBA M UX NPEKYPCOPOB, U NTEKapPCTBEHHbLIX CPEACTB, NoANnexaLmx
npeaMeTHO-KONTMYECTBEHHOMY YYETY, YTBEPXKAEHHBIX NpUKazom MUHUCTEPCTBA 34paBOOXPaHEHMS
Poccunckon ®enepaumm ot 31 okta6psa 2017 r. N 882H (3apermuctpupoBaH MUHUCTEPCTBOM HOCTMLUN
Poccunckon ®enepaumm 9 sHaps 2018 r., pernctpaunoHHbii N 49561).

3. PeuentypHbie 6naHku doopmbl N 107/y-HI, na3rotoBneHHbIe 4O AHA BCTYNNEHUS B CUMY
HacTosILLLEero npvkasa, MoryT ObiTb MCNoMb3oBaHbl 40 1 mapTa 2023 roga.

4. Hactosawmmn npukas BcTynaet B cuny ¢ 1 mapta 2022 r. n gencteyet go 1 mapta 2028 r.

MwuHucTp

M.A.MYPALLKO
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Mpunoxexue N 1
K npuka3y MnHucTepcTBa 30paBoOXpaHeHNs
Poccuitckon ®egepaumm

oT 24 HosA6psa 2021 r. N 1094H

norPAOOK HABHAYEHUA NEKAPCTBEHHbBIX MPEMNAPATOB

. O6LwWwme nonoxeHus

1. HasHauyeHne nekapCTBEHHbIX NpenapaToB Afs MeAULMHCKOro NpuMeHeHns (ganee -
neKkapcTBEHHbIEe NpenapaThbl) OCYLLECTBSETCS Nevalum BpaydoM, penbaLllepoM, akyLLEPKOo B cryvae
BO3JIOXXEHMS Ha HMX MOSTHOMOYMI NeYallero Bpaya, npu okasaHum MeauuUHCKOA NOMOLLY B
MEeOMLIMHCKUX opraHusauusix <1>, B nopsaake, yCTaHOBMEHHOM npukazom MuHuctepcTea
34paBoOOXpPaHEHNs N coumnanbHoro passuTtus Poccuickon ®egepauun ot 23 mapta 2012 r. N 252H "O6
yTBEpXAeHUN [Nopsiaka BO3NoXeHUs Ha denballepa, akyLepky pykoBoauTeneM MeanLUmMHCKon
opraHusaumm nNpu opraHn3aLmm okasaHusi NepPBUYHON MeOMKO-CaHUTapHOM MOMOLLM U CKOPOW
MEeOMLIMHCKOM NOMOLLM OTAENbHbIX (PYHKLMIA Nevallero Bpaya no HenocpeacTBEHHOMY OKa3aHuto
MEeOMLIMHCKOM NOMOLLM NaLMEHTY B Nepuog, HabnioAeHUst 3a HUM U ero NieYeHuns, B TOM Y1Che no
Ha3Ha4YeHMO N NMPUMEHEHMIO NIEKAPCTBEHHbIX NMPenapaToB, BKMOYas HAPKOTUYECKUE NTEKAapPCTBEHHbIE
npenapatbl U NCUXOTPOMHbIE NEKAPCTBEHHbIE NpenapaTbl” <2>, UHANBUAYanbHbIMU
npeanpuHUMaTENsSMM, OCYLLECTBISAOLMMU MEANLMHCKYIO AeATENbHOCTL (Aanee - MeauumMHCKue
paboTHMKN).

<1> [yHkT 11 cTaTtbn 2 PegepanbHoOro 3akoHa ot 21 Hosiops 2011 1. N 323-93 "O6 ocHoBax
OXpaHbl 300poBbs rpaxaaH B Poccuiickon degepaummn” (CobpaHne 3akoHogaTtenbcTBa Poccumnckon
depepaumm, 2011, N 48, c1. 6724, 2019, N 52, cT. 7796) (nanee - PegepanbHbin 3akoH N 323-03).

<2> 3apeructpupoBaH MuHuctepcTeoM tocTuumnm Poccunckon ®enepaunm 28 anpens 2012 r.,
pernctpaumoHHbin N 23971 ¢ nsSMeHeHUsAMM, BHECEHHLIMM NpuKazoM MuHMUCTEpCTBa 30paBOOXpaHEHUS
Poccunckon ®enepaumm ot 31 okta6psa 2017 r. N 882H (3apermuctpupoBaH MUHUCTEPCTBOM HOCTMLUN
Poccunckon ®enepaumm 9 sHeaps 2018 r., permctpaumoHHbin N 49561).

MeanumHcknii paboTHUK, OPOPMUBLLIMI peLenT C HapyLLIEHNEM HACTOSLLEro nopsigka, unm
PYKOBOAUTENb MEANLIMHCKOW OpraHu3aLmmn obecrnevmBaloT CBOEBPEMEHHOE NepeodopMIeHe
Tpebyemoro ons nauMeHTa peuenTa.

2. CBeaeHnst 0 Ha3Ha4YeHHOM JIEKapCTBEHHOM npenaparte (HaVIMeHOBaHVIe JIeEKapCTBEHHOIO
npenapara, Jo3npoBKa, cnocob BBeageHUs n NMPUMEHEHNA, peXXnm A031npoBaHUA, NPOAOITKUTESIbHOCTb
nevyeHust n 060cHoBaHMEe Ha3Ha4YeHUs! JIEKapCTBEHHOIO npenapaTa) BHOCATCA MEONLNHCKAM paGOTHVIKOM
B MEONUUNHCKYIO JOKYMEHTaUMo naumneHTa.


consultantplus://offline/ref=43310CE5F948F019AB93430325723E87BF2D411E00EC308846798106A3CA2B10C40865B172B4BA5DDCC338F8C8197E7036E9A858JEL
consultantplus://offline/ref=43310CE5F948F019AB93430325723E87B925431C0EE2308846798106A3CA2B10C40865B47BE6E04DD88A6DF7D61B686E3CF7A88CF752J6L

B cnyyasx, ykasaHHbIx B nyHkTax 8 - 11 HacToswero MNopsiaka, MeaUUMHCKUA paboTHMK,
Ha3Ha4MBLUNIA NEKapCTBEHHbIN NpenapaTt, 0opMNsSeT HasHaYeHne fekapCTBEHHbIX NpernapaTos, B TOM
yncne Noanexalynx U3roTOBNEHUIO U OTNYCKY anTe4yHbIMU OpraHu3aunsamu (ganee - nekapcTBeHHble
npenapatbl MHANBUAYaNbHOIO U3rOTOBMEHNS), Ha peLenTypHoM BnaHke, opopMNeHHOM Ha ByMaXKHOM
HocuTerne 3a CBoel NoAnuchlo (fanee - peuent Ha OyMaXXHOM HocuTerne), u (unu) ¢ cornacusa naumneHTa
UM ero 3aKOHHOTO NMpeacTaBUTeNst <3> Ha peLenTypHOM bnaHke B hopme 3reKTPOHHOro AOKyMeHTa C
NCMONb30BaHMEM YCUNEHHON KBANMMULUMPOBaHHOWM 3NEKTPOHHOW NOANUCU MEAMLMHCKOTO paboTHMKa
(nanee - peuent B hopMe INEKTPOHHOIO AOKYMEHTA).

<3> [yHkT 2 cTatbm 20 PegepansHoro 3akoHa N 323-d3 (CobpaHue 3akoHo4aTenbCcTBa
Poccuinckon ®epgepaummn, 2011, N 48, c1. 6724; 2021, N 27, cT. 5159).

PeuenT B doopMe aneKTPOHHOro AOKYMEHTa, CoaepKallmi HasHavYeHne HapKOTUYECKMX CpeacTB
WM NCUXOTPONHbIX BELLECTB, MOANUChIBAETCA C UCNOMNb30BaAHWEM YCUMEHHON KBanMuULMpPOBaHHON
3NEKTPOHHON NoANucKu nevallero Bpaya unu denbgliepa, akyLlepku, Ha KOTOPbIX BO3MOXeHbI hyHKLUN
nevallero Bpaya, 1 COOTBETCTBYIOLLLEN MEOULNHCKOWN OpraHn3aumm <4>.

<4> [yHkT 1 cTaTbn 26 PepepanbHOro 3akoHa ot 8 aHBapsa 1998 r. N 3-03 "O HapkOTU4EeCKMX
cpeacTBax u ncuxoTpornHbix BelwecTtBax" (CobpaHue 3akoHogaTensctBa Poccunckon ®epepauun, 1998,
N 2, cT. 219, 2017, N 31, cT. 4791) (nanee - ®egepanbHbin 3akoH N 3-O3).

OdopmneHre peuenToB B (DOPME 3NEKTPOHHBIX JOKYMEHTOB OCYLLIECTBIISETCS B Cyvae NpUHATUS
YNOSTHOMOYEHHbLIM OpPraHOM UCMNOMHUTENBHON BNacTn cybbekta Poccuinckon degepaunm B COOTBETCTBUM
C NyHKTOM 4 cTatbu 6 PeaepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-9®3 "O6 obpaLleHumn
neKkapcTBEHHbIX cpeacTB" <5> pelueHus 06 ncnonb3oBaHMM Ha TeppuTopun cybbekTa Poccuiickon
denepaummn Hapsify € peLenTammn Ha NekapcTBEHHbIe npenapatbl, 0POPMMIEHHBIMU HA ByMaKHOM
HocuTene, PELENTOB Ha NekapCTBEHHbIE NpenapaTbl, COOPMMPOBAHHBLIX B (HOPME 3NEKTPOHHbBIX
OOKYMEHTOB.

<5> CobpaHue 3akoHogaTenbcTea Poccunckon ®egepaunn, 2010, N 16, cT. 1815, 2019, N 52, cT.
7793.

3. Mpwu BbINUCKe NauMeHTa 13 MeANLMHCKOW OpraHu3aLmm, B KOTOPOW EMy OKa3sblBaracb
MeOMUUHCKas MOMOLLb B CTaLMOHaPHbIX YCNOBMSX, MPU HEO6X04MMOCTU MPOAOIKEHMS NpMema
nlekapCTBEHHOrO npenapaTta B ambynaTopHbIX YCITOBUSAX JAaHHOMY MauVEHTY MO PELUEHU0 PyKOBOAMTENS
MEeOMLUHCKON opraHM3aumm HasHavalTcsa ¢ opopMIieHneM peuenTta B hOpMe 3NIEKTPOHHOIO OKYMEHTa
n (Mnun) Ha BymMaKHOM HocuTene (3a UCKNoYEeHNEM OhOPMITIEHUS PELENTOB Ha JIEKapCTBEHHbIE
npenapatbl, nognexawme oTnycky 6ecnnatHo unm co CKMakon) nnbo BelgatoTcs (MauneHTy Unm ero
3aKOHHOMY MPEACTaBUTESIO) OOQHOBPEMEHHO C BbINMUCKON N3 MCTOPUM BONE3HN NTEKapCTBEHHbIE
npenapaTbl, B TOM YNCII€ HAPKOTMUYECKMNE U NMCUXOTPONHbIE NEKAapCTBEHHbIE NpenapaTbl, BHECEHHLIE B
cnucku |l n lll nepeyHss HapKOTUYECKMX CPEACTB, MCUXOTPOMHbBIX BELLECTB U UX NPEKYPCOPOB,
noanexatiux koHTporno B Poccuiickon depgepaunn, ytBepxkaeHHoro lNpasutensctBom Poccuickon
depepaumm <6> (ganee - lNepeyveHb), CUNBHOAENCTBYIOLLNE NTEKAPCTBEHHbBIE NPenapathl, Ha CPOK
npuemMa nauueHTomM 4o 5 gHewn.

<6> [yHkT 2 cTatbn 2 PegepanbHoro 3akoHa N 3-®3 (CobpaHne 3akoHogaTenscTBa Poccumnckon
depepaumm, 1998, N 2, ct. 219; 2016, N 27, cT1. 4238).
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4. HaszHa4yeHune JIEKapPCTBEHHbIX MpenapaTtoB NMpn oka3aHn MeOULMHCKON NoMOLLM B
CTaluMOHApPHbIX YCINOBUAX MOXET OCYLLEeCTBNATLCA NoCcpeaCcTBOM Tpe6OBaHI/IIZ MeOULMHCKOMN
OopraHu3auuin, HanpaseideMblX B anTe4Hble opraHn3aumnn, ABNAWNECA CTPYKTYPHbIMA
noapasgeneHnamu MeauLMHCKOMN opraHuzauunn. <7>

<7> [yHKT 54 cTraTtbu 4 PenepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaiyeHun
nekapcTBeHHbIx cpeacTs" (CobpaHue 3akoHoaaTtenbcTBa Poccuickon Penepaumm, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (ganee - ®egepansHbin 3akoH N 61-93).

5. HasHaueHne nekapcTBEHHbIX NpenapaToB OCYLLECTBNSETCS MEAULMHCKUM pabOTHUKOM Mo
MeXayHapoaHOMY HenaTeHTOBAHHOMY HAaUMEHOBaHUIO, @ MPU €ro OTCYTCTBUU - FPYMNNMPOBOYHOMY UMK
XUMMUYECKOMY HAaUMEHOBaHMI0. B cnyyae oTCyTCTBUS MeXAyHapO4HOro HeNaTeHTOBAHHOMO
HaMMEHOBaHUA 1 rPyNNMPOBOYHOIO NN XMMUYECKOTO HaMMEHOBaHNS NeKapCTBEHHOro npenapara
neKkapcTBEHHbIN NpenapaT HasHa4vyaeTcsa MegUUMHCKMM paboTHUKOM MO TOProBOMY HaumMeHoBaHuo. [MNpu
HaNU4YMM MEQULUHCKNX NOKa3aHui (MHaMBMAYyanbHas HENEePEHOCUMOCTb, MO XXU3HEHHBIM MOKa3aHUSIM)
no peLleHnto BpadebHoOM KOMUCCUN MeMULIMHCKON opraHmM3aumnmn <8> OCyLLIECTBMSIETCS Ha3HaYeHne n
odopMIeHe Ha3HaYeHUS NeKapCTBEHHbIX NpenapaToB, He BXOAALWMX B CTaHAAPTbl MEeOQULNHCKON
nomoLyu, paspaboTtaHHble B COOTBETCTBUM C NyHKTOM 14 ctatbu 37 PegepanbHoro 3akoHa N 323-03
<9>, NN He NpegyCMOTPEHHBIX COOTBETCTBYIOLLEN KMMHUYECKON pekoMmeHaaumnen, Nnmbo no ToprosbiM
HaMMeHoBaHusM. PelleHne BpavyebHOM KOMUCCUN MEANLMHCKON opraHmn3auumn mukcnpyeTcs B
MEANLMHCKON AOKYMEHTaLMM NauueHTa 1 B XKypHarne BpavyebHon KoMmuccuu,

<8> [Mpukas MuHMcTEpPCTBa 30paBOOXpaHEHMS U coLmanbHOro passutusa Poccuickon deaepaumm
ot 5 mast 2012 r. N 502H "O6 yTBEpXOEHUM NopsaKa co3aaHns U OesaTenbHOCTN BpadebHom kommccum
MeANLMHCKON opraHm3aummn” (3apernctpuposaH MuHuctepcteom toctuumm Poccuinckon depepaumm 9
nioHs 2012 r., pernctpaumoHHbin N 24516) ¢ nsmeHeHnsiMn, BHECEHHbIMU Npuka3om MuHucTepcTea
3apaBooxpaHenns Poccuiickon ®enepaumm ot 2 gekabpsa 2013 r. N 886H (3apernctpmpoBaH
MwuHncTepcTBoM toctuumumn Poccuniickon ®epepaumm 23 gekabpst 2013 r., pernctpaumoHHbii N 30714).

<9> CobpaHue 3akoHogaTenbcTea Poccunckon ®egepaunn, 2011, N 48, cT. 6724.

Ecnu npy okasaHuv naumeHTy MeANLMHCKOM NOMOLLM B MEOULIMHCKON opraHu3aunm B
CTaUMOHapPHbIX YCNOBUSIX NO peLLEHM0 Bpa4ebHON KOMUCCUM OCYLLECTBISOTCS Ha3HaYeHue 1
NPUMEHEHWE NEKAPCTBEHHOTO Npenaparta ¢ KOHKPETHLIM TOProBbIM HAMMEHOBaHWEM, TO NPU OKa3aHWUK
OaHHOMY NauMeHTY MEAULMHCKOM MOMOLLM B MHON MEAMLMHCKOM OpraHM3aLmMmn B CTalMoHapHbIX
YCINOBUSX, a Takke B aMOynaTOPHbIX YCNOBUSIX OCYLLECTBMAETCS HasHauYeHne eMy fekapCTBEHHOMO
npenapaTa c TeM Xe TOpProBbiM HaMMeHoBaHnemM <10>.

<10> [yHkT 2 noctaHoBneHus lNMpaBuTtensctBa Poccuickon Pepepaumm ot 30.06.2020 N 965 "O
BHECEHWUM M3mMeHeHun B NMpaBuna opMnpOBaHUS NEPEYHS NTEKAPCTBEHHbIX CPEACTB, 3aKymnka KOTOpbIX
OCYLLIECTBMNSIETCA B COOTBETCTBUN C UX TOPTrOBLIMW HAUMEHOBAHUSIMU, 1 O MPUMEHEHNMN JTEKAPCTBEHHbIX
npenapaToB C KOHKPETHBbIMW TOProBbiMU HanmeHoBaHuAMK" (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depepaumnm, 2020, N 28, cT. 4422).

6. HasHaueHue nekapcTBeHHOro npenapara B peLenTte Ha 6yMaHOM HocuTerne unu peuente B
dhopMe aneKTPOHHOIo JOKYMEHTa 0pOpPMIIAETCH Ha UMS MauMeHTa, Ans KOTOPOro NpegHasHayeH
NeKapcTBEHHbI Npenapar.
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PeuenT Ha BymakHoM HocuTene, ooopMITEHHBIN Ha peuenTypHoM 6naHke doopm N 107/y-HIM, N
107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBEP>XOAEHHbIX HACTOSALLMM NPUKA30M, MOXET ObITb NOMy4YeH
nauneHToM, ero 3akoHHbIM npeacTaBuTenem Unu NnLoM, UMeroLLLMM oOopMIEHHYO B COOTBETCTBUM C
rpaxkgaHckum 3akoHogaternbcTBoM Poccuiickon deaepaumm 4OBEPEHHOCTL OT NalMeHTa Ha NpaBo
nony4YeHnst Takoro peuenTa (garnee - ynosIHOMOYEeHHOE NULO).

MpeacTaBneHe AOBEPEHHOCTU He TpebyeTcs B Criydae NnonyYyeHus peLlenTa Ha NnekapCTBEHHbIN
npenapar Ans uHkypabenbHOro 60MbLHOro Ha 3aBepLUaloLLEeM aTane ero XU3Hu N1LOoM,
OCYLLIECTBNALLNM YX0[ 3a TakuM UHKypabenbHbIM 6onbHbIM. B Takom cny4yae MeguUMHCKUI paboTHUK
BblAaeT NuLy, OCYLLIECTBNSAIOWEMY YXOA 33 UHKYpabenbHbIM GoMbHbLIM, AOKYMEHT, NOATBEPXAatoLLMiA
NHKypabernbHoe CoCTosiHME BOMBHOro, coaep X allnii CBeAeHNsa o NnuLe, KoTopoe ByaeT nony4yaTtb
nekapcTBeHHble NpenapaThl Mo peuenTy (haMmunusa, UMs, 0TYeCTBO (NocreaHee - NPy Hanuuun), Bua,
cepus 1 (UNK) HoMep OOKYMEHTa, YOOCTOBEPSIOLLEro NMYHOCTL), 3aBepeHHbI NoANUCLI0 U NevaTbio
[aHHOro MeaMLMHCKOro paboTHMKA, a Takke nevyaTbio MeQuULIMHCKON opraHm3aLmn.

[oKyMeHT, noaTeepxaatoLLmnii MHKypabenbHoe cocTosiHNe BONBHOro, OCTaeTcs B anTeyHow
opraHusaumm.

PeuenTt B dpopmMe aneKTPOHHOro AOKYMeHTa OpMUPYETCS C UCMOMb30BaHMEM rOCy4apCTBEHHOM
MHOPMaLIMOHHOW cUCTEMbI B cdhepe 34paBooxpaHeHus cyobekTa Poccuiickon Pepepaumu,
MeANLNHCKON MHAPOPMALMOHHOMW CUCTEMBI MEOULMHCKOW opraHusaumnmn <11>,

<11> Cratbun 91 1 91.1 denepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHopaTenbLCcTBa
Poccurickon ®egepaumm, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT Bbldaum peLienTa Ha feKapCTBEHHEIN NpenapaT 3akoHHOMY NPeACTaBUTENO U
YMNOHOMOYEHHOMY NULYY DUKCUPYETCS B MEOULIMHCKON AOKYMEHTaUMN naumeHTa.

7. MeguumHckuM paboTHMKaM 3anpeLlaeTcs oopMIsTb peLenTbl NPy OTCYTCTBUAM Y NaLMeHTa
MEAMLMHCKUX NOKasaHUiA; Ha He3aperncTpUpoBaHHbIE NeKapCTBEHHblE npenapaThbl <12>; Ha
neKkapcTBEHHble NpenapaTbl, KOTOPblIe B COOTBETCTBUN C MHCTPYKLMEN MO MEAULIMHCKOMY NMPVUMEHEHUIO
npeAHasHa4eHbl 4N NPUMEHEHNS TONBbKO B MEAULMHCKMX OpraHn3aumsix; Ha HapkoTUYeckne cpeacTea u
MCMXOTPONHbIE BELECTBa, BHECEHHbIE B CNUCOK || MepeyHsi, 3aperMcTpMpoBaHHbie B KavecTse
NeKapCTBEHHbIX NMpenapaTtos, B LeNsX NpUMeHeHUs! ANs eYeHnst HapkoMaHuu.

<12> Pewwenune CoseTa EBpasuinckomn akoHoMmnyeckon kommcemm ot 3 Hosi6pst 2016 r. N 78 "O
MpaBunax perncTpauum n aKCNepTu3bl NIEKAPCTBEHHbLIX CPEACTB A4S MEAULMHCKOIO NpUMeHeHus"
(ohuumanbHbIN cant EBpa3nnckoro akoHOMU4YecKkoro coto3a http://www.eaeunion.org/, 21 Hosi6ps 2016
r.). Cratba 13 d®enepaneHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbctBa Poccuiickon Pegepaunm,
2010, N 16, cT. 1815; 2020, N 14, cT1. 2028).

WHavBmayanbHbIM NpeanpuHMMAaTEnsM, OCyLLECTBASOWMM MEOULIMHCKYO AeATENbHOCTb,
[AOMOINMHUTENBHO K TpeboBaHWsAM, yka3aHHbIM B ab3alle NepBOM HaCTOSILLEro NyHKTa, 3anpeLaeTcs
ochopMnIATL peLenTbl Ha HAPKOTUYECKUE CPEACTBA M NMCUXOTPONHbIE BELLECTBA, BHECEHHbIE B CNUCKM Il 1
1l MepeyHs (ganee - HAPKOTUYECKME U NCUXOTPOMHbIE NeKApCTBEHHbIE NpenapaTtbl cnuckos Il v 11
Mepeyns).

8. lNpn Ha3Ha4YeHMM HAPKOTUYECKUX N NCUXOTPOMHbIX JIEKAPCTBEHHLIX NpenapaToB cnucka |l
lMepeyHs, 3a UCKMIOYEHEM JTIEKapCTBEHHBIX MpenapaToB B BUAE TpaHCAepMarbHbIX TEepaneBTUYECKNX
CUCTEM U1 NEKapCTBEHHbIX NPEenapaToB, COAEPKaLLMX HAPKOTUYECKOEe CPEACTBO B COMETAHUN C
AHTaroHWCTOM OMMOMOHbIX PELENTOPOB, peLenTbl HA BymMaXHOM HocuTene ohopMIAloTCs Ha
peuenTypHoM 6naHke dopmbl N 107/y-HIT.

9. PeuenTypHbin 6nank popmbl N 148-1/y-88 odopmnseTca Npu HasHa4YeHNM:
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1) HapKOTUYECKNX N NMCUXOTPOMHbIX NIEKAPCTBEHHbIX NpenapaToB cnucka |l MNepeyHs B BUae
TpaHcaepManbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NeKapCTBEHHbIX NpenapaToB cnuvcka ll
MepeyHsa, cogepallmx HapKOTUHECKOe CPeACTBO B COMETAHUN C aHTArOHUCTOM ONMMOUAHbLIX PeLenTopos,
NCUMXOTPOMHbIX NekapcTBeHHbIX NpenapaToB cnucka Il MNMepeyHs;
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